414 779

9310702-P1RU1 - 2015/08 @

CVITEK 2"

L technology AST-GN9O

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
AmuKaLmH AN 8, 16, 64 2 64 CSAGNB**
Amokcuumnnun/KnasynaHosas AMC |4/2,16/8, 32/16 211 32/16 CSAGNB**
kucroTa
AMONLMATINH AM 4,8,32 2 32 CSAGNB*
Amnuumnnun/Cynbbakram SAM  |4/2, 16/8, 32/16 2/11 32/16 CSAGNB**
AsTpeoHam ATM 2,8, 32 1 64 CSAGNB*
LledpazonuH Ccz 4,16, 64 4 64 CSAGNB*
Llecbenum FEP |2,8,16,32 1 64 CSAGNB**
LledpTpnakcoH CRO [1,2,8,32 1 64 CSAGNB**
Linnpodpnokcaumx Clp 05,2,4 0.25 4 CSAGNB**
OpTaneHem ETP 05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
eHTamMuLnH GM 4,16, 32 1 16 CSAGNB**
VimMuneHem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
JleBochnokcauyH LEV® |0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
MeponeHem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
HutpodypaHTonH FT 16, 32, 64 16 512 CSAGNB**
bioMérieux SA pycckui - 1
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Munepauunnut/tasobaktam TZP 214, 814, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,

32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,

P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica

TeTpaumknuH TE 2,4,8 1 16 CSAGNB**
Tpumetonpum/CynbameTokcaso | SXT@ |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

YncneHHble 3Ha4YeHNs BblpaXeHbl B /M.

§ OkBuBaneHTHa no 3 EKTUBHOCTU KOHLIEHTPaLMM CTaHAAPTHOro MeToaa.

**CSAGNB = KnuHunyeckun 3HaunmMble aspobHble rpamoTpuuatenbHble NanoYku.

**Kox(-ESBL) = K. oxytoca (kpome wtammoB, npoayumpytowimx BJIPC).

0,8 np. = Cm. paboune xapakTep1cTVKv C KOAOM npenaparta U AaHHbIM CUMBOSIOM B KOMOHKE KOMMEHTapueB B
PYKOBOACTBE K pacxodHbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. 4. 4yBCTBUTENbHbIE AHTEPOTOKCUTEHHbIE LUTAMMBbI, BbI3blBalOLLME ANAPEID).

KOHTPOIIb KAHECTBA

KoHTponbHble wrammbl CLSI®, peaynbtaThl B cucteme VITEK 2
AHTUMMKPOBHBIN Npenapat Ko E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
AMMKaLH AN <2-4 <2-4
AwmokenumnnuH/KnasynaHosas kucnota AMC <2/1-8/4 - 412 -16/8
AMAMUUARNH AM <2-8
Amnuuunnunn/Cynsbakrtam SAM <2/1-8/4 - 8/4 - 232/16
AsTpeoHam ATM <1 2-8
Lledpasonun Cz <4
Lledenum FEP <1 <1-8
Lledprpuakcon CRO <1 8-264
LunpodhnokcauuH CIP <0.25 <0.25-1
OpraneHem ETP <05 2-28
[eHTaMuLMH GM <1 <1-2
WmuneHem IPM <0.25 1-4
NesodhnokcavmH LEV <0.12 05-4
MeponeHem MEM <0.25 <0.25-1
HutpodhypaHTomH FT <16
MunepauunnuH/TazobakTam TZP <4/4 <4/4 - 8/4 <4/4
TeTpauuknuH TE <1-2 8-216
TpumeTonpum/CynbthameTokcason SXT <20(1/19) 160 (8/152) - 2320 (16/304)

YuncneHHble 3Ha4YeHNS BblpaXKeHbl B H.F/MJ'I.

OrPAHMYEHUA

[ns cnepylowmx coveTaHni MUKpoopraHuaMm / aHTUMUKPOOHBLIV npenapaTt pesynbTaT cnegyeT noaTBepxaaTb
anbTepHaTUBHbIM METOAOM:

o AMukaumH: Acinetobacter baumannii

o Amokcuuunnur/KnaeynaHoBas kucnota: Providencia spp.

o AmnuumnnuH: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o AmnuumnnuH/Cynsbaktam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ AstpeoHam: Pseudomonas spp.

¢ VimuneHewm: Serratia marcescens

¢ MunepaunnnuH/Tasobakram: Serratia marcescens

Ons cnegyrumx coyeTaHMn MUKPOOPraHn3am / aHTVIMVIKpO6HbII7I npenapar pesynbtat cnegyet noareBepXxaaTtb

anbTepHaTUBHLIM METOAOM MpKU NOslyYeHun pesynbTaTa "yMmepeHHo yCTOVILIMBbIM

Uy "yCTOMYMNBLIN'":
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o AmokenuunnuH/KnaesynaHoBas kucnota: Proteus spp.

Ons cnepylowmnx coveTaHuii MUKpoopraHuaMm / aHTMMUKpPOOHBLI npenapaTt pe3ynbTaT crnegyeT noaTBepXaaTb
anbTepHaTMBHbLIM METOAOM NpUW NonyyYeHun pesynbTaTa "yCTONYMBbIN":
e VimnneHem: Aeromonas spp.

e MeponeHem: Aeromonas spp.

¢ [unepauunnun/Taszobaktam: Pseudomonas aeruginosa

Bo3MOXHOCTb onpegeneHvs YCTOMYMBOCTM Ha [aHHOW KapTe Ans Cheaylowux COYeTaHun MUKpoopraHusm /

aHTMMUKPOOHbLIA MpenapaT Heu3BecTHAa, MOCKOSIbKY Ha MOMEHT CpaBHUTENIbHOrO TECTUPOBAHUS MPWU OnpeaeneHun

pabourx xapakTepUCTMK yCTONYMBBIE LUTAMMbI HE BbiNy AOCTYMHBI:

e OptaneHeMm: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (kpome LUTamMMOB,
npoayumpytowmx BJTIPC), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NMPUMEYAHMUE: PesynbtaThl ANA cOMeTaHUA aHTUMUKPOOHBLIN npenapat / MUKpOOpraHvuam, Anst KOTOPbIX CYLLEeCTBYOT
OrPaHUYEHUS, MOXHO WCKNIOYUTL M3 nabopaTopHoro otyeTa. [ns nonyyeHus nogpobHOM WHGOpMauun cCMoTpuTe
PYKOBOACTBO MO NporpamMmmMmHoMy obecrneyeHuto.

bioMérieux SA pycckui - 3
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4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310IEOK---R

BAST-GN9601B

C---20107028B

DOOOB8OELICOHS

EOLINO3201INWY

F2G0Y2PO-230

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina

ME RIEU X 27712 USA

Perncrpamus MU B Pocanparransope
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bioMérieux SA
Chemin de I'Orme

RCS LYON 673 620 399
69280 Marcy-I'Etoile / France
Tel. 33 (0)4 78 87 20 00

Fax 33 (0)4 78 87 20 90
www.biomerieux.com
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CVITEK 2"

— technology AST-GNO1

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
Amnuumnnun/Cynbbakram SAM  |4/2,16/8, 32/16 2/11 32/16 CSAGNB**
AsTpeoHam ATM 2,8, 32 1 64 CSAGNB*
Llechasonun Cz 4,16, 64 4 64 CSAGNB*
Lledpenum FEP 2,8,16,32 1 64 CSAGNB**
LlechTasuagum CAZ |1,2,8,32 1 64 CSAGNB*
LledpTpnakcoH CRO [1,2,8,32 1 64 CSAGNB**
Llechypokcum CXM |2,8,32 1 64 CSAGNB*
LinnpodpriokcauuH CIP 05,2,4 0.25 4 CSAGNB**
OpTaneHem ETP 05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundi,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
BJIPC ESB |FEP1,CTX 0.5 CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEP/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
[ eHTaMuLMH GM 4,16, 32 1 16 CSAGNB*
JleBochnokcauyH LEV® |0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
MeponeHem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Mvnepauunnuu/Tasobaktam TZP 214, 814, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
bioMérieux SA pycckui - 1
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TarnreupknmH TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens

TobpamuumH ™ 8, 16, 64 1 16 CSAGNB**
Tpumetonpum/CynbameTokcaso | SXT@ |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

YucneHHble 3HaYeHus BblpaXkeHbl B /M.

§ OkBuBaneHTHa No 3 PEKTUBHOCTU KOHLIEHTPaLMX CTaHAAPTHOro MeToaa.

**CSAGNB = KnuHunyeckun 3HaunmMble aspobHble rpamoTpuuatenbHble NanoYku.

**Kox(-ESBL) = K. oxytoca (kpome wtammos, npogyumpytowmx BJIPC).

Mpum.: BINNIPC FEP = Lledenum, CTX = UedoTakcum, CAZ = Ledrasmgum, CA = KnaBynaHoBasi kucroTa. LUtammel,
npoayuupytowme BJIPC, ycTonumBbl KO BCEM NEHULMNNMHAM, LedanocnopmMHam, a3TpeoHamy.

NEG = OTpuuartenbHbin.

POS = lNonoxuTenbHbIN.

OTtpuuartensHbiv pesynbTtaTt Tecta Ha BJIPC He nckntovaeTt Hanuumsa BIPC, ckpbiTbix 6eTa-nakramason knacca AmpC.
0,0 np. = Cm. paboumne xapakTepucTMKu ¢ KOJOM npenaparta 1 faHHbIM CUMBOMIOM B KOMTOHKE KOMMEHTapUEB B
PYKOBOACTBE K pacxodHbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. 4. 4yBCTBUTENbHbIE IHTEPOTOKCUTEHHbIE LUTAMMBbI, Bbi3blBaOLLME ANAPEID).

KOHTPOIIb KAHECTBA

KoHTpornbHble wtammbl CLSI®, pesynbTatsl B cucteme VITEK 2
AHTUMUKPOBHBI Npenapat Koa E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
Amnuuunnu/Cynbbakram SAM <2/1-8/4 - 8/4 - 232/16
AstpeoHam ATM <1 2-8
Lledasonm Cz <4
Llecbenum FEP <1 <1-8
Lledrasuanm CAZ <1 <1-4
Lledprpuakcon CRO <1 8-264
Liedpypokeum CXM 2-8
Linnpodpnokcaumh CIP <0.25 <0.25-1
OpTaneHem ETP <05 2-28
BNPC ESB NEG - - POS
[eHTaMuLMH GM <1 <1-2
NesodhnokcavmH LEV <0.12 05-4
Meponexem MEM <0.25 <025-1
MunepauunnuH/TazobakTam TZP <4/4 <4/4 -84 <4/4
TaireLuknH TGC <0.5
ToBpamuumH ™ <1 <1
TpumeTtonpum/CynbdhameTokcason SXT <20(1/19) 160 (8/152) — 2320 (16/304)

YucneHHble 3HaYeHUs BblpaXKeHbl B /M.

Mpum.: BINNIPC FEP = Ledenum, CTX = UedoTakcum, CAZ = Ledptasmgum, CA = KnaBynaHoBasi kucroTa. LUtammel,
npoayuupytowme BJIPC, ycTonumsbl KO BCeM NEHULMMNMHAM, LedanocnopmvHam, a3TpeoHamy.

NEG = OTpuuartenbHbin.

POS = lNonoxuTenbHbIN.

OTtpuuaTtensHbiv pesynbTtaTt Tecta Ha BJIPC He nckntovaeTt Hanuuusa BITPC, ckpbiThix 6eTa-nakramason knacca AmpC.

OrPAHUYEHUA

Ons cnepylowmnx coveTaHui MUKpoopraHuaMm / aHTUMUKpPOOHBLI npenapaTt pes3ynbTaT crnegyeT noaTBepXaaTb
anbTepHaTUBHbLIM METOAOM:

o AmnuumnnuH/Cynsbaktam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ AsTpeoHam: Pseudomonas spp.

¢ [unepauunnun/Tazobaktam: Serratia marcescens

bioMérieux SA pyccKuii - 2
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[ns cnepylowmnx coveTaHnin MUKpoopraHuaMm / aHTUMUKPOOHBLIVM npenapaTt pesynbTatT cnegyet noaTBepxaaTb
anbTepHaTMBHBIM METOAOM NpK MOyYeHnn pesynbTaTa "yCTONYMBLIN":

e MeponeHem: Aeromonas spp.

e MunepaunnnuH/Tasobakram: Pseudomonas aeruginosa

Bo3MOXHOCTb oOnpefeneHns yCTOMYMBOCTM Ha [aHHOW KapTe [AONnd Crnefywlux CoyeTaHuid MUuKpoopraHusm /

aHTUMUKPOOHLIA MpenapaT Heu3BeCTHAa, MOCKOMbKY Ha MOMEHT CpaBHWUTENbHOrO TECTUPOBAHUSA MpWU OnpeaeneHun

paboymx xapakTepucTMK yCTOMYMBbBIE LUTAMMbl HE Oblnn OCTYMHbI:

e OptaneHem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (kpome LUTamMMOB,
npopyuupytowmx BJTIPC), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

o TanreuuknuH: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NMPUMEYAHMUE: PesynbtaThl 4NA cOMETaHUA aHTUMUKPOOHBIN npenapat / MUKPOOpraHvam, Ans KOTOPbIX CYLLEeCTBYOT
OrPaHNYEHNsl, MOXHO MCKMIOYUTL U3 nabopaTopHoro otyeTa. [ns nonyvyeHuss NoapobHON MHdopmaumn cMmoTpute
PYKOBOACTBO MO NPOrpamMmMHOMY obecneyeHmio.

bioMérieux SA pycckui - 3
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4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310IF03J---P

BAST-GN9101K

C---Z000O80OEH

D1COGOHOIOLE

E1IN11031W2GF

F2P1RO52300F

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina

ME RIEU X 27712 USA
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A VITEK 2"
— technology

S. pneumoniae Susceptibility

AST-GP74

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Positive Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of Streptococcus pneumoniae to
antimicrobial agents when used as instructed in the
Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amoxicillin AMX® |0.06, 0.25, 1, 2 0.06 8 S. pneumoniae
Benzylpenicillin P 0.06,0.25,1,2,4 0.06 8 SP(P&M)**
Cefotaxime CTX ]0.06,0.25,05,1 0.06 4 S. pneumoniae
Ceftriaxone CRO [0.06,0.25,0.5,1 0.06 4 S. pneumoniae
Chloramphenicol C 2,8,16 2 32 S. pneumoniae
Ertapenem ETP [05,1,4 0.5 8 Spn except P(R)**
Erythromycin ¢ E® 0.06, 0.125, 0.25 0.25 1 S. pneumoniae
Levofloxacin LEV [05,1,2 0.5 8 S. pneumoniae
Linezolid LNz |1 2 4 S. pneumoniae
Meropenem MEM |0.125,0.25,0.5,1 0.06 4 S. pneumoniae
Moxifloxacin MXF {025, 1,2 0.25 4 S. pneumoniae
Ofloxacin OFL [1,2,4 1 8 S. pneumoniae
Telithromycin TEL 0.06,0.25,1,4 0.25 4 S. pneumoniae
Tetracycline TE 051,2 1 16 S. pneumoniae
Trimethoprim/Sulfamethoxazole | SXT  |2/38, 8/152, 16/304, 10(0.5/9.5) | 320(16/304) S. pneumoniae
32/608
Vancomycin VA 05,1 1 2 S. pneumoniae

Numerical values are expressed in pg/ml.
§ Equivalent standard method concentration by efficacy.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in

Systems Product Information.

*SP(P&M) = S. pneumoniae (pneumonia and meningitis)

*Spn except P(R) = S. pneumoniae (excluding penicillin-resistant strains)
¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since

test contains less than five discrete dilutions.

bioMérieux SA

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru
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QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code S. pneumoniae
ATCC® 49619™

Amoxicillin AMX <0.06-0.12
Benzylpenicillin p 025-1
Cefotaxime CTX <0.06-0.12
Ceftriaxone CRO <0.06-0.12
Chloramphenicol C <2-8
Ertapenem ETP <0.5
Erythromycin® E <0.25
Levofloxacin LEV <05-2
Linezolid LNz <2
Meropenem MEM <0.06-0.25
Moxifloxacin MXF <0.25
Ofloxacin OFL <1-4
Telithromycin TEL <0.25
Tetracycline TE <1
Trimethoprim/Sulfamethoxazole SXT <10(0.5/9.5) - 20(1/19)
Vancomycin VA <1

Numerical values are expressed in pg/ml.
¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

LIMITATIONS

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains
were not available at the time of comparative testing:

e Amoxicillin: Streptococcus pneumoniae

¢ Benzylpenicillin: S. pneumoniae (based on the breakpoints for pneumonia)

e Linezolid: Streptococcus pneumoniae

e Telithromycin: Streptococcus pneumoniae

The ability of the VITEK 2 System to detect intermediate isolates of Streptococcus pneumoniae with erythromycin
is unknown because intermediate organisms were not available at the time of comparative testing. Erythromycin-
intermediate strains of Streptococcus pneumoniae are very rare.

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 2
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this

Susceptibility Card.

INDEX OF SYMBOLS

Meaning

01

02

03

04

05

06

A3207FOH---V

BAST-GP74018

C--39440102 -

D082Y3F222M5

E3C2Q0OA380CB

FO506000000N

(%))
<
E 2
o
=4

Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“bioMérieux, Inc.

é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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CVITEK 2"
— technology AST-GP71

KapTta ons onpepenexus vyBcTButensHocTu Staphylococcus spp., Enterococcus spp., S. agalactiae K aHTUMUKPOBOHBIM
npenapaTtam

KPATKOE OINMNCAHUE NPUMEHEHUE
[aHHaa kapTa npefHasHayeHa AnNsa WUCNOMb30BaHUSA C MHCTpyKUMS NO  NpUMEHeHWo npefocTaBnaeTca B
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix Habope wnu MoxeT OblITb 3arpyxeHa C cawTa
Ans nabopaTopHOro onpeaeneHns YyBCTBUTENbHOCTU K www.biomerieux.com/techlib
aHTMMUKpOGHBLIM npenapaTtam Staphylococcus spp.,
Enterococcus spp. u S. agalactiae. Vicnonb3yiTe, kak Ona nonyyeHns AOMONHUTEMbHBIX WHCTPYKUUA MO
ykasaHo B pykoBofcTBe "PacxofHble maTtepuarnb”. NPUMEHEHNIO CMOTPUTE PYKOBOACTBO MO PacXofHbIM
martepwuanam.
XPAHEHUE

XpaHuTb Npu TemnepaType ot 2° go 8° C.

COCTAB KAPTbI

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHnto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu 1 nekapcrsamu, CLUA)

BeHaunneHnumnnuH P 0.125,0.25,1 0.03 0.5 Staphylococcus spp.
LlechoKCUTIH CKPUHUHF OXSF |6 NEG POS Staphylococcus spp.
LinnpodpnokcauuH CIP 1,24 05 8 Staphylococcus spp., Enterococcus spp.
KnuHaamuuypH CM 05,1,2 0.25 8 Staphylococcus spp., S. agalactiae
Hantomuuyn NS DAP ]05,1,2,4,16 0.12 8 S. aureus, VSEfaeca**
OpUTPOMULVH EO 0.25,05,2 0.25 8 Staphylococcus spp., Enterococcus spp.,

S. agalactiae
leHTamnLmH GM 8,16, 64 05 16 Staphylococcus spp.
KnunpamuumH (nHoyumbensHast  [ICR® | CM 0.5, CM/E 0.25/0.5 NEG POS Staphylococcus spp.
YCTONYMBOCTD)
Jleodpnokcaumx LEV 10.25,2,8 0.12 8 Staphylococcus spp., Enterococcus spp.,

S. agalactiae
JInHesonua LNZ 05,1,2 0.5 8 S. agalactiae, E. faecalis, E. faecium,

S. aureus, S. epidermidis,
S. haemolyticus

MuHOLMKIWH MNO (0.12,05,1 05 16 Staphylococcus spp., Enterococcus spp.
MoxkcudpnokcaumH MXF [0.25,2,8 0.25 8 MSSA*
HutpodypaHTonH FT 16, 32, 64 16 512 Staphylococcus spp., Enterococcus spp.
Okcauunnux OX1 |(05,1,2 0.25 4 Staphylococcus spp.
XuHynpucTun/OdanbdonpucTiH QDA ]0.25,05,2 0.25 16 MSSA**, S. epidermidis, VREF**,

S. agalactiae
Pucbamnuumx RA 0.25,05,2 0.5 32 Staphylococcus spp.
TeTpauuknmH TE 051,2 1 16 Staphylococcus spp., Enterococcus spp.,

S. agalactiae
Taitreuknun NS TGC ]0.25,05,1 0.12 2 E. faecalis, E. faecium, S. aureus,

S. epidermidis, S. haemolyticus,
S. agalactiae, E. casseliflavus

Tpumetonpum/Cynbametokcaso | SXTO |2/38, 8/152, 16/304 10(0.5/9.5) | 320(16/304) S. aureus
n
BaHkoMULMH VA® |1,2, 4,8, 16 0.5 32 Enterococcus spp., Staphylococcus spp.,

S. agalactiae

YuncneHHble 3Ha4YeHNS BblpaXKeHbl B H.F/MJ'I.

bioMérieux SA pycckui - 1
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§ OkBMBaneHTHa no 3 EKTUBHOCTN KOHLIEHTPaLMM CTaHAAPTHOroO MeToaa.

NEG = OTpuuaTtenbHbin.

POS = lNonoxutensHbIN.

NS = B HacToslLEe BpeMs yCTONUMBbIE LITAMMbl OTCYTCTBYIOT, YTO UCKMIOYAET MOMyYeHne Kakoro-nbo pesynbTaTa,
Kpome "yyBcTBUTENBHBLIN". MpK nonyyeHun MUK, cooTBETCTBYIOLLMX APYrON KaTeropmm 4yBCTBUTENBHOCTU ("yMEPEHHO
yCTONYMBLINA", "yCTONYMBLIN'") criegyeT OTNpaBuTb WTaMM B pedepeHCcHyo nabopaTtopuio AN aanbHenwero aHanmsa.
**\/SEfaeca = E. faecalis (4yBCTBUTENbHbIE K BAHKOMULUMHY LUTAMMBI).

0,8 np. = Cm. paboune xapakTep1CTVKu C KOAOM npenaparta 1 AaHHbIM CUMBOSIOM B KOMOHKE KOMMEHTap1eB B
PYKOBOACTBE K pacxodHbIM Matepuanam.

*MSSA = 4yBCTBUTENbHbIE K METULIMIIMHY LUITAMMbI S. aureus

**\/REF = ycTonuuBble K BAHKOMULUHY LWUTamMbl E. faecium

KOHTPOJIb KAYECTBA

KoHTponbHble wrammbl CLSI®, pesynbTtaTthl B cucteme VITEK 2
AHTUMUKPOOHBIA Npenapat Koa E. faecalis S. aureus S. aureus S. aureus S. aureus
ATCC®29212™ | ATCC® 29213™ | ATCC® BAA-1026™ | ATCC® BAA-976™ | ATCC® BAA-977™
BeHaunnennumnanH P - 0.25-20.5
LledhoKCHTMH CKpUHMHI OXSF - NEG POS
Linnpodpnokcamh Clp <05-2 <0.5
KnnHaamuumH CM 4-28 <0.25
DanromuunH™S DAP 1-4 0.25-1
OpUTPOMULMH E 1-4 <0.25-1
leHTamuLmH GM - <05-1
Knunpamuumt (MHayumbensHas ICR - - - NEG POS
YCTONYMBOCTD)
NesodhnokcavmH LEV 0.25-2 <0.12-05
Jinnesonua LNZ 1-4 1-4
MuHoumKnnH MNO 1-4 <0.5
MokcudpnokcaumH MXF <0.25-05 <0.25
HutpodbypaHTomH FT <16 <16-32
Okcauunnmx OX1 - <0.25-05
Xunynpuctuniflansonpuctux QDA 2-8 <0.25-1
Pucdamnuumx RA - <0.5
TeTpaumknuH TE 8-216 <1
TaitreuyknnsS TGC <0.12 <0.12-0.25
Tpumetonpum/CynbthameTokcason SXT - <10(0.5/9.5)
BaHkomuumH VA 1-4 <05-2

YncneHHble 3Ha4YeHNs BblpaXeHbl B /M.

NEG = OtpuuaTtenbHbii.

POS = lNonoxutensHbIn.

NS = B HacTosilLee Bpems! yCTOMUMBBIE LITAMMbI OTCYTCTBYIOT, YTO UCKMIOYAET NOoMyyeHne Kakoro-nuéo pesynsTaTa,
Kpome "yyBcTBUTENBHLIN". [Mpy nonyveHun MUK, cooTBETCTBYIOLLMX APYrov KaTeropuv 4yBCTBUTENBHOCTH ("yMepeHHO
n") cnegyeT OTNpaBWTb WTamM B pedepeHcHyto nabopatopuio Ans AanbHenLwero aHanmaa.

YyCTOMYMBLIN", "yCTONYMBbIN

OrPAHUYEHUA

Ona crnegylowmx coyeTaHUid MUKPOOpraHMaMm / aHTUMUKPOOHBLIA MpenapaTt pesynbTaT cregyeT noaTBepxaaTb
anbTepHaTUBHbLIM METOOOM:

o [lanTomuuumH: Streptococcus agalactiae

e DputpomuumH: Streptococcus agalactiae

o MuHoumknuH: Enterococcus faecium

[ns cnepylowmnx coveTaHnin MUKpoopraHuaMm / aHTUMUKPOOHBLIV npenapaTt pesynbTaT cnegyet noaTBepxaaTb
anbTepHaTMBHLIM METOAOM NpU NonyYeHun pesynbraTa "NnonoXnTeNbHbIN":
e LledbokcnTrH ckpuHuHr: Staphylococcus saprophyticus

bioMérieux SA pyccKuii - 2
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Bo3MOXHOCTb onpegeneHvs yCTOMYMBOCTM Ha [aHHOW KapTe Ans Cheaylowux COYeTaHun MUKpoopraHusm /
aHTVIMMKpO6HbII7I npenapaTt Heu3BeCTHa, MOCKOJIbKY Ha MOMEHT CpaBHUTENIbHOIo TeCTUpOBaHUA MpWU onpeaeneHumn
pabourx xapakTepUCTMK yCTONYUBBIE LUTAMMbI HE BbINy OOCTYMHbI:

¢ JlnHesonua: Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae

e MuHouwmknuH: Staphylococcus spp.

e TarvireuuknuH: Enterococcus spp., Staphylococcus spp., Streptococcus spp.

NMPUMEYAHMUE: PesynbtaThl ANA cOMeTaHUA aHTUMUKPOOHBIN npenapat / MUKpOOpraHvuam, Anst KOTOPbIX CYLLEeCTBYHOT
OrPaHNYeHns, MOXHO WCKNIoYUTL M3 nabopaTopHoro otyeta. [ns nonyyeHus nogpobHOM uHopMauun cCmoTpuTe
PYKOBOACTBO MO NpOrpaMMHOMY o6ecneyeHunio.

bioMérieux SA pycckui - 3
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4 Tlepen nepBbiM NCMOMNBL30BaHNEM AAHHOW KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A3207COW---M

BAST-GP71011

C---Z06G370HS

DOP3X0I193I5

E132N1Y2ROVU

F201WOX1H3KB

G343L-V-U-TS8

H-S-P-K-3J-1I2

I-F-6000000D

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

BB Ew~EEEHE

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina

ME RIEU X 27712 USA
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CVITEK 2"

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
AmnuumnnH AM 4,8,32 2 32 CSAGNB**
Avnuuunnmnn/Cynbbaktam SAM |4, 16,32 2 32 N/A**
Llechotakcum CTX |1,4,16,32 1 64 CSAGNB*
Lledpnogokeum CPD (05,1,4 0.25 8 CSAGNB*
LlechTasuagum CAZ |1,2,8,32 1 64 CSAGNB**
Liecpypokenm CXM  {2,8,32 1 64 CSAGNB**
Linnpodpnokcaumx Clp 05,2,4 0.25 4 CSAGNB**
BNPC: ESB FEP 1,CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEP/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
dochomnumH FOS |8, 16,32 16 256 N/A**
eHTamMuLmH GM 4,16, 32 1 16 CSAGNB**
Vmmnerem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Jleodpnokcauux LEV® |0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meponexem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
HutpodhypaHToMH FT 16, 32, 64 16 512 CSAGNB*
bioMérieux SA pycckui - 1
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Munepauunnut/tasobaktam TZP 214, 814, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,

32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,

P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica

TanreupknmH TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens

TpumeTonpum/CynbthameTokcazo | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,

C. sakazakii

YuncneHHble 3HaYeHns BblpaXeHbl B Ur/mn.

§ OkBMBaneHTHa No aHEeKTUBHOCTU KOHLEHTpaLMmM CTaHgapTHOro MeToAa.

*CSAGNB = KnuHnyeckn 3Hauyumble aapobHble rpamoTpuLaTenbHbIe NanoYku.

**N/A = Cneundunyeckne ykazaHus K npumeHeHnio FDA oTCcyTCTBYIOT.

Mpum.: BINIPC FEP = Lledenum, CTX = UedoTakeum, CAZ = LedTtasmgum, CA = KnaBynaHoBas kucnoTta. LUtammel,
npoayumpytowme BJTIPC, ycToiumBbl KO BCEM NEHMLMMNNHaM, LedanocnopuHam, a3TpeoHamy.

NEG = OTpuuaTtenbHbii.

POS = lNonoxuTenbHbIN.

OTtpuuartenbHbin pesynbTat Tecta Ha BIIPC He uckntovaeTt Hanuumsa BJIPC, ckpbiThix 6eTa-nakramason knacca AmpC.
0,8 np. = Cm. paboune xapakTepucTVKku C KOAOM npenaparta U AaHHbIM CUMBOSIOM B KOMOHKE KOMMEHTap1eB B
PYKOBOACTBE K pacxoHbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. 4. 4yBCTBUTENbHbIE IHTEPOTOKCUTEHHbIE LUTAMMBbI, BbI3blBaOLLME ANAPEID).

KOHTPOIIb KAHECTBA

KoHTporbHble WwTammbl CLSI®, pesynbtaTthl B cucteme VITEK 2
AHTUMMKDOBHBIIA Npenapat Kog E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
AmnuuunanH AM <2-8
Amnuuunnunn/Cynsbakram SAM <2-8 - 8-232
Llecotakcum CTX <1 8-32
Liedpnogokcum CPD <0.25-1
Lledrasuanm CAZ <1 <1-4
Llechypokcum CXM 2-8
Linnpodpnokcaumh CIP <0.25 <0.25-1
BIIPC: ESB NEG - - POS
dochomMuLnH FOS <16 <16
[eHTaMuLMH GM <1 <1-2
WmuneHem IPM <0.25 1-4
JleBocpriokcaumH LEV <0.12 05-4
Meponexem MEM <0.25 <025-1
HutpodypaHTouH FT <16
Munepaywmnnut/Tasobaktam TZP <4/4 <4]4-8/4 <44
TareLmknH TGC <05
TpumeTtonpum/CynbdhameTokcason SXT <20(1/19) 160 (8/152) — 2320 (16/304)

YuncneHHble 3HaYeHns BbipaXeHbl B Ur/mn.

Mpum.: BNNIPC FEP = Lledenum, CTX = UedoTakcum, CAZ = Ledtasmgum, CA = KnaBynaHoBasi kucroTa. LUtammel,
npoayuupytowme BJIPC, ycTonumBbl KO BCEM NEHULMNNMHAM, LedanocnopMHam, a3TpeoHamy.

NEG = OTpuuartenbHbin.

POS = lNonoxuTenbHbIN.

OTtpuuaTtensHbii pesynbTtaTt Tecta Ha BJIPC He nckntovaeTt Hanuumsa BITPC, ckpbiThix 6eTa-nakramason knacca AmpC.

OrPAHUYEHUA

[ns cnepylowmnx coveTaHni MUKpPoopraHuaMm / aHTUMUKPOOHBLIVM npenapaTt pesynbTat cnegyeT noaTBepxaaTb
anbTepHaTMBHbIM METOAOM:

bioMérieux SA pyccKuii - 2
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o AmnuumnnuH: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Amnuumnnun/Cyne6aktam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
e Lledbnogokcmm: Morganella morganii, Serratia spp.

¢ iImnnexewm: Serratia marcescens

¢ MunepaunnnuH/Tasobakram: Serratia marcescens

Ons cnepylowmx coveTaHuii MUKpoopraHuaMm / aHTMMUKpPOOHBLI npenapaTt pes3ynbTaT crnegyeT noaTBepXaaTb
anbTepHaTMBHbLIM METOAOM NpUW NonyyYeHun pesynbTaTa "yCTONYMBbIN":

e VimnneHem: Aeromonas spp.

e MeponeHem: Aeromonas spp.

¢ [unepauunnun/Taszobaktam: Pseudomonas aeruginosa

Bo3MOXHOCTb onpegeneHvs YCTOMYMBOCTM Ha [aHHOW KapTe Ans Cheaylwux COYeTaHum MUKpoopraHuam /
aHTMMUKPOOHbLIA MpenapaT Heu3BeCTHAa, MOCKOSIbKY Ha MOMEHT CpaBHUTENIbHOrO TECTUPOBAHUS MPW OnpeaeneHun
pabourx xapakTepUCTMK yCTONYMBBIE LUTAMMbI HE BbiNy AOCTYMHBI:

o TanreuuknuH: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NMPUMEYAHMUE: PesynbtaThl ANA COMETaHUA aHTUMUKPOOHBIN npenapat / MUKPOOpraHvam, Ans KOTOPbIX CYLLEeCTBYOT
OrPaHNYEHNsl, MOXHO MCKMIOYUTL U3 nabopaTopHoro otyeTa. [ns nonyvyeHuss NoapobHON MHdopmauun cMmoTpute
PYKOBOACTBO MO NPOrpamMmMHOMY obecrneyeHmio.
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4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310HY®OJ---N

BAST-N26301K

C---Z020POFR

D1e0GOIOL11O

E1003201W2GZ

FOY2P1R23007

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina

ME RIEU X 27712 USA
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AVITEK 2
— technology

AST-P632

Staphylococcus spp., Enterococcus spp. and S. agalactiae Susceptibility

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Positive Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical

laboratories as an

in vitro test to determine the

susceptibility of Staphylococcus spp., Enterococcus
spp., and S. agalactiae to antimicrobial agents when
used as instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >

Benzylpenicillin P 0.125,0.25,1 0.03 05 Staphylococcus spp.
Cefoxitin Screen OXSF |6 NEG POS Staphylococcus spp.
Clindamycin CM 0.06,0.25,1 0.125 4 MSSA** MSSE*
Daptomycin NS DAP |05,1,2,4,16 0.12 8 S. aureus, VSEfaeca**
Erythromycin E® 1,2,4,8 0.25 8
Fosfomycin FOS |8,32 8 128 N/A**
Fusidic Acid FA 0514 0.5 32 N/A*
Gentamicin GM 8, 16, 64 0.5 16 Staphylococcus spp.
Inducible Clindamycin Resistance |ICR® |CM 0.5, CM/E 0.25/0.5 NEG POS Staphylococcus spp.
Levofloxacin LEV  [0.25,2,8 0.12 8 Staphylococcus spp., Enterococcus spp.,

S. agalactiae
Linezolid LNz [05,1,2 0.5 8 S. agalactiae, E. faecalis, E. faecium,

S. aureus, S. epidermidis,
S. haemolyticus

Mupirocin MUP® (2,4 2 512
Oxacillin OX1 ]05,1,2 0.25 4 Staphylococcus spp.
Rifampicin RA 0.015, 0.03, 0.125, 0.5 0.03 4 N/A**
Teicoplanin TEC |1,4,8,16 0.5 32 N/A**
Tetracycline TE 051,2 1 16 Staphylococcus spp., Enterococcus spp.,

S. agalactiae
Tigecycline NS TGC (0.25,05,1 0.12 2 E. faecalis, E. faecium, S. aureus,

S. epidermidis, S. haemolyticus,
S. agalactiae, E. casseliflavus

Trimethoprim/Sulfamethoxazole | SXT® |8/152, 16/304, 32/608 | 10(0.5/9.5) | 320(16/304) N/A**
Vancomycin VA® |1,2,4,8,16 0.5 32 Enterococcus spp., Staphylococcus spp.,

S. agalactiae

Numerical values are expressed in pg/ml.
§ Equivalent standard method concentration by efficacy.

NEG = Negative
POS = Positive

*MSSA = Methicillin-susceptible S. aureus
*MSSE = Methicillin-susceptible S. epidermidis
NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.
**\/SEfaeca = E. faecalis (vancomycin susceptible strains)

Peructpanua MU B PocanpaeHagzope
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0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.
**N/A = No specific FDA Indications for Use available

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. faecalis S. aureus S. aureus S. aureus S. aureus
ATCC®29212™ | ATCC®29213™ | ATCC® BAA-1026™ | ATCC®BAA-976™ | ATCC® BAA-977™
Benzylpenicillin P - 0.25-205
Cefoxitin Screen OXSF - NEG POS
Clindamycin CM 24 <0.12-0.25
Daptomycin™ DAP 1-4 0.25-1
Erythromycin E 1-4 <025-1
Fosfomycin FOS - <8
Fusidic Acid FA - <0.5
Gentamicin GM - <05-1
Inducible Clindamycin Resistance | ICR - - - NEG POS
Levofloxacin LEV 0.25-2 <0.12-05
Linezolid LNZ 1-4 1-4
Mupirocin MUP - <2
Oxacillin OX1 - <0.25-0.5
Rifampicin RA 05-24 <0.03
Teicoplanin TEC <0.5 <05-1
Tetracycline TE 8-216 <1
Tigecyclings TGC <0.12 <0.12-0.25
Trimethoprim/Sulfamethoxazole SXT <10(0.5/9.5) <10(0.5/9.5)
Vancomycin VA 1-4 <05-2

Numerical values are expressed in pg/ml.

NEG = Negative

POS = Positive

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Daptomycin: Streptococcus agalactiae
¢ Rifampicin: Streptococcus agalactiae

Perform an alternative method of testing prior to reporting of results when a Positive (+) result is obtained with the
following antibiotic/organism combination(s):
o Cefoxitin Screen: Staphylococcus saprophyticus

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains
were not available at the time of comparative testing:

¢ Linezolid: Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae

 Tigecycline: Enterococcus spp., Staphylococcus spp., Streptococcus spp.

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 2
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MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this

Susceptibility Card.

INDEX OF SYMBOLS

Meaning

01

02

03

04

05

06

07

08

A3203JToeU---K

BAST-P63201R

C---2ZY20G371I

D473X300T0OUY

E193I132N3Q

F20480Y1H3KL

GOK3L-V-U-TD

H-P-K-3-I-65

Catalogue number

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

Authorized representative in the
European Community

8 <= Ee~EEEE:

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“bioMérieux, Inc.

é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Amoxicillin/Clavulanic Acid AMC  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB*
Cefepime FEP 2,8,16,32 1 64 CSAGNB**
Cefotaxime CTX |1,4,16,32 1 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ciprofloxacin Clp 0524 0.25 4 CSAGNB**
Ertapenem ETP [05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL ESB [FEP1,CTX0.5 CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPI/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Fosfomycin FOS |8,16,32 16 256 N/A*
Gentamicin GM 4,16, 32 1 16 CSAGNB*
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Meropenem MEM® | 0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Norfloxacin NOR |1,8,32 0.5 16 CSAGNB**
Piperacillin/Tazobactam TZP | 2/4,8/4, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morgani,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
bioMérieux SA English - 1
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.
NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.
**N/A = No specific FDA Indications for Use available

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
Amikacin AN <2-4 <2-4
Amoxicillin/Clavulanic Acid AMC <2/1-8/4 - 412 - 16/8
Ampicillin AM <2-8
Cefepime FEP <1 <1-8
Cefotaxime CTX <1 8-32
Ceftazidime CAZ <1 <1-4
Ciprofloxacin ClP <0.25 <0.25-1
Ertapenem ETP <0.5 2-28
ESBL: ESB NEG - - POS
Fosfomycin FOS <16 <16
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Meropenem MEM <0.25 <0.25-1
Nitrofurantoin FT <16
Norfloxacin NOR <05 1-4
Piperacillin/Tazobactam TZP <4/4 <4/4 - 8l4 <4/4
Trimethoprim/Sulfamethoxazole SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

o Amoxicillin/Clavulanic Acid: Providencia spp.

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ Imipenem: Serratia marcescens

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained
with the following antibiotic/organism combination(s):

bioMérieux SA English - 2
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o Amoxicillin/Clavulanic Acid: Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

¢ Imipenem: Aeromonas spp.

e Meropenem: Aeromonas spp.

» Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 3
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A3106FJeJ---Y

BAST-N204011I

C---20107028B

D1COFOGOLI1INO

E111003202G60

FOYOT2P23008B

INDEX OF SYMBOLS

Meaning

(%))
<
E 2
o
=4

Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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INTENDED USE

These Instructions for Use correspond to the VITEK® 2 Systems 7.01 or higher software. If you are not using VITEK® 2
Systems 7.01 or higher software, please refer to the VITEK® 2 Systems Product Information that you received with your
current software version.

The VITEK® 2 Gram-Positive identification card (GP) is intended for use with VITEK® 2 Systems for the automated
identification of most significant Gram-positive organisms. The VITEK® 2 GP identification card is a single-use disposable.
For a list of claimed species, see the Organisms Identified section.

DESCRIPTION

The GP identification card is based on established biochemical methods?2-3.7.8.9.10.11,14,20,21,22,23,27,32,37.39 gnd newly
developed substrates. There are 43 biochemical tests measuring carbon source utilization, enzymatic activities and
resistance. Final identification results are available in approximately eight hours or less.

For a list of well contents, see the GP Well Contents table.

Table 1: GP Well Contents

Well Test Mnemonic Amount/Well
2 D-AMYGDALIN AMY 0.1875 mg
4 PHOSPHATIDYLINOSITOL PHOSPHOLIPASE C PIPLC 0.015mg
5 D-XYLOSE dXYL 0.3 mg
8 ARGININE DIHYDROLASE 1 ADH1 0.111 mg
9 BETA-GALACTOSIDASE BGAL 0.036 mg
11 ALPHA-GLUCOSIDASE AGLU 0.036 mg
13 Ala-Phe-Pro ARYLAMIDASE APPA 0.0384 mg
14 CYCLODEXTRIN CDEX 0.3 mg
15 L-Aspartate ARYLAMIDASE AspA 0.024 mg
16 BETA GALACTOPYRANOSIDASE BGAR 0.00204 mg
17 ALPHA-MANNOSIDASE AMAN 0.036 mg
19 PHOSPHATASE PHOS 0.0504 mg
20 Leucine ARYLAMIDASE LeuA 0.0234 mg
23 L-Proline ARYLAMIDASE ProA 0.0234 mg
24 BETA GLUCURONIDASE BGURr 0.0018 mg
25 ALPHA-GALACTOSIDASE AGAL 0.036 mg
26 L-Pyrrolydonyl-ARYLAMIDASE PyrA 0.018 mg
27 BETA-GLUCURONIDASE BGUR 0.0378 mg
28 Alanine ARYLAMIDASE AlaA 0.0216 mg
29 Tyrosine ARYLAMIDASE TyrA 0.0276 mg
30 D-SORBITOL dSOR 0.1875 mg
31 UREASE URE 0.15 mg
32 POLYMIXIN B RESISTANCE POLYB 0.00093 mg
37 D-GALACTOSE dGAL 0.3 mg
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Well Test Mnemonic Amount/Well
38 D-RIBOSE dRIB 0.3 mg
39 L-LACTATE alkalinization ILATk 0.15 mg
42 LACTOSE LAC 0.96 mg
44 N-ACETYL-D-GLUCOSAMINE NAG 0.3 mg
45 D-MALTOSE dMAL 0.3 mg
46 BACITRACIN RESISTANCE BACI 0.0006 mg
47 NOVOBIOCIN RESISTANCE NOVO 0.000075 mg
50 GROWTH IN 6.5% NaCl NC6.5 1.68 mg
52 D-MANNITOL dMAN 0.1875 mg
53 D-MANNOSE dMNE 0.3 mg
54 METHYL-B-D-GLUCOPYRANOSIDE MBdG 0.3 mg
56 PULLULAN PUL 0.3 mg
57 D-RAFFINOSE dRAF 0.3 mg
58 0/129 RESISTANCE (comp.vibrio.) 0O129R 0.0084 mg
59 SALICIN SAL 0.3 mg
60 SACCHAROSE/SUCROSE SAC 0.3 mg
62 D-TREHALOSE dTRE 0.3 mg
63 ARGININE DIHYDROLASE 2 ADH2s 0.27 mg
64 OPTOCHIN RESISTANCE OPTO 0.000399 mg

Note: Other well numbers between 1 and 64 not designated in this table are empty.

PRECAUTIONS
Note: For industry customers that need assistance on selecting the correct VITEK® 2 identification card, please refer to the
VITEK® 2 Compact Instrument User Manual chapter, "Guidance to Select a VITEK® 2 Identification Card."

* For In Vitro Diagnostic Use Only.
» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.
» For professional use only.
+ Suspensions not within the appropriate zone on the VITEK® 2 DENSICHEK™ Plus or the VITEK® 2 DENSICHEK™ may
compromise card performance.
» Do not use the card after the expiration date shown on the package liner.
» Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.
« Allow the card to come to room temperature before opening the package liner.
» Do not use powdered gloves. Powder may interfere with the optics.
Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.
* A Gram stain should be performed to determine an organism’s Gram reaction and morphology prior to selecting the
identification card to inoculate.
The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in these Instructions for Use.
* Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.
Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.
> VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
o VITEK® 2 Compact: Do not load improperly filled cards.

» Give special consideration to specimen source and patient drug or antimicrobic regimen.
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« Interpretation of test results requires the judgment and skill of a person knowledgeable in microbial identification testing.
Additional testing may be required. (See the Supplemental Tests section.)

» Do not clean saline dispenser with chemical agents. The use of chemical agents may impact card performance.

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions.30:35

Warning: All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 GP cards unopened in their original package liner at 2°C to 8°C.

SPECIMEN PREPARATION
For specimen preparation information, see the Culture Requirements Table.

Table 2: Culture Requirements Table

VITEK® 2 Card Media Age of Culture' Incubation Inoculum Dilution for AST Age of
Conditions Density Suspension
Before Loading
Instrument
GP TSAB23 12 to 48 hours |35°C to 37°C 0.50 to 0.63 N/A4 <30 minutes
2,3 0 o McFarland

CBA 5% to 10% CO, Standard

TSA23 or aerobic, non

BP CO,

CHBA

CHOC

CHOC PVX

CNT

CPS ID

MRSA ID

MSA

SAID

TSAHB

TSAL

VRE
GP and AST TSAB 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 280 puLin 3.0 < 30 minutes
GP pair CBA 5% to 10% CO McFarland mL saline

2 | standard
CPSID or aerobic, non-
CO,

GP and AST ST | TSAB 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 280 pL in 3.0 < 30 minutes
pair BA % to 109 McFarland mL saline

c 5% 10 10% CO, Standard

Cultures with scant or poor growth may give unidentified or incorrect results even when the Age of Culture requirements are
met.

2These media were used in the identification product database development and will give optimal performance.
3OMA Official Methods of Analysis validated medium.
4N/A = not applicable
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Culture Requirements Table — Media Abbreviations
BP = Baird Parker

CBA = Columbia Blood Agar with 5% Sheep Blood
CHBA = Columbia Horse Blood Agar

CHOC = Chocolate Agar

CHOC PVX = Chocolate Polyvitex

CNT = Count-TACT® (irradiated) Trypticase Soy Agar
CPS ID = chromID™ CPS (CPS ID agar)

MRSA ID = chromID™ (MRSA ID Agar)

MSA = Mannitol Salt Agar

SAID = chromID™ S. aureus (S. aureus ID Agar)
TSA = Trypticase Soy Agar

TSAB = Trypticase Soy Agar with 5% Sheep Blood
TSAHB = Trypticase Soy Agar with 5% Horse Blood
TSAL = TSA with Lecithin and P80

VRE = chromID™ VRE

TEST PROCEDURE
Materials

When used with VITEK® 2 instrumentation, the GP card is a complete system for routine identification testing of most
clinically significant Gram-positive organisms.

Required materials are:

 VITEK® 2 GP Card

« DENSICHEK™ Plus Kit or VITEK® DENSICHEK® Kit

+ DENSICHEK™ Plus Standards Kit or DENSICHEK® Standards Kit
+ VITEK® 2 Cassette

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes
« Sterile sticks or swabs

» Appropriate agar medium (see Culture Requirements table).

Optional accessories:
» Adjustable volume saline dispenser
* Loops
* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
» Vortex

Procedure

Warning: Failure to follow instructions and recommendations provided in this section for performing laboratory
tasks may cause erroneous or delayed results.

For product-specific information, see the Culture Requirements table.

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.
1. Do one of the following:

» Select isolated colonies from a primary plate if culture requirements are met.

» Subculture the organism to be tested to appropriate agar medium and incubate accordingly.
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2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to a McFarland No. 0.50 to 0.63 using a
calibrated VITEK® 2 DENSICHEK™ Plus or VITEK® 2 DENSICHEK™.

Note: Age of suspension must not exceed 30 minutes before inoculating card.

4. Place the suspension tube and GP card in the cassette.

5. Refer to the appropriate Instrument User Manual for instructions on data entry and how to load the cassette into the
instrument.

6. Follow your local inspecting agency's guidelines for disposal of hazardous waste.

RESULTS
Identification Analytical Techniques

VITEK® 2 Systems identify an organism by using a methodology based on the characteristics of the data and knowledge
about the organism and reactions being analyzed. Sufficient data have been collected from known strains to estimate the
typical reactions of the claimed species to a set of discriminating biochemicals. If a unique identification pattern is not
recognized, a list of possible organisms is given, or the strain is determined to be outside the scope of the database.

The printed lab report contains suggestions for any supplemental tests necessary to complete the identification. If the tests
are not sufficient to complete the identification, then standard microbiology references and literature should be consulted.

Certain species may belong to slashline (mixed) taxa identification. This occurs when the biopattern is the same for the
taxa listed. Supplemental tests may be used to separate slashline taxa. The species in the GP Slashline Taxa table belong to
the GP slashline taxa.

Table 3: GP Slashline Taxa

Slashline Name Species Belonging to the Slashline

For 7.01 Software Users

Micrococcus luteus/lylae Micrococcus luteus
Micrococcus lylae

For 7.01 or Higher Software Users

Dermacoccus nishinomiyaensis/ Dermacoccus nishinomiyaensis
Kytococcus sedentarius Kytococcus sedentarius
Listeria ivanovii Listeria ivanovii ssp. ivanovii

Listeria ivanovii ssp. londoniensis

Streptococcus mitis/ Streptococcus mitis

Streptococcus oralis Streptococcus oralis
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Table 4: Identification Card Qualifying Messages

ID Message Confidence Choices % Probability Comments
Level
Excellent 1 96 to 99 N/A
Very Good 1 93 to 95 N/A
Good 1 89 to 92 N/A
Acceptable 1 85to 88 N/A
Low Discrimination 2to3 Sum of choices = 100; after | Two to three taxa exhibit same
resolution to one choice, biopattern.

percent probability reflects
the number associated with
selected choice.

Separate by supplemental testing.

Inconclusive >3 N/A Either > 3 taxa exhibit same biopattern
or or or
Unidentified Organism 0 Very atypical biopattern. Does not

correspond to any taxon in the
database. Check Gram stain and

purity.

PERCENT PROBABILITY

As part of the identification process, the software compares the test set of reactions to the expected set of reactions of each
organism, or organism group, that can be identified by the product. A quantitative value, the percent probability, is calculated
and relates to how well the observed reactions compare to the typical reactions of each organism. A perfect match between
the test reaction pattern and the unique reaction pattern of a single organism, or organism group, would provide a percent
probability of 99. When a perfect match is not obtained, it is still possible for the reaction pattern to be sufficiently close to that
of an expected reaction pattern such that a clear decision can be provided about the organism identification. The range of
percent probabilities in the one-choice case is 85 to 99. Values closer to 99 indicate a closer match to the typical pattern for
the given organism.

When the reaction pattern is not sufficient to discriminate between two to three organisms, the percent probabilities reflect
this ambiguity. The reported probability values indicate, relatively, the order in which the reaction pattern best corresponds to
the listed possibilities. The order does not, however, suggest that the pattern match to one of the possible identifications is
clearly superior to another. The probability characteristic of an overall sum of 100 is retained through the calculation process.
After resolution to one choice, the probability characteristic of the single choice is retained.

ADDITIONAL INFORMATION ON LAB REPORT
Supplemental test — External (offline) test that allows the user to resolve a slashline or Low Discrimination identification.
Numbers in parentheses indicate percent positive reaction for the species/test listed.

Contraindicating test — Test result that is unusual for a reported taxon.

Table 5: Notes Associated with Certain Taxa

Taxa Note

For 7.01 or Higher Software Users
Enterococcus durans Possibility of Enterococcus villorum if veterinary.

Listeria monocytogenes Critical pathogen, check CAMP test and beta hemolysis.

The species identified may have significance to patient or
sample outcome and can be stopped for review.

Staphylococcus warneri Possibility of Staphylococcus pasteuri if yellow pigmented.

For 8.01 or Higher Software Users
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Taxa Note

Listeria innocua Possibility of Listeria monocytogenes.

Check for beta hemolysis. Listeria innocua strains are non-
hemolytic.

Notes Associated with an Improperly Filled Card or with a Negative Profile (Biopattern)

» For the case where the time between two readings is greater than 40 minutes: “CARD ERROR — Missing data.”

» For the case where there is a negative profile: “Organism with low reactivity biopattern — please check viability.”

* When a biopattern is calculated for an unknown organism that is completely negative or consists of both negative tests
and tests that fall within the uncertainty zone, the identification call will be “Non or low reactive biopattern.”

The following non-reactive species could potentially trigger this note if a test was atypical or fell within the uncertainty zone:
* Alloiococcus otitis

» Dermacoccus nishinomiyaensis

» Gemella bergeri

» Kocuria rosea

» Kocuria varians

» Kytococcus sedentarius

* Leuconostoc mesenteroides ssp. cremoris
» Micrococcus lylae

« Staphylococcus auricularis

Streptococcus pluranimalium

QUALITY CONTROL

Quality control organisms and their expected results are listed in the VITEK® 2 GP Quality Control Tables. Process these
according to the procedure for test isolates outlined in this document.

Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of microbial identification systems.

Frequency of Testing

Currently, it is recommended that you use your most stringent inspecting agency’s guidelines for frequency of identification
product testing.

Common practice is to perform QC upon receipt of shipment of the test kits. Reactions must follow Instructions for Use
results.

If the results do not meet the criteria, subculture for purity and repeat the test. If discrepant results are repeated, perform an
alternate identification method and contact bioMérieux.

Testing and Storage of QC Organisms
1. Rehydrate the organism according to the manufacturer's instructions.

2. Use Trypticase Soy with 5% sheep blood agar (TSAB) and incubate at 35°C to 37°C in 5% to 10% CO,, for approximately
18 to 24 hours.

3. Check for purity. Perform second subculture for testing.

4. Use Trypticase Soy with 5% sheep blood agar (TSAB) and incubate at 35°C to 37°C in 5% to 10% CO, for approximately
18 to 24 hours.

Short-Term Storage Conditions

1. Subculture to a TSAB plate or slant.

2. Incubate for 24 hours at 35°C to 37°C in 5% to 10% CO,.
3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

Long-Term Storage Conditions
1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.
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2. Freeze at-70°C.
3. Subculture to TSAB twice before running QC.

Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of frozen
organism preparation with a sterile applicator stick.

STREAMLINED QUALITY CONTROL
Note: Industrial Use Only laboratories should perform quality control following the Streamlined Quality Control section. No
additional testing is required for these users.

As there are no substrates that are consistently sensitive to degradation during shipping conditions, streamlined quality
control may be conducted by testing two strains: one that is mostly positive and the other, which is mostly negative for
reactions on GP. (See GP Quality Control tables for more details.)

COMPREHENSIVE QUALITY CONTROL
Customers who do not qualify for streamlined quality control testing are required to perform comprehensive quality control
testing, which entails demonstration of a positive and negative reaction for each substrate of an identification product.®

In order to qualify initially for streamlined quality control testing, the CLSI® M50-A standard requires that the user perform and
document either of the following:5

« Verification testing to show that performance is equivalent to the manufacturer's claims.
» Comprehensive quality control testing of at least three lots over at least three different seasons.

Refer to the complete CLSI® M50-A standard for information regarding continued qualification and further details of
requirements and responsibilities for both the user and the manufacturer related to streamlined quality control testing.
GP Quality Control Tables:

Enterococcus casseliflavus ATCC® 700327™ (for streamlined or comprehensive quality control)
Streptococcus salivarius ssp. thermophilus ATCC® 19258™ (for comprehensive quality control)
Kocuria kristinae ATCC® BAA-752™ (for comprehensive quality control)

Listeria monocytogenes ATCC® BAA-751™ (for comprehensive quality control)

Streptococcus pneumoniae ATCC® 49619™ (for comprehensive quality control)

Staphylococcus saprophyticus ATCC® BAA-750" (for streamlined or comprehensive quality control)
Staphylococcus sciuri ATCC® 29061™ (for comprehensive quality control)

Streptococcus equi ssp. zooepidemicus ATCC® 43079™ (for comprehensive quality control)
Enterococcus saccharolyticus ATCC® 43076™ (for comprehensive quality control)

The GP card typically identifies the quality control organisms as one-choice or within a low discrimination or slashline
identification. However, strains are chosen for reaction performance over identification performance. Therefore, an
unidentified or misidentified result may occur when all expected quality control reactions are correct.

Table 6: QC Organism: Enterococcus casseliflavus ATCC® 700327™ (for streamlined or comprehensive quality
control)

AMY + |CDEX - |BGURr - |URE - |dMAL + |PUL -
PIPLC - |AspA v! | AGAL POLYB + | BACI + |dRAF +
dXYL + |BGAR + | PyrA dGAL + |NOVO + |O129R +
ADH1 vZ | AMAN BGUR - |dRIB + |NC6.5 + | SAL +
BGAL + |PHOS - |AlaA v | ILATk - | dMAN + | SAC +
AGLU LeuA v [ TyrA + |LAC + | dMNE + |dTRE +
APPA ProA - |dSOR v |NAG MBdG + | ADH2s v

OPTO +

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

"Reaction is mostly positive although occasional negative reaction may occur.

2Reaction updated to variable but will not appear in QC software until 9.02.
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Table 7: QC Organism: Streptococcus salivarius ssp. thermophilus ATCC® 19258™ (for comprehensive quality

control)

AMY v | CDEX v |BGURr v |URE v |dMAL - PUL Y
PIPLC v | AspA v |AGAL v | POLYB v |BACI v |dRAF v
dXYL v |BGAR v |PyrA v |dGAL v [NOVO v [O0129R v
ADH1 v | AMAN v |BGUR v |dRIB v |NC6.5 v |SAL \
BGAL v |PHOS v |AlaA v | ILATk v |dMAN v |SAC \%
AGLU - |LeuA v [ TyrA v |LAC v |dMNE v |dTRE v
APPA v | ProA v [dSOR v |NAG - | MBdG v | ADH2s Y
OPTO %
+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
Table 8: QC Organism: Kocuria kristinae ATCC® BAA-752" (for comprehensive quality control)
AMY v |CDEX v |BGURr v |URE v |dMAL v |PUL \
PIPLC v | AspA - |AGAL - |POLYB v | BACI — | dRAF \%
dXYL v |BGAR v |PyrA v |dGAL v [NOVO - |0O129R v
ADH1 v |AMAN v |BGUR v |dRIB v |NC6.5 v |SAL Y
BGAL - |PHOS v |AlaA v | ILATk + | dMAN v |SAC \%
AGLU + |LeuA + | TyrA v |LAC - | dMNE v |dTRE v
APPA — | ProA + |dSOR v |NAG v | MBdG v | ADH2s \Y
OPTO %

+ =95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 9: QC Organism: Listeria monocytogenes ATCC® BAA-751" (for comprehensive quality control)

AMY + |CDEX BGURr v |URE dMAL v |PUL v
PIPLC + | AspA v |AGAL v |POLYB BACI v |dRAF -
dXYL v |BGAR — | PyrA v |dGAL - |NOvVO v [O129R v
ADH1 - | AMAN + |BGUR v |dRIB v |NC6.5 + |SAL v
BGAL - |PHOS v |AlaA v |ILATk v |dMAN - | SAC -
AGLU + |LeuA v | TyrA v |LAC v |dMNE v |dTRE v
APPA ProA v |dSOR v |[NAG + |MBdG ADH2s v

OPTO v

+ =95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 10: QC Organism: Streptococcus pneumoniae ATCC® 49619™ (for comprehensive quality control)

AMY v | CDEX v |BGURr v |URE v |dMAL v | PUL v
PIPLC v | AspA v |AGAL v |POLYB v | BACI — | dRAF V!
dXYL v |BGAR v |PyrA v | dGAL v |NOVO v |O129R -
ADH1 v | AMAN - |BGUR v |dRIB - |NC6.5 - | SAL V!
BGAL v |PHOS v |AlaA + |ILATk v |dMAN v |SAC v
AGLU v |LeuA v | TyrA v |LAC v |dMNE v |dTRE \
APPA v! | ProA v |dSOR v [NAG v | MBdG v | ADH2s v
OPTO -
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+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
"Reaction updated to variable but will not appear in QC software until 9.02

Table 11: QC Organism: Staphylococcus saprophyticus ATCC® BAA-750" (for streamlined or comprehensive quality

control)

AMY - |CDEX - |BGURr - |URE + |dMAL + |PUL -
PIPLC - |AspA - |AGAL - |POLYB - | BACI v |dRAF -
dXYL - |BGAR - |PyrA v |dGAL v [NOVO + |O129R v
ADH1 v | AMAN - |BGUR - |dRIB v |[NC6.5 + | SAL -
BGAL + |PHOS v |AlaA - |ILATK v |dMAN + | SAC +
AGLU v |LeuA - | TyrA - |LAC + | dMNE vl [dTRE +
APPA v | ProA - |dSOR - |NAG v |MBdG - |ADH2s -

OPTO +

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

"Reaction is mostly negative although occasional positive reaction may occur.

Table 12: QC Organism: Staphylococcus sciuri ATCC® 29061™ (for comprehensive quality control)

AMY CDEX v |BGURr + |URE - |dMAL v | PUL v
PIPLC AspA v |AGAL v |POLYB — | BACI v |dRAF -
dXYL - |BGAR v |PyrA v |dGAL v |NOVO v |O129R v
ADH1 + |AMAN v |BGUR + |dRIB v |[NC6.5 v [SAL v
BGAL v |PHOS + |AlaA — |ILATK v |[dMAN v [SAC v
AGLU v |LeuA - | TyrA - |LAC - |dMNE v |dTRE +
APPA — | ProA v |[dSOR v |NAG v |MBdG + |ADH2s -

OPTO v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 13: QC Organism: Streptococcus equi ssp. zooepidemicus ATCC® 43079™ (for comprehensive quality control)

AMY

CDEX

BGURr

v!

v v |URE v |dMAL v |PUL

PIPLC v |AspA v |AGAL v |POLYB v | BACI v |dRAF v
dXYL v |BGAR v | PyrA v |dGAL + |NOVO v |O129R v
ADH1 +2 | AMAN v |BGUR v |dRIB v3 |NC6.5 v |SAL v
BGAL PHOS + |AlaA v | ILATk v |dMAN v |SAC v
AGLU v | LeuA v | TyrA v |LAC v |dMNE v |dTRE -
APPA +2 | ProA v |dSOR v | NAG v |MBdG v |ADH2s +

OPTO v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

TReaction is mostly positive although occasional negative reaction may occur.

2Reaction updated to positive but will not appear in QC software until 9.02.

SReaction updated to variable but will not appear in QC software until 9.02.
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Table 14: QC Organism: Enterococcus saccharolyticus ATCC® 43076™ (for comprehensive quality control)

AMY

v |CDEX + |BGURr v |URE v | dMAL v |PUL v

PIPLC v |AspA v |AGAL + | POLYB v |BACI v |dRAF v
dXxYL v |BGAR v | PyrA — | dGAL v |NOVO v |O129R v
ADH1 v |AMAN v |BGUR v |dRIB v |NC6.5 v | SAL v
BGAL v |PHOS v |AlaA v | ILATk v |dMAN + |SAC v
AGLU v | LeuA v | TyrA v |LAC v |dMNE v |dTRE v
APPA v | ProA v |dSOR + | NAG v |MBdG v | ADH2s v
OPTO v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
LIMITATIONS

The VITEK® 2 GP card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or modification in the procedure may affect the results.

Newly described or rare species may not be included in the GP database. Selected species will be added as strains become
available.

Warning: Testing of unclaimed species may result in an unidentified result or a misidentification.

PERFORMANCE CHARACTERISTICS
For 7.01, 8.01, and 9.01 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 GP identification card was evaluated using 457 clinical and
stock isolates of both commonly and rarely observed species of gram-positive cocci. The reference identification was
determined with API® STAPH and API® 20 STREP identification kits. Overall, the VITEK® 2 GP correctly identified 96.1% of
the isolates, including 3.9% low discrimination with the correct species listed. Misidentifications occurred at 3.5% and no
identifications occurred at 0.4%.

For 9.02 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 GP identification card was evaluated using 457 clinical and
stock isolates of both commonly and rarely observed species of gram-positive cocci. The reference identification was
determined with API® STAPH and API® 20 STREP identification kits. Overall, the VITEK® 2 GP correctly identified 95.8% of
the isolates, including 3.5% low discrimination with the correct species listed. Misidentifications occurred at 3.5% and no
identifications occurred at 0.7%.

*Data on file at bioMérieux, Inc.

ORGANISMS IDENTIFIED
Claims are for all software users unless otherwise stated.

» Abiotrophia defectiva

» Aerococcus urinae

» Aerococcus viridans
Alloiococcus otitis

» Dermacoccus nishinomiyaensis/Kytococcus sedentarius
» Enterococcus avium

» Enterococcus casseliflavus

* Enterococcus cecorum

» Enterococcus columbae

» Enterococcus durans

» Enterococcus faecalis

» Enterococcus faecium

» Enterococcus gallinarum

» Enterococcus hirae

» Enterococcus raffinosus

» Enterococcus saccharolyticus
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« Erysipelothrix rhusiopahiae

» Facklamia hominis

» Gardnerella vaginalis

* Gemella bergeri

* Gemella haemolysans

* Gemella morbillorum

» Gemella sanguinis

* Globicatella sanguinis

» Globicatella sulfidifaciens

* Granulicatella adiacens

» Granulicatella elegans

* Helcococcus kunzii

* Kocuria Kristinae

» Kocuria rhizophila

» Kocuria rosea

» Kocuria varians

» Lactococcus garvieae

» Lactococcus lactis ssp. cremoris

» Lactococcus lactis ssp. lactis

* Lactococcus raffinolactis

» Leuconostoc citreum

» Leuconostoc lactis

» Leuconostoc mesenteroides ssp. cremoris
» Leuconostoc mesenteroides ssp. dextranicum
» Leuconostoc mesenteroides ssp. mesenteroides
» Leuconostoc pseudomesenteroides

* Listeria grayi+

* Listeria innocua+

* Listeria ivanovii+

* Listeria monocytogenes+

* Listeria seeligeri+

* Listeria welshimeri+

» Micrococcus luteus

* Micrococcus lylae

* Pediococcus acidilactici

» Pediococcus pentosaceus

* Rothia dentocariosa

* Rothia mucilaginosa

» Staphylococcus arlettae

« Staphylococcus aureus *+

» Staphylococcus auricularis

« Staphylococcus capitis

« Staphylococcus caprae

» Staphylococcus carnosus ssp. carnosus
» Staphylococcus chromogenes

» Staphylococcus cohnii ssp. cohnii

» Staphylococcus cohnii ssp. urealyticus
» Staphylococcus epidermidis+

» Staphylococcus equorum

» Staphylococcus gallinarum

» Staphylococcus haemolyticus

» Staphylococcus hominis ssp. hominis
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» Staphylococcus hominis ssp. novobiosepticus
» Staphylococcus hyicus+

» Staphylococcus intermedius+

» Staphylococcus kloosii

» Staphylococcus lentus

» Staphylococcus lugdunensis

» Staphylococcus pseudintermedius

» Staphylococcus saprophyticus

» Staphylococcus schleiferi

» Staphylococcus sciuri

» Staphylococcus simulans
 Staphylococcus vitulinus

» Staphylococcus warneri

 Staphylococcus xylosus

» Streptococcus agalactiae

» Streptococcus alactolyticus
 Streptococcus anginosus

» Streptococcus canis

» Streptococcus constellatus ssp. constellatus
 Streptococcus constellatus ssp. pharyngis
» Streptococcus cristatus

» Streptococcus downei

» Streptococcus dysgalactiae ssp. dysgalactiae
» Streptococcus dysgalactiae ssp. equisimilis
» Streptococcus equi ssp. equi

» Streptococcus equi ssp. zooepidemicus
 Streptococcus equinus

» Streptococcus gallolyticus ssp. gallolyticus
» Streptococcus gallolyticus ssp. pasteurianus
» Streptococcus gordonii

» Streptococcus hyointestinalis

« Streptococcus infantarius ssp. coli (formerly known as Streptococcus lutetiensis)
 Streptococcus infantarius ssp. infantarius

» Streptococcus intermedius
 Streptococcus mitis/Streptococcus oralis

» Streptococcus mutans

» Streptococcus ovis

 Streptococcus parasanguinis

» Streptococcus pluranimalium

« Streptococcus pneumoniae

» Streptococcus porcinus

» Streptococcus pseudoporcinus
 Streptococcus pyogenes

» Streptococcus salivarius ssp. salivarius

» Streptococcus salivarius ssp. thermophilus
» Streptococcus sanguinis

» Streptococcus sobrinus

» Streptococcus suis |

» Streptococcus suis |l

» Streptococcus thoraltensis

» Streptococcus uberis

» Streptococcus vestibularis
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» Vagococcus fluvialis

Additional Claims For 8.01 or Higher Software Users

* Listeria fleischmannii
* Listeria rocourtiae
« Streptococcus iniae

Taxonomy Changes For 9.02 Software Users
« Streptococcus suis (formerly Streptococcus suis | and )

*Staphylococcus aureus claim contains only the subspecies aureus.

+ OMA Official Methods of Analysis validated claim.

SUPPLEMENTAL TESTS

Table 15: GP Supplemental Tests

Abbreviation | Test Name Description Comments Reference
For 7.01 or Higher Software Users
A-HEM ALPHA HEMOLYSIS Certain species produce | N/A 21, 22, 23, 26, 27
incomplete hemolysis
resulting in a green
zone around colonies
on blood based media.
Acidification of: Acidification of carbon Some tests also appear | 2, 3, 4, 8, 10, 14, 16, 17, 21, 22,
AMD/STARCH | AMIDON/STARCH source observed with on the GP card butare | 23, 26, 27, 28, 31, 32, 33, 34,
pH indicators (e.g., recommended as 36, 40, 42
GLYCOGENac | GLYCOGEN phenol red, bromcresol | supplemental tests
IARABINOSE | L-ARABINOSE acid. purple). since results of
conventional
INULIN INULIN macromethods may
MdG METHYL-A-DGLUCOPYRANOSIDE differ from rapid
MdM METHYL-A-DMANNOPYRANOSIDE commercial
micromethods.
PULLULAN PULLULAN
SACCHAROSE | SACCHAROSE (SUCROSE)
dGALACTOSE | D-GALACTOSE
dMALTOSE D-MALTOSE
dMANNITOL D-MANNITOL
dMANNOSE D-MANNOSE
dMELEZIT D-MELEZITOSE
dMELIBIOSE D-MELIBIOSE
dRAFFINOSE D-RAFFINOSE
dRIBOSE D-RIBOSE
dSORBITOL D-SORBITOL
dTREHALOSE | D-TREHALOSE
dXYLOSE D-XYLOSE
IRHAMNOSE L-RHAMNOSE
ANANE ALPHA-D-N-ACETYLNEURAMINIDASE Presence of respective | Presence of enzymeis | 7, 11, 21, 22, 23, 27, 28, 29, 31,
AIFUC ALPHA-L-FUCOSIDASE enzyme cleaves indicated by generation | 34, 39
substrate generating of a colored or
BGLU BETA-GLUCOSIDASE detectable leaving fluorescent product, or a
BGURase BETA-GLUCURONIDASE group (e.g., p- noncolored product that
nitrophenol, methyl forms color upon
BNAG BETA-N-ACETYLGLUCOSAMINIDASE umbelliferone, beta- addition of a specific
BNAGA BETA-N-ACETYLGALACTOSAMINIDASE naphthylamide, beta- reagent.
BAFUC BETA-D-FUCOSIDASE naphthol, p-nitroaniline,
7-amidomethyl-
PAL ALKALINE PHOSPHATASE coumarin).
Pyrro. Ary. Pyrrolidonyl ARYLAMIDASE
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Abbreviation

Test Name

Description

Comments

Reference

Adherence

Adherence to agar

Sticking of colonies to
the agar surface

Characteristic of Rothia
mucilaginosa

27

AER.GROWTH

AEROBIC GROWTH

Growth in air

N/A

22

Arg.hydr.

ARGININE dihydrolase

Hydrolysis of arginine
releases an amine
resulting in alkalinization
of the medium observed
with a pH indicator (e.g.,
purple color formation in
the presence of
bromcresol purple).

N/A

2,21,22,27,36

B-HEM

BETA HEMOLYSIS

Certain species possess
hemolysins that give a
transparent zone
around colonies on
blood-based agars.

N/A

21,22,27,37

BILE SOL

BILE SOLUBILITY

Pneumococcal colonies
completely lyse and
disappear when
exposed to a 10%
solution of
deoxycholate.

Rapid test for
Streptococcus
pneumoniae

27

CAMP (S.au)

CAMP TEST (Staph. aureus)

Synergistic hemolysis of
Listeria monocytogenes
colonies by beta-toxin
producing colonies of
Staphylococcus aureus.

N/A

27

CAT

CATALASE

Colony placed on a drop
of 3% hydrogen
peroxide produces gas
bubbles. The bacteria
that contain cytochrome
enzyme are catalase
positive.

Differentiation of
Micrococcaceae (+)
from Streptococcaceae
=)

21,22,27, 38

CLINDA.S

Clindamycin susceptible

Zone of inhibition
around the clindamycin
disk > 20mm

Used to differentiate
Lactococcus lactis and
Lactococcus garvieae.

ESCULIN

ESCULIN hydrolysis

Hydrolysis of esculin
forms esculetin which
produces a black
pigment in the presence
of iron salts.

N/A

3,18, 21, 22,24, 27

Gas prod.

Gas production

Production of CO2 from
degradation
carbohydrate (e.g.,
glucose) metabolism.

N/A

27

HIP

HIPPURATE hydrolysis

Hydrolysis of sodium
hippurate releases
glycine that produces a
blue colored product
after addition of
ninhydrin.

N/A

12, 21, 22, 26, 27

LAP

LEUCINE AMINOPEPTIDASE

The substrate leucine-
beta-naphthylamide is
hydrolyzed by the
enzyme leucine
aminopeptidase and
released beta-
naphthylamide
combines with the
cinnamaldehyde
reagent to form a bright
pink to cherry red
pigment.

N/A

19

LitmusMILK

Litmus Milk Medium

Acid production in
Litmus Milk

N/A

16

bioMérieux - English - 15




VITEK® 2 GP

043900- 03 - en- 2019-03

Abbreviation Test Name Description Comments Reference
NaCl 6.5% GROWTH IN 6.5% NaCl Growth in 6.5% NaCl N/A 16, 19
broth
NO3 NITRATE REDUCTION Test for the ability to N/A 21,22, 38
reduce nitrate to nitrite
or nitrogen gas.
NOVO_R NOVOBIOCIN_RESISTANCE Ability of certain species | N/A 20, 21, 22, 27, 40, 41
OPTO R OPTOCHIN_RESISTANCE to grow in the presence
of specific antibacterial
VANCO_R VANCOMYCIN_RESISTANCE compounds
NaCl 7.5% GROWTH IN 7.5% NACL Ability of certain species | N/A 22
to grow in the presence
of a high concentration
of NaCl
PI/OR/RED PINK/ORANGE/RED PIGMENT Ability of certain species | Characteristic of 22,27,28
to produce pink, orange, | Kocuria rosea
or red colonies on
nondifferential media
PVATE PYRUVATE Ability to use pyruvate N/A 28
as a sole carbon source
SATELLITE SATELLITE behavior Appearance of satellite | Nutritionally deficient 9,27
colonies of nutritionally | Streptococcaceae
deficient require nutritional
Streptococcaceae factors supplied by
around colonies of metabolism of colonies
Staphylococcus of Staphylococcus
epidermidis. epidermidis.
Str.sero.A Strepto Serology A Agglutination tests for N/A 1,13, 18, 21, 22, 24, 27, 28, 36
Streptococcus groups
. B I B
Str.sero Strepto Serology AB.C.D, and G
Str.sero.C Strepto Serology C
Str.sero.D Strepto Serology D
Str.sero.G Strepto Serology G
UREASE Urease Hydrolysis of urea N/A 21, 22, 25, 27
releases ammonia,
resulting in alkalinization
of the medium observed
with a pH indicator (e.g.,
red color formation in
the presence of phenol
red).
VP VOGES PROSKAUER Ability of some species | N/A 20, 21,27, 34
to produce acetoin from
glucose fermentation.
YELLOW YELLOW PIGMENT Ability of certain species | For example, used to 21,22,27,28
to produce yellow differentiate E.
pigmented colonies on casseliflavus (+) from E.
nondifferential media. gallinarum (-).
For 7.01 Software Users Only
BILE ESC BILE ESCULIN Bile-esculin positive N/A 18, 24
organisms are able to
grow in the presence of
40% bile and to
hydrolyze esculin.
CAROTENOID | CAROTENOID PIGMENT Presence of red, pink, N/A 28
or orange pigment
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Meaning

Date of manufacture

Contains sufficient for <n> tests

Authorized representative in the
European Community

Ry only For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed
practitioner

<
3
E g

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note : Minor typographical, grammar, and formatting changes are not included

in the revision history.

Release Date Part Number Change Type Change Summary
2019-03 043900-03 Technical change Updated for 9.02 software
release.

Updated sections:

* Intended Use

* Precautions

» Additional Information on
Lab Report

* Testing of QC Organisms

» Performance
Characteristics

* Organisms |dentified

» References

2016-10 043900-02 Technical change * Updated content to
reflect the 8.01 Product
Information Manual
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Release Date

Part Number

Change Type

Change Summary

2016-05

043900-01

Administrative

Formatting changes do
not affect the fit, form, or
function of the product

Technical change

New IFU derived from
product chapter in the
Product Information
Manual

Updated Limited
Warranty section
Updated with RX only
information
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INTENDED USE

These Instructions for Use correspond to the VITEK® 2 Systems 7.01 or higher software. If you are not using VITEK® 2
Systems 7.01 or higher software, please refer to the VITEK® 2 Systems Product Information that you received with your
current software version.

The VITEK® 2 Neisseria-Haemophilus identification card (NH) is intended for use with the VITEK® 2 Systems for the
automated identification of most clinically significant fastidious organisms. The VITEK® 2 NH identification card is a single-
use disposable. For a list of claimed species, see the Organisms Identified section.

DESCRIPTION

The NH Card is based on established biochemical methods and newly developed substrates measuring carbon source
utilization and enzymatic activities. There are 30 biochemical tests. Final identification results are available in approximately
six hours.

For a list of well contents, see the NH Well Contents table.

Table 1: NH Well Contents

Well Test Mnemonic Amount/Well
1 Arginine ARYLAMIDASE ArgA 0.0324 mg
2 GAMMA-GLUTAMYL-TRANSFERASE GGT 0.0228 mg
3 L-Lysine-ARYLAMIDASE LysA 0.0228 mg
4 D-GALACTOSE dGAL 0.3 mg
5 Leucine ARYLAMIDASE LeuA 0.023 mg
6 ELLMAN ELLM 0.03 mg
7 Phenylalanine ARYLAMIDASE PheA 0.026 mg
8 L-Proline ARYLAMIDASE ProA 0.023 mg
10 L-Pyrrolidonyl-ARYLAMIDASE PyrA 0.018 mg
13 Tyrosine ARYLAMIDASE TyrA 0.0279 mg
15 Ala-Phe-Pro-ARYLAMIDASE APPA 0.038 mg
18 D-GLUCOSE dGLU 0.3 mg
19 GLYCOGENE GLYG 0.18 mg
20 D-MANNOSE dMNE 0.3 mg
22 D-MALTOSE dMAL 0.3 mg
28 SACCHAROSE/SUCROSE SAC 0.3 mg
33 N-ACETYL-D-GLUCOSAMINE NAG 0.3 mg
36 UREASE URE 0.15 mg
39 BETA-GALACTOPYRANOSIDASE Indoxyl BGALI 0.006 mg
40 ORNITHINE DECARBOXYLASE oDC 0.15 mg
41 ALPHA-ARABINOSIDASE AARA 0.0324 mg
45 PYRUVATE PVATE 0.15 mg
46 PHOSPHORYL CHOLINE PHC 0.0366 mg
47 D-MALATE dMLT 0.15 mg

bioMérieux - English - 1
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Well Test Mnemonic Amount/Well
51 MALTOTRIOSE MTE 0.3 mg
52 L-GLUTAMINE IGLM 0.15 mg
59 PHOSPHATASE PHOS 0.05 mg
61 d-Ribose 2 dRIB2 0.3 mg
62 Phenylphosphonate OPS 0.024 mg
64 D-XYLOSE dXYL 0.3 mg

Note: Other well numbers between 1 and 64 not designated in this table are empty.

PRECAUTIONS
Note: For industry customers that need assistance on selecting the correct VITEK® 2 identification card, please refer to the
VITEK® 2 Compact Instrument User Manual chapter, "Guidance to Select a VITEK® 2 Identification Card."

 For In Vitro Diagnostic Use Only.

* For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

* For professional use only.

+ Suspensions not within the appropriate zone on the VITEK® 2 DENSICHEK™ Plus or the VITEK® 2 DENSICHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

» Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

 Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

* A Gram stain should be performed to determine an organism’s Gram reaction and morphology prior to selecting the
identification card to inoculate.

+ The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in these Instructions for Use.

* Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

* Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the

saline level in the tubes after the cassette has been processed to ensure proper filling of card.
> VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.

o VITEK® 2 Compact: Do not load improperly filled cards.
» Give special consideration to specimen source and patient drug or antimicrobic regimen.
» Give special consideration to sample source.
* Interpretation of test results requires the judgment and skill of a person knowledgeable in microbial identification testing.
Additional testing may be required. (See the Supplemental Tests section.)
» Do not clean saline dispenser with chemical agents. The use of chemical agents may impact card performance.

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions.18.20

Warning: All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 NH cards unopened in their original package liner at 2°C to 8°C.

SPECIMEN PREPARATION
For specimen preparation information, see the Culture Requirements Table.

bioMérieux - English - 2
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Table 2: Culture Requirements Table

VITEK® 2 Card

Media

Age of Culture'

Incubation
Conditions

Inoculum
Density

Dilution for AST

Age of
Suspension
Before Loading
Instrument

NH

Campylobacter:
TSAB2

CBA

CHBA

TSAHB

Campylobacter:
18 to 24 hours

Campylobacter:

35°C to 37°C or
40°C to 42°C
microaerobic
conditions

Haemophilus:
CHOC?
CHOC PVX2
CBA

CHOC +B

Neisseria:
CHOC?
CHOC PVX?2
CHOC VCAT
CHBA

ML3

NYC*

T™3

TSAB

Other
Fastidious:

CHOC?
CHOC PVX?2
CBA

CHBA

ML3

™3

TSAB
TSAHB

Fastidious:
18 to 24 hours

Fastidious:
35°C to 37°C

with 5% to 10%
CO,

2.70-3.30
McFarland
Standard

N/A S

< 30 minutes

Cultures with scant or poor growth may give unidentified or incorrect results even when the Age of Culture requirements are

met.

2These media were used in the identification product database development and will give optimal performance.

3These media were validated for Neisseria gonorrhoeae, Neisseria meningitidis and Moraxella catarrhalis.

4This medium was validated for Neisseria gonorrhoeae.

5N/A = not applicable

Culture Requirements Table — Media Abbreviations
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CBA = Columbia Blood Agar with 5% Sheep Blood
CHBA = Columbia Horse Blood Agar

CHOC = Chocolate Agar

CHOC + B = Chocolate Agar with Bacitracin
CHOC PVX = Chocolate Polyvitex Agar

CHOC VCAT = Chocolate Polvitex Agar with VCAT
ML = Martin-Lewis Agar

NYC = New York City Medium

TM = Thayer-Martin Agar

TSAB = Trypticase Soy Agar with 5% Sheep Blood
TSAHB = Trypticase Soy Agar with 5% Horse Blood

TEST PROCEDURE
Materials

When used with VITEK® 2 instrumentation, the NH Card is a complete system for routine identification testing of most
significant fastidious organisms.

Required materials are:

+ VITEK® 2 NH Card

« DENSICHEK™ Plus Kit or VITEK® DENSICHEK® Kit

+ DENSICHEK™ Plus Standards Kit or DENSICHEK® Standards Kit
+ VITEK® 2 Cassette

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes
« Sterile sticks or swabs

» Appropriate agar medium (see Culture Requirements table).

Optional accessories:
» Adjustable volume saline dispenser
* Loops
 Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
* Vortex

Procedure

Warning: Failure to follow instructions and recommendations provided in this section for performing laboratory
tasks may cause erroneous or delayed results.

For product-specific information, see the Culture Requirements table.

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
o Select isolated colonies from a primary plate if culture requirements are met.
o Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to a McFarland No. 2.70 to 3.30 using a
calibrated VITEK® 2 DENSICHEK™ Plus or VITEK® 2 DENSICHEK™.

Note: Age of suspension must not exceed 30 minutes before inoculating card.

4. Place the suspension tube and NH card in the cassette.

bioMérieux - English - 4
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5. Refer to the appropriate Instrument User Manual for instructions on data entry and how to load the cassette into the
instrument.

6. Follow your local inspecting agency's guidelines for disposal of hazardous waste.

RESULTS
Identification Analytical Techniques

VITEK® 2 Systems identify an organism by using a methodology based on the characteristics of the data and knowledge
about the organism and reactions being analyzed. Sufficient data have been collected from known strains to estimate the
typical reactions of the claimed species to a set of discriminating biochemicals. If a unique identification pattern is not
recognized, a list of possible organisms is given, or the strain is determined to be outside the scope of the database.

The printed lab report contains suggestions for any supplemental tests necessary to complete the identification. If the tests
are not sufficient to complete the identification, then standard microbiology references and literature should be consulted.

Table 3: Identification Card Qualifying Messages

ID Message Confidence Choices % Probability Comments
Level
Excellent 1 96 to 99 N/A
Very Good 1 93 to 95 N/A
Good 1 89to 92 N/A
Acceptable 1 85 to 88 N/A
Low Discrimination 2to3 Sum of choices = 100; after | Two to three taxa exhibit same
resolution to one choice, biopattern.

percent probability reflects
the number associated with
selected choice.

Separate by supplemental testing.

Inconclusive >3 N/A Either > 3 taxa exhibit same biopattern
or or or
Unidentified Organism 0 Very atypical biopattern. Does not

correspond to any taxon in the
database. Check Gram stain and
purity.

PERCENT PROBABILITY

As part of the identification process, the software compares the test set of reactions to the expected set of reactions of each
organism, or organism group, that can be identified by the product. A quantitative value, the percent probability, is calculated
and relates to how well the observed reactions compare to the typical reactions of each organism. A perfect match between
the test reaction pattern and the unique reaction pattern of a single organism, or organism group, would provide a percent
probability of 99. When a perfect match is not obtained, it is still possible for the reaction pattern to be sufficiently close to that
of an expected reaction pattern such that a clear decision can be provided about the organism identification. The range of
percent probabilities in the one-choice case is 85 to 99. Values closer to 99 indicate a closer match to the typical pattern for
the given organism.

When the reaction pattern is not sufficient to discriminate between two to three organisms, the percent probabilities reflect
this ambiguity. The reported probability values indicate, relatively, the order in which the reaction pattern best corresponds to
the listed possibilities. The order does not, however, suggest that the pattern match to one of the possible identifications is
clearly superior to another. The probability characteristic of an overall sum of 100 is retained through the calculation process.
After resolution to one choice, the probability characteristic of the single choice is retained.

ADDITIONAL INFORMATION ON LAB REPORT
Supplemental test — External (offline) test that allows the user to resolve a slashline or Low Discrimination identification.
Numbers in parentheses indicate percent positive reaction for the species/test listed.

Contraindicating test — Test result that is unusual for a reported taxon.

bioMérieux - English - 5
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Table 4: Notes Associated with Certain Taxa

Taxa

Note

For 7.01 or Higher Software Users

Haemophilus Haemophilus aegyptius is a recognized species, but there is controversy as to whether it should be

influenzae retained as a legitimate species. Haemophilus aegyptius is indistinguishable from H. influenzae by either
DNA/DNA hybridization or by any single phenotypic test. Isolates of H. aegyptius exhibit distinct
pathogenicity and are associated with cases of acute purulent conjunctivitis. Haemophilus influenzae
biogroup Aegyptius is also indistinguishable from H. aegyptius and H. influenzae, but is considered the
etiologic agent of Brazilian purpuric fever, which is a systemic pediatric infection that is typically
preceded by purulent conjunctivitis that resolves before the onset of the systemic infection.
Consequently, isolates of H. aegyptius, H. influenzae biogroup Aegyptius, and other biogroups of H.
influenzae will all identify as H. influenzae when tested with the NH card.

Neisseria Critical pathogen

gonorrhoeae The species identified may have significance to patient or sample outcome and can be stopped for

Neisseria review.

meningitidis

Neisseria sicca Possibility of N. flavescens or N. mucosa.

Isolates of these species may be misidentified as N. sicca. In order to rule them out, perform the
following tests:

YELLOW GLU NO3
N. flavescens + - -
N. mucosa + + +
N. sicca - + -

For 9.02 Software Users

Neisseria cinerea | Possibility of Neisseria gonorrhoeae

Notes Associated with an Improperly Filled Card or with a Negative Profile (Biopattern)
» For the case where the time between two readings is greater than 40 minutes: “CARD ERROR — Missing data.”
 For the case where there is a negative profile: “Organism with low reactivity biopattern — please check viability.”

* When a biopattern is calculated for an unknown organism that is completely negative or consists of both negative tests
and tests that fall within the uncertainty zone, the identification call will be “Non or low reactive biopattern.”

Campylobacter jejuni ssp. jejuni could potentially trigger “Non or low reactive biopattern” if a test was atypical or fell within the
uncertainty zone.

QUALITY CONTROL
Quality control organisms and their expected results are listed in the VITEK® 2 NH Quality Control Tables. Process these
according to the procedure for test isolates outlined in this document.

Note: Staphylococcus epidermidis ATTC® 12228™ needs to be tested at a McFarland Standard No. 0.5 to 0.63. All other QC
strains are tested at a McFarland Standard No. 2.70 to 3.30.

Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of microbial identification systems.

Frequency of Testing

Currently, it is recommended that you use your most stringent inspecting agency’s guidelines for frequency of identification
product testing.

Common practice is to perform QC upon receipt of shipment of the test kits. Reactions must follow Instructions for Use
results.

bioMérieux - English - 6
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If the results do not meet the criteria, subculture for purity and repeat the test. If discrepant results are repeated, perform an
alternate identification method and contact bioMérieux.

Testing and Storage of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.

2. Use Chocolate agar and incubate at 35°C to 37°C in 5% to 10% CO,. Incubate for 18 to 24 hours or until sufficient growth
is obtained.

3. Check for purity. Perform second subculture for testing.

4. Use Chocolate agar and incubate at 35°C to 37°C in 5% to 10% COs,. Incubate for 18 to 24 hours.

Short-Term Storage Conditions

Short-term storage is not recommended. Cultures maintained by other methods, specifically those maintained on agar plates
or slants for long periods of time at room temperature or at 2°C to 8°C are subject to loss or change of important biochemical
characteristics.

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.
2. Freeze at-70°C.
3. Subculture twice to Chocolate agar before running QC.

Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of frozen
organism preparation with a sterile applicator stick.

STREAMLINED QUALITY CONTROL
Note: Industrial Use Only laboratories should perform quality control following the Streamlined Quality Control section. No
additional testing is required for these users.

Streamlined quality control may be used to confirm acceptable performance of the NH card after shipping/storage. This
methodology may be performed with the NH card by following the instructions for quality control testing as described in the
NH Instructions for Use and meeting the criteria stated in the CLSI® M50-A Quality Control for Commercial Microbial
Identification Systems.

Testing may be conducted using Eikenella corrodens ATCC® BAA-1152™ and evaluating the performance of the PHOS well.
Testing at bioMérieux, Inc. has shown that the PHOS well is the most labile well on the NH card and E. corrodens ATCC®
BAA-1152" is the most sensitive strain for detecting degradation of this well with a false positive reaction. (See NH Quality
Control table for more details).

COMPREHENSIVE QUALITY CONTROL
Customers who do not qualify for streamlined quality control testing are required to perform comprehensive quality control
testing, which entails demonstration of a positive and negative reaction for each substrate of an identification product.

In order to qualify initially for streamlined quality control testing, the CLSI® M50-A standard requires that the user perform and
document either of the following:3

« Verification testing to show that performance is equivalent to the manufacturer's claims.
» Comprehensive quality control testing of at least three lots over at least three different seasons.
Refer to the complete CLSI® M50-A standard for information regarding continued qualification and further details of
requirements and responsibilities for both the user and the manufacturer related to streamlined quality control testing.
NH Quality Control Tables:
Eikenella corrodens ATCC® BAA-1152" (for streamlined or comprehensive quality control)
Aggregatibacter aphrophilus ATCC® 33389™ (for comprehensive quality control)
Haemophilus influenzae ATCC® 9007™ (for comprehensive quality control)
Neisseria gonorrhoeae ATCC® 19424™ (for comprehensive quality control)
Neisseria lactamica ATCC® 23970™ (for comprehensive quality control)
Oligella urethralis ATCC® 17960™ (for comprehensive quality control)
Enterobacter aerogenes ATCC® 13048™ (for comprehensive quality control)
Paenibacillus polymyxa ATCC® 7070™ (for comprehensive quality control)
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Staphylococcus epidermidis ATCC® 12228™ (for comprehensive quality control)

The NH card typically identifies the quality control organisms as one-choice or within a low discrimination or slashline
identification. However, strains are chosen for reaction performance over identification performance. Therefore, an
unidentified or a misidentified result may occur when all expected quality control reactions are correct.

Note: The NH card uses unclaimed taxa for quality control testing. These strains will give an unidentified or a misidentified
result.

Table 5: QC Organism: Eikenella corrodens ATCC® BAA-1152" (for streamlined or comprehensive quality control)

ArgA - | PheA - |GLYG - | BGALi - |MTE -
GGT - | ProA + |dMNE - |ODC + | IGLM v
LysA - | PyrA - |dMAL - |AARA - | PHOS* -
dGAL - | TyrA - |SAC - | PVATE - |dRIB2 -
LeuA + | APPA + |NAG - |PHC - |OPS -
ELLM + |dGLU - |URE - |dMLT v |[dXYL -

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.
*Key well for streamlined quality control.

Table 6: QC Organism Aggregatibacter aphrophilus ATCC® 33389™ (for comprehensive quality control)

ArgA v | PheA v |GLYG v | BGALI + |MTE +
GGT + | ProA - | dMNE + |ODC - |IGLM -
LysA v |PyrA v |dMAL + | AARA v |PHOS +
dGAL v | TyrA v |SAC + |PVATE — | dRIB2 v
LeuA v | APPA — |NAG v |PHC v |OPS v
ELLM v |[dGLU + |URE - | dMLT v |dXYL v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.

Table 7: QC Organism: Haemophilus influenzae ATCC® 9007™ (for comprehensive quality control)

ArgA v |PheA + |GLYG v | BGALi - |MTE v
GGT — | ProA - | dMNE v |ODC v [IGLM v
LysA v | PyrA - |dMAL - | AARA v |PHOS +
dGAL + | TyrA v [SAC v | PVATE v |dRIB2 +
LeuA + | APPA - |NAG v |PHC + |OPS +
ELLM v |dGLU + |URE + |dMLT + |[dXYL +

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.

Table 8: QC Organism: Neisseria gonorrhoeae ATCC® 19424™ (for comprehensive quality control)

ArgA + |PheA v |GLYG v | BGALi v |MTE v
GGT v | ProA v |dMNE v |ODC - |IGLM -
LysA v | PyrA v |dMAL v |AARA - |PHOS v
dGAL v [ TyrA v [SAC v | PVATE v |[dRIB2 v
LeuA v |APPA + |NAG v |PHC - |OPS v
ELLM - |dGLU v |URE v |[dMLT — | dXYL v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.
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Table 9: QC Organism: Neisseria lactamica ATCC® 23970™ (for comprehensive quality control)

ArgA PheA v |GLYG v | BGALi + |MTE v
GGT v | ProA v |dMNE v |ODC v |[IGLM \Y
LysA - | PyrA v |dMAL v |AARA + |PHOS v
dGAL v | TyrA v |SAC v | PVATE v |dRIB2 v
LeuA v |APPA v |NAG v |PHC v |OPS -
ELLM v |dGLU v |URE v | dMLT v | dXYL v

+ =95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.

Table 10: QC Organism: Oligella urethralis ATCC® 17960™ (for comprehensive quality control)

ArgA — | PheA + |GLYG — | BGALi v |MTE -
GGT + |ProA + |dMNE - |ODC v |IGLM +
LysA v |PyrA v |dMAL v | AARA v |PHOS -
dGAL — | TyrA + |SAC - | PVATE + |dRIB2 -
LeuA v |APPA v |NAG - |PHC v |OPS v
ELLM + |[dGLU - |URE v |dMLT + |[dXYL -

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.

Table 11: QC Organism: Enterobacter aerogenes ATCC® 13048™

(for comprehensive quality control)

ArgA v | PheA v |GLYG v | BGALi v |MTE v
GGT v | ProA v |dMNE v |ODC v [IGLM v
LysA + | PyrA + |dMAL v | AARA v |PHOS v
dGAL v | TyrA v [SAC v | PVATE v |dRIB2 v
LeuA v |APPA v |NAG + |PHC v |OPS v
ELLM v |[dGLU v |URE v |dMLT v |[dXYL v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.

Note: Enterobacter aerogenes is an unclaimed taxa for the NH card.

Table 12: QC Organism: Paenibacillus polymyxa ATCC® 7070™ (for comprehensive quality control)

ArgA v | PheA v |GLYG + |BGALi v |MTE v
GGT v | ProA v |dMNE v |ODC v |[IGLM \Y
LysA v | PyrA v |dMAL v |AARA v |PHOS v
dGAL v | TyrA v |SAC v | PVATE v |dRIB2 v
LeuA v |APPA v |NAG v |PHC v |OPS v
ELLM v |dGLU v |URE v |dMLT v |dXYL v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.

Note: Paenibacillus polymyxa is an unclaimed taxa for the NH card.
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Table 13: QC Organism: Staphylococcus epidermidis ATCC® 12228™ (for comprehensive quality control)

ArgA v | PheA v |GLYG v | BGALi v |MTE v
GGT v | ProA v |dMNE v |ODC v |[IGLM v
LysA v | PyrA v |dMAL v |AARA v |PHOS v
dGAL v | TyrA v |SAC v | PVATE v |dRIB2 v
LeuA — |APPA v |NAG v |PHC v |OPS v
ELLM v |dGLU v |URE v |dMLT v | dXYL v

+ =95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.
Note: Staphylococcus epidermidis is an unclaimed taxa for the NH card.

LIMITATIONS
The VITEK® 2 NH card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or modification in the procedure may affect the results.

Newly described or rare species may not be included in the NH database. Selected species will be added as strains become
available.

Warning: Testing of unclaimed species may result in an unidentified result or a misidentification.

PERFORMANCE CHARACTERISTICS
For 7.01 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 NH identification card was evaluated using 371 clinical and
stock isolates of both commonly and rarely observed species of fastidious organisms. The reference identification was
determined by 16S rRNA gene sequencing. Overall, the VITEK® 2 NH correctly identified 96.5% of these isolates, including
10.2% low discrimination with the correct species listed. Misidentifications occurred at 2.7% and no identifications occurred at
0.8%.

For 8.01, 9.01, and 9.02 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 NH identification card was evaluated using 371 clinical and
stock isolates of both commonly and rarely observed species of fastidious organisms. The reference identification was
determined by 16S rRNA gene sequencing. Overall, the VITEK® 2 NH correctly identified 95.7% of these isolates, including
10.5% low discrimination with the correct species listed. Misidentifications occurred at 3.2% and no identifications occurred at
1.1%.

*Data on file at bioMérieux, Inc.

ORGANISMS IDENTIFIED
Claims are for all software users unless otherwise stated.

» Actinobacillus ureae

» Aggregatibacter actinomycetemcomitans
» Aggregatibacter aphrophilus
Aggregatibacter segnis

» Campylobacter coli

» Campylobacter fetus ssp. fetus
» Campylobacter jejuni ssp. jejuni
Capnocytophaga spp.
Cardiobacterium hominis
Eikenella corrodens
Gardnerella vaginalis

* Haemophilus haemolyticus

» Haemophilus influenzae

* Haemophilus parahaemolyticus
* Haemophilus parainfluenzae
Kingella denitrificans

Kingella kingae

0

.
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» Moraxella (Branhamella) catarrhalis
* Neisseria cinerea

* Neisseria elongata

* Neisseria gonorrhoeae

* Neisseria lactamica

* Neisseria meningitidis

* Neisseria sicca

* Oligella urethralis

+ Suttonella indologenes

Additional Claims For 8.01 or Higher Software Users

* Actinobacillus pleuropneumoniae
* Actinobacillus suis

 Histophilus somni

* Moraxella (Neisseria) ovis

* Neisseria weaveri

* Riemerella anatipestifer

SUPPLEMENTAL TESTS

Table 14: NH Supplemental Tests

Abbreviation | Test Name Description Comments Reference
For 7.01 or Higher Software Users
25C GROWTH AT 25degC Ability of certain species | N/A 14,17
to grow at 25°C.
42C GROWTH AT 42degC Ability of certain species | N/A 17
to grow at 42°C.
AGAR 35 GROWTH AT 35C (NUTRIENT AGAR) Ability of certain species | N/A 16, 17
to grow at 35°C on
nutrient agar.
CAT CATALASE Colony placed on a drop | N/A 11,12, 14,17
of hydrogen peroxide
produces gas bubbles.
The bacteria that contain
cytochrome enzyme are
catalase positive.
COcCcCl COCCUS SHAPE Coccus (round) shape of | N/A 11, 14,17
the bacterial cell
examined with gram
stain.
DNAse DNAse Ability of certain species | N/A 12,16, 17
to produce DNAse
resulting in the
degradation of DNA.
ESCULIN ESCULIN hydrolysis Hydrolysis of esculin N/A 11,17, 21
forms esculetin that
produces a black
pigment in the presence
of iron salts.
HEMO-horse Horse blood hemolysis Certain species possess | Hemolysis on horse 17
hemolysins that give a blood is used as a
transparent zone around | differential test in the
the colonies on blood- identification of
based agars. Haemophilus spp.
HIP HIPPURATE hydrolysis Hydrolysis of sodium Of the Campylobacter 17
hippurate releases species, only
glycine that produces a Campylobacter jejuni
blue colored product gives a positive
after addition of hippurate reaction.
ninhydrin.
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Abbreviation Test Name Description Comments Reference
IND INDOLE Ability of certain species | N/A 1,17, 22
to split indole from
tryptophan detected by a
colored product revealed
with a specific reagent
(e.g., Kovacs, Ehrlichs,
DMAC reagents).
MOB MOTILITY Test for motility using Bacterial motility can be | 17, 22
hanging drop procedure | observed by placing a
or wet mount. drop of bacterial
suspension on a slide
and viewing it under a
microscope.
NO3 NITRATE REDUCTION Test for the ability to N/A 11,12,17,22
reduce nitrate to nitrite or
nitrogen gas.
ONPG BETA-GALACTOSIDASE Presence of beta- N/A 10, 11, 16, 17
galactosidase cleaves o-
nitrophenol-beta-D-
galactopyranoside to
produce a yellow colored
product.
OX OXIDASE Detection of the N/A 11,17,19
presence of cytochrome
C.
THAYER M. Thayer Martin Agar Growth on selective Thayer Martin Agar, New | 11, 17
medium used in the York City Agar, or
differentiation of Chocolate Polyvitex
Neisseria spp. Agar with VCAT can be
used for this test.
UREASE Urease Hydrolysis of urea Some tests also appear | 11, 17
releases ammonia on the NH card but are
resulting in alkalinization | recommended as
of the medium observed | supplemental tests since
with a pH indicator (e.g., | results of conventional
red color formation in the | macromethods often
presence of phenol red). | differ from rapid
commercial
micromethods.
V FACTOR V FACTOR (NAD) REQUIREMENT NAD required for growth. | N/A 16, 17,19
X FACTOR X FACTOR (HEMIN) REQUIREMENT Hemin required for N/A 11,17,19
growth.
dFRUCTOSE D-FRUCTOSE acidification Acidification of carbon Some tests also appear | 8,9, 11,12, 14, 17, 19,
JdGALACTOSE D-GALACTOSE acidification source observed with pH | on the NH card but are 21,22
o indicator (e.g., phenol recommended as
dGLUCOSE D-GLUCOSE acidification red, bromcresol purple). | supplemental tests since
LACTOSE LACTOSE acidification results of conventional
o macromethods often
dMALTOSE D-MALTOSE acidification differ from rapid
dMANNITOL D-MANNITOL acidification commercial
dMANNOSE D-MANNOSE acidification micromethods.
dRAFFINOSE D-RAFFINOSE acidification
SACCHAROSE SACCHAROSE/SUCROSE acidification
dTREHALOSE D-TREHALOSE acidification
For 8.01 or Higher Software Users
22C GROWTH AT 22degC Ability of certain species | N/A 12
to grow at 22 °C.
A-HEM ALPHA HEMOLYSIS Certain species produce | N/A 3
incomplete hemolysis
resulting in a green zone
around colonies on
blood based media.
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Abbreviation Test Name Description Comments Reference

MICROAER. MICROAEROBIC GROWTH Growth requiring a lower | N/A 14

concentration of oxygen
than is present in the
atmosphere.

NO2 NITRITE REDUCTION Test for the ability to N/A 12

reduce nitrite to nitrogen
gas (NO2), nitrate to
nitrite, and/or nitrogen
gas from nitrate (NO3 to
N2).

YELLOW YELLOW PIGMENT Ability of certain species | N/A 3

to produce yellow
pigmented colonies on
non-differential media.

dXYLOSE D-XYLOSE acidifcation Acidification of carbon Some tests also appear | 8,9, 11,12, 14, 17, 19,

source observed with pH | on the NH card but are 21,22
indicator (e.g., phenol recommended as

red, bromcresol purple). | supplemental tests since
results of conventional
macromethods often
differ from rapid
commercial
micromethods.
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Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.
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WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note : Minor typographical, grammar, and formatting changes are not included

in the revision history.

Release Date Part Number Change Type Change Summary
2019-03 043902-03 Technical change Updated for 9.02 software
release.

Updated sections:

* Intended Use

* Precautions

 Testing of QC Organisms
* Organisms |dentified

2016-10 043902-02 Technical change * Updated content to
reflect the 8.01 Product
Information Manual

2016-05 043902-01 Administrative » Formatting changes do
not affect the fit, form, or
function of the product

Technical change * New IFU derived from
product chapter in the
Product Information
Manual

» Updated Limited
Warranty section

» Updated with RX only
information

BIOMERIEUX, the BIOMERIEUX logo, VITEK, API, Count-TACT, chromID, DensiCHEK and bioLiaison are used, pending,
and/or registered trademarks belonging to bioMérieux, or one of its subsidiaries, or one of its companies.

This product may be protected by one or more patents, see: http://www.biomerieux-usa.com/patents.

The ATCC trademark and trade name and any and all ATCC catalog numbers are trademarks of the American Type Culture
Collection.

CLSI is a trademark belonging to Clinical Laboratory and Standards Institute, Inc.
Any other name or trademark is the property of its respective owner.
©BIOMERIEUX 2019
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INTENDED USE

These Instructions for Use correspond to the VITEK® 2 Systems 7.01 or higher software. If you are not using VITEK® 2
Systems 7.01 or higher software, please refer to the VITEK® 2 Systems Product Information that you received with your
current software version.

The VITEK® 2 Anaerobic and Corynebacteria identification card (ANC) is intended for use with VITEK® 2 Systems for the
automated identification of most clinically significant anaerobic organisms and Corynebacterium species. The VITEK® 2 ANC
identification card is a single-use disposable. For a list of claimed species, see the Organisms Identified section.

DESCRIPTION
The ANC card is based on established biochemical methods and newly developed substrates. There are 36 biochemical
tests measuring carbon source utilization and enzymatic activities. Final results are available in approximately six hours.

For a list of well contents, see the ANC Well Contents table.

Table 1: ANC Well Contents

Well Test Mnemonic Amount/Well
4 D-GALACTOSE dGAL 0.3 mg
5 Leucine ARYLAMIDASE LeuA 0.023 mg
6 ELLMAN ELLM 0.03 mg
7 Phenylalanine ARYLAMIDASE PheA 0.026 mg
8 L-Proline ARYLAMIDASE ProA 0.023 mg
10 L-Pyrrolidonyl-ARYLAMIDASE PyrA 0.018 mg
11 D-CELLOBIOSE dCEL 0.3 mg
13 Tyrosine ARYLAMIDASE TyrA 0.0279 mg
15 Ala-Phe-Pro-ARYLAMIDASE APPA 0.038 mg
18 D-GLUCOSE dGLU 0.3 mg
20 D-MANNOSE dMNE 0.3 mg
22 D-MALTOSE dMAL 0.3 mg
28 SACCHAROSE/SUCROSE SAC 0.3 mg
30 ARBUTIN ARB 0.1875 mg
33 N-ACETYL-D-GLUCOSAMINE NAG 0.3 mg
34 5-Bromo-4-chloro-3-indoxyl-beta-glucoside BGLUi 0.006 mg
36 UREASE URE 0.15mg
37 5-Bromo-4-chloro-3-indoxyl-beta-glucuronide BGURI 0.006 mg
39 BETA-GALACTOPYRANOSIDASE Indoxyl BGALi 0.006 mg
41 ALPHA-ARABINOSIDASE AARA 0.0324 mg
42 5-Bromo-4-chloro-3-indoxyl-alpha-galactoside AGALI 0.006 mg
43 BETA-MANNOSIDASE BMAN 0.036 mg
44 ARGININE GP ARG 0.15 mg
45 PYRUVATE PVATE 0.15 mg
51 MALTOTRIOSE MTE 0.3 mg
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Well Test Mnemonic Amount/Well
53 ESCULIN hydrolysis ESC 0.0225 mg
54 BETA-D-FUCOSIDASE BdFUC 0.0342 mg
55 5-Bromo-4-chloro-3-indoxyl-beta- N-acetyl-glucosamide | BNAGi 0.006 mg
56 5-Bromo-4-chloro-3-indoxyl-alpha-mannoside AMANi 0.006 mg
57 ALPHA-L-FUCOSIDASE AIFUC 0.0342 mg
59 PHOSPHATASE PHOS 0.05 mg
60 L-ARABINOSE IARA 0.3 mg
61 d-Ribose 2 dRIB2 0.3 mg
62 Phenylphosphonate OPS 0.024 mg
63 ALPHA-L-ARABINOFURANOSIDE AARAF 0.015 mg
64 D-XYLOSE dXYL 0.3 mg

Note: Other well numbers between 1 and 64 not designated in this table are empty.

PRECAUTIONS
Note: For industry customers that need assistance on selecting the correct VITEK® 2 identification card, please refer to the
VITEK® 2 Compact Instrument User Manual chapter, "Guidance to Select a VITEK® 2 Identification Card."

* For In Vitro Diagnostic Use Only.

» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

» For professional use only.

+ Suspensions not within the appropriate zone on the VITEK® 2 DENSICHEK™ Plus or the VITEK® 2 DENSICHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

» Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

» Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

* A Gram stain should be performed to determine an organism’s Gram reaction and morphology prior to selecting the

identification card to inoculate.

The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions

contained in these Instructions for Use.

» Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

« Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

o VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
o VITEK® 2 Compact: Do not load improperly filled cards.

 Give special consideration to specimen source and patient drug or antimicrobic regimen.

Interpretation of test results requires the judgment and skill of a person knowledgeable in microbial identification testing.
Additional testing may be required. (See the Supplemental Tests section.)

» Do not clean saline dispenser with chemical agents. The use of chemical agents may impact card performance.

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions.!?:18

Warning: All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 ANC cards unopened in their original package liner at 2°C to 8°C.
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SPECIMEN PREPARATION

For specimen preparation information, see the Culture Requirements Table.

Table 2: Culture Requirements

VITEK® 2 Media Age of Culture’ Incubation Inoculum Dilution for Age of
Card Conditions Density AST Suspension
Before Loading
Instrument
ANC Corynebacteria: Corynebacteria: Corynebacteria: | 2.70 to 3.30 N/A3 < 30 minutes
CBAZ 18 to 24 hours 35°Cto 37°C | McFarland
Standard
CNA CO5 or non-
TSAB CO;
TSAHB
Anaerobes: Anaerobes: Anaerobes:
CBAZ2 18 to 72 hours 35°C to 37°C
cDC? anaerobic
environment
BRU
CHBA
TSAB
TSAHB
Gram-Positive
Anaerobes ONLY:
CNA
CDC PEA
PEA

Cultures with scant or poor growth may give unidentified or incorrect results even when the Age of Culture requirements are
met.

2These media were used in the identification product database development and will give optimal performance.
SN/A = not applicable

Culture Requirements Table — Media Abbreviations

BRU = Brucella Agar with 5% Sheep Blood, Hemin, and Vitamin K
CBA = Columbia Blood Agar with 5% Sheep Blood

CDC = CDC Anaerobe Agar with 5% Sheep Blood

CDC PEA = CDC Blood Agar with PEA

CHBA = Columbia Horse Blood Agar

CNA = Columbia CNA Agar with 5% Sheep Blood

PEA = Phenylethyl Alcohol Agar with 5% Sheep Blood

TSAB = Trypticase Soy Agar with 5% Sheep Blood

TSAHB = Trypticase Soy Agar with 5% Horse Blood

Materials

When used with VITEK® 2 instrumentation, the ANC card is a complete system for routine identification testing of most
clinically significant anaerobic organisms and Corynebacterium species.
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Required materials are:

+ VITEK® 2 ANC Card

+ DENSICHEK™ Plus Kit or VITEK® DENSICHEK® Kit

+ DENSICHEK™ Plus Standards Kit or DENSICHEK® Standards Kit
+ VITEK® 2 Cassette

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes
« Sterile sticks or swabs

* Appropriate agar medium (see Culture Requirements table).

Optional accessories:
» Adjustable volume saline dispenser
* Loops
* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
* Vortex

Procedure

Warning: Failure to follow instructions and recommendations provided in this section for performing laboratory
tasks may cause erroneous or delayed results.

For product-specific information, see the Culture Requirements table.

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
o Select isolated colonies from a primary plate if culture requirements are met.
o Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to a McFarland No. 2.70 to 3.30 using a
calibrated VITEK® 2 DENSICHEK™ Plus or VITEK® 2 DENSICHEK™.

Note: Age of suspension must not exceed 30 minutes before inoculating card.

4. Place the suspension tube and ANC card in the cassette.

5. Refer to the appropriate Instrument User Manual for instructions on data entry and how to load the cassette into the
instrument.

6. In addition to the internal tests included on the card, three offline tests are required in the ANC ID algorithm. The offline
tests selected for use in the ANC ID product are Gram stain, morphology, and aerotolerance. The ANC Offline Test results
can be entered at the Smart Carrier Station (VITEK® 2 60 or VITEK® 2 XL only) or the workstation.

Table 3: ANC Offline Tests

Test Name Test Result Definition
AERO Aerotolerance - Anaerobe
Aerobe
Facultative
GRAM Gram stain results - Gram Negative
Gram Positive
Gram Variable
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Test Name Test Result Definition
MORPH Morphology - Bacilli
+ Cocci
? Coccobacilli

7. Follow your local inspecting agency's guidelines for disposal of hazardous waste.

RESULTS
Identification Analytical Techniques

VITEK® 2 Systems identify an organism by using a methodology based on the characteristics of the data and knowledge
about the organism and reactions being analyzed. Sufficient data have been collected from known strains to estimate the
typical reactions of the claimed species to a set of discriminating biochemicals. If a unique identification pattern is not
recognized, a list of possible organisms is given, or the strain is determined to be outside the scope of the database.

The printed lab report contains suggestions for any supplemental tests necessary to complete the identification. If the tests
are not sufficient to complete the identification, then standard microbiology references and literature should be consulted.

Certain species may belong to a slashline (mixed) taxa identification. This occurs when the biopattern is the same for
the taxa listed. Supplemental tests may be used to separate slashline taxa. The species in the ANC Slashline Taxa table
belong to the ANC slashline taxa.

Table 4: ANC Slashline Taxa

Slashline Name Species Belonging to the Slashline

For 7.01, 8.01, and 9.01 Software Users

Clostridium group Clostridium innocuum
Clostridium limosum

Clostridium novyi

For 9.02 Software Users

Clostridium group Clostridium innocuum

Hathewaya limosa (formerly known as Clostridium limosum)
Clostridium novyi

Clostridium sporogenes

Colstridium subterminale
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Table 5: Identification Card Qualifying Messages

ID Message Confidence Choices % Probability Comments
Level
Excellent 1 96 to 99 N/A
Very Good 1 93 to 95 N/A
Good 1 89 to 92 N/A
Acceptable 1 85to 88 N/A
Low Discrimination 2to3 Sum of choices = 100; after | Two to three taxa exhibit same
resolution to one choice, biopattern.

percent probability reflects
the number associated with
selected choice.

Separate by supplemental testing.

Inconclusive >3 N/A Either > 3 taxa exhibit same biopattern
or or or
Unidentified Organism 0 Very atypical biopattern. Does not

correspond to any taxon in the
database. Check Gram stain and
purity.

PERCENT PROBABILITY

As part of the identification process, the software compares the test set of reactions to the expected set of reactions of each
organism, or organism group, that can be identified by the product. A quantitative value, the percent probability, is calculated
and relates to how well the observed reactions compare to the typical reactions of each organism. A perfect match between
the test reaction pattern and the unique reaction pattern of a single organism, or organism group, would provide a percent
probability of 99. When a perfect match is not obtained, it is still possible for the reaction pattern to be sufficiently close to that
of an expected reaction pattern such that a clear decision can be provided about the organism identification. The range of
percent probabilities in the one-choice case is 85 to 99. Values closer to 99 indicate a closer match to the typical pattern for
the given organism.

When the reaction pattern is not sufficient to discriminate between two to three organisms, the percent probabilities reflect
this ambiguity. The reported probability values indicate, relatively, the order in which the reaction pattern best corresponds to
the listed possibilities. The order does not, however, suggest that the pattern match to one of the possible identifications is
clearly superior to another. The probability characteristic of an overall sum of 100 is retained through the calculation process.
After resolution to one choice, the probability characteristic of the single choice is retained.

ADDITIONAL INFORMATION ON LAB REPORT
Supplemental test — External (offline) test that allows the user to resolve a slashline or Low Discrimination identification.
Numbers in parentheses indicate percent positive reaction for the species/test listed.

Contraindicating test — Test result that is unusual for a reported taxon.

Table 6: Notes Associated with Certain Taxa

Taxa Note

For 7.01 or Higher Software Users

Actinomyces israelii Actinomyces israelii represents a complex of two closely
related species, A. israelii and A. gerencseriae (formerly
known as A. israelii serotype II).

Corynebacterium diphtheriae Critical pathogen. The species identified may have
significance to patient or sample outcome and can be
stopped for review.

For 9.02 Software Users
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Taxa Note

Rhodococcus hoagii Rhodococcus hoagii and Turicella otitidis can be
differentiated from each other by pigment and body site. R.
hoagii produces a salmon color and T. otitidis is only found in
the region of the ear. In addition, R. hoagii is most commonly
found as a veterinary pathogen while T. otitidis is found as
human pathogen.

Turicella otitidis

Notes Associated with an Improperly Filled Card or with a Negative Profile (Biopattern)

 For the case where the time between two readings is greater than 40 minutes: “CARD ERROR — Missing data.”

» For the case where there is a negative profile: “Organism with low reactivity biopattern — please check viability.”

* When a biopattern is calculated for an unknown organism that is completely negative or consists of both negative tests
and tests that fall within the uncertainty zone, the identification call will be “Non or low reactive biopattern.”

The following non-reactive species could potentially trigger this note if a test was atypical or fell within the uncertainty zone:
* Clostridium clostridioforme

* Fusobacterium nucleatum
* Fusobacterium mortiferum

QUALITY CONTROL
Quality control organisms and their expected results are listed in the VITEK® 2 ANC Quality Control Tables. Process these
according to the procedure for test isolates outlined in this document.

Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of microbial identification systems.

Frequency of Testing

Currently, it is recommended that you use your most stringent inspecting agency’s guidelines for frequency of identification
product testing.

Common practice is to perform QC upon receipt of shipment of the test kits. Reactions must follow Instructions for Use
results.

If the results do not meet the criteria, subculture for purity and repeat the test. If discrepant results are repeated, perform an
alternate identification method and contact bioMérieux.

Testing and Storage of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.

2. Corynebacterium: Use Columbia Blood agar with 5% sheep blood (CBA) and incubate at 35°C to 37°C in non-CO,
aerobic conditions. Incubate for 18 to 24 hours or until sufficient growth is obtained.

3. Anaerobes: Use Columbia Blood agar with 5% sheep blood and incubate at 35°C to 37°C in anaerobic conditions for 18
to 24 hours or until sufficient growth is obtained.

4. Check for purity. Perform second subculture for testing.

5. Corynebacterium: Use Columbia Blood agar with 5% sheep blood and incubate at 35°C to 37°C in non-CO,, aerobic
conditions. Incubate for 18 to 24 hours.

6. Anaerobes: Use Columbia Blood agar with 5% sheep blood and incubate at 35°C to 37°C in anaerobic conditions for 18
to 24 hours.

Short-Term Storage Conditions - Corynebacterium

1. Streak to a CBA plate or slant.

2. Incubate at 35°C to 37°C in non-CO, aerobic conditions. Incubate for 18 to 24 hours.

3. Refrigerate at 2°C to 8°C for up to five days.

4. Subculture to CBA. Incubate at 35°C to 37°C in non-CO, aerobic conditions for 18 to 24 hours. Use for QC.

Short-Term Storage Conditions - Anaerobes

1. Streak to a CBA plate or slant.
2. Incubate at 35°C to 37°C in anaerobic conditions for 18 to 24 hours or until sufficient growth is obtained.
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3. Store at room temperature in anaerobic conditions for up to five days.
4. Subculture to CBA. Incubate at 35°C to 37°C in anaerobic conditions for 18 to 24 hours. Use for QC.
Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.
2. Freeze at-70°C.
3. Subculture to CBA twice before running QC.

Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of frozen
organism preparation with a sterile applicator stick.

STREAMLINED QUALITY CONTROL
Note: Industrial Use Only laboratories should perform quality control following the Streamlined Quality Control section. No
additional testing is required for these users.

As there are no substrates that are consistently sensitive to degradation during shipping conditions, streamlined quality
control may be conducted by testing two strains: one that is mostly positive and the other, which is mostly negative for
reactions on ANC. (See ANC Quality Control tables for more details).

COMPREHENSIVE QUALITY CONTROL
Customers who do not qualify for streamlined quality control testing are required to perform comprehensive quality control
testing, which entails demonstration of a positive and negative reaction for each substrate of an identification product.*

In order to qualify initially for streamlined quality control testing, the CLSI® M50-A standard requires that the user perform and
document either of the following:3

« Verification testing to show that performance is equivalent to the manufacturer's claims.

» Comprehensive quality control testing of at least three lots over at least three different seasons.

Refer to the complete CLSI® M50-A standard for information regarding continued qualification and further details of
requirements and responsibilities for both the user and the manufacturer related to streamlined quality control testing.
ANC Quality Control Tables:

Clostridium septicum ATCC® 12464™ (for streamlined or comprehensive quality control)

Bacteroides ovatus ATCC® BAA-1296™ (for streamlined or comprehensive quality control)

Bacteroides vulgatus ATCC® 8482™ (for comprehensive quality control)

Clostridium perfringens ATCC® 13124™ (for comprehensive quality control)

Corynebacterium striatum ATCC® BAA-1293™ (for comprehensive quality control)

Parabacteroides distasonis ATCC® BAA-1295" (for comprehensive quality control)

For 7.01, 8.01, and 9.01 Software Users

Clostridium sordellii ATCC® 9714™ (for comprehensive quality control)

For 9.02 Software Users

Paeniclostridium sordellii ATCC® 9714™ (formerly known as Clostridium sordellii ATCC® 9714™) for comprehensive
quality control

The ANC card typically identifies the quality control organisms as one-choice or within a low discrimination or slashline
identification. However, strains are chosen for reaction performance over identification performance. Therefore, an
unidentified or misidentified result may occur when all expected quality control reactions are correct.

Table 7: QC Organism: Clostridium septicum ATCC® 12464" (for streamlined or comprehensive quality control)

dGAL dCEL SAC - | BGALi + |MTE PHOS GRAM +
LeuA TyrA ARB - |AARA v |ESC IARA MORPH -
ELLM APPA NAG - | AGALi - |BdFUC dRIB2 AERO -
PheA dGLU BGLUi - |BMAN - | BNAGI OPS

ProA dMNE URE - |ARG - |AMAN; AARAF

PyrA dMAL BGURI - | PVATE - |AIFUC dXYL

+ =95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Perunctpamua MU & Poc3gpaerapzope
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Table 8: QC Organism: Bacteroides ovatus ATCC® BAA-1296™

(for streamlined or comprehensive quality control)

dGAL + dCEL + SAC v BGALi + MTE + PHOS v GRAM
LeuA - TyrA - ARB v AARA + ESC + IARA + MORPH
ELLM + |APPA + NAG + | AGALi + BdFUC |v dRIB2 + |AERO
PheA - dGLU + BGLUI v BMAN v BNAGi |- OPS v
ProA - dMNE + URE - ARG - AMANi | v! AARAF +
PyrA - dMAL + BGURI v PVATE v AIFUC  |v dXYL v
+ =95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive.
"Reaction is mostly positive although occasional negative reaction may occur.
Table 9: QC Organism: Bacteroides vulgatus ATCC® 8482™ (for comprehensive quality control)
dGAL v |dCEL v |SAC v | BGALi v | MTE PHOS + | GRAM
LeuA v | TyrA v |ARB v |AARA + |ESC IARA v |MORPH
ELLM + [APPA + [NAG v | AGALi BdFUC + |dRIB2 v |AERO
PheA v |dGLU v | BGLUi v | BMAN v! | BNAGI v! |OPS v
ProA v |dMNE v |URE v |ARG AMAN; - | AARAF +
PyrA v |dMAL v |BGURI v! | PVATE AIFUC + [ dXYL +

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
"Reaction is mostly positive although occasional negative reaction may occur.

Table 10: QC Organism: Clostridium perfringens ATCC® 13124™ (for comprehensive quality control)

dGAL dCEL v |[SAC + |BGALI v |MTE + |PHOS + | GRAM
LeuA v [ TyrA v |ARB v |AARA v |ESC v |IARA v |MORPH
ELLM - |APPA - | NAG v | AGALi + |BdFUC v |dRIB2 + |AERO
PheA v |dGLU v |BGLUI v |BMAN v | BNAGI v |OPS +

ProA v |dMNE v |URE v |ARG + | AMANiI v | AARAF —

PyrA + |dMAL + |BGURI v |PVATE - | AIFUC v | dXYL \Y

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
Table 11: QC Organism: Clostridium sordellii*t ATCC® 9714™ (for comprehensive quality control)

dGAL — |dCEL v [|SAC — | BGALi - |MTE v | PHOS v | GRAM
LeuA v | TyrA v |ARB v |AARA - |ESC - |IARA v | MORPH
ELLM v | APPA v |NAG v | AGALI — | BdFUC — | dRIB2 v |AERO
PheA v |dGLU v | BGLUi - | BMAN — | BNAGiI v | OPS -

ProA + |dMNE - |URE ARG AMANI — | AARAF \Y

PyrA v | dMAL v |BGURI v |PVATE AIFUC v | dXYL -

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
*For 7.01, 8.01, and 9.01 software users, Clostridium sordellii
*For 9.02 software users, Paeniclostridium sordellii, formerly known as Clostridium sordellii
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Table 12: QC Organism: Corynebacterium striatum ATCC® BAA-1293™ (for comprehensive quality control)

dGAL + |dCEL - | SAC + |BGALi - |MTE - | PHOS - | GRAM
LeuA + | TyrA + |ARB - |AARA v |ESC v |IARA - | MORPH
ELLM v |APPA v |NAG — | AGALi v |BdFUC - |dRIB2 - |AERO
PheA v |dGLU + |BGLUI v | BMAN v | BNAGI v |OPS v
ProA + | dMNE + |URE v |ARG v | AMANi v | AARAF v
PyrA - | dMAL — | BGURI v | PVATE + |AIFUC v | dXYL v

+ =95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 13: QC Organism: Parabacteroides distasonis ATCC® BAA-1295" (for comprehensive quality control)

dGAL dCEL v |SAC v | BGALi v | MTE v |PHOS v |GRAM
LeuA TyrA v |ARB + |AARA v |ESC + |IARA v |MORPH
ELLM APPA v [NAG + | AGALi v |BdFUC v [dRIB2 v |AERO
PheA v! |dGLU v | BGLUi + |BMAN v | BNAGI v |OPS v
ProA dMNE v |URE v |ARG v | AMANi v | AARAF v
PyrA dMAL v |BGURI — | PVATE v [AIFUC — | dXYL v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
"Reaction is mostly positive although occasional negative reaction may occur.

LIMITATIONS
The VITEK® 2 ANC card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora.

Newly described or rare species may not be included in the ANC database. Selected species will be added as strains
become available.

Warning: Testing of unclaimed species may result in an unidentified result or a misidentification.

PERFORMANCE CHARACTERISTICS
For 7.01 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 ANC identification card was evaluated using 365 clinical and
stock isolates of both commonly and rarely observed species. The reference identification was determined using 16S rRNA
gene sequencing. Overall, the VITEK® 2 ANC correctly identified 93.9% of these isolates, including 9.0% low discrimination
with the correct species listed. Misidentifications occurred at 5.8% and no identifications occurred at 0.3%.

For 8.01 and 9.01 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 ANC identification card was evaluated using 365 clinical and
stock isolates of both commonly and rarely observed species. The reference identification was determined using 16S rRNA
gene sequencing. Overall, the VITEK® 2 ANC correctly identified 94.0% of these isolates, including 9.0% low discrimination
with the correct species listed. Misidentifications occurred at 5.8% and no identifications occurred at 0.3%.

For 9.02 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 ANC identification card was evaluated using 365 clinical and
stock isolates of both commonly and rarely observed species. The reference identification was determined using 16S rRNA
gene sequencing. Overall, the VITEK® 2 ANC correctly identified 94.3% of these isolates, including 10.4% low discrimination
with the correct species listed. Misidentifications occurred at 5.5% and no identifications occurred at 0.3%.

*Data on file at bioMérieux, Inc.

ORGANISMS IDENTIFIED
Claims are for all software users unless otherwise stated.

» Actinobaculum schaalii
* Actinomyces bovis

» Actinomyces israelii

» Actinomyces meyeri
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» Actinomyces naeslundii

» Actinomyces neuii

» Actinomyces odontolyticus

» Actinomyces turicensis

* Anaerococcus prevotii

» Arcanobacterium haemolyticum
» Atopobium vaginae

» Bacteroides caccae

» Bacteroides eggerthii

» Bacteroides fragilis

» Bacteroides ovatus

» Bacteroides stercoris

» Bacteroides thetaiotaomicron
» Bacteroides uniformis

» Bacteroides vulgatus

« Bifidobacterium spp.

« Campylobacter ureolyticus (formerly known as Bacteroides ureolyticus)
* Clostridium baratii
 Clostridium bifermentans

* Clostridium butyricum
 Clostridium cadaveris

* Clostridium chauvoei

* Clostridium clostridioforme

* Clostridium difficile

* Clostridium glycolicum
 Clostridium group

* Clostridium histolyticum

* Clostridium paraputrificum

* Clostridium perfringens

* Clostridium ramosum
 Clostridium septicum

* Clostridium sordellii
 Clostridium sporogenes

* Clostridium subterminale

* Clostridium tertium
 Collinsella aerofaciens

» Corynebacterium amycolatum
» Corynebacterium diphtheriae
» Corynebacterium jeikeium

» Corynebacterium minutissimum
» Corynebacterium pseudodiphtheriticum
» Corynebacterium striatum

» Corynebacterium ulcerans

» Corynebacterium urealyticum
« Eggerthella lenta

» Eggerthia catenaformis (formerly known as Lactobacillus catenaformis)
» Eubacterium limosum
 Finegoldia magna

» Fusobacterium mortiferum

» Fusobacterium necrophorum
* Fusobacterium nucleatum

» Fusobacterium varium
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Lactobacillus acidophilus
Lactobacillus buchneri
Lactobacillus casei
Lactobacillus fermentum
Lactobacillus gasseri
Lactobacillus hilgardii
Lactobacillus parabuchneri
Lactobacillus paracasei
Lactobacillus plantarum
Microbacterium flavescens
Microbacterium spp.
Parabacteroides distasonis
Parabacteroides merdae
Parvimonas micra
Peptoniphilus asaccharolyticus
Peptoniphilus indolicus
Peptostreptococcus anaerobius
Porphyromonas gingivalis
Prevotella bivia

Prevotella buccae

Prevotella disiens

Prevotella denticola

Prevotella intermedia
Prevotella melaninogenica
Prevotella oralis

Prevotella oris
Propionibacterium acnes
Propionibacterium granulosum

Propionibacterium propionicum (formerly known as Propionibacterium propionicus)

Staphylococcus saccharolyticus

Trueperella pyogenes (formerly known as Arcanobacterium pyogenes)
Turicella otitidis

Veillonella spp.

Taxonomy Changes For 8.01 or Higher Software Users

Terrisporobacter glycolicus (formerly known as Clostridium glycolicum)

Additional Claims and Taxonomy Changes For 9.02 Software Users

.

Actinotignum schaalii (formerly known asActinobaculum schaalii)
Actinomyces canis

Bacteroides pyogenes

Bacteroides xylanisolvens

Corynebacterium glucuronolyticum

Hathewaya histolytica (formerly known as Clostridium histolyticum )
Hathewaya limosa (formerly known as Clostridium limosum)
Paeniclostridium sordellii (formerly known as Clostridium sordellii)
Paraclostridium bifermentans (formerly known as Clostridium bifermentans)
Porphyromonoas asaccharolytica

Porphyromonas gulae

Porphyromonas uenonus

Prevotella nanceiensis

Prevotella salivae
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* Prevotella timonensis
» Rhodococcus hoagii

SUPPLEMENTAL TESTS

Table 14: ANC Supplemental Tests

Abbreviation | Test Name Description Comments Reference

For 7.01 or Higher Software Users

AFUC Alpha-Fucosidase Presence of enzyme Presence of enzyme is 9, 16, 25, 28
cleaves substrate indicated by generation of a
generating detectable colored or fluorescent
leaving group (e.g., p- product, or a non-colored
nitrophenol, methyl product that forms color
umbelliferone, beta- upon addition of a specific
naphthylamide, p- reagent.
nitroaniline, 7-amino-
methyl-coumarin).

BNAG BETA-N-ACETYL-GLUCOSAMINIDASE Presence of respective Presence of enzyme is 16, 27
enzyme cleaves substrate indicated by generation of a
generating detectable colored or fluorescent
leaving group (e.g., p- product, or a noncolored
nitrophenol, methyl product that forms color
umbelliferone, beta- upon addition of a specific
naphthylamide, beta- reagent.
naphthol, p-nitroaniline, 7-
amidomethyl-coumarin).

Branch.flt BRANCHING FILAMENTS Appearance of branching N/A 8,9,15
filaments on microscopic
examination.

CAT CATALASE Colony placed on a drop of | N/A 7,9, 15, 16, 23,
hydrogen peroxide 25
produces gas bubbles. The
bacteria that contain
cytochrome enzyme are
catalase positive.

ESCULIN ESCULIN hydrolysis Hydrolysis of esculin forms | Some tests also appearon |5, 8,9, 15, 16,
esculetin, which produces a | the ANC card but are 28, 30
black pigment in the recommended as
presence of iron salts. supplemental tests since

results of conventional
macromethods may differ
from rapid commercial
micromethods.

GELATIN Gelatin hydrolysis Mediated by a gelatinase N/A 7,9, 15, 16,20,
enzyme. A positive reaction 28, 30
is evidenced by liquefaction
of the gelatin substrate.

IND INDOLE Ability of certain species to | N/A 7,15, 16, 24
split indole from tryptophan
detected by a colored
product revealed with a
specific reagent (e.g.,

Kovacs, Ehrlichs, DMAC
reagents).

LECITHIN. LECITHINASE A precipitate surrounding N/A 7,9, 16
the colony on egg yolk agar
indicates lecithinase activity
of alphatoxin produced by
the organism.

LIP LIPASE An iridescent pearly sheen N/A 7,9, 16
on the surface of the colony
on egg yolk agar indicates
lipase activity.
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LIPOPHILY LIPOPHILY Lipophilic Enhanced growth in the 16
presence of lipids in the
culture medium.
NO3 NITRATE REDUCTION Test for the ability to reduce | N/A 7,9,15,16
nitrate to nitrite or nitrogen
gas.
PAL ALKALINE PHOSPHATASE Presence of enzyme Presence of enzyme is 16
cleaves substrate indicated by generation of a
generating detectable colored or fluorescent
leaving group. product, or a non-colored
product that forms color
upon addition of a specific
reagent.
PIGMENT Pigment Ability of certain species to | N/A 16, 28, 29, 30
produce pigmented colonies
on nondifferential media.
Point.ends POINTED ENDS Appearance of thin gram- N/A 9
negative rods with pointed
ends is a microscopic
characteristic for
Fuscobacterium nucleatum.
PYRAZINAM. PYRAZINAMIDASE Test for the activity of the N/A 16
enzyme pyrazinamidase,
which hydrolyses
pyrazinamide to pyrazinoic
acid.
SPOR SPORE Microscopic examination for | N/A 9,16
spores. Phase-contrast
microscopy is
recommended.
UREASE Urease Hydrolysis of urea releases | Some tests also appearon |7, 8,9, 15, 16
ammonia resulting in the ANC card but are
alkalinization of the medium | recommended as
observed with a pH supplemental tests since
indicator (e.g., red color results of conventional
formation in the presence of | macromethods often differ
phenol red). from rapid commercial
micromethods.
IARABINOSE L-ARABINOSE acidification Anaerobe: PRAS* method Some tests also appearon |7, 8,9, 15, 16,
dCELLOB DCELLOBIOSE acidification Corynebacterium: acid from | the ANC card but are 19,20, 23, 25,
o carbohydrate recommended as 27, 28, 30
dFRUCTOSE D-FRUCTOSE acidification o : supplemental tests since
dGALACTOSE DGALACTOSE acidification Acidification of carbon results of conventional
o source observed with pH macromethods often differ
dGLUCOSE D-GLUCOSE acidification indicator (e_g_l phenol red, from rapid commercial
LACTOSE Lactose acidification bromcresol purple). micromethods.
dMALTOSE D-MALTOSE acidification
dMANNITOL D-MANNITOL acidification
dMANNOSE D-MANNOSE acidification
dRAFFINOSE dRAFFINOSE acidification
IRHAMNOSE L-RHAMNOSE acidification
dRIBOSE dRIBOSE acidification
SACCHAROSE SACCHAROSE/SUCROSE acidification
SALICIN SALICIN
STARCHac STARCH acidification
dTREHALOSE dTREHALOSE acidification
XYL XYLOSE
XYLAN XYLAN acidification
For 9.02 Software Users
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Abbreviation Test Name Description Comments Reference

CASEIN CASEIN hydrolysis Mediated by an exoenzyme | N/A 21,26

casease. A positive reaction
is evidenced by liquefaction
of the casein substrate.

*PRAS: Pre-reduced anaerobically sterilized media
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Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).
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Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.
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VITEK® 2 YST
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INTENDED USE
These Instructions for Use correspond to the VITEK® 2 Systems 7.01 or higher software. If you are not using VITEK® 2

Systems 7.01 or higher software, please refer to the VITEK® 2 Systems Product Information that you received with your
current software version.

The VITEK® 2 Yeast identification card (YST) is intended for use with VITEK® 2 Systems for the automated identification of
most clinically significant yeasts and yeast-like organisms. The VITEK® 2 YST identification card is a single-use disposable.

For a list of claimed species, see the Organisms Identified section.

DESCRIPTION
The YST card is based on established biochemical methods?:6:8:10.11 and newly developed substrates. There are 46

biochemical tests measuring carbon source utilization, nitrogen source utilization, and enzymatic activities. Final results are
available in approximately 18 hours.

For a list of well contents, see the YST Well Contents table.

Table 1: YST Well Contents

Well Test Mnemonic Amount/Well

3 L-Lysine-ARYLAMIDASE LysA 0.0228 mg
4 L-MALATE assimilation IMLTa 0.15 mg

5 Leucine-ARYLAMIDASE LeuA 0.0234 mg
7 ARGININE ARG 0.15 mg
10 ERYTHRITOL assimilation ERYa 0.3 mg

12 GLYCEROL assimilation GLYLa 0.16 pL
13 Tyrosine ARYLAMIDASE TyrA 0.0276 mg
14 BETA-N-ACETYL-GLUCOSAMINIDASE BNAG 0.0408 mg
15 ARBUTIN assimilation ARBa 0.3 mg

18 AMYGDALIN assimilation AMYa 0.3 mg

19 D-GALACTOSE assimilation dGALa 0.3 mg

20 GENTOBIOSE assimilation GENa 0.3 mg

21 D-GLUCOSE assimilation dGLUa 0.3 mg

23 LACTOSE assimilation LACa 0.96 mg
24 METHYL-A-D-GLUCOPYRANOSIDE assimilation MAdGa 0.3 mg

26 D-CELLOBIOSE assimilation dCELa 0.3mg

27 GAMMA-GLUTAMYL-TRANSFERASE GGT 0.0228 mg
28 D-MALTOSE assimilation dMALa 0.3 mg

29 D-RAFFINOSE assimilation dRAFa 0.3 mg

30 PNP-N-acetyl-BD-galactosaminidase 1 NAGA1 0.0306 mg
32 D-MANNOSE assimilation dMNEa 0.3 mg

33 D-MELIBIOSE assimilation dMELa 0.3 mg

34 D-MELEZITOSE assimilation dMLZa 0.3 mg

38 L-SORBOSE assimilation ISBEa 0.3 mg
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Well Test Mnemonic Amount/Well
39 L-RHAMNOSE assimilation IRHAa 0.3 mg
40 XYLITOL assimilation XLTa 0.3 mg
42 D-SORBITOL assimilation dSORa 0.1875 mg
44 SACCHAROSE/SUCROSE assimilation SACa 0.3 mg
45 UREASE URE 0.15 mg
46 ALPHA-GLUCOSIDASE AGLU 0.036 mg
47 D-TURANOSE assimilation dTURa 0.3 mg
48 D-TREHALOSE assimilation dTREa 0.3 mg
49 NITRATE assimilation NO3a 0.03 mg
51 L-ARABINOSE assimilation IARAa 0.3 mg
52 D-GALACTURONATE assimilation dGATa 0.15mg
53 ESCULIN hydrolysis ESC 0.225 mg
54 L-GLUTAMATE assimilation IGLTa 0.15 mg
55 D-XYLOSE assimilation dXYLa 0.3 mg
56 DL-LACTATE assimilation LATa 0.15 mg
58 ACETATE assimilation ACEa 0.15 mg
59 CITRATE (SODIUM) assimilation ClTa 0.15 mg
60 GLUCURONATE ASSIMILATION GRTas 0.15 mg
61 L-PROLINE assimilation IPROa 0.15 mg
62 2-KETO-D-GLUCONATE assimilation 2KGa 0.15 mg
63 N-ACETYL-GLUCOSAMINE assimilation NAGa 0.15 mg
64 D-GLUCONATE assimilation dGNTa 0.15mg

Note: Other well numbers between 1 and 64 not designated in this table are empty.

PRECAUTIONS
Note: For industry customers that need assistance on selecting the correct VITEK® 2 identification card, please refer to the
VITEK® 2 Compact Instrument User Manual chapter, "Guidance to Select a VITEK® 2 Identification Card."

For In Vitro Diagnostic Use Only.

For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

For professional use only.

Suspensions not within the appropriate zone on the VITEK® 2 DENSICHEK™ Plus or the VITEK® 2 DENSICHEK™ may
compromise card performance.

Do not use the card after the expiration date shown on the package liner.

Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

Allow the card to come to room temperature before opening the package liner.

Do not use powdered gloves. Powder may interfere with the optics.

Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

A Gram stain should be performed to determine an organism’s Gram reaction and morphology prior to selecting the
identification card to inoculate.

The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in these Instructions for Use.

Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.
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* Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.
o VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.

o VITEK® 2 Compact: Do not load improperly filled cards.

 Give special consideration to specimen source and patient drug or antimicrobic regimen.

* Interpretation of test results requires the judgment and skill of a person knowledgeable in microbial identification testing.
Additional testing may be required. (See the Supplemental Tests section.)
» Do not clean saline dispenser with chemical agents. The use of chemical agents may impact card performance.

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions.!3:17
Warning: All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 YST cards unopened in their original package liner at 2°C to 8°C.

SPECIMEN PREPARATION
For specimen preparation information, see the Culture Requirements Table.

Table 2: Culture Requirements Table

VITEK® 2 Card Media Age of Culture’ Incubation Inoculum Dilution for AST Age of
Conditions Density Suspension
Before Loading
Instrument
YST SDAZ 18 to 72 hours | 30°C to 37°C 1.80t0 2.20 N/A3 < 30 minutes
SDA-E2 aerobic, non- McFarland
CO,, (or 25°C to | Standard
TSAB? 30°C for
CBA species that do
not tolerate
IMA 30°C to 37°C)
TSA
TSAHB
CHBA
CID
CPS ID
YST and AST- | SDA 18 to 72 hours |35°C to 37°C 1.80t0 2.20 280 pL in 3.0 < 30 minutes
YST Pair SDA-E aerobic, non- McFarland mL saline
CO, Standard
TSAB
CBA
TSA
CHBA
CID
CPS ID

Cultures with scant or poor growth may give unidentified or incorrect results even when the Age of Culture requirements are
met.

2These media were used in the identification product database development and will give optimal performance.
SN/A = not applicable
Culture Requirements Table — Media Abbreviations
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CBA = Columbia Blood Agar with 5% Sheep Blood
CHBA = Columbia Horse Blood Agar

CID = chromID™Candida (Candida ID2 agar )

CPS ID = chromID™ CPS (CPS ID agar)

IMA = Inhibitory Mould Agar

SDA = Sabouraud Dextrose Agar

SDA-E = Sabouraud Dextrose Agar (Emmons)
TSA = Trypticase Soy Agar

TSAB = Trypticase Soy Agar with 5% Sheep Blood
TSAHB = Trypticase Soy Agar with 5% Horse Blood

Materials

When used with VITEK® 2 instrumentation, the YST card is a complete system for routine identification testing of most
clinically significant yeasts and yeast-like organisms.

Required materials are:

+ VITEK® 2 YST Card

« DENSICHEK™ Plus Kit or VITEK® DENSICHEK® Kit

+ DENSICHEK™ Plus Standards Kit or DENSICHEK® Standards Kit
+ VITEK® 2 Cassette

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes
« Sterile sticks or swabs

» Appropriate agar medium (see Culture Requirements table).

Optional accessories:
» Adjustable volume saline dispenser
* Loops
* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
» Vortex

Procedure

Warning: Failure to follow instructions and recommendations provided in this section for performing laboratory
tasks may cause erroneous or delayed results.

For product-specific information, see the Culture Requirements table.

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
o Select isolated colonies from a primary plate if culture requirements are met.
o Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare the homogenous organism suspension with a density equivalent to a McFarland No. 1.80 to 2.20 using a
calibrated VITEK® 2 DENSICHEK™ Plus or VITEK® 2 DENSICHEK™.

Note: Filamentous species may pick up small amounts of glucose from the isolation media. This has the potential for
causing false positive reactions. Avoid scraping or rubbing the agar when preparing the organism suspension. For strains
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that do not readily form a smooth suspension in saline, it is recommended that a wet swab be used to make the
suspension. Do not rub the agar surface when preparing a suspension using a wet swab.

Note: Age of suspension must not exceed 30 minutes before inoculating card.

4. Place the suspension tube and YST card in the cassette.

5. Refer to the appropriate Instrument User Manual for instructions on data entry and how to load the cassette into the
instrument.

6. Follow your local inspecting agency's guidelines for disposal of hazardous waste.

RESULTS
Identification Analytical Techniques

VITEK® 2 Systems identify an organism by using a methodology based on the characteristics of the data and knowledge
about the organism and reactions being analyzed. Sufficient data have been collected from known strains to estimate the
typical reactions of the claimed species to a set of discriminating biochemicals. If a unique identification pattern is not
recognized, a list of possible organisms is given, or the strain is determined to be outside the scope of the database.

The printed lab report contains suggestions for any supplemental tests necessary to complete the identification. If the tests
are not sufficient to complete the identification, then standard microbiology references and literature should be consulted.

Certain species may belong to a slashline (mixed) taxa identification. This occurs when the biopattern is the same for
the taxa listed. Supplemental tests may be used to separate slashline taxa. The species in the Slashline (Mixed) Taxa
Identification table belong to the YST slashline taxa.

Table 3: Slashline (Mixed) Taxa Identification

Slashline Name

Species Belonging to the Slashline

C. inconspicua/C. lambica

Candida inconspicua
Candida lambica

Kloeckera spp.

Kloeckera apiculata
Kloeckera apis
Kloeckera japonica

Rhodotorula glutinis/mucilaginosa/(Crypto. laurentii)*

Rhodotorula glutinis
Rhodotorula mucilaginosa

*This is also a pseudoslashline.

Certain species may belong to a pseudoslashline (mixed) taxa identification. A pseudoslashline indicates a rare isolate
or rare occurrence of the same biopattern. Supplemental tests may be used to separate pseudoslashline taxa. The species in
Pseudoslashline Taxa Table belong to the pseudoslashline taxa.

Table 4: Pseudoslashline Taxa

Pseudoslashline name

Species Belonging to Pseudoslashline

Candida sake/(C. famata/C. lipolytica)

Candida famata
Candida lipolytica

Rhodotorula glutinis/mucilaginosa/(Crypto. laurentij)*

Cryptococcus laurentii

*This is also a slashline.
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Table 5: Identification Card Qualifying Messages

ID Message Confidence Choices % Probability Comments
Level
Excellent 1 96 to 99 N/A
Very Good 1 93 to 95 N/A
Good 1 89 to 92 N/A
Acceptable 1 85to 88 N/A
Low Discrimination 2to3 Sum of choices = 100; after | Two to three taxa exhibit same
resolution to one choice, biopattern.

percent probability reflects
the number associated with
selected choice.

Separate by supplemental testing.

Inconclusive >3 N/A Either > 3 taxa exhibit same biopattern
or or or
Unidentified Organism 0 Very atypical biopattern. Does not

correspond to any taxon in the
database. Check Gram stain and

purity.

PERCENT PROBABILITY

As part of the identification process, the software compares the test set of reactions to the expected set of reactions of each
organism, or organism group, that can be identified by the product. A quantitative value, the percent probability, is calculated
and relates to how well the observed reactions compare to the typical reactions of each organism. A perfect match between
the test reaction pattern and the unique reaction pattern of a single organism, or organism group, would provide a percent
probability of 99. When a perfect match is not obtained, it is still possible for the reaction pattern to be sufficiently close to that
of an expected reaction pattern such that a clear decision can be provided about the organism identification. The range of
percent probabilities in the one-choice case is 85 to 99. Values closer to 99 indicate a closer match to the typical pattern for
the given organism.

When the reaction pattern is not sufficient to discriminate between two to three organisms, the percent probabilities reflect
this ambiguity. The reported probability values indicate, relatively, the order in which the reaction pattern best corresponds to
the listed possibilities. The order does not, however, suggest that the pattern match to one of the possible identifications is
clearly superior to another. The probability characteristic of an overall sum of 100 is retained through the calculation process.
After resolution to one choice, the probability characteristic of the single choice is retained.

ADDITIONAL INFORMATION ON LAB REPORT
Supplemental test — External (offline) test that allows the user to resolve a slashline or Low Discrimination identification.
Numbers in parentheses indicate percent positive reaction for the species/test listed.

Contraindicating test — Test result that is unusual for a reported taxon.

Table 6: Notes Associated with Certain Taxa

Taxa Note

For 7.01 or Higher Software Users

Candida krusei Possibility of C. inconspicua or C. lambica.

Isolates of these infrequent species may be misidentified as C. krusei; in order to rule them out, perform
the following tests:

HYPH/PH dGLUf dXYLOSEa
C. inconspicua - - -
C. krusei + + -
C. lambica + + +
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Taxa Note

Rhodotorula Possibility of Cryptococcus albidus
glutinis/
mucilaginosa

Cryptococcus
laurentii

Geotrichum Possibility of Geotrichum candidum
klebahnii

Cryptococcus Critical pathogen

neoformans The species identified may have significance to patient or sample outcome and can be stopped for

review.

For 8.01 or Higher Software Users

Candida glabrata | Candida nivariensis and Candida bracarensis have similar morphology and biochemical utilization
patterns compared to Candida glabrata, and they exhibit similar multi-resistance to anti-fungals. These
three species may be differentiated from each other by molecular methods, such as MALDI-TOF, since
phenotypic tests do not differentiate them. Retrospective studies of culture collections showed that up to
0.1% of isolates previously identified as C. glabrata were strains of C. nivariensis and that 0.2-2.2% of
isolates previously identified as C. glabrata were strains of C. bracarensis.3°

For 9.02 Software Users

Candida Candida metapsilosis and Candida orthopsilosis have similar morphology and biochemical utilization
parapsilosis patterns compared to Candida parapsilosis. Although data are limited, antifungal susceptibility testing of
both species show a similar profile to that of C. parapsilosis. These three species may be differentiated
from each other by molecular methods, such as MALDI-TOF, since phenotypic tests do not differentiate
them. C.orthopsilosis and C. metapsilosis are rare clinical isolates but are reported emerging pathogens
associated with candidemia.

Notes Associated with an Improperly Filled Card or with a Negative Profile (Biopattern)

» For the case where the time between two readings is greater than 40 minutes: “CARD ERROR — Missing data.”
» For the case where there is a negative profile: “Organism with low reactivity biopattern — please check viability.”
* When a biopattern is calculated for an unknown organism that is completely negative or consists of both negative tests

and tests that fall within the uncertainty zone, the identification call will be “Non or low reactive biopattern.”
The following non-reactive species could potentially trigger this note if a test was atypical or fell within the uncertainty zone:

» Candida sake

» Candida zeylanoides

» Malassezia furfur

* Malassezia pachydermatis

For 7.01 Software Users
» Zygosaccharomyces bailii

For 8.01 or Higher Software Users
» Zygosaccharomyces species
QUALITY CONTROL

Quality control organisms and their expected results are listed in the VITEK® 2 YST Quality Control Tables. Process these
according to the procedure for test isolates outlined in this document.

Note: Staphylococcus epidermidis ATCC® 12228™ needs to be tested at a McFarland Standard No. 0.5 to 0.63. All other QC
strains are tested at a McFarland Standard No. 1.80 to 2.20.

Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of microbial identification systems.

bioMérieux - English - 7
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Frequency of Testing

Currently, it is recommended that you use your most stringent inspecting agency’s guidelines for frequency of identification
product testing.

Common practice is to perform QC upon receipt of shipment of the test kits. Reactions must follow Instructions for Use
results.

If the results do not meet the criteria, subculture for purity and repeat the test. If discrepant results are repeated, perform an
alternate identification method and contact bioMérieux.

Testing and Storage of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.
2. Yeast: Streak onto Sabouraud dextrose agar (SDA) or SDA (Emmons) and incubate aerobically at 35°C to 37°C for 18 to
24 hours, or until sufficient growth is achieved, except for:
o Prototheca wickerhamii ATCC® 16529™, Zygosaccharomyces parabailii ATCC® MYA-4549™, and Kloeckera japonica
ATCC® 58370™ which are incubated at 28°C to 30°C.

> Sporobolomyces salmonicolor ATCC® MYA-4550™, which is incubated at 25°C to 27°C.

Bacteria: Use trypticase soy agar with 5% sheep blood (TSAB). Incubate aerobically at 35°C to 37°C for 18 to 24 hours.
Check for purity. Perform second subculture for testing.
5. Yeast: Streak onto SDA or SDA (Emmons) and incubate aerobically at 35°C to 37°C for 18 to 24 hours, or until sufficient
growth is achieved, except for:
o Prototheca wickerhamii ATCC® 16529™, Zygosaccharomyces parabailii ATCC® MYA-4549™, and Kloeckera japonica
ATCC® 58370™, which are incubated at 28°C to 30°C.
o Sporobolomyces salmonicolor ATCC® MYA-4550™, which is incubated at 25°C to 27°C.

6. Bacteria: Use trypticase soy agar with 5% sheep blood (TSAB). Incubate aerobically at 35°C to 37°C for 18 to 24 hours.

el

Short-Term Storage Conditions

1. Streak to a SDA or SDA (Emmons) plate or slant for yeast QC organisms and TSAB for bacteria QC organisms.
2. Incubate for 24 hours at the appropriate temperature.

3. Refrigerate at 2°C to 8°C for up to one week.

4. Subculture once as described above and use for QC.

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.
2. Freeze at-70°C.
3. Subculture to appropriate medium twice before running QC.

Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of frozen
organism preparation with a sterile applicator stick.

STREAMLINED QUALITY CONTROL
Note: Industrial Use Only laboratories should perform quality control following the Streamlined Quality Control section. No
additional testing is required for these users.

Streamlined quality control may be used to confirm acceptable performance of the YST card after shipping/storage. This
methodology may be performed with the YST card by following the instructions for quality control testing as described in the
YST Instructions for Use and meeting the criteria stated in CLSI® M50-A Quality Control for Commercial Microbial
Identification Systems.

Testing may be conducted using Candida albicans ATCC® 14053™ and evaluating the performance of the NAGA1 well.
Testing at bioMérieux, Inc. has shown that the NAGA1 well is the most labile well on the YST card and Candida albicans
ATCC® 14053™ is the most sensitive strain for detecting degradation of this well with a false negative reaction. (See YST
Quality Control table for more details).

COMPREHENSIVE QUALITY CONTROL
Customers who do not qualify for streamlined quality control testing are required to perform comprehensive quality control
testing, which entails demonstration of a positive and negative reaction for each substrate of an identification product.®

In order to qualify initially for streamlined quality control testing, the CLSI® M50-A standard requires that the user perform and
document either of the following:*
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« Verification testing to show that performance is equivalent to the manufacturer's claims.
» Comprehensive quality control testing of at least three lots over at least three different seasons.

Refer to the complete CLSI® M50-A standard for information regarding continued qualification and further details of
requirements and responsibilities for both the user and the manufacturer related to streamlined quality control testing.
YST Quality Control Tables:

Candida albicans ATCC® 14053™ (for streamlined or comprehensive quality control)

Candida glabrata ATCC® MYA-2950™ (for comprehensive quality control)

Candida lusitaniae ATCC® 34449™ (for comprehensive quality control)

Candida utilis ATCC® 9950™ (for comprehensive quality control)

Kloeckera japonica ATCC® 58370™ (for comprehensive quality control)

Prototheca wickerhamii ATCC® 16529™ (for comprehensive quality control)

Sporobolomyces salmonicolor ATCC® MYA-4550" (for comprehensive quality control)

Trichosporon mucoides ATCC® 204094™ (for comprehensive quality control)

Oligella ureolytica ATCC® 43534" (for comprehensive quality control)

Staphylococcus epidermidis ATCC® 12228™ (for comprehensive quality control)

Zygosaccharomyces parabailiiATCC® MYA-4549™ (for comprehensive quality control)

Note: The comprehensive quality control strain Zygosaccharomyces bailii ATCC® MYA-4549™ had a taxonomic update to
Zygosaccharomyces parabailii ATCC® MYA-4549". This strain identifies as Zygosaccharomyces bailii in the 7.01 software
and as Zygosaccharomyces species in the 8.01 software.

The YST card typically identifies the quality control organisms as one-choice or within a low discrimination or slashline
identification. However, strains are chosen for reaction performance over identification performance. Therefore, an
unidentified or misidentified result may occur when all expected quality control reactions are correct.

Note: The YST card uses unclaimed taxa for quality control testing. These strains will give an unidentified or a misidentified
result.

Table 7: QC Organism: Candida albicans ATCC® 14053™ (for streamlined or comprehensive quality control)

LysA - |ARBa - |GGT IRHAa - |NO3a - |ClITa +
IMLTa + |AMYa v |dMALa XLTa + |IARAa v |GRTas v
LeuA + |dGALa + |dRAFa - | dSORa + |dGATa v |IPROa +
ARG + |GENa - |NAGA1 + |SACa + |ESC - | 2KGa +
ERYa - |dGLUa + |dMNEa URE - |IGLTa + |NAGa +
GLYLa v |LACa - | dMELa - |AGLU + |dXYLa + |dGNTa +
TyrA v | MAdGa + |dMLZa - |dTURa + |LATa +

BNAG - |dCELa - |ISBEa - |dTREa + |ACEa +

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Note: The NAGA1 well is used for streamlined quality control.

Table 8: QC Organism: Candida glabrata ATCC® MYA-2950™ (for comprehensive quality control)
LysA — |ARBa - |GGT — |IRHAa — |NO3a v |ClITa -
IMLTa — |AMYa v |dMALa — | XLTa v |IARAa — | GRTas -
LeuA v |dGALa — |dRAFa v |dSORa — | dGATa — |IPROa v
ARG — | GENa v | NAGA1 - | SACa - |ESC - |2KGa -
ERYa — |dGLUa v |dMNEa v |URE — |IGLTa v |NAGa -
GLYLa — |LACa — |dMELa - |AGLU — |dXYLa — |dGNTa \%
TyrA - | MAdGa — |dMLZa v |dTURa — |LATa -

Perunctpamua MU & Poc3gpaerapzope

www.nevacert.ru | info@nevacert.ru

bioMérieux - English - 9




®
VITEK™ 2 YST 043908- 03 - en- 2019-03

BNAG  |v |dCELa |v [ISBEa |- [dTREa [+ |ACEa v | | ]

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 9: QC Organism: Candida lusitaniae ATCC® 34449™ (for comprehensive quality control)

LysA v |ARBa + |GGT IRHAa + |NO3a v |CITa +
IMLTa + | AMYa + |dMALa v | XLTa v |IARAa — |GRTas v
LeuA + |dGALa v |dRAFa — |dSORa + |dGATa v |IPROa +
ARG v |GENa + | NAGA1 v |SACa v |ESC + |2KGa Y
ERYa v |dGLUa v |dMNEa v |URE v |IGLTa + |NAGa +
GLYLa v |LACa v |dMELa v [AGLU v |dXYLa v |dGNTa v
TyrA v | MAdGa v |dMLZa v |dTURa + |LATa v

BNAG v |dCELa + |ISBEa + |dTREa v |ACEa +

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 10: QC Organism: QC Organism Candida utilis ATCC® 9950™ (for comprehensive quality control)

LysA v |ARBa v |GGT IRHAa v |NO3a + |ClITa v
IMLTa v |AMYa + |dMALa XLTa — |IARAa v |GRTas v
LeuA v |dGALa v |dRAFa dSORa — |dGATa v |IPROa v
ARG v |GENa v |NAGA1 — | SACa + |ESC v |2KGa -
ERYa v |dGLUa + |dMNEa + |URE v |IGLTa v |NAGa -
GLYLa + |LACa v |dMELa v |AGLU v |dXYLa v |dGNTa v
TyrA v | MAdGa v |dMLZa + |dTURa v |LATa v

BNAG v |dCELa v |ISBEa v |dTREa v |ACEa v

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 11: QC Organism: Kloeckera japonica ATCC® 58370™ (for comprehensive quality control)

LysA v |ARBa v |GGT v |IRHAa v |NO3a v |ClITa \Y
IMLTa v |AMYa v |dMALa — | XLTa v |[IARAa v |GRTas v
LeuA v |dGALa v |dRAFa v |dSORa v |dGATa v |IPROa %
ARG v | GENa v | NAGA1 v |SACa v |ESC v |2KGa v
ERYa v |dGLUa v |dMNEa v |URE v |IGLTa v |NAGa v
GLYLa v |LACa v |dMELa v |AGLU v |dXYLa v |dGNTa v
TyrA v | MAdGa v |dMLZa v |dTURa v |LATa v

BNAG v |dCELa v |ISBEa v |dTREa v |ACEa -

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 12: QC Organism: Prototheca wickerhamii ATCC® 16529™

(for comprehensive quality control)

LysA v |ARBa v [GGT - |IRHAa v |NO3a - |ClITa -
IMLTa - |AMYa — |dMALa v |XLTa v |IARAa v | GRTas %
LeuA v |dGALa v |dRAFa v | dSORa v |dGATa v |IPROa v
ARG v |GENa — | NAGA1 v |SACa - |ESC v |2KGa v
ERYa v |dGLUa dMNEa v |URE v |IGLTa v |NAGa %
GLYLa + |LACa dMELa v |AGLU dXYLa v |dGNTa v
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TyrA

MAdGa

dMLZa

dTURa

LATa

<

BNAG

dCELa

ISBEa

\"

dTREa

\

ACEa

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 13: QC Organism: Sporobolomyces salmonicolor ATCC® MYA-4550™ (for comprehensive quality control)

LysA + |ARBa v |GGT v |IRHAa v |NO3a v |ClITa v
IMLTa v |AMYa v |dMALa v [XLTa v |IARAa v |GRTas \
LeuA v |dGALa v |dRAFa v |dSORa v |dGATa v |IPROa Y
ARG v |GENa v |NAGA1 v | SACa v |ESC v |2KGa %
ERYa v |dGLUa v |dMNEa v |URE v |IGLTa v |NAGa Y
GLYLa v |LACa v |dMELa v |AGLU v |dXYLa v |dGNTa %
TyrA v | MAdGa v |dMLZa v |dTURa v |LATa v

BNAG v |dCELa v |ISBEa v |dTREa v |ACEa \%

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 14: QC Organism: Trichosporon mucoides ATCC® 204094™ (for comprehensive quality control)

LysA v |ARBa + |GGT + |IRHAa + |NO3a v |ClITa %
IMLTa v |AMYa — |dMALa + | XLTa + |IARAa + |GRTas +
LeuA v |dGALa + |dRAFa + |dSORa v |dGATa + |IPROa Y
ARG + |GENa + | NAGA1 + |SACa v |ESC + |2KGa +
ERYa + |dGLUa v |dMNEa v |URE + |IGLTa v |NAGa Y
GLYLa v |LACa + |dMELa + |AGLU + |dXYLa + |dGNTa +
TyrA + |MAdGa + |dMLZa + |dTURa v |LATa +
BNAG + |dCELa + |ISBEa v |dTREa v |ACEa v
+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive
Table 15: QC Organism: Oligella ureolytica ATCC® 43534™ (for comprehensive quality control)
LysA v |ARBa v |GGT v |IRHAa v |NO3a v |ClITa %
IMLTa v | AMYa v |dMALa v [XLTa v |IARAa v |GRTas Y
LeuA v |dGALa v |dRAFa v |dSORa v |dGATa v |IPROa v
ARG v |GENa v |NAGA1 v | SACa v |ESC v |2KGa v
ERYa v |dGLUa — | dMNEa - |URE v |IGLTa v |NAGa \
GLYLa v |LACa v |dMELa v |AGLU v |dXYLa v |dGNTa %
TyrA v | MAdGa v |dMLZa v |dTURa v |LATa %
BNAG v |dCELa v |ISBEa dTREa v |ACEa v

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive
Note: Oligella ureolytica is an unclaimed taxa for the YST card.

Table 16: QC Organism: Staphylococcus epidermidis ATCC® 12228™ (for comprehensive quality control)

LysA v |ARBa v |GGT v |IRHAa v |NO3a v |ClITa v
IMLTa v |AMYa v |dMALa v [XLTa v |IARAa v |GRTas v
LeuA - |dGALa v |dRAFa v |dSORa v |dGATa v |IPROa v
ARG v |GENa v |NAGA1 v | SACa v |ESC v |2KGa v

Pernctpanns MU e Pocsnpasranzope

www.nevacert.ru | info@nevacert.ru

bioMérieux - English - 11




VITEK® 2 YST

043908- 03 - en- 2019-03

ERYa v |dGLUa v |dMNEa v |URE v |IGLTa v |NAGa %
GLYLa v |LACa v |dMELa v |AGLU v |dXYLa v |dGNTa v
TyrA v | MAdGa v |dMLZa v |dTURa v |LATa v
BNAG v |dCELa v |ISBEa v |dTREa v |ACEa v

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Note: Staphylococcus epidermidis is an unclaimed taxa for the YST card.

Table 17: QC Organism: Zygosaccharomyces parabailii ATCC® MYA-4549™ (for comprehensive quality control)

LysA v |ARBa v |GGT v |IRHAa v |NO3a v |ClITa v
IMLTa v |AMYa v |dMALa v [XLTa v |IARAa v |GRTas

LeuA v |dGALa v |dRAFa v | dSORa v |dGATa v |IPROa -
ARG v |GENa v |NAGA1 v | SACa v |ESC v |2KGa %
ERYa v |dGLUa v |dMNEa v |URE v |IGLTa — | NAGa

GLYLa v |LACa v |dMELa v |AGLU v |dXYLa v |dGNTa -
TyrA v | MAdGa v |dMLZa v |dTURa v |LATa v

BNAG v |dCELa v |ISBEa v |dTREa — |ACEa v

+ = 95% t0100% positive; v = 6% to 94% positive; — = 0% to 5% positive
For 7.01 Software Users
Zygosaccharomyces parabailii ATCC® MYA-4549" identifies as Zygosaccharomyces bailii.

For 8.01 or Higher Software Users
Zygosaccharomyces parabailii ATCC® MYA-4549™ identifies as Zygosaccharomyces species.

LIMITATIONS

The VITEK® 2 YST card cannot be used with a direct clinical specimen, sample, or another source containing mixed flora.
Any change or modification in the procedure may affect the results.

Newly described or rare species may not be included in the YST database. Selected species will be added as strains
become available.

Warning: Testing of unclaimed species may result in an unidentified result or a misidentification.

PERFORMANCE CHARACTERISTICS
For 7.01 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 YST identification card was evaluated using 623 clinical and
stock isolates of both commonly and rarely observed species of yeast and yeast-like organisms. The reference identification
was determined with API® 20C AUX identification kits. Overall, the VITEK® 2 YST correctly identified 98.2% of the isolates,
including 8.1% low discrimination with the correct species listed. Misidentifications occurred at 1.5% and no identifications
occurred at 0.3%.

For 8.01 and 9.01 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 YST identification card was evaluated using 621 clinical and
stock isolates of both commonly and rarely observed species of yeast and yeast-like organisms. The reference identification
was determined with API® 20C AUX identification kits. Overall, the VITEK® 2 YST correctly identified 97.9% of the isolates,
including 7.2% low discrimination with the correct species listed. Misidentifications occurred at 1.8% and no identifications
occurred at 0.5%.

For 9.02 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 YST identification card was evaluated using 621 clinical and
stock isolates of both commonly and rarely observed species of yeast and yeast-like organisms. The reference identification
was determined with API® 20C AUX identification kits. Overall, the VITEK® 2 YST correctly identified 97.6% of the isolates,
including 6.0% low discrimination with the correct species listed. Misidentifications occurred at 1.9% and no identifications
occurred at 0.5%.

*Data on file at bioMérieux, Inc.
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ORGANISMS IDENTIFIED
Claims are for all software users unless otherwise stated.

» Candida albicans

» Candida boidinii

» Candida catenulata

» Candida colliculosa

» Candida dubliniensis

* Candida famata

» Candida freyschussii

» Candida glabrata

» Candida guilliermondii

» Candida haemulonii

» Candida inconspicua/Candida lambica
» Candida intermedia

* Candida kefyr

» Candida krusei

» Candida lipolytica

* Candida lusitaniae

» Candida magnoliae

» Candida norvegensis

» Candida parapsilosis

» Candida pelliculosa

» Candida pulcherrima

» Candida rugosa

» Candida sake

» Candida spherica

» Candida tropicalis

» Candida utilis

» Candida zeylanoides

» Cryptococcus albidus

» Cryptococcus laurentii

» Cryptococcus neoformans

» Cryptococcus terreus
 Cryptococcus uniguttulatus

» Geotrichum klebahnii

* Kloeckera spp.

* Kodamaea ohmeri

» Malassezia furfur

* Malassezia pachydermatis

» Millerozyma farinosa (formerly known as Pichia farinosa)
* Prototheca wickerhamii

* Prototheca zopfii

Rhodotorula glutinis/Rhodotorula mucilaginosa
* Rhodotorula minuta
Saccharomyces cerevisiae
Saprochaete capitata (formerly known as Geotrichum capitatum)
Sporobolomyces salmonicolor
» Stephanoascus ciferrii
Trichosporon asabhii
Trichosporon inkin
Trichosporon mucoides
Zygosaccharomyces bailii

0
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Additional Claims For 8.01 or Higher Software Users

» Candida auris

» Candida ciferrii (formerly known as Stephanoascus ciferrii)
» Candida duobushaemulonii
» Candida haemulonii var vulnera

» Cryptococcus gattii

« Zygosaccharomyces species (includes Zygosaccharomyces bailii; Zygosaccharomyces bailii is no longer a single

species claim)

SUPPLEMENTAL TESTS

Table 18: YST Supplemental Tests

Abbreviation

Test Name

Description

Reference

For 7.01 or Higher Software Users

2KG

2-KETO-D-
GLUCONATE

Ability to use 2-keto-D-
gluconate as a sole
carbon source.

N/A

2,6,10

4ASCOSPOR.

4 Ascospores

Microscopic
examination for the
presence of four
ascospores per ascus.

N/A

2,6,10

Apic.CELLS

APICULATE CELLS

Microscopic
examination for the
presence of apiculate
(lemon-drop shaped)
cells.

N/A

2,6,10

Arthro.

Arthroconidia

Microscopic
examination for the
presence of
arthroconidia
(fragmentation of
hyphae into
rectangular cells) on
morphology agar (e.g.,
cornmeal agar).

N/A

2,6,10

CAROTENOID

CAROTENOID
PIGMENT

Presence of red, pink,
or orange pigment on
Sabouraud dextrose
agar.

N/A

2,6,7,10, 15, 16

dCELLOB.a

D-CELLOBIOSE
Assimilation

Ability to use
cellobiose as the sole
carbon source.

N/A

2,6,7,10,15, 16

CHLS

Chlamydospores

Microscopic
examination for the
presence of
chlamydospores on
morphology agar (e.g.,
cornmeal agar).

N/A

2,6,10

DULCITOLa

DULCITOL
Assimilation

Ability to use dulcitol
(galactitol) as the sole
carbon source.

N/A

2,6,10
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Abbreviation Test Name Description Comment Reference
ERYTHRIT.a ERYTHRITOL Ability to use erythritol | N/A 2,6,10
Assimilation as the sole carbon
source.
dGALACT.a D-GALACTOSE Ability to use galactose | N/A 2,6,10, 15
Assimilation as the sole carbon
source.
dGALf D-GALACTOSE Production of gas from | N/A 2,6,10
Fermentation fermentation of
galactose.
dGLUf D-GLUCOSE Production of gas from | N/A 2,6,10
Fermentation fermentation of
glucose.
w/o OIL GROWTH WITHOUT | Ability to grow on N/A 2,6,7,10, 16
OIL Sabouraud dextrose
agar without the
addition of a fatty acid
source (e.g., olive ail).
HYPH/PH HYPHAE/ Microscopic N/A 2,6,7,10, 16
PSEUDOHYHPAE examination for the
presence of filaments
on morphology agar
(e.g., cornmeal agar).
INOSITOLa myo-INOSITOL Ability to use inositol N/A 2,6,10, 15
Assimilation as the sole carbon
source.
NITRATEa NITRATE Assimilation | Ability to use N/A 2,6,7,10,14,16
potassium nitrate as
the sole nitrogen
source.
LACTOSEa LACTOSE Assimilation | Ability to use lactose N/A 2,6,10
as the sole carbon
source.
IARABIN.a L-ARABINOSE Ability to use arabinose | N/A 2,6,10
Assimilation as the sole carbon
source.
dMALTOSEa D-MALTOSE Ability to use maltose | N/A 2,6,10
Assimilation as the sole carbon
source.
dMALf D-MALTOSE Production of gas from | N/A 2,6,10
Fermentation fermentation of
maltose.
dMELIBIO.a D-MELIBIOSE Ability to use melibiose | N/A 2,6,10
Assimilation as the sole carbon
source.
OX_Phe Phenol Oxidase Ability to produce N/A 12
brown to black pigment
from phenol oxidase
activity on phenolic
substrates (e.g., caffeic
acid or birdseed agar).
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Abbreviation Test Name Description Comment Reference
dRAFFIN.a D-RAFFINOSE Ability to use raffinose | N/A 2,6,7,10, 16
Assimilation as the sole carbon
source.
IRHAMNOSEa L-RHAMNOSE Ability to use N/A 2,6,10
Assimilation rhamnose as the sole
carbon source.
SACCHAR.a SACCHAROSE/ Ability to use sucrose | N/A 2,6,10
SUCROSE as the sole carbon
Assimilation source.
SACf SACCAROSE/ Production of gas from | N/A 2,6,10
SUCROSE fermentation of
Fermentation sucrose.
SATELLITE SATELLITE behavior Formation of satellite N/A 2,6,10
colonies on Sabouraud
dextrose agar.
Sphe.CELLS Spherical CELLS Microscopic Candida famata can be | 2, 6, 10
examination for the differentiated from
presence of spherical | Candida guilliermondlii
cells. by the shape of the
cells. Candida famata
has mostly spherical
cells while Candida
guilliermondii has
mostly ovoid cells.
SPORANGE SPORANGE Microscopic N/A 11
examination for the
presence of sporangia.
dTREHAL.a D-TREHALOSE Ability to use trehalose | N/A 2,6,10
Assimilation as the sole carbon
source.
dTREf D-TREHALOSE Production of gas from | N/A 2,6, 10
Fermentation fermentation of
trehalose.
UREASE Urease Hydrolysis of urea N/A 2,6,10
releases ammonia
resulting in
alkalinization of the
medium observed with
a pH indicator (e.g.,
red color formation in
the presence of phenol
red).
dXYLOSEa D-XYLOSE Ability to use xylose as | N/A 2,6,10
Assimilation the sole carbon
source.
For 8.01 or Higher Software Users
37C GROWTH AT 37C Ability to grow at 37°C. | N/A 15
42C Growth at 42degC Ability to grow at 42°C. | N/A 2,15
Cser.AorD Capsular Serotype A Agglutination tests for | N/A 18
orD capsular serotype A ,
D or AD.
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Abbreviation Test Name Description Comment Reference
Cser.BorC Capsular Serotype B | Agglutination tests for | N/A 18
orC capsular serotype B or
C.
GLYCEROLa Glycerol assim. Ability to use glycerol | N/A 2,15
as the sole carbon
source.
INUa INULIN assimilation Ability to use inulin as | N/A 15
the sole carbon
source.
RAFf RAFFINOSE Production of gas from | N/A 2,15
fermentation fermentation of
raffinose.
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Use this Instructions for Use with VITEK® 2 Product No. 21343.
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Catalog number

In Vitro Diagnostic Medical Device

Legal Manufacturer

Temperature limitation

Use by date

Batch code

Consult Instructions for Use

Date of manufacture

Contains sufficient for <n> tests
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Authorized representative in the
European Community
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For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed
practitioner

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

LIMITED WARRANTY
bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,

storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use

(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of

merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,

for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A
Correction

Technical change
Administrative

Not applicable (First publication)
Correction of documentation anomalies
Addition, revision and/or removal of information related to the product

Implementation of non-technical changes noticeable to the user
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Note :

Minor typographical, grammar, and formatting changes are not included

in the revision history.

Release Date
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Change Type

Change Summary
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Technical change

Updated for 9.02 software
release.

Updated sections:

Intended Use
Precautions

Culture Requirements
Additional Information on
Lab Report

Testing of QC Organisms
Performance
Characteristics
Organisms ldentified
References

2016-10

043908-02

Technical change

Updated content to
reflect the 8.01 Product
Information Manual

2016-05

043908-01

Administrative

Formatting changes do
not affect the fit, form, or
function of the product

Technical change

New IFU derived from
product chapter in the
Product Information
Manual

Updated Limited
Warranty section
Updated with RX only
information
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INTENDED USE

These Instructions for Use correspond to the VITEK® 2 Systems 7.01 or higher software. If you are not using VITEK® 2
Systems 7.01 or higher software, please refer to the VITEK® 2 Systems Product Information that you received with your
current software version.

The VITEK® 2 Gram-Negative identification card (GN) is intended for use with VITEK® 2 Systems for the automated
identification of most clinically significant fermenting and non-fermenting Gram-negative bacilli. The VITEK® 2 GN
identification card is a single-use disposable. For a list of claimed species, see the Organisms Identified section.

DESCRIPTION

The GN card is based on established biochemical methods:2:4.8.9.10,11,12,17,18,20,21,24,25.27 3nd newly developed substrates
measuring carbon source utilization, enzymatic activities, and resistance. There are 47 biochemical tests and one negative
control well. The Decarboxylase Negative Control Well (well 52) is used as a baseline reference for the Decarboxylase test
wells. Final results are available in approximately 10 hours or less.

For a list of well contents, see the GN Well Contents table.

Table 1: GN Well Contents

Well Test Mnemonic Amount/Well
2 Ala-Phe-Pro-ARYLAMIDASE APPA 0.0384 mg
3 ADONITOL ADO 0.1875 mg
4 L-Pyrrolydonyl-ARYLAMIDASE PyrA 0.018 mg
5 L-ARABITOL IARL 0.3 mg
7 D-CELLOBIOSE dCEL 0.3 mg
9 BETA-GALACTOSIDASE BGAL 0.036 mg
10 H2S PRODUCTION H2S 0.0024 mg
1 BETA-N-ACETYL-GLUCOSAMINIDASE BNAG 0.0408 mg
12 Glutamyl Arylamidase pNA AGLTp 0.0324 mg
13 D-GLUCOSE dGLU 0.3 mg
14 GAMMA-GLUTAMYL-TRANSFERASE GGT 0.0228 mg
15 FERMENTATION/ GLUCOSE OFF 0.45 mg
17 BETA-GLUCOSIDASE BGLU 0.036 mg
18 D-MALTOSE dMAL 0.3 mg
19 D-MANNITOL dMAN 0.1875 mg
20 D-MANNOSE dMNE 0.3 mg
21 BETA-XYLOSIDASE BXYL 0.0324 mg
22 BETA-Alanine arylamidase pNA BAlap 0.0174 mg
23 L-Proline ARYLAMIDASE ProA 0.0234 mg
26 LIPASE LIP 0.0192 mg
27 PALATINOSE PLE 0.3 mg
29 Tyrosine ARYLAMIDASE TyrA 0.0276 mg
31 UREASE URE 0.15mg
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Well Test Mnemonic Amount/Well
32 D-SORBITOL dSOR 0.1875 mg
33 SACCHAROSE/SUCROSE SAC 0.3 mg
34 D-TAGATOSE dTAG 0.3 mg
35 D-TREHALOSE dTRE 0.3 mg
36 CITRATE (SODIUM) CIT 0.054 mg
37 MALONATE MNT 0.15 mg
39 5-KETO-D-GLUCONATE 5KG 0.3 mg
40 L-LACTATE alkalinization ILATk 0.15 mg
41 ALPHA-GLUCOSIDASE AGLU 0.036 mg
42 SUCCINATE alkalinization SUCT 0.15 mg
43 Beta-N-ACETYL-GALACTOSAMINIDASE NAGA 0.0306 mg
44 ALPHA-GALACTOSIDASE AGAL 0.036 mg
45 PHOSPHATASE PHOS 0.0504 mg
46 Glycine ARYLAMIDASE GlyA 0.012mg
47 ORNITHINE DECARBOXYLASE oDC 0.3 mg
48 LYSINE DECARBOXYLASE LDC 0.15mg
52 DECARBOXYLASE BASE ODEC N/A
53 L-HISTIDINE assimilation IHISa 0.087 mg
56 COUMARATE CMT 0.126 mg
57 BETA-GLUCURONIDASE BGUR 0.0378 mg
58 0/129 RESISTANCE (comp.vibrio.) 0129R 0.0105 mg
59 Glu-Gly-Arg-ARYLAMIDASE GGAA 0.0576 mg
61 L-MALATE assimilation IMLTa 0.042 mg
62 ELLMAN ELLM 0.03 mg
64 L-LACTATE assimilation ILATa 0.186 mg

Note: Other well numbers between 1 and 64 not designated in this table are empty.

PRECAUTIONS
Note: For industry customers that need assistance on selecting the correct VITEK® 2 identification card, please refer to the
VITEK® 2 Compact Instrument User Manual chapter, "Guidance to Select a VITEK® 2 Identification Card."

For In Vitro Diagnostic Use Only.

For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

For professional use only.

Suspensions not within the appropriate zone on the VITEK® 2 DENSICHEK™ Plus or the VITEK® 2 DENSICHEK™ may
compromise card performance.

Do not use the card after the expiration date shown on the package liner.

Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

Allow the card to come to room temperature before opening the package liner.

Do not use powdered gloves. Powder may interfere with the optics.

Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

A Gram stain should be performed to determine an organism’s Gram reaction and morphology prior to selecting the
identification card to inoculate.

The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in these Instructions for Use.
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* Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

* Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

o VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
o VITEK® 2 Compact: Do not load improperly filled cards.

» Give special consideration to specimen source and patient drug or antimicrobic regimen.

Interpretation of test results requires the judgment and skill of a person knowledgeable in microbial identification testing.
Additional testing may be required. (See the Supplemental Tests section.)

» Do not clean saline dispenser with chemical agents. The use of chemical agents may impact card performance.

0

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions.2326 |t is suggested that highly
pathogenic species such as Brucella melitensis, Burkholderia mallei, Burkholderia pseudomallei, Escherichia coli
0157, Francisella tularensis, and Yersinia pestis be sent to your state health laboratory or other suitable reference
laboratory for confirmation.

Warning: All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 GN cards unopened in their original package liner at 2°C to 8°C.

SPECIMEN PREPARATION
For specimen preparation information, see the Culture Requirements Table.
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Table 2: Culture Requirements Table

VITEK® 2 Card Media Incubation

Conditions

Age of Culture'

McFarland
Standards

Dilution for AST

Age of
Suspension
Before Loading
Instrument

TSA23
CBA23
MAC?23
BCP
CET
CLED
CHOC
CHOC PVX
CHBA
CNT
CPS ID
DENA
DRIG
HEK
SM ID
TSAHB
TSAB
TSAL
VRBG
XLD

GN 18t0 24 hours | 35°Cto 37°C

Aerobic, non-
CO,

0.50 to 0.63
McFarland
Standard

N/A%

< 30 minutes

GN and AST
GN pair

CBA
MAC
TSAB
CPS ID

18 to 24 hours |35°C to 37°C

Aerobic, non-
CO,

0.50 to 0.63
McFarland
Standard

145 L in 3.0
mL saline

< 30 minutes

Cultures with scant or poor growth may give unidentified or incorrect results even when the Age of Culture requirements are

met.

2These media were used in the identification product database development and will give optimal performance.

3OMA Official Methods of Analysis validated medium.
4N/A = not applicable

Culture Requirements Table — Media Abbreviations
BCP = Bromcresol Purple Agar

CBA = Columbia Blood Agar with 5% Sheep Blood
CET = Cetrimide Agar

CHBA = Columbia Horse Blood Agar

CHOC = Chocolate Agar

CHOC PVX = Chocolate Polyvitex
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CLED = Cystine Lactose Electrolyte Deficient Agar
CNT = Count-TACT® (irradiated) Trypticase Soy Agar
CPS ID = chromID™ CPS (CPS ID agar)

DENA = DE Neutralizing Agar

DRIG = Drigalski Agar

HEK = Hektoen Agar

MAC = MacConkey Agar

SM ID = chromID™Salmonella (SM ID2 Agar)

TSA = Trypticase Soy Agar

TSAB = Trypticase Soy Agar with 5% Sheep Blood
TSAHB = Trypticase Soy Agar with 5% Horse Blood
TSAL = TSA with Lecithin and P80

VRBG = Violet Red Bile Glucose Agar

XLD = Xylose Lysine Desoxycholate

Materials

When used with VITEK® 2 instrumentation, the GN card is a complete system for routine identification testing of most
significant fermenting and non-fermenting Gram-negative bacilli.

Required materials are:

+ VITEK® 2 GN Card

« DENSICHEK™ Plus Kit or VITEK® DENSICHEK® Kit

+ DENSICHEK™ Plus Standards Kit or DENSICHEK® Standards Kit
+ VITEK® 2 Cassette

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes
« Sterile sticks or swabs

» Appropriate agar medium (see Culture Requirements table).

Optional accessories:
» Adjustable volume saline dispenser
* Loops
 Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
* Vortex

Procedure

Warning: Failure to follow instructions and recommendations provided in this section for performing laboratory
tasks may cause erroneous or delayed results.

For product-specific information, see the Culture Requirements table.

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.
1. Do one of the following:

» Select isolated colonies from a primary plate if culture requirements are met.

» Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NacCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

bioMérieux - English - 5

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



®
VITEK® 2 GN 044066- 03 - en- 2019-03

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to a McFarland No. 0.50 to 0.63 using a
calibrated VITEK® 2 DENSICHEK™ Plus or VITEK® 2 DENSICHEK™.

Note: Age of suspension must not exceed 30 minutes before inoculating card.

4. Place the suspension tube and GN card in the cassette.

5. Refer to the appropriate Instrument User Manual for instructions on data entry and how to load the cassette into the
instrument.

6. Follow your local inspecting agency's guidelines for disposal of hazardous waste.

RESULTS
Identification Analytical Techniques

VITEK® 2 Systems identify an organism by using a methodology based on the characteristics of the data and knowledge
about the organism and reactions being analyzed. Sufficient data have been collected from known strains to estimate the
typical reactions of the claimed species to a set of discriminating biochemicals. If a unique identification pattern is not
recognized, a list of possible organisms is given, or the strain is determined to be outside the scope of the database.

The printed lab report contains suggestions for any supplemental tests necessary to complete the identification. If the tests
are not sufficient to complete the identification, then standard microbiology references and literature should be consulted.

Certain species may belong to a slashline (mixed) taxa identification. This occurs when the biopattern is the same for
the taxa listed. Supplemental tests may be used to separate slashline taxa. The species in the GN Slashline Taxa table
belong to the GN slashline taxa.

Table 3: GN Slashline Taxa

Slashline Name Species Belonging to the Slashline

For 7.01 or Higher Software Users

Acinetobacter baumannii complex Acinetobacter baumannii
Acinetobacter calcoaceticus
Acinetobacter pittii (Acinetobacter genomospecies 3)

Acinetobacter nosocomialis (Acinetobacter genomospecies
TU13)

Brevundimonas diminuta/vesicularis Brevundimonas diminuta

Brevundimonas vesicularis

Burkholderia cepacia group Burkholderia cepacia
Burkholderia multivorans
Burkholderia stabilis

Burkholderia vietnamiensis

Enterobacter cloacae complex Enterobacter cloacae ssp. cloacae
Enterobacter hormaechei
Enterobacter kobei

Enterobacter ludwigii

Enterobacter cloacae ssp. dissolvens

Moraxella group Moraxella lacunata
Moraxella nonliquefaciens

Moraxella osloensis

Neisseria animaloris/zoodegmatis Neisseria animaloris

Neisseria zoodegmatis
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Slashline Name

Species Belonging to the Slashline

Salmonella group

Salmonella enterica ssp. enterica
Salmonella ser. Enteritidis
Salmonella ser. Paratyphi B
Salmonella ser. Paratyphi C
Salmonella spp.

Salmonella ser. Typhimurium

Serratia liquefaciens group

Serratia grimesii
Serratia liquefaciens
Serratia proteamaculans

Shigella group

Shigella boydii
Shigella dysenteriae
Shigella flexneri

Yersinia enterocolitica/frederiksenii

Yersinia enterocolitica

Yersinia frederiksenii

For 7.01, 8.01, and 9.01 Software Users

Aeromonas hydrophila/caviae

Aeromonas caviae

Aeromonas hydrophila

Cronobacter sakazakii group

Cronobacter genomospecies 1
Cronobacter dublinensis ssp. dublinensis
Cronobacter dublinensis ssp. lausannensis
Cronobacter dublinensis ssp. lactaridi
Cronobacter malonaticus

Cronobacter sakazakii

Cronobacter turicensis

Cronobacter muytjensii

For 9.02 Software Users

Aeromonas hydrophila/punctata (caviae)

Aeromonas punctata (caviae)
Aeromonas hydrophila

Cronobacter sakazakii group

Cronobacter universalis

Cronobacter dublinensis ssp. dublinensis
Cronobacter dublinensis ssp. lausannensis
Cronobacter dublinensis ssp. lactaridi
Cronobacter malonaticus

Cronobacter sakazakii

Cronobacter turicensis

Cronobacter muytjensii
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Table 4: Identification Card Qualifying Messages

ID Message Confidence Choices % Probability Comments
Level
Excellent 1 96 to 99 N/A
Very Good 1 93 to 95 N/A
Good 1 89 to 92 N/A
Acceptable 1 85to 88 N/A
Low Discrimination 2to3 Sum of choices = 100; after | Two to three taxa exhibit same
resolution to one choice, biopattern.

percent probability reflects
the number associated with
selected choice.

Separate by supplemental testing.
Must resolve to mate with
susceptibility card.

Inconclusive >3 N/A Either > 3 taxa exhibit same biopattern
or or or
Unidentified Organism 0 Very atypical biopattern. Does not

correspond to any taxon in the
database. Check Gram stain and

purity.

PERCENT PROBABILITY

As part of the identification process, the software compares the test set of reactions to the expected set of reactions of each
organism, or organism group, that can be identified by the product. A quantitative value, the percent probability, is calculated
and relates to how well the observed reactions compare to the typical reactions of each organism. A perfect match between
the test reaction pattern and the unique reaction pattern of a single organism, or organism group, would provide a percent
probability of 99. When a perfect match is not obtained, it is still possible for the reaction pattern to be sufficiently close to that
of an expected reaction pattern such that a clear decision can be provided about the organism identification. The range of
percent probabilities in the one-choice case is 85 to 99. Values closer to 99 indicate a closer match to the typical pattern for
the given organism.

When the reaction pattern is not sufficient to discriminate between two to three organisms, the percent probabilities reflect
this ambiguity. The reported probability values indicate, relatively, the order in which the reaction pattern best corresponds to
the listed possibilities. The order does not, however, suggest that the pattern match to one of the possible identifications is
clearly superior to another. The probability characteristic of an overall sum of 100 is retained through the calculation process.
After resolution to one choice, the probability characteristic of the single choice is retained.

ADDITIONAL INFORMATION ON LAB REPORT

Supplemental test — External (offline) test that allows the user to resolve a slashline or Low Discrimination identification.
Numbers in parentheses indicate percent positive reaction for the species/test listed.

Contraindicating test — Test result that is unusual for a reported taxon.

Table 5: Notes Associated with Certain Taxa

Taxa Note

For 7.01 or Higher Software Users
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Taxa

Note

Brucella melitensis

Important! Presumptive Identification
Highly pathogenic organism.

The following are included in an identification of Brucella
melitensis:

Brucella melitensis abortus
Brucella melitensis canis
Brucella melitensis melitensis
Brucella melitensis neotamae
Brucella melitensis ovis
Brucella melitensis suis

Burkholderia mallei

Important! Presumptive Identification
Highly pathogenic organism.

Burkholderia pseudomallei

Highly pathogenic organism. Isolates of Burkholderia
thailandensis are biochemically similar to Burkholderia
pseudomallei. Since the possibility of Burkholderia

thailandensis exists, the user should send the isolate to their

state lab or other suitable reference laboratory for
confirmation.

Escherichia coli 0157

Confirm by serological tests.
Highly pathogenic organism.

Francisella tularensis

Confirm by serological tests.
Highly pathogenic organism.

Salmonella enterica ssp. arizonae
Salmonella enterica ssp. diarizonae
Salmonella group

Salmonella ser. Gallinarum
Salmonella ser. Paratyphi A
Salmonella ser. Typhi

Confirm by serological tests.

Shigella group
Shigella sonnei

Confirm by serological tests.

Vibrio cholerae

Critical pathogen.

The species identified may have significance to patient or
sample outcome and can be stopped for review.

Yersinia pestis

Important! Presumptive Identification
Highly pathogenic organism.

For 9.02 Software Users

Ochrobactrum anthropi

Possibility of Brucella spp.

Notes Associated with an Improperly Filled Card or with a Negative Profile (Biopattern)

» For the case where the time between two readings is greater than 40 minutes: “CARD ERROR — Missing data.”
» For the case where there is a negative profile: “Organism with low reactivity biopattern — please check viability.”
* When a biopattern is calculated for an unknown organism that is completely negative or consists of both negative tests

and tests that fall within the uncertainty zone, the identification call will be “Non or low reactive biopattern.”

Peructpanua MU B PocagpaeHanzope
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The following species could potentially trigger this note if a test was atypical or fell within the uncertainty zone:
» Acinetobacter haemolyticus
» Acinetobacter Iwoffii
» Actinobacillus ureae
* Aeromonas salmonicida
Brucella melitensis
Francisella tularensis
Methylobacterium spp.
Moraxella lacunata
» Moraxella nonliquefaciens
Moraxella osloensis
Pasteurella multocida
* Pseudomonas alcaligenes
* Pseudomonas fluorescens
* Pseudomonas stutzeri

QUALITY CONTROL

Quality control organisms and their expected results are listed in the VITEK® 2 GN Quality Control Tables. Process these
according to the procedure for test isolates outlined in this document.

Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of microbial identification systems.

Frequency of Testing

Currently, it is recommended that you use your most stringent inspecting agency’s guidelines for frequency of identification
product testing.

Common practice is to perform QC upon receipt of shipment of the test kits. Reactions must follow Instructions for Use
results.

If the results do not meet the criteria, subculture for purity and repeat the test. If discrepant results are repeated, perform an
alternate identification method and contact bioMérieux.

Testing and Storage of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.

2. Use Trypticase Soy agar with 5% sheep blood agar (TSAB). Incubate aerobically at 35°C to 37°C for approximately 18 to
24 hours.

3. Check for purity. Perform second subculture for testing.

4. Use Trypticase Soy agar with 5% sheep blood agar (TSAB). Incubate aerobically at 35°C to 37°C for approximately 18 to
24 hours.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours at 35°C to 37°C.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.
2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.

Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of frozen
organism preparation with a sterile applicator stick.

STREAMLINED QUALITY CONTROL
Note: Industrial Use Only laboratories should perform quality control following the Streamlined Quality Control section. No
additional testing is required for these users.

bioMérieux - English - 10
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As there are no substrates that are consistently sensitive to degradation during shipping conditions, streamlined quality
control may be conducted by testing two strains: one that is mostly positive and the other which is mostly negative for
reactions on GN. See the GN Quality Control tables.

COMPREHENSIVE QUALITY CONTROL
Customers who do not qualify for streamlined quality control testing are required to perform comprehensive quality control
testing, which entails demonstration of a positive and negative reaction for each substrate of an identification product.®

In order to qualify initially for streamlined quality control testing, the CLSI® M50-A standard requires that the user perform and
document either of the following:®

« Verification testing to show that performance is equivalent to the manufacturer's claims.
» Comprehensive quality control testing of at least three lots over at least three different seasons.

Refer to the complete CLSI® M50-A standard for information regarding continued qualification and further details of
requirements and responsibilities for both the user and the manufacturer related to streamlined quality control testing.
GN Quality Control Tables:

Enterobacter hormaechei ATCC® 700323™ (for streamlined or comprehensive quality control)
Stenotrophomonas maltophilia ATCC® 17666 (for streamlined or comprehensive quality control)
Acinetobacter baumannii ATCC® BAA-747" (for comprehensive quality control)

Elizabethkingia meningoseptica ATCC® 13253™ (for comprehensive quality control)

Klebsiella oxytoca ATCC® 700324™ (for comprehensive quality control)

Ochrobactrum anthropi ATCC® BAA-749™ (for comprehensive quality control)

Proteus vulgaris ATCC® 6380™ (for comprehensive quality control)

Pseudomonas aeruginosa ATCC® 9721™ (for comprehensive quality control)

Pseudomonas aeruginosa ATCC® BAA-1744" (for comprehensive quality control)

Note: Pseudomonas aeruginosa ATCC® BAA-1744™ may contain two morphologically distinct colony types; however, either
will provide proper expected reactions when tested for quality control.

For 7.01 Software Users

Shigella sonnei ATCC® 25931™ (for comprehensive quality control)
For 8.01 or Higher Software Users

Escherichia coli ATCC® 25922™ (for comprehensive quality control)

The GN card typically identifies the quality control organisms as one-choice or within a low discrimination or slashline
identification. However, strains are chosen for reaction performance over identification performance. Therefore, an
unidentified or misidentified result may occur when all expected quality control reactions are correct.

Table 6: QC Organism: Enterobacter hormaechei ATCC® 700323™ (for streamlined or comprehensive quality control)

APPA - |AGLTp - |BXYL + |SAC + |SUCT v [CMT -
ADO + |dGLU + | BAlap - | dTAG - |NAGA + |BGUR v
PyrA - |GGT + |ProA v |dTRE + | AGAL + |O129R +
IARL - |OFF + |LIP v |CIT + |PHOS v |GGAA -
dCEL BGLU - |PLE + | MNT + | GIlyA v | IMLTa -
BGAL dMAL + | TyrA v |5KG - |ODC + |ELLM -
H2S - |dMAN + |URE - | ILATk v [LDC - |ILATa -
BNAG + | dMNE + |dSOR + |AGLU - |IHISa -

+ = 95% to 100% positive; v =6

Table 7: QC Organism: Stenotrophomonas maltophilia ATCC® 17666 ™ (for streamlined or comprehensive quality

control)

% to 94% positive; — = 0% to 5% positive

| APPA

|+ |AGLTp

|- |BXYL

|- |sAc

|- |suct

v |[cmT

Perunctpamua MU & Poc3gpaerapzope
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ADO - |dGLU - |BAlap - |dTAG - |NAGA - |BGUR -
PyrA - |GGT v | ProA dTRE - |AGAL - |0129R -
IARL - |OFF - |LIP CIT v |PHOS + |GGAA +
dCEL - |BGLU v |PLE - | MNT v |GlyA - |IMLTa -
BGAL - |dMAL - | TyrA v |5KG - |ODC - |ELLM -
H2S - |dMAN - |URE - | ILATk v |LDC v |ILATa -
BNAG v |dMNE - |dSOR - |AGLU IHISa -

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 8: QC Organism: Acinetobacter baumannii ATCC® BAA-747" (for comprehensive quality control)

APPA v |AGLTp v |BXYL v [SAC v |SUCT + |CMT v
ADO v |[dGLU v |BAlap v |dTAG v |NAGA v |[BGUR v
PyrA v |GGT v | ProA v |dTRE v | AGAL v |O129R v
IARL v |OFF v |LIP v |CIT + |PHOS - |GGAA v
dCEL v |BGLU v |PLE v | MNT + | GlyA v [IMLTa v
BGAL v |dMAL v | TyrA + |5KG v |ODC v |ELLM v
H2S v |dMAN v |URE v |ILATK + |LDC v |ILATa v
BNAG v |dMNE v [dSOR v |AGLU v |[IHISa +

+ = 95% to 100% positive; v = 6

Table 9: QC Organism: Elizabethkingia meningoseptica ATCC® 13253™ (for comprehensive quality control)

% to 94% positive; — = 0% to 5% positive

APPA + |AGLTp + | BXYL v | SAC v |SUCT - |CMT v
ADO v |[dGLU — | BAlap v |dTAG v [NAGA + |BGUR v
PyrA + |GGT v | ProA v |dTRE v | AGAL v |O129R v
IARL v |OFF — |LIP v |CIT v |PHOS v |[GGAA +
dCEL v |BGLU v |PLE v |MNT v |[GlyA + |IMLTa v
BGAL v |dMAL v [ TyrA v |5KG v |ODC v |ELLM v
H2S v |dMAN v |URE v | ILATk - |LDC v |ILATa v
BNAG + | dMNE v [dSOR v |AGLU + |IHISa v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 10: QC Organism: Klebsiella oxytoca ATCC® 700324™ (for comprehensive quality control)
APPA - |AGLTp v |BXYL v | SAC v |SUCT v [CMT v
ADO + |dGLU + | BAlap dTAG + |NAGA v |BGUR -
PyrA v [GGT — |ProA - |dTRE + | AGAL + |O129R v
IARL + | OFF + |LIP - |CIT v |PHOS v |GGAA -
dCEL + |BGLU + |PLE + | MNT v |GlyA — |IMLTa v
BGAL + | dMAL v [ TyrA v2 | 5KG vl |OoDC - |ELLM v
H2S v |dMAN + |URE + | ILATk v [LDC + |ILATa v
BNAG - | dMNE + |dSOR v |AGLU - |IHISa

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

"Reaction is mostly positive although occasional negative reaction may occur.

2Reaction is mostly negative although occasional positive reaction may occur.
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Table 11: QC Organism: Ochrobactrum anthropi ATCC® BAA-749™ (for comprehensive quality control)

APPA v |AGLTp v | BXYL v |SAC v |SUCT v |CMT v
ADO v |dGLU v |BAlap v |dTAG v |NAGA v |BGUR v
PyrA + |GGT v | ProA + |dTRE v | AGAL v |O129R -
IARL v |OFF v |LIP v |CIT v |PHOS - | GGAA v
dCEL v |BGLU v |PLE v | MNT v | GIlyA + |IMLTa v
BGAL v |dMAL v | TyrA v |5KG v |ODC v |ELLM +
H2S v |[dMAN v |URE v |ILATk v |LDC v |ILATa v
BNAG v |dMNE v |dSOR v |AGLU v [IHISa v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 12: QC Organism: Proteus vulgaris ATCC® 6380™ (for comprehensive quality control)

APPA v |AGLTp v [BXYL v | SAC + |SUCT CMT v
ADO - |dGLU v |BAlap v |dTAG v |NAGA v |BGUR v
PyrA v [GGT v | ProA - |dTRE - |AGAL - |O129R v
IARL v |OFF v |LIP - |CIT v |PHOS + |GGAA v
dCEL - |BGLU + |PLE v | MNT — | GlyA v |IMLTa Y
BGAL - |dMAL v | TyrA v |5KG v |ODC v |ELLM +
H2S + | dMAN - |URE + |ILATK v |LDC — |ILATa \%
BNAG v | dMNE - |dSOR - |AGLU v |IHISa v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 13: QC Organism: Pseudomonas aeruginosa ATCC® 9721™ (for comprehensive quality control)

APPA v |AGLTp v |BXYL v |SAC v |SUCT v |[CMT v
ADO v |dGLU v | BAlap + |dTAG v | NAGA v |BGUR v
PyrA v |GGT v | ProA v |dTRE v |AGAL v |O129R v
IARL v | OFF v |LIP v |CIT v |PHOS v |GGAA v
dCEL v |BGLU v |PLE v | MNT v |GlyA v [IMLTa v
BGAL v |dMAL — | TyrA v |5KG v |ODC v |ELLM v
H2S v |dMAN v |URE v |ILATk + |LDC v |ILATa v
BNAG v |dMNE dSOR v |AGLU v |[IHISa v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive

Table 14: QC Organism: Pseudomonas aeruginosa ATCC® BAA-1744"™ (for comprehensive quality control)

APPA v |AGLTp v |BXYL v | SAC v |SUCT v |[CMT +
ADO v |[dGLU v |BAlap v |dTAG v [NAGA v |BGUR v
PyrA v |GGT v | ProA v |dTRE v |AGAL v |O129R v
IARL v |OFF v [LIP v |CIT v |PHOS v |GGAA v
dCEL v |BGLU v |PLE v | MNT v [GlyA v [IMLTa +
BGAL v |dMAL v | TyrA v |5KG v |ODC v |ELLM v
H2S v |dMAN v |URE v |ILATk v [LDC v |ILATa V!
BNAG v |dMNE v [dSOR v |AGLU v |[IHISa v

+ = 95% to 100% positive; v = 6

% to 94% positive; — = 0% to 5% positive
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"Reaction is mostly positive although occasional negative reaction may occur.

Note: Culture may contain two morphologically distinct colony types; however, either will provide proper expected reactions
when tested for quality control.

For 7.01 Software Users

Table 15: QC Organism: Shigella sonnei ATCC® 25931™ (for comprehensive quality control)

APPA v |AGLTp v | BXYL - | SAC - |SUCT v |CMT +
ADO v |dGLU v |BAlap v |dTAG v [NAGA - |BGUR +
PyrA v |GGT — | ProA v |dTRE v | AGAL v |O129R v
IARL v |OFF v |LIP v |CIT - |PHOS v | GGAA v
dCEL v |BGLU - |PLE — |MNT - | GlyA v [IMLTa v
BGAL v |dMAL + | TyrA + | 5KG v |ODC + |ELLM v
H2S v |dMAN v |URE v | ILATk v |LDC v |ILATa v
BNAG - |dMNE v |dSOR v |AGLU v |IHISa v
+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
For 8.01 or Higher Software Users
Table 16: QC Organism: Escherichia coli ATCC® 25922™ (for comprehensive quality control)
APPA v |AGLTp v |BXYL - |SAC - | SUCT v |CMT +
ADO v |dGLU v |BAlap v |dTAG v |[NAGA - |BGUR +
PyrA v |GGT — |ProA v |dTRE v |AGAL v |O129R v
IARL v |OFF v |LIP v |CIT - |PHOS v | GGAA v
dCEL v |BGLU - |PLE — |MNT — | GIlyA v [IMLTa v
BGAL v | dMAL + | TyrA + |5KG v |ODC + |ELLM v
H2S v |dMAN v |URE v | ILATk v |LDC v |ILATa v
BNAG — | dMNE v |[dSOR v |AGLU v [IHISa v

+ = 95% to 100% positive; v = 6% to 94% positive; — = 0% to 5% positive
LIMITATIONS

The VITEK® 2 GN card cannot be used with direct clinical samples or other sources containing mixed flora. Any change or
modification in the procedure may affect the results.

Newly described or rare species may not be included in the GN database. Selected species will be added as strains become
available.

Warning: Testing of unclaimed species may result in an unidentified result or a misidentification.

PERFORMANCE CHARACTERISTICS
For 7.01 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 GN identification card was evaluated using 562 clinical and
stock isolates of both commonly and rarely observed species of gram-negative bacilli, including 153 non-fermentative strains.
The reference identification was determined with API® 20 E and API® 20 NE identification kits. Overall, the VITEK® 2 GN
correctly identified 96.2% of the isolates, including 6.8% low discrimination with the correct species listed. Misidentifications
occurred at 3.4% and no identifications occurred at 0.4%.

For 8.01 and 9.01 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 GN identification card was evaluated using 562 clinical and
stock isolates of both commonly and rarely observed species of gram-negative bacilli, including 153 non-fermentative strains.
The reference identification was determined with API® 20 E and API® 20 NE identification kits. Overall, the VITEK® 2 GN
correctly identified 95.4% of the isolates, including 6.6% low discrimination with the correct species listed. Misidentifications
occurred at 4.1% and no identifications occurred at 0.5%.
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For 9.02 Software Users

In a multi-site clinical study*, the performance of the VITEK® 2 GN identification card was evaluated using 562 clinical and
stock isolates of both commonly and rarely observed species of gram-negative bacilli, including 153 non-fermentative strains.
The reference identification was determined with API® 20 E and API® 20 NE identification kits. Overall, the VITEK® 2 GN
correctly identified 95.2% of the isolates, including 6.4% low discrimination with the correct species listed. Misidentifications
occurred at 4.3% and no identifications occurred at 0.5%.

*Data on file at bioMérieux, Inc.

ORGANISMS IDENTIFIED
Claims are for all software users unless otherwise stated.

Enterobacteriaceae

* Buadvicia aquatica

 Buttiauxella agrestis

» Cedecea davisae*

» Cedecea lapagei*

« Citrobacter amalonaticus™

« Citrobacter braakii*

« Citrobacter farmeri*

 Citrobacter freundii*

 Citrobacter koseri*

« Citrobacter sedlakii

» Citrobacter youngae*

» Cronobacter sakazakii group+

» Edwardsiella hoshinae*

» Edwardsiella tarda*

» Enterobacter aerogenes*

» Enterobacter amnigenus 1*

» Enterobacter amnigenus 2*

» Enterobacter asburiae*

» Enterobacter cancerogenus*

» Enterobacter cloacae complex+

» Escherichia coli*

 Escherichia coli O157*

» Escherichia fergusonii*
 Enterobacter gergoviae*

» Escherichia hermannii*

» Escherichia vulneris®

» Ewingella americana*®

* Hafnia alvei*

* Klebsiella oxytoca *

* Klebsiella pneumoniae ssp. ozaenae
* Klebsiella pneumoniae ssp. pneumoniae®
» Klebsiella pneumoniae ssp. rhinoscleromatis
* Kluyvera ascorbata*

* Kluyvera cryocrescens

* Kluyvera intermedia* (formerly known as Enterobacter intermedius)
 Leclercia adecarboxylata*

» Moellerella wisconsensis*

» Morganella morganii ssp. morganii*
* Morganella morganii ssp. sibonii

» Pantoea agglomerans*

» Pantoea spp.
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* Plesiomonas shigelloides

* Proteus hauseri

* Proteus mirabilis*

* Proteus penneri*

* Proteus vulgaris

* Providencia alcalifaciens*

* Providencia rettgeri

* Providencia rustigianii

* Providencia stuartii*

* Rahnella aquatilis*

* Raouiltella ornithinolytica

* Raoultella planticola

» Salmonella enterica ssp. arizonae*
» Salmonella enterica ssp. diarizonae
» Salmonella group*

» Salmonella ser. Gallinarum*
« Salmonella ser. Paratyphi A*
» Salmonella ser. Typhi*

» Serratia ficaria*

« Serratia fonticola*

» Serratia liquefaciens group*
» Serratia marcescens®
 Serratia odorifera*

» Serratia plymuthica®
 Serratia rubidaea*

» Shigella group*

 Shigella sonnei*

* Yersinia aldovae

* Yersinia enterocolitica/frederiksenii*
* Yersinia intermedia*

* Yersinia kristensenii

* Yersinia pestis

* Yersinia pseudotuberculosis®
* Yersinia ruckeri*

* Yokenella regensburgei

Additional Claims and Taxonomy Changes For 8.01 or Higher Software Users

» Hafnia paralvei

« Lelliottia amnigena 1* (formerly known as Enterobacter amnigenus 1)
* Lelliottia amnigena 2* (formerly known as Enterobacter amnigenus 2)
* Pandoraea spp.

* Pluralibacter gergoviae™ (formerly known as Enterobacter gergoviae)
* Ralstonia insidiosa

» Tatumella ptyseos

Additional Claims For 9.02 Software Users

 Citrobacter werkmanii

Non-Enterobacteriaceae

» Achromobacter denitrificans

» Achromobacter xylosoxidans

» Acinetobacter baumannii complex
» Acinetobacter haemolyticus
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 Acinetobacter junii

» Acinetobacter Iwoffii

* Acinetobacter radioresistens
 Acinetobacter ursingii

» Actinobacillus ureae

» Aeromonas hydrophila/Aeromonas caviae
* Aeromonas salmonicida

* Aeromonas sobria

* Aeromonas veronii
Alcaligenes faecalis ssp. faecalis
Bordetella bronchiseptica
Bordatella hinzii

Bordetella trematum

» Brevundimonas diminuta/vesicularis
* Brucella melitensis

* Burkholderia cepacia group+
 Burkholderia gladioli*

* Burkholderia mallei

* Burkholderia pseudomallei

» Chromobacterium violaceum

» Chryseobacterium gleum

» Chryseobacterium indologenes
» Comamonas testosteroni
Cupriavidus pauculus

Delftia acidovorans
Elizabethkingia meningoseptica
Francisella tularensis
Grimontia hollisae

* Mannheimia haemolytica
Methylobacterium spp.
Moraxella group

Myroides spp.

Neisseria animaloris/zoodegmatis
Ochrobactrum anthropi
Oligella ureolytica

» Paracoccus yeei

Pasteurella aerogenes
Pasteurella canis

Pasteurella dagmatis
Pasteurella multocida
Pasteurella pneumotropica
Pasteurella testudinis
Photobacterium damselae

* Pseudomonas aeruginosa*

* Pseudomonas alcaligenes

» Pseudomonas fluorescens*

* Pseudomonas luteola

* Pseudomonas mendocina

* Pseudomonas oleovorans

* Pseudomonas oryzihabitans

* Pseudomonas putida

* Pseudomonas stutzeri

.

.

.
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* Ralstonia mannitolilytica

» Ralstonia pickettii

* Rhizobium radiobacter

* Roseomonas gilardii

» Shewanella algae

» Shewanella putrefaciens

» Sphingobacterium multivorum
» Sphingobacterium spiritivorum
» Sphingobacterium thalpophilum
* Sphingomonas paucimobilis

» Stenotrophomonas maltophilia
* Vibrio alginolyticus*

* Vibrio cholerae*

* Vibrio fluvialis*

* Vibrio metschnikovii*

* Vibrio mimicus*

* Vibrio parahaemolyticus*

* Vibrio vulnificus*

Additional Claims For 8.01 or Higher Software Users
* Pandoraea species
* Ralstonia insidiosa
Additional Claims and Taxonomy Changes For 9.02 Software Users
» Aeromonas hydrophila/Aeromonas punctata (formerly known as Aeromonas caviae)
* Bergeyella zoohelcum
Highly Pathogenic Organisms

* Brucella melitensis*

* Burkholderia mallei*

* Burkholderia pseudomallei*
» Escherichia coli O157*

* Francisella tularensis®

* Yersinia pestis*

* OMA Official Methods of Analysis validated claim.

+ Species within this group or complex that are OMA Official Methods of Analysis validated claims are Burkholderia cepacia,
Cronobacter sakazakii, and Enterobacter cloacae.

SUPPLEMENTAL TESTS

Table 17: GN Supplemental Tests

Abbreviation | Test Name Description Comments Reference
For 7.01 or Higher Software Users
41C GROWTH AT 41°C Ability of certain species to N/A 18, 20
grow at 41°C.
42C GROWTH AT 42°C Ability of certain species to N/A 20, 22
grow at 42°C.
44C GROWTH AT 44°C Ability of certain species to N/A 21
grow at 44°C.
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Abbreviation Test Name Description Comments Reference
ADONITOL ADONITOL acidification Acidification of carbon source Some tests also appear on the | 2, 8, 10, 12, 13,
dCELLOB D-CELLOBIOSE acidification observed with pH indicator GN card but are recommended | 14, 16, 17, 19,
o (e.g., phenol red, bromcresol as supplemental tests since 21,22, 27,28
dMALTOSE D-MALTOSE acidification purple, etc.). results of conventional
dMANNITOL D-MANNITOL acidification macromethods may differ from
e rapid commercial

dMELIBIOSE D-MELIBIOSE acidification micromethods.

dSORBITOL SORBITOL acidification

dTREHALOSE | D-TREHALOSE acidification

dTURANOSE TURANOSE acidification

DUL DULCITOL acidification

INOSITOL INOSITOL acidification

LACTOSE LACTOSE acidification

IRHAMNOSE L-RHAMNOSE acidification

SACCHAROSE | SACCHAROSE/SUCROSE acidification

SALICIN SALICIN acidification

Arg.hydr. ARGININE dihydrolase Hydrolysis of arginine releases | N/A 7,10,12, 17,18,
an amine resulting in 19, 20, 22, 25,
alkalinization of the medium 27
observed with a pH indicator
(e.g., red color formation in the
presence of phenol red).

B-HEM BETA HEMOLYSIS Certain species possess N/A 3,9, 20, 27
hemolysins that give a
transparent zone around
colonies on blood-based agar.

DNAse DNAse test Ability of certain species to N/A 17, 20, 27
produce DNAse resulting in the
degradation of DNA.

ESCULIN ESCULIN hydrolysis Hydrolysis of esculin forms N/A 12,17, 19, 20,
esculetin that produces a black 27
pigment in the presence of iron
salts.

GELATIN GELATIN hydrolysis Mediated by a gelatinase N/A 3,9, 18,19, 20,
enzyme, a positive reaction is 22,24
observed by liquefaction of the
gelatin substrate.

dGLUf Glucose fermentation Fermentation of glucose Some tests also appear on the | 29
observed with pH indicators GN card but are recommended
(e.g. phenol red, bromcresol as supplemental tests since
purple, etc.). results of conventional

macromethods may differ from
rapid commercial
micromethods.

IND INDOLE Ability of certain species to split | N/A 10, 12, 16, 17,
indole from tryptophan 19, 20, 27
detected by a colored product
revealed with a specific reagent
(e.g., Kovacs, Ehrlich’'s, DMAC
reagents, etc.).

JordanTART Jordan_Tartrate Fermentation of tartrate results | N/A 19
in acidification of the medium
observed with a pH indicator
(e.g., yellow color formation in
the presence of phenol red).

Lysine dec. Lysine decarboxylase Hydrolysis of lysine releases an | Some tests also appear on the | 21, 22
amine resulting in alkalinization | GN card but are recommended
of the medium observed with a | as supplemental tests since
pH indicator (e.g., purple color | results of conventional
formation in the presence of macromethods may differ from
bromcresol purple). rapid commercial

micromethods.
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Abbreviation Test Name Description Comments Reference

MNTka MALONATE alkalinization Utilization of malonate as sole N/A 15, 16, 30
carbon source.

MOB MOTILITY Test for motility using hanging Bacterial motility can be 4,12,17,19, 20,
drop procedure or wet mount. observed by placing a drop of | 25, 27, 28, 30

bacterial suspension on a slide
and viewing it under a
microscope.

NAT SODIUM-ACETATE alkalinization Ability of certain species to N/A 29
utilize acetate as a sole source
of carbon.

NO2 NITRITE REDUCTION Test for the ability to reduce N/A 10, 20, 22, 29,

NO3 NITRATE REDUCTION nitrite to nitrogen gas (NO2) 30
nitrate to nitrite and/ or nitrogen

NO3—-N2 NITROGEN PRODUCTION FROM NO3 gas from nitrate (NO3—N2)

NaCl 0% GROWTH IN 0% NaCl Ability of certain species to N/A 7,8,20,21,22

NaCl 6 GROWTH IN 6% NaCl grow in the presence or

% % absence of 6.0% NaCl.

O/129 R 0/129 RESISTANCE Ability of certain species to Some tests also appear on the | 8, 11
grow in the presence of the GN card but are recommended
vibriostatic compound O/129. as supplemental tests since

results of conventional
macromethods may differ from
rapid commercial
micromethods.

ONPG BETA_ GALACTOSIDASE Presence of beta- N/A 8,12,17,19, 20
galactosidase cleaves o-
nitrophenol-beta-D-
galactopyranoside to produce a
yellow colored product.

Ornith.dec Ornithine decarboxylase Hydrolysis of ornithine releases | Some tests also appear on the | 8, 10, 17, 19, 20,
an amine resulting in GN card but are recommended | 27
alkalinization of the medium as supplemental tests since
observed with a pH indicator results of conventional
(e.g., purple color formation in macromethods may differ from
the presence of bromcresol rapid commercial
purple). micromethods.

OoX OXIDASE Detection of the presence of Characteristic useful in 10, 12, 17, 18,
cytochrome C. identifying many species of 19, 20, 21, 22,

non-fermenters. All members of | 25, 27, 28
Enterobacteriaceae are
oxidase negative.

PURPLE PURPLE PIGMENT Ability of certain species to Characteristic of 19, 20
produce purple colonies on Chromobacterium violaceum.
non-differential media.

PYOCYANIN PYOCYANIN pigment Ability of species to produce Presence of both pyocyanin 1,20

PYOVERDIN PYOVERDIN pigment blue pigment_(pyocyanin) or and pyoverdin is charac_teristic
fluorescent pigment of Pseudomonas aeruginosa
(pyoverdin). producing greenish fluorescent

colonies.

RM Methyl Red Test for acid production, N/A 21
requiring positive organisms to
produce acid from glucose.

UREASE Urease Hydrolysis of urea releases N/A 10, 12, 17, 19,
ammonia resulting in 20, 25, 27
alkalinization of the medium
observed with a pH indicator
(e.g., red color formation in the
presence of phenol red).

VP VOGES PROSKAUER Ability of some species to N/A 12,17,19, 20,
produce acetoin from glucose 25, 30
fermentation.
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YELLOW YELLOW PIGMENT Ability of certain species to N/A 12,17, 19, 20,
produce yellow pigmented 29
colonies on nondifferential
media.
For 7.01 Software Users Only
dFRUCTOSEa D-FRUCTOSE assimilation Capability of organisms to grow | N/A 2,4,17,18
dGLUCOSEa | D-GLUCOSE assimilation using 2 specific sole carbon
dMANNITOLa D-MANNITOL assimilation '
dMELa D-MELIBIOSE assimilation
ISORBOSEa L-SORBOSE assimilation
dMLZ MELEZITOSE acidification Acidification of carbon source Some tests also appear on the | 8, 10, 12, 13, 14,
observed with pH indicator GN card but are recommended | 16, 17, 19, 21,
(e.g., phenol red, bromcresol as supplemental tests since 22,27
purple, etc.). results of conventional
macromethods may differ from
rapid commercial
micromethods.
For 8.01 or Higher Software Users
dGLUCOSE D-GLUCOSE acidification Acidification of carbon source Some tests also appear on the |2, 8, 10, 12, 13,
dMELEZIT MELEZITOSE acidification observed with pH indicator GN card but are recommended | 14, 16, 17, 19,
’ o (e.g., phenol red, bromcresol as supplemental tests since 21,22,27,28
dXYLOSE D-XYLOSE acidification purple, etc.). results of conventional
ISORBOSE L-SORBOSE acidification macromethods may differ from
rapid commercial
micromethods.
COLR COLISTIN RESISTANCE Ability of certain species to N/A 28
grow in the presence of the
colistin.
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Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note : Minor typographical, grammar, and formatting changes are not included

in the revision history.
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Release Date Part Number

Change Type Change Summary

2019-03 044066-03

Technical change Updated for 9.02 software
release.

Updated sections:

* Intended Use

* Precautions

* Culture Requirements

» Additional Information on
Lab Report

+ Testing of QC Organisms

* Performance
Characteristics

» Organisms Identified

* References

2016-10 044066-02

Technical change » Updated content to
reflect the 8.01 Product
Information Manual

Correction » Performance
Characteristics

2016-05 044066-01

Formatting changes do
not affect the fit, form, or
function of the product

Administrative

Technical change * New IFU derived from
product chapter in the
Product Information
Manual

» Updated Limited
Warranty section

» Updated with RX only
information
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INTENDED USE

The VITEK® 2 Gram-negative Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of clinically significant aerobic Gram-negative bacilli to antimicrobial agents when
used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Extended-Spectrum Beta Lactamases (ESBLs)

ESBLs are enzymes that arise by mutations in genes for common plasmid-mediated beta-lactamases. Strains of Klebsiella
spp. and E. coli that produce ESBLs may be clinically resistant to therapy with penicillins, cephalosporins, or aztreonam
despite apparent in vitro susceptibility to some of these agents. Some of these strains will show MICs above the normal
susceptible population but below the standard breakpoints for certain extended-spectrum cephalosporins or aztreonam.
Before reporting a strain as an ESBL producer, a confirmatory method may be performed. The VITEK® 2 ESBL Test is a
confirmatory test for those ESBLs inhibited by clavulanic acid, and it utilizes cefepime, cefotaxime, and ceftazidime, with and
without clavulanic acid, to determine a positive or negative result.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach."5:1® The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method.’

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Gram-negatives). At the
completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for each antimicrobial
contained on the card.

PRECAUTIONS
 For In Vitro Diagnostic Use Only.
* For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.
* For professional use only.
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+ Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

« Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

» Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

+ The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in the Instructions for Use.

« ltis highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local
guidelines or requirements.

» Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

« Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

+ VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
+ VITEK® 2 Compact: Do not load improperly filled cards.

 Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.

* Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be
required.’”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 1820

REAGENTS
When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Contents of the Card

Antimicrobic Code Concentration § Calling Range Calling Range FDA Indications for
< > Use
Amikacin an01n 8, 16, 64 2 64 *CSAGNB
Amoxicillin/ Clavulanic Acid | amc01n 4/2,16/8, 32/16 21 32/16 **CSAGNB
Ampicillin am01n 4,8, 32 2 32 **CSAGNB
Cefalotin cf01n 2,8,32 2 64 **CSAGNB
Cefotaxime ctx01n 1,4, 16, 32 1 64 **CSAGNB
Cefoxitin fox01n 8, 16, 32 4 64 *CSAGNB
Ceftazidime caz01n 1,2,8,32 1 64 **CSAGNB
Ciprofloxacin cip01n 0.5,2,4 0.25 4 **CSAGNB
Ertapenem etp01n® 0.5,1,6 0.5 8 E. coli, K. pneumoniae,
C. freundii, C. koseri,
E. aerogenes, E.
cloacae, **Kox(-ESBL),
M. morganii, P.
mirabilis, P. vulgaris, S.
marcescens
bioMérieux - English - 2
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Antimicrobic

Code

Concentration §

Calling Range

<

Calling Range

>

FDA Indications for
Use

Gentamicin

gmO01n

4,16, 32

1

16

**CSAGNB

Imipenem

ipm04n

1,2,6,12

0.25

16

Acinetobacter spp.,
Citrobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganii, P. vulgaris, P.
rettgeri, P. aeruginosa,
S. marcescens, P.
stuartii

Nalidixic Acid

nal1n

8, 16, 32

32

**CSAGNB

Nitrofurantoin

ft01n

16, 32, 64

16

512

**CSAGNB

Ofloxacin

oflo1n

05,1,4

0.25

**N/A

Piperacillin/ Tazobactam

tzp03n©

2/4, 8/4, 24/4,
32/4, 32/8, 48/8

4/4

128/4

A. baumannii, E. coli,
K. pneumoniae, P.
aeruginosa, C. koseri,
M. morganii, P.
mirabilis, P. vulgaris, P.
rettgeri, P. stuartii, S.
enterica

Ticarcillin

ticO1n

16, 32, 64

128

**CSAGNB

Tobramycin

tm01n

8,16, 64

16

**CSAGNB

Trimethoprim/
Sulfamethoxazole

sxt02n®

1/19, 4/76,
16/304

20 (1/19)

320 (16/304)

Klebsiella spp.,
Enterobacter spp., M.
morganil, P. vulgaris, P.
mirabilis, S. sonnei, S.
flexneri,
**Eco(+ETEC), C.
sakazakii

Numerical values are expressed in pg/mL.
§ Equivalent standard method concentration by efficacy.
**CSAGNB = Clinically significant aerobic gram-negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since test
contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

**N/A = No specific FDA Indications for Use available

0.0 gtc. = See performance characteristics identified by the drug code with this symbol.
**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.
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SPECIMEN PREPARATION

Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 8 to 24 hours 35°C to 37°C 0.50 to 0.63 145 yL in 3.0 VITEK® 2
Negative aerobic, non- mL 0.45% Compact: < 30
CBA . ;
CO, saline minutes
MAC VITEK® 2: <1
CPS ID hour
GN and AST CBA! 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 145 L in 3.0 < 30 minutes
GN pair MAC! aerobic, non- mL_ 0.45%
CO, saline
TSAB
CPS ID

T These media were used in the identification product database developments and will give optimal performance.

Culture Requirements Table — Media Abbreviations

CBA = Columbia Sheep Blood Agar

MAC = MacConkey Agar
CPS ID = chromID™ CPS (CPS ID Agar)
TSAB = Trypticase Soy Agar with 5% Sheep Blood

TEST PROCEDURE
Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials

Materials provided are:

+ VITEK® 2 DensiCHEK™ Plus Kit

+ DensiCHEK™ Plus Standards Kit
 VITEK® 2 Cassette
» Adjustable volume saline dispenser

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes

+ VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline

hookup) and 0.45% saline bag

Materials required, but not provided are:
« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

 Loops, sterile sticks or swabs
» Appropriate agar medium (See the Culture Requirements Table.)

* QC isolates

+ VITEK® 2 AST Cards

* Micropipettors to deliver 145 L

Optional Accessories:

* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps

* Vortex

Perunctpamua MU & Poc3gpaerapzope
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Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
» Select isolated colonies from a primary plate if culture requirements are met.
» Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to the appropriate McFarland standard
using the VITEK® 2 DensiCHEK™ Plus (see the Culture Requirements Table). The inoculum density required for the GN,
GP, ST, or YST can be diluted automatically for AST cards by the VITEK® 2 instrument (VITEK® 2 60 or VITEK® 2 XL).
Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.

4. Choose one of the following:

+ For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.
The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.

+ For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 145 L of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.

Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.
5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL
Quality Control organisms should be processed according to the Test Card Setup Procedure.

Quality Control

CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. coli ATCC® P. aeruginosa E. coli ATCC® K. pneumoniae
25922™ ATCC® 27853™ 35218™ Ssp. pneumoniae
ATCC® 700603™
Amikacin an01n <2-4 <2-4 - -
Amoxicillin/ amc01n <2/1-8/4 - 4/2 - 16/8 -
Clavulanic Acid
Ampicillin am01n <2-8 - =32t -
Cefalotin cfO1n 4-16 - - -
Cefotaxime ctx01n <1 8-32 - -
Cefoxitin fox01n <4-8 - - -
Ceftazidime caz01n <1 <1-4 - -
Ciprofloxacin cip01n <0.25 <0.25-1 - -
Ertapenem etpO1n <0.5 2-28 - -
Gentamicin gmO01n <1 <1-2 - -
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CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. coli ATCC® P. aeruginosa E. coli ATCC® K. pneumoniae
25922™ ATCC® 27853™ 35218™ Ssp. pneumoniae
ATCC® 700603™

Imipenem ipm04n <0.25 1-4 - -
Nalidixic Acid na01n <2-4 - - -
Nitrofurantoin fto1n <16 - - -
Ofloxacin ofl01n <0.25 1-28 - -
Piperacillin/ tzp03n < 4/4 <4/4 - 8/42 < 4/43 -
Tazobactam
Ticarcillin tic01n <8-16 <8-32 > 1281 -
Tobramycin tmO1n <1 <1 - -
Trimethoprim/ sxt02n <20 (1/19) 160 (8/152) - = 320 - -
Sulfamethoxazole (16/304)

Numerical values are expressed in yg/mL.

t Escherichia coli ATCC® 35218™ is not intended for routine QC testing of ampicillin, piperacillin, or ticarcillin. This organism
is recommended only for routine QC of R-lactamase inhibitor combinations. However, since this strain contains a plasmid-
encoded 3-lactamase (non-ESBL), it is resistant to many penicillinase-labile antimicrobials, but susceptible to 3-lactamase/R3-
lactamase inhibitor combinations. To ensure that the plasmid is present, testing of the 3-lactam alone (e.g., AM, PIP, TIC), in
addition to the R-lactamase/R-lactamase inhibitor combination (e.g., AMC, SAM, TZP, TCC), can be performed. If the strain
has lost its plasmid, it will be susceptible to the R-lactam alone (i.e., AM, PIP, TIC), indicating that the QC test is invalid, and a
new culture of Escherichia coli ATCC® 35218™ must be used.

TFDA/CLSI Broth Microdilution expected QC range = 1/4 - 4/4 ug/mL
2FDA/CLSI Broth Microdilution expected QC range = 1/4 - 8/4 pg/mL
3FDA/CLSI Broth Microdilution expected QC range = 0.5/4 - 2/4 ug/mL
Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.2

Preparation of QC Organisms

Rehydrate the organism according to the manufacturer's instructions.
Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
Incubate at 35°C for 24 hours.

Check for purity.

Subculture to a TSAB plate.

Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

oakrwnN=

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.
2. Freeze at-70°C.
3. Subculture to TSAB twice before running QC.
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Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.

RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Francaise de Microbiologie (CASFM), European
Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.

Combination Antimicrobials

The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,
ampicillin/sulbactam < 8/4 ug/mL is reported as < 8 yg/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:
+ amoxicillin/clavulanic acid (amc01n) (ug/mL) 2/1, 4/2, 8/4, 16/8, 32/16
« piperacillin/tazobactam (ug/mL) 4/4, 8/4, 16/4, 32/4, 64/4, 128/4
« trimethoprim/sulfamethoxazole: Note exception — This drug is listed on the laboratory and patient reports as the sum of
the two antimicrobial concentrations: 20 pg/mL = 1/19, 40 pg/mL = 2/38, 80 pg/mL = 4/76, 160 yg/mL = 8/152, 320
pug/mL = 16/304

Antimicrobial Deduction
Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.
Clinical Efficacy and Indications for Use

AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Indications for use specific to the FDA are found in each VITEK® 2 AST card package insert in the column labeled, "FDA
Indications for Use". This list contains the antimicrobial/organism combinations that have been cleared by the FDA for testing
and reporting on the VITEK® 2 System. FDA clearance has been granted according to the FDA approved pharmaceutical
labeling and the VITEK® 2 AST clinical trial data. To report only organisms listed in the FDA Indications for Use section of the
package insert, enable bioART Indications for Use suppression rules.

Urinary Use Only Antimicrobials

Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLSI Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3

For urine only, per CLS|®:3

» Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim, cefazolin
» Pseudomonas aeruginosa: lomefloxacin or ofloxacin, norfloxacin

» Other non-Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, sulfisoxazole, tetracycline

» Staphylococcus spp.: lomefloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim

» Enterococcus spp.: ciprofloxacin, levofloxacin, norfloxacin, nitrofurantoin, tetracycline
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LIMITATIONS

A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or madification in the procedure may affect the results.

A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be
accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Amikacin (an01n): Acinetobacter baumannii

» Amoxicillin/Clavulanic Acid (amc01n): Providencia spp.

» Ampicillin (amO01n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
* Imipenem (ipm04n): Serratia marcescens

* Piperacillin/Tazobactam (tzp03n): Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained with
the following antibiotic/organism combination(s):

» Amoxicillin/Clavulanic Acid (amc01n): Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

* Imipenem (ipm04n): Aeromonas spp.
* Piperacillin/Tazobactam (tzp03n): Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Ertapenem (etpO1n): E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding
ESBL producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

* Amikacin (an01n): Acinetobacter spp.

» Amoxicillin/Clavulanic Acid (amc01n): Providencia spp.

» Ampicillin (amO1n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
* Imipenem (ipm04n): Serratia marcescens

* Ticarcillin (ticO1n): Pseudomonas spp.

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Ertapenem (etpO1n): Enterobacteriaceae

EXPECTED VALUES

Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a £ twofold dilution (+ two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
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agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial
testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
essential agreement (EA) based on + one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”
*Data on file at bioMérieux, Inc

Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % [Ear ducibility
Code
% EA | VME | ME mE | % CA | VME | ME mE
Amikacin AN an01n CLSI #,E 98.0 (0.0 0.4 0.0 96.5 |0.0 0.4 2.9 100
CA- | 96.1 | 4.2 0.6 14 - - - -
SFM
Amoxicillin/Clavulanic | AMC amc01n CLSI # E 96.3 |0.8 0.0 2.4 921 |0.8 0.0 6.5 100
Acid
Ampicillin AM am01n CLSI #E 933 (1.3 0.0 0.8 909 (1.3 0.0 7.8 99.3
CA- | 949 |0.6 2.2 4.3 - - - -
SFM
Cefalotin (Cephalothin) | CF cfo1n CLSI #,E 97.3 (0.8 0.0 1.2 894 0.8 0.0 106 [96.7
CA- | 95.7 |0.2 0.4 3.3 - - - -
SFM
Cefotaxime CTX ctx01n CLSI #, E 95.8 | 1.1 0.2 2.6 929 |11 0.2 6.7 98.1
CA- | 940 |04 0.1 3.5 - - - -
SFM
Cefoxitin FOX fox01n CLSI #,E 97.2 (0.9 0.0 1.5 92.2 (0.9 0.0 8.7 98.9
CA- | 95.1 |0.5 0.2 3.4 - - - -
SFM
Ceftazidime CAZ caz01n CLSI #,E 97.5 |11 0.2 1.0 97.3 |11 0.2 3.5 95.4
CA- | 923 |51 0.0 4.1 - - - -
SFM
Ciprofloxacin CIP cip01n CLSI # E 979 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8 98.9
CA- E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8
SFM
Ertapenem ETP etp01n CLSI # E - - - - 98.8 |0.0 0.0 1.2 97.8
Gentamicin GM gm01n CLSI #,E 97.1 1.9 0.0 0.6 964 1.9 0.0 2.9 100
CA- E 97.1 1.9 0.0 0.6 964 1.9 0.0 2.9
SFM
Imipenem IPM ipm04n CLSI #EO® 95.7 |24 0.3 0.4 948 |24 0.3 4.4 99.6
Nalidixic Acid NA na01n CLSI #,E 984 |0.0 0.0 N/A  [98.9 |0.9 0.9 N/A 100
Nitrofurantoin FT fto1n CLSI #,E 936 |0.0 0.0 4.3 78.8 |0.0 0.0 17.9 [ 100
CA- | 948 |0.2 0.4 4.0 - - - -
SFM
Ofloxacin OFL ofl01n CLSI | 96.9 |21 0.3 0.7 936 |21 0.3 5.8 100
CA- | 96.7 |0.9 0.0 2.6 91.1 |09 0.0 8.8
SFM
Piperacillin/ TZP tzp03n CLSI #, E N/A N/A N/A N/A 932 |09 2.2 5.0 96.7
Tazobactam*
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Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA | VME | ME mE
Ticarcillin TIC ticO1n CLSI #, E 97.2 |0.0 0.5 14 917 |04 2.6 7.5 97.8
CA- | 926 |14 0.2 4.5 - - - -
SFM
Tobramycin ™ tm01n CLsI # E 98.0 |0.0 0.0 1.2 947 |0.0 0.0 5.6 100
CA- E 98.0 |0.0 0.0 1.2 947 |0.0 0.0 5.6
SFM
Trimethoprim/ SXT sxt02n CLSI #EO® - - - - 100 0.0 0.0 N/A 100
Sulfamethoxazole CA- E® 995 |00 |00 |00 |100 |00 |00 |00
SFM
Trimethoprim/ SXT sxt02n cLsi3 #EO® - - - - 100 0.0 0.0 N/A 97.8
Sulfamethoxazole Applies to
V2S SW PC
version 5.02
and above

T Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

2 Comment — Specific organism groups are designated as P. aeurg. for Pseudomonas aeruginosa, others for species other
than Pseudomonas aeruginosa, and Acineto. for Acinetobacter.

3 FDA breakpoints are used in the CLSI Interpretation Standard (breakpoint committee) in the VITEK® 2 Systems software.

* The overall essential agreement for VITEK® 2 piperacillin/tazobactam was not calculated since the test contains less than
five discrete concentrations. However, of the 2453 isolates tested, 348 (14.2%) yielded on-scale VITEK® 2 MIC values (i.e.,
results of 8, 16, 32, and 64 pg/ml). Those results were evaluated for MIC trends and the following results were obtained
when VITEK® 2 was compared to CLSI broth microdilution method; 74.4% (259/348) of the VITEK® MICs were within +/- one
doubling dilution; 18.4% (64/348) of the VITEK® MICs were higher by more than one doubling dilution; and 7.2% (25/348) of
the VITEK® MICs were lower by more than one doubling dilution.

Key:
# = US Food and Drug Administration 510(k) cleared
CLSI® = Clinical and Laboratory Standards Institute
CA-SFM = Comité de I'Antibiogramme de la Société Frangaise de Microbiologie
E = External performance data
| = Internal performance data
— = Not available
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.
Ref. = Reference method for clinical performance study.

EUCAST Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimicrobial | Antibiotic Comment] Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ | VME ME mE %CA VME ME mE

Amikacin AN an01n (excludes: 98.5 0.0 0.0 0.6 96.7 0.0 0.0 3.3
Acinetobacter)

Amoxicillin/Clavulanic Acid | AMC amc01n | Enterobacteriaceae | 90.0 9.4 3.5 0.0 93.1 10.6 4.0 0.0
(excludes:
Providencia)
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Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ | VME ME mE %CA | VME ME mE

Ampicillin AM amO01n Enterobacteriaceae | 93.2 2.7 0.9 0.0 96.6 4.3 1.8 0.0

(excludes:

Citrobacter,

Enterobacter,

Pantoea, Serratia

spp.)
Cefotaxime CTX ctx01n Enterobacteriaceae | 95.9 7.4 0.8 0.9 94.1 7.4 0.8 3.8
Ceftazidime CAZ caz01n Enterobacteriaceae, | 96.7 3.0 0.3 0.8 97.9 3.0 1.0 1.3

Pseudomonas
Ciprofloxacin CIP cip01n N/A 98.1 0.0 0.3 0.2 95.3 0.0 0.3 4.5
Ertapenem ETP etp01n Enterobacteriaceae | 99.5 0.0 0.0 0.5 98.9 0.0 0.0 1.1
Gentamicin GM gmO01n N/A 98.3 0.4 0.0 0.8 96.8 0.0 0.0 3.2
Imipenem IPM ipm04n N/A 95.8 1.0 0.4 0.8 92.2 1.0 0.4 7.3
Nitrofurantoin FT ft01n E. coli only 95.7 3.8 0.6 0.0 96.6 7.7 2.6 0.0
Ofloxacin OFL ofl01n Enterobacteriaceae | 99.5 0.0 0.6 0.0 98.0 0.0 0.6 1.5
Piperacillin/Tazobactam TZP tzp03n Enterobacteriaceae, | 96.2 0.8 0.9 1.0 94.8 1.2 1.5 3.8

Pseudomonas
Ticarcillin TIC ticO1n Enterobacteriaceae | 96.5 2.0 0.7 1.0 94.9 2.0 0.7 3.5
Tobramycin ™ tmO1n N/A 98.9 0.0 0.5 0.0 94.7 0.0 0.8 4.6
Trimethoprim/ SXT sxt02n (also includes S. 98.4 0.0 0.0 0.4 99.5 0.0 0.0 0.5
Sulfamethoxazole maltophilia) @&

T Comment — Unless stated otherwise, performance is for Enterobacteriaceae, Pseudomonas, and Acinetobacter.

2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

Key:
# = EUCAST = European Committee on Antimicrobial Susceptibility
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.

Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Negative Organisms Claimed for AST-GN (keyID)

» Achromobacter denitrificans

» Achromobacter xylosoxidans
» Acinetobacter baumannii*
Acinetobacter baumannii complex*
Acinetobacter calcoaceticus*®
» Acinetobacter haemolyticus
Acinetobacter johnsonii
Acinetobacter junii
Acinetobacter Iwoffii
Acinetobacter pittii*
Acinetobacter spp.

* Aeromonas caviae

» Aeromonas hydrophila

» Aeromonas hydrophila/caviae
» Aeromonas sobria
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Alcaligenes faecalis ssp. faecalis
Bordetella avium

Bordetella bronchiseptica

* Brevundimonas diminuta

» Brevundimonas diminuta/vesicularis

* Brevundimonas vesicularis

* Burkholderia cepacia*

» Cedecea davisae*

» Cedecea lapagei*

» Cedecea neteri*

» Chryseobacterium gleum

» Chryseobacterium indologenes
Citrobacter amalonaticus*

Citrobacter braakii*

Citrobacter farmeri*

Citrobacter freundii*

Citrobacter koseri*

Citrobacter youngae*

» Comamonas testosteroni
Cronobacter muytjensii*

Cronobacter sakazakii group*

» Cronobacter sakazakii*

Delftia acidovorans

Edwardsiella hoshinae*

Edwardsiella tarda*

Elizabethkingia meningoseptica (formerly known as Chryseobacterium meningosepticum)
Enterobacter aerogenes*

Enterobacter asburiae*

Enterobacter cancerogenus®
Enterobacter cloacae*

Enterobacter cloacae complex*
Enterobacter cloacae ssp. cloacae*
Enterobacter cloacae ssp. dissolvens *
Escherichia coli*

Escherichia coli ATCC® 25922™
Escherichia coli ATCC® 35218™
Escherichia fergusonii

Escherichia hermannii*

Escherichia vulneris®

» Ewingella americana

* Hafnia alvei*

Hafnia paralvei*

Klebsiella oxytoca*

Klebsiella pneumoniae*

Klebsiella pneumoniae ssp. ozaenae*
Klebsiella pneumoniae ssp. pneumoniae*
Klebsiella pneumoniae ssp. pneumoniae ATCC® 700603 ™
Klebsiella pneumoniae ssp. rhinoscleromatis®
Klebsiella spp.*

* Kluyvera ascorbata*

Kluyvera cryocrescens*

Kluyvera intermedia (formerly known as Enterobacter intermedius)*

.

0

0

.

0
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* Leclercia adecarboxylata*

« Lelliottia amnigena (formerly known as Enterobacter amnigenus)*
« Lelliottia amnigena 1 (formerly known as Enterobacter amnigenus 1)*
« Lelliottia amnigena 2 (formerly known as Enterobacter amnigenus 2)
* Mannheimia haemolytica

* Moraxella group

» Moraxella lacunata

* Moraxella nonliquefaciens

» Moraxella osloensis

* Morganella morganii*

» Morganella morganii ssp. morganii*
» Morganella morganii ssp. sibonii*

* Myroides ssp.

* Pantoea agglomerans

* Pantoea dispersa

» Pasteurella aerogenes

» Pasteurella multocida*®

» Pasteurella pneumotropica

* Plesiomonas shigelloides
 Pluralibacter gergoviae (formerly known as Enterobacter gergoviae)*
* Proteus hauseri*

* Proteus mirabilis*

* Proteus penneri*

* Proteus vulgaris®

* Providencia alcalifaciens*

* Providencia rettgeri*

* Providencia rustigianii*

* Providencia stuartii*

* Pseudomonas aeruginosa*

« Pseudomonas aeruginosa ATCC® 27853™
* Pseudomonas alcaligenes

* Pseudomonas fluorescens

* Pseudomonas luteola

* Pseudomonas mendocina

* Pseudomonas oleovorans

* Pseudomonas oryzihabitans

* Pseudomonas putida

* Pseudomonas spp.

* Pseudomonas stutzeri

* Ralstonia pickettii

* Raouiltella ornithinolytica®

* Raouiltella planticola*

* Raouiltella terrigena*

» Salmonella enterica ssp. arizonae

» Salmonella enterica ssp. enterica*
» Salmonella group*

» Salmonella ser. Enteritidis®

» Salmonella ser. Paratyphi A*

» Salmonella ser. Paratyphi B*

» Salmonella ser. Paratyphi C*

» Salmonella ser. Typhi*

» Salmonella ser. Typhimurium*
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Salmonella spp.*

Serratia ficaria*

Serratia fonticola*

Serratia grimesii*

Serratia liquefaciens*

Serratia liquefaciens group*
Serratia marcescens*
Serratia odorifera*

Serratia plymuthica*

Serratia proteamaculans
Serratia rubidaea*®
Shewanella putrefaciens
Shewanella putrefaciens group
Shigella boydii*

Shigella dysenteriae*
Shigella flexneri*

Shigella group*

Shigella sonnei*

Shigella spp.
Sphingobacterium multivorum
Sphingobacterium spiritivorum
Sphingomonas paucimobilis
Stenotrophomonas maltophilia®
Vibrio alginolyticus

Vibrio fluvialis

Vibrio harveyi

Vibrio metschnikovii

Vibrio mimicus

Vibrio parahaemolyticus
Vibrio vulnificus

Yersinia aldovae

Yersinia enterocolitica*
Yersinia enterocolitica group*
Yersinia frederiksenii*
Yersinia intermedia*®

Yersinia kristensenii*

Yersinia pseudotuberculosis*
Yersinia ruckeri
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Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

BARCODES
User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.
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LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note: Minor typographical, grammar, and formatting changes are not included

in the revision history.
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not affect the fit, form, or
function of the product

Technical change * Combined product
package insert content
with VITEK® 2 Product
Information Manual AST
content

» Updated Limited
Warranty section

» Updated with RX only

information

Updated with EUCAST

limitations

BIOMERIEUX, the BIOMERIEUX logo, VITEK, API, Count-TACT, chromID, DensiCHEK and bioLiaison are used, pending,
and/or registered trademarks belonging to bioMérieux, or one of its subsidiaries, or one of its companies.

This product may be protected by one or more patents, see: http://www.biomerieux-usa.com/patents.

The ATCC trademark and trade name and any and all ATCC catalog numbers are trademarks of the American Type Culture
Collection.

CLSIl is a trademark belonging to Clinical Laboratory and Standards Institute, Inc.
Any other name or trademark is the property of its respective owner.
©BIOMERIEUX 2018

bioMérieux SA
u E 376 Chemin de I'Orme
bioMérieux, Inc.

69280 Marcy-I'Etoile - France
‘ 673 620 399 RCS LYON
100 Rodolphe Street € Tel. 33 (0)4 78 87 20 00

Durham, North Carolina 27712 USA Fax 33 (0)4 78 87 20 90
www.biomerieux.com

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



BIOMERIEUX

REF| 22233
VITEK® 2 AST-P580

045573- 01 - 2018-01 @

R only IVD

INTENDED USE

The VITEK® 2 Gram-positive Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of Staphylococcus spp., Enterococcus spp., and S. agalactiae to antimicrobial
agents when used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Methicillin-Resistant Staphylococci (MRS)

Resistance to oxacillin is used to detect the presence of MRS. Most MRS are also usually resistant to multiple antimicrobials,
including other beta-lactams, aminoglycosides, macrolides, clindamycin, and tetracycline. However, a “community-acquired
methicillin-resistant S. aureus” phenotype has been described. These are not multi-drug resistant strains, but are typically
resistant to penicillin and oxacillin, susceptible or resistant to erythromycin, and susceptible to gentamicin, clindamycin, and
tetracycline.

Oxacillin (OX1)

This test provides an MIC determination and category interpretation for oxacillin. Interpretive results for MRS are reported as
resistant to all beta-lactams (except anti-MRSA beta-lactams) when the instrument is operating in the CLSI® mode or the
User-Defined (based on CLSI®) mode. The results from this test correlate to results that would be obtained from standard
dilution testing of oxacillin. The calling range is 0.25 pyg/mL to 4.0 pg/mL.

Cefoxitin Screen

This test may be used to predict mecA-mediated oxacillin resistance, and it is based on the cefoxitin disk screen test. The
cefoxitin screen and oxacillin work in combination to determine the final interpretation reported for oxacillin.

Synergy Screen

Since the use of penicillin or ampicillin alone often results in treatment failure of serious enterococcal endocarditis,
combination therapy is usually indicated to enhance bactericidal activity. The synergy between a cell wall active agent (such
as penicillin, ampicillin, or vancomycin) and an aminoglycoside (such as gentamicin, kanamycin or streptomycin) is best
predicted for enterococci by screening for high-level resistance to the aminoglycoside. When enterococci are susceptible in
vitro to the high-level aminoglycoside and a cell wall active agent, this is predictive of the effectiveness of this combination
therapy. Results are reported as SYN-S (high-level synergy screen is susceptible) and SYN-R (high-level synergy screen is
resistant).

Inducible Clindamycin Resistance Test (ICR)

A positive ICR test is indicative of inducible MLSy, resistance, which confers resistance to macrolides, lincosamides, and type
B streptogramin. An isolate with a positive ICR test should be reported as resistant to clindamycin; however, clindamycin may
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still be effective in some patients. If the ICR test is positive and the clindamycin result is susceptible or intermediate, the
clindamycin result will be forced resistant by the ICR test (in CLSI® mode or User-defined based on CLSI®).

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach.'516 The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method."

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Staphylococcus, Enterococcus
and S. agalactiae). At the completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for
each antimicrobial contained on the card.

REAGENTS
When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Contents of the Card

Antimicrobic Code Concentration § | Calling Range < | Calling Range = FDA Indications for
Use

Benzylpenicillin p04n 0.125, 0.25, 1 0.03 0.5 Staphylococcus spp.

Cefoxitin Screen oxsf01n 6 NEG POS Staphylococcus spp.

Clindamycin cmO01n 0.5,1,2 0.25 8 Staphylococcus spp.,
S. agalactiae

Erythromycin e02n® 0.25,0.5,2 0.25 8 Staphylococcus spp.,
Enterococcus spp., S.
agalactiae

Fosfomycin fosO1n 8, 32 8 128 *N/A

Fusidic Acid fa01n 05,1,4 0.5 32 **N/A

Gentamicin gmO01n 8, 16, 64 0.5 16 Staphylococcus spp.

Inducible Clindamycin icr02n® CM 0.5, CM/E NEG POS Staphylococcus spp.

Resistance 0.25/0.5

Levofloxacin lev01n 0.25,2,8 0.12 8 Staphylococcus spp.,
Enterococcus spp., S.
agalactiae

Linezolid Inz02n 0.5,1,2 0.5 8 S. agalactiae, E.
faecalis, E. faecium, S.
aureus, S. epidermidis,
S. haemolyticus

Moxifloxacin mxf02n 0.25,2,8 0.25 8 *MSSA

Mupirocin mup01n® 1 2 8 **N/A

Nitrofurantoin fto1n 16, 32, 64 16 512 Staphylococcus spp.,
Enterococcus spp.

Oxacillin 0ox101n 0.5,1,2 0.25 4 Staphylococcus spp.

Rifampicin ra01n 0.25,0.5, 2 0.5 32 Staphylococcus spp.

Teicoplanin tecO01n 1,4,8,16 0.5 32 **N/A
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Antimicrobic Code Concentration § | Calling Range < | Calling Range = FDA Indications for
Use
Tetracycline te03n 0.51,2 1 16 Staphylococcus spp.,
Enterococcus spp., S.
agalactiae
Tigecycline tgc02nNS 0.25, 0.5, 1 0.12 2 E. faecalis, E. faecium,
S. aureus, S.

epidermidis, S.
haemolyticus, S.
agalactiae, E.

casseliflavus
Tobramycin tm01n 16, 32, 64 1 16 *N/A
Trimethoprim/ sxt02n®@ 8/152, 16/304, 10 (0.5/9.5) 320 (16/304) | **N/A
Sulfamethoxazole 32/608
Vancomycin va04n® 1,2,4,8,16 0.5 32 Enterococcus spp.,
Staphylococcus spp.,

S. agalactiae

Numerical values are expressed in pg/mL.

§ Equivalent standard method concentration by efficacy.

NEG = Negative

POS = Positive

0.0 otc. = See performance characteristics identified by the drug code with this symbol.
**N/A = No specific FDA Indications for Use available

**MSSA = Methicillin-susceptible S. aureus

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

PRECAUTIONS

* For In Vitro Diagnostic Use Only.

» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

* For professional use only.

+ Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

» Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

» Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

+ The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions

contained in the Instructions for Use.

It is highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local

guidelines or requirements.

» Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

« Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

+ VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
+ VITEK® 2 Compact: Do not load improperly filled cards.
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» Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.

* Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be

required.’”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 18.20

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.

SPECIMEN PREPARATION

Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 280 pLin 3.0 VITEK® 2
Positive CBA 5% to 10% CO, mIT.0.45% Cng)act: <30
CPS ID or aerobic, non- saline minutes
CO, VITEK® 2: <1
hour
GP and AST TSAB' 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 280 puLin 3.0 < 30 minutes
GP pair CBA! 5% to 10% CO, mL 0.45%
saline
CPSID or aerobic, non-
CO,

" These media were used in the identification product database developments and will give optimal performance.

Culture Requirements Table — Media Abbreviations

CBA = Columbia Sheep Blood Agar

CPS ID = chromID™ CPS (CPS ID Agar)
TSAB = Trypticase Soy Agar with 5% Sheep Blood

TEST PROCEDURE
Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials

Materials provided are:

* VITEK® 2 DensiCHEK™ Plus Kit

+ DensiCHEK™ Plus Standards Kit
+ VITEK® 2 Cassette
» Adjustable volume saline dispenser
* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes
+ VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline

hookup) and 0.45% saline bag

Materials required, but not provided are:
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« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

» Loops, sterile sticks or swabs

» Appropriate agar medium (See the Culture Requirements Table.)
» QC isolates

+ VITEK® 2 AST Cards

» Micropipettors to deliver 280 pL

» Disposable pipette tips

Optional Accessories:

» Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
+ Vortex

Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
» Select isolated colonies from a primary plate if culture requirements are met.

» Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to the appropriate McFarland standard
using the VITEK® 2 DensiCHEK™ Plus (see the Culture Requirements Table). The inoculum density required for the GN,
GP, ST, or YST can be diluted automatically for AST cards by the VITEK® 2 instrument (VITEK® 2 60 or VITEK® 2 XL).
Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.

4. Choose one of the following:

+ For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.
The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.

+ For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 280 L of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.
Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.

5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL
Quality Control organisms should be processed according to the Test Card Setup Procedure.

bioMérieux - English - 5
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Quality Control

cLs® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. S. aureus E. coli S. pneumoniae | E. faecalis S. aureus S. aureus S. aureus
faecalis | ATCC® | ATCC® ATCC® ATCC® ATCc® | Atcc® | ATcC®
ATCC??’I 29213 35218 49619 51299 BAA-1026 BAA-976 BAA-977
29212
Benzylpenicillin p04n - 0.25-2 - - - - - -
0.5
Cefoxitin Screen oxsf01n - NEG - - - POS - -
Clindamycin cmO01n 4-28 <0.25 - - - - - -
Erythromycin e02n 1-4 <0.25-1 - - - - - -
Fosfomycin fos01n - <8 - - - - - -
Fusidic Acid fa01n - <05 - - - - - -
Gentamicin gmO1n - <05-1 - - - - - -
Inducible Clindamycin icr02n - - - - - - NEG POS
Resistance
Levofloxacin lev01n 0.25-2 <0.12- - - - - - -
0.5
Linezolid Inz02n 1-4 1-4 - - - - - -
Moxifloxacin mxf02n <0.25- <0.25 - - - - - -
0.5
Mupirocin mup01n - <2 - - - - - -
Nitrofurantoin ft01n <16 <16-32 - - - - - -
Oxacillin ox101n - <0.25- - - - - - -
0.5
Rifampicin ra01n - <0.5 - - - - - -
Teicoplanin tecO1n <0.5 <05-1 - - - - - -
Tetracycline teO3n 8-216 <1 - - - - - -
TigecyclineNS tgc02n | <012 | <0.12- - - - - - -
0.25
Tobramycin tm01n - <1 - - - - - -
Trimethoprim/ sxt02n <10 <10 - - - - - -
Sulfamethoxazole (0.5/9.5) | (0.5/9.5)
Vancomycin va04n 1-4 <05-2 - - - - - -

Numerical values are expressed in pg/mL.
NEG = Negative
POS = Positive

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.?

Preparation of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.
2. Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
3. Incubate at 35°C for 24 hours.
Note: Gram-positive organisms may require an atmosphere of CO,. (Refer to the Culture Requirements Table).
4. Check for purity.

bioMérieux - English - 6

Perncrpamus MU & PocsnparHagsope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-P580 045573- 01 - en- 2018-01

5. Subculture to a TSAB plate.
6. Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.

2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.
Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.

RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Frangaise de Microbiologie (CASFM), European
Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.

Combination Antimicrobials

The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,
ampicillin/sulbactam < 8/4 ug/mL is reported as < 8 ug/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:

« trimethoprim/sulfamethoxazole: Note exception — This drug is listed on the laboratory and patient reports as the sum of
the two antimicrobial concentrations: 20 pg/mL = 1/19, 40 pg/mL = 2/38, 80 pug/mL = 4/76, 160 pg/mL = 8/152, 320
ug/mL = 16/304

Antimicrobial Deduction
Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.
Clinical Efficacy and Indications for Use

AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Urinary Use Only Antimicrobials

Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLSI Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3

For urine only, per CLSI®:3

 Staphylococcus spp.: lomefloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim
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» Enterococcus spp.: ciprofloxacin, levofloxacin, norfloxacin, nitrofurantoin, tetracycline

LIMITATIONS
A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or modification in the procedure may affect the results.

A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be

accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Erythromycin (e02n): Streptococcus agalactiae
« Cefoxitin Screen (oxsf01n): Staphylococcus pseudintermedius (specific to VITEK® 2 Systems 8.01 software or higher)

Perform an alternative method of testing prior to reporting of results when a Positive (+) result is obtained with the following
antibiotic/organism combination(s):

» Cefoxitin Screen (oxsf01n): Staphylococcus saprophyticus

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

* Linezolid (Inz02n): Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae
» Tigecycline (tgc02n): Enterococcus spp., Staphylococcus spp., Streptococcus spp.

EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Erythromycin (e02n): Streptococcus agalactiae, Staphylococcus spp.
» Teicoplanin (tec01n): Staphylococcus epidermidis, Staphylococcus haemolyticus
+ Cefoxitin Screen (oxsf01n): Staphylococcus pseudintermedius (specific to VITEK® 2 Systems 8.01 software or higher)

Perform an alternative method of testing prior to reporting of results when a Positive (+) result is obtained with the following
antibiotic/organism combination(s):

» Cefoxitin Screen (oxsf01n): Staphylococcus saprophyticus

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

* Linezolid (Inz02n): Streptococcus agalactiae
 Nitrofurantoin (ft01n): Staphylococcus saprophyticus
« Tigecycline (tgc02n): Streptococcus agalactiae, Staphylococcus spp.

EXPECTED VALUES

Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a + twofold dilution (+ two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial
testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
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follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
essential agreement (EA) based on * one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”
*Data on file at bioMérieux, Inc

Performance Characteristics for Gram-Positive Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement %
crobial Version ® Repro-
E % E
Code % Error % Error ducibility
% EA | VME | ME mE | % CA | VME ME mE
Benzylpenicillin P p04n CLSI #E 974 |04 0.3 N/A 98.5 [0.9 1.0 N/A 99.3
(Penicillin)
Cefoxitin Screen OXSF oxsf01n CLSI E, Ref. = - - - - 98.3 |20 1.4 N/A 100
CLSI Disk
Diffusion
E, Ref. = - - - - 97.2 |23 3.2 N/A
mecA PCR
Oxacillin + Cefoxitin CLSI #, Ref. = CLSI | - - - - 98.5 |04 2.8 N/A |-
Screen Cefoxitin Disk
Diffusion
Oxacillin + Cefoxitin CLSI E, Ref. = - - - - 97.8 |1.2 3.2 N/A |-
Screen mecA PCR
Clindamycin CM cmO01n CLSI #E 98.7 |23 0.0 0.7 99.1 |23 0.0 0.9 98.5
CA- | 96.1 |25 43 0.0 - - - -
SFM
Erythromycin E e02n CLSI #EQ 959 |04 0.4 5.1 928 |04 0.4 7.5 95.2
CA- K1) 947 |94 0.0 0.3 95.0 |94 0.0 0.3
SFM
Fosfomycin FOS fos01n CA- I, Staph 97.1 |65 0.3 N/A 95.8 | 11.8 1.7 N/A 100
SFM
Fusidic Acid FA fa01n CA- I, Staph 100 0.0 0.0 0.0 99.2 |0.0 0.0 0.8 100
SFM
Gentamicin GM gmO1n CLSI #, E, Staph 99.2 |0.0 0.0 0.8 95.1 |0.0 0.0 4.9 100
CA- E, Staph 99.2 |0.0 0.0 0.8 95.1 [0.0 0.0 4.9
SFM
Inducible Clindamycin | ICR icr02n CLSI #E N/A N/A N/A N/A 99.5 [2.0 0.4 N/A 100
Resistance
Levofloxacin LEV lev01n CLSI # E 99.3 |0.0 0.0 0.2 95.8 |0.0 0.0 4.2 100
Linezolid LNZ Inz02n CLSI # E 98.7 |0.0 0.1 0.1 98.9 |0.0 0.1 1.0 100
CA- E 98.7 |0.0 0.1 0.7 92.6 |0.0 0.1 7.3
SFM
Moxifloxacin MXF mxfo2n CLSI # E 99.2 |0.0 0.0 0.0 83.3 |0.0 0.0 16.7 | 100
CA- E 98.5 |0.0 0.0 0.1 924 (0.0 0.0 7.6
SFM
Mupirocin MUP mup01n CA- EOQ® 99.7 |0.0 0.0 0.0 100 0.0 0.0 0.0 100
SFM
Global |E® 99.7 |0.0 0.3 0.0 99.2 |0.0 0.9 0.0
Nitrofurantoin FT fto1n CLsSI # E 98.3 |0.0 1.4 0.0 91.7 |0.0 1.4 7 100
Oxacillin OX1 ox101n CLSI #, E, Staph 974 |16 1.1 0.0 97.1 |22 3.4 0.0 98.1
Rifampicin (Rifampin) | RA ra01n CLsSI #, E 100 0.0 0.0 0.0 100 0.0 0.0 0.0 100
CA- I, Staph 99.5 |0.0 0.0 0.3 - - - -
SFM
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Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement %
crobial Version ® Repro-
E % E
Code 7 Error % Error ducibility
% EA | VME | ME mE | % CA | VME ME mE
Teicoplanin TEC tecO1n CLSI | 96.6 |3.3 0.3 0.4 957 |33 0.3 2.7 99.4
CA- | 969 |1.6 0.0 1.1 959 | 1.6 0.3 3.2
SFM
Tetracycline TE te03n CLSI # E 99.1 | 1.2 0.4 0.5 99.3 | 1.2 0.5 0.8 94.8
Tigecycline TGC tgc02n CLSI # E - - - - 994 |66.7t |04 N/A 100
Tobramycin ™ tm01n CLSI E, Staph 99.5 |0.0 0.0 0.3 95.1 |0.0 0.0 4.9 100
CA- E, Staph 99.5 |0.0 0.0 0.3 95.1 |0.0 0.0 4.9
SFM
Trimethoprim/ SXT sxt02n CLSI 10 973 | 1.6 1.5 0.0 - - - - 97.6
Sulfamethoxazole CA- T>) 973 |00 |08 |18 |- Z Z _
SFM
Vancomycin VA va04n cLsB |#E® 999 |0.0 0.0 0.1 99.7 |0.0 0.0 0.3 100
CA- E® 999 |0.0 0.0 0.1 99.7 |0.0 0.0 0.3
SFM

1 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

2 Comment — Specific organism groups are designated as Staph for staphylococci, Enc for enterococci, S aga for Group B
streptococci, Sau for Staphylococcus aureus.

3 FDA breakpoints are used in the CLSI Interpretation Standard (breakpoint committee) in the VITEK® 2 Systems software.

For all gram-positive Beta-lactams with indications for Staphylococcus spp., with the exception of Benzylpenicillin (Penicillin),
performance in this table represents forcing-resistance based on oxacillin resistance.

T Non-defined error; susceptible (S) breakpoints only, no | or R breakpoints exist.
Key:

# = US Food and Drug Administration 510(k) cleared

CLSI® = Clinical and Laboratory Standards Institute

CA-SFM = Comité de I'Antibiogramme de la Société Francaise de Microbiologie

E = External performance data

| = Internal performance data

— = Not available

N/A = Not applicable

Ref. = Reference method for clinical performance study.

@ ® = Symbol identifies the performance characteristics for a specific antimicrobial version.

EUCAST Performance Characteristics for Gram-Positive Antimicrobial Susceptibility Testing

Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ | VME ME mE %CA | VME ME mE
Benzylpenicillin P p04n Staphylococcus, S. 98.3 0.8 1.9 0.0 98.3 0.8 3.9 0.0
agalactiae
Clindamycin CM cm01n Staphylococcus, S. 98.1 3.3 0.3 0.0 98.1 3.3 0.3 0.7
agalactiae
Erythromycin E e02n Staphylococcus @ 94.7 9.4 0.0 0.0 95.3 9.4 0.0 0.0
Fosfomycin FOS fos01n Staphylococcus 97.1 6.5 0.3 N/A 95.8 11.8 1.7 N/A
Fusidic Acid FA fa01n Staphylococcus 100.0 |0.0 0.0 0.0 100.0 |0.0 0.0 0.0
Gentamicin GM gmO1n Staphylococcus 99.2 0.0 0.0 0.0 99.7 0.0 0.4 0.0
Levofloxacin LEV levO1n N/A 99.7 1.4 0.0 0.0 98.4 1.4 0.0 1.3

bioMérieux - English - 10

Peructpanus MH e Pocspgpasranzope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-P580 045573- 01 - en- 2018-01

Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ | VME ME mE %CA | VME ME mE
Linezolid LNZ Inz02n N/A 98.7 0.0 0.1 0.0 99.5 0.0 0.5 0.0
Moxifloxacin MXF mxf02n Staphylococcus, S. 99.0 0.7 0.0 0.5 95.2 0.7 0.0 4.6
agalactiae
Nitrofurantoin FT fto1n S. saprophyticus 98.2 0.0 0.0 0.0 100 0.0 0.0 0.0
Rifampicin RA ra01n Staphylococcus, S. 96.0 0.0 0.0 3.5 88.4 0.0 0.0 11.6
agalactiae
Teicoplanin TEC tecO1n S. agalactiae, S. 98.9 4.8 0.2 0.0 99.4 4.8 0.2 0.0
aureus,
Enterococcus,
coagulase-negative
Staphylococcus
except S.
epidermidis and S.
haemolyticus
Tetracycline TE teO3n Staphylococcus, S. 98.5 1.0 1.4 0.3 96.0 1.0 1.4 2.8
agalactiae
Tigecycline TGC tgc02n N/A 99.0 0.0 0.0 0.3 99.5 66.7 0.0 0.3
Tobramycin ™ tm01n Staphylococcus 98.9 0.8 0.4 0.0 99.4 0.8 0.4 0.0
Trimethoprim/ SXT sxt02n Staphylococcus, S. 92.9 6.7 4.1 2.2 89.8 6.7 4.1 6.2
Sulfamethoxazole agalactiae @
Vancomycin VA va04n Staphylococcus, S. 99.8 2.0 0.0 0.0 99.7 4.1 0.1 0.0
agalactiae,
Enterococcus @
(EUCAST v1.3
breakpoints)
Staphylococcus, S. 99.8 2.1 0.0 0.0 99.7 8.3 0.0 0.0
agalactiae,
Enterococcus @
(EUCAST v2.0
breakpoints)

T Comment — Unless stated otherwise, performance is for Staphylococcus, Enterococcus, and S. agalactiae.

2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

Key:
# = EUCAST = European Committee on Antimicrobial Susceptibility
@ ® = Symbol identifies the performance characteristics for a specific antimicrobial version.

LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.

Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Positive Organisms Claimed for AST-GP (keyID)

» Coagulase-negative Staphylococcus*
» Coagulase-positive Staphylococcus*
» Enterococcus avium

» Enterococcus casseliflavus®

» Enterococcus durans

» Enterococcus faecalis*

« Enterococcus faecalis ATCC® 29212
« Enterococcus faecalis ATCC® 51299
» Enterococcus faecium*

™

™
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» Enterococcus gallinarum*

» Enterococcus hirae

» Enterococcus malodoratus

» Enterococcus mundftii

» Enterococcus spp.*

« Escherichia coli ATCC® 35218™

» Staphylococcus aureus*

« Staphylococcus aureus ATCC® 29213™

« Staphylococcus aureus ATCC® BAA-976™
+ Staphylococcus aureus ATCC® BAA-977™
« Staphylococcus aureus ATCC® BAA-1026™
 Staphylococcus auricularis*

» Staphylococcus capitis*
 Staphylococcus chromogenes*

» Staphylococcus cohnii*

» Staphylococcus cohnii ssp. cohnii*

» Staphylococcus cohnii ssp. urealyticus*

» Staphylococcus epidermidis*

» Staphylococcus haemolyticus*

» Staphylococcus hominis*

» Staphylococcus hominis ssp. hominis*

» Staphylococcus hyicus*

» Staphylococcus intermedius*
 Staphylococcus kloosii*

» Staphylococcus lentus*

» Staphylococcus lugdunensis*

» Staphylococcus pseudintermedius

» Staphylococcus saprophyticus®
 Staphylococcus schleiferi*

» Staphylococcus sciuri*

» Staphylococcus simulans®

» Staphylococcus warneri*

» Staphylococcus xylosus*
 Streptococcus agalactiae*

» Streptococcus pneumoniae™

« Streptococcus pneumoniae ATCC® 49619™
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Permission to incorporate portions of M100 (Performance Standards for Antimicrobial Susceptibility Testing: Informational
Supplement) in the bioMérieux clinical microbiology instrumentation and System has been granted by CLSI®. The current
standard and supplements to it may be obtained from CLSI, 940 West Valley Road, Suite 1400, Wayne, PA 19087, USA.

BARCODES
User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.
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In Vitro Diagnostic Medical Device

Legal Manufacturer

Temperature limitation

Use by date

Batch code

Consult Instructions for Use

Date of manufacture

Contains sufficient for <n> tests
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Authorized representative in the
European Community

~
[]
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practitioner

For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,

storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use

(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of

merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,

for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL

All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories
N/A

Correction

Technical change
Administrative

Note:

Not applicable (First publication)

Correction of documentation anomalies

Addition, revision and/or removal of information related to the product
Implementation of non-technical changes noticeable to the user

Minor typographical, grammar, and formatting changes are not included
in the revision history.
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INTENDED USE

The VITEK® 2 Gram-positive Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of Staphylococcus spp., Enterococcus spp., and S. agalactiae to antimicrobial
agents when used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Methicillin-Resistant Staphylococci (MRS)

Resistance to oxacillin is used to detect the presence of MRS. Most MRS are also usually resistant to multiple antimicrobials,
including other beta-lactams, aminoglycosides, macrolides, clindamycin, and tetracycline. However, a “community-acquired
methicillin-resistant S. aureus” phenotype has been described. These are not multi-drug resistant strains, but are typically
resistant to penicillin and oxacillin, susceptible or resistant to erythromycin, and susceptible to gentamicin, clindamycin, and
tetracycline.

Oxacillin (OX1)

This test provides an MIC determination and category interpretation for oxacillin. Interpretive results for MRS are reported as
resistant to all beta-lactams (except anti-MRSA beta-lactams) when the instrument is operating in the CLSI® mode or the
User-Defined (based on CLSI®) mode. The results from this test correlate to results that would be obtained from standard
dilution testing of oxacillin. The calling range is 0.25 pg/mL to 4.0 pg/mL.

Cefoxitin Screen

This test may be used to predict mecA-mediated oxacillin resistance, and it is based on the cefoxitin disk screen test. The
cefoxitin screen and oxacillin work in combination to determine the final interpretation reported for oxacillin.

Synergy Screen

Since the use of penicillin or ampicillin alone often results in treatment failure of serious enterococcal endocarditis,
combination therapy is usually indicated to enhance bactericidal activity. The synergy between a cell wall active agent (such
as penicillin, ampicillin, or vancomycin) and an aminoglycoside (such as gentamicin, kanamycin or streptomycin) is best
predicted for enterococci by screening for high-level resistance to the aminoglycoside. When enterococci are susceptible in
vitro to the high-level aminoglycoside and a cell wall active agent, this is predictive of the effectiveness of this combination
therapy. Results are reported as SYN-S (high-level synergy screen is susceptible) and SYN-R (high-level synergy screen is
resistant).

Inducible Clindamycin Resistance Test (ICR)

A positive ICR test is indicative of inducible MLSy, resistance, which confers resistance to macrolides, lincosamides, and type
B streptogramin. An isolate with a positive ICR test should be reported as resistant to clindamycin; however, clindamycin may
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still be effective in some patients. If the ICR test is positive and the clindamycin result is susceptible or intermediate, the
clindamycin result will be forced resistant by the ICR test (in CLSI® mode or User-defined based on CLSI®).

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach.'%16 The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method.’

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Staphylococcus, Enterococcus
and S. agalactiae). At the completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for
each antimicrobial contained on the card.

REAGENTS
When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Contents of the Card

Antimicrobic Code Concentration § | Calling Range < | Calling Range = FDA Indications for
Use
Ampicillin amO1n 0.5, 4,8, 32 - - Enterococcus spp., S.
Enterococcus spp. 2 32 agalactiae
S. agalactiae 0.25 16

Benzylpenicillin p04n 0.125, 0.25, 1 0.03 0.5 Staphylococcus spp.

Cefoxitin Screen oxsf01n 6 NEG POS Staphylococcus spp.

Ciprofloxacin cip01n 1,2,4 0.5 8 Staphylococcus spp.,
Enterococcus spp.

Clindamycin cmO1n 0.5,1,2 0.25 8 Staphylococcus spp.,
S. agalactiae

Erythromycin €02n® 0.25,0.5,2 0.25 8 Staphylococcus spp.,
Enterococcus spp., S.
agalactiae

Fosfomycin fosO1n 8, 32 8 128 **N/A

Fusidic Acid fa01n 0.5,1,4 0.5 32 **N/A

Gentamicin gmO01n 8, 16, 64 0.5 16 Staphylococcus spp.

Gentamicin High Level hig01n 500 S R Enterococcus spp.

(synergy)

Imipenem ipm02n 2,4,8 1 16 **N/A

Inducible Clindamycin icr02n® CM 0.5, CM/E NEG POS Staphylococcus spp.

Resistance 0.25/0.5

Linezolid Inz02n 0.5,1,2 0.5 8 S. agalactiae, E.
faecalis, E. faecium, S.
aureus, S. epidermidis,
S. haemolyticus

Moxifloxacin mxf02n 0.25,2,8 0.25 8 **MSSA
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Antimicrobic Code Concentration § | Calling Range < | Calling Range = FDA Indications for
Use
Oxacillin ox101n 0.5,1,2 0.25 4 Staphylococcus spp.
Rifampicin ra01n 0.25,0.5,2 0.5 32 Staphylococcus spp.
Streptomycin High Level hisO1n 1000 S R Enterococcus spp.
(synergy)
Teicoplanin tecO1n 1,4,8,16 0.5 32 **N/A
Tetracycline teO3n 0.5,1,2 1 16 Staphylococcus spp.,
Enterococcus spp., S.
agalactiae
Tigecycline tgc02nNS 0.25, 0.5, 1 0.12 2 E. faecalis, E. faecium,
S. aureus, S.
epidermidis, S.
haemolyticus, S.
agalactiae, E.
casseliflavus
Trimethoprim/ sxt02n® 8/152, 16/304, 10 (0.5/9.5) 320 (16/304) | **N/A
Sulfamethoxazole 32/608
Vancomycin va04n® 1,2,4,8,16 0.5 32 Enterococcus spp.,
Staphylococcus spp.,
S. agalactiae

Numerical values are expressed in yg/mL.

§ Equivalent standard method concentration by efficacy.

NEG = Negative

POS = Positive

0.9 gtc. = See performance characteristics identified by the drug code with this symbol.
**N/A = No specific FDA Indications for Use available

**MSSA = Methicillin-susceptible S. aureus

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

PRECAUTIONS
» For In Vitro Diagnostic Use Only.
» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.
* For professional use only.
+ Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.
» Do not use the card after the expiration date shown on the package liner.
» Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.
» Allow the card to come to room temperature before opening the package liner.
» Do not use powdered gloves. Powder may interfere with the optics.
» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.
+ The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in the Instructions for Use.
It is highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local
guidelines or requirements.
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* Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

* Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

+ VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
+ VITEK® 2 Compact: Do not load improperly filled cards.

» Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.

« Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be
required.!”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 1820

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.

SPECIMEN PREPARATION

Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 18 to 24 hours |35°C to 37°C 0.50 to 0.63 280 yL in 3.0 VITEK® 2
Positive CBA 5% to 10% CO, mII.0.45% Cgm?act: <30
CPS ID or aerobic, non- saiine minutes
CO, VITEK® 2: <1
hour
GP and AST TSAB! 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 280 pL in 3.0 < 30 minutes
GP pair CBA! 5% to 10% CO, mL_O.45%
saline
CPS ID or aerobic, non-
CO,

" These media were used in the identification product database developments and will give optimal performance.

Culture Requirements Table — Media Abbreviations

CBA = Columbia Sheep Blood Agar

CPS ID = chromID™ CPS (CPS ID Agar)
TSAB = Trypticase Soy Agar with 5% Sheep Blood

TEST PROCEDURE
Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials

Materials provided are:

+ VITEK® 2 DensiCHEK™ Plus Kit

+ DensiCHEK™ Plus Standards Kit
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* VITEK® 2 Cassette

» Adjustable volume saline dispenser

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes

+ VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline
hookup) and 0.45% saline bag

Materials required, but not provided are:

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* Loops, sterile sticks or swabs

» Appropriate agar medium (See the Culture Requirements Table.)
+ QC isolates

+ VITEK® 2 AST Cards

» Micropipettors to deliver 280 pL

» Disposable pipette tips

Optional Accessories:

* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
* Vortex

Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
» Select isolated colonies from a primary plate if culture requirements are met.
» Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to the appropriate McFarland standard
using the VITEK® 2 DensiCHEK™ Plus (see the Culture Requirements Table). The inoculum density required for the GN,
GP, ST, or YST can be diluted automatically for AST cards by the VITEK® 2 instrument (VITEK® 2 60 or VITEK® 2 XL).
Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.

4. Choose one of the following:

+ For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.
The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.

+ For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 280 uL of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.
Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.

5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL
Quality Control organisms should be processed according to the Test Card Setup Procedure.
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Quality Control
cLs® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code = S. E. coli AT%C® S. pneumoniae | E. faecalis S. aureus S. aureus S. aureus
faecalis |aureu| 35218 ATCC® atcc® | Atcc® | Atcc® | ATcc®
ATCCT®M s 49619 51299 BAA-1026 BAA-976 BAA-977
29212 ATC
C®
2921
3
Ampicillin am01n <2 0.5- - - - - - -
2
Benzylpenicillin p04n - 0.25 - - - - - - _
205
Cefoxitin Screen oxsf01n - NEG - - - POS - -
Ciprofloxacin cip01n <05-2 | <05 - - - - - -
Clindamycin cmO01n -28 < - - - - - -
0.25
Erythromycin e02n 1-4 < - - - - - -
0.25 -
1
Fosfomycin fos01n - < - - - - - -
Fusidic Acid fa01n - - - - - - -
Gentamicin gm01n - <05 - - - - - -
-1
Gentamicin High Level hig01n S - - - R - - -
(synergy)
Imipenem ipm02n <1-2 <1 - - - - - -
Inducible Clindamycin icr02n - - - - - - NEG POS
Resistance
Linezolid Inz02n 1-4 1-4 - - - - - -
Moxifloxacin mxf02n <0.25- < - - - - - -
0.5 0.25
Oxacillin ox101n - < - - - - - -
0.25 -
0.5
Rifampicin ra01n - <0.5 - - - - - -
Streptomycin High Level hisO1n S - - - R - - -
(synergy)
Teicoplanin tecO1n <05 <05 - - - - - -
-1
Tetracycline teO3n 8-216 <1 - - - - - -
TigecyclineNS tgc02n <0.12 < - - - - - -
0.12 -
0.25
Trimethoprim/ sxt02n <10 <10 - - - - - -
Sulfamethoxazole (0.5/9.5) | (0.5/9
.5)
Vancomycin va04n 1-4 <05 - - - - - -
-2

Numerical values are expressed in yg/mL.

NEG = Negative
POS = Positive

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

Certification Statement
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This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.?

Preparation of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.
2. Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
3. Incubate at 35°C for 24 hours.
Note: Gram-positive organisms may require an atmosphere of CO,. (Refer to the Culture Requirements Table).
4. Check for purity.
5. Subculture to a TSAB plate.
6. Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.

2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.
Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.

RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Francaise de Microbiologie (CASFM), European
Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.

Combination Antimicrobials

The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,
ampicillin/sulbactam < 8/4 pug/mL is reported as < 8 pg/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:

* trimethoprim/sulfamethoxazole: Note exception — This drug is listed on the laboratory and patient reports as the sum of
the two antimicrobial concentrations: 20 pg/mL = 1/19, 40 pg/mL = 2/38, 80 pg/mL = 4/76, 160 pg/mL = 8/152, 320
ug/mL = 16/304

Antimicrobial Deduction
Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.
Clinical Efficacy and Indications for Use
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AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Urinary Use Only Antimicrobials

Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLSI Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3

For urine only, per CLS|®:3
» Staphylococcus spp.: lomefloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim
» Enterococcus spp.: ciprofloxacin, levofloxacin, norfloxacin, nitrofurantoin, tetracycline

LIMITATIONS
A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or madification in the procedure may affect the results.

A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be
accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Erythromycin (e02n): Streptococcus agalactiae

« Cefoxitin Screen (oxsf01n): Staphylococcus pseudintermedius (specific to VITEK® 2 Systems 8.01 software or higher)
Perform an alternative method of testing prior to reporting of results when a Positive (+) result is obtained with the following
antibiotic/organism combination(s):

» Cefoxitin Screen (oxsf01n): Staphylococcus saprophyticus
The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Ampicillin (am01n): Streptococcus agalactiae
* Linezolid (Inz02n): Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae
» Tigecycline (tgc02n): Enterococcus spp., Staphylococcus spp., Streptococcus spp.

EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Erythromycin (e02n): Streptococcus agalactiae, Staphylococcus spp.
» Teicoplanin (tec01n): Staphylococcus epidermidis, Staphylococcus haemolyticus
« Cefoxitin Screen (oxsf01n): Staphylococcus pseudintermedius (specific to VITEK® 2 Systems 8.01 software or higher)

Perform an alternative method of testing prior to reporting of results when a Positive (+) result is obtained with the following
antibiotic/organism combination(s):

» Cefoxitin Screen (oxsf01n): Staphylococcus saprophyticus
The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

* Linezolid (Inz02n): Streptococcus agalactiae

» Tigecycline (tgc02n): Streptococcus agalactiae, Staphylococcus spp.

EXPECTED VALUES
Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
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characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a + twofold dilution (x two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial
testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
essential agreement (EA) based on + one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”

*Data on file at bioMérieux, Inc

Performance Characteristics for Gram-Positive Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement %
crobial Version % E % E Repro-
Code 7 Error 7 Error ducibility
% EA | VME | ME mE | % CA| VME ME mE
Ampicillin AM amO01n CLSI # E 976 |1.1 0.3 0.2 995 |22 0.6 0.2 97
Benzylpenicillin P p04n CLSI # E 974 |04 0.3 N/A 98.5 |0.9 1.0 N/A 99.3
(Penicillin)
Cefoxitin Screen OXSF oxsf01n CLSI E, Ref. = - - - - 98.3 2.0 1.4 N/A 100
CLSI Disk
Diffusion
E, Ref. = - - - - 972 |23 3.2 N/A
mecA PCR
Oxacillin + Cefoxitin CLsSI #, Ref. = CLSI | — - - - 98,5 |04 2.8 N/A |-
Screen Cefoxitin Disk
Diffusion
Oxacillin + Cefoxitin CLSI E, Ref. = - - - - 97.8 |1.2 3.2 N/A -
Screen mecA PCR
Ciprofloxacin CIP cip01n CLSI # E 99.3 |14 0.0 0.2 96.7 |14 0.0 29 100
CA- E 993 |14 0.0 0.2 96.7 |14 0.0 29
SFM
Clindamycin CM cm01n CLSI # E 98.7 |23 0.0 0.7 991 |23 0.0 0.9 98.5
CA- | 96.1 |25 4.3 0.0 - - - -
SFM
Erythromycin E e02n CLSI #EQ 959 |04 0.4 5.1 928 |04 0.4 7.5 95.2
CA- N1} 947 |94 0.0 0.3 95.0 |94 0.0 0.3
SFM
Fosfomycin FOS fosO1n CA- 1, Staph 971 |6.5 0.3 N/A 958 |11.8 1.7 N/A 100
SFM
Fusidic Acid FA fa01n CA- 1, Staph 100 0.0 0.0 0.0 99.2 |0.0 0.0 0.8 100
SFM
Gentamicin GM gmO01n CLSI #, E, Staph 99.2 |0.0 0.0 0.8 95.1 |0.0 0.0 4.9 100
CA- E, Staph 99.2 |0.0 0.0 0.8 95.1 |0.0 0.0 4.9
SFM
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Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement %
crobial Version o o Repro-
E E
Code /o Error % Error ducibility
% EA | VME | ME mE | % CA | VME ME mE
Gentamicin High Level | HLG hig01n CLSI #,E N/A N/A N/A N/A 100 N/A N/A N/A 100
CA- E, Enc N/A N/A N/A N/A 100 N/A N/A N/A
SFM
Imipenem IPM ipm02n CLSI E - - - - 99.2 |04 0.5 0.3 100
CA- E - - - - 99.2 |04 0.5 0.3
SFM
Inducible Clindamycin | ICR icr02n CLsSI #, E N/A N/A N/A N/A 995 |2.0 0.4 N/A 100
Resistance
Linezolid LNZ Inz02n CLSI #, E 98.7 |0.0 0.1 0.1 98.9 |0.0 0.1 1.0 100
CA- E 98.7 |0.0 0.1 0.7 926 |0.0 0.1 7.3
SFM
Moxifloxacin MXF mxf02n CLsI # E 99.2 |0.0 0.0 0.0 83.3 |0.0 0.0 16.7 | 100
CA- E 98.5 |0.0 0.0 0.1 924 |0.0 0.0 7.6
SFM
Oxacillin OX1 ox101n CLsSI #, E, Staph 974 |16 1.1 0.0 97.1 |22 34 0.0 98.1
Rifampicin (Rifampin) | RA ra01n CLSI #,E 100 0.0 0.0 0.0 100 0.0 0.0 0.0 100
CA- 1, Staph 99.5 |0.0 0.0 0.3 - - - -
SFM
Streptomycin High HLS hisO1n CLSI #, E, Enc N/A N/A N/A N/A 100 N/A N/A N/A 100
Level CA- E, Enc - - - - 100 |00 |00 |-
SFM
Teicoplanin TEC tecO1n CLSI | 96.6 |3.3 0.3 0.4 957 |33 0.3 2.7 99.4
CA- | 969 |1.6 0.0 1.1 959 |1.6 0.3 3.2
SFM
Tetracycline TE teO3n CLSI # E 99.1 1.2 0.4 0.5 99.3 |1.2 0.5 0.8 94.8
Tigecycline TGC tgc02n CLSI # E - - - - 994 |66.7t (0.4 N/A 100
Trimethoprim/ SXT sxt02n CLSI 10 973 |1.6 1.5 0.0 - - - - 97.6
Sulfamethoxazole CA- 1) 973 |00 08 18 _ — _ —
SFM
Vancomycin VA va04n cLsi #EO® 99.9 |0.0 0.0 0.1 99.7 |0.0 0.0 0.3 100
CA- E® 99.9 |0.0 0.0 0.1 99.7 | 0.0 0.0 0.3
SFM

' Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

2 Comment — Specific organism groups are designated as Staph for staphylococci, Enc for enterococci, S aga for Group B
streptococci, Sau for Staphylococcus aureus.

3 FDA breakpoints are used in the CLSI Interpretation Standard (breakpoint committee) in the VITEK® 2 Systems software.

For all gram-positive Beta-lactams with indications for Staphylococcus spp., with the exception of Benzylpenicillin (Penicillin),
performance in this table represents forcing-resistance based on oxacillin resistance.

1 Non-defined error; susceptible (S) breakpoints only, no | or R breakpoints exist.
Key:

# = US Food and Drug Administration 510(k) cleared

CLSI® = Clinical and Laboratory Standards Institute

CA-SFM = Comité de I'Antibiogramme de la Société Frangaise de Microbiologie

E = External performance data

| = Internal performance data

— = Not available

N/A = Not applicable
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Ref. = Reference method for clinical performance study.
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.
EUCAST Performance Characteristics for Gram-Positive Antimicrobial Susceptibility Testing
Antimicrobial Antimicrobial | Antibiotic Comment] Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ2 | VME ME mE %CA | VME ME mE
Ampicillin AM am01n Enterococcus 97.7 14 0.4 1.0 97.7 1.4 0.4 1.6
Benzylpenicillin P p04n Staphylococcus, S. 98.3 0.8 1.9 0.0 98.3 0.8 3.9 0.0
agalactiae
Ciprofloxacin CIP cip01n Staphylococcus 99.0 0.0 0.0 0.0 100.0 |0.0 0.0 0.0
Clindamycin CM cmO01n Staphylococcus, S. 98.1 3.3 0.3 0.0 98.1 3.3 0.3 0.7
agalactiae
Erythromycin E e02n Staphylococcus @ 94.7 9.4 0.0 0.0 95.3 9.4 0.0 0.0
Fosfomycin FOS fosO1n Staphylococcus 971 6.5 0.3 N/A 95.8 11.8 1.7 N/A
Fusidic Acid FA fa01n Staphylococcus 100.0 |0.0 0.0 0.0 100.0 |0.0 0.0 0.0
Gentamicin GM gm01n Staphylococcus 99.2 0.0 0.0 0.0 99.7 0.0 0.4 0.0
Imipenem IPM ipm02n Enterococcus 91.9 3.1 0.8 0.0 98.0 3.1 0.8 0.5
Linezolid LNZ Inz02n N/A 98.7 0.0 0.1 0.0 99.5 0.0 0.5 0.0
Moxifloxacin MXF mxf02n Staphylococcus, S. | 99.0 0.7 0.0 0.5 95.2 0.7 0.0 4.6
agalactiae
Rifampicin RA ra01n Staphylococcus, S. 96.0 0.0 0.0 3.5 88.4 0.0 0.0 11.6
agalactiae
Teicoplanin TEC tecO1n S. agalactiae, S. 98.9 4.8 0.2 0.0 99.4 4.8 0.2 0.0
aureus,
Enterococcus,
coagulase-negative
Staphylococcus
except S.
epidermidis and S.
haemolyticus
Tetracycline TE te03n Staphylococcus, S. 98.5 1.0 1.4 0.3 96.0 1.0 1.4 2.8
agalactiae
Tigecycline TGC tgc02n N/A 99.0 0.0 0.0 0.3 99.5 66.7 0.0 0.3
Trimethoprim/ SXT sxt02n Staphylococcus, S. 92.9 6.7 41 22 89.8 6.7 4.1 6.2
Sulfamethoxazole agalactiae @
Vancomycin VA va04n Staphylococcus, S. 99.8 2.0 0.0 0.0 99.7 41 0.1 0.0
agalactiae,
Enterococcus @
(EUCAST v1.3
breakpoints)
Staphylococcus, S. | 99.8 21 0.0 0.0 99.7 8.3 0.0 0.0
agalactiae,
Enterococcus @
(EUCAST v2.0
breakpoints)

T Comment — Unless stated otherwise, performance is for Staphylococcus, Enterococcus, and S. agalactiae.

2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

Key:

# = EUCAST = European Committee on Antimicrobial Susceptibility
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.
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Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Positive Organisms Claimed for AST-GP (keyID)

» Coagulase-negative Staphylococcus*

» Coagulase-positive Staphylococcus*

» Enterococcus avium

» Enterococcus casseliflavus®

» Enterococcus durans

» Enterococcus faecalis*

« Enterococcus faecalis ATCC® 29212™

« Enterococcus faecalis ATCC® 51299™

» Enterococcus faecium®

» Enterococcus gallinarum®

» Enterococcus hirae

» Enterococcus malodoratus

» Enterococcus mundtii

» Enterococcus spp.*

« Escherichia coli ATCC® 35218™

» Staphylococcus aureus*

« Staphylococcus aureus ATCC® 29213™
« Staphylococcus aureus ATCC® BAA-976™
« Staphylococcus aureus ATCC® BAA-977"
« Staphylococcus aureus ATCC® BAA-1026™
» Staphylococcus auricularis*

» Staphylococcus capitis*

» Staphylococcus chromogenes*

» Staphylococcus cohnii*

» Staphylococcus cohnii ssp. cohnii*

» Staphylococcus cohnii ssp. urealyticus*
» Staphylococcus epidermidis*

» Staphylococcus haemolyticus™

» Staphylococcus hominis*

» Staphylococcus hominis ssp. hominis*
 Staphylococcus hyicus*

» Staphylococcus intermedius®

» Staphylococcus kloosii*

« Staphylococcus lentus*®

» Staphylococcus lugdunensis*
 Staphylococcus pseudintermedius

» Staphylococcus saprophyticus®

» Staphylococcus schleiferi*
 Staphylococcus sciuri*

» Staphylococcus simulans®

» Staphylococcus warneri*

» Staphylococcus xylosus*

» Streptococcus agalactiae*
 Streptococcus pneumoniae*

« Streptococcus pneumoniae ATCC® 49619

™
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BARCODES

User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.
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Symbol Meaning

Contains sufficient for <n> tests

Authorized representative in the
European Community

j<

Ry only For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed
practitioner

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note: Minor typographical, grammar, and formatting changes are not included

in the revision history.

Release Date Part Number Change Type Change Summary

2018-01 045610-01 Administrative » Formatting changes do
not affect the fit, form, or
function of the product

Technical change * Combined product
package insert content
with VITEK® 2 Product
Information Manual AST
content

» Updated Limited
Warranty section

* Updated with RX only
information

* Updated with EUCAST
limitations

BIOMERIEUX, the BIOMERIEUX logo, VITEK, API, Count-TACT, chromID, DensiCHEK and bioLiaison are used, pending,
and/or registered trademarks belonging to bioMérieux, or one of its subsidiaries, or one of its companies.

This product may be protected by one or more patents, see: http://www.biomerieux-usa.com/patents.
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The ATCC trademark and trade name and any and all ATCC catalog numbers are trademarks of the American Type Culture
Collection.

CLSIl is a trademark belonging to Clinical Laboratory and Standards Institute, Inc.

Any other name or trademark is the property of its respective owner.
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VITEK® 2 AST-N223

Ry only IVD

INTENDED USE

The VITEK® 2 Gram-negative Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of clinically significant aerobic Gram-negative bacilli to antimicrobial agents when
used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Extended-Spectrum Beta Lactamases (ESBLs)

ESBLs are enzymes that arise by mutations in genes for common plasmid-mediated beta-lactamases. Strains of Klebsiella
spp. and E. coli that produce ESBLs may be clinically resistant to therapy with penicillins, cephalosporins, or aztreonam
despite apparent in vitro susceptibility to some of these agents. Some of these strains will show MICs above the normal
susceptible population but below the standard breakpoints for certain extended-spectrum cephalosporins or aztreonam.
Before reporting a strain as an ESBL producer, a confirmatory method may be performed. The VITEK® 2 ESBL Test is a
confirmatory test for those ESBLs inhibited by clavulanic acid, and it utilizes cefepime, cefotaxime, and ceftazidime, with and
without clavulanic acid, to determine a positive or negative result.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach."5:1® The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method."

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Gram-negatives). At the
completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for each antimicrobial
contained on the card.

PRECAUTIONS
» For In Vitro Diagnostic Use Only.
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» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

» For professional use only.

« Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

» Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

» Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

+ The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in the Instructions for Use.

« ltis highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local
guidelines or requirements.

» Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

« Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

o VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
o VITEK® 2 Compact: Do not load improperly filled cards.

 Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.

« Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be
required.!”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 1820

REAGENTS
When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Table 1: Contents of the Card

Antimicrobic Code Concentration § | Calling Range Calling Range FDA Indications for
< > Use

Ampicillin am01n 4,8,32 2 32 **CSAGNB
Ampicillin/ Sulbactam sam02n 4,16, 32 2 32 *N/A

Cefotaxime ctx01n 1,4, 16, 32 1 64 **CSAGNB
Cefpodoxime cpd01n 0.5,1,4 0.25 8 **CSAGNB
Ceftazidime caz01n 1,2,8,32 1 64 **CSAGNB
Cefuroxime cxmO01n 2, 8,32 1 64 *CSAGNB
Ciprofloxacin cip01n 0.5,2,4 0.25 4 **CSAGNB
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Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-N223

045611- 01 - en- 2018-11

Antimicrobic

Code

Concentration §

Calling Range

<

Calling Range

>

FDA Indications for
Use

Ertapenem

etp01n®

05,1,6

0.5

8

E. coli, K. pneumoniae,
C. freundii, C. kosetri,
E. aerogenes, E.
cloacae, **Kox(-ESBL),
M. morganii, P.
mirabilis, P. vulgaris, S.
marcescens

ESBL

esb01n

FEP 1, CTX 0.5,
CAZ 0.5,
FEP/CA 1/10,
CTX/CA 0.5/4,
CAZ/CA 0.5/4

NEG

POS

E. coli, K. pneumoniae,
K. oxytoca

Gentamicin

gmO1n

4,16, 32

16

**CSAGNB

Imipenem

ipm04n

1,2,6,12

0.25

16

Acinetobacter spp.,
Citrobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganii, P. vulgaris, P.
rettgeri, P. aeruginosa,
S. marcescens, P.
stuartii

Meropenem

mem02n®

0.5,2,6,12

0.25

16

E. coli, K. pneumoniae,
P. aeruginosa, P.
mirabilis, Acinetobacter
spp., C. freundii, E.
cloacae, K. oxytoca, M.
morganii, P. vulgaris,
S. marcescens, A.
hydrophila, C.
diversus, H. alvei, P.
multocida, Salmonella
Spp.,

Shigella spp.

Moxifloxacin

mxf01n

0.25,1,4

0.25

K. pneumoniae, C.
freundii, E. cloacae, E.
coli, K. oxytoca, P.
mirabilis

Piperacillin

pip02n®

4,16, 32, 64

128

Acinetobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganil, P. rettgeri, P.
mirabilis, P. vulgaris, P.
aeruginosa, Serratia
spp., B. cepacia, C.
koseri, C. freundii, P.
fluorescens, C.
sakazakii
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Antimicrobic

Code

Concentration §

Calling Range

<

Calling Range

>

FDA Indications for
Use

Piperacillin/ Tazobactam

tzp03n°®

2/4, 8/4, 24/4,
32/4, 32/8, 48/8

4/4

128/4

A. baumannii, E. coli,
K. pneumoniae, P.
aeruginosa, C. koseri,
M. morganii, P.
mirabilis, P. vulgaris, P.
rettgeri, P. stuartii, S.
enterica

Tigecycline

tgc01n®

0.75,2, 4

0.5

C. freundii, C. koseri,
E. coli, E. cloacae, E.
aerogenes, K. oxytoca,
K. pneumoniae, S.
marcescens

Trimethoprim/
Sulfamethoxazole

sxt02n®

1/19, 4/76,
16/304

20 (1/19)

320 (16/304)

Klebsiella spp.,
Enterobacter spp., M.
morganii, P. vulgaris, P.
mirabilis, S. sonnei, S.
flexneri,
**Eco(+ETEC), C.
sakazakii

Numerical values are expressed in pg/mL.

§ Equivalent standard method concentration by efficacy.

NEG = Negative
POS = Positive

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since test
contains less than five discrete dilutions.

**N/A = No specific FDA Indications for Use available

**CSAGNB = Clinically significant aerobic gram-negative bacilli
**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.
Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid.

0.0 otc. = See performance characteristics identified by the drug code with this symbol.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.
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SPECIMEN PREPARATION

Table 2: Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 8 to 24 hours 35°C to 37°C 0.50 to 0.63 145 yL in 3.0 VITEK® 2
Negative aerobic, non- mL 0.45% Compact: < 30
CBA . ;
CO, saline minutes
MAC VITEK® 2: <1
CPS ID hour
GN and AST CBA! 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 145 L in 3.0 < 30 minutes
GN pair MAC! aerobic, non- mL_ 0.45%
CO, saline
TSAB
CPS ID

T These media were used in the identification product database developments and will give optimal performance.
Culture Requirements Table — Media Abbreviations

CBA = Columbia Sheep Blood Agar

MAC = MacConkey Agar

CPS ID = chromID™ CPS (CPS ID Agar)

TSAB = Trypticase Soy Agar with 5% Sheep Blood

TEST PROCEDURE
Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials
Materials provided are:

+ VITEK® 2 DensiCHEK™ KitVITEK® 2 DensiCHEK™ Plus KitVITEK® 2 DensiCHEK® Kit

+ VITEK® 2 DensiCHEK™ Standards KitVITEK® 2 DensiCHEK™ Plus Standards KitVITEK® 2 DensiCHEK® Plus Standards
Kit

+ VITEK® 2 Cassette

» Adjustable volume saline dispenser

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes

+ VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline
hookup) and 0.45% saline bag

Materials required, but not provided are:

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* Loops, sterile sticks or swabs

» Appropriate agar medium (See the Culture Requirements Table.)
+ QC isolates

+ VITEK® 2 AST Cards

» Micropipettors to deliver 145 pL

* Micropipettors to deliver 280 pL

» Disposable pipette tips

Optional Accessories:

bioMérieux - English - 5
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* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
» Vortex

Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
o Select isolated colonies from a primary plate if culture requirements are met.
o Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Using sterile technique, prepare a homogenous organism suspension with a density equivalent to the appropriate
McFarland standard or McFarland Reference using a compatible benchtop densitometer (see the Culture Requirements
Table).

Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.
4. Choose one of the following:
> For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.
The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.
> For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 145 pL of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.

Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.
5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL
Quality Control organisms should be processed according to the Test Card Setup Procedure.

Table 3: Quality Control

CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. coli ATCC® P. aeruginosa E. coli ATCC® K. pneumoniae
25922™ ATCC® 27853™ 35218™ Ssp. pneumoniae
ATCC® 700603™
Ampicillin amO1n <2-8 - =32t -
Ampicillin/ sam02n <2-8 - 8-232 -
Sulbactam
Cefotaxime ctx01n <1 8-32 - -
Cefpodoxime cpd01n <0.25-1 - - -
Ceftazidime caz01n <1 <1-4 - -
Cefuroxime cxm01n 2-8 - - -
Ciprofloxacin cip01n <0.25 <0.25-1 - -
Ertapenem etp01n <05 2-28 - -
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CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. coli ATCC® P. aeruginosa E. coli ATCC® K. pneumoniae
25922™ ATCC® 27853™ 35218™ Ssp. pneumoniae
ATCC® 700603™

ESBL esb01n NEG - - POS
Gentamicin gmO01n <1 <1-2 - -
Imipenem ipm04n <0.25 1-4 - -
Meropenem memO02n <0.25 <0.25-1 - -
Moxifloxacin mxfO1n <0.25 1-8 - -
Piperacillin pip02n <4 <4-8 = 128% -
Piperacillin/ tzp03n < 4/47 < 4/4 - 8/42 < 4/43 -
Tazobactam
Tigecycline tgc01n <0.5 - - -
Trimethoprim/ sxt02n <20 (1/19) 160 (8/152) - =2 320 - -
Sulfamethoxazole (16/304)

Numerical values are expressed in yg/mL.

'FDA/CLSI Broth Microdilution expected QC range = 1/4 - 4/4 pg/mL

2FDA/CLSI Broth Microdilution expected QC range = 1/4 - 8/4 ug/mL

SFDA/CLSI Broth Microdilution expected QC range = 0.5/4 - 2/4 ug/mL

NEG = Negative

POS = Positive

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid.

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

t Escherichia coli ATCC® 35218™ is not intended for routine QC testing of ampicillin, piperacillin, or ticarcillin. This organism
is recommended only for routine QC of R-lactamase inhibitor combinations. However, since this strain contains a plasmid-
encoded 3-lactamase (non-ESBL), it is resistant to many penicillinase-labile antimicrobials, but susceptible to 3-lactamase/R3-
lactamase inhibitor combinations. To ensure that the plasmid is present, testing of the B-lactam alone (e.g., AM, PIP, TIC), in
addition to the R-lactamase/R3-lactamase inhibitor combination (e.g., AMC, SAM, TZP, TCC), can be performed. If the strain
has lost its plasmid, it will be susceptible to the R-lactam alone (i.e., AM, PIP, TIC), indicating that the QC test is invalid, and a
new culture of Escherichia coli ATCC® 35218™ must be used.

Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.?

Preparation of QC Organisms

Rehydrate the organism according to the manufacturer's instructions.
Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
Incubate at 35°C for 24 hours.

Check for purity.

Subculture to a TSAB plate.

Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.
2. Incubate for 24 hours.

oakwnN=
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3. Refrigerate at 2°C to 8°C for up to two weeks.
4. Subculture once as described above and use for QC.

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.

2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.
Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.

RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Francaise de Microbiologie (CASFM), European
Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.

Combination Antimicrobials

The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,

ampicillin/sulbactam < 8/4 ug/mL is reported as < 8 yg/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:

« piperacillin/tazobactam (ug/mL) 4/4, 8/4, 16/4, 32/4, 64/4, 128/4

« trimethoprim/sulfamethoxazole: Note exception — This drug is listed on the laboratory and patient reports as the sum of
the two antimicrobial concentrations: 20 pg/mL = 1/19, 40 pg/mL = 2/38, 80 pyg/mL = 4/76, 160 pg/mL = 8/152, 320
pg/mL = 16/304

Antimicrobial Deduction
Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.
Clinical Efficacy and Indications for Use

AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Urinary Use Only Antimicrobials

Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLSI Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3

For urine only, per CLS|®:3
» Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim, cefazolin

» Pseudomonas aeruginosa: lomefloxacin or ofloxacin, norfloxacin
» Other non-Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, sulfisoxazole, tetracycline

LIMITATIONS
A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or madification in the procedure may affect the results.
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A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be
accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Ampicillin (amO01n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

» Ampicillin/Sulbactam (sam02n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
» Cefpodoxime (cpd01n): Morganella morganii, Serratia spp.

* Imipenem (ipm04n): Serratia marcescens

* Piperacillin/Tazobactam (tzp03n): Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

* Imipenem (ipm04n): Aeromonas spp.
» Meropenem (mem02n): Aeromonas spp.
 Piperacillin/Tazobactam (tzp03n): Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Ertapenem (etpO1n): E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding
ESBL producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens
« Tigecycline (tgc01n): C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Ampicillin (am01n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
» Cefpodoxime (cpdO1n): Serratia spp.
+ Imipenem (ipm04n): Serratia marcescens

» Tigecycline (tgc01n): Serratia spp., Enterobacter spp., Morganella spp., Proteus spp., Providencia spp., Cronobacter
sakazakii

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Ertapenem (etpO1n): Enterobacteriaceae

EXPECTED VALUES

Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a £ twofold dilution (+ two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial
testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
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essential agreement (EA) based on + one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”

*Data on file at bioMérieux, Inc

Table 4: Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA | VME | ME mE
Ampicillin AM am01n CLSI #, E 933 |13 0.0 0.8 909 |13 0.0 7.8 99.3
CA- | 949 |0.6 22 4.3 - - - -
SFM
Cefotaxime CTX ctx01n CLsSI # E 958 | 1.1 0.2 2.6 929 |11 0.2 6.7 98.1
CA- | 940 |04 0.1 35 - - - -
SFM
Cefpodoxime CPD cpd01n CLSI #, E 96.0 |0.0 0.4 0.8 96.3 | 0.0 0.4 3.5 100
CA- | 941 |12 2.9 1.3 - - - -
SFM
Ceftazidime CAZ caz01n CLSI #,E 975 |11 0.2 1.0 97.3 |11 0.2 3.5 95.4
CA- | 923 |51 0.0 4.1 - - - -
SFM
Cefuroxime CXM cxmO01n CLSI # E 953 |15 1.0 1.6 939 |15 1.0 4.8 99.6
Ciprofloxacin CIP cip01n CLsSI # E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8 98.9
CA- E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8
SFM
Ertapenem ETP etp01n CLSI # E - - - - 98.8 |0.0 0.0 1.2 97.8
Extended-Spectrum ESBL esb01n CLSI # E N/A N/A N/A N/A 97.7 |27 1.9 N/A 100
Beta-Lactamase
(ESBL)
Gentamicin GM gmO1n CLsSI # E 97.1 |19 0.0 0.6 964 | 1.9 0.0 29 100
CA- E 97.1 |19 0.0 0.6 96.4 | 1.9 0.0 29
SFM
Imipenem IPM ipm04n CLSI #EO® 95.7 |24 0.3 0.4 948 |24 0.3 4.4 99.6
Meropenem MEM mem02n | CLSI #EO® 976 |14 0.0 0.3 96.8 | 1.4 0.0 2.8 99.6
Global |#,E® 97.6 |0.0 0.0 0.5 97.7 |0.0 0.0 2.3
Moxifloxacin MXF mxfo1n CLsI # E 98.7 |0.0 0.0 0.0 97.8 |22 0.0 0.0 100
Piperacillin PIP pip02n CLSI #E® 946 |20 0.2 3.7 924 |27 0.2 6.8 99.3
CA- E® 946 |20 0.3 25 91.0 |20 0.3 8.1
SFM
Global |#,E® 949 |12 0.5 3.8 919 |12 0.5 74
Piperacillin/ TZP tzp03n CLSI #, E N/A N/A N/A N/A 932 |09 2.2 5.0 96.7
Tazobactam*
Tigecycline TGC tgc01n Global |# E 944 |0.0 2.0 0.0 90.1 |0.0 2.0 8.5 100
Trimethoprim/ SXT sxt02n CLSI #EO® - - - - 100 0.0 0.0 N/A 100
Sulfamethoxazole CA- E® 995 |00 |00 |00 |100 |00 |00 |00
SFM
Trimethoprim/ SXT sxt02n cLsi #EO® - - - - 100 0.0 0.0 N/A 97.8
Sulfamethoxazole Applies to
V2S SW PC
version 5.02
and above

' Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mg =
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minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

2 Comment — Specific organism groups are designated as P. aeurg. for Pseudomonas aeruginosa, others for species other
than Pseudomonas aeruginosa, and Acineto. for Acinetobacter.

3 FDA breakpoints are used in the CLSI Interpretation Standard (breakpoint committee) in the VITEK® 2 Systems software.

* The overall essential agreement for VITEK® 2 piperacillin/tazobactam was not calculated since the test contains less than
five discrete concentrations. However, of the 2453 isolates tested, 348 (14.2%) yielded on-scale VITEK® 2 MIC values (i.e.,
results of 8, 16, 32, and 64 pg/ml). Those results were evaluated for MIC trends and the following results were obtained
when VITEK® 2 was compared to CLSI broth microdilution method; 74.4% (259/348) of the VITEK® MICs were within +/- one
doubling dilution; 18.4% (64/348) of the VITEK® MICs were higher by more than one doubling dilution; and 7.2% (25/348) of
the VITEK® MICs were lower by more than one doubling dilution.
Key:

# = US Food and Drug Administration 510(k) cleared

CLSI® = Clinical and Laboratory Standards Institute

CA-SFM = Comité de I'Antibiogramme de la Société Frangaise de Microbiologie

E = External performance data

| = Internal performance data

— = Not available

@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

Ref. = Reference method for clinical performance study.

Table 5: EUCAST Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimicrobial | Antibiotic Comment] Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ | VME ME mE %CA | VME ME mE
Ampicillin AM am01n Enterobacteriaceae | 93.2 2.7 0.9 0.0 96.6 4.3 1.8 0.0
(excludes:
Citrobacter,
Enterobacter,
Pantoea, Serratia
spp.)
Cefotaxime CTX ctx01n Enterobacteriaceae | 95.9 7.4 0.8 0.9 94.1 7.4 0.8 3.8
Cefpodoxime CPD cpd01n Enterobacteriaceae | 93.8 3.8 2.2 0.0 94.1 6.3 5.8 0.0
excluding Serratia
spp.
Ceftazidime CAZ caz01n Enterobacteriaceae, | 96.7 3.0 0.3 0.8 97.9 3.0 1.0 1.3
Pseudomonas
Cefuroxime CXM cxm01n | Enterobacteriaceae | 94.0 2.8 2.6 0.0 93.7 3.7 7.8 0.0
Ciprofloxacin CIP cip01n N/A 98.1 0.0 0.3 0.2 95.3 0.0 0.3 4.5
Ertapenem ETP etp01n Enterobacteriaceae | 99.5 0.0 0.0 0.5 98.9 0.0 0.0 1.1
Gentamicin GM gmO01n N/A 98.3 0.4 0.0 0.8 96.8 0.0 0.0 3.2
Imipenem IPM ipm04n N/A 95.8 1.0 0.4 0.8 92.2 1.0 0.4 7.3
Meropenem MEM mem02n | © 97.6 0.5 0.0 0.6 95.9 0.5 0.0 3.9
Moxifloxacin MXF mxfO1n Enterobacteriaceae | 98.7 0.0 0.6 0.2 954 0.0 0.6 4.1
Piperacillin PIP pip02n Enterobacteriaceae, | 93.9 24 1.6 1.9 88.5 4.3 29 8.5
Pseudomonas @
Piperacillin/Tazobactam TZP tzp03n Enterobacteriaceae, | 96.2 0.8 0.9 1.0 94.8 1.2 1.5 3.8
Pseudomonas
Tigecycline TGC tgc01n (excludes: Serratia, | 96.9 0.0 0.4 0.8 94.6 0.0 0.4 5.0
Morganella/Proteus/
Providencia, and
Enterobacter)
Trimethoprim/ SXT sxt02n (also includes S. 98.4 0.0 0.0 0.4 99.5 0.0 0.0 0.5
Sulfamethoxazole maltophilia) &
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T Comment — Unless stated otherwise, performance is for Enterobacteriaceae, Pseudomonas, and Acinetobacter.

2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mg =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

Key:
# = EUCAST = European Committee on Antimicrobial Susceptibility
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.

Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Negative Organisms Claimed for AST-GN (keyID)

» Achromobacter denitrificans

» Achromobacter xylosoxidans

» Acinetobacter baumannii*

» Acinetobacter baumannii complex*
* Acinetobacter calcoaceticus®
Acinetobacter haemolyticus

» Acinetobacter johnsonii

» Acinetobacter junii

» Acinetobacter Iwoffii

» Acinetobacter pittii*

» Acinetobacter spp.

* Aeromonas caviae

* Aeromonas hydrophila

» Aeromonas hydrophila/caviae
* Aeromonas sobria

» Alcaligenes faecalis ssp. faecalis
* Bordetella avium

* Bordetella bronchiseptica

* Brevundimonas diminuta

* Brevundimonas diminuta/vesicularis
* Brevundimonas vesicularis

* Burkholderia cepacia*

» Cedecea davisae*

» Cedecea lapagei*

* Cedecea neteri*

» Chryseobacterium gleum

» Chryseobacterium indologenes
 Citrobacter amalonaticus*
 Citrobacter braakii*
 Citrobacter farmeri*

« Citrobacter freundii*

» Citrobacter koseri*

» Citrobacter youngae*

» Comamonas testosteroni

» Cronobacter muytjensii*

+ Cronobacter sakazakii group*

» Cronobacter sakazakii*
 Delftia acidovorans
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» Edwardsiella hoshinae*

» Edwardsiella tarda*

« Elizabethkingia meningoseptica (formerly known as Chryseobacterium meningosepticum)
» Enterobacter aerogenes*

» Enterobacter asburiae*

» Enterobacter cancerogenus®

» Enterobacter cloacae*

» Enterobacter cloacae complex*

» Enterobacter cloacae ssp. cloacae*

» Enterobacter cloacae ssp. dissolvens *

» Escherichia coli*

« Escherichia coli ATCC® 25922™

« Escherichia coli ATCC® 35218™

« Escherichia fergusonii

» Escherichia hermannii*

» Escherichia vulneris®

» Ewingella americana

* Hafnia alvei*

* Hafnia paralvei*

» Klebsiella oxytoca*

* Klebsiella pneumoniae*

* Klebsiella pneumoniae ssp. ozaenae*

* Klebsiella pneumoniae ssp. pneumoniae*

+ Klebsiella pneumoniae ssp. pneumoniae ATCC® 700603 ™

* Klebsiella pneumoniae ssp. rhinoscleromatis®

* Kilebsiella spp.*

* Kluyvera ascorbata*

* Kluyvera cryocrescens®

* Kluyvera intermedia (formerly known as Enterobacter intermedius)*
* Leclercia adecarboxylata*

* Lelliottia amnigena (formerly known as Enterobacter amnigenus)*
* Lelliottia amnigena 1 (formerly known as Enterobacter amnigenus 1)*
* Lelliottia amnigena 2 (formerly known as Enterobacter amnigenus 2)
* Mannheimia haemolytica

* Moraxella group

* Moraxella lacunata

* Moraxella nonliquefaciens

* Moraxella osloensis

» Morganella morganii*

» Morganella morganii ssp. morganii*

* Morganella morganii ssp. sibonii*

* Myroides ssp.

* Pantoea agglomerans

* Pantoea dispersa

* Pasteurella aerogenes

* Pasteurella multocida*

» Pasteurella pneumotropica

* Plesiomonas shigelloides

* Pluralibacter gergoviae (formerly known as Enterobacter gergoviae)*
* Proteus hauseri*

* Proteus mirabilis*

* Proteus penneri*
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* Proteus vulgaris®

* Providencia alcalifaciens*

* Providencia rettgeri*

* Providencia rustigianii*

* Providencia stuartii*

* Pseudomonas aeruginosa*

+ Pseudomonas aeruginosa ATCC® 27853™
* Pseudomonas alcaligenes

* Pseudomonas fluorescens

» Pseudomonas luteola

* Pseudomonas mendocina

* Pseudomonas oleovorans

* Pseudomonas oryzihabitans

* Pseudomonas putida

* Pseudomonas spp.

* Pseudomonas stutzeri

* Ralstonia pickettii

* Raouiltella ornithinolytica®

* Raoultella planticola®

* Raouiltella terrigena*

» Salmonella enterica ssp. arizonae
» Salmonella enterica ssp. enterica*
» Salmonella group*

» Salmonella ser. Enteritidis®

» Salmonella ser. Paratyphi A*

» Salmonella ser. Paratyphi B*

» Salmonella ser. Paratyphi C*

» Salmonella ser. Typhi*

» Salmonella ser. Typhimurium*
» Salmonella spp.*

* Serratia ficaria*

« Serratia fonticola*

» Serratia grimesii*

» Serratia liquefaciens®
 Serratia liquefaciens group*

» Serratia marcescens*

» Serratia odorifera*

» Serratia plymuthica*

» Serratia proteamaculans

» Serratia rubidaea*®

» Shewanella putrefaciens

» Shewanella putrefaciens group
 Shigella boydii*

» Shigella dysenteriae*
 Shigella flexneri*

» Shigella group*

» Shigella sonnei*

« Shigella spp.

» Sphingobacterium multivorum
» Sphingobacterium spiritivorum
» Sphingomonas paucimobilis

» Stenotrophomonas maltophilia®
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Vibrio alginolyticus

Vibrio fluvialis

Vibrio harveyi

Vibrio metschnikovii

Vibrio mimicus

Vibrio parahaemolyticus
Vibrio vulnificus

Yersinia aldovae

Yersinia enterocolitica®
Yersinia enterocolitica group*
Yersinia frederiksenii*
Yersinia intermedia*®

Yersinia kristensenii*
Yersinia pseudotuberculosis*
Yersinia ruckeri
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INDEX OF SYMBOLS

Meaning

Catalog number

In Vitro Diagnostic Medical Device

Legal Manufacturer

Temperature limitation

Use by date

Batch code

Consult Instructions for Use

Date of manufacture

Contains sufficient for <n> tests

Authorized representative in the
European Community

7 B <L RENO~RLEEE

For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed
practitioner

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

BARCODES

User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.
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LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note: Minor typographical, grammar, and formatting changes are not included

in the revision history.
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INTENDED USE

The VITEK® 2 Gram-positive Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of Staphylococcus spp., Enterococcus spp., and S. agalactiae to antimicrobial
agents when used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Methicillin-Resistant Staphylococci (MRS)

Resistance to oxacillin is used to detect the presence of MRS. Most MRS are also usually resistant to multiple antimicrobials,
including other beta-lactams, aminoglycosides, macrolides, clindamycin, and tetracycline. However, a “community-acquired
methicillin-resistant S. aureus” phenotype has been described. These are not multi-drug resistant strains, but are typically
resistant to penicillin and oxacillin, susceptible or resistant to erythromycin, and susceptible to gentamicin, clindamycin, and
tetracycline.

Oxacillin (OX1)

This test provides an MIC determination and category interpretation for oxacillin. Interpretive results for MRS are reported as
resistant to all beta-lactams (except anti-MRSA beta-lactams) when the instrument is operating in the CLSI® mode or the
User-Defined (based on CLSI®) mode. The results from this test correlate to results that would be obtained from standard
dilution testing of oxacillin. The calling range is 0.25 pg/mL to 4.0 pg/mL.

Cefoxitin Screen

This test may be used to predict mecA-mediated oxacillin resistance, and it is based on the cefoxitin disk screen test. The
cefoxitin screen and oxacillin work in combination to determine the final interpretation reported for oxacillin.

Synergy Screen

Since the use of penicillin or ampicillin alone often results in treatment failure of serious enterococcal endocarditis,
combination therapy is usually indicated to enhance bactericidal activity. The synergy between a cell wall active agent (such
as penicillin, ampicillin, or vancomycin) and an aminoglycoside (such as gentamicin, kanamycin or streptomycin) is best
predicted for enterococci by screening for high-level resistance to the aminoglycoside. When enterococci are susceptible in
vitro to the high-level aminoglycoside and a cell wall active agent, this is predictive of the effectiveness of this combination
therapy. Results are reported as SYN-S (high-level synergy screen is susceptible) and SYN-R (high-level synergy screen is
resistant).

Inducible Clindamycin Resistance Test (ICR)

A positive ICR test is indicative of inducible MLSy, resistance, which confers resistance to macrolides, lincosamides, and type
B streptogramin. An isolate with a positive ICR test should be reported as resistant to clindamycin; however, clindamycin may
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still be effective in some patients. If the ICR test is positive and the clindamycin result is susceptible or intermediate, the
clindamycin result will be forced resistant by the ICR test (in CLSI® mode or User-defined based on CLSI®).

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach.'%16 The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method.’

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Staphylococcus, Enterococcus
and S. agalactiae). At the completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for
each antimicrobial contained on the card.

REAGENTS
When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Contents of the Card

Antimicrobic Code Concentration § | Calling Range < | Calling Range = FDA Indications for
Use
Ampicillin amO1n 0.5, 4,8, 32 - - Enterococcus spp., S.
Enterococcus spp. 2 32 agalactiae
S. agalactiae 0.25 16
Benzylpenicillin p02n 0.125,0.25, 1, 2, 0.12 64 Enterococcus spp., S.
8, 64 agalactiae

Chloramphenicol c03n 2,8,16 4 64 Staphylococcus spp.,
Enterococcus spp., S.
agalactiae

Clindamycin cm01n 0.5,1,2 0.25 8 Staphylococcus spp.,
S. agalactiae

Erythromycin e05n® 1,2,4,8 0.25 8 **N/A

Gentamicin High Level hig01n 500 S R Enterococcus spp.

(synergy)

Kanamycin High Level hlkO1n 200 S R **N/A

(synergy)

Levofloxacin lev01n 0.25,2,8 0.12 8 Staphylococcus spp.,
Enterococcus spp., S.
agalactiae

Linezolid Inz02n 051,2 0.5 8 S. agalactiae, E.
faecalis, E. faecium, S.
aureus, S. epidermidis,
S. haemolyticus

Moxifloxacin mxf02n 0.25,2,8 0.25 8 **MSSA

Nitrofurantoin fto1n 16, 32, 64 16 512 Staphylococcus spp.,
Enterococcus spp.
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Antimicrobic Code Concentration § | Calling Range < | Calling Range = FDA Indications for
Use
Quinupristin/ Dalfopristin qda01n 0.25,0.5, 2 0.25 16 *MSSA, S.
epidermidis,
Vancomycin-resistant
E. faecium, S.
agalactiae
Streptomycin High Level hisO1n 1000 S R Enterococcus spp.
(synergy)
Teicoplanin tecO1n 1,4,8,16 0.5 32 **N/A
Tetracycline te03n 0.5,1,2 1 16 Staphylococcus spp.,
Enterococcus spp., S.
agalactiae
Trimethoprim/ sxt02n®@ 8/152, 16/304, 10 (0.5/9.5) 320 (16/304) | **N/A
Sulfamethoxazole 32/608
Vancomycin va04n® 1,2,4,8,16 0.5 32 Enterococcus spp.,
Staphylococcus spp.,
S. agalactiae

Numerical values are expressed in yg/mL.

§ Equivalent standard method concentration by efficacy.

0.0 ¢tc. = See performance characteristics identified by the drug code with this symbol.
**N/A = No specific FDA Indications for Use available

**MSSA = Methicillin-susceptible S. aureus

PRECAUTIONS

» For In Vitro Diagnostic Use Only.

» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

* For professional use only.

+ Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

+ Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

» Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable

performance.

The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions

contained in the Instructions for Use.

It is highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local

guidelines or requirements.

» Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

« Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

+ VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
+ VITEK® 2 Compact: Do not load improperly filled cards.

 Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.
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* Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be

required.!”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 1820

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.

SPECIMEN PREPARATION

Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 280 pL in 3.0 VITEK® 2
Positive CBA 5% to 10% CO, mI}O.45% Cng)act: <30
CPS ID or aerobic, non- saiine minutes
CO, VITEK® 2: <1
hour
GP and AST TSAB' 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 280 pL in 3.0 < 30 minutes
GP pair CBA! 5% to 10% CO, mL'0.45%
saline
CPS ID or aerobic, non-
CO,

" These media were used in the identification product database developments and will give optimal performance.
Culture Requirements Table — Media Abbreviations

CBA = Columbia Sheep Blood Agar

CPS ID = chromID™ CPS (CPS ID Agar)

TSAB = Trypticase Soy Agar with 5% Sheep Blood

TEST PROCEDURE

Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials

Materials provided are:

+ VITEK® 2 DensiCHEK™ Plus Kit

+ DensiCHEK™ Plus Standards Kit

+ VITEK® 2 Cassette

» Adjustable volume saline dispenser

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes

+ VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline
hookup) and 0.45% saline bag

Materials required, but not provided are:

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* Loops, sterile sticks or swabs

» Appropriate agar medium (See the Culture Requirements Table.)
* QC isolates
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+ VITEK® 2 AST Cards
» Micropipettors to deliver 280 uL
» Disposable pipette tips

Optional Accessories:

 Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
» Vortex

Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
» Select isolated colonies from a primary plate if culture requirements are met.

» Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to the appropriate McFarland standard
using the VITEK® 2 DensiCHEK™ Plus (see the Culture Requirements Table). The inoculum density required for the GN,
GP, ST, or YST can be diluted automatically for AST cards by the VITEK® 2 instrument (VITEK® 2 60 or VITEK® 2 XL).
Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.

4. Choose one of the following:

+ For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.
The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.

+ For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 280 pL of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.
Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.

5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL
Quality Control organisms should be processed according to the Test Card Setup Procedure.

Quality Control

CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. S. aureus E. coli S. pneumoniae | E. faecalis S. aureus S. aureus S. aureus
faecalis | ATCC® | ATCC® ATCC® ATcc® | ATCC® | ATcC® | ATCC®
ATCCT®M 29213 35218 49619 51299 BAA-1026 BAA-976 BAA-977
29212
Ampicillin am01n <2 05-2 - - - - - -
Benzylpenicillin p02n 1-4 - - - - - - -
Chloramphenicol c03n <4-16 <4-16 - - - - - -
Clindamycin cm01n 4-28 <0.25 - - - - - -
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cLs® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. S. aureus E. coli S. pneumoniae | E. faecalis S. aureus S. aureus S. aureus
faecalis | ATCC® | ATCC® ATCC® ATCC® Atcc® | Atcc® | ATCC®
ATCC% 29213 35218 49619 51299 BAA-1026 BAA-976 BAA-977
29212
Erythromycin e05n 1-4 <0.25-1 - - - - - -
Gentamicin High Level hig01n S - - - R - - -
(synergy)
Kanamycin High Level hlkO1n S - - - - - - -
(synergy)
Levofloxacin lev01n 0.25-2 <0.12- - - - - - -
0.5
Linezolid Inz02n 1-4 1-4 - - - - - -
Moxifloxacin mxf02n <0.25- <0.25 - - - - - -
0.5
Nitrofurantoin ft01n <16 <16-32 - - - - - -
Quinupristin/Dalfopristin qda01n 2-8 <0.25-1 - - - - - -
Streptomycin High Level hlsO1n S - - - R - - -
(synergy)
Teicoplanin tecO1n <05 <05-1 - - - - - -
Tetracycline te03n 8-216 <1 - - - - - -
Trimethoprim/ sxt02n <10 <10 - - - - - -
Sulfamethoxazole (0.5/9.5) (0.5/9.5)
Vancomycin va04n 1-4 <05-2 - - - - - -

Numerical values are expressed in yg/mL.
Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.?

Preparation of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.
2. Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
3. Incubate at 35°C for 24 hours.
Note: Gram-positive organisms may require an atmosphere of CO,. (Refer to the Culture Requirements Table).
4. Check for purity.
5. Subculture to a TSAB plate.
6. Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.

2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.
Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.
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RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Francaise de Microbiologie (CASFM), European
Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.

Combination Antimicrobials

The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,
ampicillin/sulbactam < 8/4 ug/mL is reported as < 8 pg/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:

« trimethoprim/sulfamethoxazole: Note exception — This drug is listed on the laboratory and patient reports as the sum of

the two antimicrobial concentrations: 20 ug/mL = 1/19, 40 pg/mL = 2/38, 80 pg/mL = 4/76, 160 yg/mL = 8/152, 320
ug/mL = 16/304

Antimicrobial Deduction
Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.
Clinical Efficacy and Indications for Use

AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Urinary Use Only Antimicrobials

Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLSI Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3

For urine only, per CLS|®:3

» Staphylococcus spp.: lomefloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim
» Enterococcus spp.: ciprofloxacin, levofloxacin, norfloxacin, nitrofurantoin, tetracycline

LIMITATIONS
A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or modification in the procedure may affect the results.

A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be
accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Ampicillin (amO1n): Streptococcus agalactiae

» Benzylpenicillin (p02n): Streptococcus agalactiae

» Chloramphenicol (c03n): Streptococcus agalactiae

* Linezolid (Inz02n): Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae
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EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
» Teicoplanin (tec01n): Staphylococcus epidermidis, Staphylococcus haemolyticus

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Benzylpenicillin (p02n): Streptococcus agalactiae

» Chloramphenicol (c03n): Streptococcus agalactiae

* Linezolid (Inz02n): Streptococcus agalactiae

« Nitrofurantoin (ft01n): Staphylococcus saprophyticus

EXPECTED VALUES

Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a £ twofold dilution (+ two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial
testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
essential agreement (EA) based on + one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”
*Data on file at bioMérieux, Inc

Performance Characteristics for Gram-Positive Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement %
crobial Version o Repro-
E % E
Code % Error 7 Error ducibility
% EA | VME | ME mE | % CA | VME ME mE
Ampicillin AM am01n CLSI #,E 976 |11 0.3 0.2 99.5 (2.2 0.6 0.2 97
Chloramphenicol C c03n CLSI #, E 99.7 | 3.1 0.1 0.3 97.8 | 3.1 0.1 2.7 100
CA- E 99.7 |31 0.1 0.3 97.8 |31 0.1 2.7
SFM
Clindamycin CM cmO01n CLSI #E 98.7 |23 0.0 0.7 99.1 |23 0.0 0.9 98.5
CA- | 96.1 |25 43 0.0 - - - -
SFM
Erythromycin E e05n CLSI E® 926 |0.0 0.0 4.7 84.2 (0.0 0.0 15.8 | 100
CA- E® 926 |04 0.3 3.6 93.0 |04 0.3 6.6
SFM
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Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement %
crobial Version o o Repro-
E E
Code /o Error % Error ducibility
% EA | VME | ME mE | % CA | VME ME mE
Gentamicin High Level | HLG hig01n CLSI #,E N/A N/A N/A N/A 100 N/A N/A N/A 100
CA- E, Enc N/A N/A N/A N/A 100 N/A N/A N/A
SFM
Kanamycin High Level | HLK hlkO1n CA- I, Enc N/A N/A N/A N/A 100 N/A N/A N/A 99.3
SFM
Levofloxacin LEV levO1n CLSI #, E 99.3 | 0.0 0.0 0.2 95.8 |0.0 0.0 4.2 100
Linezolid LNZ Inz02n CLSI #, E 98.7 |0.0 0.1 0.1 98.9 |0.0 0.1 1.0 100
CA- E 98.7 |0.0 0.1 0.7 926 |0.0 0.1 7.3
SFM
Moxifloxacin MXF mxf02n CLSI # E 99.2 |0.0 0.0 0.0 83.3 |0.0 0.0 16.7 | 100
CA- E 98.5 |0.0 0.0 0.1 924 |0.0 0.0 7.6
SFM
Nitrofurantoin FT ft01n CLSI # E 98.3 |0.0 1.4 0.0 917 |0.0 1.4 7 100
Quinupristin/dalfopristin | QDA qda01n CLsSI # E 96.6 |1.2 0.0 0.2 948 |12 0.0 4.9 100
CA- E 96.1 | 0.0 0.0 2.3 86.5 |0.0 0.0 13.5
SFM
Streptomycin High HLS hisO1n CLSI #, E, Enc N/A N/A N/A N/A 100 N/A N/A N/A 100
Level CA- E, Enc - - - - 100 |00 |00 |-
SFM
Teicoplanin TEC tecO1n CLsSI | 96.6 |3.3 0.3 0.4 957 |33 0.3 2.7 99.4
CA- | 96.9 |1.6 0.0 1.1 959 |1.6 0.3 3.2
SFM
Tetracycline TE te03n CLSI # E 99.1 |1.2 0.4 0.5 993 |1.2 0.5 0.8 94.8
Trimethoprim/ SXT sxt02n CLSI 10 973 |16 1.5 0.0 - - - - 97.6
Sulfamethoxazole CA- 1) 973 |00 0.8 18 _ _ _ —
SFM
Vancomycin VA va04n cLsi® #HE® 99.9 |0.0 0.0 0.1 99.7 |0.0 0.0 0.3 100
CA- E® 99.9 |0.0 0.0 0.1 99.7 |0.0 0.0 0.3
SFM

' Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible

or resistant reference result).

2 Comment — Specific organism groups are designated as Staph for staphylococci, Enc for enterococci, S aga for Group B
streptococci, Sau for Staphylococcus aureus.

3 FDA breakpoints are used in the CLSI Interpretation Standard (breakpoint committee) in the VITEK® 2 Systems software.

For all gram-positive Beta-lactams with indications for Staphylococcus spp., with the exception of Benzylpenicillin (Penicillin),
performance in this table represents forcing-resistance based on oxacillin resistance.

Key:

# = US Food and Drug Administration 510(k) cleared
CLSI® = Clinical and Laboratory Standards Institute
CA-SFM = Comité de I'Antibiogramme de la Société Francaise de Microbiologie
E = External performance data
| = Internal performance data

— = Not available

N/A = Not applicable
Ref. = Reference method for clinical performance study.
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.
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EUCAST Performance Characteristics for Gram-Positive Antimicrobial Susceptibility Testing

Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ2 | VME ME mE %CA | VME ME mE
Ampicillin AM am01n Enterococcus 97.7 14 0.4 1.0 97.7 1.4 0.4 1.6
Chloramphenicol (o} c03n Staphylococcus, S. 99.6 6.5 0.0 0.0 97.8 31.3 0.0 0.0
agalactiae
Clindamycin CM cmO01n Staphylococcus, S. 98.1 3.3 0.3 0.0 98.1 3.3 0.3 0.7
agalactiae
Erythromycin E e05n Staphylococcus, S. 93.8 0.6 0.0 0.7 98.7 0.6 0.0 1.0
agalactiae @
Levofloxacin LEV lev01n N/A 99.7 14 0.0 0.0 98.4 1.4 0.0 1.3
Linezolid LNZ Inz02n N/A 98.7 0.0 0.1 0.0 99.5 0.0 0.5 0.0
Moxifloxacin MXF mxf02n Staphylococcus, S. 99.0 0.7 0.0 0.5 95.2 0.7 0.0 4.6
agalactiae
Nitrofurantoin FT fto1n S. saprophyticus 98.2 0.0 0.0 0.0 100 0.0 0.0 0.0
Quinupristin/Dalfopristin QDA qda01n Staphylococcus, 97.4 0.0 0.0 0.8 93.3 0.0 0.0 6.7
Enterococcus
Teicoplanin TEC tecO1n S. agalactiae, S. 98.9 4.8 0.2 0.0 99.4 4.8 0.2 0.0
aureus,
Enterococcus,
coagulase-negative
Staphylococcus
except S.
epidermidis and S.
haemolyticus
Tetracycline TE teO3n Staphylococcus, S. 98.5 1.0 1.4 0.3 96.0 1.0 1.4 2.8
agalactiae
Trimethoprim/ SXT sxt02n Staphylococcus, S. 92.9 6.7 4.1 2.2 89.8 6.7 4.1 6.2
Sulfamethoxazole agalactiae @
Vancomycin VA va04n Staphylococcus, S. 99.8 2.0 0.0 0.0 99.7 4.1 0.1 0.0
agalactiae,
Enterococcus @
(EUCAST v1.3
breakpoints)
Staphylococcus, S. 99.8 2.1 0.0 0.0 99.7 8.3 0.0 0.0
agalactiae,
Enterococcus @
(EUCAST v2.0
breakpoints)

T Comment — Unless stated otherwise, performance is for Staphylococcus, Enterococcus, and S. agalactiae.

2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).
Key:

# = EUCAST = European Committee on Antimicrobial Susceptibility

@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.

Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Positive Organisms Claimed for AST-GP (keyID)

» Coagulase-negative Staphylococcus*
» Coagulase-positive Staphylococcus*
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» Enterococcus avium

» Enterococcus casseliflavus®

» Enterococcus durans

» Enterococcus faecalis*

« Enterococcus faecalis ATCC® 29212™

« Enterococcus faecalis ATCC® 51299™

» Enterococcus faecium*

» Enterococcus gallinarum*

» Enterococcus hirae

» Enterococcus malodoratus

» Enterococcus mundftii

» Enterococcus spp.*

« Escherichia coli ATCC® 35218™
 Staphylococcus aureus*®

« Staphylococcus aureus ATCC® 29213™
« Staphylococcus aureus ATCC® BAA-976™
« Staphylococcus aureus ATCC® BAA-977™
« Staphylococcus aureus ATCC® BAA-1026™
» Staphylococcus auricularis*

» Staphylococcus capitis*

» Staphylococcus chromogenes®
 Staphylococcus cohnii*

» Staphylococcus cohnii ssp. cohnii*

» Staphylococcus cohnii ssp. urealyticus®
« Staphylococcus epidermidis*

» Staphylococcus haemolyticus™
 Staphylococcus hominis*

» Staphylococcus hominis ssp. hominis*
» Staphylococcus hyicus*
 Staphylococcus intermedius*

» Staphylococcus kloosii*

» Staphylococcus lentus*®

» Staphylococcus lugdunensis*

» Staphylococcus pseudintermedius
 Staphylococcus saprophyticus*

» Staphylococcus schleiferi*

» Staphylococcus sciuri*

» Staphylococcus simulans*

» Staphylococcus warneri*
 Staphylococcus xylosus*

» Streptococcus agalactiae*

» Streptococcus pneumoniae*

« Streptococcus pneumoniae ATCC® 49619™
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Supplement) in the bioMérieux clinical microbiology instrumentation and System has been granted by CLSI®. The current
standard and supplements to it may be obtained from CLSI, 940 West Valley Road, Suite 1400, Wayne, PA 19087, USA.
BARCODES

User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.
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Symbol Meaning

@ Authorized representative in the
European Community

Ryonly For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed
practitioner

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note: Minor typographical, grammar, and formatting changes are not included

in the revision history.

Release Date Part Number Change Type Change Summary

2018-01 045616-01 Administrative » Formatting changes do
not affect the fit, form, or
function of the product

Technical change » Combined product
package insert content
with VITEK® 2 Product
Information Manual AST
content

» Updated Limited

Warranty section

Updated with RX only

information

» Updated with EUCAST
limitations

BIOMERIEUX, the BIOMERIEUX logo, VITEK, API, Count-TACT, chromID, DensiCHEK and bioLiaison are used, pending,
and/or registered trademarks belonging to bioMérieux, or one of its subsidiaries, or one of its companies.

This product may be protected by one or more patents, see: http://www.biomerieux-usa.com/patents.

The ATCC trademark and trade name and any and all ATCC catalog numbers are trademarks of the American Type Culture
Collection.
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VITEK® 2 AST-GN77

Ry only IVD

INTENDED USE

The VITEK® 2 Gram-negative Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of clinically significant aerobic Gram-negative bacilli to antimicrobial agents when
used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Extended-Spectrum Beta Lactamases (ESBLs)

ESBLs are enzymes that arise by mutations in genes for common plasmid-mediated beta-lactamases. Strains of Klebsiella
spp. and E. coli that produce ESBLs may be clinically resistant to therapy with penicillins, cephalosporins, or aztreonam
despite apparent in vitro susceptibility to some of these agents. Some of these strains will show MICs above the normal
susceptible population but below the standard breakpoints for certain extended-spectrum cephalosporins or aztreonam.
Before reporting a strain as an ESBL producer, a confirmatory method may be performed. The VITEK® 2 ESBL Test is a
confirmatory test for those ESBLs inhibited by clavulanic acid, and it utilizes cefepime, cefotaxime, and ceftazidime, with and
without clavulanic acid, to determine a positive or negative result.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach."5:1® The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method."

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Gram-negatives). At the
completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for each antimicrobial
contained on the card.

PRECAUTIONS
» For In Vitro Diagnostic Use Only.
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» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

» For professional use only.

« Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

» Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

» Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

+ The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in the Instructions for Use.

« ltis highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local
guidelines or requirements.

» Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

« Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

o VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
o VITEK® 2 Compact: Do not load improperly filled cards.

 Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.

« Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be
required.!”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 1820

REAGENTS
When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Table 1: Contents of the Card

Perunctpamua MU & Poc3gpaerapzope
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Antimicrobic Code Concentration § | Calling Range Calling Range FDA Indications for
< > Use
Amikacin an01n 8, 16, 64 2 64 *CSAGNB
Amoxicillin/ Clavulanic Acid | amcO01n | 4/2, 16/8, 32/16 2/1 32/16 **CSAGNB
Ampicillin am01n 4,8,32 2 32 **CSAGNB
Aztreonam atmO01n 2, 8,32 1 64 *CSAGNB
Cefazolin cz01n 4,16, 64 4 64 **CSAGNB
Cefepime fep02n 2,8,16, 32 1 64 **CSAGNB
Cefoxitin fox01n 8, 16, 32 4 64 **CSAGNB
Ceftriaxone cro01n 1,2,8,32 1 64 **CSAGNB
Ciprofloxacin cip01n 0.5,2,4 0.25 4 **CSAGNB
bioMérieux - English - 2
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Antimicrobic

Code

Concentration §

Calling Range

<

Calling Range

>

FDA Indications for
Use

Ertapenem

etp01n®

05,1,6

0.5

8

E. coli, K. pneumoniae,
C. freundii, C. kosetri,
E. aerogenes, E.
cloacae, **Kox(-ESBL),
M. morganii, P.
mirabilis, P. vulgaris, S.
marcescens

Gentamicin

gmO1n

4,16, 32

16

**CSAGNB

Imipenem

ipm04n

1,2,6,12

0.25

16

Acinetobacter spp.,
Citrobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganii, P. vulgaris, P.
rettgeri, P. aeruginosa,
S. marcescens, P.
stuartii

Levofloxacin

lev02n®

0.25,0.5,2,8

0.12

E. cloacae, E. coli, K.
pneumoniae, P,
mirabilis, P.
aeruginosa, S.
marcescens, A.
baumannii, A. Iwoffii,
C. koseri, C. freundii,
E. aerogenes, E.
sakazakii, K. oxytoca,
M. morganii, P.
agglomerans, P.
vulgaris, P. rettgeri, P,
stuartii, P. fluorescens,
C. sakazakii

Nitrofurantoin

ft01n

16, 32, 64

16

512

**CSAGNB

Piperacillin/ Tazobactam

tzp03n°®

214, 8/4, 24/4,
32/4, 32/8, 48/8

4/4

128/4

A. baumannii, E. coli,
K. pneumoniae, P.
aeruginosa, C. koseri,
M. morganii, P.
mirabilis, P. vulgaris, P.
rettgeri, P. stuartii, S.
enterica

Tigecycline

tgc01n®

0.75,2,4

0.5

C. freundii, C. koseri,
E. coli, E. cloacae, E.
aerogenes, K. oxytoca,
K. pneumoniae, S.
marcescens

Tobramycin

tm01n

8, 16, 64

1

16

**CSAGNB

Trimethoprim/
Sulfamethoxazole

sxt02n®

1/19, 4/76,
16/304

20 (1/19)

320 (16/304)

Klebsiella spp.,
Enterobacter spp., M.
morganii, P. vulgaris, P.
mirabilis, S. sonnei, S.
flexneri,
**Eco(+ETEC), C.
sakazakii

Pernctparus MU 8 Pocappasragzope
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Numerical values are expressed in ug/mL.
§ Equivalent standard method concentration by efficacy.
**CSAGNB = Clinically significant aerobic gram-negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since test
contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)
0, otc. = See performance characteristics identified by the drug code with this symbol.
**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.

SPECIMEN PREPARATION

Table 2: Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 8 to 24 hours 35°C to 37°C 0.50 t0 0.63 145 uL in 3.0 VITEK® 2
Negative aerobic, non- mL 0.45% Compact: < 30
CBA . .
CO, saline minutes
MAC VITEK® 2: < 1
CPS ID hour
GN and AST CBA' 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 145 L in 3.0 < 30 minutes
GN pair MAC! aerobic, non- mL. 0.45%
CO, saline
TSAB
CPS ID

" These media were used in the identification product database developments and will give optimal performance.
Culture Requirements Table — Media Abbreviations

CBA = Columbia Sheep Blood Agar

MAC = MacConkey Agar

CPS ID = chromID™ CPS (CPS ID Agar)

TSAB = Trypticase Soy Agar with 5% Sheep Blood

TEST PROCEDURE

Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials

Materials provided are:

* VITEK® 2 DensiCHEK™ KitVITEK® 2 DensiCHEK™ Plus KitVITEK® 2 DensiCHEK® Kit

+ VITEK® 2 DensiCHEK™ Standards KitVITEK® 2 DensiCHEK™ Plus Standards KitVITEK® 2 DensiCHEK® Plus Standards
Kit

 VITEK® 2 Cassette

» Adjustable volume saline dispenser

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes

bioMérieux - English - 4
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+ VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline
hookup) and 0.45% saline bag

Materials required, but not provided are:

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

* Loops, sterile sticks or swabs

» Appropriate agar medium (See the Culture Requirements Table.)
+ QC isolates

+ VITEK® 2 AST Cards

» Micropipettors to deliver 145 pL

* Micropipettors to deliver 280 pL

» Disposable pipette tips

Optional Accessories:

* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
» Vortex

Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
o Select isolated colonies from a primary plate if culture requirements are met.

o Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Using sterile technique, prepare a homogenous organism suspension with a density equivalent to the appropriate
McFarland standard or McFarland Reference using a compatible benchtop densitometer (see the Culture Requirements
Table).

Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.
4. Choose one of the following:
> For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.
The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.
> For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 145 L of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.
Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.

5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL
Quality Control organisms should be processed according to the Test Card Setup Procedure.

bioMérieux - English - 5
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Table 3: Quality Control

CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. coli ATCC® P. aeruginosa E. coli ATCC® K. pneumoniae
25922™ ATCC® 27853™ 35218™ Ssp. pneumoniae
ATCC® 700603™
Amikacin an01n <2-4 <2-4 - -
Amoxicillin/ amc01n <2/1-8/4 - 4/2 - 16/8 -
Clavulanic Acid
Ampicillin am01n <2-8 - > 32t -
Aztreonam atmO1n <1 2-8 - -
Cefazolin cz01n <4 - - -
Cefepime fep02n <1 <1-8 - -
Cefoxitin fox01n <4-8 - - -
Ceftriaxone cro01n <1 8-264 - -
Ciprofloxacin cip01n <0.25 <0.25-1 - -
Ertapenem etpO1n <05 2-28 - -
Gentamicin gmO01n <1 <1-2 - -
Imipenem ipm04n <0.25 1-4 - -
Levofloxacin lev02n <0.12 0.5-4 - -
Nitrofurantoin ft01n <16 - - -
Piperacillin/ tzp03n < 4/41 < 4/4 - 8/42 < 4/43 -
Tazobactam
Tigecycline tgc01n <0.5 - - -
Tobramycin tm01n <1 <1 - -
Trimethoprim/ sxt02n <20 (1/19) 160 (8/152) - 2 320 - -
Sulfamethoxazole (16/304)

Numerical values are expressed in yg/mL.

+ Escherichia coli ATCC® 35218™ is not intended for routine QC testing of ampicillin, piperacillin, or ticarcillin. This organism
is recommended only for routine QC of R-lactamase inhibitor combinations. However, since this strain contains a plasmid-
encoded R-lactamase (non-ESBL), it is resistant to many penicillinase-labile antimicrobials, but susceptible to 3-lactamase/R3-
lactamase inhibitor combinations. To ensure that the plasmid is present, testing of the R-lactam alone (e.g., AM, PIP, TIC), in
addition to the R-lactamase/R-lactamase inhibitor combination (e.g., AMC, SAM, TZP, TCC), can be performed. If the strain
has lost its plasmid, it will be susceptible to the R-lactam alone (i.e., AM, PIP, TIC), indicating that the QC test is invalid, and a
new culture of Escherichia coli ATCC® 35218™ must be used.

"FDA/CLSI Broth Microdilution expected QC range = 1/4 - 4/4 pg/mL
2FDA/CLSI Broth Microdilution expected QC range = 1/4 - 8/4 ug/mL
SFDA/CLSI Broth Microdilution expected QC range = 0.5/4 - 2/4 ug/mL
Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.2

Preparation of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.

bioMérieux - English - 6
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Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
Incubate at 35°C for 24 hours.

Check for purity.

Subculture to a TSAB plate.

Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

oakoN

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.

2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.
Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.

RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Francaise de Microbiologie (CASFM), European
Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.

Combination Antimicrobials

The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,

ampicillin/sulbactam < 8/4 ug/mL is reported as < 8 pg/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:

» amoxicillin/clavulanic acid (amcO1n) (ug/mL) 2/1, 4/2, 8/4, 16/8, 32/16
« piperacillin/tazobactam (ug/mL) 4/4, 8/4, 16/4, 32/4, 64/4, 128/4
* trimethoprim/sulfamethoxazole: Note exception — This drug is listed on the laboratory and patient reports as the sum of

the two antimicrobial concentrations: 20 pg/mL = 1/19, 40 pg/mL = 2/38, 80 pg/mL = 4/76, 160 pg/mL = 8/152, 320
ug/mL = 16/304

Antimicrobial Deduction

Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.

Clinical Efficacy and Indications for Use

AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Urinary Use Only Antimicrobials
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Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLS/ Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3

For urine only, per CLSI®:3

» Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim, cefazolin
» Pseudomonas aeruginosa: lomefloxacin or ofloxacin, norfloxacin
» Other non-Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, sulfisoxazole, tetracycline

LIMITATIONS
A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or modification in the procedure may affect the results.

A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be
accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Amikacin (an01n): Acinetobacter baumannii

» Amoxicillin/Clavulanic Acid (amc01n): Providencia spp.

» Ampicillin (am01n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
* Aztreonam (atm01n): Pseudomonas spp.

* Imipenem (ipm04n): Serratia marcescens

* Piperacillin/Tazobactam (tzp03n): Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained with
the following antibiotic/organism combination(s):

» Amoxicillin/Clavulanic Acid (amc01n): Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

* Imipenem (ipm04n): Aeromonas spp.

* Piperacillin/Tazobactam (tzp03n): Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Ertapenem (etpO1n): E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding
ESBL producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens
 Tigecycline (tgc01n): C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Amikacin (an01n): Acinetobacter spp.

» Amoxicillin/Clavulanic Acid (amc01n): Providencia spp.

» Ampicillin (am01n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
* Imipenem (ipm04n): Serratia marcescens

« Tigecycline (tgc01n): Serratia spp., Enterobacter spp., Morganella spp., Proteus spp., Providencia spp., Cronobacter
sakazakii

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Ertapenem (etpO1n): Enterobacteriaceae

bioMérieux - English - 8

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



®
VITEKT2 AST-GN77 045751- 01 - en- 2018-11

EXPECTED VALUES

Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a + twofold dilution (+ two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial
testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
essential agreement (EA) based on + one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”
*Data on file at bioMérieux, Inc

Table 4: Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA| VME | ME mE
Amikacin AN an01n CLSI # E 98.0 |0.0 0.4 0.0 96.5 |0.0 0.4 29 100
CA- | 96.1 | 4.2 0.6 1.4 - - - -
SFM
Amoxicillin/Clavulanic | AMC amc01n CLSI # E 96.3 |0.8 0.0 24 92.1 |08 0.0 6.5 100
Acid
Ampicillin AM am01n CLSI #, E 933 |13 0.0 0.8 909 |13 0.0 7.8 99.3
CA- | 949 |0.6 2.2 4.3 - - - -
SFM
Aztreonam ATM atmO1n CLSI # E 989 |16 0.3 0.3 96.6 |1.6 0.3 0.3 100
CA- | 93.7 |0.8 0.2 5.2 - - - -
SFM
Cefazolin Ccz cz01n CLsSI # E 96.8 | 1.2 3.0 2.8 958 | 1.2 3.0 4.1 97.4
Cefepime FEP fep02n CLSI # E 942 | 4.0 1.4 6.3 921 |- - - 98.6
Cefoxitin FOX fox01n CLSI #, E 97.2 |09 0.0 1.5 922 |09 0.0 8.7 98.9
CA- | 951 |05 0.2 34 - - - -
SFM
Ceftriaxone CRO cro01n CLSI # E 958 |1.1 0.5 3.0 90.2 | 1.1 0.5 9.3 98.5
CA- | 93.0 |04 0.6 4.2 - - - -
SFM
Ciprofloxacin CIP cip01n CLSI # E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8 98.9
CA- E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8
SFM
Ertapenem ETP etp01n CLSI #, E - - - - 98.8 |0.0 0.0 1.2 97.8
Gentamicin GM gmO01n CLSI # E 971 1.9 0.0 0.6 96.4 | 1.9 0.0 29 100
CA- E 971 1.9 0.0 0.6 96.4 |1.9 0.0 2.9
SFM
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Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA | VME | ME mE
Imipenem IPM ipm04n CLSI #EO® 95.7 |24 0.3 0.4 948 |24 0.3 4.4 99.6
Levofloxacin LEV lev02n CLSI #E® 98.6 |05 0.2 0.3 958 |0.5 0.2 3.9 100
CA- E® 98.6 |0.0 0.7 0.1 96.5 |0.0 0.7 3.0
SFM
Nitrofurantoin FT fto1n CLSI # E 936 |0.0 0.0 43 788 |0.0 0.0 17.9 | 100
CA- | 948 |0.2 0.4 4.0 - - - -
SFM
Piperacillin/ TZP tzp03n CLSI #, E N/A N/A N/A N/A 932 |09 2.2 5.0 96.7
Tazobactam*
Tigecycline TGC tgc01n Global |# E 944 0.0 2.0 0.0 90.1 | 0.0 2.0 8.5 100
Tobramycin ™ tm01n CLSI # E 98.0 |0.0 0.0 1.2 94.7 |0.0 0.0 5.6 100
CA- E 98.0 |0.0 0.0 1.2 94.7 |0.0 0.0 5.6
SFM
Trimethoprim/ SXT sxt02n CLsSI #E® - - - - 100 0.0 0.0 N/A 100
Sulfamethoxazole CA- E® 995 |00 |00 |00 |100 |00 |00 |00
SFM
Trimethoprim/ SXT sxt02n cLsi3 #EO® - - - - 100 0.0 0.0 N/A 97.8
Sulfamethoxazole Applies to
V2S SW PC
version 5.02
and above

1 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mg =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

2 Comment — Specific organism groups are designated as P. aeurg. for Pseudomonas aeruginosa, others for species other
than Pseudomonas aeruginosa, and Acineto. for Acinetobacter.

3 FDA breakpoints are used in the CLSI Interpretation Standard (breakpoint committee) in the VITEK® 2 Systems software.

* The overall essential agreement for VITEK® 2 piperacillin/tazobactam was not calculated since the test contains less than
five discrete concentrations. However, of the 2453 isolates tested, 348 (14.2%) yielded on-scale VITEK® 2 MIC values (i.e.,
results of 8, 16, 32, and 64 pg/ml). Those results were evaluated for MIC trends and the following results were obtained
when VITEK® 2 was compared to CLSI broth microdilution method; 74.4% (259/348) of the VITEK® MICs were within +/- one
doubling dilution; 18.4% (64/348) of the VITEK® MICs were higher by more than one doubling dilution; and 7.2% (25/348) of
the VITEK® MICs were lower by more than one doubling dilution.
Key:

# = US Food and Drug Administration 510(k) cleared

CLSI® = Clinical and Laboratory Standards Institute

CA-SFM = Comité de I'Antibiogramme de la Société Frangaise de Microbiologie

E = External performance data

| = Internal performance data

— = Not available

@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

Ref. = Reference method for clinical performance study.

Table 5: EUCAST Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ | VME ME mE %CA | VME ME mE
Amikacin AN an01n (excludes: 98.5 0.0 0.0 0.6 96.7 0.0 0.0 3.3
Acinetobacter)
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Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ | VME ME mE %CA | VME ME mE
Amoxicillin/Clavulanic Acid | AMC amc01n | Enterobacteriaceae | 90.0 9.4 3.5 0.0 93.1 10.6 4.0 0.0
(excludes:
Providencia)
Ampicillin AM am01n Enterobacteriaceae | 93.2 2.7 0.9 0.0 96.6 4.3 1.8 0.0
(excludes:
Citrobacter,
Enterobacter,
Pantoea, Serratia
spp.)
Aztreonam ATM atm01n Enterobacteriaceae, | 98.1 0.0 0.9 1.0 97.4 0.0 0.9 1.9
Pseudomonas
Cefepime FEP fep02n Enterobacteriaceae, | 97.0 2.0 1.3 0.8 93.9 9.0 2.6 2.4
Pseudomonas
Ceftriaxone CRO cro01n Enterobacteriaceae | 98.0 0.0 0.4 1.3 98.0 0.0 0.4 1.6
Ciprofloxacin CIP cip01n N/A 98.1 0.0 0.3 0.2 95.3 0.0 0.3 4.5
Ertapenem ETP etp01n Enterobacteriaceae | 99.5 0.0 0.0 0.5 98.9 0.0 0.0 1.1
Gentamicin GM gmO01n N/A 98.3 0.4 0.0 0.8 96.8 0.0 0.0 3.2
Imipenem IPM ipm04n N/A 95.8 1.0 0.4 0.8 92.2 1.0 0.4 7.3
Levofloxacin LEV lev02n (2] 99.4 0.0 1.3 0.2 96.7 0.0 0.7 2.9
Nitrofurantoin FT ft01n E. coli only 95.7 3.8 0.6 0.0 96.6 7.7 2.6 0.0
Piperacillin/Tazobactam TZP tzp03n Enterobacteriaceae, | 96.2 0.8 0.9 1.0 94.8 1.2 1.5 3.8
Pseudomonas
Tigecycline TGC tgc01n (excludes: Serratia, | 96.9 0.0 0.4 0.8 94.6 0.0 0.4 5.0
Morganella/Proteus/
Providencia, and
Enterobacter)
Tobramycin ™ tm01n N/A 98.9 0.0 0.5 0.0 94.7 0.0 0.8 4.6
Trimethoprim/ SXT sxt02n (also includes S. 98.4 0.0 0.0 0.4 99.5 0.0 0.0 0.5
Sulfamethoxazole maltophilia) @

T Comment — Unless stated otherwise, performance is for Enterobacteriaceae, Pseudomonas, and Acinetobacter.

2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

Key:
# = EUCAST = European Committee on Antimicrobial Susceptibility
@ ® = Symbol identifies the performance characteristics for a specific antimicrobial version.

LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.

Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Negative Organisms Claimed for AST-GN (keyID)

» Achromobacter denitrificans

» Achromobacter xylosoxidans

» Acinetobacter baumannii*
Acinetobacter baumannii complex*
Acinetobacter calcoaceticus®
Acinetobacter haemolyticus

» Acinetobacter johnsonii
Acinetobacter junii

Acinetobacter Iwoffii
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0
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Acinetobacter pittii*
Acinetobacter spp.
Aeromonas caviae
Aeromonas hydrophila
Aeromonas hydrophila/caviae
Aeromonas sobria
Alcaligenes faecalis ssp. faecalis
Bordetella avium

Bordetella bronchiseptica
Brevundimonas diminuta
Brevundimonas diminuta/vesicularis
Brevundimonas vesicularis
Burkholderia cepacia*®
Cedecea davisae*

Cedecea lapagei*

Cedecea neteri*
Chryseobacterium gleum
Chryseobacterium indologenes
Citrobacter amalonaticus®
Citrobacter braakii*
Citrobacter farmeri*
Citrobacter freundii*
Citrobacter koseri*
Citrobacter youngae*
Comamonas testosteroni
Cronobacter muytjensii*
Cronobacter sakazakii group*
Cronobacter sakazakii*
Delftia acidovorans
Edwardsiella hoshinae*
Edwardsiella tarda*®

Elizabethkingia meningoseptica (formerly known as Chryseobacterium meningosepticum)

Enterobacter aerogenes*

Enterobacter asburiae®

Enterobacter cancerogenus*
Enterobacter cloacae*

Enterobacter cloacae complex*®
Enterobacter cloacae ssp. cloacae*
Enterobacter cloacae ssp. dissolvens *
Escherichia coli*

Escherichia coli ATCC® 25922™
Escherichia coli ATCC® 35218™
Escherichia fergusonii

Escherichia hermannii*

Escherichia vulneris*

Ewingella americana

Hafnia alvei*

Hafnia paralvei*

Klebsiella oxytoca*®

Klebsiella pneumoniae*

Klebsiella pneumoniae ssp. ozaenae*
Klebsiella pneumoniae ssp. pneumoniae*
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« Klebsiella pneumoniae ssp. pneumoniae ATCC® 700603 ™
* Klebsiella pneumoniae ssp. rhinoscleromatis®

* Klebsiella spp.*

* Kluyvera ascorbata*®

* Kluyvera cryocrescens*

* Kluyvera intermedia (formerly known as Enterobacter intermedius)*
 Leclercia adecarboxylata*

« Lelliottia amnigena (formerly known as Enterobacter amnigenus)*
* Lelliottia amnigena 1 (formerly known as Enterobacter amnigenus 1)*
* Lelliottia amnigena 2 (formerly known as Enterobacter amnigenus 2)
* Mannheimia haemolytica

* Moraxella group

* Moraxella lacunata

» Moraxella nonliquefaciens

* Moraxella osloensis

» Morganella morganii*

» Morganella morganii ssp. morganii*

* Morganella morganii ssp. sibonii*

* Myroides ssp.

* Pantoea agglomerans

* Pantoea dispersa

» Pasteurella aerogenes

* Pasteurella multocida*

» Pasteurella pneumotropica

» Plesiomonas shigelloides

* Pluralibacter gergoviae (formerly known as Enterobacter gergoviae)*
* Proteus hauseri*

* Proteus mirabilis*

* Proteus penneri*

* Proteus vulgaris*

* Providencia alcalifaciens*

* Providencia rettgeri*

* Providencia rustigianii*

* Providencia stuartii*

* Pseudomonas aeruginosa*®

+ Pseudomonas aeruginosa ATCC® 27853™

* Pseudomonas alcaligenes

» Pseudomonas fluorescens

* Pseudomonas luteola

* Pseudomonas mendocina

* Pseudomonas oleovorans

* Pseudomonas oryzihabitans

* Pseudomonas putida

* Pseudomonas spp.

* Pseudomonas stutzeri

* Ralstonia pickettii

* Raouiltella ornithinolytica®

* Raouiltella planticola*

* Raoultella terrigena*

» Salmonella enterica ssp. arizonae

» Salmonella enterica ssp. enterica*

» Salmonella group*
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» Salmonella ser. Enteritidis®

» Salmonella ser. Paratyphi A*
» Salmonella ser. Paratyphi B*
» Salmonella ser. Paratyphi C*
» Salmonella ser. Typhi*

» Salmonella ser. Typhimurium*
» Salmonella spp.*

» Serratia ficaria*

 Serratia fonticola*

» Serratia grimesii*

» Serratia liquefaciens®
 Serratia liquefaciens group*

» Serratia marcescens®

« Serratia odorifera*

» Serratia plymuthica*

» Serratia proteamaculans

» Serratia rubidaea*®

» Shewanella putrefaciens

» Shewanella putrefaciens group
 Shigella boydii*

» Shigella dysenteriae*
 Shigella flexneri*

» Shigella group*

» Shigella sonnei*

» Shigella spp.

» Sphingobacterium multivorum
» Sphingobacterium spiritivorum
» Sphingomonas paucimobilis

» Stenotrophomonas maltophilia®
« Vibrio alginolyticus

* Vibrio fluvialis

* Vibrio harveyi

* Vibrio metschnikovii

* Vibrio mimicus

* Vibrio parahaemolyticus

* Vibrio vulnificus

* Yersinia aldovae

* Yersinia enterocolitica®

* Yersinia enterocolitica group*
* Yersinia frederiksenii*

* Yersinia intermedia*

* Yersinia kristensenii*

* Yersinia pseudotuberculosis®
* Yersinia ruckeri
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Symbol Meaning

E Authorized representative in the
European Community

practitioner

Ryonly For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

BARCODES

User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.
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o TR ER AN AR AR
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LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use

(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL

All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories
N/A

Correction

Technical change
Administrative

Note:

Not applicable (First publication)

Correction of documentation anomalies

Addition, revision and/or removal of information related to the product
Implementation of non-technical changes noticeable to the user

Minor typographical, grammar, and formatting changes are not included
in the revision history.
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Release Date Part Number Change Type Change Summary

2018-11 045751-01 Administrative » Formatting changes do
not affect the fit, form, or
function of the product

Technical change * Combined product
package insert content
with VITEK® 2 Product
Information Manual AST
content

» Updated Limited
Warranty section

» Updated with RX only

information

Updated with EUCAST

limitations

BIOMERIEUX, the BIOMERIEUX logo, VITEK, API, Count-TACT, chromID, DensiCHEK and bioLiaison are used, pending,
and/or registered trademarks belonging to bioMérieux, or one of its subsidiaries, or one of its companies.

This product may be protected by one or more patents, see: http://www.biomerieux-usa.com/patents.

The ATCC trademark and trade name and any and all ATCC catalog numbers are trademarks of the American Type Culture
Collection.

CLSIl is a trademark belonging to Clinical Laboratory and Standards Institute, Inc.
Any other name or trademark is the property of its respective owner.
©BIOMERIEUX 2018
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69280 Marcy-I'Etoile - France
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Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



BIOMERIEUX

REF| 413205
VITEK® 2 AST-N240

046017- 01 - 2018-01 @

Ry only IVD

INTENDED USE

The VITEK® 2 Gram-negative Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of clinically significant aerobic Gram-negative bacilli to antimicrobial agents when
used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Extended-Spectrum Beta Lactamases (ESBLs)

ESBLs are enzymes that arise by mutations in genes for common plasmid-mediated beta-lactamases. Strains of Klebsiella
spp. and E. coli that produce ESBLs may be clinically resistant to therapy with penicillins, cephalosporins, or aztreonam
despite apparent in vitro susceptibility to some of these agents. Some of these strains will show MICs above the normal
susceptible population but below the standard breakpoints for certain extended-spectrum cephalosporins or aztreonam.
Before reporting a strain as an ESBL producer, a confirmatory method may be performed. The VITEK® 2 ESBL Test is a
confirmatory test for those ESBLs inhibited by clavulanic acid, and it utilizes cefepime, cefotaxime, and ceftazidime, with and
without clavulanic acid, to determine a positive or negative result.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach."5:1® The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method.’

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Gram-negatives). At the
completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for each antimicrobial
contained on the card.

PRECAUTIONS
 For In Vitro Diagnostic Use Only.
* For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.
* For professional use only.
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+ Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

« Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

» Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

+ The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in the Instructions for Use.

« ltis highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local
guidelines or requirements.

» Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

« Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

+ VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
+ VITEK® 2 Compact: Do not load improperly filled cards.

 Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.

* Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be
required.’”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 1820

REAGENTS
When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Contents of the Card

Antimicrobic Code Concentration § Calling Range Calling Range FDA Indications for
< > Use

Amikacin an01n 8, 16, 64 2 64 *CSAGNB

Aztreonam atmO01n 2,8,32 1 64 **CSAGNB

Cefepime fep02n 2, 8,16, 32 1 64 **CSAGNB

Ceftazidime caz01n 1,2,8,32 1 64 **CSAGNB

Ciprofloxacin cip01n 0.5,2,4 0.25 4 **CSAGNB

Colistin csO01n 4,16, 32 0.5 16 **N/A

Gentamicin gmO1n 4,16, 32 1 16 **CSAGNB

Imipenem ipm04n 1,2,6,12 0.25 16 Acinetobacter spp.,
Citrobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganii, P. vulgaris, P.
rettgeri, P. aeruginosa,
S. marcescens, P.
stuartii
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Antimicrobic Code

Concentration §

Calling Range

<

Calling Range

>

FDA Indications for
Use

Levofloxacin lev02n®

0.25,05,2,8

0.12

8

E. cloacae, E. coli, K.
pneumoniae, P.
mirabilis, P.
aeruginosa, S.
marcescens, A.
baumannii, A. Iwoffii,
C. koseri, C. freundii,
E. aerogenes, E.
sakazakii, K. oxytoca,
M. morganii, P.
agglomerans, P.
vulgaris, P. rettgeri, P,
stuartii, P. fluorescens,
C. sakazakii

Meropenem mem02n®

0.5,2,6,12

0.25

16

E. coli, K. pneumoniae,
P. aeruginosa, P.
mirabilis, Acinetobacter
spp., C. freundii, E.
cloacae, K. oxytoca, M.
morganii, P. vulgaris,
S. marcescens, A.
hydrophila, C.
diversus, H. alvei, P.
multocida, Salmonella
spp.,

Shigella spp.

Piperacillin pip02n®

4,16, 32, 64

128

Acinetobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganil, P. rettgeri, P.
mirabilis, P. vulgaris, P.
aeruginosa, Serratia
spp., B. cepacia, C.
koseri, C. freundii, P.
fluorescens, C.
sakazakii

Piperacillin/ Tazobactam tzpO3n°®

2/4, 8/4, 24/4,
32/4, 32/8, 48/8

4/4

128/4

A. baumannii, E. coli,
K. pneumoniae, P.
aeruginosa, C. koseri,
M. morganii, P,
mirabilis, P. vulgaris, P.
rettgeri, P. stuartii, S.
enterica

Rifampicin ra01n

2,4,16

32

**N/A

Ticarcillin tic01n

16, 32, 64

128

**CSAGNB

Ticarcillin/ Clavulanic Acid tcc01n

8/2, 32/2, 64/2

8/2

128/2

**CSAGNB

Tobramycin tm01n

8, 16, 64

16

**CSAGNB

Pernctparus MU 8 Pocappasragzope
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Antimicrobic Code Concentration § | Calling Range Calling Range FDA Indications for
< > Use
Trimethoprim/ sxt02n@ 1/19, 4/76, 20 (1/19) 320 (16/304) | Klebsiella spp.,
Sulfamethoxazole 16/304 Enterobacter spp., M.

morganii, P. vulgaris, P.
mirabilis, S. sonnei, S.
flexneri,
**Eco(+ETEC), C.
sakazakii

Numerical values are expressed in ug/mL.

§ Equivalent standard method concentration by efficacy.

**CSAGNB = Clinically significant aerobic gram-negative bacilli

**N/A = No specific FDA Indications for Use available

0.0 otc. = See performance characteristics identified by the drug code with this symbol.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since test

contains less than five discrete dilutions.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.

SPECIMEN PREPARATION

Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 8 to 24 hours 35°C to 37°C 0.50 t0 0.63 145 uL in 3.0 VITEK® 2
Negative aerobic, non- mL 0.45% Compact: < 30
CBA . .
CO, saline minutes
MAC VITEK® 2: < 1
CPS ID hour
GN and AST CBA' 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 145 L in 3.0 < 30 minutes
GN pair MAC! aerobic, non- mL. 0.45%
CO, saline
TSAB
CPS ID

" These media were used in the identification product database developments and will give optimal performance.

Culture Requirements Table — Media Abbreviations
CBA = Columbia Sheep Blood Agar

MAC = MacConkey Agar

CPS ID = chromID™ CPS (CPS ID Agar)

TSAB = Trypticase Soy Agar with 5% Sheep Blood

Perunctpamua MU & Poc3gpaerapzope
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TEST PROCEDURE
Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials
Materials provided are:

+ VITEK® 2 DensiCHEK™ Plus Kit

+ DensiCHEK™ Plus Standards Kit

+ VITEK® 2 Cassette

» Adjustable volume saline dispenser

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes

+ VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline
hookup) and 0.45% saline bag

Materials required, but not provided are:

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

» Loops, sterile sticks or swabs

» Appropriate agar medium (See the Culture Requirements Table.)
* QC isolates

+ VITEK® 2 AST Cards

» Micropipettors to deliver 145 pL

Optional Accessories:

* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
» Vortex

Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
» Select isolated colonies from a primary plate if culture requirements are met.

» Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to the appropriate McFarland standard
using the VITEK® 2 DensiCHEK™ Plus (see the Culture Requirements Table). The inoculum density required for the GN,
GP, ST, or YST can be diluted automatically for AST cards by the VITEK® 2 instrument (VITEK® 2 60 or VITEK® 2 XL).
Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.

4. Choose one of the following:

+ For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.
The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.

+ For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 145 pL of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

bioMérieux - English - 5
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Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.

Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.
5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL
Quality Control organisms should be processed according to the Test Card Setup Procedure.

Quality Control

CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. coli ATCC® P. aeruginosa E. coli ATCC® K. pneumoniae
25922™ ATCC® 27853™ 35218™ SSp. pneumoniae
ATCC® 700603™
Amikacin an01n <2-4 <2-4 - -
Aztreonam atm01n <1 2-8 - -
Cefepime fep02n <1 <1-8 - -
Ceftazidime caz01n <1 <1-4 - -
Ciprofloxacin cip01n <0.25 <0.25-1 - -
Colistin cs01n <05-1 <05-2 - -
Gentamicin gmO01n <1 <1-2 - -
Imipenem ipm04n <0.25 1-4 - -
Levofloxacin lev02n <0.12 0.5-4 - -
Meropenem memO02n <0.25 <0.25-1 - -
Piperacillin pip02n <4 <4-8 > 12871 -
Piperacillin/ tzp03n < 4/47 < 4/4 - 8/42 < 4/43 -
Tazobactam
Rifampicin ra01n 4-16 16 -=32 - -
Ticarcillin tic01n <8-16 <8-32 > 12871 -
Ticarcillin/ tccO1n <8/2-16/2 <8/2-32/2 <8/2-32/2 -
Clavulanic Acid
Tobramycin tm01n <1 <1 - -
Trimethoprim/ sxt02n <20 (1/19) 160 (8/152) - = 320 - -
Sulfamethoxazole (16/304)

Numerical values are expressed in pg/mL.

t Escherichia coli ATCC® 35218™ is not intended for routine QC testing of ampicillin, piperacillin, or ticarcillin. This organism
is recommended only for routine QC of R-lactamase inhibitor combinations. However, since this strain contains a plasmid-
encoded R-lactamase (non-ESBL), it is resistant to many penicillinase-labile antimicrobials, but susceptible to 3-lactamase/R3-
lactamase inhibitor combinations. To ensure that the plasmid is present, testing of the -lactam alone (e.g., AM, PIP, TIC), in
addition to the R-lactamase/R-lactamase inhibitor combination (e.g., AMC, SAM, TZP, TCC), can be performed. If the strain
has lost its plasmid, it will be susceptible to the R-lactam alone (i.e., AM, PIP, TIC), indicating that the QC test is invalid, and a
new culture of Escherichia coli ATCC® 35218™ must be used.

"FDA/CLSI Broth Microdilution expected QC range = 1/4 - 4/4 pg/mL
2FDA/CLSI Broth Microdilution expected QC range = 1/4 - 8/4 ug/mL
SFDA/CLSI Broth Microdilution expected QC range = 0.5/4 - 2/4 ug/mL
Certification Statement
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This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.?

Preparation of QC Organisms

Rehydrate the organism according to the manufacturer's instructions.
Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
Incubate at 35°C for 24 hours.

Check for purity.

Subculture to a TSAB plate.

Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

oakwnN=

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.

2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.
Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.

RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Francaise de Microbiologie (CASFM), European

Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.
Combination Antimicrobials
The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,
ampicillin/sulbactam < 8/4 ug/mL is reported as < 8 yg/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:

« piperacillin/tazobactam (ug/mL) 4/4, 8/4, 16/4, 32/4, 64/4, 128/4

« ticarcillin/clavulanic acid (ug/mL) 8/2, 16/2, 32/2, 64/2, 128/2

« trimethoprim/sulfamethoxazole: Note exception — This drug is listed on the laboratory and patient reports as the sum of

the two antimicrobial concentrations: 20 pg/mL = 1/19, 40 yg/mL = 2/38, 80 ug/mL = 4/76, 160 uyg/mL = 8/152, 320
ug/mL = 16/304

Antimicrobial Deduction
Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.
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Clinical Efficacy and Indications for Use

AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Urinary Use Only Antimicrobials

Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLSI Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3
For urine only, per CLSI®:3

» Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim, cefazolin
* Pseudomonas aeruginosa: lomefloxacin or ofloxacin, norfloxacin
» Other non-Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, sulfisoxazole, tetracycline

LIMITATIONS
A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or modification in the procedure may affect the results.

A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be
accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

Ticarcillin/Clavulanic Acid (tcc01n) has been approved for use only with Pseudomonas aeruginosa. An alternative
method of testing must be performed prior to reporting of results for all other organisms.
Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Amikacin (an01n): Acinetobacter baumannii

* Aztreonam (atm01n): Pseudomonas spp.

* Imipenem (ipm04n): Serratia marcescens
 Piperacillin/Tazobactam (tzp03n): Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

* Imipenem (ipm04n): Aeromonas spp.
* Meropenem (mem02n): Aeromonas spp.
* Piperacillin/Tazobactam (tzp03n): Pseudomonas aeruginosa

Perform an alternative method of testing prior to reporting of susceptible results for the following antibiotic/organism
combination(s):

» Colistin (cs01n): Clinically-significant, aerobic, Gram-negative bacilli

EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.
Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Amikacin (an01n): Acinetobacter spp.

* Imipenem (ipm04n): Serratia marcescens

* Ticarcillin (ticO1n): Pseudomonas spp.

« Ticarcillin/Clavulanic Acid (tccO1n): Serratia spp.

Perform an alternative method of testing prior to reporting of susceptible results for the following antibiotic/organism
combination(s):

» Colistin (cs01n): Clinically-significant, aerobic, Gram-negative bacilli
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EXPECTED VALUES

Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a + twofold dilution (+ two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial
testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
essential agreement (EA) based on + one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”
*Data on file at bioMérieux, Inc

Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA| VME | ME mE
Amikacin AN an01n CLSI # E 98.0 |0.0 0.4 0.0 96.5 |0.0 0.4 29 100
CA- | 96.1 | 4.2 0.6 1.4 - - - -
SFM
Aztreonam ATM atm01n CLSI # E 989 |1.6 0.3 0.3 96.6 |1.6 0.3 0.3 100
CA- | 93.7 |08 0.2 52 - - - -
SFM
Cefepime FEP fep02n CLsI #, E 942 |4.0 1.4 6.3 921 |- - - 98.6
Ceftazidime CAZ caz01n CLSI # E 97.5 |11 0.2 1.0 97.3 | 1.1 0.2 3.5 954
CA- | 923 |5.1 0.0 4.1 - - - -
SFM
Ciprofloxacin CIP cip01n CLSI # E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8 98.9
CA- E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8
SFM
Colistin CS cs01n CA- | 96.1 |34 0.7 0.0 97.3 |54 1.4 N/A 99.2
SFM
Gentamicin GM gm01n CLSI # E 971 |19 0.0 0.6 964 | 1.9 0.0 29 100
CA- E 971 |19 0.0 0.6 96.4 | 1.9 0.0 29
SFM
Imipenem IPM ipm04n CLSI #EO® 957 |24 0.3 0.4 948 |24 0.3 4.4 99.6
Levofloxacin LEV lev02n CLSI #HE® 98.6 |05 0.2 0.3 958 |05 0.2 3.9 100
CA- E® 98.6 |0.0 0.7 0.1 96.5 |0.0 0.7 3.0
SFM
Meropenem MEM mem02n | CLSI #E® 976 |14 0.0 0.3 96.8 | 1.4 0.0 2.8 99.6
Global |# E® 97.6 |0.0 0.0 0.5 97.7 |0.0 0.0 23
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Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA | VME | ME mE
Piperacillin PIP pip02n CLSI #EO® 946 |20 0.2 3.7 924 |27 0.2 6.8 99.3
CA- E® 946 |20 0.3 25 91.0 |20 0.3 8.1
SFM
Global |#,E® 949 |12 0.5 3.8 919 |12 0.5 74
Rifampicin (Rifampin) RA ra01n CA- E Acineto. 96.6 |0.0 0.0 34 80.0 |0.0 0.0 20.0 | 100
SFM
Piperacillin/ TZP tzp03n CLSI # E N/A N/A N/A N/A 932 |09 2.2 5.0 96.7
Tazobactam*
Ticarcillin TIC tic01n CLSI #, E 97.2 |0.0 0.5 1.4 917 |04 2.6 7.5 97.8
CA- | 926 |14 0.2 45 - - - -
SFM
Ticarcillin/Clavulanic TCC tccO01n CLSI # E 989 |0.0 1.9 0.6 92.7 |0.0 1.9 19.6 | 100
Acid CcA- | 948 |22 |03 |41 |- - - -
SFM
Tobramycin ™ tm01n CLSI # E 98.0 |0.0 0.0 1.2 94.7 |0.0 0.0 5.6 100
CA- E 98.0 |0.0 0.0 1.2 94.7 |0.0 0.0 5.6
SFM
Trimethoprim/ SXT sxt02n CLSI #EO® - - - - 100 0.0 0.0 N/A 100
Sulfamethoxazole CA- E® 995 |00 |00 |00 |100 |00 |00 |00
SFM
Trimethoprim/ SXT sxt02n cLsid #EO® - - - - 100 0.0 0.0 N/A 97.8
Sulfamethoxazole Applies to
V2S SW PC
version 5.02
and above

T Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

2 Comment — Specific organism groups are designated as P. aeurg. for Pseudomonas aeruginosa, others for species other
than Pseudomonas aeruginosa, and Acineto. for Acinetobacter.

3 FDA breakpoints are used in the CLSI Interpretation Standard (breakpoint committee) in the VITEK® 2 Systems software.

* The overall essential agreement for VITEK® 2 piperacillin/tazobactam was not calculated since the test contains less than
five discrete concentrations. However, of the 2453 isolates tested, 348 (14.2%) yielded on-scale VITEK® 2 MIC values (i.e.,
results of 8, 16, 32, and 64 ug/ml). Those results were evaluated for MIC trends and the following results were obtained
when VITEK® 2 was compared to CLSI broth microdilution method; 74.4% (259/348) of the VITEK® MICs were within +/- one
doubling dilution; 18.4% (64/348) of the VITEK® MICs were higher by more than one doubling dilution; and 7.2% (25/348) of
the VITEK® MICs were lower by more than one doubling dilution.
Key:

# = US Food and Drug Administration 510(k) cleared

CLSI® = Clinical and Laboratory Standards Institute

CA-SFM = Comité de I'Antibiogramme de la Société Francaise de Microbiologie

E = External performance data

| = Internal performance data

— = Not available

@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

Ref. = Reference method for clinical performance study.
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EUCAST Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ2 | VME ME mE %CA | VME ME mE
Amikacin AN an01n (excludes: 98.5 0.0 0.0 0.6 96.7 0.0 0.0 3.3
Acinetobacter)
Aztreonam ATM atm01n Enterobacteriaceae, | 98.1 0.0 0.9 1.0 97.4 0.0 0.9 1.9
Pseudomonas
Cefepime FEP fep02n Enterobacteriaceae, | 97.0 2.0 1.3 0.8 93.9 9.0 2.6 2.4
Pseudomonas
Ceftazidime CAZ caz01n Enterobacteriaceae, | 96.7 3.0 0.3 0.8 97.9 3.0 1.0 1.3
Pseudomonas
Ciprofloxacin CIP cip01n N/A 98.1 0.0 0.3 0.2 95.3 0.0 0.3 4.5
Colistin CS cs01n Pseudomonas, 96.3 4.7 0.6 0.0 97.8 5.0 0.7 0.0
Acinetobacter,
Enterobacteriaceae
Gentamicin GM gmO1n N/A 98.3 0.4 0.0 0.8 96.8 0.0 0.0 3.2
Imipenem IPM ipm04n N/A 95.8 1.0 0.4 0.8 92.2 1.0 0.4 7.3
Levofloxacin LEV lev02n (2] 99.4 0.0 1.3 0.2 96.7 0.0 0.7 2.9
Meropenem MEM mem02n | @ 97.6 0.5 0.0 0.6 95.9 0.5 0.0 3.9
Piperacillin PIP pip02n Enterobacteriaceae, | 93.9 24 1.6 1.9 88.5 4.3 29 8.5
Pseudomonas @
Piperacillin/Tazobactam TZP tzp03n Enterobacteriaceae, | 96.2 0.8 0.9 1.0 94.8 1.2 1.5 3.8
Pseudomonas
Ticarcillin TIC ticO1n Enterobacteriaceae | 96.5 2.0 0.7 1.0 94.9 2.0 0.7 3.5
Ticarcillin/Clavulanic Acid | TCC tcc01n Enterobacteriaceae | 94.7 29 0.8 1.7 87.0 6.9 1.9 8.9
(excludes: Serratia),
Pseudomonas
Tobramycin ™ tm01n N/A 98.9 0.0 0.5 0.0 94.7 0.0 0.8 4.6
Trimethoprim/ SXT sxt02n (also includes S. 98.4 0.0 0.0 0.4 99.5 0.0 0.0 0.5
Sulfamethoxazole maltophilia) &

T Comment — Unless stated otherwise, performance is for Enterobacteriaceae, Pseudomonas, and Acinetobacter.

2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mg =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

Key:
# = EUCAST = European Committee on Antimicrobial Susceptibility
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.

Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Negative Organisms Claimed for AST-GN (keyID)

» Achromobacter denitrificans

» Achromobacter xylosoxidans

* Acinetobacter baumannii*
Acinetobacter baumannii complex*
Acinetobacter calcoaceticus*®
Acinetobacter haemolyticus
Acinetobacter johnsonii
Acinetobacter junii
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» Acinetobacter Iwoffii

» Acinetobacter pittii*

* Acinetobacter spp.

* Aeromonas caviae

» Aeromonas hydrophila

* Aeromonas hydrophila/caviae

* Aeromonas sobria

* Alcaligenes faecalis ssp. faecalis
* Bordetella avium

* Bordetella bronchiseptica

* Brevundimonas diminuta

» Brevundimonas diminuta/vesicularis
» Brevundimonas vesicularis

» Burkholderia cepacia*

» Cedecea davisae*

* Cedecea lapagei*

» Cedecea neteri

» Chryseobacterium gleum

» Chryseobacterium indologenes
Citrobacter amalonaticus*
Citrobacter braakii*

Citrobacter farmeri*

Citrobacter freundii

Citrobacter koseri*

Citrobacter youngae*

* Comamonas testosteroni

« Cronobacter muytjensii*
Cronobacter sakazakii group*
Cronobacter sakazakii*

Delftia acidovorans

Edwardsiella hoshinae*®
Edwardsiella tarda*
Elizabethkingia meningoseptica (formerly known as Chryseobacterium meningosepticum)
Enterobacter aerogenes®
Enterobacter asburiae*
Enterobacter cancerogenus*®
Enterobacter cloacae*®
Enterobacter cloacae complex*
Enterobacter cloacae ssp. cloacae*®
Enterobacter cloacae ssp. dissolvens *
Escherichia coli*

Escherichia coli ATCC® 25922™
Escherichia coli ATCC® 35218™
Escherichia fergusonii
Escherichia hermannii*
Escherichia vulneris*

Ewingella americana

» Hafnia alvei*

Hafnia paralvei*

Klebsiella oxytoca*

Klebsiella pneumoniae*
Klebsiella pneumoniae ssp. ozaenae*

0

.

.

.
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* Klebsiella pneumoniae ssp. pneumoniae*®

« Klebsiella pneumoniae ssp. pneumoniae ATCC® 700603 ™
* Klebsiella pneumoniae ssp. rhinoscleromatis™

* Klebsiella spp.*

* Kluyvera ascorbata*

* Kluyvera cryocrescens®

* Kluyvera intermedia (formerly known as Enterobacter intermedius)*
* Leclercia adecarboxylata*

* Lelliottia amnigena (formerly known as Enterobacter amnigenus)*
* Lelliottia amnigena 1 (formerly known as Enterobacter amnigenus 1)*
* Lelliottia amnigena 2 (formerly known as Enterobacter amnigenus 2)
* Mannheimia haemolytica

* Moraxella group

* Moraxella lacunata

» Moraxella nonliquefaciens

* Moraxella osloensis

* Morganella morganii*

* Morganella morganii ssp. morganii*

* Morganella morganii ssp. sibonii*

* Myroides ssp.

» Pantoea agglomerans

» Pantoea dispersa

» Pasteurella aerogenes

 Pasteurella multocida*

» Pasteurella pneumotropica

» Plesiomonas shigelloides

* Pluralibacter gergoviae (formerly known as Enterobacter gergoviae)*
* Proteus hauseri*

* Proteus mirabilis*

* Proteus penneri*

* Proteus vulgaris*®

* Providencia alcalifaciens*

* Providencia rettgeri*

* Providencia rustigianii*

* Providencia stuartii*

* Pseudomonas aeruginosa*

+ Pseudomonas aeruginosa ATCC® 27853™

* Pseudomonas alcaligenes

* Pseudomonas fluorescens

* Pseudomonas luteola

* Pseudomonas mendocina

* Pseudomonas oleovorans

* Pseudomonas oryzihabitans

* Pseudomonas putida

* Pseudomonas spp.

* Pseudomonas stutzeri

* Ralstonia pickettii

* Raoultella ornithinolytica*

* Raouiltella planticola*

* Raouiltella terrigena*

» Salmonella enterica ssp. arizonae

» Salmonella enterica ssp. enterica*
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» Salmonella group*

» Salmonella ser. Enteritidis*

» Salmonella ser. Paratyphi A*
« Salmonella ser. Paratyphi B*
» Salmonella ser. Paratyphi C*
» Salmonella ser. Typhi*

» Salmonella ser. Typhimurium*
» Salmonella spp.*

 Serratia ficaria*

« Serratia fonticola*

» Serratia grimesii*

» Serratia liquefaciens*

» Serratia liquefaciens group*

» Serratia marcescens*
 Serratia odorifera*

» Serratia plymuthica®

» Serratia proteamaculans
 Serratia rubidaea*

* Shewanella putrefaciens

» Shewanella putrefaciens group
 Shigella boydii*

 Shigella dysenteriae*

» Shigella flexneri*

» Shigella group*

» Shigella sonnei*

 Shigella spp.

* Sphingobacterium multivorum
» Sphingobacterium spiritivorum
* Sphingomonas paucimobilis

» Stenotrophomonas maltophilia®
* Vibrio alginolyticus

* Vibrio fluvialis

 Vibrio harveyi

* Vibrio metschnikovii

» Vibrio mimicus

* Vibrio parahaemolyticus

* Vibrio vulnificus

* Yersinia aldovae

* Yersinia enterocolitica*

* Yersinia enterocolitica group*
* Yersinia frederiksenii*

* Yersinia intermedia*

* Yersinia kristensenii*

* Yersinia pseudotuberculosis®
* Yersinia ruckeri
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Symbol Meaning

Contains sufficient for <n> tests

j<

Authorized representative in the
European Community

practitioner

Ry only For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

BARCODES

User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.

o | AR N AR

A310HBOJ---X

o RS RIO
B

AST-N24001E

o | AVUEO OO0
C- -

-701081CT

o AER VIR AR DAV

DeGeL18@320L

o | NN IR AV

E1W2G202P1M2

o | NI MM ERN S RIR

FON13052300X

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use

(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL

All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories
N/A

Correction

Technical change
Administrative

Note:

Not applicable (First publication)

Correction of documentation anomalies

Addition, revision and/or removal of information related to the product
Implementation of non-technical changes noticeable to the user

Minor typographical, grammar, and formatting changes are not included
in the revision history.
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INTENDED USE

The VITEK® 2 Gram-negative Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of clinically significant aerobic Gram-negative bacilli to antimicrobial agents when
used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Extended-Spectrum Beta Lactamases (ESBLs)

ESBLs are enzymes that arise by mutations in genes for common plasmid-mediated beta-lactamases. Strains of Klebsiella
spp. and E. coli that produce ESBLs may be clinically resistant to therapy with penicillins, cephalosporins, or aztreonam
despite apparent in vitro susceptibility to some of these agents. Some of these strains will show MICs above the normal
susceptible population but below the standard breakpoints for certain extended-spectrum cephalosporins or aztreonam.
Before reporting a strain as an ESBL producer, a confirmatory method may be performed. The VITEK® 2 ESBL Test is a
confirmatory test for those ESBLs inhibited by clavulanic acid, and it utilizes cefepime, cefotaxime, and ceftazidime, with and
without clavulanic acid, to determine a positive or negative result.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach."5:1® The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method.’

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Gram-negatives). At the
completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for each antimicrobial
contained on the card.

PRECAUTIONS
 For In Vitro Diagnostic Use Only.
* For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.
* For professional use only.
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Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.
Do not use the card after the expiration date shown on the package liner.
Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.
Allow the card to come to room temperature before opening the package liner.
Do not use powdered gloves. Powder may interfere with the optics.
Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.
The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions
contained in the Instructions for Use.
It is highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local
guidelines or requirements.
Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.
Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

+ VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.

+ VITEK® 2 Compact: Do not load improperly filled cards.

Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.

Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be

required.’”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 1820

REAGENTS

When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Contents of the Card

Antimicrobic Code Concentration § Calling Range Calling Range FDA Indications for
< > Use
Ampicillin/ Sulbactam sam02n 4,16, 32 2 32 **N/A
Aztreonam atmO01n 2,8,32 1 64 **CSAGNB
Cefepime fep02n 2,8,16, 32 1 64 **CSAGNB
Cefixime cfm01n 0.25,1,2 0.25 4 **N/A
Ceftriaxone cro01n 1,2,8,32 1 64 **CSAGNB
Cefuroxime cxm01n 2,8,32 1 64 **CSAGNB
Chloramphenicol c01n 4,16, 32 2 64 **N/A
Colistin csO01n 4,16, 32 0.5 16 **N/A
ESBL esb01n FEP 1, CTX 0.5, NEG POS E. coli, K. pneumoniae,
CAZ 0.5, K. oxytoca

FEP/CA 1/10,

CTX/CA 0.5/4,

CAZ/CA 0.5/4
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Antimicrobic

Code

Concentration §

Calling Range

<

Calling Range

>

FDA Indications for
Use

Levofloxacin

lev02n®

0.25,05,2,8

0.12

8

E. cloacae, E. coli, K.

pneumoniae, P.
mirabilis, P.
aeruginosa, S.
marcescens, A.
baumannii, A. Iwoffii,
C. koseri, C. freundii,
E. aerogenes, E.
sakazakii, K. oxytoca,
M. morganii, P.
agglomerans, P.
vulgaris, P. rettgeri, P,
stuartii, P. fluorescens,
C. sakazakii

Meropenem mem02n® 0.5,2,6, 12 0.25 16 E. coli, K. pneumoniae,
P. aeruginosa, P.
mirabilis, Acinetobacter
spp., C. freundii, E.
cloacae, K. oxytoca, M.
morganii, P. vulgaris,
S. marcescens, A.
hydrophila, C.
diversus, H. alvei, P.
multocida, Salmonella
spp.,

Shigella spp.

Minocycline mnoO01n 2,4,8 1 16 **N/A

Moxifloxacin mxf01n 0.25,1,4 0.25 8 K. pneumoniae, C.
freundii, E. cloacae, E.
coli, K. oxytoca, P.

mirabilis

Piperacillin pip02n9 4,16, 32, 64 4 128 Acinetobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganii, P. rettgeri, P.
mirabilis, P. vulgaris, P.
aeruginosa, Serratia
spp., B. cepacia, C.
koseri, C. freundii, P.
fluorescens, C.

sakazakii

Tetracycline te01n 2,4,8 1 16 **CSAGNB

Ticarcillin/ Clavulanic Acid tcc01n 8/2, 32/2, 64/2 8/2 128/2 **CSAGNB

Tigecycline tgc01n® 0.75,2,4 0.5 8 C. freundii, C. koseri,
E. coli, E. cloacae, E.
aerogenes, K. oxytoca,
K. pneumoniae, S.

marcescens

Trimethoprim tmp01n 0.5,2,8 0.5 16 **N/A

Numerical values are expressed in pg/mL.
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§ Equivalent standard method concentration by efficacy.

**N/A = No specific FDA Indications for Use available

**CSAGNB = Clinically significant aerobic gram-negative bacilli
Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid.

NEG = Negative
POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0.0 gtc. = See performance characteristics identified by the drug code with this symbol.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since test
contains less than five discrete dilutions.

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.

SPECIMEN PREPARATION

Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 8 to 24 hours 35°C to 37°C 0.50 t0 0.63 145 uL in 3.0 VITEK® 2
Negative aerobic, non- mL 0.45% Compact: < 30
CBA . :
CO, saline minutes
MAC VITEK® 2: < 1
CPS ID hour
GN and AST CBA' 18 to 24 hours |35°C to 37°C 0.50 to 0.63 145 L in 3.0 < 30 minutes
GN pair MAC! aerobic, non- mL. 0.45%
CO, saline
TSAB
CPS ID

" These media were used in the identification product database developments and will give optimal performance.
Culture Requirements Table — Media Abbreviations

CBA = Columbia Sheep Blood Agar

MAC = MacConkey Agar

CPS ID = chromID™ CPS (CPS ID Agar)

TSAB = Trypticase Soy Agar with 5% Sheep Blood

TEST PROCEDURE
Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials
Materials provided are:

+ VITEK® 2 DensiCHEK™ Plus Kit

+ DensiCHEK™ Plus Standards Kit

* VITEK® 2 Cassette

» Adjustable volume saline dispenser

bioMérieux - English - 4
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* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes
« VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline
hookup) and 0.45% saline bag

Materials required, but not provided are:

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

» Loops, sterile sticks or swabs

» Appropriate agar medium (See the Culture Requirements Table.)
* QC isolates

+ VITEK® 2 AST Cards

* Micropipettors to deliver 145 pL

Optional Accessories:

 Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
* Vortex

Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
» Select isolated colonies from a primary plate if culture requirements are met.
» Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Use a sterile stick or swab to transfer a sufficient number of morphologically similar colonies to the saline tube prepared in
step 2. Prepare a homogenous organism suspension with a density equivalent to the appropriate McFarland standard
using the VITEK® 2 DensiCHEK™ Plus (see the Culture Requirements Table). The inoculum density required for the GN,
GP, ST, or YST can be diluted automatically for AST cards by the VITEK® 2 instrument (VITEK® 2 60 or VITEK® 2 XL).
Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.

4. Choose one of the following:

+ For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.
The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.

+ For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 145 L of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.
Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.

5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL
Quality Control organisms should be processed according to the Test Card Setup Procedure.
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Quality Control

CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. coli ATCC® P. aeruginosa E. coli ATCC® K. pneumoniae
25922™ ATCC® 27853™ 35218™ Ssp. pneumoniae
ATCC® 700603™
Ampicillin/ sam02n <2-8 - 8-232 -
Sulbactam
Aztreonam atm01n <1 2-8 - -
Cefepime fep02n <1 <1-8 - -
Cefixime cfm01n <0.25-1 - - -
Ceftriaxone cro01n <1 8-264 - -
Cefuroxime cxm01n 2-8 - - -
Chloramphenicol c01n <2-8 - - -
Colistin cs01n <0.5-1 <05-2 - -
ESBL esb01n NEG - - POS
Levofloxacin lev02n <0.12 0.5-4 - -
Meropenem memO02n <0.25 <0.25-1 - -
Minocycline mno01n <1 - - -
Moxifloxacin mxf01n <0.25 1-8 - -
Piperacillin pip02n <4 <4-8 > 12871 -
Tetracycline te01n <1-2 8-216 - -
Ticarcillin/ tccO01n <8/2-16/2 <8/2-32/2 <8/2-32/2 -
Clavulanic Acid
Tigecycline tgcO01n <0.5 - - -
Trimethoprim tmp01n <05-2 216 - -

Numerical values are expressed in pg/mL.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

t Escherichia coli ATCC® 35218™ is not intended for routine QC testing of ampicillin, piperacillin, or ticarcillin. This organism
is recommended only for routine QC of R-lactamase inhibitor combinations. However, since this strain contains a plasmid-
encoded R-lactamase (non-ESBL), it is resistant to many penicillinase-labile antimicrobials, but susceptible to R-lactamase/3-
lactamase inhibitor combinations. To ensure that the plasmid is present, testing of the R-lactam alone (e.g., AM, PIP, TIC), in
addition to the R-lactamase/R-lactamase inhibitor combination (e.g., AMC, SAM, TZP, TCC), can be performed. If the strain
has lost its plasmid, it will be susceptible to the R-lactam alone (i.e., AM, PIP, TIC), indicating that the QC test is invalid, and a
new culture of Escherichia coli ATCC® 35218™ must be used.

Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.?

Preparation of QC Organisms

1. Rehydrate the organism according to the manufacturer's instructions.
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Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
Incubate at 35°C for 24 hours.

Check for purity.

Subculture to a TSAB plate.

Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

oakoN

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.

2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.
Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.

RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Francaise de Microbiologie (CASFM), European
Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.

Combination Antimicrobials

The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,
ampicillin/sulbactam < 8/4 ug/mL is reported as < 8 pg/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:

« ticarcillin/clavulanic acid (ug/mL) 8/2, 16/2, 32/2, 64/2, 128/2

Antimicrobial Deduction
Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.
Clinical Efficacy and Indications for Use

AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Urinary Use Only Antimicrobials

Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLSI Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3

For urine only, per CLSI®:3
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» Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim, cefazolin
» Pseudomonas aeruginosa: lomefloxacin or ofloxacin, norfloxacin
» Other non-Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, sulfisoxazole, tetracycline

LIMITATIONS
A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or modification in the procedure may affect the results.

A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be
accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

Ticarcillin/Clavulanic Acid (tcc01n) has been approved for use only with Pseudomonas aeruginosa. An alternative
method of testing must be performed prior to reporting of results for all other organisms.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Ampicillin/Sulbactam (sam02n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
* Aztreonam (atm01n): Pseudomonas spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

» Meropenem (mem02n): Aeromonas spp.

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

» Tigecycline (tgc01n): C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

Perform an alternative method of testing prior to reporting of susceptible results for the following antibiotic/organism
combination(s):

+ Colistin (cs01n): Clinically-significant, aerobic, Gram-negative bacilli

EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Chloramphenicol (cO1n): Serratia spp.

« Ticarcillin/Clavulanic Acid (tccO1n): Serratia spp.

» Tigecycline (tgc01n): Serratia spp., Enterobacter spp., Morganella spp., Proteus spp., Providencia spp., Cronobacter
sakazakii

Perform an alternative method of testing prior to reporting of susceptible results for the following antibiotic/organism
combination(s):

+ Colistin (cs01n): Clinically-significant, aerobic, Gram-negative bacilli

EXPECTED VALUES

Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a £ twofold dilution (+ two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial

bioMérieux - English - 8

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-XNO5 046028- 01 - en - 2018-01

testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
essential agreement (EA) based on + one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”
*Data on file at bioMérieux, Inc

Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA | VME | ME mE
Aztreonam ATM atm01n CLSI # E 989 |16 0.3 0.3 96.6 |1.6 0.3 0.3 100
CA- | 93.7 |08 0.2 52 - - - -
SFM
Cefepime FEP fep02n CLSI # E 942 |4.0 1.4 6.3 921 |- - - 98.6
Cefixime CFM cfm01n CLSI | 96.3 |03 1.5 1.1 923 |04 1.5 6.8 99.8
CA- | 96.3 |03 1.5 1.1 923 |04 1.5 6.8
SFM
Ceftriaxone CRO cro01n CLSI #, E 958 | 1.1 0.5 3.0 90.2 |11 0.5 9.3 98.5
CA- | 93.0 |04 0.6 4.2 - - - -
SFM
Cefuroxime CXM cxm01n CLSI # E 953 |15 1.0 1.6 939 |15 1.0 4.8 99.6
Chloramphenicol C c01n CLSI | 953 |08 0.0 3.0 86.2 |0.8 0.0 134 |96.1
CA- | 953 |08 0.0 3.0 86.2 |0.8 0.0 134
SFM
Colistin CS cs01n CA- | 96.1 |34 0.7 0.0 97.3 |54 1.4 N/A 99.2
SFM
Extended-Spectrum ESBL esb01n CLSI #, E N/A N/A N/A N/A 97.7 |27 1.9 N/A 100
Beta-Lactamase
(ESBL)
Levofloxacin LEV lev02n CLSI #EO® 98.6 |05 0.2 0.3 958 |0.5 0.2 3.9 100
CA- E® 98.6 |0.0 0.7 0.1 96.5 |0.0 0.7 3.0
SFM
Meropenem MEM mem02n CLSI # E® 97.6 1.4 0.0 0.3 96.8 1.4 0.0 2.8 99.6
Global |#,E® 976 |0.0 0.0 0.5 97.7 |0.0 0.0 23
Minocycline MNO mno01n CLSI | 947 |03 1.3 2.3 84.8 |03 1.3 143 |98
CA- | 947 |03 1.3 2.3 84.8 |03 1.3 14.3
SFM
Moxifloxacin MXF mxf01n CLSI # E 98.7 |0.0 0.0 0.0 97.8 |22 0.0 0.0 100
Piperacillin PIP pip02n CLSI #HE® 946 |20 0.2 3.7 924 |27 0.2 6.8 99.3
CA- E® 946 |20 0.3 25 91.0 |20 0.3 8.1
SFM
Global |#,E® 949 |1.2 0.5 3.8 919 |1.2 0.5 74
Tetracycline TE te01n CLSI # E 955 |1.0 0.0 1.4 93.0 |1.0 0.0 6.6 100
Ticarcillin/Clavulanic TCC tccO1n CLSI # E 989 |0.0 1.9 0.6 92.7 |0.0 1.9 19.6 | 100
Acid CA- | 948 |22 0.3 4.1 - - - -
SFM
Tigecycline TGC tgcO1n Global |#E 944 |0.0 2.0 0.0 90.1 |0.0 2.0 8.5 100
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Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA| VME | ME mE
Trimethoprim TMP tmpO1n CLSI | 93.7 |16 1.0 N/A 96.4 |3.0 4.0 0.0 100
CA- | 93.7 |1.0 1.1 1.2 934 |1.0 1.1 5.7
SFM

T Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

2 Comment — Specific organism groups are designated as P. aeurg. for Pseudomonas aeruginosa, others for species other
than Pseudomonas aeruginosa, and Acineto. for Acinetobacter.

Key:

# = US Food and Drug Administration 510(k) cleared

CLSI® = Clinical and Laboratory Standards Institute

CA-SFM = Comité de I'Antibiogramme de la Société Francaise de Microbiologie
E = External performance data
| = Internal performance data

— = Not available

@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.
Ref. = Reference method for clinical performance study.

EUCAST Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ2 | VME ME mE %CA | VME ME mE
Aztreonam ATM atm01n Enterobacteriaceae, | 98.1 0.0 0.9 1.0 97.4 0.0 0.9 1.9
Pseudomonas
Cefepime FEP fep02n Enterobacteriaceae, | 97.0 2.0 1.3 0.8 93.9 9.0 2.6 2.4
Pseudomonas
Cefixime CFM cfm01n Enterobacteriaceae | 95.6 25 1.6 0.0 96.4 8.6 23 0.0
Ceftriaxone CRO cro01n Enterobacteriaceae | 98.0 0.0 0.4 1.3 98.0 0.0 0.4 1.6
Cefuroxime CXM cxm01n | Enterobacteriaceae | 94.0 2.8 2.6 0.0 93.7 3.7 7.8 0.0
Chloramphenicol C c01n Enterobacteriaceae | 97.2 2.3 3.1 0.0 89.1 4.1 14.8 0.0
(excludes: Serratia)
Colistin CS cs01n Pseudomonas, 96.3 4.7 0.6 0.0 97.8 5.0 0.7 0.0
Acinetobacter,
Enterobacteriaceae
Levofloxacin LEV lev02n (2] 99.4 0.0 1.3 0.2 96.7 0.0 0.7 2.9
Meropenem MEM mem02n | 97.6 0.5 0.0 0.6 95.9 0.5 0.0 3.9
Moxifloxacin MXF mxfO1n Enterobacteriaceae | 98.7 0.0 0.6 0.2 954 0.0 0.6 4.1
Piperacillin PIP pip02n Enterobacteriaceae, | 93.9 24 1.6 1.9 88.5 4.3 2.9 8.5
Pseudomonas @
Ticarcillin/Clavulanic Acid | TCC tcc01n Enterobacteriaceae | 94.7 29 0.8 1.7 87.0 6.9 1.9 8.9
(excludes: Serratia),
Pseudomonas
Tigecycline TGC tgc01n (excludes: Serratia, | 96.9 0.0 0.4 0.8 94.6 0.0 0.4 5.0
Morganella/Proteus/
Providencia, and
Enterobacter)
Trimethoprim TMP tmp01n Enterobacteriaceae | 94.2 3.8 0.5 1.3 93.5 3.8 0.5 5.0

T Comment — Unless stated otherwise, performance is for Enterobacteriaceae, Pseudomonas, and Acinetobacter.
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2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mg =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

Key:
# = EUCAST = European Committee on Antimicrobial Susceptibility
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.

LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.

Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Negative Organisms Claimed for AST-GN (keyID)

» Achromobacter denitrificans

» Achromobacter xylosoxidans

» Acinetobacter baumannii*

» Acinetobacter baumannii complex*
* Acinetobacter calcoaceticus®
Acinetobacter haemolyticus
Acinetobacter johnsonii

» Acinetobacter junii
Acinetobacter Iwoffii
Acinetobacter pittii*
Acinetobacter spp.

* Aeromonas caviae

» Aeromonas hydrophila

» Aeromonas hydrophila/caviae
* Aeromonas sobria

» Alcaligenes faecalis ssp. faecalis
* Bordetella avium

» Bordetella bronchiseptica

* Brevundimonas diminuta

* Brevundimonas diminuta/vesicularis
* Brevundimonas vesicularis

* Burkholderia cepacia*

» Cedecea davisae*

» Cedecea lapagei*

* Cedecea neteri*

» Chryseobacterium gleum

» Chryseobacterium indologenes
 Citrobacter amalonaticus*
 Citrobacter braakii*
 Citrobacter farmeri*

« Citrobacter freundii*
 Citrobacter koseri*

» Citrobacter youngae*

» Comamonas testosteroni

» Cronobacter muytjensii*

» Cronobacter sakazakii group*

» Cronobacter sakazakii*

» Delftia acidovorans

» Edwardsiella hoshinae*

.
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» Edwardsiella tarda*

 Elizabethkingia meningoseptica (formerly known as Chryseobacterium meningosepticum)
» Enterobacter aerogenes*

» Enterobacter asburiae®

» Enterobacter cancerogenus®

» Enterobacter cloacae*

» Enterobacter cloacae complex*

» Enterobacter cloacae ssp. cloacae*

» Enterobacter cloacae ssp. dissolvens *

 Escherichia coli*

« Escherichia coli ATCC® 25922™

« Escherichia coli ATCC® 35218™

» Escherichia fergusonii

 Escherichia hermannii*

 Escherichia vulneris*

» Ewingella americana

* Hafnia alvei*

* Hafnia paralvei*

* Klebsiella oxytoca*

* Klebsiella pneumoniae*

 Klebsiella pneumoniae ssp. ozaenae*

* Klebsiella pneumoniae ssp. pneumoniae*

« Klebsiella pneumoniae ssp. pneumoniae ATCC® 700603 ™

* Klebsiella pneumoniae ssp. rhinoscleromatis™

* Klebsiella spp.*

* Kluyvera ascorbata*

* Kluyvera cryocrescens*

* Kluyvera intermedia (formerly known as Enterobacter intermedius)*
* Leclercia adecarboxylata*

* Lelliottia amnigena (formerly known as Enterobacter amnigenus)*
* Lelliottia amnigena 1 (formerly known as Enterobacter amnigenus 1)*
« Lelliottia amnigena 2 (formerly known as Enterobacter amnigenus 2)
* Mannheimia haemolytica

* Moraxella group

* Moraxella lacunata

* Moraxella nonliquefaciens

» Moraxella osloensis

* Morganella morganii*

» Morganella morganii ssp. morganii*

» Morganella morganii ssp. sibonii*

* Myroides ssp.

* Pantoea agglomerans

* Pantoea dispersa

» Pasteurella aerogenes

* Pasteurella multocida*

» Pasteurella pneumotropica

* Plesiomonas shigelloides

* Pluralibacter gergoviae (formerly known as Enterobacter gergoviae)*
* Proteus hauseri*

* Proteus mirabilis*

* Proteus penneri*

* Proteus vulgaris®
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* Providencia alcalifaciens*

* Providencia rettgeri*

* Providencia rustigianii*

* Providencia stuartii*

* Pseudomonas aeruginosa*

+ Pseudomonas aeruginosa ATCC® 27853™
* Pseudomonas alcaligenes

* Pseudomonas fluorescens

* Pseudomonas luteola

* Pseudomonas mendocina

* Pseudomonas oleovorans

* Pseudomonas oryzihabitans

* Pseudomonas putida

* Pseudomonas spp.

* Pseudomonas stutzeri

* Ralstonia pickettii

* Raoultella ornithinolytica*

* Raouiltella planticola*

* Raouiltella terrigena*

» Salmonella enterica ssp. arizonae
» Salmonella enterica ssp. enterica*
» Salmonella group*

» Salmonella ser. Enteritidis*

» Salmonella ser. Paratyphi A*

« Salmonella ser. Paratyphi B*

» Salmonella ser. Paratyphi C*

« Salmonella ser. Typhi*

» Salmonella ser. Typhimurium*
» Salmonella spp.*

« Serratia ficaria*

« Serratia fonticola*

* Serratia grimesii*

» Serratia liquefaciens*

» Serratia liquefaciens group*

» Serratia marcescens®
 Serratia odorifera*

» Serratia plymuthica®

» Serratia proteamaculans
 Serratia rubidaea*

» Shewanella putrefaciens

» Shewanella putrefaciens group
» Shigella boydii*

 Shigella dysenteriae*

» Shigella flexneri*

* Shigella group*

» Shigella sonnei*

 Shigella spp.

» Sphingobacterium multivorum
» Sphingobacterium spiritivorum
* Sphingomonas paucimobilis

» Stenotrophomonas maltophilia®
* Vibrio alginolyticus
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Vibrio fluvialis

Vibrio harveyi

Vibrio metschnikovii

Vibrio mimicus

Vibrio parahaemolyticus
Vibrio vulnificus

Yersinia aldovae

Yersinia enterocolitica®
Yersinia enterocolitica group*
Yersinia frederiksenii*
Yersinia intermedia*®

Yersinia kristensenii*
Yersinia pseudotuberculosis*
Yersinia ruckeri
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INDEX OF SYMBOLS

Meaning

Catalog number

In Vitro Diagnostic Medical Device

Legal Manufacturer

Temperature limitation

Use by date

Batch code

Consult Instructions for Use

Date of manufacture

Contains sufficient for <n> tests

Authorized representative in the
European Community

7 B <L RENO~RLEEE

For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed
practitioner

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

BARCODES

User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.
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LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note: Minor typographical, grammar, and formatting changes are not included

in the revision history.
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Release Date Part Number Change Type Change Summary

2018-01 046028-01 Administrative » Formatting changes do
not affect the fit, form, or
function of the product

Technical change * Combined product
package insert content
with VITEK® 2 Product
Information Manual AST
content

» Updated Limited
Warranty section

» Updated with RX only

information

Updated with EUCAST

limitations
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INTENDED USE

The VITEK® 2 Gram-negative Susceptibility Card is intended for use with the VITEK® 2 Systems in clinical laboratories as an
in vitro test to determine the susceptibility of clinically significant aerobic Gram-negative bacilli to antimicrobial agents when
used as instructed.

SUMMARY AND EXPLANATION

Susceptibility testing is indicated for any organism that contributes to an infectious process warranting antimicrobial
chemotherapy. Susceptibility tests are most often indicated when the causative organism is thought to belong to a species
capable of exhibiting resistance to commonly used agents. Isolated colonies of each type of organism that may play a
pathogenic role are selected from an agar plate and tested for susceptibility. These tests are then examined and the
Minimum Inhibitory Concentration (MIC) is determined. The MIC obtained using a dilution test may tell the physician the
concentration of an antimicrobial agent needed at the site of infection to inhibit the infecting organism.

MICs have traditionally been determined using antimicrobial concentrations derived from serial twofold dilutions.2 The MIC is
then determined from the lowest concentration that exhibits inhibition of growth. An interpretive criterion (Susceptible,
Intermediate, or Resistant) can then be assigned to MIC results to aid in the direction of therapy.

For some antimicrobials (e.g., high-level gentamicin, high-level streptomycin) a qualitative result is generated.

The standard and reference procedures are based on susceptibility tests requiring 16 to 24 hours of incubation for bacteria.
Various manufacturers have now developed automated procedures designed to generate results more rapidly by using
shortened incubation times. Laboratories worldwide use either variations of the standard reference procedure or a
commercially available product to determine the MICs of infectious organisms.

Extended-Spectrum Beta Lactamases (ESBLs)

ESBLs are enzymes that arise by mutations in genes for common plasmid-mediated beta-lactamases. Strains of Klebsiella
spp. and E. coli that produce ESBLs may be clinically resistant to therapy with penicillins, cephalosporins, or aztreonam
despite apparent in vitro susceptibility to some of these agents. Some of these strains will show MICs above the normal
susceptible population but below the standard breakpoints for certain extended-spectrum cephalosporins or aztreonam.
Before reporting a strain as an ESBL producer, a confirmatory method may be performed. The VITEK® 2 ESBL Test is a
confirmatory test for those ESBLs inhibited by clavulanic acid, and it utilizes cefepime, cefotaxime, and ceftazidime, with and
without clavulanic acid, to determine a positive or negative result.

STORAGE CONDITIONS
Upon receipt, store VITEK® 2 AST cards unopened in their original package liner at 2°C to 8°C.

PRINCIPLE OF THE TEST

The AST card for VITEK® 2 Systems is an automated test methodology based on the MIC technique reported by MacLowry
and Marsh and Gerlach."5:1® The AST card is essentially a miniaturized and abbreviated version of the doubling dilution
technique for MICs determined by the microdilution method."

Each AST card contains a control well containing only microbiological culture medium. The remaining microwells contain
premeasured amounts of specific antimicrobials combined with culture medium.

The organism suspension to be tested must be diluted to a standardized concentration in 0.45% saline before being used to
rehydrate the antimicrobial medium within the card. The card is then filled, sealed, and placed into the instrument incubator/
reader, either automatically (as with VITEK® 2 60 or VITEK® 2 XL) or manually (as with VITEK® 2 Compact). The instrument
monitors the growth of each well in the card over a defined period of time (up to 18 hours for Gram-negatives). At the
completion of the incubation cycle, MIC values (or test results, as appropriate) are determined for each antimicrobial
contained on the card.

PRECAUTIONS
» For In Vitro Diagnostic Use Only.
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» For US Only: Caution: US Federal Law restricts this device to sale by or on the order of a licensed practitioner.

» For professional use only.

« Suspensions not within the appropriate zone on the VITEK® 2 DensiCHEK™ Plus or VITEK® 2 DensiCHEK™ may
compromise card performance.

» Do not use the card after the expiration date shown on the package liner.

» Store the card unopened in the package liner. Do not use the card if the protective package liner is damaged or if no
desiccant is present.

» Allow the card to come to room temperature before opening the package liner.

» Do not use powdered gloves. Powder may interfere with the optics.

» Use of culture media other than the recommended types must be validated by the customer laboratory for acceptable
performance.

+ The card performs as intended only when used in conjunction with VITEK® 2 Systems, following the instructions

contained in the Instructions for Use.

It is highly recommended that Good Laboratory Practices (e.g., FDA, CLSI, ISO, etc.) also be followed, according to local

guidelines or requirements.

» Do not use glass test tubes. Use clear plastic (polystyrene) tubes only. Variation exists among test tubes of standard
diameter. Carefully place the tube into the cassette. If resistance is encountered, discard and try another tube that does
not require pressure to insert.

« Prior to inoculation, inspect cards for tape tears or damage to the tape and discard any that are suspect. Check the
saline level in the tubes after the cassette has been processed to ensure proper filling of card.

o VITEK® 2 60 or VITEK® 2 XL: Eject improperly filled cards.
o VITEK® 2 Compact: Do not load improperly filled cards.

 Give special consideration to specimen source and patient therapy regimen. AST cards may contain some antimicrobials
that are not proven to be effective for treatment of infections due to all organisms that may be tested. For interpreting and
reporting of antimicrobial results that have been shown to be active against organism groups both in vitro and in clinical
infections, refer to the individual pharmaceutical antimicrobial labeling or local therapy guidelines.

Interpretation of test results requires the judgment and skill of a person knowledgeable in AST. Additional testing may be
required.!”

Warning: All patient specimens, microbial cultures, and inoculated VITEK® 2 cards, along with associated materials,
are potentially infectious and should be treated with universal precautions 1820

REAGENTS
When used with VITEK® 2 instrumentation, the AST card is a complete system for routine susceptibility testing. Each AST
card contains selected antimicrobials in varying concentrations, dried with a microbiological culture medium.

Table 1: Contents of the Card

Antimicrobic Code Concentration § | Calling Range Calling Range FDA Indications for
< > Use

Ampicillin am01n 4,8, 32 2 32 **CSAGNB
Ampicillin/ Sulbactam sam02n 4,16, 32 2 32 *N/A

Cefepime fep02n 2, 8,16, 32 1 64 **CSAGNB
Cefotaxime ctx01n 1,4, 16, 32 1 64 **CSAGNB
Cefpodoxime cpd01n 0.5,1,4 0.25 8 **CSAGNB
Ceftazidime caz01n 1,2,8,32 1 64 **CSAGNB
Cefuroxime cxmO01n 2,8,32 1 64 **CSAGNB
Ciprofloxacin cip01n 0.5,2,4 0.25 4 **CSAGNB
Gentamicin gmO1n 4,16, 32 1 16 **CSAGNB
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Antimicrobic

Code

Concentration §

Calling Range

<

Calling Range

>

FDA Indications for
Use

Imipenem

ipm04n

1,2,6,12

0.25

16

Acinetobacter spp.,
Citrobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganii, P. vulgaris, P.
rettgeri, P. aeruginosa,
S. marcescens, P.
stuartii

Levofloxacin

lev02n®

0.25,05,2,8

0.12

E. cloacae, E. coli, K.
pneumoniae, P,
mirabilis, P.
aeruginosa, S.
marcescens, A.
baumannii, A. Iwoffii,
C. koseri, C. freundii,
E. aerogenes, E.
sakazakii, K. oxytoca,
M. morganii, P.
agglomerans, P.
vulgaris, P. rettgeri, P.
stuartii, P. fluorescens,
C. sakazakii

Meropenem

mem02n®

05,2,6,12

0.25

16

E. coli, K. pneumoniae,
P. aeruginosa, P.
mirabilis, Acinetobacter
spp., C. freundii, E.
cloacae, K. oxytoca, M.
morganii, P. vulgaris,
S. marcescens, A.
hydrophila, C.
diversus, H. alvei, P.
multocida, Salmonella
spp.,

Shigella spp.

Piperacillin

pip02n9

4,16, 32, 64

128

Acinetobacter spp.,
Enterobacter spp., E.
coli, Klebsiella spp., M.
morganii, P. rettgeri, P.
mirabilis, P. vulgaris, P.
aeruginosa, Serratia
spp., B. cepacia, C.
koseri, C. freundii, P.
fluorescens, C.
sakazakii

Piperacillin/ Tazobactam

tzp03n°®

2/4, 8/4, 2414,
32/4,32/8, 48/8

4/4

128/4

A. baumannii, E. coli,
K. pneumoniae, P.
aeruginosa, C. koseri,
M. morganii, P.
mirabilis, P. vulgaris, P.
rettgeri, P. stuartii, S.
enterica
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Antimicrobic

Code

Concentration §

Calling Range

<

Calling Range

>

FDA Indications for
Use

Tigecycline

tgc01n®

0.75,2, 4

0.5

8

C. freundii, C. koseri,
E. coli, E. cloacae, E.
aerogenes, K. oxytoca,
K. pneumoniae, S.
marcescens

Tobramycin

tm01n

8, 16, 64

16

**CSAGNB

Trimethoprim/

Sulfamethoxazole

sxt02n®

1/19, 4/76,
16/304

20 (1/19)

320 (16/304)

Klebsiella spp.,
Enterobacter spp., M.
morganii, P. vulgaris, P.
mirabilis, S. sonnei, S.
flexneri,
**Eco(+ETEC), C.
sakazakii

Numerical values are expressed in yg/mL.

§ Equivalent standard method concentration by efficacy.

**CSAGNB = Clinically significant aerobic gram-negative bacilli

**N/A = No specific FDA Indications for Use available

0.0 gtc. = See performance characteristics identified by the drug code with this symbol.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since test
contains less than five discrete dilutions.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

INSTRUMENT

The VITEK® 2 instruments are a family of in vitro diagnostic devices intended to rapidly assess the antimicrobial susceptibility
of bacterial and yeast pathogens to available antimicrobial agents. For detailed information on the use and operation of these
devices, refer to the appropriate Instrument User Manual.

SPECIMEN PREPARATION

Table 2: Culture Requirements Table

VITEK® 2 Card Media Age of Culture Incubation McFarland Dilution for AST Age of
Conditions Standards Suspension
Before Loading
Instrument
AST Gram- TSAB 8 to 24 hours 35°C to 37°C 0.50 to 0.63 145 puLin 3.0 VITEK® 2
Negative aerobic, non- mL 0.45% Compact: < 30
CBA . .
CO, saline minutes
MA
c VITEK® 2: <1
CPS ID hour
GN and AST CBA' 18 to 24 hours | 35°C to 37°C 0.50 to 0.63 145 L in 3.0 < 30 minutes
GN pair MAC! aerobic, non- mL' 0.45%
CO, saline
TSAB
CPS ID

" These media were used in the identification product database developments and will give optimal performance.

Culture Requirements Table — Media Abbreviations
CBA = Columbia Sheep Blood Agar

Perunctpamua MU & Poc3gpaerapzope
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MAC = MacConkey Agar
CPS ID = chromID™ CPS (CPS ID Agar)
TSAB = Trypticase Soy Agar with 5% Sheep Blood

TEST PROCEDURE

Warning: Failure to properly follow instructions and recommendations provided in this section for performing
laboratory tasks may cause erroneous or delayed results.

Materials

Materials provided are:

* VITEK® 2 DensiCHEK™ KitVITEK® 2 DensiCHEK™ Plus KitVITEK® 2 DensiCHEK® Kit

+ VITEK® 2 DensiCHEK™ Standards KitVITEK® 2 DensiCHEK™ Plus Standards KitVITEK® 2 DensiCHEK® Plus Standards
Kit

* VITEK® 2 Cassette

» Adjustable volume saline dispenser

* 12 mm x 75 mm clear plastic (polystyrene) disposable test tubes

« VITEK® 2 60 or VITEK® 2 XL only: VITEK® 2 Pipettor/Diluter Accessory Kit (containing instrument pipette tips and saline
hookup) and 0.45% saline bag

Materials required, but not provided are:

« Sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)

» Loops, sterile sticks or swabs

» Appropriate agar medium (See the Culture Requirements Table.)
+ QC isolates

+ VITEK® 2 AST Cards

* Micropipettors to deliver 145 pL

» Micropipettors to deliver 280 uL

» Disposable pipette tips

Optional Accessories:

* Pre-dispensed saline test tubes (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0)
» Test tube caps
* Vortex

Test Card Setup Procedure

The following procedure contains general information applicable to all susceptibility products. (See the Culture Requirements
Table for product-specific information.)

Note: Prepare the inoculum from a pure culture, according to good laboratory practices. In case of mixed cultures, a re-
isolation step is required. It is recommended that a purity check plate be done to ensure that a pure culture was used for
testing.

1. Do one of the following:
o Select isolated colonies from a primary plate if culture requirements are met.
o Subculture the organism to be tested to appropriate agar medium and incubate accordingly.

2. Aseptically transfer 3.0 mL of sterile saline (aqueous 0.45% to 0.50% NaCl, pH 4.5 to 7.0) into a clear plastic
(polystyrene) test tube (12 mm x 75 mm).

3. Using sterile technique, prepare a homogenous organism suspension with a density equivalent to the appropriate
McFarland standard or McFarland Reference using a compatible benchtop densitometer (see the Culture Requirements
Table).

Note: The age of the suspension before loading the instrument for AST testing must be less than one hour when using
VITEK® 2 60 or VITEK® 2 XL, and less than 30 minutes when using VITEK® 2 Compact.
4. Choose one of the following:
> For an automatic dilution (VITEK® 2 60 or VITEK® 2 XL only): Place the suspension tube prepared in step 3 into
the cassette with or without an identification card. In the next cassette slot, place an empty tube and an AST card.

bioMérieux - English - 5
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The instrument will automatically dilute the bacterial suspension to prepare an inoculum suitable for the susceptibility
card.

> For a manual dilution (VITEK® 2 Compact, VITEK® 2 60 or VITEK® 2 XL): In a second tube containing 3.0 mL of
saline, transfer 145 L of the suspension prepared in step 3. Then place this tube in the cassette with a susceptibility
card. The tube with the initial bacterial suspension can also be used for inoculation of an identification card.

Note: Check the saline level in the tubes after filling. When it is evident by the saline level in the tube that a card has
been improperly filled, do not load the card if using VITEK® 2 Compact; or, eject the card if using VITEK® 2 60 or VITEK®
2 XL.
Note: Refer to the appropriate Instrument User Manual for detailed information regarding data entry, processing, etc.

5. Follow your local inspecting agency’s guidelines for disposal of hazardous waste.

QUALITY CONTROL

Quality Control organisms should be processed according to the Test Card Setup Procedure.

Table 3: Quality Control

CLSI® Quality Control Organisms VITEK® 2 Results
Antimicrobic Code E. coli ATCC® P. aeruginosa E. coli ATCC® K. pneumoniae
25922™ ATCC® 27853™ 35218™ SSp. pneumoniae
ATCC® 700603™
Ampicillin am01n <2-8 - =32t -
Ampicillin/ sam02n <2-8 - 8-232 -
Sulbactam
Cefepime fep02n <1 <1-8 - -
Cefotaxime ctx01n <1 8-32 - -
Cefpodoxime cpd01n <0.25-1 - - -
Ceftazidime caz01n <1 <1-4 - -
Cefuroxime cxmO01n 2-8 - - -
Ciprofloxacin cip01n <0.25 <0.25-1 - -
Gentamicin gmO01n <1 <1-2 - -
Imipenem ipm04n <0.25 1-4 - -
Levofloxacin lev02n <0.12 0.5-4 - -
Meropenem memO02n <0.25 <0.25-1 - -
Piperacillin pip02n <4 <4-8 = 128% -
Piperacillin/ tzp03n < 4/41 <4/4 - 8/42 < 4/43 -
Tazobactam
Tigecycline tgc01n <0.5 - - -
Tobramycin tmO1n <1 <1 - -
Trimethoprim/ sxt02n <20 (1/19) 160 (8/152) - =2 320 - -
Sulfamethoxazole (16/304)

Numerical values are expressed in yg/mL.

t Escherichia coli ATCC® 35218™ is not intended for routine QC testing of ampicillin, piperacillin, or ticarcillin. This organism
is recommended only for routine QC of R-lactamase inhibitor combinations. However, since this strain contains a plasmid-
encoded 3-lactamase (non-ESBL), it is resistant to many penicillinase-labile antimicrobials, but susceptible to 3-lactamase/R3-
lactamase inhibitor combinations. To ensure that the plasmid is present, testing of the R-lactam alone (e.g., AM, PIP, TIC), in
addition to the R-lactamase/R-lactamase inhibitor combination (e.g., AMC, SAM, TZP, TCC), can be performed. If the strain
has lost its plasmid, it will be susceptible to the R-lactam alone (i.e., AM, PIP, TIC), indicating that the QC test is invalid, and a
new culture of Escherichia coli ATCC® 35218™ must be used.

TFDA/CLSI Broth Microdilution expected QC range = 1/4 - 4/4 pg/mL

bioMérieux - English - 6
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2FDA/CLSI Broth Microdilution expected QC range = 1/4 - 8/4 uyg/mL
SFDA/CLSI Broth Microdilution expected QC range = 0.5/4 - 2/4 ug/mL
Certification Statement

This is to certify that bioMérieux complies with ISO 13485 and FDA Quality System Regulation (QSR) requirements for
design, development, and manufacture of antimicrobial susceptibility systems.

Frequency of QC Testing

Refer to Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically, CLSI® and/or your local
guidelines.2

Preparation of QC Organisms

Rehydrate the organism according to the manufacturer's instructions.
Subculture to Trypticase Soy Agar with 5% sheep blood (TSAB).
Incubate at 35°C for 24 hours.

Check for purity.

Subculture to a TSAB plate.

Incubate 16 to 18 hours at 35°C.

Short-Term Storage Conditions

1. Streak to a TSAB plate or slant.

2. Incubate for 24 hours.

3. Refrigerate at 2°C to 8°C for up to two weeks.

4. Subculture once as described above and use for QC.

ook wN=

Long-Term Storage Conditions

1. Make a heavy suspension in Tryptic Soy Broth (TSB) with 15% glycerol.

2. Freeze at-70°C.

3. Subculture to TSAB twice before running QC.
Note: Avoid repeated thawing and refreezing by either freezing in single-use aliquots or removing a small portion of
frozen organism preparation with a sterile applicator stick.

RESULTS
Susceptibility Analytical Techniques

The system evaluates each organism’s growth pattern in the presence of the antimicrobial in relation to the growth control
well. Several parameters based on the growth characteristics are used to determine the MIC or qualitative result (for
example, ESBL POS/NEG). The MIC result must be linked to an organism identification to determine a category
interpretation. Accurate identification is critical, especially with certain organism/antimicrobial combinations (e.g.,
Staphylococcus aureus/oxacillin).

In cases where the identification of an organism is in question, confirmatory testing is necessary to ensure correct
interpretation of susceptibility results.

A category interpretation will be reported along with a MIC, according to the interpretations defined by the Food and Drug
Administration (FDA), CLSI®, Comité de I'Antibiogramme de la Société Francaise de Microbiologie (CASFM), European
Committee for Antimicrobial Susceptibility Testing (EUCAST), or to an adaptation of the global settings according to other
local guidelines.

Note: When FDA and CLSI® breakpoints differ, VITEK® 2 Systems AST tests are cleared for use with FDA breakpoints
applied.
Combination Antimicrobials
The MICs for the combination antimicrobials are listed on the laboratory and patient reports as the first concentration (e.g.,
ampicillin/sulbactam < 8/4 ug/mL is reported as < 8 yg/mL.). The actual concentrations for each value in the antimicrobial
calling range are as follows:

+ ampicillin/sulbactam (sam01n) (ug/mL) 2/1, 4/2, 8/4, 16/8, 32/16

« piperacillin/tazobactam (ug/mL) 4/4, 8/4, 16/4, 32/4, 64/4, 128/4

bioMérieux - English - 7
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« trimethoprim/sulfamethoxazole: Note exception — This drug is listed on the laboratory and patient reports as the sum of
the two antimicrobial concentrations: 20 pg/mL = 1/19, 40 pg/mL = 2/38, 80 pg/mL = 4/76, 160 ug/mL = 8/152, 320
pg/mL = 16/304

Antimicrobial Deduction
Antimicrobials that have been deduced will only report an interpretive result and will be noted with a +.
Clinical Efficacy and Indications for Use

AST cards may contain some antimicrobials that are not proven to be effective for treatment of infections caused by all
organisms that may be tested. For interpreting and reporting of antimicrobial results that have shown to be active against
organism groups both in vitro and in clinical infections, refer to the individual pharmaceutical antimicrobial labeling or the local
therapy guidelines.

Urinary Use Only Antimicrobials

Certain antimicrobial agents are limited to use in treating urinary tract infections. Accordingly, these agents should not be
reported against pathogens recovered from infection sites other than the urinary tract (except as noted). Please refer to the
current CLSI Performance Standards for Susceptibility Testing, M100 and/or local guidelines for additional information.3

For urine only, per CLS|®:3

» Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, nitrofurantoin, sulfisoxazole, trimethoprim, cefazolin
» Pseudomonas aeruginosa: lomefloxacin or ofloxacin, norfloxacin
» Other non-Enterobacteriaceae: lomefloxacin or ofloxacin, norfloxacin, sulfisoxazole, tetracycline

LIMITATIONS
A VITEK® 2 AST card cannot be used with a direct clinical specimen or sample or other sources containing mixed flora. Any
change or modification in the procedure may affect the results.

A result for an antibiotic/organism combination, which may have a limitation, may be suppressed from reporting. This can be
accomplished through the use of bioART rules in the VITEK® 2 Systems software. Refer to the software user manual for
instructions.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

» Ampicillin (amO1n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

» Ampicillin/Sulbactam (sam02n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
» Cefpodoxime (cpd01n): Morganella morganii, Serratia spp.

* Imipenem (ipm04n): Serratia marcescens

* Piperacillin/Tazobactam (tzp03n): Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

* Imipenem (ipm04n): Aeromonas spp.
» Meropenem (memO02n): Aeromonas spp.
 Piperacillin/Tazobactam (tzp03n): Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains were
not available at the time of comparative testing:

« Tigecycline (tgc01n): C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

EUCAST Limitations

It is recommended that the existing bioART suppression rules be enabled, or new rules created and enabled, for these
limitations if the EUCAST breakpoints are applied.
Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
» Ampicillin (amO01n): Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
» Cefpodoxime (cpd01n): Serratia spp.
* Imipenem (ipm04n): Serratia marcescens
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» Tigecycline (tgc01n): Serratia spp., Enterobacter spp., Morganella spp., Proteus spp., Providencia spp., Cronobacter
sakazakii

EXPECTED VALUES

Expected results for susceptibility tests will vary based on location and institution. VITEK® 2 Systems were tested at several
geographically diverse locations to ensure that trends that occurred by location were integrated into the performance
characteristics of the system. Organism resistance patterns will differ by institution; therefore, expected values will be directly
related to the population of organisms at each site.

PERFORMANCE CHARACTERISTICS

The performance characteristics of the antimicrobial agents included in VITEK® 2 AST cards were established using the
manual and autodilution modes (on a VITEK® 2 System) at multiple clinical laboratories. The VITEK® 2 AST card results were
compared to results from a CLSI® reference method. Essential agreement (EA) represents VITEK® 2 results which agree
exactly or are within a + twofold dilution (+ two doubling dilutions for antifungal) of the reference result.

Category agreement (CA) occurs when the VITEK® 2 and the reference interpretative results agree (Susceptible,
Intermediate, and Resistant). There are instances when the category agreement for an antimicrobial falls below the essential
agreement. This can occur when a significant number of MICs cluster around a category breakpoint during clinical trial
testing, resulting in interpretative errors. For a description of interpretive errors, refer to the footnotes below the table that
follows (Performance Characteristics). When the majority of the errors are of the minor type, a high corresponding essential
agreement percentage demonstrates that the antimicrobial retains an acceptable overall performance.

There are instances when the performance is based solely on category agreement (CA) because at the time performance
was established, less than five discrete twofold dilutions were evaluated. A minimum of five dilutions is necessary to calculate
essential agreement (EA) based on + one twofold dilution. These instances are designated by a "c" footnote in the Contents
of the Card table. The following performance tables have values for CA only when EA was not established at the time of FDA
clearance.

The reproducibility of the VITEK® 2 system was established by testing a set of on-scale organisms.”
*Data on file at bioMérieux, Inc

Table 4: Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % [Ear ducibility
Code
% EA | VME | ME mE | % CA | VME | ME mE
Ampicillin AM am01n CLSI #,E 93.3 [1.3 0.0 0.8 909 (1.3 0.0 7.8 99.3
CA- | 949 |06 2.2 43 - - - -
SFM
Cefepime FEP fep02n CLSI #,E 942 | 4.0 1.4 6.3 921 |- - - 98.6
Cefotaxime CTX ctx01n CLSI #,E 958 |11 0.2 2.6 929 |11 0.2 6.7 98.1
CA- | 940 |04 0.1 3.5 - - - -
SFM
Cefpodoxime CPD cpd01n CLSI #,E 96.0 |0.0 0.4 0.8 96.3 |0.0 0.4 3.5 100
CA- | 941 |12 2.9 1.3 - - - -
SFM
Ceftazidime CAZ caz01n CLSI #, E 975 |11 0.2 1.0 97.3 |11 0.2 3.5 95.4
CA- | 92.3 |51 0.0 4.1 - - - -
SFM
Cefuroxime CXM cxm01n CLSI #E 953 |15 1.0 1.6 939 |15 1.0 4.8 99.6
Ciprofloxacin CIP cip01n CLSI #,E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8 98.9
CA- E 97.9 |0.0 0.0 0.5 96.6 |0.0 0.0 3.8
SFM
Gentamicin GM gmO01n CLSI #,E 97.1 |19 0.0 0.6 96.4 | 1.9 0.0 29 100
CA- E 97.1 |19 0.0 0.6 96.4 | 1.9 0.0 29
SFM
Imipenem IPM ipm04n CLSI #E® 95.7 |24 0.3 0.4 948 |24 0.3 4.4 99.6
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Antimicrobial Antimi- Antibiotic Bp1 Comment? Essential Agreement Category Agreement % Repro-
crobial Version % Error % Error ducibility
Code
% EA | VME | ME mE | % CA | VME | ME mE
Levofloxacin LEV lev02n CLSI #EO® 986 |0.5 0.2 0.3 95.8 |0.5 0.2 3.9 100
CA- E® 98.6 |0.0 0.7 0.1 96.5 |0.0 0.7 3.0
SFM
Meropenem MEM memO02n | CLSI #EO® 976 |14 0.0 0.3 96.8 |14 0.0 2.8 99.6
Global |#,E® 976 |0.0 0.0 0.5 97.7 |0.0 0.0 23
Piperacillin PIP pip02n CLSI #E® 946 |20 0.2 3.7 924 |27 0.2 6.8 99.3
CA- E® 946 |20 0.3 25 91.0 |2.0 0.3 8.1
SFM
Global |#,E® 949 |12 0.5 3.8 919 |12 0.5 74
Piperacillin/ TZP tzp03n CLSI # E N/A N/A N/A N/A 93.2 |09 22 5.0 96.7
Tazobactam*
Tigecycline TGC tgcO1n Global |#E 944 |0.0 2.0 0.0 90.1 |0.0 2.0 8.5 100
Tobramycin ™ tm01n CLSI # E 98.0 |0.0 0.0 1.2 94.7 |0.0 0.0 5.6 100
CA- E 98.0 |0.0 0.0 1.2 94.7 |0.0 0.0 5.6
SFM
Trimethoprim/ SXT sxt02n CLSI #EO® - - - - 100 0.0 0.0 N/A 100
Sulfamethoxazole CA- E® 995 |00 |00 |00 |100 |00 |00 |00
SFM
Trimethoprim/ SXT sxt02n cLsi3 #EO® - - - - 100 0.0 0.0 N/A 97.8
Sulfamethoxazole Applies to
V2S SW PC
version 5.02
and above

T Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mE =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

2 Comment — Specific organism groups are designated as P. aeurg. for Pseudomonas aeruginosa, others for species other
than Pseudomonas aeruginosa, and Acineto. for Acinetobacter.

3 FDA breakpoints are used in the CLSI Interpretation Standard (breakpoint committee) in the VITEK® 2 Systems software.

* The overall essential agreement for VITEK® 2 piperacillin/tazobactam was not calculated since the test contains less than
five discrete concentrations. However, of the 2453 isolates tested, 348 (14.2%) yielded on-scale VITEK® 2 MIC values (i.e.,
results of 8, 16, 32, and 64 pg/ml). Those results were evaluated for MIC trends and the following results were obtained
when VITEK® 2 was compared to CLSI broth microdilution method; 74.4% (259/348) of the VITEK® MICs were within +/- one
doubling dilution; 18.4% (64/348) of the VITEK® MICs were higher by more than one doubling dilution; and 7.2% (25/348) of
the VITEK® MICs were lower by more than one doubling dilution.

Key:
# = US Food and Drug Administration 510(k) cleared
CLSI® = Clinical and Laboratory Standards Institute
CA-SFM = Comité de I'Antibiogramme de la Société Francaise de Microbiologie
E = External performance data
| = Internal performance data
— = Not available
@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.
Ref. = Reference method for clinical performance study.
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Table 5: EUCAST Performance Characteristics for Gram-Negative Antimicrobial Susceptibility Testing

Antimicrobial Antimicrobial | Antibiotic Comment! Essential Agreement Category Agreement
Code Version % Error % Error
%EAZ2 | VME ME mE %CA | VME ME mE
Ampicillin AM am01n Enterobacteriaceae | 93.2 2.7 0.9 0.0 96.6 4.3 1.8 0.0
(excludes:
Citrobacter,
Enterobacter,
Pantoea, Serratia
Spp.)
Cefepime FEP fep02n Enterobacteriaceae, | 97.0 2.0 1.3 0.8 93.9 9.0 2.6 24
Pseudomonas
Cefotaxime CTX ctx01n Enterobacteriaceae | 95.9 7.4 0.8 0.9 94.1 7.4 0.8 3.8
Cefpodoxime CPD cpd01n Enterobacteriaceae | 93.8 3.8 22 0.0 94.1 6.3 5.8 0.0
excluding Serratia
spp.
Ceftazidime CAZ caz01n Enterobacteriaceae, | 96.7 3.0 0.3 0.8 97.9 3.0 1.0 1.3
Pseudomonas
Cefuroxime CXM cxm01n | Enterobacteriaceae | 94.0 2.8 2.6 0.0 93.7 3.7 7.8 0.0
Ciprofloxacin CIP cip01n N/A 98.1 0.0 0.3 0.2 95.3 0.0 0.3 4.5
Gentamicin GM gmO01n N/A 98.3 0.4 0.0 0.8 96.8 0.0 0.0 3.2
Imipenem IPM ipm04n N/A 95.8 1.0 0.4 0.8 92.2 1.0 0.4 7.3
Levofloxacin LEV lev02n (2] 99.4 0.0 1.3 0.2 96.7 0.0 0.7 29
Meropenem MEM mem02n | ® 97.6 0.5 0.0 0.6 95.9 0.5 0.0 3.9
Piperacillin PIP pip02n Enterobacteriaceae, | 93.9 2.4 1.6 1.9 88.5 4.3 2.9 8.5
Pseudomonas @
Piperacillin/Tazobactam TZP tzp03n Enterobacteriaceae, | 96.2 0.8 0.9 1.0 94.8 1.2 1.5 3.8
Pseudomonas
Tigecycline TGC tgc01n (excludes: Serratia, | 96.9 0.0 0.4 0.8 94.6 0.0 0.4 5.0
Morganella/Proteus/
Providencia, and
Enterobacter)
Tobramycin ™ tm01n N/A 98.9 0.0 0.5 0.0 94.7 0.0 0.8 4.6
Trimethoprim/ SXT sxt02n (also includes S. 98.4 0.0 0.0 0.4 99.5 0.0 0.0 0.5
Sulfamethoxazole maltophilia) &

T Comment — Unless stated otherwise, performance is for Enterobacteriaceae, Pseudomonas, and Acinetobacter.

2 Abbreviations — Bp = breakpoint committee; EA = essential agreement; CA = category agreement; VME = Very Major Error
(susceptible result with resistant reference result); ME = Major Error (resistant result with susceptible reference result); mg =
minor Error (susceptible or resistant result with an intermediate reference result, or an intermediate result with a susceptible
or resistant reference result).

Key:

# = EUCAST = European Committee on Antimicrobial Susceptibility

@ O = Symbol identifies the performance characteristics for a specific antimicrobial version.
LIST OF CLAIMS
Note: If the organism is not in the VITEK® 2 susceptibility database, results will not be reported.

Note: Organisms listed with an asterisk (*) indicate an AES claimed organism. No asterisk is displayed for a group; however,
when an individual species (with an asterisk) is contained within a group, it is expertised.

Gram-Negative Organisms Claimed for AST-GN (keyID)

» Achromobacter denitrificans

» Achromobacter xylosoxidans

* Acinetobacter baumannii*

» Acinetobacter baumannii complex*
» Acinetobacter calcoaceticus®
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» Acinetobacter haemolyticus
Acinetobacter johnsonii
Acinetobacter junii
 Acinetobacter Iwoffii
Acinetobacter pittii*
Acinetobacter spp.

* Aeromonas caviae

» Aeromonas hydrophila

» Aeromonas hydrophila/caviae

» Aeromonas sobria

* Alcaligenes faecalis ssp. faecalis
* Bordetella avium

* Bordetella bronchiseptica

* Brevundimonas diminuta

» Brevundimonas diminuta/vesicularis
* Brevundimonas vesicularis

* Burkholderia cepacia*

» Cedecea davisae*

» Cedecea lapagei*

» Cedecea neteri

» Chryseobacterium gleum

» Chryseobacterium indologenes
Citrobacter amalonaticus*
Citrobacter braakii*

Citrobacter farmeri*

Citrobacter freundii*
Citrobacter koseri*

Citrobacter youngae*

* Comamonas testosteroni
Cronobacter muytjensii*
Cronobacter sakazakii group*
Cronobacter sakazakii*

Delftia acidovorans
Edwardsiella hoshinae*
Edwardsiella tarda*
Elizabethkingia meningoseptica (formerly known as Chryseobacterium meningosepticum)
Enterobacter aerogenes*
Enterobacter asburiae*
Enterobacter cancerogenus®
Enterobacter cloacae*
Enterobacter cloacae complex*
Enterobacter cloacae ssp. cloacae®
Enterobacter cloacae ssp. dissolvens *
Escherichia coli*

Escherichia coli ATCC® 25922™
Escherichia coli ATCC® 35218™
Escherichia fergusonii
Escherichia hermannii*
Escherichia vulneris*

Ewingella americana

* Hafnia alvei*

Hafnia paralvei*

.

0

.
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* Klebsiella oxytoca*

* Klebsiella pneumoniae*

 Klebsiella pneumoniae ssp. ozaenae*

* Klebsiella pneumoniae ssp. pneumoniae*

« Klebsiella pneumoniae ssp. pneumoniae ATCC® 700603 ™
* Klebsiella pneumoniae ssp. rhinoscleromatis®

* Klebsiella spp.*

* Kluyvera ascorbata*

* Kluyvera cryocrescens*

* Kluyvera intermedia (formerly known as Enterobacter intermedius)*
* Leclercia adecarboxylata*

« Lelliottia amnigena (formerly known as Enterobacter amnigenus)*
* Lelliottia amnigena 1 (formerly known as Enterobacter amnigenus 1)*
* Lelliottia amnigena 2 (formerly known as Enterobacter amnigenus 2)
* Mannheimia haemolytica

* Moraxella group

* Moraxella lacunata

» Moraxella nonliquefaciens

* Moraxella osloensis

» Morganella morganii*

» Morganella morganii ssp. morganii*

» Morganella morganii ssp. sibonii*

* Myroides ssp.

* Pantoea agglomerans

* Pantoea dispersa

» Pasteurella aerogenes

* Pasteurella multocida*

» Pasteurella pneumotropica

* Plesiomonas shigelloides

* Pluralibacter gergoviae (formerly known as Enterobacter gergoviae)*
* Proteus hauseri*

* Proteus mirabilis*

* Proteus penneri*

* Proteus vulgaris®

* Providencia alcalifaciens*

* Providencia rettgeri*

* Providencia rustigianii*

* Providencia stuartii*

* Pseudomonas aeruginosa*

* Pseudomonas aeruginosa ATCC® 27853"

* Pseudomonas alcaligenes

* Pseudomonas fluorescens

* Pseudomonas luteola

* Pseudomonas mendocina

* Pseudomonas oleovorans

* Pseudomonas oryzihabitans

* Pseudomonas putida

* Pseudomonas spp.

* Pseudomonas stutzeri

* Ralstonia pickettii

* Raouiltella ornithinolytica*

* Raouiltella planticola*
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* Raouiltella terrigena*

» Salmonella enterica ssp. arizonae
» Salmonella enterica ssp. enterica*
» Salmonella group*

» Salmonella ser. Enteritidis*

» Salmonella ser. Paratyphi A*

» Salmonella ser. Paratyphi B*

» Salmonella ser. Paratyphi C*

» Salmonella ser. Typhi*

» Salmonella ser. Typhimurium*
» Salmonella spp.*

« Serratia ficaria*

 Serratia fonticola*

« Serratia grimesii*

» Serratia liquefaciens*

» Serratia liquefaciens group*

» Serratia marcescens®
 Serratia odorifera*

» Serratia plymuthica®
 Serratia proteamaculans

» Serratia rubidaea*®

» Shewanella putrefaciens

» Shewanella putrefaciens group
 Shigella boydii*

 Shigella dysenteriae*

» Shigella flexneri*

 Shigella group*

» Shigella sonnei*

» Shigella spp.

» Sphingobacterium multivorum
» Sphingobacterium spiritivorum
» Sphingomonas paucimobilis

» Stenotrophomonas maltophilia®
* Vibrio alginolyticus

* Vibrio fluvialis

* Vibrio harveyi

* Vibrio metschnikovii

* Vibrio mimicus

* Vibrio parahaemolyticus

* Vibrio vulnificus

* Yersinia aldovae

* Yersinia enterocolitica*

« Yersinia enterocolitica group*
* Yersinia frederiksenii*

* Yersinia intermedia*

* Yersinia kristensenii

* Yersinia pseudotuberculosis®
» Yersinia ruckeri
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Symbol Meaning

Contains sufficient for <n> tests

Authorized representative in the
European Community

Ry only For US Only : Caution : US Federal
Law restricts this device to sale by
or on the order of a licensed
practitioner

j<

Instructions for Use provided in the kit or downloadable from www.biomerieux.com/techlib

BARCODES
User MUST enter the following barcodes into "Flex Panel Entry" program before first use of this Susceptibility Card.

A310H303J]---M

BAST-N232010

C---7Z020P1C4

o | AN B AR N TR
C

DOF1060GOIOL

o NRFIAMINENRER M ANTRT TN
6

E03201W2G20

o | AFCRIR AR MIE AT

F2P1RO52300F

LIMITED WARRANTY

bioMérieux warrants the performance of the product for its stated intended use provided that all procedures for usage,
storage and handling, shelf life (when applicable), and precautions are strictly followed as detailed in the instructions for use
(IFU).

Except as expressly set forth above, bioMérieux hereby disclaims all warranties, including any implied warranties of
merchantability and fitness for a particular purpose or use, and disclaims all liability, whether direct, indirect or consequential,
for any use of the reagent, software, instrument and disposables (the “System”) other than as set forth in the IFU.

WASTE DISPOSAL
All hazardous waste must be disposed of by following your local inspecting agency's guidelines.

REVISION HISTORY TABLE

Change type categories

N/A Not applicable (First publication)

Correction Correction of documentation anomalies

Technical change Addition, revision and/or removal of information related to the product
Administrative Implementation of non-technical changes noticeable to the user

Note: Minor typographical, grammar, and formatting changes are not included

in the revision history.
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Release Date Part Number Change Type Change Summary

2019-01 046128-01 Administrative » Formatting changes do
not affect the fit, form, or
function of the product

Technical change * Combined product
package insert content
with VITEK® 2 Product
Information Manual AST
content

» Updated Limited
Warranty section

» Updated with RX only

information

Updated with EUCAST

limitations

BIOMERIEUX, the BIOMERIEUX logo, VITEK, API, Count-TACT, chromID, DensiCHEK and bioLiaison are used, pending,
and/or registered trademarks belonging to bioMérieux, or one of its subsidiaries, or one of its companies.

This product may be protected by one or more patents, see: http://www.biomerieux-usa.com/patents.

The ATCC trademark and trade name and any and all ATCC catalog numbers are trademarks of the American Type Culture
Collection.

CLSIl is a trademark belonging to Clinical Laboratory and Standards Institute, Inc.
Any other name or trademark is the property of its respective owner.
©BIOMERIEUX 2019
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u E 376 Chemin de I'Orme
bioMérieux, Inc.

69280 Marcy-I'Etoile - France
‘ 673 620 399 RCS LYON
100 Rodolphe Street € Tel. 33 (0)4 78 87 20 00

Durham, North Carolina 27712 USA Fax 33 (0)4 78 87 20 90
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AVITEK 2
— technology

AST-N222

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical

laboratories as an

in vitro test to determine the

susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Peructpanua MU B PocanpaeHagzope

www.nevacert.ru | info@nevacert.ru

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Aztreonam ATM |2,8,32 1 64 CSAGNB**
Cefepime FEP 2,8,16,32 1 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ciprofloxacin Clp 0524 0.25 4 CSAGNB**
Colistin CS 4,16, 32 0.5 16 N/A**
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Meropenem MEM® (0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Minocycline MNO |2,4,8 1 16 N/A**
Pefloxacin PEF ]05,2,8 0.25 16 N/A*
Piperacillin PIP® |4,16,32,64 4 128 Acinetobacter spp., Enterobacter spp.,
E. coli, Klebsiella spp., M. morganii,
Pv. rettgeri, P. mirabilis, P. vulgaris,
P. aeruginosa, Serratia spp., B. cepacia,
C. koseri, C. freundii, P. fluorescens,
C. sakazakii
Piperacillin/Tazobactam TZP | 2/4,8/4, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Rifampicin RA 2,4,16 2 32 N/A*
Ticarcillin TIC 16, 32, 64 8 128 CSAGNB**
Ticarcillin/Clavulanic Acid TCC  |812,32/2, 6412 8/2 128/2 CSAGNB**
Tobramycin ™ 8, 16, 64 1 16 CSAGNB**
bioMérieux SA English - 1



VITEK® 2 AST-N222 710033 - 2017/09

Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

**N/A = No specific FDA Indications for Use available

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
Amikacin AN <2-4 <2-4
Aztreonam ATM <1 2-8
Cefepime FEP <1 <1-8
Ceftazidime CAZ <1 <1-4
Ciprofloxacin Clp <0.25 <0.25-1
Colistin CS <05-1 <05-2
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Meropenem MEM <0.25 <025-1
Minocycline MNO <1
Pefloxacin PEF <0.25 05-4
Piperacillin PIP <4 <4-8
Piperacillin/Tazobactam TZP <44 <4/4 - 8J4 <4/4
Rifampicin RA 4-16 16-232
Ticarcillin TIC <8-16 <8-32
Ticarcillin/Clavulanic Acid TCC <8/2-16/2 <8/2-322 <8/2 — 16/2 SW<VT2401 &VT2compact 102
< 8/2 _ 32/2 SIW 2VT2 4.02 & VT2compact 2.01
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

LIMITATIONS

Ticarcillin/Clavulanic Acid has been approved for use only with Pseudomonas aeruginosa. An alternative
method of testing must be performed prior to reporting of results for all other organisms.

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

e Aztreonam: Pseudomonas spp.

¢ Imipenem: Serratia marcescens

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

o Imipenem: Aeromonas spp.

e Meropenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

bioMérieux SA English - 2

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-N222 710033 - 2017/09

Perform an alternative method of testing prior to reporting of susceptible results for the following antibiotic/organism
combination(s):
¢ Colistin: Clinically significant aerobic gram negative bacilli

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 3
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A310GUOK---2

BAST-N22201G

C---201081CT

DeGoeL1806320L

E2G1B192062PO

FIMON1306523R

INDEX OF SYMBOLS

Meaning

(%))
<
E 2
o
=4

Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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KapTta ans onpepenenns 4yyeBcTBuTenbHOCTH Staphylococcus spp., Enterococcus spp., S. agalactiae k aHTUMUKPOBHBIM
npenaparam
KPATKOE OMNUCAHUE NPUMEHEHUE

[aHHasa kapTa npegHasHayYeHa AnNs MCMOMb30OBaHUA C
cuctemamm VITEK® 2 B knuHWueckux nabopatopusix
Ans nabopaTtopHOro onpefeneHns YyBCTBUTENbLHOCTY K
aHTMMKKPOOHBIM npenapaTtam Staphylococcus spp.,
Enterococcus spp., u S. agalactiae. Wcnonb3ayiTe,
Kak yka3aHo B pyKoBoAcTBe "PacxoHble matepuarnbl'”.

COCTAB KAPThI

MHCTpYKUMST NO MpPUMEHEHWU MpefocTaBnseTcs B
Habope wnM MOXeT OblTb 3arpyxeHa C canta
www.biomerieux.com/techlib

Ons nonyvyeHna OONOSTHUTENbHbIX I/IHCprKLlI/II;I no
NPUMEHEHUKD CMOTPUTE PYKOBOACTBO MO pacxoAHbIM
Mmartepuanam.

XPAHEHUE
XpaHuTb Npu Temnepatype ot 2° go 8° C.

AHTUMUKPOBHBIN Npenapart Kon KoHueHTpaums § [lnanasoH onpeaenexms Yka3aHus K npumereHnto FDA
< > (YnpaBneHwe no KOHTPONK 3a
npogykTamu u nekapcreamu, CLUA)
Ampicillin AM 05,4,8, 32 - Enterococcus spp., S. agalactiae
Enterococcus spp. 2 32
S. agalactiae 0.25 16
Cefoxitin Screen OXSF |6 NEG POS Staphylococcus spp.
Ciprofloxacin Clp 1,2,4 0.5 8 Staphylococcus spp., Enterococcus spp.
Clindamycin CM 0.06,0.25, 1 0.125 4 MSSA** MSSE*
Daptomycin NS DAP |05,1,2,4,16 0.12 8 S. aureus, VSEfaeca**
Doxycycline DO 0.25,1,2,4 0.5 16 S. aureus
Erythromycin EO 0.25,0.5,2 0.25 8 Staphylococcus spp., Enterococcus spp.,
S. agalactiae
Gentamicin GM 8, 16, 64 05 16 Staphylococcus spp.
Gentamicin High Level (synergy) |HLG |500 S R Enterococcus spp.
Inducible Clindamycin Resistance [ICR® |CM 0.5, CM/E 0.25/0.5 NEG POS Staphylococcus spp.
Levofloxacin LEV  [0.25,2,8 0.12 8 Staphylococcus spp., Enterococcus spp.,
S. agalactiae
Linezolid LNZ [05,1,2 05 8 S. agalactiae, E. faecalis, E. faecium,
S. aureus, S. epidermidis,
S. haemolyticus
Moxifloxacin MXF ]0.25,2,8 0.25 8 MSSA**
Nitrofurantoin FT 16, 32, 64 16 512 Staphylococcus spp., Enterococcus spp.
Oxacillin OX1 ]05,1,2 0.25 4 Staphylococcus spp.
Rifampicin RA 0.25,05,2 0.5 32 Staphylococcus spp.
Streptomycin High Level (synergy) |HLS 1000 S R Enterococcus spp.
Tetracycline TE 0512 1 16 Staphylococcus spp., Enterococcus spp.,
S. agalactiae
Tigecycline NS TGC ]0.25,05,1 0.12 2 E. faecalis, E. faecium, S. aureus,
S. epidermidis, S. haemolyticus,
S. agalactiae, E. casseliflavus
Trimethoprim/Sulfamethoxazole | SXT® |2/38, 8/152, 16/304 10(0.5/9.5) | 320(16/304) S. aureus
Vancomycin VA® |1,2,4,8,16 05 32 Enterococcus spp., Staphylococcus spp.,
S. agalactiae
bioMérieux SA pycckui - 1
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YucneHHble 3HaYeHNs BblpaXeHbl B Ur/Mr.

§ DkBMBaneHTHa No 3PMEKTUBHOCTM KOHLIEHTPaLUMK CTaH4apTHOro MeToaa.

**MSSA = 4yBCTBUTESbHbIE K METULMITNNHY LWUITaMMbI S. aureus

**MSSE = 4yBCTBUTESbHbIE K METULMINNMHY WITamMbl S. epidermidis

NS = B HacTosllee BpeMs yCTONUMBBIE LUTAMMbI OTCYTCTBYIOT, UTO UCKMIOUAET MONyYeHUe Kakoro-nnbo pesynbTata,
Kpome "yyBcTBUTENbHLIN". MpK nonyvyeHnn MUK, cooTBeTCTBYOLNX APYron KaTeropun 4yBcTBUTENBHOCTY ("yMEpPEHHO
yCTONuMBbLIN", "yCTONYMBLIA") CriegyeT OTNpaBuTb LWITaMM B ped)epeHCHyo nabopaTopuio ANns fanbHenwero aHanumaa.
**\/SEfaeca = E. faecalis (4yBCTBUTENbHbIE K BAHKOMULUHY LUTAMMbI).

0,08 np. = CMm. paboyre xapakTepucTUKn ¢ KOAOM npenaparta U AaHHbIM CUMBOJSIOM B KOSTOHKE KOMMEHTapues B
PYKOBOACTBE K PaCXOf4HbIM Matepuanam.

KOHTPOIb KAYECTBA

KoHTporbHble wrammsl CLSI®, pesynbTaTsl B cucteme VITEK 2

AHTUMAKPOBHBI Mpenapat Kog E. faecalis S. aureus E. faecalis S. aureus S. aureus S. aureus
ATCC® 29212™ [ ATCC® 29213™ | ATCC® 51299™ ATCC® BAA- ATCC® BAA- ATCC® BAA-
1026™ 976™ 977™
Ampicillin AM <2 05-2
Enterococcus spp.
S. agalactiae
Cefoxitin Screen OXSF - NEG - POS
Ciprofloxacin Clp <05-2 <0.5
Clindamycin CM >4 <0.12-0.25
Daptomycin™ DAP 1-4 025-1
Doxycycline DO 2-8 <0.5
Erythromycin E 1-4 <025-1
Gentamicin GM - <05-1
Gentamicin High Level (synergy) |HLG S - R
Inducible Clindamycin Resistance [ICR - - - - NEG POS
Levofloxacin LEV 0.25-2 <0.12-05
Linezolid LNz 1-4 1-4
Moxifloxacin MXF <0.25-0.5 <0.25
Nitrofurantoin FT <16 <16-32
Oxacillin OX1 - <025-05
Rifampicin RA - <05
Streptomycin High Level HLS S - R
(synergy)
Tetracycline TE 8-216 <1
Tigecyclings TGC <0.12 <0.12-0.25
Trimethoprim/Sulfamethoxazole | SXT - <10(0.5/9.5)
Vancomycin VA 1-4 <05-2

YucneHHble 3HaYeHNs BblpaXeHbl B Ur/Mn.
NS = B HacTosiLiee BpPEMSs YCTONYMBbLIE LUTaMMbl OTCYTCTBYIOT, YTO MCKNIOYAET noryveHne kakoro-nmbo pesynbraTa,
Kpome "yyBcTBUTENbHLIN". MNpK nonyvyeHnn MUK, cooTeeTCTBYOLWMUX APYrOn KaTeropuy 4yBCTBUTENBHOCTY ("yMEepeHHO

YyCTOMUMBBIN", "yCTOMYMBBINA") criedyeT OTNpaBuTb LWTaMM B pedhepeHCHyo nabopaTtopuio ANst AanbHENLero aHanmaa.

OrPAHUYEHUA

[Ons cnepyloWwnx CcoYeTaHU MWUKPOOpraHuaMm / aHTUMUKPOOHBIM npenapaT pes3ynbTaT crnegyeT NoATBepXaaTb
anbTepHaTUBHLIM METOAOM:

* Daptomycin: Streptococcus agalactiae

e Erythromycin: Streptococcus agalactiae

[Ons cnepyloWwmx codYeTaHU MWUKPOOpraHuaMm / aHTUMUKPOOHBIM npenapaT pes3ynbTaT crnegyeT NoATBepXaaTb
anbTepHaTMBHbLIM METOAO0M MPU MOMyYeHnn pesynbTaTa "MoNoKUTENbHbLIA":
o LlecbokentuH ckpuHmHr: Staphylococcus saprophyticus

bioMérieux SA pycckuit - 2
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Bo3aMoXHOCTb onpefeneHns YCTOMYMBOCTM Ha [aHHOW KapTe [ns Creaylowwmx CoYeTaHWn MUKpoopraHuam [/
aHTI/IMI/IKpOGHbIVI npenapaTt HeusBeCTHa, MOCKONIbKY Ha MOMEHT CpaBHUTENIbHOIO TeCTUPOBaHMA Mpu onpeneneHuu
pabounx xapaKTePUCTUK YCTONYMBBIE LUTAMMbI HE ObINM JOCTYMHBbI:

o Ampicillin: Streptococcus agalactiae

e Linezolid: Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae

» Tigecycline: Enterococcus spp., Staphylococcus spp., Streptococcus spp.

NMPUMEYAHUE: PesynbTaTbl 4Na cOYeTaHUA aHTUMUKPOOHLIA npenapaT / MUKPOOPraHu3m, Ansi KOTOpbIX CyLLEeCTBYHOT
OrpaHMYeHusi, MOXHO WCKMYMTbL U3 nabopaTopHoro otyeTa. [ns nonyvyeHuss noapoGHOW MHGopMauuM cmoTpute
PYKOBOZACTBO MO NPOrpaMmmMHOMy 06ecrneyveHuio.

bioMérieux SA pycckuit - 3
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Mepen nepBbIM NCNONBb30BaHWEM OAHHOWN KapThl
HEOBXOOMMO BBectM npuBeAeHHble B
OaHHOM MHCTPYKUMW LUTPUX-KOAbI B MpOrpammy
“Flex Panel Entry”.

TABJIULA CUMBOJIOB U OBO3HAYEHU

O603Ha4YeHue

o NV D T A
A3207GO0OP---R

o | AR O MAC R S
BAST-GP7501H

o AAVUHIR AR A

C---Z0D370HP

o AN MICEE O A MR
D473X3YO01196

o ARV AR AAECREADRTIRRE
E1831132N2R6

o | RFSND O O R RO
FOV200X1E1HC

o AT IR AR O
G3K343L-S-FC

Homep no katanory

[na nabopaTopHOW ANarHOCTUKM

MponsseneHo

TemneparypHble orpaHu4eHns

Mcnonb3oBaTtb Ao

Homep naptum

I'lepe,u ncnonb3oBaHUeM npoyTuTe
NHCTPYKLUMIO

CoaepX1uMoro 4oCcTaTouHo ans <n>
TecToB

YNONHOMOYEHHbIN NpeAcTaBUTENb B
Esponerickom CoobLuecTtse

J<de@«~REEE]

NATEHTbI

MpoaykT 3awmuieH ogHum nnm 6onee nateHtoB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437;
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n MHOCTpaHHbIMK aHanoramu. [lpoune
naTeHTbl B MpoLecce perncrpaumu.

BIOMERIEUX, rony6own norotun, VITEK u bioLiaison aBnsioTCA MCNONb3yeMbIiMU, 3aperncTprpoBaHHbIMU UMM HAXOAALLMMAUCS B
npowecce pervcrpauuy TOproBeiM1 Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, unu ogHomy U3 ee hunuanos UM ogHoM
13 ee komnaHuii. ATCC ToBapHbI 3HaK U hMPMEHHOE HaMMeHOoBaHWe 1 nobble Homepa no kaTtanory ATCC aBnstoTCA TOProBbIMU
Mapkamu, npuHagnexawummmn Amepukarckon Konnekuun Tunosbix KynbTyp. [pyrve Ha3BaHUsi U TOProBble MapKu ABASOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLMX BriaaernbLes.

100 Rodolphe Street

é’ “ bioMérieux, Inc.

Durham, North Carolina
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AVITEK 2
— technology

AST-GP67

Staphylococcus spp., Enterococcus spp. and S. agalactiae Susceptibility

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Positive Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical

laboratories as an

in vitro test to determine the

susceptibility of Staphylococcus spp., Enterococcus
spp., and S. agalactiae to antimicrobial agents when
used as instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Ampicillin AM 05,4,8, 32 - - Enterococcus spp., S. agalactiae
Enterococcus spp. 2 32
S. agalactiae 0.25 16
Benzylpenicillin P 0.125,0.25,1, 2,8, 64 - - Staphylococcus spp., Enterococcus spp.,
Enterococcus spp. 0.12 64 S. agalactiae
Staphylococcus spp. 0.03 05
S. agalactiae 0.12 64
Cefoxitin Screen OXSF |6 NEG POS Staphylococcus spp.
Ciprofloxacin Clp 1,2,4 05 8 Staphylococcus spp., Enterococcus spp.
Clindamycin CM 051,2 0.25 8 Staphylococcus spp., S. agalactiae
Erythromycin EO 0.25,05,2 0.25 8 Staphylococcus spp., Enterococcus spp.,
S. agalactiae
Gentamicin GM 8, 16, 64 0.5 16 Staphylococcus spp.
Gentamicin High Level (synergy) |HLG |500 S R Enterococcus spp.
Inducible Clindamycin Resistance [ICR® |CM 0.5, CM/E 0.25/0.5 NEG POS Staphylococcus spp.
Levofloxacin LEV  [0.25,2,8 0.12 8 Staphylococcus spp., Enterococcus spp.,
S. agalactiae
Linezolid LNz [05,1,2 0.5 8 S. agalactiae, E. faecalis, E. faecium,
S. aureus, S. epidermidis,
S. haemolyticus
Moxifloxacin MXF ]0.25,2,8 0.25 8 MSSA**
Nitrofurantoin FT 16, 32, 64 16 512 Staphylococcus spp., Enterococcus spp.
Oxacillin OX1 105,12 0.25 4 Staphylococcus spp.
Quinupristin/Dalfopristin QDA [0.25,05,2 0.25 16 MSSA**, S, epidermidis, VREF**,
S. agalactiae
Rifampicin RA 0.25,05,2 0.5 32 Staphylococcus spp.
Streptomycin High Level (synergy) |HLS  [1000 S R Enterococcus spp.
Tetracycline TE 05,1,2 1 16 Staphylococcus spp., Enterococcus spp.,
S. agalactiae
Tigecycling NS TGC ]0.25,05,1 0.12 2 E. faecalis, E. faecium, S. aureus,
S. epidermidis, S. haemolyticus,
S. agalactiae, E. casseliflavus
Trimethoprim/Sulfamethoxazole ¢ | SXT@® |2/38, 8/152, 16/304 10(0.5/9.5) | 320(16/304) S. aureus
Vancomycin VA® |1,2,4,8,16 0.5 32 Enterococcus spp., Staphylococcus spp.,
S. agalactiae
bioMérieux SA English - 1
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Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

NEG = Negative

POS = Positive

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

*MSSA = Methicillin-susceptible S. aureus

**\/REF = Vancomycin-resistant E. faecium

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results

Antimicrobic Code E. faecalis S. aureus E. faecalis S. aureus S. aureus S. aureus
ATCC® 29212™ | ATCC® 29213™ | ATCC® 51299™ ATCC® BAA- ATCC® BAA- ATCC® BAA-
1026™ 976™ 977™
Ampicillin AM <2 05-2
Enterococcus spp.

S. agalactiae

Benzylpenicillin P 1-4 0.25-205
Enterococcus spp.

Staphylococcus spp.

S. agalactiae
Cefoxitin Screen OXSF - NEG - POS
Ciprofloxacin Clp <05-2 <0.5
Clindamycin CM 4-28 <0.25
Erythromycin E 1-4 <025-1
Gentamicin GM - <05-1
Gentamicin High Level (synergy) |HLG S - R
Inducible Clindamycin Resistance |ICR - - - - NEG POS
Levofloxacin LEV 0.25-2 <0.12-05
Linezolid LNZ 1-4 1-4
Moxifloxacin MXF <0.25-05 <0.25
Nitrofurantoin FT <16 <16-32
Oxacillin oXx1 - <0.25-05
Quinupristin/Dalfopristin QDA 2-8 <025-1
Rifampicin RA - <0.5
Streptomycin High Level HLS S - R
(synergy)
Tetracycline TE 8-216 <1
TigecyclineNs TGC <0.12 <0.12-0.25
Trimethoprim/Sulfamethoxazole® [ SXT - <10(0.5/9.5)
Vancomycin VA 1-4 <05-2

Numerical values are expressed in pg/ml.

NEG = Negative

POS = Positive

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

LIMITATIONS
Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):

bioMérieux SA English - 2
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e Erythromycin: Streptococcus agalactiae

Perform an alternative method of testing prior to reporting of results when a Positive (+) result is obtained with the
following antibiotic/organism combination(s):
o Cefoxitin Screen: Staphylococcus saprophyticus

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains
were not available at the time of comparative testing:

o Ampicillin: Streptococcus agalactiae

¢ Benzylpenicillin: Streptococcus agalactiae

¢ Linezolid: Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae

» Tigecycline: Enterococcus spp., Staphylococcus spp., Streptococcus spp.

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 3
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MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this

Susceptibility Card.

INDEX OF SYMBOLS

Meaning

01

02

03

04

05

06

07

08

09

A3203LOW---13

BAST-GP6701R

C---Z0D1F371

DOHOPOI1918L

E3T132N2ROVF

F201WOX1E1HS

G3K343L-V-T8

H-S-P-K-3J-I2

I-F-6000000D

Catalogue number

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

Authorized representative in the
European Community

8 <= Ee~EEEE:

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“bioMérieux, Inc.

é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amoxicillin/Clavulanic Acid AMC  |4/2, 16/8, 32/16 211 32/16 CSAGNB*
Ampicillin AM 4,8,32 2 32 CSAGNB**
Ampicillin/Sulbactam SAM  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Cefazolin Cz 4,16, 64 4 64 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO |1,2,8,32 1 64 CSAGNB**
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Ertapenem © ETP [05,1,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL - ESB FEP 1, CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPICA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Levofloxacin LEV® [0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam ° TZP | 2/4,8/4, 24/4, 32/4, 4l4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tobramycin ™ 8, 16, 64 1 16 CSAGNB**
bioMérieux SA English - 1
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ pneumoniae
ATCC® 700603™
Amoxicillin/Clavulanic Acid AMC <2/1-8/4 - 412 - 16/8
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 - 232/16
Cefazolin cz <4
Cefepime FEP <1 <1-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Ciprofloxacin Clp <0.25 <025-1
Ertapenem® ETP <0.5 2-28
ESBL: ESB NEG - - POS
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Levofloxacin LEV <0.12 05-4
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <44 <4/4 - 8l4* <44
(*FDA/CLS!I Broth Microdilution (*FDAICLSI Broth Microdilution (*FDA/CLS!I Broth Microdilution
expected QC range = 1/4 - 4/4 expected QC range = 1/4 - 8/4 expected QC range =0.5/4 - 2/4
pg/mi) pg/mi) pg/mi)
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole [ SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Providencia spp.

bioMérieux SA English - 2
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o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
¢ Imipenem: Serratia marcescens

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained
with the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

o Imipenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 3
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A310FY@J---D

BAST-GN6901YV

C---2Z0702005

DOE1COGOHOLN

E1IN11©03201W6

FOY2PO52300MW

INDEX OF SYMBOLS

Meaning

(%))
<
E 2
o
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Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Amoxicillin/Clavulanic Acid AMC  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Ampicillin AM  |4,8,32 2 32 CSAGNB*
Ampicillin/Sulbactam SAM (412, 16/8, 32/16 2/1 32/16 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Cefotaxime CTX 1,4,16, 32 1 64 CSAGNB**
Cefoxitin FOX |8,16,32 4 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Cefuroxime CXM  (2,8,32 1 64 CSAGNB*
Ciprofloxacin Clp 0524 0.25 4 CSAGNB**
Ertapenem ETP |05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
Fosfomycin FOS |8,16,32 16 256 N/A*
Gentamicin GM 4,16, 32 1 16 CSAGNB*
Levofloxacin LEV® [0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meropenem MEM® (0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam TZP | 2/4,8/4, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

**N/A = No specific FDA Indications for Use available

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
Amikacin AN <2-4 <2-4
Amoxicillin/Clavulanic Acid AMC <2/1-8/4 - 412 - 16/8
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 - 232/16
Cefepime FEP <1 <1-8
Cefotaxime CTX <1 8-32
Cefoxitin FOX <4-8
Ceftazidime CAZ <1 <1-4
Cefuroxime CXM 2-8
Ciprofloxacin Clp <0.25 <0.25-1
Ertapenem ETP <0.5 2-28
Fosfomycin FOS <16 <16
Gentamicin GM <1 <1-2
Levofloxacin LEV <0.12 05-4
Meropenem MEM <0.25 <0.25-1
Nitrofurantoin FT <16
Piperacillin/Tazobactam TZP <4/4 <4/4 - 8/4 <4/4
Trimethoprim/Sulfamethoxazole SXT <20(1/19) 160 (8/152) - 2320(16/304)

Numerical values are expressed in pg/ml.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

* Amoxicillin/Clavulanic Acid: Providencia spp.

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained
with the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

e Meropenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa
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The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.
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Catalogue number

<
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In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Ampicillin AM 4,8,32 2 32 CSAGNB**
Ampicillin/Sulbactam SAM |4, 16,32 2 32 N/A**
Cefotaxime CTX 1,4,16, 32 1 64 CSAGNB**
Cefpodoxime CPD |05,1,4 0.25 8 CSAGNB**
Ceftazidime CAZ |1,2,8,32 1 64 CSAGNB**
Cefuroxime CXM |2,8,32 1 64 CSAGNB**
Ciprofloxacin Clp 0524 0.25 4 CSAGNB**
Ertapenem ETP [05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL ESB [FEP1,CTX0.5 CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPI/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Meropenem MEM® (0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Moxifloxacin MXF 10.25,1,4 0.25 8 K. pneumoniae, C. freundii, E. cloacae,
E. coli, K. oxytoca, P. mirabilis
Piperacillin/Tazobactam TZP | 2/4,8/4, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tetracycline TE 2,4,8 1 16 CSAGNB**
Tigecycline TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

**N/A = No specific FDA Indications for Use available

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.
NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2-8 - 8-232
Cefotaxime CTX <1 8-32
Cefpodoxime CPD <0.25-1
Ceftazidime CAZ <1 <1-4
Cefuroxime CXMm 2-8
Ciprofloxacin ClP <0.25 <0.25-1
Ertapenem ETP <0.5 2-28
ESBL: ESB NEG - - POS
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Meropenem MEM <0.25 <0.25-1
Moxifloxacin MXF <0.25 1-8
Piperacillin/Tazobactam TZP <4/4 <4/4 - 8/4 <4/4
Tetracycline TE <1-2 8-216
Tigecycline TGC <0.5
Trimethoprim/Sulfamethoxazole SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ Cefpodoxime: Morganella morganii, Serratia spp.

¢ Imipenem: Serratia marcescens

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):
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o Imipenem: Aeromonas spp.
e Meropenem: Aeromonas spp.
¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

» Tigecycline: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this

Susceptibility Card.
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Catalogue number
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In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“bioMérieux, Inc.
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amoxicillin/Clavulanic Acid AMC (412, 16/8, 32/16 211 32/16 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Cefalotin CF 2,8,32 2 64 CSAGNB**
Cefotaxime CTX 1,4,16, 32 1 64 CSAGNB**
Cefoxitin FOX |8,16,32 4 64 CSAGNB**
Cefpodoxime CPD |05,1,4 0.25 8 CSAGNB**
Ceftazidime CAZ |1,2,8,32 1 64 CSAGNB**
Cefuroxime CXM  (2,8,32 1 64 CSAGNB*
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Meropenem MEM® | 0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Norfloxacin NOR |1,8,32 05 16 CSAGNB**
Piperacillin/Tazobactam TZP | 2/4,8/4, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tetracycline TE 2,4,8 1 16 CSAGNB**
Tobramycin ™ 8, 16, 64 1 16 CSAGNB*
Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,
M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.
§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli
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0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.
**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
Amoxicillin/Clavulanic Acid AMC <2/1-8/4 - 412 - 16/8
Ampicillin AM <2-8
Cefalotin CF 4-16
Cefotaxime CTX <1 8-32
Cefoxitin FOX <4-8
Cefpodoxime CPD <025-1
Ceftazidime CAZ <1 <1-4
Cefuroxime CXM 2-8
Ciprofloxacin CIP <0.25 <0.25-1
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Meropenem MEM <0.25 <0.25-1
Nitrofurantoin FT <16
Norfloxacin NOR <0.5 1-4
Piperacillin/Tazobactam TZP <4/4 <4/4 - 8/4 <4/4
Tetracycline TE <1-2 8-216
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Providencia spp.

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ Cefpodoxime: Morganella morganii, Serratia spp.

¢ Imipenem: Serratia marcescens

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained
with the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

¢ Imipenem: Aeromonas spp.

e Meropenem: Aeromonas spp.

» Piperacillin/Tazobactam: Pseudomonas aeruginosa

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this

Susceptibility Card.

INDEX OF SYMBOLS
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Catalogue number

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

Authorized representative in the
European Community

8 <= Ee~EEEE:

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.
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A VITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Amoxicillin/Clavulanic Acid AMC  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB*
Cefixime CFM  [0.25,1,2 0.25 4 N/A*
Cefoxitin FOX |8,16,32 4 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO |1,2,8,32 1 64 CSAGNB**
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Ertapenem ETP |05,1,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
Fosfomycin FOS |8,16,32 16 256 N/A*
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Mecillinam MEC [1,3,8,32 1 64 N/A*
Nalidixic Acid NA 8,16, 32 2 32 CSAGNB**
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Ofloxacin OFL ]05,1,4 0.25 8 N/A*
Piperacillin/Tazobactam TZP | 2/4,8/4, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Ticarcillin TIC 16, 32, 64 8 128 CSAGNB**
Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,
M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.
*CSAGNB = Clinically significant aerobic gram negative bacilli

**N/A = No specific FDA Indications for Use available

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in

Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

bioMérieux SA

Peructpanua MU B PocanpaeHagzope
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QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results

Antimicrobic Code E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
Amikacin AN <2-4 <2-4
Amoxicillin/Clavulanic Acid AMC <2/1-8/4 412 - 16/8
Ampicillin AM <2-8
Cefixime CFM <025-1
Cefoxitin FOX <4-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Ciprofloxacin Clp <0.25 <0.25-1
Ertapenem ETP <05 2-28
Fosfomycin FOS <16 <16
Gentamicin GM <1 <1-2
Mecillinam MEC <1
Nalidixic Acid NA <2-4
Nitrofurantoin FT <16
Ofloxacin OFL <0.25 1-28
Piperacillin/Tazobactam TZP <4/4 <4/4 - 8/4 <4/4
Ticarcillin TIC <8-16 <8-32
Trimethoprim/Sulfamethoxazole SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

o Amoxicillin/Clavulanic Acid: Providencia spp.
o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained
with the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following

antibiotic/organism combination(s):

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains
were not available at the time of comparative testing:
e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL

producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A310L306K---D

BAST-N340011L

C---20107028B

DO9O0KOGOHOL7?

E1IN10©31J0OSE

FOYOM2PON238

INDEX OF SYMBOLS

Meaning

(%))
<
E 2
o
=4

Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina
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CVITEK 2"

L technology AST-GNT9

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
AmuKaLmH AN 8, 16, 64 2 64 CSAGNB**
AMONLMATINH AM 4,8,32 2 32 CSAGNB*
Amnuumnnun/Cynbbakram SAM  |4/2, 16/8, 32/16 2/11 32/16 CSAGNB**
LledpazonuH Ccz 4,16, 64 4 64 CSAGNB*
Llecbenum FEP 2,8,16,32 1 64 CSAGNB**
LledpokentuH FOX 8, 16, 32 4 64 CSAGNB**
LlechTasuagum CAZ |1,2,8,32 1 64 CSAGNB**
LledpTpnakcoH CRO [1,2,8,32 1 64 CSAGNB**
Linnpodpnokcaumx CIP 05,2,4 0.25 4 CSAGNB**
OpTaneHem ETP 05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
BNPC: ESB FEP 1,CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEP/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
[ eHTaMULMH GM 4,16, 32 1 16 CSAGNB*
Meponexem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
HutpodhypaHToMH FT 16, 32, 64 16 512 CSAGNB**
Mvnepauunnuu/Tasobaktam TZP 214, 814, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morgani,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
ToBpamnumx ™ 8, 16, 64 1 16 CSAGNB**
bioMérieux SA pycckui - 1
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TpumeTonpum/CynbthameTokcado | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,

C. sakazakii

YuncneHHble 3HaYeHns BbipaXeHbl B Ur/mn.

§ OkBuBaneHTHa no 3 EKTUBHOCTU KOHLIEHTPaLMM CTaHAAPTHOroO MeToaa.

*CSAGNB = KnuHnyeckn 3Hauyumble asapobHble rpamoTpuLaTenbHbIe NanoYku.

**Kox(-ESBL) = K. oxytoca (kpome wtammoB, npogyumpytowimx BJIPC).

Mpum.: BINNIPC FEP = Lledenum, CTX = UedoTakeum, CAZ = LedTtasmgum, CA = KnasynaHoBas kucnoTta. LUtammel,
npoayuupytowime BJIPC, ycTonumsbl KO BCeM NEHULMINMHAM, LedanocnopmvHam, a3TpeoHamy.

NEG = OtpuuaTtenbHbii.

POS = lNonoxuTenbHbIN.

OTtpuuartenbHbin pesynbTat Tecta Ha BJIPC He uckntovaeTt Hanuumsa BJIPC, ckpbiThix 6eTa-nakramason knacca AmpC.
0,0 np. = Cm. paboumne xapakTepucTmkmn ¢ KOAOM npenaparta v AaHHLIM CUMBOMOM B KOMTOHKE KOMMEHTapUEB B
PYKOBOACTBE K pacxo4HbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. Y. YyBCTBUTENbHbIE AHTEPOTOKCUIEHHbIE LUTAMMbI, BbI3bIBaOLLNE AMAPEID).

KOHTPOJIb KAYECTBA

KoHTponbHble wtammbl CLSI®, pesynbTathl B cucteme VITEK 2
AHTUMMKDOBHBIIA Npenapat Kog E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
AmmkaumH AN <2-4 <2-4
AmnuuunanH AM <2-8
Amnuuunnunn/Cynsbakram SAM <2/1-8/4 - 8/4 - 232/16
Lledasonmn Cz <4
Llecbenum FEP <1 <1-8
LlecokeutuH FOX <4-8
Ledprasnaum CAZ <1 <1-4
LlechtpuakcoH CRO <1 8-264
Linnpodpnokcamh CIP <0.25 <0.25-1
OpTaneHem ETP <05 2-28
BNPC ESB NEG - - POS
[eHTaMuLMH GM <1 <1-2
Meponerem MEM <0.25 <025-1
HutpodpypaHTouH FT <16
MunepauunnuH/TazobakTam TZP <4/4 <4/4 -84 <4/4
TobpamumH ™ <1 <1
TpumeTonpum/CynbthameTokcason SXT <20(1/19) 160 (8/152) — 2320 (16/304)

YuncneHHble 3HaYeHns BblpaXeHbl B Ur/mn.

Mpum.: BIIPC FEP = Lledenum, CTX = UedoTakeum, CAZ = Ledrasngum, CA = KnasynaHosas kucnoTa. LUtammel,
npoayuupytowme BJTIPC, ycTonumBbl KO BCEM NEHULMANMHAM, LedanocnopvHam, a3TpeoHamy.

NEG = OtpuuaTtenbHbii.

POS = lNonoxuTenbHbIN.

OTtpuuartenbHbin pesynbTat Tecta Ha BJIPC He uckntovaeTt Hanuumsa BJIPC, ckpbiTbix 6eTa-nakramason knacca AmpC.

OrPAHMYEHUA

[ns cnepylowmnx coveTaHni MUKpPoopraHuaMm / aHTUMUKPOOHBLIVM npenapaTt pesynbTaT cnegyeT noaTBepxaaTb
anbTepHaTMBHLIM METOAOM:

e AMukaumH: Acinetobacter baumannii

o AmnuumnnuH: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Amnuumnnun/Cynbbaktam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ [unepauunnun/Tasobaktam: Serratia marcescens

[ns cnepylowmx coveTaHnin MUKpoopraHuaMm / aHTUMUKPOOHBLIVM npenapaTt pesynbTatT cnegyet noaTBepxaaTb
anbTepHaTMBHLIM METOAOM NpuW NOMyYeHnn pesynbTaTa "yCTONYMBbLIN":
e MeponeHem: Aeromonas spp.

bioMérieux SA pyccKuii - 2
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e MunepaunnnuH/Tasobakram: Pseudomonas aeruginosa

Bo3MOXHOCTb oOnpefeneHns yCTOMYMBOCTM Ha [aHHOW KapTe [AONnd Crnefywlux CoyeTaHuid MUuKpoopraHusm /

aHTMMUKPOOHLIA MpenapaT Heu3BeCTHAa, MOCKOMbKY Ha MOMEHT CpaBHWUTENbHOrO TECTUPOBAHUSA MpWU OnpeaeneHun

paboumx xapakTepucTMK yCTOMYMBbIE LUTAMMbl HE Oblnn OCTYMHbI:

e OptaneHem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (kpome LUTamMMOB,
npopyuupytowmx BJIPC), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NMPUMEYAHMUE: PesynbtaThl 4NA COMETaHUA aHTUMUKPOOHbLIN npenapat / MUKPOOpraHvam, Ans KOTOPbIX CYLLEeCTBYOT
OrPaHNYEeHns, MOXHO WCKNIoYUTL M3 nabopaTopHoro otyeta. [ns nonyyeHus nogpobHOM uHopMauun CMoTpuTe
PYKOBOACTBO MO NPOrpamMmMHOMY obecneyeHmio.

bioMérieux SA pycckui - 3
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4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310G703J]---4

BAST-GN79012

C---2Z010200N

DOE1COKOGOHZ

EOLIN110©032GP

FOY2PO52300NW

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Ampicillin AM 4,8,32 2 32 CSAGNB**
Ampicillin/Sulbactam SAM  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Cefazolin Ccz 4,16, 64 4 64 CSAGNB**
Cefepime FEP 2,8,16,32 1 64 CSAGNB**
Cefoxitin FOX |8,16,32 4 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO |1,2,8,32 1 64 CSAGNB**
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Ertapenem ° ETP |051,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL - ESB FEP 1, CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPICA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB*
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Levofloxacin LEV® [0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam ° TZP | 2/4,8/4, 24/4, 32/4, 4l4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tobramycin ™ 8, 16, 64 1 16 CSAGNB**
bioMérieux SA English - 1
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ pneumoniae
ATCC® 700603™
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 - 232/16
Cefazolin cz <4
Cefepime FEP <1 <1-8
Cefoxitin FOX <4-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Ciprofloxacin Clp <0.25 <025-1
Ertapenem® ETP <0.5 2-28
ESBL: ESB NEG - - POS
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Levofloxacin LEV <0.12 05-4
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <44 <4/4 - 8l4* <44
(*FDA/CLS!I Broth Microdilution (*FDAICLSI Broth Microdilution (*FDA/CLS!I Broth Microdilution
expected QC range = 1/4 - 4/4 expected QC range = 1/4 - 8/4 expected QC range =0.5/4 - 2/4
pg/mi) pg/mi) pg/mi)
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole [ SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
* Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
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o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
¢ Imipenem: Serratia marcescens
¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

* Imipenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A310FVe]---NW

BAST-GN66014

C---Z02000E7

D1COKOGOHOLI

E1IN11©03201W6

FOY2PO52300MW
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Catalogue number
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In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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A VITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Ampicillin/Sulbactam SAM  |4/2, 16/8, 32/16 2/1 32/16 CSAGNB**
Cefazolin Ccz 4,16, 64 4 64 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO |1,2,8,32 1 64 CSAGNB**
Ciprofloxacin Clp 05,2,4 0.25 4 CSAGNB**
Doripenem NS DOR |0.25,05,1,4 0.12 8 A. baumannii, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa, C. freundii,
E. cloacae, K. oxytoca, S. marcescens
Ertapenem ° ETP |051,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL - ESB FEP 1, CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPICA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Levofloxacin LEV® [0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam ¢ TZP | 2/4,8/4, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tobramycin ™ 8, 16, 64 1 16 CSAGNB**
Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,
M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii
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Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ pneumoniae
ATCC® 700603™
Amikacin AN <2-4 <2-4
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 - 232/16
Cefazolin cz <4
Cefepime FEP <1 <1-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Ciprofloxacin CIP <0.25 <0.25-1
Doripenem™S DOR <0.12 <0.12-05
Ertapenem® ETP <0.5 2-28
ESBL: ESB NEG - - POS
Gentamicin GM <1 <1-2
Levofloxacin LEV <0.12 05-4
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <4)4* <44 - 8J4* <4)4*
(*FDAICLSI Broth Microdilution (*FDAICLSI Broth Microdilution (*FDAICLSI Broth Microdilution
expected QC range = 1/4 - 4/4 expected QC range = 1/4 - 8/4 expected QC range =0.5/4 - 2/4
pg/mi) pg/mi) pg/mi)
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole | SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

NS = The current absence of resistant isolates precludes defining any results other than susceptible. Isolates yielding MIC
results suggestive of Nonsusceptible category should be submitted to a reference laboratory for further testing.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
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o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):
» Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A310FX03J---7

BAST-GN680O1M

C---2Z010200N
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E2A1N11031WE

FOY2PO52300MW
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In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Ampicillin/Sulbactam SAM  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Aztreonam ATM  [2,8,32 1 64 CSAGNB**
Cefazolin Cz 4,16, 64 4 64 CSAGNB**
Cefepime FEP 2,8,16,32 1 64 CSAGNB*
Ceftriaxone CRO |1,2,8,32 1 64 CSAGNB**
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Ertapenem © ETP [05,1,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL - ESB FEP 1, CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPICA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB*
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Meropenem MEM® | 0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Moxifloxacin MXF 10.25,1,4 0.25 8 K. pneumoniae, C. freundii, E. cloacae,
E. coli, K. oxytoca, P. mirabilis
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Tigecycline ¢ TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens
Tobramycin ™ 8, 16, 64 1 16 CSAGNB*
bioMérieux SA English - 1
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
Amikacin AN <2-4 <2-4
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 - >32/16
Aztreonam ATM <1 2-8
Cefazolin (074 <4
Cefepime FEP <1 <1-8
Ceftriaxone CRO <1 8-264
Ciprofloxacin CIP <0.25 <0.25-1
Ertapenem® ETP <0.5 2-28
ESBL ESB NEG - - POS
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Meropenem MEM <0.25 <025-1
Moxifloxacin MXF <0.25 1-8
Nitrofurantoin FT <16
Tigecycline® TGC <0.5
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
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e Aztreonam: Pseudomonas spp.
¢ Imipenem: Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

* Imipenem: Aeromonas spp.

e Meropenem: Aeromonas spp.

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

¢ Tigecycline: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A310F-03---P

BAST-GN71014

C--01020008Y

DOE1COHOLI1INO

E11063202G1KC

FOY1R0523001

INDEX OF SYMBOLS
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In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina
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CVITEK 2"

Y technology AST-GNT3

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
AmuKaLmH AN 8, 16, 64 2 64 CSAGNB**
AMONLMATINH AM 4,8,32 2 32 CSAGNB*
Amnuumnnun/Cynbbakram SAM  |4/2, 16/8, 32/16 2/11 32/16 CSAGNB**
LledpazonuH Ccz 4,16, 64 4 64 CSAGNB*
Llecbenum FEP |2,8,16,32 1 64 CSAGNB*
LledpokentuH FOX 8, 16, 32 4 64 CSAGNB**
LlechTasuagum CAZ |1,2,8,32 1 64 CSAGNB*
LledpTpnakcoH CRO [1,2,8,32 1 64 CSAGNB**
Linnpodpnokcaumx Clp 05,2,4 0.25 4 CSAGNB*
BNPC: ESB FEP 1,CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEP/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
[ eHTaMuLMH GM 4,16, 32 1 16 CSAGNB*
Jleodpnokcauux LEV® |0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meponexem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
HutpodhypaHToMH FT 16, 32, 64 16 512 CSAGNB*
Mvnepauunnuu/Tasobaktam TZP 214, 814, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morgani,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
TobpammumH ™ 8, 16, 64 1 16 CSAGNB**
bioMérieux SA pycckui - 1
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TpumeTonpum/CynbthameTokcado | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,

C. sakazakii

YuncneHHble 3HaYeHns BbipaXeHbl B Ur/mn.

§ OkBuBaneHTHa no 3 EKTUBHOCTU KOHLIEHTPaLMM CTaHAAPTHOroO MeToaa.

*CSAGNB = KnuHnyeckn 3Hauyumble asapobHble rpamoTpuLaTenbHbIe NanoYku.

Mpum.: BINNIPC FEP = Ledenum, CTX = UedoTakcum, CAZ = Ledtasmgum, CA = KnaBynaHoBasi kucroTa. LUtammel,
npoayuupytowime BJIPC, ycTonumsbl KO BCeM NEHULMINMHAM, LedanocnopmvHam, a3TpeoHamy.

NEG = OTpuuaTtenbHbin.

POS = lNonoxuTenbHbIN.

OTtpuuartenbHbii pesynbTtaTt Tecta Ha BJIPC He nckntovaeTt Hanuumsa BITPC, ckpbiTbix 6eTa-nakramason knacca AmpC.
0,0 np. = Cm. paboumne xapakTepucTmkmn ¢ KOAOM npenapara v faHHLIM CUMBOMOM B KOMTOHKE KOMMEHTapUEB B
PYKOBOACTBE K pacxodHbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. Y. YyBCTBUTENbHbIE AHTEPOTOKCUIEHHbIE LUTAMMBbI, BbI3bIBaOLLME AMAPEHD).

KOHTPOJIb KAYECTBA

KoHTporbHble WwTammbl CLSI®, pesynbtaTthl B cucteme VITEK 2
AHTUMUKPOBHBI Npenapat Koa E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
AMMKaLH AN <2-4 <2-4
AMAMUUARNH AM <2-8
Amnuuunnunn/Cynsbakrtam SAM <2/1-8/4 - 8/4 - 232/16
Lledasonmu Cz <4
Llecbenum FEP <1 <1-8
LlecokeutuH FOX <4-8
Llecbrasugum CAZ <1 <1-4
LlechtpuakcoH CRO <1 8-264
LunpodhnokcauuH CIP <0.25 <0.25-1
BIIPC: ESB NEG - - POS
[eHTaMuLMH GM <1 <1-2
NesodhnokcavmH LEV <0.12 05-4
MeponeHem MEM <0.25 <0.25-1
HutpodbypaHTomH FT <16
MunepauunnuH/TazobakTam TZP <4/4 <4/4 - 8/4 <4/4
TobpamuumH ™ <1 <1
Tpumetonpum/CynbthameTokcason SXT <20(119) 160 (8/152) — 2320 (16/304)

YucneHHble 3HaYeHWs BblpaXkeHbl B /M.

Mpum.: BIIPC FEP = Lledenum, CTX = UedoTakeum, CAZ = Ledtasngum, CA = KnasynaHosas kucnoTta. LUtammel,
npoayuupytowme BJIPC, ycTonumsbl KO BCeM NEHULMNMHAM, LedanocnopmvHam, a3TpeoHamy.

NEG = OtpuuaTtenbHbii.

POS = lNonoxuTenbHbIN.

OTtpuuartenbHbin pesynbTat Tecta Ha BJIPC He uckntovaeTt Hanuumsa BJIPC, ckpbiThbix 6eTa-nakramason knacca AmpC.

OrPAHMYEHUA

[ns cnepylowmx coveTaHni MUKpPoopraHuaMm / aHTUMUKPOOHBLIVM npenapaTt pesynbTat cnegyeT noaTBepxaaTb
anbTepHaTUBHbIM METOAOM:

e AMukaumH: Acinetobacter baumannii

o AmnuumnnuH: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Amnuumnnun/Cynbbaktam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

e MunepaunnnuH/Tasobaktam: Serratia marcescens

Ons cnepylowmnx coveTaHui MUKpoopraHuaMm / aHTMMUKpPOOHBLIV npenapaTt pe3ynbTaT crnegyet noaTBepXaaTb
anbTepHaTMBHLIM METOAOM NpUW NOMyYeHnn pesynbTaTa "yCTONYMBbLIN:

e MeponeHem: Aeromonas spp.

¢ [unepauunnun/Taszobaktam: Pseudomonas aeruginosa

bioMérieux SA pyccKuii - 2
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NMPUMEYAHMUE: PesynbtaThl 4NA COMETaHUA aHTUMUKPOOHbLIN npenapat / MUKPOOpraHvam, Ans KOTOPbIX CYLLEeCTBYOT
OrPaHNYEHUsl, MOXHO MCKMIOYUTL U3 nabopaTopHoro otyeTa. [ns nonyvyeHuss NoapobHON MHdopmaumn cMmoTpute
PYKOBOACTBO MO NPOrpamMmMHOMY obecneyeHmio.

bioMérieux SA pycckui - 3

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-GN73

9310641-P1RU1 - 2015/08

4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310G103J---5

BAST-GN7301M

C---2Z010200N

DOE1COKOGOHZ

EOL11031W2G7

FOY2PO52300NW

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Ampicillin/Sulbactam SAM  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Cefazolin Ccz 4,16, 64 4 64 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO |1,2,8,32 1 64 CSAGNB**
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Ertapenem ° ETP |051,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL - ESB FEP 1, CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPICA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB*
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Levofloxacin LEV® [0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam ° TZP | 2/4,8/4, 24/4, 32/4, 4l4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tobramycin ™ 8, 16, 64 1 16 CSAGNB**
bioMérieux SA English - 1
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ pneumoniae
ATCC® 700603™
Amikacin AN <2-4 <2-4
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 - 232/16
Cefazolin cz <4
Cefepime FEP <1 <1-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Ciprofloxacin Clp <0.25 <025-1
Ertapenem® ETP <0.5 2-28
ESBL: ESB NEG - - POS
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Levofloxacin LEV <0.12 05-4
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <44 <4/4 - 8l4* <44
(*FDA/CLS!I Broth Microdilution (*FDAICLSI Broth Microdilution (*FDA/CLS!I Broth Microdilution
expected QC range = 1/4 - 4/4 expected QC range = 1/4 - 8/4 expected QC range =0.5/4 - 2/4
pg/mi) pg/mi) pg/mi)
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole [ SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

bioMérieux SA English - 2
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o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
¢ Imipenem: Serratia marcescens

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

o Imipenem: Aeromonas spp.

o Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 3
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A310FWOJ---1

BAST-GN6701D

C---2Z010200N

DOE1COGOHOLN

E1IN11©03201W6

FOY2PO52300MW

INDEX OF SYMBOLS

Meaning

(%))
<
E 2
o
=4

Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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A VITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Ampicillin/Sulbactam SAM (412, 16/8, 32/16 2/1 32/16 CSAGNB**
Aztreonam ATM  |2,8,32 1 64 CSAGNB**
Cefazolin Cz 4,16, 64 4 64 CSAGNB**
Cefepime FEP 2,8,16,32 1 64 CSAGNB*
Ceftriaxone CRO |1,2,8,32 1 64 CSAGNB**
Ciprofloxacin Clp 05,2,4 0.25 4 CSAGNB**
Ertapenem © ETP [05,1,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL - ESB FEP 1, CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPICA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB*
Meropenem MEM® | 0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam ° TZP | 2/4,8/4, 24/4, 32/4, 4l4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tigecycline ¢ TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens
Tobramycin ™ 8, 16, 64 1 16 CSAGNB**
Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,
M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

bioMérieux SA
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Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ pneumoniae
ATCC® 700603™
Amikacin AN <2-4 <2-4
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 - 232/16
Aztreonam ATM <1 2-8
Cefazolin Cz <4
Cefepime FEP <1 <1-8
Ceftriaxone CRO <1 8-264
Ciprofloxacin Clp <0.25 <025-1
Ertapenem® ETP <05 2-28
ESBL: ESB NEG - - POS
Gentamicin GM <1 <1-2
Meropenem MEM <0.25 <025-1
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <4)4* <AJ4 - 8l4* <4)4*
(*FDAICLSI Broth Microdilution (*FDAICLSI Broth Microdilution (*FDAICLSI Broth Microdilution
expected QC range = 1/4 - 4/4 expected QC range = 1/4 - 8/4 expected QC range = 0.5/4 - 2/4
pg/mi) pg/mi) pg/mi)
Tigecycline® TGC <05
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole [ SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

e Aztreonam: Pseudomonas spp.

¢ Piperacillin/Tazobactam: Serratia marcescens

bioMérieux SA English - 2
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Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

e Meropenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

¢ Tigecycline: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this

Susceptibility Card.

INDEX OF SYMBOLS

Meaning
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Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“bioMérieux, Inc.

é’ 100 Rodolphe Street
Durham, North Carolina
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A VITEK 2"
— technology

AST-GN72

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION INSTRUCTIONS FOR USE

The VITEK® 2 Gram Negative Susceptibility Card is A package insert is provided in the kit or downloadable
intended for use with the VITEK 2 Systems in clinical from www.biomerieux.com/techlib

laboratories as an in vitro test to determine the

susceptibility of clinically significant aerobic gram- See the Product Information manual for additional
negative bacilli to antimicrobial agents when used as Instructions for Use.

instructed in the Product Information manual.

CONTENTS OF THE CARD

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amoxicillin/Clavulanic Acid AMC (412, 16/8, 32/16 211 32/16 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Cefalotin CF 2,8,32 2 64 CSAGNB**
Cefazolin Cz 4,16, 64 4 64 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Cefoxitin FOX 8,16, 32 4 64 CSAGNB**
Cefpodoxime CPD |05,1,4 0.25 8 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO (1,2,8,32 1 64 CSAGNB**
Cefuroxime CXM  |2,8,32 1 64 CSAGNB**
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Levofloxacin LEV® [0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam ¢ TZP | 2/4,8/4, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tetracycline TE 2,4,8 1 16 CSAGNB**
Tobramycin ™ 8, 16, 64 1 16 CSAGNB**
Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in

Systems Product Information.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.
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**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
Amoxicillin/Clavulanic Acid AMC <2/1-8/4 - 412 - 16/8
Ampicillin AM <2-8
Cefalotin CF 4-16
Cefazolin Cz <4
Cefepime FEP <1 <1-8
Cefoxitin FOX <4-8
Cefpodoxime CPD <025-1
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Cefuroxime CXM 2-8
Ciprofloxacin ClP <0.25 <0.25-1
Gentamicin GM <1 <1-2
Levofloxacin LEV <0.12 05-4
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <44 <44 - 8l4* <4)4*
(*FDAICLSI Broth Microdilution expected QC | (*FDA/CLSI Broth Microdilution expected QC |  (*FDA/CLSI Broth Microdilution expected QC
range = 1/4 - 4/4 pg/ml) range = 1/4 - 8/4 pg/ml) range = 0.5/4 - 2/4 pg/ml)
Tetracycline TE <1-2 8-216
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole | SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.
¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Providencia spp.

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Cefpodoxime: Morganella morganii, Serratia spp.

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained
with the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):
¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 2

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-GN72

9310651-P1EN1 - 2015/08

=]

MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this

Susceptibility Card.

INDEX OF SYMBOLS

Meaning

01

02

03

04

05

06

07

A310GoeeoeL---F

BAST-GN7201D

C---Z2Z07020DI

DOE1COK100G -

EOHOIOLO31WP

FOY2PO-065238

G-000000000C

Catalogue number

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

Authorized representative in the
European Community

8 <= Ee~EEEE:

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“bioMérieux, Inc.

é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Ampicillin/Sulbactam SAM  |4/2,16/8, 32/16 211 32/16 CSAGNB**
Aztreonam ATM  [2,8,32 1 64 CSAGNB**
Cefazolin Cz 4,16, 64 4 64 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Cefoxitin FOX |8, 16, 32 4 64 CSAGNB**
Ceftazidime CAZ |1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO (1,2,8,32 1 64 CSAGNB*
Ertapenem © ETP [05,1,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Levofloxacin LEV® (0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. woffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meropenem MEM® | 0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam © TZP | 2/4,8/4, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tetracycline TE 2,4,8 1 16 CSAGNB**
Tigecycline © TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens
Tobramycin ™ 8, 16, 64 1 16 CSAGNB*
bioMérieux SA English - 1
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
Amikacin AN <2-4 <2-4
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 -232/16
Aztreonam ATM <1 2-8
Cefazolin Cz <4
Cefepime FEP <1 <1-8
Cefoxitin FOX <4-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Ertapenem® ETP <0.5 2-28
Gentamicin GM <1 <1-2
Levofloxacin LEV <0.12 05-4
Meropenem MEM <0.25 <0.25-1
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <44 <44 - 8l4* <4J4*
(*FDAICLS!I Broth Microdilution expected QC | (*FDA/CLSI Broth Microdilution expected QC |  (*FDA/CLSI Broth Microdilution expected QC
range = 1/4 - 4/4 pg/mi) range = 1/4 - 8/4 pg/ml) range = 0.5/4 - 2/4 yg/mi)
Tetracycline TE <1-2 8-216
Tigecycline® TGC <0.5
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole | SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.
¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

o Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

e Aztreonam: Pseudomonas spp.

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

e Meropenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

bioMérieux SA English - 2
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The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

» Tigecycline: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A3106G206K---13
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E1INO31W2GOYD

F2PO0-1R6523C

INDEX OF SYMBOLS

Meaning

(%))
<
E 2
o
=4

Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Ampicillin/Sulbactam SAM  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Cefazolin Ccz 4,16, 64 4 64 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Cefoxitin FOX |8, 16,32 4 64 CSAGNB**
Ceftazidime CAZ |1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO (1,2,8,32 1 64 CSAGNB*
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Ertapenem © ETP 05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL - ESB FEP 1, CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPICA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Levofloxacin LEV® (0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. woffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meropenem MEM® | 0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
bioMérieux SA English - 1
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Piperacillin PIP® (4,16, 32,64 4 128 Acinetobacter spp., Enterobacter spp.,
E. coli, Klebsiella spp., M. morganii,
Pv. rettgeri, P. mirabilis, P. vulgaris,

P. aeruginosa, Serratia spp., B. cepacia,
C. koseri, C. freundii, P. fluorescens,

C. sakazakii
Tobramycin ™ 8,16, 64 1 16 CSAGNB**
Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
Amikacin AN <2-4 <2-4
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 -232/16
Cefazolin (o4 <4
Cefepime FEP <1 <1-8
Cefoxitin FOX <4-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Ciprofloxacin ClP <0.25 <0.25-1
Ertapenem® ETP <0.5 2-28
ESBL ESB NEG - - POS
Gentamicin GM <1 <1-2
Levofloxacin LEV <0.12 05-4
Meropenem MEM <0.25 <025-1
Nitrofurantoin FT <16
Piperacillin PIP <4 <4-8
Tobramycin ™ <1 <1
Trimethoprim/Sulfamethoxazole SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

bioMérieux SA English - 2
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LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

* Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):
e Meropenem: Aeromonas spp.

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this

Susceptibility Card.
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Catalogue number
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In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.
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Durham, North Carolina
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Peructpanua MU B PocanpaeHagzope

www.nevacert.ru | info@nevacert.ru

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Cefazolin Cz 4,16, 64 4 64 CSAGNB**
Cefepime FEP 2,8,16,32 1 64 CSAGNB**
Cefoxitin FOX |8,16,32 4 64 CSAGNB**
Ceftazidime CAZ 1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO |1,2,8,32 1 64 CSAGNB**
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Ertapenem © ETP [05,1,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL - ESB FEP 1, CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPICA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB*
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Levofloxacin LEV® [0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam © TZP | 2/4, 814, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Tigecycline ¢ TGC |0.75,2,4 05 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens
bioMérieux SA English - 1
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Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ pneumoniae
ATCC® 700603™
Amikacin AN <2-4 <2-4
Ampicillin AM <2-8
Cefazolin cz <4
Cefepime FEP <1 <1-8
Cefoxitin FOX <4-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Ciprofloxacin Clp <0.25 <025-1
Ertapenem® ETP <0.5 2-28
ESBL: ESB NEG - - POS
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Levofloxacin LEV <0.12 05-4
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <44 <4/4 - 8l4* <44
(*FDA/CLS!I Broth Microdilution (*FDAICLSI Broth Microdilution (*FDA/CLS!I Broth Microdilution
expected QC range = 1/4 - 4/4 expected QC range = 1/4 - 8/4 expected QC range =0.5/4 - 2/4
pg/mi) pg/mi) pg/mi)
Tigecycline® TGC <05
Trimethoprim/Sulfamethoxazole [ SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

bioMérieux SA English - 2
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o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
¢ Imipenem: Serratia marcescens
¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

* Imipenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

» Tigecycline: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A31060G403]---N

BAST-GN7601C

C---2Z01020E0

D1COKOGOHOLI

E1IN11©03201W6

FOY2P1R23007

INDEX OF SYMBOLS

Meaning
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Catalogue number

<
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In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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L technology AST-GN8O

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
AmnuumnnH AM 4,8,32 2 32 CSAGNB**
Avnuuunnmnn/Cynbbaktam SAM  [4/2,16/8, 32/16 211 32/16 CSAGNB**
AsTpeoHam ATM  [2,8,32 1 64 CSAGNB*
LledpazonuH Ccz 4,16, 64 4 64 CSAGNB*
Llecbenum FEP |2,8,16,32 1 64 CSAGNB**
Lledprasmaum CAZ 1,2,8,32 1 64 CSAGNB**
LlechTpuakcoH CRO |1,2,8,32 1 64 CSAGNB**
OpTaneHem ETP 05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
BNPC: ESB FEP 1,CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEP/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
eHTamMuLmH GM 4,16, 32 1 16 CSAGNB**
JleBochnokcauyH LEV® |0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. lwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meponerem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
HutpodhypaHToMH FT 16, 32, 64 16 512 CSAGNB*
Mvnepauunnuu/Tasobaktam TZP 214, 814, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
bioMérieux SA pycckui - 1
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TarnreupknmH TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens

TobpamuumH ™ 8, 16, 64 1 16 CSAGNB**
Tpumetonpum/CynbameTokcaso | SXT@ |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

YucneHHble 3HaYeHus BblpaXkeHbl B /M.

§ OkBuBaneHTHa No 3 PEKTUBHOCTU KOHLIEHTPaLMX CTaHAAPTHOro MeToaa.

**CSAGNB = KnuHunyeckun 3HaunmMble aspobHble rpamoTpuuatenbHble NanoYku.

**Kox(-ESBL) = K. oxytoca (kpome wtammos, npogyumpytowmx BJIPC).

Mpum.: BINNIPC FEP = Lledenum, CTX = UedoTakcum, CAZ = Ledrasmgum, CA = KnaBynaHoBasi kucroTa. LUtammel,
npoayuupytowme BJIPC, ycTonumBbl KO BCEM NEHULMNNMHAM, LedanocnopmMHam, a3TpeoHamy.

NEG = OTpuuartenbHbin.

POS = lNonoxuTenbHbIN.

OTtpuuartensHbiv pesynbTtaTt Tecta Ha BJIPC He nckntovaeTt Hanuumsa BIPC, ckpbiTbix 6eTa-nakramason knacca AmpC.
0,0 np. = Cm. paboumne xapakTepucTMKu ¢ KOJOM npenaparta 1 faHHbIM CUMBOMIOM B KOMTOHKE KOMMEHTapUEB B
PYKOBOACTBE K pacxodHbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. 4. 4yBCTBUTENbHbIE IHTEPOTOKCUTEHHbIE LUTAMMBbI, Bbi3blBaOLLME ANAPEID).

KOHTPOIIb KAHECTBA

KoHTpornbHble wtammbl CLSI®, pesynbTatsl B cucteme VITEK 2
AHTUMUKPOBHBI Npenapat Koa E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
AMAMUUARNH AM <2-8
Amnuuunnunn/Cynsbakram SAM <2/1-8/4 - 8/4 - 232/16
AsTpeoHam ATM <1 2-8
Lledpasonun Cz <4
Lledenum FEP <1 <1-8
Llecbrasugum CAZ <1 <1-4
LlechtpuakcoH CRO <1 8-264
JpraneHem ETP <05 2-28
BIIPC: ESB NEG - - POS
leHTamuLmH GM <1 <1-2
JleBocprokcaumH LEV <0.12 05-4
Meponexem MEM <0.25 <025-1
HutpodbypaHTomH FT <16
MunepauunnuH/TazobakTam TZP <4/4 <4/4 -84 <4/4
TaireLuknH TGC <0.5
ToBpamuumH ™ <1 <1
TpumeTtonpum/CynbdhameTokcason SXT <20(1/19) 160 (8/152) — 2320 (16/304)

YucneHHble 3HaYeHUs BblpaXKeHbl B /M.

Mpum.: BINNIPC FEP = Ledenum, CTX = UedoTakcum, CAZ = Ledptasmgum, CA = KnaBynaHoBasi kucroTa. LUtammel,
npoayuupytowme BJIPC, ycTonumsbl KO BCeM NEHULMMNMHAM, LedanocnopmvHam, a3TpeoHamy.

NEG = OTpuuartenbHbin.

POS = lNonoxuTenbHbIN.

OTtpuuaTtensHbiv pesynbTtaTt Tecta Ha BJIPC He nckntovaeTt Hanuuusa BITPC, ckpbiThix 6eTa-nakramason knacca AmpC.

OrPAHUYEHUA

Ons cnedylowmx coyeTaHUA MUKPOOPraHuam / aHTUMUKPOOHBIM npenapaTt pe3ynbTaT criedyeT NOATBEpXAaTh
anbTepHaTMBHLIM METOAOM:

o AmnuumnnuH: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Amnuumnnun/Cynsbaktam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ AsTpeoHam: Pseudomonas spp.

bioMérieux SA pyccKuii - 2
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¢ MunepaunnnuH/Tasobakram: Serratia marcescens

[na cregylowmx coyeTaHU MUKPOOPraHwaMm / aHTUMUKPOOHBLIV MpenapaTt pesynbTaT crnegyeT noATeBepxaatb
anbTepHaTMBHBIM METOAOM NpK MOMyYeHnn pesynbTaTa "yCTONYMBLIN":
e MeponeHem: Aeromonas spp.

e MunepaunnnuH/Tasobaktam: Pseudomonas aeruginosa

Bo3MOXHOCTb onpefeneHns yCTOMYMBOCTM Ha [aHHOW KapTe [AONnd Crnefywlux CoyeTaHuid MUuKpoopraHusm /

aHTVIMMKpO6HbII7I npenapaTt Heu3BeCTHa, MOCKOJIbKY Ha MOMEHT CpaBHUTENIbHOIo TeCTUpOBaHUA MpU onpeaeneHumn

paboymx xapakTepucTMK yCTONYMBbBIE LUTAMMbl HE Oblnn OCTYMHbI:

e OptaneHeMm: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (kpome LUTamMMOB,
npopyuupytowmx BJTIPC), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

e Tanreuuknun: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NMPUMEYAHMUE: PesynbtaThl ANA cOMeTaHUA aHTUMUKPOOHBLIN npenapat / MUKpOOpraHvuam, Anst KOTOPbIX CYLLEeCTBYOT
OrPaHUYEHUS, MOXHO WCKNIOYUTL M3 nabopaTopHoro otyeTa. [ns nonyyeHus nogpobHOM WHGOpMauun cCMoTpuTe
PYKOBOACTBO MO NporpamMmmMmHoMy obecrneyeHuto.

bioMérieux SA pycckui - 3
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4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310I403J]---X

BAST-GN8060613

C---2Z020008F

DOE1COGOHINI

E11031W2GOYL

F2P1RO52300F

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina

ME RIEU X 27712 USA
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CVITEK 2"

— technology AST-GN81

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
AmuKaLmH AN 8, 16, 64 2 64 CSAGNB**
Amokcuumnnun/KnasynaHosas AMC |4/2,16/8, 32/16 211 32/16 CSAGNB**
kucnoTa
AMONLMATINH AM 4,8,32 2 32 CSAGNB*
Llechasonun Cz 4,16, 64 4 64 CSAGNB*
Lledpenum FEP 2,8,16,32 1 64 CSAGNB**
LledpokentuH FOX 8, 16, 32 4 64 CSAGNB**
LlechTasuagum CAZ |1,2,8,32 1 64 CSAGNB*
LledpTpnakcoH CRO [1,2,8,32 1 64 CSAGNB**
Linnpodpnokcaumx Clp 05,2,4 0.25 4 CSAGNB**
OpTaneHem ETP 05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
eHTamMuLmH GM 4,16, 32 1 16 CSAGNB**
Jleodpnokcauux LEV® |0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. lwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meponexem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
HutpodhypaHToMH FT 16, 32, 64 16 512 CSAGNB**
Mvnepauunnuu/Tasobaktam TZP 214, 814, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morgani,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
TeTpaumkimH TE 2,4,8 1 16 CSAGNB**
bioMérieux SA pycckui - 1
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TobpamuumH ™ 8, 16, 64 1 16 CSAGNB**
Tpumetonpum/CynbameTokcaso | SXT® |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

YncneHHble 3Ha4YeHNs BblpaXeHbl B /M.

§ OkBMBaneHTHa No aMEeKTUBHOCTU KOHLEHTpaLMmM CTaHgapTHOro MeToAa.

**CSAGNB = KnuHunyeckun 3HaunmMble aspobHble rpamoTpuuatenbHble NanoYku.

**Kox(-ESBL) = K. oxytoca (kpome wtammos, npogyumpytowwmx BJIPC).

0,8 np. = Cm. paboune xapakTep1cTVKku C KOAOM npenaparta 1 AaHHbIM CUMBOSIOM B KOMOHKE KOMMEHTapueB B
PYKOBOACTBE K pacxofHbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. 4. 4yBCTBUTENbHbIE AHTEPOTOKCUrEHHbIE LUTAMMBbI, BbI3blBalOLLME ANAPEID).

KOHTPOIIb KAHECTBA

KoHTponbHble wtammsbl CLSI®, pesynbTtaTthl B cucteme VITEK 2
AHTUMMKDOBHBIIA Npenapat Kog E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
AmmkaumH AN <2-4 <2-4
AwmokenumnnuH/KnasynaHosas kucnota AMC <2/1-8/4 - 412 -16/8
AMAMUUARNH AM <2-8
Lledpasonun Cz <4
Lledenum FEP <1 <1-8
LlechokeuTuH FOX <4-8
Lledrasuanm CAZ <1 <1-4
LlechtpuakcoH CRO <1 8-264
Linnpodpnokcaumh CIP <0.25 <0.25-1
OpTaneHem ETP <05 2-28
leHTamuLmH GM <1 <1-2
JleBocprokcaumH LEV <0.12 05-4
Meponexem MEM <0.25 <025-1
HutpodpypaHTouH FT <16
Munepaywmnnut/Tasobaktam TZP <44 <4]4-8/4 <4/4
TeTpaumknuH TE <1-2 8-216
TobpamuumH ™ <1 <1
Tpumetonpum/CynbthameTokcason SXT <20(1/19) 160 (8/152) - 2320 (16/304)

YuncneHHble 3Ha4YeHNS BblpaXKeHbl B H.F/MJ'I.

OrPAHMYEHUA

[na cnegylowmux coyeTaHU MUKPOOPraHwaMm / aHTUMUKPOOHBLIV MpenapaTt pesynbTaT crnegyeT noATBepxaaTtb
anbTepHaTUBHbIM METOOAOM:

o AmukauuH: Acinetobacter baumannii

o Amokcuuunnui/KnaeynaHoBas kucnota: Providencia spp.

o AmnuumnnuH: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ MunepaunnnuH/Tasobaktam: Serratia marcescens

[na crnegylowmux coyeTaHUd MUKPOOPraHwaMm / aHTUMUKPOOHBLIV MpenapaTt pesynebTaT crnegyeT noATeBepxadaTtb
anbTepHaTUBHBLIM METOAOM NPU MOSTyYeHUn pesynbTaTa "yMepeHHO YCTONYMBLIA" Unn "yCTOMUYMNBBINA':
o AmokcnuunnuH/KnaesynaHoBas kucnota: Proteus spp.

[na cregylowmux coyeTaHU MUKPOOPraHwaMm / aHTUMUKPOOHBLIV MpenapaTt pesynebTaT crnegyeT noATeBepxaaTtb
anbTepHaTMBHBIM METOAOM NpK MOMyYeHnn pesynbTaTa "yCTONYMBLIN":

e MeponeHem: Aeromonas spp.

e MunepaunnnuH/Tasobaktam: Pseudomonas aeruginosa

bioMérieux SA pyccKuii - 2
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Bo3MOXHOCTb onpegeneHvs yCTOMYMBOCTM Ha [aHHOW KapTe Ans Cheaylowux COYeTaHun MUKpoopraHusm /

aHTMMUKPOOHbLIA MpenapaT Heu3BecCTHAa, MOCKOSIbKY Ha MOMEHT CpaBHUTENIbHOrO TECTUPOBAHUS MPW OnpeaeneHun

pabourx xapakTepUCTMK yCTONYUBBIE LUTAMMbI HE BbINy OOCTYMHbI:

e OptaneHeMm: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (kpome LUTamMMOB,
npoayumpytowmx BJTIPC), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NMPUMEYAHMUE: PesynbtaThl ANA cOMETaHUA aHTUMUKPOOHBIN npenapat / MUKpOOpraHvuam, Anst KOTOPbIX CYLLEeCTBYOT
OrPaHUYEHUS, MOXHO WCKNIOYUTL M3 nabopaTopHoro otyeTa. [ns nonyyeHus nogpobHOM WHGOpMauun cCMoTpuTe
PYKOBOACTBO MO NporpamMmmHoMy obecneyeHuto.

bioMérieux SA pycckui - 3
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4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310I50K---A

BAST-GN8101C

C---20107028B

DOE1COKOGOHZ

EOLINO31W2GES6

FOY2PO-05238

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina

ME RIEU X 27712 USA
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fVITEK 2"

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION

The VITEK® 2 Gram Negative Susceptibility Card is
intended for use with the VITEK 2 Systems in clinical
laboratories as an in vitro test to determine the
susceptibility of clinically significant aerobic gram-
negative bacilli to antimicrobial agents when used as
instructed in the Product Information manual.

CONTENTS OF THE CARD

INSTRUCTIONS FOR USE

A package insert is provided in the kit or downloadable
from www.biomerieux.com/techlib

See the Product Information manual for additional
Instructions for Use.

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amoxicillin/Clavulanic Acid AMC (412, 16/8, 32/16 211 32/16 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB**
Aztreonam ATM  |2,8,32 1 64 CSAGNB**
Cefazolin Ccz 4,16, 64 4 64 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Ceftriaxone CRO (1,2,8,32 1 64 CSAGNB**
Ciprofloxacin CIP 0524 0.25 4 CSAGNB**
Ertapenem © ETP [05,1,6 05 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
ESBL ESB [FEP1,CTX0.5 CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEPI/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Imipenem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Levofloxacin LEV® (0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. woffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meropenem MEM® | 0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
bioMérieux SA English - 1
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Piperacillin/Tazobactam © TZP | 2/4,8/4, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,

32/8, 48/8 P. aeruginosa, C. koseri, M. morgani,

P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica

Tetracycline TE 2,4,8 1 16 CSAGNB**

Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,

S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

**Kox(-ESBL) = K. oxytoca (excluding ESBL producing strains)

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in
Systems Product Information.

**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli K. pneumoniae ssp
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ pneumoniae
ATCC® 700603™
Amoxicillin/Clavulanic Acid AMC <2/1-8/4 - 4/2-16/8
Ampicillin AM <2-8
Aztreonam ATM <1 2-8
Cefazolin cz <4
Cefepime FEP <1 <1-8
Ceftriaxone CRO <1 8-264
Ciprofloxacin CIP <0.25 <0.25-1
Ertapenem® ETP <05 2-28
ESBL: ESB NEG - - POS
Gentamicin GM <1 <1-2
Imipenem IPM <0.25 1-4
Levofloxacin LEV <0.12 05-4
Meropenem MEM <0.25 <0.25-1
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <44 <4/4 - 8l4* <44
(*FDAICLS!I Broth Microdilution (*FDAICLSI Broth Microdilution (*FDAICLS!I Broth Microdilution
expected QC range = 1/4 - 4/4 expected QC range = 1/4 - 8/4 expected QC range = 0.5/4 - 2/4
pg/mi) pg/mi) pg/mi)
Tetracycline TE <1-2 8-216
Trimethoprim/Sulfamethoxazole [ SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Note: For ESBL, FEP is Cefepime, CTX is Cefotaxime, CAZ is Ceftazidime and CA is Clavulanic Acid. For ESBL positive
strains, the test interpretation should be reported as resistant for all penicillins, cephalosporins, and aztreonam.

NEG = Negative

POS = Positive

bioMérieux SA English - 2

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-GN84 9310686-P1EN1 - 2015/08

A negative ESBL test result does not rule out the presence of an ESBL masked by an AmpC beta-lactamase.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
* Amoxicillin/Clavulanic Acid: Providencia spp.

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

e Aztreonam: Pseudomonas spp.

¢ Imipenem: Serratia marcescens

¢ Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained
with the following antibiotic/organism combination(s):
o Amoxicillin/Clavulanic Acid: Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

¢ Imipenem: Aeromonas spp.

e Meropenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

The ability of the AST card to detect resistance with the following combination(s) is unknown because resistant strains

were not available at the time of comparative testing:

e Ertapenem: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (excluding ESBL
producing strains), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 3

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru



VITEK® 2 AST-GN84

9310686-P1EN1 - 2015/08

d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A3101803]---K

BAST-GN84012

C---20702080

DOE1COHOLI1INO

E11063201W2G3

FOY2PO-2300R

INDEX OF SYMBOLS

Meaning

(%))
<
E 2
o
=4

Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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A VITEK 2"
— technology

AST-GN83

Gram Negative Susceptibility Card

SUMMARY AND EXPLANATION INSTRUCTIONS FOR USE

The VITEK® 2 Gram Negative Susceptibility Card is A package insert is provided in the kit or downloadable
intended for use with the VITEK 2 Systems in clinical from www.biomerieux.com/techlib

laboratories as an in vitro test to determine the

susceptibility of clinically significant aerobic gram- See the Product Information manual for additional
negative bacilli to antimicrobial agents when used as Instructions for Use.

instructed in the Product Information manual.

CONTENTS OF THE CARD

STORAGE CONDITIONS
Store at 2° to 8° C.

Antimicrobic Code Concentration § Calling Range FDA Indications for Use
< >
Amikacin AN 8,16, 64 2 64 CSAGNB**
Amoxicillin/Clavulanic Acid AMC  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Ampicillin AM 4,8,32 2 32 CSAGNB*
Ampicillin/Sulbactam SAM  |4/2, 16/8, 32/16 211 32/16 CSAGNB**
Aztreonam ATM |2,8,32 1 64 CSAGNB**
Cefazolin Cz 4,16, 64 4 64 CSAGNB**
Cefepime FEP [2,8,16,32 1 64 CSAGNB**
Cefotaxime CTX 1,4,16, 32 1 64 CSAGNB**
Cefoxitin FOX |8, 16, 32 4 64 CSAGNB**
Ceftazidime CAZ |1,2,8,32 1 64 CSAGNB**
Ceftriaxone CRO (1,2,8,32 1 64 CSAGNB*
Cefuroxime CXM  (2,8,32 1 64 CSAGNB*
Ciprofloxacin Clp 0524 0.25 4 CSAGNB**
Gentamicin GM 4,16, 32 1 16 CSAGNB**
Meropenem MEM® (0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
Nitrofurantoin FT 16, 32, 64 16 512 CSAGNB**
Piperacillin/Tazobactam ° TZP | 2/4,8/4, 24/4, 32/4, 4l4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
Trimethoprim/Sulfamethoxazole | SXT® |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,

M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECo(+ETEC)**,
C. sakazakii

Numerical values are expressed in pg/ml.

§ Equivalent standard method concentration by efficacy.

*CSAGNB = Clinically significant aerobic gram negative bacilli

0,0 etc. = See performance characteristics identified by the drug code with this symbol in the Comment column in

Systems Product Information.

¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

Peructpanug MH B PocanpaeHagzop
www.nevacert.ru | info@nevacert.ru
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**Eco(+ETEC) = E. coli (including susceptible enterotoxigenic strains implicated in traveler's diarrhea)

QUALITY CONTROL

CLSI® Quality Control Organisms VITEK 2 Results
Antimicrobic Code E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
Amikacin AN <2-4 <2-4
Amoxicillin/Clavulanic Acid AMC <2/1-8/4 - 412 - 16/8
Ampicillin AM <2-8
Ampicillin/Sulbactam SAM <2/1-8/4 - 8/4 -232/16
Aztreonam ATM <1 2-8
Cefazolin (074 <4
Cefepime FEP <1 <1-8
Cefotaxime CTX <1 8-32
Cefoxitin FOX <4-8
Ceftazidime CAZ <1 <1-4
Ceftriaxone CRO <1 8-264
Cefuroxime CXM 2-8
Ciprofloxacin CIP <0.25 <0.25-1
Gentamicin GM <1 <1-2
Meropenem MEM <0.25 <0.25-1
Nitrofurantoin FT <16
Piperacillin/Tazobactam® TZP <44 <44 - 8l4* <4J4*
(*FDAICLSI Broth Microdilution expected QC | (*FDA/CLSI Broth Microdilution expected QC |  (*FDA/CLSI Broth Microdilution expected QC
range = 1/4 - 4/4 pg/mi) range = 1/4 - 8/4 pg/ml) range = 0.5/4 - 2/4 yg/m)
Trimethoprim/Sulfamethoxazole | SXT <20(1/19) 160 (8/152) - 2320 (16/304)

Numerical values are expressed in pg/ml.
¢ = Category agreement was established at the time of FDA clearance. Essential agreement was not established since
test contains less than five discrete dilutions.

LIMITATIONS

Perform an alternative method of testing prior to reporting of results for the following antibiotic/organism combination(s):
e Amikacin: Acinetobacter baumannii

¢ Amoxicillin/Clavulanic Acid: Providencia spp.

o Ampicillin: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

* Ampicillin/Sulbactam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

e Aztreonam: Pseudomonas spp.

» Piperacillin/Tazobactam: Serratia marcescens

Perform an alternative method of testing prior to reporting of results when an intermediate or resistant result is obtained
with the following antibiotic/organism combination(s):
e Amoxicillin/Clavulanic Acid: Proteus spp.

Perform an alternative method of testing prior to reporting results when a resistant result is obtained with the following
antibiotic/organism combination(s):

e Meropenem: Aeromonas spp.

¢ Piperacillin/Tazobactam: Pseudomonas aeruginosa

NOTE: A result for an antibiotic/organism combination which may have a limitation may be suppressed from reporting.
Refer to the software user manual for instructions.

bioMérieux SA English - 2
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d MUST enter the following barcodes into “Flex
Panel Entry” program before first use of this
Susceptibility Card.

A310I70K---M

BAST-GN8301U

C---20107028B

DOOOSB8OEILICOFN

EOKOGOHOIOL®O

FO32GOY2P23F

INDEX OF SYMBOLS

Meaning

(%))
<
E 2
o
=4

Catalogue number

<
=)

In Vitro Diagnostic Medical Device

Manufacturer

Date of Manufacture

Temperature limitation

Use by

Batch code

Consult Instructions for Use

Contains sufficient for <n> tests

< B|[E==|ZE

Authorized representative in the
European Community

=
E

PATENTS

Product covered by one or more of U.S. Patent Nos.
D414,272; D437,797, 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
and 6,340,573; and Foreign Counterparts. Other
Patents Pending.

WARRANTY

bioMérieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY
AND FITNESS FOR A PARTICULAR USE. bioMérieux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM EXCEED
A REFUND OF THE AMOUNT PAID TO BIOMERIEUX
FOR THE PRODUCT OR SERVICE WHICH IS THE
SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logo, VITEK and bioLiaison are used, pending and/or registered trademarks belonging to bioMérieux SA or
one of its subsidiaries, or one of its companies. The ATCC trademark and trade name and any and all ATCC catalog numbers are
trademarks of the American Type Culture Collection. Any other name or trademark is the property of its respective owner.

“ bioMérieux, Inc.
é’ 100 Rodolphe Street
Durham, North Carolina

Mé RIE U X 27712USA
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CVITEK 2"

Y technology AST-GNO3

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
AmuKaLmH AN 8, 16, 64 2 64 CSAGNB**
AMONLMATINH AM 4,8,32 2 32 CSAGNB*
Amnuumnnun/Cynbbakram SAM  |4/2, 16/8, 32/16 2/11 32/16 CSAGNB**
AsTpeoHam ATM 2,8, 32 1 64 CSAGNB*
Llechasonuu Cz 4,16, 64 4 64 CSAGNB*
Lledenum FEP 2,8,16,32 1 64 CSAGNB**
LlechTasuagum CAZ |1,2,8,32 1 64 CSAGNB**
LledpTpnakcoH CRO [1,2,8,32 1 64 CSAGNB**
Linnpodpnokcaumx Clp 05,2,4 0.25 4 CSAGNB**
OpTaneHem ETP 05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundii,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
BNPC: ESB FEP 1,CTX 0.5, CAZ NEG POS E. coli, K. pneumoniae, K. oxytoca
0.5, FEP/CA 1/10,
CTXICA 0.5/4, CAZICA
0.5/4
[ eHTaMULMH GM 4,16, 32 1 16 CSAGNB*
Meponexem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
HutpodhypaHToMH FT 16, 32, 64 16 512 CSAGNB**
Mvnepauunnuu/Tasobaktam TZP 214, 814, 24/4, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,
32/8, 48/8 P. aeruginosa, C. koseri, M. morgani,
P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica
TarreupknmH TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens
bioMérieux SA pycckui - 1
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TpumeTonpum/CynbthameTokcado | SXT® |1/19, 4/76, 16/304 20(1/19) 320 (16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,

C. sakazakii

YuncneHHble 3HaYeHns BbipaXeHbl B Ur/mn.

§ OkBuBaneHTHa no 3 EKTUBHOCTU KOHLIEHTPaLMM CTaHAAPTHOroO MeToaa.

*CSAGNB = KnuHnyeckn 3Hauyumble asapobHble rpamoTpuLaTenbHbIe NanoYku.

**Kox(-ESBL) = K. oxytoca (kpome wtammoB, npogyumpytowimx BJIPC).

Mpum.: BINNIPC FEP = Lledenum, CTX = UedoTakeum, CAZ = LedTtasmgum, CA = KnasynaHoBas kucnoTta. LUtammel,
npoayuupytowime BJIPC, ycTonumsbl KO BCeM NEHULMINMHAM, LedanocnopmvHam, a3TpeoHamy.

NEG = OtpuuaTtenbHbii.

POS = lNonoxuTenbHbIN.

OTtpuuartenbHbin pesynbTat Tecta Ha BJIPC He uckntovaeTt Hanuumsa BJIPC, ckpbiThix 6eTa-nakramason knacca AmpC.
0,0 np. = Cm. paboumne xapakTepucTmkmn ¢ KOAOM npenaparta v AaHHLIM CUMBOMOM B KOMTOHKE KOMMEHTapUEB B
PYKOBOACTBE K pacxo4HbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. Y. YyBCTBUTENbHbIE AHTEPOTOKCUIEHHbIE LUTAMMbI, BbI3bIBaOLLNE AMAPEID).

KOHTPOJIb KAYECTBA

KoHTponbHble wtammbl CLSI®, pesynbTathl B cucteme VITEK 2
AHTUMMKDOBHBIIA Npenapat Kog E. coli P. aeruginosa E. coli K. pneumoniae ssp pneumoniae
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™ ATCC® 700603™
AmmkaumH AN <2-4 <2-4
AmnuuunanH AM <2-8
Amnuuunnunn/Cynsbakram SAM <2/1-8/4 - 8/4 - 232/16
AsTpeoHam ATM <1 2-8
Lledpasonun Cz <4
Lledenum FEP <1 <1-8
Ledprasnaum CAZ <1 <1-4
LlechtpuakcoH CRO <1 8-264
Linnpodpnokcamh CIP <0.25 <0.25-1
OpTaneHem ETP <05 2-28
BNPC ESB NEG - - POS
[eHTaMuLMH GM <1 <1-2
Meponerem MEM <0.25 <025-1
HutpodpypaHTouH FT <16
MunepauunnuH/TazobakTam TZP <4/4 <4/4 -84 <4/4
TaireLuknH TGC <0.5
TpumeTonpum/CynbthameTokcason SXT <20(1/19) 160 (8/152) — 2320 (16/304)

YuncneHHble 3HaYeHns BblpaXeHbl B Ur/mn.

Mpum.: BIIPC FEP = Lledenum, CTX = UedoTakeum, CAZ = Ledrasngum, CA = KnasynaHosas kucnoTa. LUtammel,
npoayuupytowme BJTIPC, ycTonumBbl KO BCEM NEHULMANMHAM, LedanocnopvHam, a3TpeoHamy.

NEG = OtpuuaTtenbHbii.

POS = lNonoxuTenbHbIN.

OTtpuuartenbHbin pesynbTat Tecta Ha BJIPC He uckntovaeTt Hanuumsa BJIPC, ckpbiTbix 6eTa-nakramason knacca AmpC.

OrPAHMYEHUA

[ns cnepylowmnx coveTaHni MUKpPoopraHuaMm / aHTUMUKPOOHBLIVM npenapaTt pesynbTaT cnegyeT noaTBepxaaTb
anbTepHaTMBHLIM METOAOM:

e AMukaumH: Acinetobacter baumannii

o AmnuumnnuH: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

o Amnuumnnun/Cynbbaktam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ AsTpeoHam: Pseudomonas spp.

¢ [unepauunnun/Tazobaktam: Serratia marcescens

[ns cnepylowmnx coveTaHnin MUKpoopraHuaMm / aHTUMUKPOOHBLIV npenapaTt pesynbTaT cnegyeT noaTBepxaaTb
anbTepHaTMBHBIM METOAOM NpK MOyYeHnn pesynbTaTa "yCTONYMBLIN":

bioMérieux SA pyccKuii - 2
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e MeponeHem: Aeromonas spp.
e MunepaunnnuH/Tasobakram: Pseudomonas aeruginosa

Bo3MOXHOCTb onpefeneHns yCTOMYMBOCTM Ha [aHHOW KapTe [AONA Chnefywlux CoyeTaHuid MUuKpoopraHusm /

aHTVIMMKpO6HbII7I npenapaTt Heu3BeCTHa, MOCKOJIbKY Ha MOMEHT CpaBHUTENIbHOIo TeCTUpOBaHUA MpU onpeaeneHumn

paboymx xapakTepucTMK yCTOMYMBbBIE LUTAMMbl HE Oblnn OCTYMHbI:

e OptaneHeMm: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (kpome LUTamMMOB,
npopyuupytowmx BJIPC), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

e Tanreuuknun: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NMPUMEYAHMUE: PesynbtaThl ANA cOMeTaHUA aHTUMUKPOOHBIN npenapat / MUKpOOpraHvuam, Anst KOTOPbIX CYLLEeCTBYHOT
OrPaHUYEHUS, MOXHO WCKNIOYUTL M3 nabopaTopHoro otyeTa. [ns nonyyeHus nogpobHOM WHGOpMauun cCMoTpuTe
PYKOBOACTBO MO NporpamMmmMmHoMy obecrneyeHuto.

bioMérieux SA pycckui - 3
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4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310IHOJ---0

BAST-GN930611

C---2Z010200N

DOBOE1COGOHA

EOLIN110©032GP

FOY2P1R23007

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina

ME RIEU X 27712 USA
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CVITEK 2"

— technology AST-GN82

KapTta gns onpegeneHus YyBCTBUTENbHOCTU K aHTVIMVIKpOGHbIM npenaparam rpamoTpuuaTesibHbIX 62KTepVII7I

KPATKOE OMNMUCAHME

[aHHaa kapTa npefHasHayeHa ANS MUCMONb30BaHUSA C
cuctemamm VITEK® 2 B knuHuyecknx nabopartopumsix
ans nabopaTopHOro onpeneneHnst Y4yBCTBUTENbHOCTU K
aHTUMUKPOOHBIM NpenapatamM KNUHUYECKU 3HAYUMbIX
a3pob6HbIX rpaMmoTpuuaTenbHbIX nanouex.
Mcnonb3yinTe, Kak yka3aHo B pykoBoAcTBe "PacxofHble
mMaTtepuarnbl”.

COCTAB KAPTbI

NMPUMEHEHUE

WHCTpYKUMA MO MNPUMEHEHWUIO NpPeaoCcTaBnsieTcsl B
Habope wnM MoxeT OblTb 3arpyxeHa C cainTa
www.biomerieux.com/techlib

Ons nonyyeHWsi [OOMOMHWUTENbHLIX WHCTPYKUMA MO
NMPYMEHEHWNIO CMOTPWUTE PYKOBOACTBO MO PaCXOAHbIM
maTepuanam.

XPAHEHUE
XpaHuTb Npu TemnepaType ot 2° go 8° C.

AHTUMUKPOGHBIN Npenapat Kog KoHueHTpauus § [nanasoH onpegenexus YkasaHus K npumeHeHunto FDA
< > (YnpaBnenue no KOHTporio 3a
npoayktamu u nekapctsamu, CLLA)
AmuKaLmH AN 8, 16, 64 2 64 CSAGNB**
Avnuuunnmnn/Cynbbaktam SAM  [4/2,16/8, 32/16 211 32/16 CSAGNB**
AsTpeoHam ATM [2,8,32 1 64 CSAGNB*
LledpazonuH Ccz 4,16, 64 4 64 CSAGNB*
Llecbenum FEP |2,8,16,32 1 64 CSAGNB*
Lledprasmaum CAZ 1,2,8,32 1 64 CSAGNB**
LlechTpuakcoH CRO |1,2,8,32 1 64 CSAGNB*
LinnpodpriokcauuH CIP 05,2,4 0.25 4 CSAGNB**
OpTaneHem ETP 05,1,6 0.5 8 E. coli, K. pneumoniae, C. freundi,
C. koseri, E. aerogenes, E. cloacae,
Kox(-ESBL)**, M. morganii, P. mirabilis,
P. vulgaris, S. marcescens
eHTamMuLmH GM 4,16, 32 1 16 CSAGNB**
ViMuneHem IPM 1,2,6,12 0.25 16 Acinetobacter spp., Citrobacter spp.,
Enterobacter spp., E. coli,
Klebsiella spp., M. morganii, P. vulgaris,
Pv. rettgeri, P. aeruginosa,
S. marcescens, Pv. stuartii
Jleodpnokcauux LEV® |0.25,05,2,8 0.12 8 E. cloacae, E. coli, K. pneumoniae,
P. mirabilis, P. aeruginosa,
S. marcescens, A. baumannii, A. Iwoffii,
C. koseri, C. freundii, E. aerogenes,
E. sakazakii, K. oxytoca, M. morganii,
P. agglomerans, P. vulgaris, Pv. rettgeri,
Pv. stuartii, P. fluorescens, C. sakazakii
Meponexem MEM® |0.5, 2, 6, 12 0.25 16 E. coli, K. pneumoniae, P. aeruginosa,
P. mirabilis, Acinetobacter spp.,
C. freundii, E. cloacae, K. oxytoca,
M. morganii, P. vulgaris, S. marcescens,
A. hydrophila, C. diversus, H. alvei,
P. multocida, Salmonella spp.,
Shigella spp.
bioMérieux SA pycckui - 1
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Munepauunnut/tasobaktam TZP 214, 814, 2414, 32/4, 4/4 128/4 A. baumannii, E. coli, K. pneumoniae,

32/8, 48/8 P. aeruginosa, C. koseri, M. morganii,

P. mirabilis, P. vulgaris, Pv. rettgeri,
Pv. stuartii, S. enterica

TanreupknmH TGC |0.75,2,4 0.5 8 C. freundii, C. koseri, E. coli, E. cloacae,
E. aerogenes, K. oxytoca,
K. pneumoniae, S. marcescens

TobpamuumH ™ 8, 16, 64 1 16 CSAGNB**
Tpumetonpum/CynbameTokcaso | SXT@ |1/19, 4/76, 16/304 20(1/19) 320(16/304) Klebsiella spp., Enterobacter spp.,
n M. morganii, P. vulgaris, P. mirabilis,
S. sonnei, S. flexneri, ECO(+ETEC)**,
C. sakazakii

YncneHHble 3Ha4YeHNs BblpaXeHbl B Ur/mi.

§ OkBuBaneHTHa no 3 PEKTUBHOCTU KOHLIEHTPaLMM CTaHAAPTHOro MeToaa.

**CSAGNB = KnuHunyeckun 3HaunmMble aspobHble rpamoTpuuatenbHble NanoYku.

**Kox(-ESBL) = K. oxytoca (kpome wtammoB, npogyumpytowimx BJIPC).

0,8 np. = Cm. paboune xapakTep1cTVKkv C KOAOM npenaparta 1 AaHHbIM CUMBOSIOM B KOMOHKE KOMMEHTap1eB B
PYKOBOACTBE K pacxodHbIM Matepuanam.

**Eco(+ETEC) = E. coli (B T. 4. 4yBCTBUTENbHbIE IHTEPOTOKCUrEHHbIE LUTAMMBbI, BbI3blBalOLLME ANAPEID).

KOHTPOIIb KAHECTBA

KoHTponbHble wrammbl CLSI®, peaynbtaThl B cucteme VITEK 2
AHTUMMKDOBHBIIA Npenapat Kog E. coli P. aeruginosa E. coli
ATCC® 25922™ ATCC® 27853™ ATCC® 35218™
AMMKaLH AN <2-4 <2-4
Amnuuunnunn/Cynsbakrtam SAM <2/1-8/4 - 8/4 - 232/16
AsTpeoHam ATM <1 2-8
Ledpasonun Cz <4
Lledenum FEP <1 <1-8
Llecbrasugum CAZ <1 <1-4
LlechtpuakcoH CRO <1 8-264
Linnpodpnokcamh CIP <0.25 <0.25-1
OpTaneHem ETP <0.5 2-28
leHTamuLmH GM <1 <1-2
AmuneHem IPM <0.25 1-4
JleBocprokcaumH LEV <0.12 05-4
Meponerem MEM <0.25 <025-1
MunepauunnuHx/Tazobaktam TZP <4/4 <4/4-8/4 <4/4
TaireLuknuH TGC <05
ToBpamuumH ™ <1 <1
TpumeTtonpum/CynbdhameTokcason SXT <20(1/19) 160 (8/152) — 2320 (16/304)

YuncneHHble 3HaYeHns BblpaXeHbl B Ur/mn.

OrPAHUYEHUA

[na cnegylowmux coyeTaHU MUKPOOPraHwaMm / aHTUMUKPOOHBLIV MpenapaTt pesynbTaT cnegyeT noATeBepxadaTtb
anbTepHaTUBHLIM METOAOM:

o AmukauuH: Acinetobacter baumannii

o AmnuumnnuH/Cynsbaktam: Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii

¢ AsTpeoHam: Pseudomonas spp.

¢ VimuneHewm: Serratia marcescens

e MunepaunnnuH/tasobakram: Serratia marcescens

Ons cnegyrumx coyeTaHMn MUKPOOPraHn3am / aHTVIMVIKpO6HbII7I npenapar pesynbtat cnegyet noareBepXxaaTtb

anbTepHaTUBHbIM METOAOM MpU NoNy4YeHUn pesynbTata "YCTOVILIMBI:IM .

bioMérieux SA pyccKuii - 2
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¢ VimnneHem: Aeromonas spp.
e MeponeHem: Aeromonas spp.
¢ [unepauunnun/Tazobaktam: Pseudomonas aeruginosa

Bo3MOXHOCTb onpegeneHvs yCTOMYMBOCTM Ha [aHHOW KapTe Ans Cheaylwux COYeTaHum MUKpoopraHusm /

aHTI/IMMKpO6HbII7I npenapaTt Heu3BeCTHa, MOCKOJIbKY Ha MOMEHT CpaBHUTENIbHOIo TeCTUpOBaHUA MpU onpeaeneHumn

pabourx xapakTepUCTMK yCTONYUBBIE LUTAMMbI HE BbINy OOCTYMHbI:

e OptaneHeMm: E. coli, K. pneumoniae, C. freundii, C. koseri, E. aerogenes, E. cloacae, K. oxytoca (kpome LUTamMMOB,
npoayumpytowmx BJTIPC), M. morganii, P. mirabilis, P. vulgaris, S. marcescens

o Tanreuuknun: C. freundii, E. cloacae, E. coli, K. oxytoca, K. pneumoniae, C. koseri, E. aerogenes, S. marcescens

NMPUMEYAHMUE: PesynbtaThl ANA cOMeTaHUA aHTUMUKPOOHBIN npenapat / MUKPOOpraHuam, Anst KOTOPbIX CYLLEeCTBYOT
OrPaHNYeHns, MOXHO WCKNIoYUTL M3 nabopaTopHoro otyeta. [ns nonyyvyeHus nogpobHOM uHopMauun cCmoTpuTe
PYKOBOACTBO MO NpOrpaMMHOMY o6ecneydeHunio.

bioMérieux SA pycckui - 3
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4 Tlepepn nepBbiM UCNONBb30BaHMEM OAHHOWN KapTbl
HEOBXOOMMO BBectM nNpuBEOEHHblE B
OaHHOW MHCTPYKLUMUWN LUTPUX-KOA4bI B Nporpammy
“Flex Panel Entry”.

TABMULIA CUMBONOB N OBO3HAYEHUI

CumBon O6o3Ha4eHune

A310I603J]---8

BAST-GN8201L

C---20100088

DOE1COGOHOLN

EINO3201W2GNW

F2P1RO52300F

Homep no KaTtanory

[nsa nabopaTopHoi ANarHoCTUKK

MponssegeHo

[arta npousBoacTea

TemnepaTypHble orpaHUyeHNs

Vicnonb3oBaTtb A0

Homep naptun

Mepen “cnonb3oBaHMEM NPOYTUTE
WHCTPYKLMIO

CoaepXXnMoro 4ocTaToyHo Ansa <n>
TecToB

YNOMHOMOYEHHbBIN NpeacTaBuTenb B
EBponeickom CoobLiectee

BB Ew~EEEHE

NATEHTDI

MpoaykT 3awmweH ogHum munu 6onee nateHToB CLUA:
D414,272; D437,797; 5,609,828; 5,746,980; 5,804,437,
5,869,005; 5,932,177; 5,951,952; 6,267,929; 6,309,890
n 6,340,573; n WHOCTpaHHbIMK aHanoramu. [lpoyune
naTeHTbl B NpoLecce perncrpauumn.

BIOMERIEUX, rony6oi norotun, VITEK u bioLiaison SBRsitoTcs MCronb3yeMbIMm, 3aperncTprpoBaHHbIMM U/Mnn HaXoAALWMMUCS B
npouecce perucTpauum ToprosbiMM Mapkamu, NpuHaanexalmmm komnanum bioMérieux SA, nnu ogHoMy U3 ee unuanos Uy OAHOWM
u3 ee komnaHuii. ATCC ToBapHbI 3HaK 1 (hupMeHHoe HarMeHoBaHue u nobble Homepa no kaTtanory ATCC sBnSOTCA TOProBbIMM
Mapkamu, npuHaanexaiummu AmepukaHckon Konnekuum Tunosbix KynbTyp. [ipyrve HasBaHWsA 1 TOProBble Mapku SBNSIOTCA

COBCTBEHHOCTbIO UX COOTBETCTBYHOLLKUX BnagenbLes.

100 Rodolphe Street

é. ubioMérieux, Inc.

Durham, North Carolina

ME RIEU X 27712 USA

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru

bioMérieux SA
Chemin de I'Orme
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Tel. 33 (0)4 78 87 20 00

Fax 33 (0)4 78 87 20 90
www.biomerieux.com



BIOMERIEUX

REF

259790

043260-01/9313397 E - 2016-03 @

BacT/ALERT® SN

IVD

BacT/ALERT SN Anaerobic — ®nakoHbl BacT/ALERT SN co
cpenoun Ans BblaeneHUa aHa3poOHbIX MUKPOOPraHU3MOB U3 KPOBU

HA3HAYEHUE

BacT/ALERT SN Anaerobic — ®dnakoHbl BacT/ALERT SN co cpegoii anst
BblAeNeHNsl aHadPOGHBIX MUKPOOPraHU3MOB U3 KPOBM (MO TEeKCTY drakoHbl
ans  kynbtueupoBaHus  BacT/ALERT SN, cnakoHbl  BacT/ALERT SN)
UCMONb3YIOTCA  C aHanusaTopamu  KynbTyp  KpoBM U MuKoGakTepui
aBTomaTuyeckumu BHakTepuonornyeckumn cepum BacT/ALERT (no Tekcty
aHanuaaTopbl BacT/ALERT)  ans KayecTBEHHOro obBHapyxeHus
1 BblAeneHns aHaapOBHbIX 1 chakynbTaTUBHbIX aHa3pOBHbIX
MWKpOOpraHu3amoB (6akTepuit) B KPOBM W APYTUX B HOPME CTEPUMbHbIX
BUONOTNYECKUX KUAKOCTSX.

KPATKOE OMNMUCAHUE

AHanusaTtopbl BacT/ALERT wucnonb3ytloTcs Ans onpeaeneHust Hanuuus
MVKPOOPraHM3MOB B KPOBW U ApYrX B HOPME CTEpWUIIbHbIX Guonornyeckux
XKMOKOCTSX MpY Noao3peHnn Ha Gaktepvemuto. AHanusaTtop BacT/ALERT
B COYETaHUM ¢ hnakoHamu Ansi KynbTUBMPOBaHWS NpeAcTaBnsieT cobol kak
cuctemMy OGHapyXeHUsi MUKPOOPraHU3MOB, TaK W Cpeay C nutaTefbHbIMU
1 aTMOCEPHBIMU  YCIIOBUSIMY,  MOAXOAALWMMU  ANsi  MUKPOOPraHW3MOB,
KOTOpble SBMSIOTCA YacTbiMW BO3BYAUTENAMU WHGEKUMIA KPOBWU W APYrux
B HOpPMe CcTepunbHbIx Bruonornyeckunx xugkocten. ®nakoH BacT/ALERT SN,
B KOTOPbIA NpeaBapuTEnbHO MPOM3BOAWTCS MoceB obpasua, nomelyaertcs
B Npubop, rae OCyLecTBNAeTCs ero WHKybupoBaHue U HenpepbIBHbIN
MOHUTOPUHI HanMM4usi pocta MUKPOOPraHW3MOB BO (hriakoHe.

NPMHUUN TECTA

AHanuaaTopsbl BacT/ALERT OCHOBaHbl! Ha MNCNonNb30BaHUN
KOINIOPMMETPUYECKOro  AaTyMka U1 CBETOOTPaXeHus Ans  perucrpauum
Hanuuus 1 HakonneHus yrnekucnoro rasa (CO,) B nuTatenbHoi cpeae. Ecnn
B aHanu3npyemom obpasLie NpucyTCTBYIOT MMKPOOPraHu3mbl, TO B npoLecce
pocTta 1 yTunusaumm cybcTpaToB nUTaTENbHON Cpeabl OHU BblpabaTbiBaloT
CO,. MNop penctBmem BbipabaTbiBAEMOro MUKPOOPraHM3MaMu Yriekucioro
rasa LUBeT ra3onpoHMLIAeMOoro AaTyuka, BCTPOEHHOTO B JHO Kawaoro
chnakoHa ANs KyNbTUBMPOBAHUS, MEHSETCA C 3eMeHO-ronyGoro Ha KenTblit'.
B pesynbTate ocBeTneHuns garynka koauLMEHT OTPaXXEHNS NOBbILLAETCS.
MOHWTOPWHI 1 perncTpaums oTpaxeHus gnakoHa NnpousBoanTCcst NpuGopom
kaxgple 10 MUHYT.

PEATEHTbI
[ns anarHocTukwu in vitro.

OCTOPOXHO! C o6pasuamu u cbrniakoHamu, B KOTOpble Npou3BeneH
noces, crieqyeT o6pawarbCs Kak € NOTEHUMaribHO MHMEKLNOHHbLIMU
matepuanamu. Bce dnakoHbl, B KoTopble Gbin npou3BedeH MNoOCeEB,
urnbl ana 3a6opa o6pasuUoB U CUCTEMbI ONs B3SATUS KPOBU criedyeT
o6e33apaxuBaTb B COOTBETCTBMM C MpoLeAypoi, UCNonb3yeMon
B BallleM yupexaeHun>.

BacT/ALERT SN (uBeTtoBasi koavpoBka: cumoneTtoBasi) — nakoHbl Ans
KynbTuBupoBaHusi BacT/ALERT SN, npegHasHayeHHble Ansi OQHOKPaTHOroO
ncnonb3oBaHus, cogepxat 40 Mn nuTaTernbHOW cpeabl U BHYTPEHHUI AaTUMK
YrneKkMcrnoro rasa, SsIBNSIOLLErOCsl WHOMKATOPOM  MWKPOGHOro  pocTa.
MutatenbHas cpefda COCTOWUT M3 NaHKpeaTW4ecKoro ruaponusarta kasevHa
(1,36 % Bec/o6bem), nanauMHoBOro rugponusaTta coesbix 60608 (0,24 %
Bec/obbem), nonmaHetoncynbdoHaTa HaTpusa (SPS) (0,035 % Bec/obbem),
meHagunoHa (0,00005 % Bec/obbem), remuHa (0,0005 % Bec/o6bem),
apoxokeBoro akctpakTta (0,376 % Bec/ob6bem), NMMpUAOKCHMHA rvapoxnopuaa
(0,0008 % Bec/obbem), NMPOBMHOrPAZHON KUCMOTbI (HaTpueBas Cofb,
0,08 % Bec/obbem), BOCCTAHABMMUBAKOLLMX areHTOB W APYrMX CHOXHbIX
aMWHOKUCINOT U YrMEeBOAOB B OYMLLeHHOW Bofe. Bo dnakoHax cospaHa
aTMocchepa CO, B asoTe noa Bakyymom. CocTaB cpefbl MOXET ObiTb
mMoauduMLMpoBaH  ANA  AOCTUXEHUS]  HEOOXOAMMBIX  (PyHKLMOHAMbHBIX
XapaKTepuUCTUK.

OCTOPOXHO! ®nakoHbl Ans KynbTuBupoBaHusi BacT/ALERT
M3rotoBneHbl M3 nonukap6oHata. HekoTopble Ae3vHdUuMpyowme
cpeAcTBa Hemnb3si UCMNOMNb30BaTh Ha NONMKAPGOHaTHLIX MOBEPXHOCTAX,
TaK KaKk OHM MOryT BbI3BaTb noBpexaeHue cnakoHoB. lpoBepbTe,
COBMECTUMO nu pAe3nHdUuMpYlollee CPeAcTBO C Nonukap6oHaTom,
nepea TeM Kak Mcnonb3oBaTb ero Ans Ae3vHdgekuun nosBepxHoOCTeWn
cnakoHOB AnsA KynbTuBMpoBaHusa BacT/ALERT.

OCTOPOXHO! HekoTopble peako BcTpevarowumecss MNPUXOTNIUBbIE
MUKPOOPraHM3Mbl MOFYT He pacTu WNM pacTu OYeHb MeAneHHO

B NUTaTenbHON cpepe c¢nakoHoB Ans KyNnbTUBUPOBaHUSA
BacT/ALERT SN. Mpu nogo3peHnn Ha Hann4ne peako BCTpevarLmxcs,
NPUXOTNMBLIX  MWUKPOOPraHU3MoB, Tpebylowmx  cneunduryecknx
nuTaTenbHbIX CpeA WM YCNOBUMM  KyNbTUBUPOBAHUSA,  cneayeT
paccmoTpeTb  BO3MOXHOCTb  MCMOMb30BaHWUS  anbTepHaTUBHbIX
MeTOAOB BbifieNIeHUs U yBenu4yeHusi BpeMeHu UHKyG6aumm.

OCTOPOXHO! Mpu kynbTuBupoBaHun Bo cbnakoHax BacT/ALERT SN
o6pas3uoB, He SABNAKWMXCA KPOBbIO, (B HOpMe CTepuUrbHbIX
GMONOrnYecKnX KNOKOCTEW) MOXeT MoHaaobutbcAa pobaBneHue
B NUTaTeNnbHyl cpeay KpPOBM WNM Apyrux pAo6aBok, Hanpumep
cTepunbHon  AepUOGPUMHUPOBAHHOW  NOLIAAWHOW KpoBU (5%
o6bem/o6beM), onA noadepkaHUs pocTa, 0COGeHHO Npu BblaeneHun
NPUXOTANBLIX MUKPOOPraHM3MOB®,

OCTOPOXHO! B peakux cnyyasix B obpasuax MOryT BcTpevaTbCcs
MMWKpPOOPraHU3Mbl, KOTOopbie pacTtyT BO conakoHax ans
KynbTuBupoBaHusi BacT/ALERT SN, Ho He npou3BOAAT AOCTaTOYHOro
KONM4YecTBa YrneKUCnoro rasa Ans onpegeneHusi pocrta. ®akTopom,
CnocoGCTBYIOWMM  BO3HMKHOBEHUIO Takol CUTyauuu, siBnsieTcsl
Hanuume B o6pasLie aKTUBHbIX aHTUBUOTUKOB.

HeOGXOAMMbIe AonoJiHuTelNnbHbIe MaTepuanbl

Ananuaatopbl BacT/ALERT

Cuctema 3abopa kposwu

CTepunbHble UMbl AN BEHTUIIMPOBAHWS U NepeceBa U3 NONMOXUTENbHBbIX
cdnakoHoB

e OpHopa3oBble nepyaTtku

Mopxoaswmii KoHTeHep ANs GUoNorMYecky onacHbIX OTXOA0B ANst
yTUNU3auum MaTepuaros, KOTOpble MOryT ObiTb 3arpsi3HEHbI
VHEKLMOHHBIMY MaTepuanamu

MaTepwanbl, KOTOpPble MOXHO an06pecTV| B KOMNaHuu

bioMérieux

e BacT/ALERT Blood Collection Adapter Cap - Konnavok agantepa ans
B3ATUSA KpoBM Bo cnakoHbl BacT/ALERT (no TekcTy konnayok agantepa,
KOMnayok aganTtepa Ans B3ATMS KpoBu Bo chriakoHbl BacT/ALERT)

o AHanusatopbl BacT/ALERT

o CTepunbHble UMbl ANsi BEHTUIMPOBAHUS U NepeceBa U3 NOSIOXUTEbHbIX
hnakoHoB

WHCcTpyKUuMK no xpaHeHuto

dnakoHbl Ans KynbTuBMpoBaHust BacT/ALERT SN rotoBbl k UCNONb30BaHMIo.
Wx cnenyeT xpaHUTb B BEPTUKANbHOM MOMNOXEHUN B MECTE, 3aLLMLLEHHOM OT
NPSIMOro COMHEYHOro cBeTa, Npu koMHaTHon Temnepatype (15-30 °C). Cpok
rogHoCTM (PrakoOHOB yKa3aH Ha 3TUKeTke kaxaoro dnakoHa. 3anpeluaercs
OCYLLEeCTBNATb MOCEB BO PNaKOHbl ANSI KyNbTUBUMPOBAHWS MO OKOHYaHWUK
cpoka rogHocTu. Mpu xpaHeHun bnakoHOB Npu Temnepartype Hwke 15 °C
BO3MOXHO 06pasoBaHMe ocafka, KOTOpbI pacTBOPSIETCS MNPV HarpeBaHUW
chnakoHa [0 KOMHaTHOW TemnepaTypsl. [epea UCNonb3oBaHNEM BblOEpXUTE
hnakoH A0 AOCTMKEHNS KOMHATHON TemnepaTypbl.

Xumuyeckune nnu pmusnyeckne NpU3Hakm HeCTabUNbLHOCTH

Mepen ncnonb3oBaHveM cnakoHbl ANs KynbTueMpoBaHns BacT/ALERT SN
criegyeT OCMOTPETb Ha HanuuvMe MPU3HaKoB MOPYM WM MOBPEXAEHUs
(obecuBeunBaHme). PnakoHbl C MpU3HaKamu MOPYM, MOBPEXOAEHUS UK
npoTeKaHWsi UCNofb30BaTh HeMb3s. Cpeaa fofmkHa GblTb NPO3payHoOn, XOTs
BO3MOXHa Heborbluasi onanecueHuus unv cneapl ocagka Us-3a Hanuuus
aHTUKoarynsHTa — nonuaHetoncynbgoHata Hatpusa (SPS). He nytaiite
onanecueHUMi0 € NOMyTHeHVeM. He  wucnonb3yiite  chnakoHbl  npu
NMOMYTHEHUN Cpefpbl, MOXENTEHWW JaTyMka WM MNpY HamMuuu NpU3HaKoB
NOBLILLEHHOrO AaBreHWsl rasa BO (hnakoHe, Tak Kak BCe NepevncrneHHoe
CBUAETENbCTBYET O KOHTAMUHALMN.

NMPUBOPLI

Mepea wWcrnonb3oBaHWEM MPOYTUTE PYKOBOACTBO MO 3KCryaTauuu
aHanusatopa BacT/ALERT.

3ABOP U NOOTOTOBKA OBPA3LIOB

NPUMEYAHME. ®nakoHbl ans kynbTveupoBaHus BacT/ALERT SN gomkHbl
ncnosnb30BaTbCA  cneunanbHO  OBYYEHHbIM  MEAWLMHCKAM  NepCoHarnoMm.
MpaBunbHbI 3a60p obpasua umeeT 6Gonbluyld BaXHOCTb npu paboTe
C KynbTypamMu KpoBu. [lpeanoyTuTenbHbIM  MEeToAoM ANA  NonyveHus
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obpasLoB KpoBW ANS MoceBa SBMSETCS BeHenyHKkuus. PekomeHaoBaHHast
npoueaypa 3abopa obpasuoB npuBefeHa B AokymeHTe Cumitech 1C*,

NMPUMEYAHMUE. Bo Bpems noaroToBkM nakoHa W BHeceHus obpasua
naumeHTa  HeobxoOMMO  MPWHATL  Mepbl  Ans  NpefoTBpalleHus
KOHTamuHauun.  Ob6s3aTenbHOM  Mepod  Ans  CHWKEHUS  4acToTbl
KOHTaMMHaLUWU SIBNSIeTCA Haanexalas Ae3VHMEKLUs KOXU.

NMPUMEYAHME. KpoBb MOXHO 6paTb HenocpeacTBEHHO B Npobupku,
codepxalime nonuaHetoncynbgoHat Hatpus (SPS), xoTa 9TO0 He
pekoMeHayeTcs KOMMNaHwemn bioMérieux. Mpo6upkum C Apyrumm
aHTMKOAryNAHTaMN ANs KyrbTyP KPOBYU UCMOMNb30BATh HEMb3s’.

NMPUMEYAHMUE. Komnanusa bioMérieux pekomeHayeT 3arpyxaTtb (rnakoHbl
ANSA KynbTUBMPOBaHMS B aHannsaTop BacT/ALERT kak MoXHO ckopee nocre
3abopa o6pasuoB. Ecnu cnakoHbl ANs KynbTUBMPOBAHUS HEBO3MOXHO
3arpysuTb B aHanusaTtop cpasy nocrie nocesa, TO [0 3arpysku ux crnepyet
AepxaTb NpU KOMHATHOW TemnepaTtype.

MoaroToBka ¢pnakoHa
1. 3anuwute Ha dnakoHe MHPOPMALMIO O MauMeHTe. 3HauKV Ha STUKETKe
dnakoHa (O, #, @) MoxeT onpeaensTb NONb3oBaTeNb.

2. CHUMWTE NNacTMKOBYIO 3aLUMTHYIO NNacTWHY C Bepxa Npobku drakoHa
Ansi KyNbTUBMPOBaHUs. Mepea NoceBoM Npoae3nHMULMPYINTE BEPXHIOWD
YacTb (orakoHa [Ans KyNbTUBMPOBAHUA TaMMOHOM, MNPOMUTAHHLIM
CNMPTOM, WM aHamnornyHbiM MaTtepuarnioMm. [aiiTe el BbICOXHYTb
€CTEeCTBEHHbIM 06pa3oM.

3. Ouuctute BbIGpaHHOE [Onsi BEHEMyHKUMM MEeCTO B COOTBETCTBUU
C YTBEPXXOEHHON B BalLeM y4pexaeHUn npoLeaypoil.

Mpoueaypa noceBa npu HenocpeAcTBEHHOM 3abope KpoBwu
nocpeacTBOM BeHenyHKUMmn

NMPUMEYAHUE. [Mpu wucnonb3oBaHUM TEXHWKM HEMOCPEACTBEHHOro
3abopa KpOBM M3 KPOBOTOKA MauMEHTa 3anpeLieHo Aenatb 3T0 U3
BHYTPWUCOCYAUCTbIX YCTPOWUCTB W MOPTOB ANA reMoguanvaa u3-3a
BEPOSITHOCTU  AedopMaumu  npocseTa kateTepa unu  3abpoca
COAEPXMMOro hriakoHa B KPOBOTOK NaLneHTa.

NMPUMEYAHUE. [Mpu opgHoBpemMeHHOM noceBe BO bnakoHbl Ans
KynbTUBUPOBAHNS KpOBM BacT/ALERT HECKOMbKNUX TMNOB
C Mcnonb3oBaHWeM  cucTembl  3abopa  KpoBM € urnomn-6aboukoit
1 Konnayka-agantepa Afs HENOCPeLCTBEHHOTO B3ATUS KPOBW cHavana
HY>XHO BHOCUTb o06pasel, BO (bnakoH Ansi BblOeneHns adpobHbIX
MWKPOOPraHM3mMoB, a 3aTeM BO (PrakoH ANs BblAENeHUsI aHadpOGHbIX
MWKPOOPraHM3MoB, YTOObI KUCIIOpOA, CKONMBLUWICS B Tpybke, He nonan
BO (priakoH Ans BblAeneHUsi aHaspo6HbIX MUKPOOPraHU3MOB.

a. MoxHo ncnonb3oBaTb MeHbLUMIA 06bem obpasua, HO BblaeneHue
MOXHO  MOBbICUTb, ecnM ob6bem obpasua cocTaBnsieT
npuGnuautensHo 10 Mn*® (pekomeHgoBaHHOE 3HauEHMe).

6. YTOOHbI n3bexatb nocesa Ype3mMepHoro obbema,
oTcnexwusanTe o6bem 3abupaemont BO nakoH kposu. [ns
HanorHeHWsi chriakoHa NpudnManTensHo Ha 10 MN OPUEHTUPYITECH
No JIMHUM YPOBHS 3arnoflHeHUst Ha 3TukeTke dnakoHa. Wnm
ucrnonbayiite MeTkn obbema ¢ waroMm 5 Mn Ha aTukeTke dprakoHa
Ansi oLleHKn o6bema BHeceHHOro obpasLa.

NMPUMEYAHME. B xope Bcelt npoueaypbl TWATeNbHO KOHTPONMUpynTe

npouecc HenocpeacTBeHHoro 3abopa, obecneunBas Haanexalyui

NoTOK M He Aonyckasi nonajaHust CoAepXUMOro (rakoHa B TPYOKy

apanTtepa. [Mockonbky BO hnakoHe Ansi KynbTUBMPOBAHWUS codepXaTtcs

Xummnyeckme [o6aBkKM, BaXHO CrefoBaTb YKasaHHOW HbKe noLuaroBomn

npouenype, 4Tobbl He [OMYCTUTb BO3MOXHbLIA OBpaTHLIA MOTOK

1 nocneayoLine HexenaTerbHble peakLmi.

a. [epxute nakoH ANA KyNbTUBMPOBAHUA HWXE PYKW NauueHTa
B BEpPTMKaribHOM MONOXeHUN (Npo6Koii KBEPXY).

0. BosbMWTE KPOBb C MOMOLULIO CUCTEMbI 3aBopa KpOBU C UITIONA-
6aboykor u konnayka agantepa AN B3ATUS KPOBUM BO (PraKOHbI
BacT/ALERT B COOTBETCTBUMN C yTBEpXOeHHON B Ballem
yYpexaeHnn npoueaypoit 1 BbINOMHUTE MOCEB HEMNOCPEACTBEHHO
BO (pnakoH Ansi KynbTUBMPOBaHWA Y KpoBaTu naumeHTa. MoxHO
ncnonb3oBaTb MeHblUMii o6bem obpasua, HO BblAerneHne MOXHO
noBbICUTb, ecnu obbem obpasla cocTaBnseT npubnManTenbLHO
10 Mn (pekomeHOoBaHHOe 3HauveHue). YTobbl m3bexaTb nocesa
ypesmepHoro obbema, oTcrnexvBaiiTe obbeM 3abupaemon Bo
NaKoH KPOBU C MOMOLLbIO METOK C LUAroM 5 M1, pacrnonoXeHHbIX
Ha aTuKeTke brakoHa.

B. OcnabbTe XryT, Kak TOMbKO KPOBb Ha4HeT MOCTynaTb BO (PNakoH
AN KyNbTUBMPOBAHMA WNM B TedeHMe 2 MUHYT nocrne  ero
HanoxeHms.

r. lpocneguTe 3a TeMm, 4Tobbl coaepxumMoe driakoHa He kacarnocb
npobKM UK KoHLa Urnbl BO Bpemsi 3abopa KpoBy.

B KOHTAaMUHWMPOBaAHHOM brakoHe Ans KyNbTUBUPOBAHUSI MOXET ObiTb
co34aHO  M3OLITOMHOE [JaBfeHue, W NpU €ero  HemnocpeaCTBEHHOM
ncnonb3oBaHuM Ansi 3a6opa KPOBM MOXET MNpOM3OATU OTTOK cpeabl
B BeHy nauueHTa. KoHTammHauusi cnakoHa Ans KynbTUBUMPOBAaHWS He
Bcerga nerko pacnosHaetcs. Bo u3GexaHue oTToka Heo6GXxoauMo
TLWaTeNnbHO KOHTPONMMPOBaTb MPOLECC HEenocpeacTBeHHoro 3abopa

kpoBu. He ucnonb3aynte dnakoHbl Npy NOMyTHEHUN Cpebl, NOXENTEHNN
AaTyvka UM Npy Hanu4umM NPU3HaKoB MOBbILLEHHOTO AABMEHNS rasa BO
dnakoHe, Tak Kak BCE nepevncrneHHoe cBuaeTenbLcTByeT
0 KOHTaMMHaLK.

Mpoueaypa noceBa npu 3abope KPOBM C NMOMOLULIO
wnpuua

NMPUMEYAHUE. lpun opgHoBpemeHHOM noceBe BO (OnakoHbl Ans
KyNbTVBMPOBaHWS KpoBWU BacT/ALERT HEeCKOMNbKMX TMNOB
C ucnonb3oBaHMeM LWnpuua CcHavana cregyet BHOCUTb o6paseu. BO
hnakoH ANs BblAeNeHUs aHaspoGHbIX MUKPOOPraHM3MoB, a 3aTeM BO
Ct)ﬂaKOH ansa BblAeneHusa aapOGHbIX MUKPOOpPraHn3mosB, 4TOObI
KUCNOpO4, CKOMUBLUWICSA B WNpuue, He nonan BO nakoH Ans
BblAaeneHunsa aHaSpOGHbIX MWKPOOPraHn3mMoB. MCHOHbByﬁTe METKN
obbema Ha 9TUKeTKe (pnakoHa Ans oueHkM obbema BHECEHHOTo
obpasua.

a. BbinonHuTe BeHenmyHKUMIO U MepeHoC KpoBM BO priakoH Ans
KynbTmBMpoBaHus BacT/ALERT B coOTBETCTBUM C yTBEPXAEHHOW
B BalleM y4pexxaeHun npoLeaypon.
OCTOPOXHO! 3anpewaerca BAaBnuBaTb MNOPLUEHb LWNpULA
C ycunuem npu BbINONHEHUN NoceBa, TaK KaK MOXeT NPOU3OoWTH
pa3bpbisrmuBaHue ob6pasua. [Mpu pocTuxkeHun HeobxoauMoro
o6bemMa 3anofiHEHUsl yAanuTe LWNPUL, Tak Kak U3-3a BaKkyyma
aBTOMaTU4ecKu oT6epetcs KOnu4ecTBO, npeBbllIaoLee
pekomeHAyeMbId MakcuMym. Bo usbexaHue HapylleHuss Bakyyma
npokanbiBanTe Npo6Ky dnakoHa BepTUkanbHo. He BbinonHsante
noces Bo pNakoH ¢ HapyLleHHbIM BaKyyMOM.

4. HesameanuTenbHo AocTaBbTe (nakoH AOns  KyNbTMBMPOBaHWS,
B KOTOPbIV NpOn3BEAeH Noces, B NabopaTopuio Ans nccneaoBaHuii.

NMPOLEAQYPA NPOBEOEHUA TECTA ONA ®JIAKOHOB
onAa KYNbTUBUPOBAHUA BacT/ALERT SN
MpeaBapuTenbHble 3aMeYaHusi U NpefocTepexeHns

1. Heobxogumo ucnonb3oBaTb OAHOPA30Bble MepyaTky U obpaliatbesi
¢ chnakoHamm, B koTopble Bbin NponsBeaeH Noces, kak ¢ NOTEeHUManbHO
VHEKUMOHHBbIMKM MaTepuanamu. Mpu nonagaHum KOHTaMUHUPOBAHHbIX
BeLLEeCTB BHYTPb OpraH1M3ma Unm npu Ux KOHTaKTe C OTKPbITbIMU paHamm
UM MOBPEXAEHHbIMW  y4acTKamy  KOXW  CriegyeT  HemeasieHHO
obpatutbCs K Bpayy.

2. Bce nponvBbl M YyTEYKM KOHTAMUHUPOBAHHbLIX BELLECTB creayeT
HEMeAJIeHHO YCTpaHsATb, WCMOSb3ysi 5-MPOLEHTHLIA pacTBOp HaTpus
rmnoxnopuTa, passefeHHbln B cooTHoweHun 1:10. Mcnonb3oBaHHble
ANs O4MCTKM MaTepuanbl crnegyeT YTUNM3MpOBaTb C cobnioaeHnem
COOTBETCTBYIOLLMX NPOLEAYP.

3. Bce cnakoHbl, B koTopble Gbln NpousBeAeH Noces, UMbl Ana 3abopa
obpa3uoB ¥ cUCTeMbl ANs B3ATUS KPOBKM criegyeT obessapaxuvBaTb
B COOTBETCTBUM C NPOLIEAYPONA, UCTIONb3YeMOii B BaLLIEM YUpexaeHn’.

4. Wcnonb3oBaTb 3TW  (prakoHbl AOSHKEH CNeunansHO  OBYyYeHHbIi
nepcoHan nabopatopuu.

5. Tonbko gns CLUA. OcTtopoxHo! CornacHo dhenepanbHomy 3akoHy CLUA
[aHHoe YCTPOWCTBO A0MycKaeTCs K NPoAaxe TONbKO MULEH3MPOBAHHbBIM
Bpayam UIm Mo ux 3akasy.

3amevaHusa n npepocTepexeHUsa K npoueanype npoeeaeHuA

TecTa

1. CneayeT npuNoxuTb BCE YCUNWUS K HEOOMYLUEHWIO KOHTamuHaumu
06pa3LoB KPOBM MauMeHTa MpyU BEHEMyHKUMWM U BO BPEMsi Mocesa BO
hnakoHbl AN KynbTUBMPOBaHUSA. KoHTamuHaumMs MOXET MNpUBECTM
K NMOMOXWUTENbHOMY pe3ynbTaTy aHanu3a obpasua npu OTCyTCTBUM
B 06pasue KIMHUYECKM 3HaYMMOro 3onsTa.

2. 3abop kpoBU criegyeT NPOU3BOAWTL [0 Havyana aHTUGMOTUKOTEpanuu.
Ecnu  3TO  HEBO3MOXHO, 3abop KpoBM crieqyeT MpPOU3BOAWTbL
HEenocpeacTBeHHO nepea BBeAEHMEM 04EPEeaHON 03bl aHTMBMOTMKA.

3. Ecnu  dnakoHbl  Ans  KynbTMBMPOBaHWS  Obinu  JocTaBneHbl
B nabopaTopuio He cpa3y Mnocre MnoceBa, a C 3agepXkKkoin unu OGbinm
npeaBapuTenbHO  MHKYOMpoBaHbl BHe aHanu3atopa BacT/ALERT,
OoCMOTpUTE hrakoHbl Ha Hamnuume NpUsHakoB MUKpPoGHOro pocta. Mpwu
Hann4um SBHbIX NPU3HaKoB MUKPOBHOro pocTa He nomeluaiTe dnakoHbl
B aHanu3atop  BacT/ALERT gns  npoBegeHuss  MOHWUTOPWHra,
a npogornxante paboTy ¢ HUMU Kak C NONOXUTENbHbIMU riakoHaMU.

IlabopaTtopHas npoueaypa

OCTOPOXHO! Tlpu nepeceBe MaTepuana W3 MOJIOXUTENbHbIX
chnakoHOB ANA KynNbTUBMPOBaHWUsA crnepyeT cobniopatb obwue mepbl
npeaocTopoXHocTn. BHyTpu cnakoHa MoxeT ObITb co3gaHo
noBblleHHOoe AaBneHWe NMpu BHECEHMU WU3MULILKA XWAKOCTU Unu npu
HanM4YMM MUKPOOPraHU3MOB, aKTUBHO BblpabGaTbiBalOWMX rasbl.
MonoxuTenbHble ¢nakoHbl cneayeT noABepratb KpaTKOBPEMEHHOMY
BEHTUNIUPOBaHUIO Nepes OKpalMBaHWEM WNKU  yTunusauuein ansa
yAaneHus U3 HUX ra3oB, BbipabaTbiBaeMbIX MUKPOOPraHM3Mamu.

1. OcmoTpute ¢nakoHbl nepes Hayanom pabotbl. He ucnonb3ayiTe
nakoHbl MPU Hanuyun MoBPeXAeHWN u npoteyek. MNpu NOMyTHEHWUM
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cpedpbl, MOXENTeHUM [faTyvka, HanuyuM remonusa, npu3HaKkos
M36bITOYHOrO ra3oBOro AaBIIEHUSI UMW APYTUX NPU3HAKOB MMKPOBHOro
pocTa cnakoH cregyet cuuTaTb NONOXuTENbHbIM. Bo3bMmuTe MaTepuan
Onst Maska v coenante nepeceB. VIHKyOuUpyinTe dnakoH, TOMbkO ecnu
Ma30K OTpuULaTENbHBbINA.

2. Tllocrne 3arpyskM (pnakoHOB ANs KyNbTUBMPOBaHWS B NPUMGOP OHM
LOSDKHbI OCTaBaTbCA TaMm OT MATW [0 CEeMU CyTOK WM A0 MONy4eHust
NONOXUTENLHOTO peaynbTaTa.

3. W3 Bcex chnakoHOB, pe3ynbTaTbl aHanu3a KOTOPbIX MNOMOXWUTENbHbI,
cnegyeT B3fTb Ma3ok uMcgenate nepeceB. [lpu  oTcyTcTBMM
MWKPOOPraH13MoB B Maske (4t0 MoXeT yKasblBaTb Ha
TIOXHOMONOXWTENbHBI  pe3dynbTaT) MakoH cregyeT  NOBTOPHO
3arpysuTb B npubop [0 MOMyYyeHUs pocTa Ha uYallke, KyAaa 6Obin
npou3BeaeH nepeces, UNM NOBTOPHOW perncTpaumy npubopom pocTa BO
dnakoHe. Npy NOBTOPHOM onpeaeneHun pocTta KynbTypbl BO dhnakoHe,
KOTOPbIN NepBoHa4anbHO Gbin onpeaeneH Kak JIOXHOMOMOXUTENbHbIN,
13 Hero crieyeT NOBTOPHO BbIMNOSHATL Ma30okK U caenaThb nepeces.

4. [na npoBepku OTpULATENbHOTO pesynbTaTa Takke MOXHO BbIMOMHATH
Ma3ok n/unu nepeces 13 orakoHa nepes ero yTunmsauven.

5. Tlpouenypa 3arpy3ku OnakoHOB ANS KyNbTUBMPOBaHUS B aHanv3aTop
M BbIrPY3kM M3 aHanusatopa BacT/ALERT nogpo6Ho onucaHa
B PYKOBOZACTBE MO 3KCnnyatauum.

6. He ucnonb3yite cnakoHbl ans KynbTuBupoBaHus BacT/ALERT
6onee ogHoro pasa. YTUnNusupyiTe hnakoHbl ANs KynbTUBUMPOBaHUS
BacT/ALERT, BkoTopble 6bin npou3BedeH MOCEB, B COOTBETCTBUM
cnpaBunamu Balweit nabopatopun.  ABTOKNaBUpPOBaHWE  W/WNn
CXKWraHue ABMSIOTCA NpUeMNeMbIMU Npouedypamy YyTUNmU3aumm Takmx
cbnakoHos BacT/ALERTZ

7. Wcnonb3oBaHue cpeAcTB CBepreHwst (Hanpumep, TynbiX Wrm) Ans
npokona npobky MOXeT NPUBECTU K NpoTeyke hrakoHa.

KOHTPOJ1Ib KAYECTBA

CepTudmkaT COOTBETCTBUSI MPEAOCTABMNAETCA C KaXA0oN napTven dnakoHoB
ans KynbTuempoBaHusi. [pu xenaHun nabopatopum MOryT BbIMOSHUTL
KOHTpOnb KavecTBa hnakoHOB Ans kynbTueupoBaHus BacT/ALERT SN. Cwm.
PYKOBOACTBO MO 3KcrnyaTauuu aHanusatopa BacT/ALERT u gokymeHT
CLSI® M22-A3°.

Mpu6op

HabGop crtaHpapToB Aansi kanubpoBku sveek aHanu3atopa BacT/ALERT
npefocTaBnseTcs C kaxablM npubopom Ana nposefeHusi npouedyp QC
1 kanubpoBku. Jobble npoueaypbl KOHTPONS KayecTBa [OSKHbl ObiTb
YacTblo  Tekyllero  NpodunakTMyeckoro  OBCMYyXMBaHUA  CUCTEMbI.
[ononHuTenbHble CBEAEHWUS CM. B PYKOBOACTBE MO  3KCMiyatauuu
aHanusatopa BacT/ALERT.

PE3YJIbTATbI

MonoxutenbHbli ~ MNW  OTpuUATENbHbLIM  pe3ynbTaT  onpeaensieTcs
nporpaMMHbIM OGecrneyeHneM MPUHATUS PELLEHWUI, SBMSIOWMMCS YacTblo
aHanusatopa BacT/ALERT. [o nonyyeHWsi MOMOXMUTENbHOTO  WUnu
oTpuuaTenbHOro curHana oT aHanusatopa BacT/ALERT Hukakux gencteun
BbINOMNHATL He TpebyeTcs.

PABOYME XAPAKTEPUCTUKU TECTA

ONPAHUYEHUA TECTA

Ha pesynbTaT Tecta BIUsieT MHOXECTBO MPaKTUYECKM HEKOHTPONMUPYEMbIX
(haKTOpPOB, CBSA3AHHLIX C KPOBbIO M APYTUMKU B HOPME  CTEPUIIbHBIMU
GUONOrNYECKUMM  XUOKOCTAMK,  MOSTOMY — HEMb3si  C YBEPEHHOCTbIO
yTBEpXAATb, YTO pe3ynbTaT TecTa 3aBUCWUT TONMbKO OT MPaBWUIILHOTO WMK
HenpaBWIIbHOTO UCMOb30BaHWSI NUTATENbHON cpeabl U paboTbl CUCTEMBI
oGHapyxeHus.

1. Bobpasuax nauueHToB, orpefdensieMblX KakK  MOMOXWUTENbHbIE
aHanusatopom BacT/ALERT, moryT cogepaTbCsi MWKPOOPraHvu3mbl,
KNETKU KOTOPbIX BUAHbI B Ma3ke, HO KOTOpPble He pacTyT Ha OObIYHO
ucnonb3yeMblx ANs nepeceea cpefax. [py Noao3peHun Ha Hanunuve
TakKMX  MWKPOOPraHW3MOB  MepeceB  CrneayeT  BbIMOMHATb  Ha
cneumanbHble cpedbl. Kpome TOro, nonoxwutenbHble nakoHbl
BacT/ALERT moryT copepxaTb MUKPOOPraHU3Mbl, KIEeTKA KOTOPbIX He
BUAHBI Npy 0BbIYHON OKpacke Maska W Ans obHapyXeHusi 1 BblaeneHns
KOTOPbIX MOryT TpeGoBaTbCs creumarnbHble MeToAbl OKpaluMBaHWs
Ma3KoB, a TaKke crevuuarbHble Cpeapl Afs nepecesa.

2. HekoTopble wTammbl Peptostreptococcus anaerobius moryT 6biTb
YYBCTBUTEMbHbI K @aHTUKOArynsiHTy — MoJIMaHeToncynbgoHaTy HaTpusi
(SPS), uto MoOXeT npuBecTu kcnabomy pocty unu cnabomy
BblAeneHuio yrnekvcnoro rasa (CO,) aTuMu WTammamu npu nocese BO
rakoHbl HegOCTaTOUHOrO 06bema obpasLa KpoBU.

3. WHorga npu Hanuumm B obGpasue KpoBu Bonblioro konuyectsa
nenkoumToB aHanusatop BacT/ALERT moxeT onpegenutb pesynbTtat
KaK NOMOXMTENbHbIN. TO MOXET NMPUBECTU K TOMY, YTO U3 chakTnyeckm
oTpuuatenbHbIXx (nakoHoB OyaeT MNOBTOPHO B3AT Ma3ok U caenaH
nepeces.

4. Yacto KONMUYECTBO MWKPOOPraHM3MOB HE3HaYUTENbHO, W OHU MOryT
MosIBNATECST B KPOBOTOKE  MEpUOAMYEcKky, MO3TOMy  Heo6Xxoaumo
nocrnefoBaTenbHO  BbIMOMHATL 3a60p HECKOMNbKUX 06pasLoB  KPOBU
KaXgoro nauveHTa.

5. Mpu nomnyyeHUM MOMOXUTENBHOTO CWUrHaMa OT  aHanusaTopa
BacT/ALERT HacTosTeNnbHO pekoMeHAyeTCsi HeMeASIeHHO W3Bneyb
nakoH u3 npubopa. ATo NO3BONUT M3bexaTb HEeXU3HecnocobHOCTU
KynbTyp U3-3a aBTONM3a UM no Apyrum npuunHam. B yactHoctu, ansi
HeKoTOpbIX WTaMMoB Streptococcus pneumoniae xapakTepeH aBTONM3,
ecnu (brnakoH He u3BnekaeTcss U3 npubopa HemMedneHHO nocne
Nosy4YeHUst NONOXUTENBHOrO CMrHana.

6. B okpaweHHoM no pamy maske M3 oTpuuaTeNbHOro criakoHa MoryT
B HEGOMbLUMX KONMUYECTBAX BCTPEYATbCH HEXU3HECNOCOGHbIE KIeTku
MWUKPOOPraHM3MOB, MOMaBLUMEe B Ma3OK M3 KOMMOHEHTOB NuTaTeslbHon
cpenbl, peareHTOB [Ansi OKpackM Maska, MMMEPCMOHHOro Macna umnu
C NPeAMETHbIX CTEKOS, YTO MOXET MPUBECTU K JIOXKHOMOMNOXUTENIbHOMY
pe3ynbTarty.

7. He pekomeHayeTcs NMPUMEHSITb OTCPOYEHHYIO 3arpy3ky ¢prakoHOB Ans
KynbTMBMPOBaHUS kpoBW. Jllob6as oTcpoyka B 3arpy3ke MOXET NpuUBecTn
K YBEIIMYEHWUIO  BpPEMEHW [0  OGHapYyXXeHUst  Wnu  MONy4YeHUo
noXHooTpuuaTenbHbIX pe3ynbTatoB. B cnyyae ecnm wu3sbexatb
OTCPOYKM HE YAAEeTCs, TO COrMacHO BHYTPEHHWM W OMyGrnUKOBaHHbIM
OaHHbIM hbnakoHbl creayeT XpaHUTb NPU KOMHATHOW TemnepaType He
6onee 24 yacos.

KomnaHuei 6binv npoBeaeHbl BHYTPEHHME UCCNENOBaHNS NOCEBOB CreAyLLMX MUKPOOPraHn3moB B KoHLeHTpaumsx < 10 KOE/dnakoH 1 < 100 KOE/dnakoH Ha

o6pa3sLax YenoBEYECKOW KPOBK, 0TOBPAHHBIX B MONYMALMA 300POBbLIX B3POCHbIX.

Tabnuua 1.
Bpems KynbTuBMpoBaHus
MoceBHOW MaTepuan O onpepeneHus cratyca
Mukpoopranu3sm (KOEIdanaKoE) A cb';aﬂoua (qacu)’:ry
BacT/ALERT SN (nnactuk)
FpamnonoxutenbHble aHa3po6bI <100 11,6—41,8
(C. perfringens, P. asaccharolyticus, P. micros) <10 13,3—46,6
FpamoTpuuaTenbHble aHa3po6bI <100 29,5—35,9
(F. nucleatum, B. fragilis, B. vulgatus) <10 33,4—44,7
FpamnonoxutenbHbie hakynbTaTUBHbIE aHA3POOLI <100 13,8—16,4
(S. aureus, S. pneumoniae) <10 15,2—19,3
FpamoTpuuatenbHble hakynbTaTMBHbIE aHA3PO6bI <100 10,5
(E. coli) <10 12,2

* Kaxxabli MMKPOOPraHnam UCCreaoBarncs B Tpex NOBTOPHOCTSIX, MofyYeHbl cpeaHue 3HadeHus. MNprBeaeH ananasoH 3TUX CPeaHMX 3HAYEHWI, 3a UCKIIoYeHeM
daHHbix ans E. coli, koTopas 6bina eanHCTBEHHbIM UCCNEeA0BaHHBIM rpamMmoTpuLaTesibHbIM (hakynbTaTUBHLIM MUKPOOPTaHU3MOM.
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OrPAHUYEHHAA TAPAHTUA

Komnanusi bioMérieux rapaHTupyeT, 4To pabouve xapakTepucTuku SaHHOrO
M3Oenns COOTBETCTBYIOT YKa3aHHOMY NpPedyCMOTPEHHOMY Ha3Ha4yeHuo
B TEYEHME BCEro cpoka dKCnsyaTaumum npu ycrioBum, YTo CTPOro cobnoaeHsl
BCE npoueaypbl MO WCMOMb30BaHWIO, XpaHeHu U1 obpaboTke U Mepbl
6e3onacHocTH, kak NogPOGHO U3NOXEHO B MHCTPYKLUMSAX MO KCMnyaTauun.

3a vcknioyeHneM Bbileyka3aHHbIX CriyyaeB, Komnanus bioMérieux He pnaeT
HUKAKMX rapaHTui, B TOM Yuchie, MoapasyMeBaeMblX rapaHTuii TOBapHOrO
KayecTBa M rapaHTUin COOTBETCTBUS NpearnosiaraeMoMy WCMomnb30BaHwio,
NHe [aeT Hukakux 06sA3aTenbcTB, B TOM YWCHE, SBHO BblPaXKeHHbIX,
nofpasyMmeBaeMblX WNu KOCBEHHbIX, B OTHOLUEHWW WCMONb30BaHWsI Kakoro-
nmbo peareHTa, MnporpamMMHoro obecneveHus, npubopa W PaCXOAHbIX
maTepuanoB (ganee —  «Cuctema»), OTMMYHOrO  OT  yKasaHHOro
B VHCTPYKLUMSIX MO 3KCnyaTaumm.

OONONMHUTENbHAA UHOOPMALIUA
bioMérieux
®nakoHbl BacT/ALERT SN

100 wr./yn. 259790

Ons  nonyyeHms  TexHudeckon nopdepxkn B CLUA  obpawantech
B Cnyx0y TeXHU4Yecko MOAAEPXKKM KoMmnaHuu bioMérieux no TenedoHy
1-800-682-2666. 3a npegenamun CLIA  cBsxuTecb C MECTHbIM
npegcraBuTeneM komnaHum bioMérieux.

TABJIMLIA CUMBOJIOB N OBO3HAYEHUN

CumBon O6o3Ha4yeHue

Homep no katanory

OdomumanbHbIvi Nporu3BoanTENb

[aTa u3rotoBneHus

TemnepaTypHbIi AuanasoH

Mcnonb3oBaTtb A0

0 Homep naptumn

O6paTnTeCh K MHCTPYKLMM MO NPUMEHEHMIO

CopaepX1Moro JoCTaTouHO ANst <n> TecToB

YnonHomoueHHbIN NpeacTaButens B EBponeiickom
coobliecTse

%@Ejm*&zﬁ

—
—

Beepx

M3nenve meamumHcKoe Ans AMarHocTuKK in vitro

He ncnonb3oBaTtb NOBTOPHO

Bes natekca

g3

Tonbko ans CLUA. OctopoxHo! CornacHo
denepansHomy 3akoHy CLUA gaHHoe ycTpoicTBO
fonyckaeTcsi K npofaxe TONbKO NULEH3MPOBAHHbLIM
Bpa4am Unm no mx 3akasy.

0

only

YpoBeHb 3anonHeHns

Hum

WHcTpykuma npunaraetcsa Kk Habopy. Kpome Toro, MHCTPyKLuto
MOXHO 3arpy3uTb c caniTa www.biomerieux.com/techlib.
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UCTOPUA NEPECMOTPOB
B aTom pasgene cogepxutcs 0630p U3MEHEHWI, BHECEHHbIX B MHCTPYKLIMIO N0 NpuMeHeHuto donakoHoB BacT/ALERT SN.

[aTta Bbinycka Homep Bepcun Tun n3meHeHum 0630p U3MeHeHUn
2016-03 043260-01 N3meHeHne B pa3gen «OrpaHuyeHus Tecta» fobaBneHbl cBefeHns 06 OTCPOYEHHO 3arpyske.
/9313397 E conepxanHus [No6aeneHo npeaynpexaeHne Rx-only ans nonbsosateneii 8 CLUA.
AnmMuHncTpaTuBHble | B pasgen «OrpaHuMYeHHasi rapaHTuA» [oGaBneHo ykasaHue.
U3MEHEeHNs Pasgen «Ta6nmua cMMBONOB U 0603Ha4YeHMI1» 0GHOBIEH C Lienblo BHeCeH!s
o0603HayeHus cumeona Rx-only.
2015-05 9307043 C N3ameHeHne B pasgen «PeareHTbl» BHECEHO pa3bsCHEHUE MO AaTe UCTEYEHUSI CPOKa rOQHOCTMU.
coaepxaHuns Pasgen «3a6op v noarotoeka o6pasLoB»:
- pobaBrneHue npedynpexneHnst OTHOCUTENBHO BEPOSITHOCTU BbICOKOTO AaBreHUst BO
cnakoHe;
- fjobaBneHvie NpYMeYaHns kacaTenbHO 3TUKETKM Ha onakoHe C METKOW YPOBHS
3anonHeHus;
- pobaBneHvie npymMeyaHnii ¢ nHcpopmaumern 0 BEHENyHKLUN.
AomunHncTpatusHble | Pasgen «Tabnuua cMMBONOB M 0603Ha4YeHU» OOHOBIEH C LieNblo BHECEHUSI HOBbIX
N3MEHeHUs! CMMBOIIOB A5 NPOAYKTa.
[o6aeneHune agpeca TexHu4eckon GubnuoTeku

NMPUMEYAHWE. He3HaunTenbHble TUNorpadckme, rpammMaTmyeckne 3aMeHeHns N M3MeHeHnst B (popMaTMpOBaHui B UCTOPUIO MEPECMOTPOB He BKITIOYEHDI.
Kateropmu TMnoB nsmeHeHu:

- KoppekTypa — vcnpaBneHve owmboK B JOKYMeHTauum.

- W3meHeHue copepXaHUA — BHECEHUE HOBbIX U M3MEHEHHbIX (0BHOBMNEHHbIX) AaHHbBIX MO Ha3HaYeHWo U pabounM xapakTepucTukam NpoaykTa.

- AAMUHUCTPATUBHbIE U3MEHEHUs1 — BBeeHE U3MEHEHUI HETEXHUYECKOTO XapaKkTepa, 3aciyKMBatoLUX BHUMaHWS Nonb3oBaTens.

[ns nony4eHns TEXHUYECKON KOHCYNbTaLumMW 1 NOAAEPKKM Npocbba o6pallaTbCsi K yNonHOMOYEHHOMY NPEACTaBUTENIO NPOM3BOAUTENS HA TEpPUTOPUA
Poccuiickoin depepauum:
000 «6rnoMepbe Pyc»
Apgpec: Poccusi, 115230, Mockea, 1-bii HaratuHckuii npoeag, a. 10, ctp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsyeit nuHum: 8 (800) 250 10 79
e-mail: info.russia@biomerieux.com
BebG-canT: www.biomerieux-russia.com

B cnyuae BbisiBNeHUs NOGOYHbIX AENCTBUIA, HE YKa3aHHbIX B MHCTPYKLMM MO MPUMEHEHUIO UNW PYKOBOACTBE MO dKCMlyaTaumum MeauUUMHCKOTo u3aenus,
HexenaTesbHbIX peakuuin Npy ero NpUMEHeHUn, 0COGEHHOCTEN B3aUMOAENCTBUSA MEAULIMHCKUX U3AENUIA Mexay cobow, (hakToB 1 06CTOATENLCTB,
cOo3/atoLLMX Yrpo3y XKUSHW U 3A0POBbIO MPaXAAH U MeAULMHCKUX paGOTHWUKOB NP NMPYMEHEHWM 1 3KCNyaTaumum MeauLMHCKUX Usnenui, Heo6xoammo
HanpaeuTb coobLLEHNE, COaepXKaLlee ykadaHHble cBefeHusi, B DefepasibHyio crnyxBy no Hag3opy B cdepe 30paBoOXpaHeHUsi B COOTBETCTBUN C
[eVCTBYIOLLMM 3aKOHO4ATESIbCTBOM.

BIOMERIEUX, rony6oit norotvn n BacT/ALERT SBRSIOTCA MCNONb3yeMbIMU, 3aperMcTpUpOBaHHBLIMIA /MMM HAXOAALLMMUCS B NPOLIECCE PErMcTpaLmm
TOBapHbIMM 3HaKaMu, NpuHaanexaLmMmu komnaHum bioMérieux, 0gHON N3 JOHEPHUX UMW BXOASLLMX B €€ rpynny KoMnaHWi.

OTOT NpoayKT MOXET ObITb 3aLUMLLEH OAHUM UM HECKONbKMMM NaTeHTamu; cm. http://www.biomerieux-usa.com/patents.
CLSI siBnsieTcst 3apernctpupoBaHHbIM ToBapHbIM 3HakoM, npuHaanexalum Clinical and Laboratory Standards Institute.
[pyrne Ha3BaHUs 1 TOBapHble 3HAKW NPUHaANexXaT ux 3akoHHbIM BnagenbLam.

© BIOMERIEUX 1999, 2003, 2006, 2007, 2008, 2010, 2011, 2015, 2016

I bioMérieux SA
o 376 Chemin de I'Orme
bioMérieux, Inc. 69280 Marcy-I'Etoile - France
100 Rodolphe Street E RCS LYON 673 620 399
Durham, North Carolina 27712 USA Tel. 33 (0)4 78 87 20 00
www.biomerieux.com Fax 33 (0)4 78 87 20 90
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BacT/ALERT FA Plus

IVD

HA3HAYEHUE

®dnakoHbl BacT/ALERT FA Plus co cpegoii n agcopbeHtom ans
BblAeNeHns aapobHbIX MUKPOOPraHN3MOB U3 KPOBU U CTEPUNbHBIX
Ouonornyeckux  xugkocten (fanee no  TeKCTy  (orakoHbl
BacT/ALERT FA Plus) ucnonb3ayoTcs ¢ aHanusatopamu KynbTyp
KPOBM M MUKODaKTepuii aBTOMaTU4ECKUMU GakTepronorniyeckmumm
cemenctBamn BacT/ALERT pgnsi kavecTBeHHOro obHapyxeHus
N BblAeneHnss aspobHbix W aKynbTaTMBHO  aHa3POGHbIX
MWKPOOPraHn3MoB (6akTepuin 1 [POXOKEBbIX TPUOOB) U3 KpPOBU
1 OpYrnX B HOPME CTEPUIbHBLIX BUONOrMYECKNX XUOKOCTEN.

KPATKOE ONMUCAHUE

AHanusaTtopbl KynbTyp KpOBWM M MWUKODaKTEpWU aBTOMaTUyeckvie
Gaktepuonornyeckne  cemenctea  BacT/ALERT  (mo  Tekcty
aHanusaTopbl KynbTyp kpoBu BacT/ALERT, cuctema oGHapyxeHusi
MuKkpoopraHnamoB BacT/ALERT, aHanusatop BacT/ALERT, cuctema
BacT/ALERT, aHanusaTop, cucteMa) MCrornb3yoTcs ANs onpeaeneHns
HanuMuMs MUKpOOpraHMamoB B oOpasuax KpoBM M APYrMX B HOpMe
CTEPUIbHBLIX BMOMNOTMYECKUX KUAKOCTSIX, MOMYyYEHHbIX OT MaLMeHTOB
npy nopospeHun Ha OGakTtepvemunio wnu cbyHremmo. AHanusatop
BacT/ALERT B codyeTaHum c driakoHamu Anst KynbTUBMPOBaHUA
npegcTaBnsieT coboi kak cuctemy obHapyXeHUsi MUKPOOpPraHW3MOoB,
Tak W cpegy C nuTatenbHbIMA U aTMOCEPHBIMU  YCIIOBUAMM,
NOAXOASALLMMU ans MWKPOOPraH13MOB, KOoTOpble
4YacTo BCTpeYalTCA B KPOBUM WU [ApYyrX B HOPME CTEPUNbHbIX
Buonornyeckux xugkoctax. PnaxkoH BacT/ALERT FA Plus, B koTopbin
npegBapuTeENbHO  MPOM3BOAMTCST MOCEeB  obpasua, nomellaeTcs
B aHanmu3aTop, rae OCYLLECTBMNAETCS KyINbTMBMPOBAHNE U HEMPEPbIBHbIN
MOHUTOPWHI Hann4msi pocTa MUKPOOPraHM3MOB BO (hriakoHe.

NMPUMEYAHUE: Ecnu He yka3aHO wWHOe, npefocTaBrneHHasi
MHGOPMaLMs OTHOCUTCS KO BCEM KOH(UrypauusiM CUCTEMbI
obHapyxeHus mukpoopraHnamos BacT/ALERT.

NMPUHUUN METOOA

B ocHoBe paboTtbl aHanu3aTopoB KynbTyp kposu BacT/ALERT nexur
MCMOMNb30BaHNe KONMOPUMETPUYECKOrO AaT4MKa 1 CBETOOTpaXkeHus Ans
perucTpaumMu Hamuumst M Hakonnenust  yrmekucrioro rasa  (CO,)
B nuTaTensHomn cpepe. Ecnn B aHanusmpyemom obpasLie npucyTcTaytoT
MWKpPOOpraHu3Mbl, TO B MpoLecce pocta WM yTunusaumm cy6cTpaTtoB
nuTaTensHOW cpedbl OHW  BblpabaTtbiBaloT yrnekucneid ras. [log
OelicTBMEM BblpabaTbiBaeMoro MMKPOOpraHM3MaMy YrreKkucrioro rasa
(CO,) uBeT rasonpoHML@emMoro AarTyuka, BCTPOEHHOMO B JHO KaXOoro
nakoHa AN KynbTUBMPOBAHMS, MEHSIETCA C 3eneHo-ronyboro Ha
xenTbin.! B pesynstarte 0CBETNEHNS JaTUvKa KO3PMULIMEHT OTParKEeHUs!
NoBbILIAETCA.  MOHUTOPUMHI 1 perncTpaumst  oTpaxeHust  dprakoHa
NPOV3BOANTCS aHanM3aTopoM Kaxable 10 MUHYT.

PEATEHTbI
[ns gnarHocTtukw in vitro.
OCTOPOXHO! C o6pasuamum 1 chnakoHamu, B KOTOpble

npousBeAeH noces, criedyeT obpawarbcA Kak Cc noTeHuuanbHO
MH(PEKUMOHHbIMU MaTepuanamu. Bce dnakoHbl, B koTopbie 6bin
npousBeneH noces, UMbl AnNA c6opa o6pasLoB U cUCTEMbI ANs
B3ATUA KPOBM cnegyeT obe33apaxuBaTb B COOTBETCTBUMU
C npoueaypou, UCMONb3YeMOo B BalleM yupexaeHuu.?

®dnako BacT/ALERT FA Plus (uBeToBas koavpoBka: 6rieaHo-3eneHas)
—cnakoHbl BacT/ALERT FA Plus, npegHasHayeHHble [onsi
OOHOKPATHOTO  UCMOMb30BaHusA, cogepxaT 30 M1 KOMMIEKCHON
nuTaTtensHon cpegbl 1 21,6 1 ancopoMpYHOLLMX MONMMEPHBIX FpaHyr.
Ha MOMEHT u3roToBneHus nuTaTtenibHas cpea CoCTOMT U3 CIEAYHOLLINX
KOMMOHEHTOB:  COYETaHWE  MENTOHOB/GUONOMMYECKUX  SKCTPaKTOB
(21,85 % macca/obbem), macca (20,083 % Bec/ob6bem), BUTaMMHOB 1
amuHokucrnot  (20,00145 % Bec/obbem), WUCTOYHWMKOB  yrrepopa
(20,45%  macca/obbem), cnepmoBbix  Bewect8 (20,0005 %
mMacca/obbemM) M NPOYMX KOMIMMEKCHbIX aMWUHOKUCIIOT U YrmeBOAHbBIX

cybCcTpaToB B ouMLLEeHHOM Bogde. Bo cdnakoHax cosgaHa paspexeHHas
aTMocgepa, cocrosiLast n3 N, O, " CO,.
KonuyecTBeHHbIN/KAa4YeCTBEHHbI  COCTAaB  cpeabl  MOXeT  ObiTb
mMoguuumpoBaH Anst JOCTVKEHUST HEOOXOAMMBIX (PYHKLMOHAMBHBIX
XapaKTepUCTUK.

OCTOPOXHO! ®nakoHbl BacT/ALERT wu3srotoBneHbl u3s
nonukapb6oHaTta. HekoTopble ae3nHdbuuMpylowme cpepcTsa
Henb3s MCNONb30BaTb Ha MONMIMKaApPOOHaATHLIX NMOBEPXHOCTAX,
TaKk Kak OHW MOFyT Bbi3BaTb MoBpexaeHue IakoHOB.
MNpoBepbTe, coBMecTMMO nNu Ae3nHdUuMpylollee cpeacTBO
Cc nonukap6oHaTom, mepea TeM Kak UCMonb3oBaTb ero Ans
ne3nHdekumm nosepxHocTen dnakoHoB BacT/ALERT.

OCTOPOXHO! Npu kynbTBUpOBaHUM Bo chnakoHax BacT/ALERT
FA Plus He KpoBsiHbIXx 0Opa3uoB (B HOpMe CTepuUIlbHbIX
BUONOrMYeCcKnX XNAKoOCTen), Unn obpasLioB KPOBU OYEHb Marnoro
obbema (0,5mMn unu MeHee) TpeGyeTcsa pobGaBneHve B
nutatenbHyl0  cpedy  KpoOBW, Hanpumep  CTepuribHOWM
npecdnbpuHnposaHHon nowaanHon kposu (10,0 % ob6bem/obbeM),
ANA  noadepXaHWa  pocTta, OCOGEeHHO AnsA  BblAeneHus
NPUXOTNMBLIX MWMKPOOPraHM3MoB, Takux Kak Haemophilus
influenzae, Streptococcus pneumoniae u Neisseria gonorrhoeae.?

Heob6xoaumbie gononHuTenbHble MaTepuansl
o AHanusartopbl KynbTyp kpoBu BacT/ALERT

e CucTtema B3ATUSA KpoBu

o CTepunbHble UMbl ANS BEHTUNMPOBaHNUS U BbiCEBA M3
NONOXNTENbHbIX Ct)ﬂaKOHOB

e OpHOpa3oBble NepyaTku

o [MoaxoasLmin KoHTeHep Anst GUoONorMYeckn onacHbIX 0TX040B
Ansi cépoca maTepuanos, KOTOPbIE MOTYT ObITb 3arpsi3HEHbI
VHMEKLMOHHBIMI MaTepranamm.

MaTepuanbl, KOTOpble MOXHO NPUOGPECTU B KOMMNAHUN

bioMérieux

e BacT/ALERT Blood Collection Adapter Cap — Konnauok
apanTepa ans B3aTusa Kposu Bo doriakoHbl BacT/ALERT
(Mo TekcTy Konnavok aganTtepa, Konnavok aganTtepa Ans B3ATUs
KpoBwu Bo cpnakoHbl BacT/ALERT)

o AHanusaTtopbl KynbTyp kposu BacT/ALERT

. CTepI/IJ'IbeIB urnbl 4nNsa BEHTUNMpPOBaHUA U BbiCEBA U3
NOMOXUTENbHbLIX PIaKOHOB

WUHCTpyKLUMKN No xpaHeHUto

®nakoHbl BacT/ALERT FA Plus roToBbl K WCNOMb30BaHuIo.
Wx cnepmyetr xpaHuTb B BepTUKANbHOM MOMOXEHWM B MeCTe,
3alMLLEHHOM OT NPSIMOTro CBeTa, NpY KOMHATHOWM TemnepaType (15—
30 °C). Cpok rogHocT (PNakoHOB YyKa3aH Ha J3TUKETKE KaXOoro
hnakoHa. 3anpeluaeTcss OCyLLEeCTBNSATb MOCEB BO (prakoHbl Ans
KynbTUBMPOBAHNSI MO OKOHYaHUM Cpoka rogHoctu. [pu xpaHeHumn
dnakoHoB npu Temnepatype Huxe 15 °C BO3MOXHO obpa3oBaHune
ocajKka, KOTOpbIi pacTBOpPSieTCS MpW HarpeBaHuWn dnakoHa Ao
KOMHaTHOW TeMnepaTypbl. [lepen WCNonb3oBaHWEM BbIAEPXKUTE
hrnakoH A0 AOCTUXKEHUS KOMHATHOW TeMnepaTypbl.

Xumunueckune nnu busnyeckme npu3Hakm HeCTabUNbLHOCTH

Mepen vcnonb3oBaHvem dnakoHbl BacT/ALERT FA Plus cnegyet
OCMOTPETb Ha Hanuyve MNpU3HaKoB TMOPYU UMW MOBPEXOEHUS
(obecuBeunBaHue). Henb3s ncnonb3oBaH nakoHbl C NpU3HaKamMu
nopuu, noepexgeHun wunm yteukn. Cpeda B OTCTOSIBLUEMCSH
dnakoHe AomkHa 6bITb NPO3paYvHOil, XOTH BO3MOXHa Hebonblias
onanecueHuMs unu cnefbl ocagka M3-3a Hanmuuns aHTUKoarynsHra
nonvaHeToncynbgoHata Hatpus (SPS) wnu apcopbupyioLmx
NONMMEPHBIX rpaHyn . He nyTante 3T M3MEHeHNs1 C MOMYTHEHWEM,
KOTOpOe SIBNsieTCS NPpM3HaKoM MUKPOBHOro pocta. He ncnonbaynte
dnakoHbl NpWM MOMYTHEHWU cCpefbl, MOXENTEeHWW JaTyuka unu
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HanMyMm NPU3HaKoB MOBLILLEHHOrO AaBfieHnst rasa BO hnakoHe,
T. K. BCe nepe4vuncrnieHHoe cemaeTenbCTByeT O KOHTaMUHaUUK.

NMPUBOPLI
Mepen ncnonb3oBaHNeM NPOYTUTE PYKOBOACTBO MO IKCMyaTauum
aHanusaTopoB KynbTyp kposu BacT/ALERT.

B3ATUE U NOOANOTOBKA OBPA3LIOB
O6Lwue cBegeHUnA

1.

®nakoHbl BacT/ALERT FA Plus [omkHbl MUcnonb3oBaTbCs
cneuynanbHo  OOyYeHHbIM  MEAWMLMHCKAM  MEepCOHasioM.
MpaBunbHbin cbop obpasua mmeeT Oonbluoe 3Ha4YeHue npu
paboTe ¢ KynbTypamu kposu. [MpeanoyTUTenbHbIM MeTOAOM
Ons  nonyyeHust obpasuoB KpoOBW ANs noceBa  SIBNsieTCs
BeHenyHkuusa. PekomerngoBaHHas npoueaypa cbopa obpasuos
npueefeHa B 4okymeHTe Cumitech 1C*,

Bo BpeMs noarotoBku cnakoHa n BHeceHus obpasua naumeHTa
HeobXoouMMO  MPUHATb  Mepbl  Ans  NpefoTBpaLleHus
KOHTaMuHaummn. O6s3aTenbHON MePOo ANsi CHDKEHUS YacToThbl
KOHTaMMHaLUMK SIBNSETCA Haanexallas ae3nH@EKLNS KOXN.

KpoBb MOxHO 6paTb HenocpeacTBEHHO B Mpobupkw,
copepxalume nonmaHetoncynbgoHaTt HaTpusi (SPS), xoTa ato
He pekomeHayeTca komnaHuen bioMérieux. [pobupku
C OpYrMMW  aHTuKoarynsaHTamu  Ans  KynbTyp  KpPOBM
UCMOMb30BaTh Henbas.’?

Komnanusa bioMérieux pekomeHayeT 3arpyxaTb (pnakoHbl Ans
KyNnbTUBUPOBAHUSI B aHanu3aTopbl KynbTyp kposu BacT/ALERT
Kak MOXHO ckopee nocne B3sTus obpasuoB. Ecnv donakoHbl
HEBO3MOXHO 3arpy3uTb B aHanu3aTop cpa3y nocne nocesa,
TO [0 3arpy3kM B aHanuM3atop WX cregyeT XpaHuTb npu
KOMHaTHOW Temnepartype He 6onee 24 4yacos.

OnTumanbHoe BblOeneHWe U30MSTOB  [OCTUraeTcs  npwu
BHECEHMM BO nakoH MakcuMmanbHoro obbema ob6pasua.
Mcnonb3oBaHue MeHbLlero obbema obpasla MOXeT UCKa3nUTb
pesynbTaThbl BblAENEHUS U/UMN YBENUYNUTL BPeMsl OGHapyXeHus!
HEKOTOpbIX MMKpOOpraHuMamoB. He 3anonHsinTe  nakoH
obpasua o6bemom 6onee 10 mn. Bakyym Bo ¢prnakoHe 0bbl4HO
npesbiwaet 10 mn. CneauTe 3a nocTynawwmm BoO (OrakoH
obbemMoM C nomoulbldo MeToKk obbema c warom 5 wmn,
pacnonoXeHHbIX Ha 3TUKeTke dorakoHa.

MoproToBka chnakoHa

1.

3anuwunTte Ha dnakoHe MHMOPMaUMKO O NauueHTe. YCroBHbIe
obo3HaveHuss Ha 3TukeTke dnakoHa (O#,®) moryT OblTb
onpeaeneHbl Nornb3oBaTeneMm.

CHMMUTE MNacTUKOBYIO 3alLMTHYIO MMAAcTMHY C Bepxa npobku
dnakoHa ans KynbTUBUPOBaHNS Mepen nocesoM
NpoAesnHMULMPYNTE BEPXHIOK YacTb nakoHa TamnoHoOM,
NponuTaHHbIM  CNMPTOM, WM  aHamnorMyHbIM  MaTepuarnom.
[aiiTe el BbICOXHYTb €CTEeCTBEHHbIM CNIOCOOOM.

ObpaboTainte  BblOpaHHOE  ANs  BEHEMYyHKUMW  MecCTo
B COOTBETCTBUM C YTBEPXOEHHON B BalleM YYpexaeHun
npoueaypon.

Mpoueaypa noceBa Npu HeMocpeaCTBEHHOM B3SITUM KPOBU
nyTemM BeHenyHKLUu

NMPUMEYAHME: Mpwn MCnonb3oBaHUmM TEXHUKN
HENocpeaCcTBEHHOTO B3ATUSI KPOBM M3 KPOBOTOKA MauMeHTa
3anpeLleHo denatb 3TO U3 BHYTPUCOCYAUCTbIX YCTPOWCTB U
nopToB AflIA remMoavanusa us-3a BeposiTHOCTM Aedbopmaumu
npoceeta katetepa unu 3abpoca cogepXumoro dnakoHa
B KPOBOTOK MauyeHTa.

NMPUMEYAHME: lMpu ogHoBpemMeHHOM noceBe BO (PriakoHbl
BacT/ALERT HecKOnbKMX TUMOB C MCMOMb30BaHNEM CUCTEMbI
B3ATUSI KPOBM C urnon-6aboykoir © apantepa Ans
HEMOCPEACTBEHHOIO B3ATMS KPOBM CHayamna HYXHO BHOCUTb
obpasey BOo nakoH AnNa  BblAeneHUss  ad3pobBHbIX
MUWKPOOPraHn3MoB, a 3aTeM — [Ans BblAeneHns aHadpobHbIX
MMWKPOOPraHM3moB, Y4TOObl KMCnopod, CKONUBLUMICS B Tpybke,
He nonan BO dnakoH [AnA  BblAeneHus  aHadpobHbIX
MUWKPOOPraHM3moB.

a. MoxHo wucnomnb3oBaTb MeHblMA 0ob6bem  obpasua,
HO BbICEBAEMOCTb MOXHO MOBbLICUTb, ecnn obbem obpasua
cocTaBnseT npubnuautensHo 10 Mn (pekoMeHAoBaHHOE
3HayeHue).*®

6. UYToGbl mM3GexaTb noceBa  Ype3aMepHoro  06Gbema,
oTcnexvsanTe o6bem Bo hnakoH KpoBw. [Ina HanonHeHus
dnakoHa npnbnuantenbHo Ha 10 MN OPUEHTUPYMTECH MO
TIMHWN YPOBHSI 3aMNONHEHNS Ha aTuKeTke. Minu ncnonbaynte
MeTku obbema C warom 5 Mn Ha aTukeTke onakoHbl Ans
OLieHkN 06 bema BHeceHHoro obpasua.

NMPUMEYAHUE: B xoge Bcen npouedypbl TwaTenbHO

KOHTPONUpYNTE  MpoOLEecc  HEMoCPeACTBEHHOro  B3ATUS,

obecneyvBas Hagnexalimin NoTok U He Aonyckas nonagaHus

cogepxumoro cnakoHa B Tpybky apgantepa. llockomnbky BO
nakoHe Ans KynbTUBUMPOBAHUS COAEpXaTCs XUMUYecKue

[obaBkM, BaXHO CrefoBaTb YKa3aHHOW HbKe MoLLaroBow

npoueaype, 4Tobbl He AOMYCTUTb BO3MOXHbI 06paTHbBIN NOTOK

1 nocriegymoLme HexenaTenbHble peakuum.

a. [epxuTe dnakoH AnNs MoceBa HWXKEe PykU nauueHTa
B BEPTUKANbHOM MOMNOXeHUU (NPoOKo KBEPXY).
6. Bo3bMuTE KPOBb C MOMOLLBHD CUCTEMBbI B3SITUS KPOBU
¢ urnown-6aboykor 1 Konnayvka agantepa Ans B3ATUS KPOBU
BO (PraKoHbl, B COOTBETCTBUM C YTBEPXOEHHOW B BalleM
yypexaeHun  npoueaypol, U BbIMOMHUTE  MOCEB
HernocpeAcTBEHHO BO priakoH ANnsi KynbTyp y KpoBaTu
naumeHta. MoxHO wucnonb3oBaTbh MeHbWWA  0O6beEM
ob6pasua, HO BbICEBAEMOCTb MOXHO MOBbLICUTb, €CNN 06bEeM
obpasua  coctaBnsieT  NpubNM3UTENBHO 10 Mn
(pexomeHOoBaHHOE 3Ha4veHue). YTobbl nsbexarb nocesa
Ype3MepHoro obbema, oTcnexusante obbem
nocTynawlien BO (PNakoH KpPOBM C MOMOLLbIO MEeTOK
C warom 5 mr, pacnonoXeHHbIX Ha 3TUKeTKe (hakoHa.
B. OcnabbTe XryT, Kak TONMbKO KPOBb HAYyHET MocTynaTb BO
hnakoH, UNn B Te4YEHWE 2 MUHYT MOCIE €ro HaNoXeHUs.
d. lMpocnegute 3a Tem, 4YTOObl coaepxumoe drakoHa He
Kacanocbk NMpobKM 1M KOHLUA UrMbl BO BPEMS B3ATUS KPOBW.
OCTOPOXHO! B  koHTamuHupoBaHHOM  cpnakoHe  Aans
KyNnbTUBUPOBaHUSA MOXET ObITb M30bITOYHOE AaBNeHue, U Npy ero
MCMONb30BaHUM OISl HEeMOCPeACTBEHHOro B3AITUS KPOBU MOXET
NPoOU301TU OTTOK B BeHy nNauueHTa. KoHtammHauus dnakoHa ans
KyNnbTUBUPOBaHUA He BCceraa nerko pacnosHaetcs. Bo nséexaxve
OTTOKa HeobGXoAMMO TLWATeNbHO KOHTPONMpOBaTb MNpouecc
HenocpeAcTBeHHOro B3siTusi kpoBU. He ucnonb3yinte chnakoHbl
Npu NOMYTHEHUU Cpeabl, NOXEeNTeHUU AaTyMKa UNn NPU HanNMuum
NpPU3HaKOB NOBLILIEHHOTO AaBneHUs rasa Bo ¢nakoHe, T. K. Bce
nepeyYncrieHHoe cBUAeTenbLCTBYET
O KOHTaMUHaLuMu.

Mpoueaypa noceBa Npu B3ATUN KPOBU C MOMOLLLIO LLNPULA
NMPUMEYAHMUE: lNMpu ogHoBpemMeHHOM noceBe BO hrakoHbl
BacT/ALERT HecKONnbKMX TUMOB C MCMOMb30BaHWEM LUMpULA
CHayana crniepyeT BHOCUTb 0bpasel, BO hriakoH Ans BblAENeHus
aHa3poO6HbIX MMKPOOPraHW3MOB, a 3aTeM — [Ans BblAeneHus
a3pPOBHBLIX MUKPOOPraHN3MOB, YTOObI KUCTTOPOA, CKOMUBLLMIACA B
lwnpuvue, He nonan Bo (brakoH ANs BblAeNeHUst aHadPO6HbIX
MWKPOOPraHM3MoB. Mcnonb3yiiTe MeTkn obbema Ha 3TUKeTke
hnakoHa Ans oueHkn obbema BHeceHHoro obpasua.

a. BeimonHute BeHenmyHKUMIO M NepeHoC KpoBM BO hnakoH
BacT/ALERT B coOTBETCTBUM C YTBEPXAEHHON B BalleM
yypexaeHun npoleaypo.
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OCTOPOXHO! [MMpu BbiNonHeHMM MoceBa 3anpelyaeTcs
BAABNMBaTb MOPLUEHb LUMPULIA C YCUNIMEM, TaK Kak MOXeT
npou3onTn pas3dpbisrmBaHvMe obpasua. lMpu  pocTmkeHUn
HeoGxoAMMOro obbema 3anoriHeHUs yaanute LWNPUL, Tak
KaKk Wu3-3a BaKyyma aBTOmMaTuyecku OyageTr HabpaHo
KONMYeCTBO, NpeBbILaloLee PeKOMEHAOBaHHbIN MaKCUMYM.
Bo u3bGexaHue HapyleHUs Bakyyma MpokKanbiBauTe NpooKy
donakoHa BepTukanbHo. He BbinonHsAWiTe noceB Bo hnakoH
C HapyLUeHHbIM BaKyyMOM.

4. HesameanuTenbHO JOCTaBbTe (hakoH Ansi KyNbTUBUPOBAHMS,
B KOTOpbI npou3BegeH nocee, B naGopaTopuio Ans
nccneaoBaHuii.

NPOUEAQYPA NPOBEOEHUA TECTA ONA ®JIAKOHOB

BacT/ALERT FA PLUS

MpeaBapuTenbHble 3aMe4YaHUA U Mepbl

NnpPeAoCTOPOXHOCTHU

1. Heobxoaumo MCMonb3oBaThb ofHopasoBble nepyaTku
1 obpalatbcs ¢ driakoHaMu, B KOTOpble Obin MPOU3BELEH MOCEB,
KaK C noTeHUManbHO WHGEKUMOHHbIMU MaTepuanamu. [pu
nonagaHu KOHTaMVMHMPOBAHHBIX BELLECTB BHYTPb MU MpU KX
KOHTaKTE C MOBPEXOEHHBIMMA Y4YacTKaMu KOXU W CIU3UCTbIX
obornoyek — cneayeT HeMeaeHHo 06paTUTLCS K Bpady.

2. Bce npoTeYkM M KOHTaMWHUPOBAaHHblE MaTtepuansl crnegyeT
HEeMeANeHHO YyCTpaHsiTb, ncnonb3ys 5% pacteop runoxsmopura
HaTpusi, pa3BedeHHbI B cooTHoweHun 1:10. Micnonb3oBaHHbIe
ONs OYUCTKM MaTepuansl cnegyer  yTunu3upoBaTb
C cobnofeHnemM COOTBETCTBYHOLLMX NpoLeayp.

3. Bce cnakoHbl, B KOTOpble ObiS NpoM3BeAEH NOCEB, UMbl Ans cbopa
06pasuoB 1 cUCTeMbI Ans B3ATUSI KPOBW crieayeT obes3apaxuBaTb
B COOTBETCTBUM c npoweaypown, Mcronb3yemon
B BaLLEM y4pexaeHnm.?

4. YTnnuzaumio  9TUX  prnakoHOB  JOIMKEH  OCyLLeCTBNSATb
crneumanbHO 0OyYeHHbIN MEAULIMHCKUI NepcoHann.

5. Tonbko ansa CLA: Buumanue: CornacHo deaepanbHOMy
3akoHy CLUA, naHHOe usgenve gonyckaeTcs K NpoAaxe TONbKo
TNNLIEH3MPOBAHHbLIM BpadaM Unu no 1x 3akasy.

3ameyaHusa n mepbi NPEJOCTOPOXHOCTH NPU BbINOMHEHUH

npoueaypsl

1. HeobxoaMMo npuHATL BCe Mepbl AN NpefoTBpalleHus
KOHTaMuHauuyu obpasua nauueHTa BO BpPEMS BEHEMYHKLMU
N noceeBa BO (ONIaKOH, MOCKOMNbKY KOHTaMWHAUMS MOXeT
NPMBECTU K TMOMYYEHMIO MOSIOXKUTENBHOrO pesynbTara npu
oTCyTCTBUM B 06pasLe KNMHUYECKM 3HaYMMOro n3onsta.

2. Bsstne  kpoBM  cnegyeT  Npou3BOAUTbL [0 Hayana
aHTMbuoTmkoTepanun. Ecnm 3T0 HEBO3MOXHO, B3ATUE KPOBM
crnegyeT MNpov3BOAUTbL HEMOCPEACTBEHHO Nepen BBeAEHVEM
oyepenHon Ao3bl npenapara.

3. Ecnu dnakoHbl 6bInM AocTaBneHbl B nabopaTopuio He cpasy
nocrne nocesa, a C 3a4epPXKOW, UM ObiNu npegBapuTenbHO
MHKyOMpoBaHbl BHe aHanusatopa BacT/ALERT, ocmotpute
brnakoHbl Ha NpeaMeT Hanuyus NpU3HakoB MUKPOBHOro pocTa.
Mpn HanMuum $SBHbIX MPU3HAKOB MMUKPOGHOro pocTa He
noMmewlanTe (nakoHbl B aHanuM3aTop KynbTyp  KPOBU
BacT/ALERT gns npoBefeHuWst MOHUTOPUHIa, a NpoAorkanTe
paboTy C HUMWK Kak C NONOXUTENbHLIMU PriakoHaMu.

Mpouenypa nabopaTopHOro uccrnenoBaHUsA

OCTOPOXHO! MNpu BbiceB mMaTtepuana U3 MNONOXUTENbHbIX

chnakoHoB crnepyet co6noaaTb o6wme Mepbl
npegoctopoxHoctu. lMpu BHeceHUM U3BLITOYHOrOo ob6bema
XKUAKOCTM  WUAU  HaNU4YMM  MUKPOOPraHM3MOB, aKTUBHO

BblpaGaTblBaIOLLIVIX rasbl, BHYTpu dnakoHa moxeT O6bITb
co34aHO NoBbIWeHHOe AaBneHue. MonoxurtenbHbie (bnaKOHbI
cnepyet nopaBepratb KpaTKoOBpeMeéHHOMY BEeHTUJIMPOBaHUIO
nepep okpawimBaHuem nnum yTI/Il'IVI3aL|VIei7I Ana yaaneHus U3 HUX
rasos, BblpaGaTblBaeMbIX MUKpOOpraHu3mMamu.

1. OcmoTpuTe pnakoHbl nepef Havanom pabotel. He
ncnonb3ynTe oriakoHbl NPY HANUYUN NOBPEXAEHUNA N NPOTEYEK.
Mpn nomyTHEHMW cpedbl, MNOXENTEeHWU JaTyuka, Hanuyuu
reMonv3a, NpusHakoB M30bITOYHOTO AABIIEHNS rasa unm Apyrux
npu3HaKkoB MWKPOBHOro pocTa nakoH crnepyeT cyuTath
nonoxutenbHbiM. Bo3bmnTe matepuan Ana maska v caenanTe
BblCeB. VIHKyOUpyinTe hriakoH TONMbKO B TOM Criyvae, eCnm Ma3ok
NONOXNTENbHBIN.

2. Tocne 3arpysku hriakoHOB B aHanM3aTop MHKYGupymnte 5 cytok
U1 A0 NONyYeHNs NONOXUTENbHOTO pe3ynbTaTa.

3. Masok 1 BbiceB crniefyeT BbINOMHATL U3 BCEX MONMOXUTENbHBIX
dnakoHoB. [lpy OTCYTCTBMM MWKPOOPraHM3MOB B Maske
(4TO MOXeT ykasblBaTb Ha NMOXHOMOMOXUTENbHbIA pe3ynbTaT)
dnakoH cnegyeT NOBTOPHO 3arpysnTb B aHanu3atop Ao
nonyyeHnst pocTa Ha Yallke, kyaa Obln nponsBeeH BbiCEB, UNu
[10 NOBTOPHOW perncTpaLmmy aHann3aTopom pocTa Bo riakoHe.
N3 dnakoHoB, pesynbTaT KOTOPbIX MNepBOHaYanbHO Obin
onpegeneH Kak JOXHOMOMOXWUTENbHbIN U 3aTtem  Obin
KnaccuumLMpoBaH Kak MOMNOXWTENbHbLIN, crnefyeT MOBTOPHO
B35Tb Ma30K W CAenaTh BbICEB.

4. [Ona npoBepkd OTpuLATENbHOro pesynbTarta Takke MOXHO
BbIMOMHATL Ma3oK W/unu BbiceB M3 nakoHa nepes ero
yTunusaumen.

5. [lMpouenypa 3arpy3ku ¢priakoHOB B aHanu3aTop W BbIrPy3ku un3
aHanusatopa BacT/ALERT nogpo6Ho onvcaHa B pykOBOACTBE
no aKcnnyaTauum.

6. He wucnonb3ayute cpnakoHbl BacT/ALERT noBTOpHO.
YTunuavpynte dnakoHel BacT/ALERT, B koTopble mpoussegeH
noceB, B COOTBETCTBUM C MpaBunamu Balleir nabopaTtopum.
ABTOKINaBMPOBAHWE W/ CKUFAHWE SIBMSOTCS MPUEMIIEMbIMU
npoLeaypamm yTUnuaaLmmn Takmx qriakoHoB, kak BacT/ALERT.2

7. Vicnonb3oBaHue CPEACTB CBeprieHust (Hanpumep, TyMbIX Wri)
L5 POKOIa NPoBKy MOXET NPUBECTU K NPOTEYKe (DNaKoHbI.

KOHTPOJ1b KAYECTBA

CepTndukat COOTBETCTBUSA NPEeaoCTaBseTCa C Kaxaow naptuen
dnakoHoB Ans KynbTyp. [Npun xenaHun oTaenbHble nabopatopun
MOTYT BbINOMHATH AOMNOMHUTENBHbLINA KOHTPOSb KavyecTBa (hrakoHOB
BacT/ALERT FA Plus. Cm. cooTBeTCTBylLlee pPyKOBOACTBO
nonb3oBaTtenst aHanusatopa BacT/ALERT wu pokymeHT CLSI®
M22-A3.°6

Mpubop

KoMnnekT cTaHgapToB oTpaxaTtenibHou crnocobHocTn BacT/ALERT
MOCTaBMNsieTCA C  KaXObIM  aHanuM3aTopoM  KynbTyp  KpOBWU
1 MykoBGaKTepuii aBTOMaTUYECKUM BGaKTepuornorM4eckum ceMencTsom
BacT/ALERT 3D c npuHagnexHocTssMu (No TeKCTy aHanmsatop
BacT/ALERT 3D, cuctema o6GHapyXeHuss MWUKPOOPraHn3moB
BacT/ALERT 3D, cuctema BacT/ALERT 3D). [Ona nonyyeHus
[OOMOMHUTENBHON MHCGOPMaLIMKM CM. COOTBETCTBYIOLLEE PYKOBOACTBO
nonb3oBatens aHanusaTopa BacT/ALERT.

OCTOPOXHO! Ecnu nocraBwuk JIUC Bawero ne4ye6Horo
yypexaeHuss  oTnpaBnsieT  MAEHTU(MKaUMOHHblE  HOMepa
¢pnakoHOB U COKpalleHHble 00603Ha4yeHusi TUNoB (PrIaKOHOB
B aHanusartop BacT/ALERT, ucnonb3ynte npaBusibHblE
coKkpalieHuMss TUNoB (prlakOHOB BO U30exaHue BO3MOXHOIO
Nony4YeHUs1 JNOXHOMOMOXUTENbHbIX UINKU NOXHOOTpULUATENbHbIX
pesynbTaToB. [InA nony4yeHus Gonee noapo6Hown uMHdopmauum
CBSXUTeCb C NpeacTaBuTerieM komnaHum bioMérieux.
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PE3YJNIbTATbI

MonoxuTenbHbIN UNKM oTpUUATENbHBLIA pe3ynbTaT onpegenseTcs
nNporpaMMHbIM obecneyeHnem OMis NPUHATUSE PELUEeHUA, KOTopoe
ABMSIETCS 4acTblo aHanmM3aTopoB KynbTyp Kposu BacT/ALERT.
[o nony4yeHus MNOMOXWUTENBHOrO WM OTPMLATENBHOIO CUrHana
OoT aHanusatopa BacT/ALERT Hukakmx OeNCTBUWA BbINOSHATL
He TpebyeTcs.

OrPAHUYEHUA METOOA

Ha pesynbtat noceBa KpoOBM BIUSIET MHOXECTBO (haKTOPOB,
KOTOpbIE NPAaKTUYECKN HE MOLAAITCS KOHTPOSO, MO3TOMY Herb3si
C YBEPEHHOCTbIO YTBEPXKAATh, YTO pe3ynbTaT TecTa 3aBUCUT TOSbKO
OT MPaBUIILHOMO UM HEMPAaBWUITbLHOTO UCMOMNb30BaHUS NUTATENBHOM
cpeabl nu paboTbl cUCTEMbI OGHaPYXEHMS.

1.

B o6pasuax nauvMeHTOB, oOMpefensieMblx aHanuM3aTopoM
BacT/ALERT kak nonoxuTenbHble, MOryT coAepXaTbCs
MUKPOOPraHu3Mbl, KNETKM KOTOPbIX BUAHO B Ma3ke, HO KOTopble
He pacTyT Ha 0bbIYHO MCNOMnb3yeMbIX ANS BbiceBa cpenax. Mpu
NOAO3PEHNN HAa HanMyMe TaKuX MUKPOOPraHU3MOB BbICEB
criegyeT BbINOMHATL Ha crneumanbHble cpedbl. Kpome Toro,
nonoxuTteneHble dnakoHbl BacT/ALERT moryt cogepxatb
MUKPOOPraHu3Mbl, KNEeTOK KOTOPbIX He BWAHO NpU OObIYHOW
oKpacke Maska U Ans obHapyXeHUst U BbIOENEHUsT KOTOpbIX
MoryT TpeboBaTbCA creumanbHble MeTodbl OKpallMBaHWA
Ma3KoB, a TakkKe creuuarnbHble cpeapbl st BbICEBa.

HekoTopble pegko BCTpevarLmecs NpUXOTNMBbLIE
MUWKPOOPraH1M3Mbl MOTYT HE BbIPACTW UIN PacTy O4EHb MeaSIEHHO
B nutaTensHol cpeae dpnakoHoB BacT/ALERT FA Plus. Kpome
3TOro, B penkux cnyyasx B obpasuax MOryT BCTpevaTbcsi
MUKpPOOPraHn3mbl, KOTOpble pacTyT B MUTaTenbHOW cpeae
¢dnakoHoB BacT/ALERT FA Plus, HO He npousBogsT
[OCTaTOYHOrO KONMYecTBa YrnekMCrioro rasa Ans onpeaeneHust
pocta. lNpy NOJO3pEeHUN Ha HanuMuMe penko BCTPeYatoLLMXCs,
NPUXOTNMBBLIX MUKPOOPraHU3moB, TPeDyLmMX cneumduyecknx
nuTaTtenbHbIX Cpeg W YCMOBUWA KyNbTUBMPOBAHUS, crieayeT
paccMoTpeTb BO3MOXHOCTb UCMOMb30BaHUA anbTepHATUBHBLIX
MEeTOAO0B BblAENEHMS UNN YBENMYEHNS BPDEMEHUN MHKYDaLmK.

Hekotopble wTammbl  Haemophilus influenzae, Neisseria
meningitidis v Neisseria gonorrhoeae moryT 6bITb YyBCTBUTENbHbI
K aHTUKOarynsiHTy nonuaHeToncynbcoHaTty Hatpusi (SPS), uto
MOXeT MPMBECTM K crnabomy pocTy unm cnabomy BblAENeHWo
yrmekucnoro rasa (CO;) aTuMmu WTaMMamu npyu noceee BO
nakoHbl HegOCTaTO4HOro 06bema obpasua.

WHorga, npu Hanuumm B obpasue OonblIoro KonuyecTsa
nernkouuToB, aHanusaTop BacT/ALERT moxeT onpenenutb
pe3ynbTaT Kak MONOoXUTemNbHbIA. B 3aToM crnyyae pesynbrathbl
Mas3ka 1 BbiceBa MOryT BbITb OTpULATENbHLIMU.

YacTo KOMMYECTBO MUKPOOPraHW3MOB HEe3HauuTerbHoe, WM OHYU
MOryT TOSIBMATLCA B KPOBOTOKE MEPUOAMYECKM, MO3TOMY
HEeOoBGXOAMMO MOCIEN0BAaTENbHO BbINOMHATL B3SITUE HECKOMBKUX
06pasLoB KPOBU KXKAOMO MaumeHTa.

Mpn nony4yeHUM MNOMNOXMTENbHOrO CUrHana oT aHanusaTtopa
BacT/ALERT cnegyeT HemeaneHHO u3Bneyb nakoH w3
aHanusaTopa. 3T0 No3BONUT M3bexaTb NOXHOOTPULEATENbHbBIX
pe3ynbTaToB U3-3a ayTonusa unv No ApYruMm  NpuyvHaMm.
B vacTtHoCTW, ecnn bnakoH He M3BnekaeTcs M3 aHanu3atopa
HemeAIeHHO Nocne NosyYyeHns NoNoXWUTENbLHOro CurHana, aAns
HeKOTOpbIX LWTaMMoB Streptococcus pneumoniae xapakTepeH
ayTonus.

B OKpaLleHHOM o Fpamy Ma3ske 13 oTpuuaTesribHoro CbﬂaKOHa
MoryT B HebonbLMX Konun4yectBax BCTpevaTbCA
HEXM3HECNOCOOHbIE  KNETKN MUKpPOOpPraHnM3amMmoB, nonasLine
B Ma30K M3 KOMMOHEHTOB NUTaTenbHON cpeapbl, peareHToB A
OKpacCkun, MMMepCUOHHOIo Macna unu c npeaMeTHbIX CTeKon,
YTO MOXeT NPUBECTU K JTOXHOMONOXUTENBbHOMY pe3ynbTaTy.

KomnaHusi bioMérieux pekomeHayeT 3arpyxaTb OrnakoHbl Ans
KynbTUBMPOBaHUs B aHanuaatopbl BacT/ALERT kak MoxHO ckopee
nocne B3sTusi obpasua. Ecnu HeumsbexHa 3adepka [OCTaBKM
drnakoHoB B nabopatoputo, criepyet npYHMMaTh
BO BHUMaHWe WHGOPMaLMo MO uccriegoBaHusM  06pasLoB
C OTCPOYEHHOW 3arpy3koii, B pasferne «Paboune xapakrepucTyki
TecTan.

10.

1.

OXWAOAEMBIE PE3YJIbTATbI
1.

2.

HenTtpanusaumm uedptasmguma u uedenuma AOCTUYb He
yAanochb.

Ecnn drnakoHbl xpaHunuce B TeyeHue 12 mecsiueB, Ans
obHapyxeHus Stenotrophomonas maltophilia B cnMHHOMO3roBon
XKUIOKOCTM MOXeET noTpeboBaTbesi Gonblue BPEMEHU, UMM MOXET
GbITb MONYYeH OTpULIATENbHLIN pe3ynbTaT UCCHEAOBaHMSI.

®nakoHbl BacT/ALERT FA Plus He nmeloT COOTBETCTBYHOLLUX
ypoBHen CO, B cBOOOOHOM MPOCTPaHCTBE AN NOAAEPXKaHUs
pocTa kanHounoB, Takux, kak Capnocytophaga spp.

Honsa MONOXUTENbHbIX rnoceBoB cocTtaBnsana 12,3 %
(B gnanasoHe: 7,9-14,3 %) B uenom, u B 9,4 % (B AnanasoHe:
5,0%-11,2%) Ans 3HaYMMbIX W30MATOB B TpexX LEHTpax
npoBegeHnst KITMHUYECKOro nccnefoBaHus nakoHoB
BacT/ALERT FA Plus ¢ 6-10 mMn kpoBM C MCnorb3oBaHUEM
aHanuaatopa BacT/ALERT 3D.

Oonss  nonoxwuternbHbIXx  noceBoB  cocTaensna 20,2 %
(B gnanasoHe: 16,4-24,3 %) B uernom n B 15,4 % (B AnanasoHe:
8,2%—-21,6 %) AnNs 3HaYMMbIX W3OMATOB B Tpex LEHTpax
npoBeAeHNs KMMHNYECKNX uccrneaoBaHun conakoHos BacT/ALERT
FA Plus, B KoTOpble OblfiM BHeceHbl 00pasubl CTEPUNbHBLIX
OMONOrNYecknx >KMOKOCTEN C  UCMOMb3OBAHWEM aHanu3aTopa
BacT/ALERT 3D.

Oxvpgaemasi  Jonsi  MONOXWUTENbHbLIX — pe3ynbTaToB  Oyaer
3aBMCETb OT TakuMxX (PaKTOPOB, Kak KONMUYECTBO MALMEHTOB,
pacnpocTpaHeHHOCTb 3HAYUMbIX MWKPOOPraH1M3MoB,
reorpadMyeckoe pacronioXeHue MecTa npoBedeHust TecTa
M ypoBeHb  KOHTamuHauuu. [lpuBefdeHHble  3HaAYeHUs!
0OXvaaeMblx pe3ynbTaToB OCHOBaHbI Ha AaHHbIX, MOMNYYEHHbIX B
XOZ€ HECKONbKMX KIMHUYECKMX MCCreaoBaHuin.
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HEWTPANU3ALUA NPOTUBOMUKPOEHbIX MPEMNAPATOB

Hentpanusaunsa npoTMBOMMKPOGHLIX MPenapaToB C MOMOLLbI0 aACOPOMPYIOLLMX MONIMMEPHBIX FPaHys pasnnyaeTcs B 3aBUCUMOCTH OT YPOBHS
[03MPOBKU 1 BpeMeHu B3ATUS obpasua. BHyTpeHHWe nccnefoBanus, NnpoBeAeHHbIe Ha cnucteMme obHapyxeHns Mukpoopranuamos BacT/ALERT
3D, nokasanu, 4YTO MPOTUBOMMKPOOHbIE Mpenapatbl 3deKTMBHO HewTpanuaytotes cpegon BacT/ALERT FA Plus Ha ocHoBaHun 100 %
BblENEHNs TECTMPYEMbIX MUKPOOPraH3MoB. B aTnx nccnepoBaHnsx NpoTMBOMUKPOOHbIE NpenapaThl 4006aBNANMCh B KIMHUYECKN 3HAYNMbIX
KOHLEHTPaLMsIX HenoCpeACcTBEHHO BO pnakoHbl ANs KynbTyp BO BpeMsi MoceBa C YyBCTBMTENbHbIMW LiTaMMamu. OdDEKTUBHOCTb
NPOTVBOMMKPOOHLIX NpenapaTtoB Obina NOATBepXAeHa napannenbHblM TECTUPOBAHWEM C WCMOMb3oBaHWEM cpedbl 6e3 HeWTpanuayloLwmx
CBOWCTB B KayecTBe KOHTPOMbHOrO 3nemeHTa. B cpege Obinv HenWTpanu3oBaHbl NPOTUBOMMKPOOHbIE npenapaThl, CReaylLwmx rpynn:
NEeHULMNMUHBI, FMULUALUKINHBIL, NMOSIMEHbI, MakpONWAabl, TPUA30rbl, IXMHOKaHAWHBI, Lleda3onH, LedOKCUTUH, LedTapomnnH, aMUHOTTIMKO3NASI,
(TOPXMHOMOHBI, NIMHKO3aMWAbI, IMMKOMENTUAbI U OKCa30NUANHOHBI.

Hentpanusaumm uedrtasnamma v Uedennma [OCTUYbL He yaanocb. LledoTakcum v LedTpuakcoH HENTpanmu3oBanucb He MOJSTHOCTLIO.
LlecboTakcum HevTpanusoBancs nNpy KOHLEHTpaLuusx, coctaBnsowmx ot 2 Ao 50 % oT ero MmakcrumarnbHON KOHLEHTpaLmMmn B CbIBOPOTKE KPOBM
(PSL), B 3aBucuMmocT oT MukpoopraHusma. LledpTpuakcoH HenTpanuaoBancs npu KoHUeHTpauusix, coctaBnsowmx ot 1 go 50 % ot PSL,
B 3aBMCUMMOCTU OT MUKpPOOpraHusmMa.

CBoncTBa HenTpanusaumum NMpPOTUBOMMKPOOHBIX MpenapaToB 3aBUCHAT OT COCTaBa martepuana (rnakoHa u He OonpefenslTcs anroputMoM
aHanusa cuctembl obHapyxeHusi MukpoopraHuamoB BacT/ALERT. Hentpanusauus Gbina nNpoaeMOHCTpMpoBaHa Afst amukauuHa (knacc
aMWHOIMUKO3NAOB), MUMepauunnnHa (Knacc NeHWUUnIMHOB), BaHKOMULUMHA (KNacc rMUKONenTMAOoB) M BOPMKOHa3ona (knacc Tpvasoros).
McnbiTaHus nokasanu, 4To cucTeMa aHanmsaTopa He OkasbiBana BMAMSHWSA Ha CMOCOBHOCTb (hbriakoHa K HeWTpanu3aumm NpoTUBOMUKPOBHbLIX
npenapaTos.

3a gononHuTenbHOM nHopMaumeid No NPOTUBOMUKPOGHBIM MpenapartamM, KoTopble HelWTpanuaytTca Bo dnakoHax BacT/ALERT FA Plus,
obpalyanitecb K MECTHOMY NpeACcTaBUTeNto KoMnaHum bioMérieux.

PABOYUE XAPAKTEPUCTUKUN

CucteMbl 06HapyxxeHuss MukpoopraHusmoB BacT/ALERT 3D

BewecTBa, KOTOpble MOTYT NOMeLIaTbL NPOBEeAEHUIO TecTa

Bbinv npoBeaeHbl BHYTPEHHWE WCCNENOBaHUS MOCEBOB C MCMOSIb30BAHWMEM CMMHHOMO3rOBOW, MIEBParibHOM M CUHOBUASIbHOM XUAKOCTEWN,
nnasmMbl KpOBW, LEMbHOM KPOBWM W KPOBSIHbIX CrycTKOB. K anmMkBOTaM Kaxgow U3 3TUX XuAKocTen Obinu Takke gobaBneHbl NevkoumTbl
B KOHLEHTpauusix, obblYHO HabmnogaeMbIX B KaXXOoW U3 NepeyncrieHHbIX Bronornyeckunx xuakocten npu 6aktepmemmnn. TecT npoBoguscs
B NPUCYTCTBMU MMUKPOOPraHW3MOB UINN B UX OTCYTCTBUE. [laHHble BELeCTBa HE MELLANU BbIAENEHMIO M 0BHAPYXEHNID MUKPOOPraHU3MOB U He
[AaBani NoXXHOMOMOXUTENbHbIX Pe3ynbTaToB B OTCYTCTBME MUKPOOPraHU3MOB.

AHanuTn4yeckas YyBcTBUTeNnbHOCTb: NMpepnen o6HapyxeHus (LoD)

B tabnuue 1 npeactaBneHbl pesynbTaTthl BHYTPEHHUX UCCMEA0BaHMI NOCEBOB. [1Ns Kaxaoro Buaa MMKPOOPraHM3MOB TECT Obi BLIMOSHEH Kak
MuHUMYM B 30 noBTOpHOCTSIX. JaHHble B Tabnuue 1 nomyyeHbl Npyu UCMONb30BaHWM (priakOHOB B KOHLIE Cpoka rogHoctu. Bo dnakoHsbl,
3acesHHble H. influenzae, no6aenanu no 4 mn cMeLLaHHOW KpoBM Yenoseka. Ha npeaene obHapyxeHUs MUKPOOpraHnaMbl Obinn obHapyxeHbl
He meHee yeM B 95 % cnyyaes.

Ta6bnuua 1. AHanuTu4eckas YyBcTBUTeNbLHocTh: MNpeaen o6HapyxeHus (LoD)

UpeHTUnKaLMOHHbIN Mpeaen
MukpoopraHusm A HoMe mTLémma obHapyxeHus (LoD)
P (KOE/dbnakoH)
Candida albicans ATCC® 14053™ 6
Enterobacter aerogenes ATCC® 13048™ 8
Enterococcus faecalis NCTC 12697 5
Escherichia coli NCTC 12923 4
Haemophilus influenzae ATCC® 10211™ 6
Klebsiella pneumoniae STL 104016 4
Listeria monocytogenes ATCC® 15313™ 6
Pseudomonas aeruginosa NCTC 12924 4
Salmonella enterica ATCC® 14028™ 5
Staphylococcus aureus NCTC 10788 5
Streptococcus pneumoniae ATCC® 6305™ 6

NMPUMEYAHME: B 96,7 % cny4aes BbiceB MaTepuana 13 gnakoHOB, NPU3HaHHbIX MOMNOXUTENbHbIMK, OblN NPOU3BEAeH He No3aHee, Yem Yeped 30 MUHYT.
Ltamm STL 104016 6bin nonyyYeH U3 BHyTPEHHEWH KONNeKUUn KyrbTyp MUKPOOPraHM3MOB KoMnaHum bioMérieux.
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AHnanunTnyeckas YyBCTBUTENbHOCTb: PocToBble cBONCTBa

B Tabnuue 2 npeactaBneHbl pesynbTaTbl BHYTPEHHUX UCCIIEA0BaHNI MOCEBOB C MCMONb30BaHWEM KPOBU 340pOBbIX NMtoden unv 6es Hee. bbino
NPOBEPEHO HECKOSbKO LUTaMMOB Ka)Aoro Buaa MUKPOOPraHW3MOBMPW LieNleBOM KOHLeHTpauumn nocesHoro matepuana 125 KOE/dnakoH.
dakTU4yecKkoe KONMMYecTBO MUKpoopraHnsmoB coctaeuno 3—298 KOE/dnakoH. B gaHHOM nccregoBaHuu BbicEB MaTepuana u3 nakoHoB
BacT/ALERT FA Plus npoBoguncs Kak MUHMMYM 4Yepe3 24 yaca nocrne TOoro, Kak cuctemMa 3aperucrtpupoBana pocT BO drakoHe.
MepeyncneHHble BWAbI MUKPOOPraHM3MOB SIBMSAIOTCA NPEeACTaBUTENSMU KIMHUYECKN PacnpOCTPaHEeHHbIX MWKPOOPraHn3moB, OObIYHO
BblAENsSeMbIX NPV NOCEeBax KPOBU U CTEPUIbHBIX BUONOrMYECKUX XUOKOCTEN.

Ta6bnuua 2. AHanuTu4eckasi YyBcTBUTeNbHOCTL: [okasaTenu pocTa

KpoBb Be3 kpoBu
KoHueHTpauym npO,D,Oﬂ)KVITeﬂbHOCTb KoHueHTpauym npOAOJ'I)KVITeJ'II:HOCTI:
MMKpPOOpPraHusm % noceBHOro KynbTUBMpOBaHUsA 4O % NnoceBHOro KynbTUBUPOBaHNA A0
BblaeneHnsa matepuana, onpegeneHns ctatyca | pbigeneHusa* martepuana, onpeaeneHnsa ctatyca
(kon-Bo) KOE/chnakow pnakoHa (4ackl) (kon-Bo=3) KOE/chnakom ¢pnakoHa (4ackr)
(AnanasoH) CpepaHee | [uanasoH (AnanasoH) CpeaHee | [OuanasoH
Sffre”[’j’g’ococcus 100,0 (33/33) 54-150 13,4 12,2-15,6 100,0 116-150 16,7 14,6-18,2
Escherichia coli 100,0 (33/33) 71-254 13 10,3-12,4 100,0 73-176 11,4 10,6-11,9
Pseudomonas 100,0 (15/15) 74-148 16,0 13,7-18,6 100,0 74-148 20,8 17,8-25,6
aeruginosa
Klebsiella pneumoniae | 100,0 (15/15) 89-123 11,3 10,6-12,3 100,0 95-123 12,0 11,6-12,4
Candida albicans 100,0 (38/38) 88-298 28,9 19,2-52,8 100,0 88-298 27,1 22,1-30,1
Streptococcus 100,0 (33/33) 3-260 13,9 10,8-16,5 100,0 4-25 14,3 13,0-16,3
pneumoniae
Staphylococeus 100,0 (15/15) 44135 17,6 14,3-36,0 100,0 45-105 214 19,0-24,8
epidermidis
Enterococcus faecalis 100,0 (15/15) 63-259 11,6 11,0-12,3 100,0 71-169 12,3 11,8-12,7
Enterococcus faecium 100,0 (15/15) 25-120 12,6 11,3-14,4 100,0 25-120 15,5 14,0-17,5
Enterobacter cloacae 100,0 (15/15) 111-200 12,0 10,8-15,7 100,0 111-185 11,7 11,3-12,0
Candida glabrata 100,0 (15/15) 118-281 448 27,3648 100,0 118-194 39,9 30,9-50,4
Haemophilus 100,0 (15/15) 105-266 144 12,1-16,8 0 - - -
influenzae
Proteus mirabilis 100,0 (15/15) 36-213 12,9 11,3-16,3 100,0 36-213 12,5 11,3-13,6

* Mpw BbiceBaemocTn MeHee 100,0 % pekomeHayeTcs 406aBUTL KPOBb, HANPUMeEpP CTEPUNbHYI0 AedUOPUHMPOBAHHYIO NOLIAANHYIO KPOBb
(10,0 % o6bem/obbem).?

[na HekoTopbix BUAOB, Bkntoyas Capnocytophaga ochracea, Cardiobacterium hominis, Eikenella corrodens, Haemophilus parainfluenzae,
Granulicatella adiacens u Helicobacter cinaedi, nonoxwTenbHbln curHan 6bin nonyyeH B MeHee, Yem 100 % cnyvaes.

Pe3ynbTaThl KIIMHUYECKMX UCCNeAoBaHUM (MoceBbl KPOBU)

Hwke npuBogdaTca pesynbTaTbl CpaBHEHUS MOceBOB kpoBu Bo dhnakoHbl BacT/ALERT FA Plus n BacT/ALERT FA Aerobic — cnakoHbl
BacT/ALERT FA co cpepoii C akTMBMPOBaHHbIM Yrnem Ans BblOeneHust aspobHbIX MUKPOOPraHU3MOB M3 KPOBU (MO TEKCTYy dhnakoHbl
BacT/ALERT FA) (ans Bcex cOOTBETCTBYIOLMX Nap).

B Tpex pasHbix ueHTpax B CLUA 6bino npoBefeHO MHOrOLIEHTPOBOE KIMHUYECKOe UCCreAoBaHne, B KOTOPOM CPaBHUBANIM XapakTepucTUKn
dnakoHoB ans nocesa kposu BacT/ALERT FA Plus n BacT/ALERT FA npu aspo6HoM KynbTuBMpOBaHMU nocrne gobasneHns obpasLoB KpoBu
o6bemom ot 6 o 10 mn (cooTBeTCTBYIOLWME Napbl). Bcero 6bino nonyyeHo 1656 nap dpnakoHoB oT 728 B3pocnbIX NALMEHTOB C NOAO3PEHNEM
Ha GakTepuanbHble/apo)okeBble MHGEKUUN KpoBu. Ecnn xoTa 6bl Ans ogHoro dnakoHa B nape aHanusatop BacT/ALERT peructpuposan
MONOXMTENbHBIV pe3ynbTaT, NPon3BoAWIiCs BbICEB MaTepuarna u3 obonx dnakoHoB. CumTanocb, YTo napa nakoHOB Aana NnoroX1TenbHbI
pe3ynbTaT, ecnu pesynbTaTbl BbiceBa mMaTtepuana nubo mn3 cdnakoHa BacT/ALERT FA Plus, nn6o n3 ¢nakoHa BacT/ALERT FA 6binu
NnonoXuTenbHbiMKU. Pe3ynbTaT cuyuTancs WUCTUHHO MOMOXWUTENbHbIM, ecnu aHanudaTopoM BacT/ALERT 6bin 3apeructpupoBaH pocT BO
dnakoHe 1 Npu BbICEBE MaTepuarna us atoro gprakoHa 6bin Nony4yeH poctT MMKpoopraHuama. [ns cpaBHeHWs XapakTepuCTUK 6binm paccunTaHbl
Oonst  UCTUHHO MNOMOXUTENbHbIX pe3ynbTaTtoB  Ans  dnakoHoB BacT/ALERT FA Plus wn gna dnakoHoB BacT/ALERT FA
N COOTHOLLEHWE KOMUYECTBA MCTUHHO MOMNOXMUTENbHbIX pe3ynbTaToB Afsi 060MX TUNOB (hriakoHOB. BblaeneHHble KMUMHWMYECKUe W30MsAThb
OTHOCUIU K rpynne 3Ha4YMMbIX, KOHTAMUHAHTOB UITM HEU3BECTHbLIX MO YCMOTPEHMIO LIEHTPOB, rAe NPOBOAMITIOCH UCCNed0BaHME.

B obLuel cnoxHOCTM M3 BCEX COOTBETCTBYILUMX Map a3poOHbIX MOCEBOB KPOBW, AABLUMX MOSNIOXUTENbHbIA pesynbTaT, ObiNno BbiAeneHo
267 nsonsaToB. [Npu BbiceBe MaTepuana u3 dgnakoHoB BacT/ALERT FA Plus vnu BacT/ALERT FA B 238 napax chnakoHoB Obin BblOeneH,
no KpanHen mepe, oauH u3onaT. M3 214 nap cnakoHoB Gbin BblaeneH oguH usonaT, n3 19 nap — asa m3onsita u M3 5 nap — Tpu m3onaTa.
O6wasn BbIbOpKa pe3ynbTaToB, NPUBEAEHHbIX B Tabnuue 3, BkovaeT 267 M30MATOB, BblAeNEeHHbIX U3 nap ¢onakoHOB C MOMOXWUTENbHbIM
pesynbTtatoM, U 1418 nap dnakoHoOB C oTpuuaTenbHbIM pe3ynbTaTtoMm (Bcero Obino nomnyveHo 1685 pesynbTaTtoB). Mpu ncnonb3oBaHum
dnakoHoB BacT/ALERT FA Plus 6bino BbisBrneHo B obuient cnoxHoct 208 u3onsTos, B TO BPEMS KaK NMpW UCMONb30BaHMKN (HriakoHOB
BacT/ALERT FA — 194 usonsta. YTo kacaeTcs 3Ha4YMMbIX U30MATOB, NPU Ucnonb3oBaHun gnakoHoB BacT/ALERT FA Plus 6biro BbisiBEHO
Bcero 159 nsonsTos., a npu ncnons3osaHuu cnakoHoB BacT/ALERT FA — 135 uzonsTos. lNpu BeiceBe MaTepuana u3 dnakoHoB BacT/ALERT
FA Plus, gaBLunx nonoXuTenbHbI pesynbTaT, 6bio Nony4YeHo NATb NOXHOMNOMOXUTENbHbIX pedynbTaToBs, 4To coctasnset 0,30 % (5/1685) ot
BCeW uccriegyemon nonynsumu.
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B Hwxecnepytowmx Tabnuuax cpaBHMBAKOTCS pe3ynbTaTbl, MOMyYeHHble Ans BCex cooTBeTcTBylowmx cnakoHoB BacT/ALERT FA Plus
n BacT/ALERT FA gns noceBOB KpOBW, KOTOpble MpW BbiCEBe Aanu noboe KOnM4ecTBO M30nAToB (Tabnuua 3), eAVHCTBEHHbIA 130Nt
(Tabnvua 4) nnn Heckonbko usonsTos (Tabnuua 5).

Ta6bnuua 3. Bce cooTBeTCTBYIOLWME Napbl, AaBLUME OAUH UM HECKONBbKO U30MIATOB (MoceBbl KPOBU)

®PnakoHbI CooTHoweHune
0,
OnpeaeneHue ®nakoHul BacT/ALERT % NCTUHHO BacT/ALERT FA, % WCTUHHO NONOXUTENbHbIX Konu4yectBa
FA Plus, UICTUHHO NONOXUTENbHbIX
KNMUHUYECKUX UCTUHHO pe3ynbTaToB, (hfaKoHbI WCTUHHO
nonoXxuTtenbHble pe3ynbTaToB, hflaKOHbI
U3onAToB nonoXxuTtenbHble BacT/ALERT FA NONOXUTENbHbIX
pe3ynbTaThbl BacT/ALERT FA Plus "
pe3ynbTaTthbl pe3ynbTaToB
3Haunmble 159 9,4 (159/1685) 135 8,0 (135/1685) 1,178
KoHTaMUHaHTBI 36 2,1 (36/1685) 47 2,8 (47/1685) 0,766
HeunaBecTHble 13 0,8 (13/1685) 12 0,7 (12/1685) 1,083
Bcero 208 12,3 (208/1685) 194 11,5 (194/1685) 1,072

* 135 (cTO TpPMALATL NATb) U30NSTOB ObINO BLIABNEHO NpK UCNONb30BaHWK kak dnakoHoB BacT/ALERT FA Plus, Tak n donakoHos BacT/ALERT FA; 73 usonsita —
TONbKO Npu ucnonb3oBaHun conakoHoB BacT/ALERT FA Plus 1 59 n3onsitoB — Tonbko npu ucnonb3oBaHum donakoHos BacT/ALERT FA. CooTHoLleHne
KOTMYECTBA UCTMHHO MOJIOKUTETLHBIX PE3yIbTATOB N0 BCEM M3onsiTam coctasuno 1,072 (208/194) ¢ 95 % AU (0,952; 1,192).7

Ta6bnuua 4. Bce COOTBeTCTBYyHOLWMe Nnapbl, gaBline €4WHCTBEHHbIA U30NAT (I'IoceBbI KpOBM)

®dnakoHbl BacT/ALERT FA Plus ®dnakoHbl BacT/ALERT FA, CooTHoLWeHne KonuyecTBa
KnuHunyeckoe onpeneneHue WCTUHHO NOJNOXUTenbHbIe WCTUHHO NOMNOXUTeNbHble WCTUHHO NOJNOXUTENbHbIX
pe3ynbTaThl pe3ynbTaTtbl pe3ynbTaToB*
3Haunmble 138 111 1,243
KoHTamMuHaHTbI 26 33 0,788
HewnsBecTHble 8 9 0,889
Bcero 172 153 1,124

* 111 (cTO O0AMHHaAUATb) M30NATOB GbINO BbISBMEHO NPY UCNONb30BaHUK kak drakoHoB BacT/ALERT FA Plus, Tak n ¢onakoHoB BacT/ALERT FA; 61 nsonst —
TOINbKO Npy Ucnonb3oBaHun dnakoHoB BacT/ALERT FA Plus n 42 nsonsita — Toneko npu ncnonb3osaHun gnakoHos BacT/ALERT FA. CooTHoleHune
KOSIMYECTBA UCTUHHO MOSIOKUTESBHBIX PE3YNIbTATOB MO eANHCTBEHHBIM M3onsTam coctasuno 1,124 (172/153) ¢ 95 % AW (0,986; 1,262).7

Tabnuua 5. Bce cooTBeTCTBYHOLWME Napbl, AaBLUXE HECKONBKO U30NATOB (MoceBbl KPOBU)

®nakoH BacT/ALERT FA Plus ®nakoH BacT/ALERT FA, CoOOTHOLWEeHMe KonuyecTea
KnuHunuyeckoe onpenenexue UCTUHHO NOJIOXUTENbHbIE WCTUHHO NOMNOXUTEeNbHbIe UCTUHHO NOJIOXUTENbHbIX
pe3ynbTaTthbl pe3ynbTaThbl pesynbTaToB*
3Haunmble 21 24 0,875
KoHTaMuHaHTbI 10 14 0,714
HewusBecTHble 5 3 1,667
Bcero 36 41 0,878

* 24 (nBapuaTb YeTbipe) n3onsTa 6bino BbISBMEHO NPY UCMONb3oBaHUK kak drnakoHoB BacT/ALERT FA Plus, Tak n donakoHos BacT/ALERT FA; 12 nsonsatos —
TOIbKO Npy Ucnosb3oBaHuu dnakoHoB BacT/ALERT FA Plus n 17 usonsitoB — Tonbko Npu ncnons3oBaHunmn cprakoHoB BacT/ALERT FA. CooTHoLleHre
KOSIMYECTBA UCTUHHO MOJIOKUTESbHBIX PE3YNbTATOB MO HECKOSbKUM M3onsTam coctaeuno 0,878 (36/41) ¢ 95 % AW (0,637; 1,119).7

B gaHHOM knuHudeckoM uccnegosanum ansa 1413 nap dpnakoHoB BacT/ALERT FA Plus n BacT/ALERT FA nocne 5 gHel nHky6auum 6binm
nony4eHbl oTpvuaTtenbHble pedynbTaTbl TecTa Ans oboux TMNoB dnakoHoB. Ansg 95 u3 atux nap Obin NpoBeAeH 3aKMOYMTENbHbIN BbICEB
Matepuana n3 oboux (prakoHOB, M B [ABYX Cry4yasix BbisSIBIIEHbl NOXHOOTpULATENbHbIE pe3ynbTaTbl Ans 060MX TUMOB (hraKOHOB; BbICEB
mMaTtepuana Tonbko 13 pnakoHo BacT/ALERT FA Plus 6bin npoeeaeH anst 1312 nap, v BbiSIBNIEH OAMH NOXHOOTpULATENbHbIN pe3ynbTaT; Ans

ecTun nap d,’)I'IaKOHOB BblCE€Bbl HE NMPOBOAUITUCD. Pe3yﬂbTaTbI npencraBneHbl B Tabnuue 6.

Ta6bnuua 6. Konuyectso JIOXKHOOTpUUaTe NbHbIX pe3ynbTaToOB N0 COOTBETCTBYHOLWUM Napam aapOGHbIX noceBOB KPOBU, KOTOpbIe
ObINIM OTMEYEHbI CUCTEMOW B Xo4e TecTa Kak oTpuuaTesibHble ons obounx (bl'laKOHOB

BbiceB u3 ¢onakoHoB

BbiceB u3 ¢pnakoHoB

% NoXHOoOTpULUaTeNnbHbIX
pe3ynbTaToB AnA

% NOoXHOOTpULATENbHbIX
pe3ynbTaToB AnA

BacT/ALERT FA Plus BacT/ALERT FA ®naxon BacT/ALERT FA Plus ®naxon BacT/ALERT FA
fa fa 2,11 (2/95) 2,11 (2/95)
a Het 0,08 (1/1312) -

O6was yactoTa noxHooTpuuaTenbHbIX pesynbtaTtoB Anst pnakoHoB BacT/ALERT FA Plus Ha ocHoBaHWM BbICEBOB MaTepuana cocrtasuna

0,2 % (3/1407).

CpaBHeHne KonmnyectBa MUKPOOPraHM3MOB (Y4MCIIO M3OMATOB), BbIAENEHHbIX MpY BbiceBe MaTepuana u3 dnakoHoB BacT/ALERT FA Plus
n BacT/ALERT FA, npeactasneHo B Tabnuue 7.
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Ta6bnuua 7. CpaBHeHMe KonmyecTBa MMKpoopraHuamoB u3 ¢onakoHoB BacT/ALERT FA Plus 1 BacT/ALERT FA (uicno nsonstos) —
nocesbl KPOBU

Mpynna ®nakoHbl BacT/ALERT FA Plus ®nakoHbl BacT/ALERT FA
Enterobacteriaceae 34 32
Enterococcus spp. 33 28

[poxokeBble rpubbl 17 18
HedepmeHTtupyiowne 8 1
rpamoTpuuaTernbHble 6aumnnbl

[pyrue rpamoTpulatensHble 6aktepum 4 3

[Opyrve rpamnonoxuTensHble 6akTepum

KoarynasooTpuuatenbHbii

Staphylococcus 87 53
Staphylococcus aureus 52 30
Streptococcus spp. 17 11

NMPUMEYAHUE: B Tabnuuy n3onstoB BKMOYEHbI NONMUMUKPOBHbIE KyNbTypbl.

Pe3ynbTaTbl KNIMHUYECKUX UCCIIeAOBaHUN (MOCeBbl CTePUNbHbIX GMONOrNMYeCcKnX XuaKocTen)

B yetbipex pasHbix ueHTpax B CLIA n KaHage 6bino nmpoBedeHO MHOrOLIEHTPOBOE KIMHUYECKOE WCCriefoBaHMe, B KOTOPOM CpaBHUBanmu
xapaktepucTuku dnakoHoB BacT/ALERT FA Plus n BacT/ALERT FAnpu noceBe 06pa3sLoB CTepurbHbIX Gronornyeckux xuakocten. Beero 6bino
nonyyeHo 404 napbl cnakoHoB OT 369 B3poCMbIX MaLMEHTOB C MOJO3peHVWEM Ha BakTepuanbHble N OPOXOKEBbIE MHMEKLMN CTEPUIbHBIX
Buonornyecknx xugkocten. B uccrnenoBaHum ncnonb3oBanucb criedyolme TUMbl CTEPUNbHBIX GUOMOrMYECKMX KUOKOCTEN: aMHMOTUYeckas
XMOKOCTb, XUAKOCTb, NONyYeHHas Npy NPOBEAEHNMN NMOCTOSIHHOMO aMBynaTopHOro nepuToHeansHoro Avanusa (MAM), cnMHHoMO3roBas XXMAKOCTb
(CMX), neputoHeanbHas XnAKOCTb, NNeBparnbHas XWAKOCTb M CUHOBMAaNbHas XWUOKOCTb. BblaeneHHble KNMHUYeckye N3onsaTbl OTHOCUIU K rpynmne
3HaYNMBbIX, KOHTAMUHAHTOB UM HEU3BECTHbIX MO YCMOTPEHWIO LIEHTPOB, A€ NPOBOANMOCH UCCIEA0BAHME.

B obLien cnoxHOCTM U3 BCcex nap aspobHbIX NOCEBOB CTEPUIbHBIX BMONOrMYECKNX XUAKOCTEN, AaBLUMX NOSNOXUTENbHbIN pe3ynbTaT, Obino
BblaeneHo 92 nsonsra. Mpu BeiceBe MaTepuana n3 onakoHos BacT/ALERT FA Plus nnv BacT/ALERT FA B 75 napax chniakoHOB 6bin BblAeNeH,
no KpanHen mepe, oAuH n3onaT. M3 62 nap dpnakoHoB Obin BblAeNeH OAMH U3onAT, n3 9 nap — ABa usonata u u3 4 nap — Tpu udonata. Obwas
Bblbopka pesynbTaTos, npuBeAEHHbIX B  Tabnuue 8, Bkntoyaet 92 usonsTa, BblAENEHHbIX U3 nap  cnakoHoB
C MOmnoXuTenbHbIM pesynbTaTtoM, M 329 nap ¢nakoHOB C oTpuuaTenbHbIM pesynbTaTtoM (Bcero 6bin nmonyyeH 421 pesynbrtat). [pu
ncnonb3oBaHun cnakoHos BacT/ALERT FA Plus 6bino BbisiBNeHO B 06Lleit CroXHOCTM 85 M30MATOoB, B TO BPEMSI KaK Mpu UCMONb30BaHUM
¢nakoHoB BacT/ALERT FA — 67 nsonsatos. YTo kacaeTcs 3Ha4YMMbIX U30MATOB, NpU ncnonb3oBaHumn drnakoHoB BacT/ALERT FA Plus Bcero
ObIN0 BbISIBNEHO 65 M30nsTOB, a Npu ucnonb3oBaHuK dnakoHoB BacT/ALERT FA — 59 n3onatoBs. JIoXKHOMONOXWUTENBHbLIX pe3ynbTaTtoB AN
maTtepuana n3 donakoHoB BacT/ALERT FA Plus B uccnegoBaHHo Bbibopke He 6bino (0/421).

B Ttabnuue 8 cpaBHuBaTCs pe3synbTaThl, NonyyYeHHble ans cnakoHoB BacT/ALERT FA Plus n BacT/ALERT FA c¢ noceBamu cTepunbHbIX
BMONOrMYecKnx XnMaKocTen, KOTopble NPY BbICEBE Aanu OAWH UM HECKONBbKO M30MATOB.

Ta6nuua 8. Bce napbl, gaBwne oguH U HeCKOJIbKO U30JIATOB (noceBbl CTepUIbHbIX 6uonorn4eckunx )KMAKOCTeﬁ)

% WCTUHHO % UCTHHHO
®DnakoHbl NONOXUTENbHbIX ®dnakoHb! non;»(wrenbﬂblx CooTHoLleHne
KnuHuyeckoe BF?IcTIALERT FA pe3ynbTaToB Npu BacT/ALERT FA, pe3yNLTaToB NpM KonuyecTtBa
us, UICTUHHO Mcnonb3oBaHun UCTUHHO WCTUHHO
onpeaenexHue Mcnonb3oBaHUK hnakoHOB
nonoxurenbHble cnakoHoB nonoxutenbHble NoNoXuUTenbHbIX
BacT/ALERT FA .
pesynbTaThbl BacT/ALERT FA Plus pe3ynbTaThbl pesynbTaToB
B nonynsuyuu
B nonynsiuuu
3HaunmMble 65 15,4 (65/421) 59 14,0 (59/421) 1,102
KoHTamMuHaHTbI 13 3,1 (13/421) 2 0,5 (2/421) 6,500
HewnsBecTHble 7 1,7 (7/421) 6 1,4 (6/421) 1,167
Bcero 85 20,2 (85/421) 67 15,9 (67/421) 1,269

* 60 (LecTbaecsT) M30nATOB GbINO BbISIBNEHO NPW UCMONb30BaHUM kak dnakoHoB BacT/ALERT FA Plus, Tak n ¢onakoHoB BacT/ALERT FA; 25 nsonstoB —
TOnNbKO Npu ucnonb3oBaHun nakoHoB BacT/ALERT FA Plus n 7 nsonsatos — Tonbko npu ucnonb3oBaHun cnakoHoB BacT/ALERT FA. CooTHoweHne
KONMYeCcTBa UCTUHHO MOMOXUTENbHbLIX Pe3ynbTaToB MO BCEM 13onsTam coctasuno 1,269 (85/67) ¢ 95 % AW (1,083; 1,455).7

NMPUMEYAHME: Yncno o6pasuoB aMHUOTUYECKON U CIMHHOMO3TOBOM XMAKOCTM, MOMYYEHHbIX B XO4€ KMMHUYECKOro NccrneaoBaHust, 6binio orpaHnyeHHbIM
(cooTBeTCTBEHHO 2 1 38 06pasLoB).

B tabnuue 9 npuBogsATcA AaHHblE NO MUHMMAarbHLIM o6bemam 06pasuoB, JOCTUTHYTLIM B KITMHUYECKOM UCCIIeA0BaHNM adpobHbIX NOCEBOB
CTepUbHbIX BUONOTMYECKNX KUAKOCTEN.

Ta6nuua 9. HomuHanbHbIN 06beM (M) 06pa3LIOB CTepUIbHLIX GUonornyeckux xuakocrtein, onakoHbl BacT/ALERT FA Plus —
NoNOXUTENbHbLIW pe3ynbTaT Tecta

O6Lwee Kon-Bo Kon-Bo NnonoXxurtenbHbIX MuHumMmanbHbIA 06beM
Twun o6pasua
obpasuoB pe3ynbTaToB obpasua (mn)

AMHMOTUYECKANA XKUAKOCTb 2 1 1,0
)‘KVI,E[KOCTI:, nonyvyeHHasa npu noCTOAHHOM aM6y]‘IaT0pHOM 94 26 10
nepuToHeanLHoOM gvanuse !

CMX 38 4 0,1
MNepuTOHEanbHas XNAKOCTb 116 19 1,0
MneBpanbHas XnaKoCTb 106 17 0,5
CwvHOoBManbHas XuakocTb 48 8 0,5
Bcero 404 75 -
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B pgaHHOM knuHuyeckom uccneposaHum anst 329 nap dnakoHoB BacT/ALERT FA Plus n BacT/ALERT FA nocne 5 gHe uHky6auum 6binm
nonyyeHbl oTpuUaTenbHble pedynbTaTtbl TecTa Ans oboux TnoB dnakoHoB. Onsa 297 n3 atux nap 6bin NpoBeAeH BbiICEB MaTepuana n3 obomx
dnakoHoB, BacT/ALERT FA Plus n BacT/ALERT FA, npv 3ToM noxHooTpuuaTenbHbIX pe3ynbTaToB He BbisiBNEHO. BbiceB MaTepunana Tornbko
n3 dnakoHoB BacT/ALERT FA Plus 6bin npoBeaeH ans 32 nap, Npu 3TOM NOXHOOTpULATENbHBIX Pe3yrnbTaToB He BbisiBMEHO. PesynbTathl
npegcTasneHsl B Tabnuue 10.

Ta6nuua 10. KonuyecTBO NoXHOOTpULaTeNbHbIX pPe3yfbTaToB MO Napam a3pobHbIX NOCEBOB CTEPUIIbHbLIX GUonornyeckmx
XUAKOCTEN, KOTOpble GbISIN OTMeYeHbl CUCTEMOM B X04e TecTa Kak oTpuuaTenibHble Ans o6oux ¢prnakoHoB
% NOXHOoOTpULATeNbHbIX % NOXHOOTpULATENbHbIX
pe3ynbTaToB AN pe3ynbTaToB AnA
®nakoH BacT/ALERT FA Plus ®nakoH BacT/ALERT FA

BbiceB u3 ¢pnakoHoB
BacT/ALERT FA Plus

BbiceB U3 chnakoHoB
BacT/ALERT FA

Oa

Oa

0,0 (0/297)

0,0 (0/297)

Oa

Het 0,0 (0/32) -

CpaBHeHWe Konmnyectsa MUKPOOPraHUM3MOB (YMCIIO M3OMSATOB), BblAEMNEHHbIX Npu BbiceBe MaTepuana u3 cdnakoHoB BacT/ALERT FA Plus
n BacT/ALERT FA, npeacrtasneHo B Tabnuue 11.

Ta6bnuua 11. CpaBHeHue konuyecTBa MUKpoopraHnamoB U3 conakoHoB BacT/ALERT FA Plus u BacT/ALERT FA (uucno usonstoB) —
noceBbl CTEPUNbHbIX BUONTIOrMYECKUX XXUAKOCTEN

Mpynna ®nakoHbl BacT/ALERT FA Plus ®nakoHbl BacT/ALERT FA
Enterobacteriaceae 8 7
Enterococcus spp. 12 10
[OposxokeBble rpubbl 11 11
HedepmeHTupytoLme rpamoTpuuatenbHble 6aumnnnbl 8 3
[pyrue rpamnonoxutensHble 6akrepum 5 3

[Opyrve rpamoTpuuaTensHble 6akTepum - -

KoarynasooTtpuuatenbHbii Staphylococcus 21 19
Staphylococcus aureus 12
Streptococcus spp. 8

NMPUMEYAHUE: B Tabnuuy n3onstoB BKMOYEHbI MONMUMUKPOBHbIE KyNbTypbl.

KoHTponb kavecTBa B xoAe KIMMHWUYECKOro MCCrnefoBaHus npoBoausncs co Bcemun 13 mukpoopranmnsmamm (Candida albicans, Candida krusei,
Enterococcus faecalis, Escherichia coli, Haemophilus influenzae, Neisseria meningitidis, Pseudomonas aeruginosa, Staphylococcus aureus,
Staphylococcus epidermidis, Stenotrophomonas maltophilia, Streptococcus agalactiae, Streptococcus pneumoniae u Streptococcus pyogenes),
KOoTOopble OblNM  MOArOTOBMEHbl MNyTeM MNocnedoBaTernbHbIX pas3BedeHu UM nocesiHol Bo  dnakoHsl BacT/ALERT FA  Plus
B koHueHTpaummn 100 KOE/cnakoH ¢ npuemnembiM amanasoHom 30-300 KOE/dnakoH. Obwme pesynbTaTbl KOHTPONSA kayecTBa Obinu
pacueHeHbl Kak yaosneTBoputenbHble. Crnyyan, korga pesynbTaTbl KOHTPONS KavecTBa Oblnv HenpuemneMbiMu, CBA3aHbl C TEXHUYECKUMU
owwmbkamu (Hanpumep, CAULLKOM Masioe Unm CAULWKOM BOoMbLLIOe YACNO KOMOHUIA, KOHTaMUHALMS UNW HenpaBuibHas MapKkupoBka hnakoHoOB).
MoBTOpHbIE TECTLI A@BaNV NpMeMnemMble peaynbTaTbl.

OTcpoyeHHas 3arpy3ka

B tabnvue 12 npeacraBneHbl pe3ynbTaTthl ccnegoBaHuin noceBoB 11 BugoB mMukpoopraHuamoB (Staphylococcus aureus, Candida albicans,
Candida krusei, Escherichia coli, Klebsiella pneumoniae, Acinetobacter baumannii, Pseudomonas aeruginosa, Streptococcus pneumoniae,
Enterococcus faecium, Haemophilus influenzae n Neisseria meningitidis) B koHUeHTpaumax 100 KOE/dnakoH (npu gonyctumom AuanasoHe
30-300 KOE/cpnakoH), BbIMOMIHEHHBIX B Tpex LeHTpax. PakTnyeckoe KonMmMyecTBO MUKpoopraHuamoB coctaBuio 35-290 KOE/dnakoH. Bcee
pnakoHbl BbIM NPOTECTUPOBAHbLI C KPOBLIO OT 3[0POBbLIX J0GPOBOSLLEB M XPaHUINCL NPY 3aAaHHbIX TeMMepaTypax, y4uTbiBasi BpeMsl nepes
3arpyskon B aHanmaaTtop BacT/ALERT 3D. [lonsi BblgeneHusi oTpaxaeT driakoHbl, KOTOpble aHann3aTop NOMETWI Kak MonoXuTenbHble, N U3
KOTOPbIX MpY BbiICEBE ObINM NOMYYEHbI KONOHUM C MOPAONOrMe, COOTBETCTBYIOLLIEN NOCESHHOMY MUKPOOPraHU3My.

Ta6bnuua 12. OTcpoYeHHas 3arpyska

MNpoAomKUTeNbLHOCTL KyNbTUBMPOBAHMUS A0
onpepeneHus ctatyca priakoHa ¢ MOMeHTa nocesa
(Bpems xpaHeHus + MPOAOMKUTENLHOCTL
KyNbTMBUPOBaHUS A0 onpeaernieHusi ctatyca
cdnakoHa aHanusaTopa B Yacax)

Temnepatypa
uHKy6auum ('C)

Bpems xpaHeHus

BBoaumbIn o6pa3sey, (uacb1)

% BblaeneHus

CpenHee OunanasoH
KoHTponb Be3s 3apepxku 100,0 (459/459) 14,3 8,5-84,0
2-8 48 98,6 (292/296) 63,7 57,5-103,2
TecTtoBble dnakoHbl, B 20-25 24 98.0 (291/297) 3.8 26,2744
KOoTopble npoun3seneH
noce’; P A 20-25 36 91,9 (272/296) 41,8 38,0-70,5
35-37 8 98,9 (454/459) 16,1 10,2-53,8
35-37 24 56,6 (259/458)* 28,3 26,0-74,4
OTpuuaTtenbHble
KOHTpOnM Bce ycnosusi 0,5 (1/221)t - -

* BHUMAHUE: ®nakoHbl ANA KyNbTyp, XpaHuBLunecs npun 35-37 °C B TevyeHune 24 4 unu pgonblue nepep 3arpy3kon B CUCTEMY, MOTYT He AaBaTb
NOSIOXKMTENbLHOro CUrHana u TpebyloT BbiceBa.

t Mpw nccnenoBaHnn noceBoB Bbin OTMEYEH NOXHOMONOXUTENBHBIN pedynbTaT (1/221).
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Mpeun3nOHHOCTL B YCIOBUSAX OAHOW nabopatopumn (NTOBTOPSAEMOCTb)

B Tabnuue 13 npencraBneHbl pedynbTaTbl BHYTPEHHUX UCCNEAOBAHUIN NMOCEBOB, KOTOPblE MPOBOAWUMMCL B TedeHue 12 AHen HEeCKONbKUMU
onepaTtopamMy C UCMONb30BaHNEM HECKOSbKMX aHanm3aTopoB. MuKpoopraHu3Mbl BblipalimMBanuch npy Ao6aBreHnn KIMHUYECKUM 3HaYMMbIX
KOHLUEHTpaLMN NPOTUBOMMUKPOOHbLIX NMpenapaToB, K KOTOPbIM OHWU YyBCTBUTENbHbLI. B JaHHOM MccrnenoBaHWmM BbiceB MaTepuana u3 grakoHoB
BacT/ALERT FA Plus npoBoaumncsi kak MMHUMYM 4epe3 24 4 nocrne Toro, kak cuctema 3aperncrpupoBana pocT Bo ¢nakoHe. TecTupoBaHune
6bI110 BbINOMHEHO HE MeHee YeM B 108 NOBTOPHOCTSAX AN KaXKO0ro cCoveTaHnst MMKpoopraHmama v npoTMBOMUKPOOHOro npenapaTa.

Ta6nuua 13. Npeun3noHHOCTb B YCNOBUAAX 04HOM nabopaTtopum (NOBTOPAEMOCTb)
MpopomknuTenbHOCTb
. o KynbTUBMPOBaHUA A0
BBoaumbIn o6pasey [nanaso % BblaeneHusa onpeaeneHus cratyca

(KOE/cbnakoH) conakoHa (4achbl)
MpoTtusomMukpo
MukpoopraHusm BHLI npenapar Maptusa 1 | Maptua 2 | Naptua 3 Bcero CpepHee OnanasoH
C. albicans dniokoHason 140-364 100,0 100,0 100,0 100,0 26,0 22,8-31,3
E. coli AMuKaumH 26-156 100,0 100,0 100,0 100,0 12,0 11,2-13,0
K. pneumoniae JleBodpbrokcaumH 108-170 100,0 100,0 100,0 100,0 13,4 11,7-15,2
P. aeruginosa Munepaunnnux 80-148 100,0 97,2 100,0 99,1 19,2 17,4-24 1
S. pneumoniae Menvumnnun G 9-505 100,0 100,0 100,0 100,0 13,2 11,6-15,5
S. aureus BaHkomuumH 94-158 100,0 100,0 100,0 100,0 16,9 14,6-20,3
BOCI‘IpOVI3BOAMMOCTb

B tabnuue 14 npeactaeneHbl pesynbTaThl UCCIIEAOBaHNIA NMOCEBOB, NPOBEAEHHbIX B TpeX LieHTpax. B kaxgom ueHTpe TectupoBaHue 6Obino
BbIMOSIHEHO B 162 NMOBTOPHOCTSIX B TeyeHWe 3 OHEeW C yyacTMeM He MeHee OBYX OMnepaTopoB Ha KaxAblii LeHTp. BocnpoussoammocTb
oueHMBanacb ANns Kaxgoro U3 AeBSTU MUKpoopraHmamoB. Ans AByx mukpoopraHuamoB (C. albicans v S. pneumoniae) KynbTypbl rOTOBUMM
nyTeM nocnegoBaTenbHbIX pa3BeAeHU, Ans ocTanbHbIX CEMU — C UCNONb30BaHneM obpasuos BioBall®. C. albicans n S. pneumoniae 6binn
nocesiHel Bo cnakoHsl BacT/ALERT FA Plus B koHueHTpaumm 100 KOE/cnakoH ¢ npuemnembiM guanaszoHom 30-300 KOE/dpnakoH, a
OoCTarnbHble CEMb MUKPOOPraHMamoB — B koHuUeHTpauun 1-17 KOE/cdnakoH. dakTuyeckas KOHUEHTpauus MUKPOOPraHu3MOB B MOCEBHOM
MaTepuane coctaBuna 6—700 KOE/dnakoH gns guanasoHa 30-300 KOE/dnakoH n 1-270 KOE/dnakoH ans ananasoHa 1-17 KOE/dnakoH.
[ons BblgeneHns oTpaxaeT NOMOXUTENbHbIN pe3ynbTaT TecTa, OTMEYEHHbI CUCTEMOW, U pe3ynbTaTbl OKpalwmBaHusa no [pamy/BbiceBa,
noaTBepXdatoLLme Hanm4yme MMKpoopraHusmMa.

Ta6nuua 14. BocnpoussogumocTb

MpoAomkutTenbLHoOCTb
KYyNbTUBMPOBaHUA Avanazon
Beoaumbiin % BblgeneHus A0 onpeaeneHus KOHLeHTpaLun
o6pazew cTaTyca hnakoHa nocesHoro
(qacu) mMaTepuana
(KOE/cpnakoH)
Llentp 1 LleHTp 2 Llentp 3 Bcero CpenHee | OuanasoH
S. aureus 100,0 % (18/18) 87,5 % (21/24) 100,0 % (30/30) 95,8 % (69/72) 15,6 14,6-16,7 2-11
C. albicans 100,0 % (18/18) 83,3 % (30/36) 100,0 % (33/33) 93,1 % (81/87) 36,6 24,6-76,8 14-700
E. coli 100,0 % (27/27) 77,8 % (21/27) 100,0 % (30/30) 92,9 % (78/84) 12,8 11,8-14,1 1-38
P. aeruginosa 100,0 % (24/24) 75,0 % (18/24) 97,0 % (32/33) 91,4 % (74/81) 18,4 17,1-21,1 1-11
E. faecalis 100,0 % (18/18) 79,2 % (19/24) 96,7 % (29/30) 91,7 % (66/72) 13,9 12,6-15,3 1-15
E. aerogenes 74,4 % (29/39) 72,2 % (26/36) 85,4 % (41/48) 78,1 % (96/123) 14,9 11,7-20,8 <1-270*
L. monocytogenes 100,0 % (18/18) 100,0 % (24/24) 100,0 % (30/30) 100,0 % (72/72) 24,1 20,4-36,4 1-14
S. enterica 100,0 % (24/24) 75,0 % (18/24) 100,0 % (33/33) 92,6 % (75/81) 13,5 2,3-14,8 1-13
S. pneumoniae 100,0 % (30/30) 100,0 % (36/36) 100,0 % (21/21) 100,0 % (87/87) 14,2 11,6-18,9 6-500
95,4 % (206/216) | 83,5 % (213/255) | 96,9 % (279/288) | 92,0 % (698/759)
Bcero 95 %-Hbin OUI: 95 %-Hbid ON: 95 %-Hbii ON: 95 % Ov: -
91,7 %; 97,8 % 78,4 %; 87,9 % 94,2 %; 98,6 % 89,8 %; 93,8 %

* [NopcyeT KonMyecTBa MUKPOOPraHM3MOB Ha Yallkax Npu KOHUEHTpaumn noceBHoro matepuana 270 KOE/dnakoH npoBoaunu ¢ ncnonb3oBaHnem
nocrenoBaTenbHbIX pa3BeaeHU.

OTW AaHHbIE BKIOYAOT MOBTOPHLIE TECTbl, BLIMOSHSABLUMECS BCMEACTBME TEXHUYECKMX OLIMOOK B OTAENbHO B3ATOM LeHTpe (Hanpumep,
KOHTaMMHauusi (oNakoHOB MMM PEareHToB, CIMLIKOM Marnoe Uiu CrMWKOM Gonblloe KONMYECTBO KOSOHWIA, He Oblf1 M3MEHEH cTaTyc dnakoHa
rocrie MosoXUTENbHOTO CUrHama OT CUCTEMbI M MONOXWTENbHOrO pesyribTaTa BbiceBa). [aHHble, U3 KOTOPbIX UCKIHOYEHb!I nabopaTopHbie
owmnbkn, AemMoHcTpupytoT 100-NpoLeHTHOE BblderieHWe, 3a UCkNioveHnem E. aerogenes — 4actoTa BblAeNleHUst 3TOro MUKpOopraHuama
(cymmapHas anst Bcex LeHTpoB) coctaBuna 85 %.
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OrPAHUYEHHASA FTAPAHTUA

KomnaHnus bioMérieux rapaHTupyeT, 4To paboyme xapakTepucTukm
[aHHOTO U3AENUsi COOTBETCTBYIOT yKa3aHHOMY NpedyCMOTPEHHOMY
Ha3Ha4YeHUI0 B TEYEHME BCEro Cpoka 3KCrryaTauuu npuy ycrioBuu,
4YTO CTporo cobnogeHbl Bce Npoueaypbl MO WUCMOMb30BaHMIO,
XpaHeHuio 1 obpaboTke u mepbl Be3onacHoCTW, Kak noapobHO
N3MOXEHO B MHCTPYKLMSIX MO 3KCMnyaTaumu.

3a uckrnoYeHneM BbilLieyKadaHHbIX Crly4aes, komnaHus bioMérieux He
[AaeT HUKaKvX rapaHTui, B TOM Yucre, noapasyMeBaeMblX rapaHTui
TOBapHOro KayecTBa W rapaHTUii COOTBETCTBMS MpearnoriaraemMomy
MCNOMNb30BaHUI0, 1 He AaeT HUKaKVX 00513aTenbCTB, B TOM YMCHe, ABHO
BbIP2XXEHHbIX, MOAPa3yMEBAEMbIX WIM KOCBEHHbIX, B OTHOLUEHUM
MCNOMNb30BaHUs kakoro-nnbo peareHTa, NPorpaMMHOro obecneyeHus,
npubopa u pacxogHblx MaTtepuanos (ganee — «Cuctemay),
OTIIMYHOTO oT yKasaHHoOro
B MHCTPYKUMSX MO SKCNyaTaLuu.

OONOJIHUTENbHAA UHOOPMALUA
bioMérieux

®dnakoHbl BacT/ALERT FA Plus co cpegon
1 aacop6eHTOM ANnA BblAesieHUs a3pobHbIX
MUKPOOPraHU3MOB U3 KPOBU U CTEPUSIbHBIX
OUONOrMYECKUX XKUAKOCTEeN

100 wr./yn. 410851

[na nonyyeHus TexHudeckon nopaepxku B CLUA obpawarTech
B Otgen no paboTte c knumeHTamm komnaHum bioMérieux no
TenedoHy 1-800-682-2666. 3a npegenamu CLUA cBsxuTecb
C MeCTHbIM npeacTaBuTernem komnaHum bioMérieux.

TABNULIA CUMBONOB N OBO3HAYEHUN

CumBon

O6Go3Ha4yeHue

Homep no katanory

Marotosutens

[ata nsrotoBneHusi

TemnepaTypHbilil AnanasoH

PO<EEE

Wcnonb3oBaTb A0

-
o
hr'

Kop naptum

O6paTUTECh K MHCTPYKLMM MO MPUMEHEHUIO

CopepX1Moro 4oCTaToNHO ANSt NPOBEAEHNS
n-Konu4yecTtsa TeCTOB

LIRS

YnonHoMOYeHHbIV NpeacTaBuTens B EBponerickom
coobLecTee

—
—

Bepx

MenguumnHckoe nsgenuve ans AnarHoCTUKK in vitro

3ar|peT Ha NOBTOPHOE NpuUMeHeHne

Bes natekca

el <= El

onl

Tonbko ana CLUA: BHumanue: CornacHo
denepanbHomy 3akoHy CLUA, naHHoe usgenve
[onyckaeTcs K NpoAaxe TOMbKO NMLEH3POBaHHbLIM
Bpayam Unu no ux 3akasy.

|
(W S

YpoBeHb 3anofiHeHUst

UHCTpykumsi npunaraetcst K HAbopy unm ee MOXHO 3arpysuTb
c cainta www.biomerieux.com/techlib.
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UCTOPUA NEPECMOTPOB
B aTom pasgene cogepxutcs nepeyeHb N3MEHEHWIA, BHECEHHBIX B MHCTPYKLMIO MO NpuMeHeHuto dnakoHoB BacT/ALERT FA Plus.

[ata Bbinycka Homep Bepcumn Tun uameHeHunn 0630p U3MeHeHuMn
2016-04 043784-03/ MameHeHne B pasgene «PeareHTbI» 06HOBMNEHa nHopmMaumsi 0 coctaBe
9312050 E COAgPXaHNA: [o6asneHo npeaynpexaerne Rx-only ans nonb3osateneit B CLUA.
AomuHucTpatuBHble | B pasgen «OrpaHMyYeHHasi rapaHTUsin- 4OGaBNEHO NonoxeHve
N3MEHEHWS:
2015-05 9309503 D MameHeHne B pasgen «PeareHTbl» BHECEHO YTOYHEHUE CPOKa rOAHOCTMN
coaepxanns: B pasaen «B3sTue n noagrotoBka o6pa3Losy»
- nobaBneHne npeaynpexaeHnst OTHOCUTENBHO BbICOKOTO AaBfeHUst BO priakoHe
- jobaBneHve NpyMeYaHnst OTHOCUTENBLHO ATUKETKMN Ha priakoHe C METKON YPOBHS
3anonHeHns;
- fobaBneHne NpMMeYaHnin ¢ MHopMaLmen 0 BEHENyHKLMN.
B pasgen «KoHTponb kayecTBa» JobaBneHo npegynpexaeHue otHocutensHo JIUC
1 CoKpaLleHHbIx 0603HaYeHnn TNoB riakoHoB
AamuHucTpaTmeHble | Paspen «Tabnuua cMMBONoOB M 0603Ha4YeHU» OGHOBNEH C LiENbio BHECEHWS] HOBbIX
N3MEHEHMS: CMMBOIMOB Ansi NpoAyKTa
2013-04 9305048 C MameHeHne B pasgenax «HasHaueHue», «B3AaTne n nogrotoBka obpasuoBy», «OxuaaemMmble
cofepXaHus: pe3ynbTaThl», «HeTpanusauma npoTMBOMUKPOGHbLIX NpenapaToBy», «Pabouve
XapaKTepUCTUKUY», IAe NepecMOTPEHHbBIN TEKCT BKIOYAET AONONHUTENbHYIO
MHpOPMaLMIO MO XapakTePUCTVKaM NPOAYKTa, OCHOBaHHYH Ha AaHHbIX KMUHUYECKUX
ncenegoBaHum
B pasgen «OrpaHunyeHus metoaa» nocne oueHkn FDA gobaeneHbl NyHKTbI 2, 8, 9 1
10.
AamuHucTpaTmeHble | W3 pasgena «PeareHTbI» TEKCT O NpefynpexXaeHusix nepeHeceH B pasaen
N3MEHEHMs: «OrpaHun4eHnst Metoga»

NMPUMEYAHUE: He3HauutenbHble TMNorpadckue, rpaMMaTmyeckue U3MEeHeHUs U U3MeHeHus B (hopmMaTUpOBaHMKN B UCTOPUIO NEPECMOTPOB He BKITHOYEHbI.

Kareropuu tTunoB nsmeHeHu:

KoppekTypa — ncnpasneHue owmnbok B JOKyMEHTaLUMN.
N3meHeHMe copepXaHUA — BHECEHNE HOBbIX N M3MEHEHHbIX (0BHOBMEHHbIX) AaHHBIX MO Ha3HAYeHWI0 U pabounM xapaKTepucTMkaM nNpoayKTa.
AOMUHMCTPaTUBHbIE U3MEHEHUA — BBeJEHVEe U3MEHEHWUIN HETEXHUYECKOrO XapakTepa, 3acnyX1BaloLmx BHUIMaHWS nosib3oBaTens.

[nsa nonyyeHns TEXHUYECKON KOHCYIbTaumMy 1 NoaaepXku npocbba obpawlarbca
K YNONTHOMOYEHHOMY
NpeacTaBUTENO NPOU3BOANTENS Ha TeppuTopun Poccuiickon ®enepauum:
000 «6noMepbe Pyc»
Appec: Poccuga, 115230, Mocksa, 1-bit HaratuHckuin npoesg, g. 10, ctp. 1
Ten./cbakc: +7 (495) 221 10 79
TenedoH ropsayen nuHuu: 8 (800) 250 10 79
e-mail: info.russia@biomerieux.com
Beb-canT: www.biomerieux-russia.com

B cnyuae BbisiBNeHMs N060YHbIX AENCTBUIA, HE YKa3aHHbIX B UHCTPYKLUM MO NMPUMEHEHUIO UK
pyKoBOACTBE MO 3KCnnyaTtaumm MeguuUHCKOro n3aenus, HexenaTenbHbIX peakuui npu ero
NpUMeHeHNM, 0COGEHHOCTEN B3aMOAENCTBUS MEANLIMHCKUX U30enunii Mexay coboi, chakTos
1 06CTOATENBCTB, CO3AaOLWUX YTPO3Y XKU3HU N 300POBbLI0 FPaXKaaH U MeAULMHCKNX pabOTHUKOB Mpu

NPUMEHEHUN 1 SKCMNyaTauum MeanUMHCKUX n3genuin, Heobxoamnmo HanpaeuTb coobLieHune,
cofepxallee ykasaHHble cBeaeHusi, B PefepanbHyto cryxk0y no Hagsopy B cdhepe 3gpaBooOXpaHeHust
B COOTBETCTBUM C AEVNCTBYHOLLMM 3aKOHO4ATENIbCTBOM.

bioMérieux, ronybown norotun, BacT/ALERT, BioBall, FAN sBnsitoTcst ncnonb3yembiMuy, 3aperucTpMpoBaHHbIMU U/UMN HAXOAALWMMUCS B MPpoLiecce pernctpaumnm
TOBapHbIMW 3HaKamu, NpUHaanexawymmu komnaHum bioMérieux, ogHoOM 13 JOYEPHUX UMW BXOASLLMX B €€ rpynny KOMNaHWui.

OTOT NpoAyKT MOXET ObITb 3aLLMLLEH OAHUM UMW HECKONbKMMK naTeHTamu; cMm. hitp://www.biomerieux-usa.com/patents.

ToBapHbIli 3Hak 1 ToBapHoe nmst ATCC, a Takke ntobble Homepa no katanory ATCC — ToBapHble 3Hakv koMmnaHum American Type Culture Collection.
CLSI siBnsieTcs 3aperncTpmpoBaHHbIM TOBapHbIM 3HakoM, npuHaanexalumm Clinical and Laboratory Standards Institute.

[pyrve HasBaHUA 1 TOBapHble 3HaKW NpUHAAexaT UX 3aKOHHbIM BriadernbLam.

©BIOMERIEUX 2011, 2013, 2015, 2016, 2017

J bioMérieux, Inc.

100 Rodolphe Street

Durham, North Carolina 27712 USA

www.biomerieux.com

bioMérieux SA

376 Chemin de I'Orme
69280 Marcy-I'Etoile - France
RCS LYON 673 620 399

Tel. 33 (0)4 78 87 20 00

Fax 33 (0)4 78 87 20 90
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BacT/ALERT FN Plus

HA3HAYEHUE

dnakoHbl BacT/ALERT FN Plus co cpegonn n agcopbeHTom ans
BblAENeHNss  aHadpobHbIX  MWKPOOPraHW3MOB K3 KpPOBWU
N CTepUIbHbIX  BUONOrMYecknx >KMOKOCTEN (oanee no  TeKCTy
dnakoHbl BacT/ALERT FN Plus, dnakoHbl ANs KynbTUBMPOBaHWSA)
MCNonb3yloTCs C aHanM3aTopamu KynbTyp KpoBU M MukobakTepuii
aBToMaTudeckumn  baktepuonornyeckummn cepun  BacT/ALERT
C NpuHagnexHocTamm  ans KayeCTBEHHOro  OoBHapyxeHus
M BblOeNneHns aHadpobHbiX 1 akynbTaTUBHO  aHa3POB6HbIX
MWKPOOPraHM3MOB B KPOBM W [pPYrMX B HOPME CTEpUIbHbIX
B1ONOrMYECKNX XUOKOCTSX.

KPATKOE ONMUCAHUE

AHanusaTopbl KynbTyp KPOBW M MUKODAKTEPUIN aBTOMaTUyeckue
b6akTepuonorudeckune cepun BACT/ALERT c npuHagnexHocTamu
(nanee awanusatop kynbTyp kpoBu BacT/ALERT, aHanusatop
BacT/ALERT, aHanusatop) WCNonb3ylTcs AN onpegeneHus
Hanuuns MUKPOOpPraHn3mMoB B obpasuax KpoBW M OpYrux B HOpMme
CTEPUNbHbIX BGUOMOMMYECKUX KMOKOCTEW MPWU MOJO3PEHUMM Ha
cenTuuemMuio. AHanusaTop BacT/ALERT B coyeTaHum
c hnakoHamu Ans KynbTMBUMpPOBaHUS obecrieymBaeT Kak cuctemy
0BHapYyXeHUs MUKPOOPraHM3MOB, Tak U cpegy C nuTaTerbHbIMU
Ka4yecTBaMu W aTMOCEepHbIMU YCMOBUSMW, MOAXOAAMMU ANS
MUWKPOOPraHM3moB, KOTOpble SIBNSOTCA YacTbiMU BO3GyauTensiMu
MHEKLUNIA KPOBU U APYrMX B HOPME CTEPUIIbHBIX BUONMOrmyeckux
xupgkocten.  ®dnakoH BacT/ALERT FN Plus, B KoTOphbIn
npeaBapuTenbHO Mpou3BOAMTCS NoceB obpasua, nomellaeTcst
B aHanusarop, roe ocylecTBnsieTcs KynbTUBUPOBaHWe
1 HENPEPLIBHBLIA MOHUTOPWHT HaMNM4usi pocTa MUKPOOPraHW3MOoB BO
cnakoHe.

NMPUMEYAHME: TlpepnocraeneHHass nHpopmauns OTHOCUTCS KO
BCEM KOH(Urypaumnsam aHanm3aTopoB KynbTyp kpoeu BacT/ALERT,
€CIn He yKasaHo MHoe.

APUHUUMN

AHanusaTopbl  KynbTyp kpoBu BacT/ALERT ocHoBaHbl Ha
MCMOSb30BaHNMN KONMOPUMETPUYECKOTO [aTyuka, CBETOOTpaXkeHus
ONst perucTpaummn Hanuyuna 1 HakonneHust yrnekucnoro rasa (COy)
B nuTtatenbHouh cpepe. Ecnm B aHanusmpyemom obpasue
NPUCYTCTBYIOT MUKPOOPraHn3mbl, TO B mpoLecce MeTabonusauuu
cybcTpaToB NUTaTENbHOW CPeAbl OHU BbipabaTbiBaKOT YrIeKUCbINA
ras. lNoa pencteBvem BbipabaTbiBaEMOro MUKpPOOPraHu3Mammu
yrnekucnoro rasza CO, uBeT ra3onpoHULaeMoro Aartuyuka,
BCTPOEHHOIrO B [HO Kakgoro cnakoHa Ans KynbTUBMPOBaHWS,
MeHsieTcsl C  3eneHo-ronyboro Ha xentiit'. B pesynbTate
OCBETNeHUs [faTtyuka Ko3dULMEHT OTPaKEHWs MNOBbILLAETCS.
MOHWUTOPWHT 1 perucTpauusi oTpaxkeHusl riakoHa nNpousBoauTCs
npubopom kaxable 10 MUHYT.

PEATEHTbI

[ns guarHocTukw in vitro.

OCTOPOXHO: C o6pasuamum u ¢nakoHamm, B KOTOpble
npousBsegeH noces, cneayet oGpawarbca Kak
C NOoTeHUManbHO  MHMEKUMOHHbIMM  MaTepuanamu. Bce
¢onakoHbl, B KOTOpble ObIN Npou3sBedeH MNOCEB, UMbl ANA
B3ATUA 0OOpasuUoOB M cCUCTEeMbl AN B3ATUSA KPOBU cregyeT
obe33apaxuBaTtb B  COOTBETCTBUM c npoueaypowu,
UCronb3yeMoii B BaleM y4pexaeHnn’,

BacT/ALERT FN Plus (uBeTHas KogupoBKa: opaHxeBas) —
opHopasoBble nakoHbl BacT/ALERT FN Plus cogepxat 40 mn
KOMMIEKCHON nuTaTenbHoM cpedbl M 21,6 1 apcopbupyowmx
MONMMEPHbIX rpaHyn. Ha MOMeHT npou3BoAcTBa cpefa CoCTOUT U3
crneylowmx KOMMOHEHTOB: CoveTaHvWe MenTOHOB/GMONorniyeckux
akcTpakToB (= 1,85 % Bec/obbem), aHTuKoarynsHToB (= 0,083 %
Bec/o6bem), BUTaMUHOB 1 amuHokucroT (= 0,00145 % Bec/obbem),
UCTOYHMKOB yrnepoga (= 0,45 % Bec/obbem), crnefoBbiX BELLECTB
(20,0005 % Bec/obbem) M NPOYMX KOMMMEKCHLIX aMWHOKUCIOT
W yrmeBOAHbIX CybcTpaToB B oOuulieHHoW Bogde. ATmocdepa

B BaKyyMHbIX dnakoHax paspexeHHas, N, " CO..
KonunyecTBeHHbIW/Ka4eCTBEHHbI  COCTaB  cpefbl MOXeT ObiTb
mMoamncuumpoBaH ans AOCTWDKEHNS HeobxoaANMbIX

d)yHKLlVIOHaJ'IbeIX XapaKTepucTuk.

OCTOPOXHO: ®nakoHbl BacT/ALERT wu3srotoBneHbl u3
nonukap6oHaTa. HekoTopble Ae3uHduuMpylOWMe cpeacTBa
Henb3s UCMONb30BaTb Ha MONIMKAPOGOHATHbLIX NOBEPXHOCTAX,
Tak KaKk OHW MOFyT Bbi3BaTb MoBpexaeHUe IaKoOHOB.
MpoBepbTe, coBMecTUMO nu Ae3nHdUUMpyloee CpeacTBO
C nonukap6oHaToM, nepen TeM KakK MCMNONb3oBaTb €ro Ans
Ae3nHdeKuMn noBepxHocTer prakoHOB ANsi KynbTUBUPO-
BaHusa BacT/ALERT.

OCTOPOXHO: Tlpu KynbTuBMpOBaHUM BO nakoHax
BacT/ALERT FN Plus HeKkpoBsiHbix o06pa3uoB (B Hopme
CTEepUribHbIX OWONMOrMYEeCcKUX XUAKOCTEeW) wunu obpasuoB
KPOBU Oo4YeHb Manoro o6bema (0,5 Mn nnu meHee) Tpebyercs
po6aBneHne B NUTaTeNbHYH cpedy KpPoOBM, Hanpumep
cTepunbHou AecdmnbpuHmpoBaHHon nowaauHon kpoeu (10,0 %
obbem/o6beM), AnNs nopAepxkaHuA pocTa, OCOOeHHO Aans
BblAeNeHUsi NPUXOTNMBbLIX MUKPOOPraHM3MOB, TaKUX Kak
Haemophilus influenzae vn Streptococcus pneumoniae3.

Heo6xoauMble gononHuTenbHbIe MaTepuansi

o AHanusartopbl KynbTyp kpoeu BacT/ALERT

o Cuctema Ans B3ATUS KPOBK

o CTepunbHble UMbl AN BEHTUNMPOBaHWS U BbicEBA U3
NONOXUTENbHbIX (HNIAaKOHOB

o OgHopasoBble NnepyaTkm

MoaxoasAwmin koHTeNnHep AN Gruonormyecky onacHbIX OTXOA0B

ansi cbpoca matepuarnos, KOTOpPbIe MOTYT GbiTb 3arpsi3HEHbI

WHEKLNOHHBIMW MaTepranamu.

MaTtepuansi, KOTOpble MOXHO NPUOBPECTU B KOMMNaHUK

bioMérieux

e BacT/ALERT Blood Collection Adapter Cap — Konnayok
apanTtepa ans B3aTusa Kposu Bo doriakoHbl BacT/ALERT

o AHanusartopbl KynbTyp kpoeu BacT/ALERT

o CTepunbHble UMbl AN BEHTUIMPOBaHKSA U BbiceBa 13
NONOXNTENbHbBIX (NakoHOB

WHCcTpyKLuMK no xpaHeHuto

®dnakoHbl BacT/ALERT FN Plus rotoBbl k ucnonb3oBaHutoo. Wx
crnefyeT XpaHWTb B BepTMKanbHOM TOMOXEHUM B MeECTe,
3alMLLEHHOM OT MPSIMOro cBeTa, NPV KOMHaTHOW TemnepaType
(15-30 °C). Cpok rogHoCcT! (pnakoHa yKkasaH Ha €ero 3TUKeTKe.
3anpelyaetca  OCyllecTBNSiTb MOCEB BO  (PrakoHbl  Ans
KyNnbTUBMPOBAHWUSI MO OKOHYaHUKM Cpoka rogHoctu. MNpu xpaHeHun
hnakoHoB Npu Temnepatype Hmxe 15 °C BO3MOXHO oGpasoBaHue
ocajKka, KOTOpbIi pacTBOpsSieTCS MNpu HarpeBaHwWn nakoHa A0
KOMHaTHOW TemnepaTypbl. [lepen McCnonb3oBaHWEM BblAEPXKUTE
hnakoH A0 AOCTUXKEHUS KOMHATHOWM TeMnepaTypbl.
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Xumunyeckue mnu comsanyeckme NpU3HaKM HeCTabUNbLHOCTH
Mepen ucnonb3oBaHnem cnakoHbl BacT/ALERT FN Plus cnegyet
OCMOTPETb Ha Hanuune npuU3HAKOB MOPYM MNU MOBPEXOEHUS
(obecueumBaHune). PnakoHbl CO cregamu MOpPYWU, NOBPEXAESHUN
WUNM yTEeYKM Henb3s ucnonb3oBaTb. Cpeda B OTCTOSIBLUEMCSH
dnakoHe AomkHa OblTb NPO3payHON, XOTS1 BO3MOXHA Hebonbluas
onanecueHUms unv crnegpl ocajka uU3-3a Hanuuusi aHTMKoarynsHra
nonvaHetoncynbgoHata Hatpusa (SPS) wnu apcopbupyroimx
NonuMepHbIX rpaHyn. He nytante st N3MEHEHUSI C MOMYTHEHWEM,
KOTOpoe SiBNsieTcA Npu3HakoM MUKpobHoro pocTa. He ncnonb3yiite
(PnakoHbl MpU MOMYTHEHUM CpPeAbl, MOXENTEeHUW AaTynka Wnu
HarnMyMM NpU3HaKoB MOBLILIEHHOrO AaBfieHUsi rasa BO dhnakoHe,
T. K. BCE NEepeYnCrieHHoe CBUAETENBCTBYET O KOHTaMMHALMK.

NMPUBOPLI
Mepen Mcnonb3oBaHWEM MPOYTUTE PYKOBOACTBO MO 3KCMiyaTauum
aHanunsaTopoB KynbTyp kpoBu BacT/ALERT.

B3ATUE N NOAINOTOBKA OBPA3LIOB
O6Lwue cBeaeHUnA

1.

dnakoHbl BacT/ALERT FN Plus pomkHbl ucnonb3oBaTbcs
cneynanbHo  0ByYeHHbIM MEAVLMHCKUM  MepCoHarnoMm.
MpaBunbHoe B3sTMEe o6pasua nmeeT GOMbLUY0 BaXKHOCTb Npu
paboTe c kynbTypamu kpoBu. PekomeHgoBaHHasi mpoueaypa
cbopa 06pas3LoB npuBeaeHa B fokymeHTe Cumitech 1C*,

Bo Bpemsi nopgrotoBkm rakoHa w BHeceHust obpasua
naumeHTa HeobxoAMMO NPUHATE Mepbl ANS NpeaoTBpaLleHns
KOHTaMuHaumn. O6s3aTeNbHON MEPON ANSA CHWKEHWUS YacToTbl
KOHTaMMHaLUmu siBNsieTca Haanexaluas Ae3vHMEKLUS KOXN.

KpoBb MOXHO ©OpaTb HENnocpeaCTBEHHO B Npobupku,
cofepxallne nonuaHeToncynbdoHat HaTpus SPS, xoTs aTo
He pekomeHayeTcs  komnaHuewn  bioMérieux. [pobupku
CApPYrMMW  aHTUKoarynsaHTamu  Ans  KynbTyp  KpPOBM
MCMIOMNb30BaTh HEemb3ast .

KomnaHusa bioMérieux pekomeHayeT 3arpyxaTtb nakoHbl ANS
KynbTUBUPOBAHUSI B aHanu3aTopbl KynbTyp kpoeu BacT/ALERT
KaKk MOXHO ckopee mocrne B3sTMA KpoBu. Ecrm dnakoHbl
HEeBO3MOXHO 3arpysuTb B aHanu3aTop cpasy rnocre noceea, To
[0 3arpy3km B aHanusatop WX cnegyeT Aepxatb npu
KOMHaTHOW Temnepatype He 6onee 24 yacos.

OnTumanbHoe BblAENEHWE U30MSTOB  AOCTUraeTcs  npu
nobaeneHnn MaKCMMarbHOro obbema obpasua.
Wcnonb3oBaHe MeHblUero ooGbema obpasua MOXeT UCKasuTb
pesynbTaThl BblAeneHus n/vnu yBENMUUUTL BpeMs
0GHapYyXeHUs HEKOTOPbIX MUKPOOpraHn3moB. He 3anonHsinte
¢nakoH o6bemoM obpasua 6onee 10 mn. Bakyym Bo chnakoHe
06bl4HO npeBbiwaeT 10 mn. Cnegnte 3a cobpaHHbIM 06 BHEMOM
C MOMOLLIbI0O METOK 06beMa C warom 5 M, pacrnonoXeHHbIX Ha
3TUKETKE hrakoHa.

MoaroToBka ¢pnakoHa

1.

3anuwunTte Ha dnakoHe MHGOPMaLMIO O NauneHTe. YCnoBHble
obo3HaveHuss Ha 3TukeTke dnakoHa (©#,®) moxeT
onpegensiTb Nonb3oBaTensb.

CHMMUTE MNacTUKOBYIO 3alLMTHYIO MAAacTUHy C Bepxa npobku
¢dnakoHa  ans KyNbTUBUPOBAHUS. Mepen noceBoM
NpoAesnHMULMPYITE BEPXHIOI YacTb niakoHa NponuTaHHbIM
CMMPTOM TamMMOHOM MMM aHanorvyHbIM matepuanom. Jante en
BbICOXHYTb €CTECTBEHHbBIM CNIOCOGOM.

Ounctute BblGpaHHOe ans BEHENYHKLMK MecTo
B COOTBETCTBMN C YTBEPXOEHHOW B BalleM Yy4YpexaeHun
npouenypown.

[na nocesa vcnonb3yiite urny pasvepa 21G unu Gonbluero
(ranpumep, 22, 23 nnn 25-ro) pasmepa. [Npu ucnonb3oBaHun
urn MeHbLuero, Yem 21G, pasmepa (Hanpumep, 16G, 18G, 19G
unn 20G) BO3MOXEH BbIXOA rasa M3 (brakoHa BCReacTeve
6onbluero AnameTpa OTBEPCTUS.

Mpoueaypa noceBa npy HenocpeaAcTBEHHOM B3SITUM KPOBU
NMPUMEYAHMUE: Mpu ogHOBpeMeHHOM noceBe BO (prnakoHbl
BacT/ALERT HecKonbkux TUMOB C MUCMONb30BaHWEM CUCTEMbI
B3ATUS KPOBM C  urnon-6aboykon u agantepa Ans
HENoCPeLCTBEHHOIO B3ATMS KPOBM CHayana HYXXHO BHOCUTb
obpasey Bo nakoH Ana BblgeneHuss  adpobHbIX
MUWKPOOPraHM3moB, a 3aTeM — AN BblAeNeHns aHadpobHbIX
MUWKPOOPraHM3moB, 4TOObl KMCMOPOA, CKONMBLUMNCS B Tpybke,
He nonan Bo rakoH ANns  BblaeneHus aHadpoBHbIX
MUKPOOPraH1M3moB.

a. MoxHO wucnonb3oBaTb MeHbLIMN 06beM obpasua, Ho
BbICEBAEMOCTb MOXHO MOBbLICUTb, €cnu obbem obpasua
cocTaBnsieT npubnusutensHo 10 mn (pekoMeHAoBaHHOE
3HaueHme).*®

b. Ytobbl un3bexaTb noceBa 4pe3amepHoro obbema,
oTcrnexvBanTe o6bem nocTynarwllen Bo (NakoH KpoBMU.
Ins HanonHeHuss dnakoHa npubnuantenbHo Ha 10 mn
OPVEHTUPYATECH MO FWHWM YPOBHS 3amMoflHEHUS Ha
aTuKeTKe dnakoHa. Minu mcnonb3yrite MeTkn obbema Ha
5Mn Ha aTukeTKe drakoHa [Ans  oueHkM obbema
BHECeHHOro obpasua.

NMPUMEYAHUE: B xoge Bcen npouedypbl TwatensHO

KOHTPONUPYMTE MNpoLEeCC HEenOoCPeACTBEHHOrO B3ATUS KPOBW,

obecneyvBas HagnexalimMin NOToK U He Aonyckas nonagaHus

cogepxvumoro drnakoHa B Tpybky apantepa. [lockonbKy BO
brnakoHe Ans KyrnbTUBUMPOBAHUS COAEPXAaTCs XUMUYECKME
noGaBkM, BaXHO CnefoBaTb YKa3aHHOW HWbke MoLLaroBow
npoueaype, 4Tobbl He AONYCTUTb BO3MOXHbIV 06paTHBIN NOTOK
1 nocnegymolme HexenaTenbHble peakuum.

a. [epxute nakoH Ans KynbTUBMPOBAHWUSI HUXKE YPOBHS
pyku naumMeHTa B BepTUKaNbHOM MOMoXeHnn (npobkow
KBEPXY).

b. CobGepute KpoBb C MNOMOLLBI CUCTEMbI B3STUS KPOBU
c urnon-6aboykot n apantepa AN B3ATUSE KPOBU BO
nakoHbl B COOTBETCTBUMW C YTBEPXKAEHHOW B Ballem
yypexaeHun  npouedypod M BbIMOMHUTE  MOCEB
HENocpeaAcTBEHHO BO NakoH Ans  KyNbTUBMPOBaHMS
y KpoBaTu naumeHTa. MoXHO ucnonb3oBaTb MeHbLUWIA
obbem obpasua, HO BbICEBAEMOCTb MOXHO MOBBICUTD,
ecnun obbem obpasua coctaBnseT npubnuantensHo 10 mn
(pexomeHaoBaHHOe 3HauveHue). YTobbl nsbexartb nocesa
ype3amepHoro obbema, oTcnexveanTe obbem 3abupaemon
BO (pnakoH KpOBM C MNOMOLLBIO MeTOK C warom 5 mn,
pacnonoXeHHbIX Ha 3TUKETKE (hriakoHa.

c. OcnabbTe XryT, Kak TOMbKO KPOBb Ha4yHET MocTynaTb BO
hbnakoH Ans KyrnbTUBMPOBAHUS UMM B TEYEHUE 2 MUHYT
Nnocrne ero HanoXeHus.

d. Tlpocnegute 3a Tem, 4TOObl copepxumoe driakoHa He
Kacanocb Npobku Unu KoHLa Uikl BO BPEMS B3SITUSI KPOBMU.

OCTOPOXHO: B KOHTaMMHMpPOBAHHOM pnakoHe AnsA

KYNbTUBUPOBAHUA KPOBU MOXET ObiTb U3GbITOUHOE

haBrneHue 7] npu ero “cnonb3oBaHUU ans

HenocpeACTBEHHOIO B3SITUA KPOBU MOXET MNPOM3ONTU

OTTOK cpeAbl B BeHy nauueHTa. KoHTamuHaums dhnakoHa

ANs KyNbTUBUPOBAaHUA He Bceraa nerko pacnosHaetcs. Bo

nsbexaHue OTTOKa Heobxogumo TWwarenbHoO

KOHTPONUpOBaTb NpoLecC HenocpeAcTBEeHHOro B3ATUA

kpoBu. He wucnonb3ynte cpnakoHbl NpU MNOMYTHEHUU

cpedbl, NMOXeNnTeHUMM AaTyuKka UMM HanMyMM NPU3HaKoOB
noBbIlEeHHOro AaBneHus rasa Bo dnakoHe, T. K. Bce
nepeyncrieHHoe CBMAeTeNbLCTBYET O KOHTaMUHALMUK.
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Mpoueaypa noceBa npu B3ATUM KPOBU C MNOMOLLbLIO
wnpuua

NMPUMEYAHME: TMpu ogHoBpeMeEHHOM noceBe BO hrakoHbl
BacT/ALERT Heckonbkux TWMOB C UCMOMb30OBaHMEM LUMpULUA
cHavana cnegyeT BHOCUTb oO6pasey BO nakoH Ans
BblJeneHnsi aHaapobHbIX MWKPOOPraHW3MoB, a 3aTeM — AN
BblENEHUs1 a3pO6HbLIX MWUKPOOPraHM3MoB, 4TOObI Kucropon,
CKOMWBLUMIACS B LUNPULIE, HE nonan Bo (rakoH ANs BblAeNeHns
aHa’3pO6HbIX MUKPOOpraHu3amoB. Mcnonb3ynte meTkn obbema
Ha 9TuKeTke ¢pnakoHa [Ans OUEHKM obbema BHECEHHOro
obpasua.

a. BbINnonmHMTe BeHenmyHKUMIO M NepeHoc KpoBW BO priakoH
BacT/ALERT B cOOTBETCTBUM C YTBEPXOEHHOW B BalleM
yypexaeHun npolenypon.

OCTOPOXHO: 3anpewjaetca BAaBnNuBaTh NOPLUEHb LWWNpuua
CycunueM npu BbINOJIHEHWM TMNOCeBa, TaK Kak MoOXeT
NPou3onTU pas3bpbidrmBaHve obpasua. [Mpu AocTuxeHUM
Heo6xoAuMMoro o6bLema 3anofiHeHUsl yaanuTe LWNpuUL, Tak Kak
M3-3a BaKyyma aBTOMaTU4YeCKM oOTOepeTCA KONM4ecTBO
bonblle pekomMeHAyemoro Makcumyma. Bo wusbexaHue
HapylleHMs BaKyymMa MpokanbiBaiTe npobKy dnakoHa
BepTukanbHo. He BbinonHsnTe noceB Bo  cnakoH
C HapyleHHbIM BaKyyMOM.

5. HesamegnutenbHO gocTaBbTe (briakoH AMs KyNbTUBMPOBAHUS,
B KOTOpbIA npou3BegeH moceB, B nabopaToputo Ans
nccneaoBaHui.

NMPOLEAYPA NPOBEOEHUA TECTA ANA ®JIAKOHOB

BacT/ALERT FN PLUS

MpenBapuTenbHble 3aMevYaHus U NpefocTepeXeHus

1. Heobxogumo ucrnonb3oBaTb  OAHOPA3oBble nepyaTtkm
1 obpawatbecss ¢ hnakoHamu, B KOTOpble Obinl npou3BeneH
NnoceB, kak C MOTEHUMANbHO MHPEKUMOHHBIMU MaTepuanamu.
Mpv nonagaHuM KOHTaMWHUPOBAHHbLIX BELLECTB BHYTPb WK
NpU UX KOHTaKTEe C MOBPEXAEHHBIMU Yy4acTKaMu  KOXW
M cnu3ncTbix oboroyek cregyeT HemeaneHHo obpaTuTbest
K Bpauy.

2. Bce npoTeYKM U YTEYKM KOHTaMWHUPOBAHHBLIX BELLECTB
cnepyeT HeMeANEeHHO YCTpaHsiTb, ucnonb3ys 5 % pactsop
HaTpUsl runoxrnoputa, pas3BedeHHbin B cooTHoweHun 1:10.
WUcnonb3oBaHHble  Ansl  OYUCTKM  MaTepuansl  crnegyet
yTUNM3npoBaTh C cOBMNoAeHMEM COOTBETCTBYHOLLMX NpoLieayp.

3. Bce cnakoHbl, B koTOpble Obln Mpov3BefeH Noces, UMbl ANs
B3ATUSI 06pasUoB W CUCTEMbI Ansl B3ATUSI KPOBM crieayet
obe3zapaxuBaTb B COOTBETCTBUU c npoweaypow,
MCMONb3yeMoii B BalLEM YUpexaeHnn’.

4. YTunu3aumio  3TMX  (NakoHOB  JOIMKEH  OCYLLeCTBMsATb
cneumnanbHo 0byYeHHbI MEAULMHCKUIA NepcoHarn.

5. Tonbko ana CLWA. OcrtopoxHo: CormacHo denepansHOMy
3akoHy CLUA paHHOe n3genue gonyckaeTcs K NpoAaxe TOMbKo
TNMLEH3MPOBaHHBLIM BpayaM WUiu Mo ux 3akasy.

3amMeuaHua u npegocTepexeHUs K npoueaype nposeaeHus

TecTa

1. HeobxoaMmo npuHATb BCE Mepbl AN NpefoTBpalleHust
3arpsisHeHuss obpasua naumeHTa BO BpeEMsSI BEHEMYHKLMM
nnoceBa BO (NAKOH, TOCKOMbKY 3arpsi3HEHNE  MOXeT
NPUBECTU K MOMYYEHUIO MOMOXUTENbHOrO pesynbrata npu
OTCYTCTBUM B 0BOpasLie KMMHUYECKN 3HAYMMOro u3onsTa.

2. Bssatne kpoBM cnegyeT  nNpou3BOAMTb OO Havana
aHTubroTukoTepanuu. Ecnm aTo HEBO3MOXHO, B3SiTUE KPOBU
crnegyeT Npou3BOAWTbL HEMOCPEeLCTBEHHO Mepern BBeAeHVWEeM
ouyepenHoit [o3bl Npenapara.

3. Ecnn dnakoHbl 6binn goctaeneHsl B nabopaTopuio He cpasy
nocre noceea, a C 3adepXKoW wWnu BbiNM nNpeaBapuTEnbHO
MHKyOMpoBaHbl BHe aHanusatopa BacT/ALERT, Bu3yanbHo
OCMOTpUTE (prakoHbl Ha MPeaMeT Hanuuus NpPU3HaKoOB
MUKpobHoro pocta. [lpy  HanMuum  SBHBIX  MPU3HaKOB
MUKpPOBHOro pocTa He nomellanTe (ONakoHbl B aHanuM3aTop
KynbTyp kpoBu BacT/ALERT ansi npoBeneHUss MOHUTOpPWHra,
a npopgomkanTe paboTy C HUMM Kak C MONOXWUTENbHBIMU
rnakoHamu.

Jla6opaTtopHas npoueaypa

OCTOPOXHO: Mpu BbiceBe mMaTepuana U3 MOJIOXUTENbHbIX

c¢nakoHoOB cneayeTt cobnoaaTtb obwue Mepbl

npepocTopoxHocTu. BHyTpu c¢hnakoHa MoxeT GbITb co3gaHo

NoBbIlIEHHOE [aBrfieHWe NpU BHECEHUU M3NULLKA XUAKOCTU

MMM HanNM4YMM MUKPOOPraHU3MOB, aKTUBHO BbipabaTbiBaloLUX

rasbl. [onoxutenbHble ¢ nakoHbl creayeT noaBepraTb

KPaTKOBPEMEHHOMY BEHTUIIMPOBAHUIO Mepen OKpallMBaHUEM

wnu  yTunusauvmen ANA  ypaneHuss U3 HUX  Fa3oB,

BblpabaTbiBaeMbIX MMKPOOPraHM3MaMu.

1. BwusyanbHo ocmoTpute dnakoHbel nepen Hayanom pabotbl. He
ucnonb3ynte  nakoHbl  MPU  HanmuMuMu  MOBPEXAEHUN
n npoteyek. [pn NOMyTHEHUM cpeppbl, NOXENTEeHUW AaTyuka,
HanMuum remonu3a, npuU3HakoB M3GBITOYHOrO AaBreHWsl rasa
Unn Apyrux NpuM3HakoB MUKPOGHOro pocTa cuuTanTe dhnakoH
nonoxuTenbHblM. BosbMuTe MaTepuan ans maska v caenawre
BbiceB.  VIHKyGupynTe pnakoH TOMbKO ecnM  Masok
oTpuLaTenbHbIA.

2. Tlocne 3arpy3kv hnakoHOB B NpMbOp MHKYOUpyinTe 5 cyTok nnm
[0 MOMyYeHNs NONOXWUTENbLHOro pesynbTaTa.

3. Masok 1 BbiceB criefyeT BbINOMHATL AN BCEX NONOXUTENbHbIX
dnakoHoB. [Mpn OTCYTCTBUMM MMKPOOPraHM3MOB B Maske (4To
MOXeT YyKasblBaTb Ha INOXHOMOMOXWUTENbHBLIA pesynbTar)
dnakoH cnegyeT NOBTOPHO 3arpy3nTb B MPMOOP A0 NOMyveHns
pocTa BO (nakoHe, U3 KOTOporo Gbin NPOU3BEAEH BbICEB, UMK
A0 MOBTOPHOW perucTpauum npubopom pocTta BO (DrnakoHe.
lMpy noBTOpHOM oOnpeAeneHMn pocTa BO priakoHe, KOTOpbIv
nepBoHayanbHO Obin onpefeneH Kak JOXHOMOMNOXWUTENbHbIN,
U3 Hero criefyeT NOBTOPHO B3ATb MAa30K M cAenaTtb BbiCEB.

4. [na npoBepku oTpuUaTenbHOro pesynbTata TakkKe MOXHO
BbIMOMHATL MasoKk W/munu  BbiceB U3 dnakoHa nepeq
0TbpaKoBbIBaHNEM €ro Kak oTpuLaTenbHOro.

5. Tpouedypa 3arpyskM B aHanusatop WU BbIrPy3kM U3
aHanu3atopa BacT/ALERT dnakoHoB nogpobHO onucaHa
B PYKOBOACTBE MO 3Kcnnyarauum.

6. He wucnonb3yute dnakoHbl BacT/ALERT 6Gonee opHoro
pasa. Ytunusumpynte dnakoHbl BacT/ALERT, B «koTopble
npoussedeH Moces, B COOTBETCTBUM C MpaBuiamu Ballewn
nabopatopun. ABTOKNABMPOBaHWE W/WNMKN CXWUraHue SIBMSATCS
npvemneMbiMi  npouedypamy  yTunu3aumn  OnakoHoB
BacT/ALERT?

7. Vcnonb3oBaHue CpeAcTB CBeprieHus (Hanpumep, TynbiX W)
Ans npokona npobku MoXeT NPUBECTM K NpoTeyke nakoHa.

KOHTPOJ1b KAHECTBA

CepTucukat cooTBETCTBUS MPEAOCTaBAETCS C Kaxaou napTuen
nakoHOB Ansi KynbTuBUpoBaHus. [lpu XenaHuuM oOTAEnNbHblE
nabopatopuy MOryT BbINOMHUTL KOHTPOMNb KayecTBa (rakoHOB
BacT/ALERT FN Plus. CMm. coOTBeTCTBYylOLLEE PYKOBOACTBO MO
akcnnyatauun BacT/ALERT u gokymeHT CLSI® M22-A3.°
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Mpu6op

Komnnekt ctaHgapToB oTpaxatowen crnocobHoctn BacT/ALERT
Reflectance Standards nocrtaBnsieTcsa ¢ KaxgbiM aHanM3aTopoMm
BacT/ALERT 3D. Jiobble npoueaypbl KOHTPOMS KavyecTBa AOMKHbI
ObITb  YacTblo TeKyllero npogunakTMyeckoro obcnyxmneaHus
cuctembl. [ONoOnHUTENbHbIE CBEAEHUS CM. B COOTBETCTBYHOLLEM
pYKOBOACTBE MO 3KcnnyaTaumu aHanusatopa BacT/ALERT.

OCTOPOXHO: Ecnu nocrtaBwuk JINC Bawero nevye6GHoro
yypexpeHus oTnpaBnsieT uaeHTUdUKaUMOHHble HoMepa
¢nakoHOB U coKpalleHHble 0603HayeHUss TUNoB (rIakoOHOB
B aHanusatop BacT/ALERT, wucnonb3yite npaBunbHbie
coKpalleHuss TUNoB pnakoHOB BO M30exaHMe BO3MOXHOIo
nonyyeHus FOXXHOMOMNOXMUTENbHbIX unm FNOXHO-
oTpuuaTenbHbIX pe3ynbTtaTtoB. [nA nonyyeHus Gonee
nogpobHon MWHcdopmauum CBAXUTECb C NpeacTaBUTENEM
komnaHuu bioMérieux.

PE3YJIbTATbI

MonoXvTenbHbIN UMM OTpUUATENbHBLIN pe3ynbTaT onpeaenseTcs
nporpaMMHblM  obecneyeHnem  AnS  NPUHATUS  PELLEHWUN,
ABMSAOLMMCS YacTbl0 aHanu3aTopoB KynbTyp kpoBu BacT/ALERT.
[o nony4eHusi NONOXMTENbHOTO UMM OTpULLIATENBHOIO CUrHamna ot
aHanusatopa BacT/ALERT HukakMx [OeWCTBWI BbINOMHATL He
TpebyeTcs.

OrPAHUYEHUA METOOA

Ha pesynbtaT Tecta BnMsSIET MHOXeCTBO (DaKTOpPOB, KOTOpble
MpakTUYecku He MOAJAITCH  KOHTPOSIO, MO3TOMY  Hernb3si
C YBEPEHHOCTbIO YTBepXaaTb, YTO pe3ynbTaT TecTa 3aBUCHUT
TONbKO OT MPaBWUIIBHOTO UMW HENPaBWIILHOTO  WCMOMNb30BaHUS
nuTaTenbHon cpeapl unv paboTbl aHanusaTopa.

1. B obGpasuax nauveHToB, onpefensieMbiX Kak MoroXuTenbHble
aHanusatopom BacT/ALERT, moryT cogepxaTbCH MMUKpO-
OopraHu3Mmbl, KNeTKn KOTOPbIX BUAHO B Ma3ke, HO KOTOpble He
pacTyT Ha 0bbl4HO Mcnomnb3yeMbix Ans BbiceBa cpepax. [pu
NOAO3PEHNN HA HanuMuMe TakKMX MWKPOOPraHM3MOB BbICEB
crnefyeT BbINOMHATbL Ha crneuuwanbHble cpefbl. Kpome Toro,
nonoxuTteneHble dnakoHbl BacT/ALERT moryt copepxatb
MUKPOOPraHuU3ambl, KIETOK KOTOPbIX HE BWOHO Npu OO6bIYHON
oKpacke Maska U Ansi OGHapYXXeHUst U BbIOENEHUsI KOTOPbIX
MoryT TpeboBaTbCH creumanbHble MeToAdbl OKpallMBaHWS
Mas3KoB, a Takke crneuuarnbHble cpefbl Ans BbiCEBa.

2. HexkoTopble peako BCTpevatLmecs NpUXOTNMBbLIE
MWKPOOPraHW3Mbl MOTFYT He BbIPaCTM UMM pacTu OYeHb
MeaneHHo B nuTaTtenbHow cpede dnakoHoB BacT/ALERT FN
Plus. Kpome aToro, B pepkux cnyyasix B obpasuax MoryTt
BCTpeYyaTbCH MWKPOOPraHn3mbl, KoTOopble pacTyT
B nuTaTtensHon cpege dnakoHoB BacT/ALERT FN Plus, Ho He
Npon3BOAAT AOCTATOYHOIO KOMMYEeCcTBa YrNeKkMcnoro rasa ans
onpegenenusi pocta. [pyM NOAO3peHUM Ha Hanuuue peako
BCTpEeYaloLLmxcs, NPUXOTNNBBIX MWKPOOPraHW3MOoB,
Tpebytowmx cneundunyecknx nuTatenbHbIX cped U YCroBui
KynbTMBMPOBaHWS,, CregyeT  paccMOTpeTb  BO3MOXHOCTb
MCNonNb30BaHNA anbTepHATVBHBIX METOAOB BblAENeHVUs Wunu
yBenu4eHns BpeMeHn MHKybaumm.

3. HekoTopble wTtammbl Peptostreptococcus anaerobius moryT
OblTb  YYBCTBUTEMbHbI K @HTUKOArynsHTy  nonvaHeTon-
cynbgoHaty Hatpusi (SPS), 4To MOXeT npmBecTu K cnabomy
pocTy unu cnabomy BbigeneHuto yrnekucnoro raza CO, atumu
LUTaMMaMu Npu nocese BO piakoHbl HEAOCTAaTOYHOro obbema
obpasua.

4. WHorga npu Hanmuymu B obpasue 6GonblIOro KonmnyecTsa
nevikoumToB aHanusaTtop BacT/ALERT moxeT onpegenuTb
pe3ynbTaT kak MonoxuTenbHbId. B aTom cnyvae pesynbraTtbl
Maska 1 BbiceBa MOryT ObITb OTpULATENBHBIMU.

5. Yacto konunyecTtso MWUKPOOPraHM3mMoB He3Ha4dnTenbHoe, N OHU
MOryT nNOABNATLCA B KPOBOTOKE nNepuoanvecku, noaTomy
HeobXxoaMMO MocrenoBaTenbHO BbINOMHATL B3ATUE O6paSLI,OB
KPOBUW Ka)aoro naumeHTa.

6. lpu nonmyvyeHnn NOMNOXMTENbHOTO CUrHana OT aHanusartopa
BacT/ALERT cnepyeT HemegneHHO u3Bneyb prnakoH u3
npubopa. 3TO NO3BONUT U30exaTb HEXM3HECMNOCOOHbIX
KynbTyp Wu3-3a aBTonM3a WM MO APYrMM  MpUYMHaM.
B yactHocT, gOna  HekoTopbIX wWTamMmoB  Streptococcus
pneumoniae  xapakTepeH aBTonu3, ecnu nakoH He
u3Bnekaetca u3 npubopa HeMeAneHHO Mocne MonyvyeHns
NOSIOXMTENBLHOIO cUrHana.

7. B okpaweHHoM no pamy mMa3ke u3 oTpuuatensHoro dnakoHa
MoryT B HebonbLnX Konm4yecTBax BCTpeyaTbCs
HEXWU3HECTNOCOOHbIE  KNETKM MUKPOOPraHW3MoB, MOMaBLUne
B Ma30K 13 KOMMOHEHTOB MUTaTENbHON Cpefbl, peareHToB ANs
OKpacku, MMMEPCUOHHOIO Macna Wnu ¢ npeaMeTHbIX CTeKon,
4YTO MOXET NPMBECTM K JTOXXHOMOMOXNTENbHOMY pe3ynbTarty.

8. KomnaHusi bioMérieux pekomeHayeT 3arpyxaTb rnakoHbl Ans
KyNbTUBMPOBAHUS B aHanu3aTtopbl KynbTyp kposu BacT/ALERT
Kak MOXHO ckopee nocrne B3sTUs obpasua. Ecnu HensbexHa
3afepxKka [JOCTaBku (rnakoHOB B nabopatopuio, criegyeT
NpUHUMaTb BO BHMMaHWE WHGOPMaUMIO MO WUCCrEAOBaHUSM
0o6pa3sLoB C OTCPOYEHHOMW 3arpys3koi, KoTopasi COAepXUTCS
B pasgene «Paboune xapakTepucTuku Tectay.

9. Hentpanusaunm uedrasmamma, uedTpmnakcoHa u uedennma
[OCTUYb He yaanoch.

O)KVID,AEMbIE PE3YIIbTATDI

MonoxwutenbHble pesynbtatbl Obiv nomydeHsl B 11,1 %
cnyyaes (Anana3oH 8,7 %—14,3 %) B uenom u B 8,0 % cnyyaes
(avanasoH 6,4 %—9,3 %) AnNA  3HAYMMbIX U3ONSTOB  Mpu
BHeceHun BO cpnakoHbl BacT/ALERT FN Plus 6—-10 mn kpoBu
no pesynbTataMm KIMHWUYECKOTO WCCRefoBaHns  (hrnakoHOB
BacT/ALERT FN Plus, npoBedeHHOro C aHanusatopamu
BacT/ALERT 3D B Tpex uccnegoBaTenbCkux LeHTpax.

2. MonoxwuTenbHble pesynbTathl OblM  nonyveHsl B 20,3 %
cnyyaeB (gmanasoH 17,0 %-25,3 %) Buenom wuB 14,6 %
cnyyaeB (ananasoH 6,1 %—24,1 %) Ana 3Ha4YMMbIX M3ONATOB
npu BHeceHun Bo dnakoHbl BacT/ALERT FN Plus ctepunbHbIX
6ronormyeckMx KuMaKocTei no pesynbrataMm  KMMHUYECKOro
nccnegoBaHus c¢nakoHoB BacT/ALERT FN Plus,
npoBefeHHoro ¢ awanm3atopamu BacT/ALERT 3D B Tpex
nccnepoBaTenbCkux LieHTpax.

3. Oxwupgaembli NPOLUEHT NOJIOXUTESbHbIX pe3ynbTaToB 6y}:|,eT
3aBuUCeTb OT TaKnx CbaKTOpoB, KaKk nonynauua nauueHToB,

pacnpocTpaHeHHOCTb 3HaYUMBbIX MWKPOOpPraH1M3mos,
reorpaduyeckoe MONMOXEHNWe MecTa npoBedeHus TecTa
N ypoBEHb KOHTaMUHauunn. anBEAEHHbIe 3Ha4YeHuns

BO3MOXHbIX pe3ynbTaTOB OCHOBaHbl Ha AaHHbIX, NOJTy4EHHbIX
B X0l MHOXECTBA KITMHUYECKNX NCCNEeLOBaHNNA.
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HEVITPAJWI3ALI,VIF| NMPOTUBOMUKPOBHbLIX NMPEMAPATOB

Hentpanusaunsi N(pOTMBOMUKPOOHbLIX NpenapaToB C MOMOLLbI aAcopOupyOLLMX NONMMEPHbIX rPaHymn pas3nuMyaeTcsl B 3aBUCMMOCTM OT YPOBHS
[03pOBKU 1 BpemeHn cbopa obpasua. BHyTpeHHue uccnepgoBaHusi Ha aHanusatope BacT/ALERT 3D nokasanu, 4to cpega dnakoHoB
BacT/ALERT FN Plus addeKkTMBHO HeWTpanu3yeT npoTMBOMMKPOOHbIE MpenapaTtbl, O 4em cBuaeTenbcTBoBano BbiaeneHve 100 %
MUKpOOpraHnsamMoB. B 3Tux wnccrnefoBaHusix MPOTUBOMUKPOOHLIE MpenapaTtbhl A06aBMsNUCb B KIMHUYECKM 3HAYMMbIX KOHLEHTpaLMsiX
HenocpeACcTBEHHO BO (hriakoHbl As1 KyNbTMBMPOBaHWSA BO BPeMsi MOCEBA C YYBCTBUTEMbHBIMU LUTaMMaMK 06nuratHelX U dakyrnbTaTuBHO
aHa’PO6HbBIX MUKPOOPraHMamoB. O (EKTUBHOCTL NMPOTMBOMUKPOOHBLIX NpenapatoB Obina noATBepxaeHa napanfenbHbiM TeCTUPOBaHUEM
C Ucrnonb3oBaHWeM cpefbl 6e3 HelWTpanuaylluMx CBOWCTB B KayecTBE KOHTpoOns. lccnedoBaHusi nokasanu, 4Yto B cpefde Obinu
HEWTpanu3oBaHbl crneayllme aHTUOUOTUKU/TPYNNbl @aHTUOMOTMKOB: MMUMNEHEM, MEPOMEHEM, OKCALMUIMH, MULMILUUKIUHBI, Makponuapl,
LeOKCUTHH, LleddTaponuH, aMUHOTIMKO3MAb!, (DTOPXMHOMOHbI, IMHKO3aMUbI, KETONUAbI U FIMKONENTUADI.

Hentpanusauun uedrasngmma, LedTpmnakcoHa u uedenuma JocTudb He yaanochk. LledpoTtakcum, uedasonu, amnmuunnmH, neHMUUnnmH
1 apTaneHeM HenTpanusoBanucb He NonHocTh. LledoTakcum HelnTpanmaoBancs npu KoHUEeHTpauumsx, coctaBnsowmx ot 3 go 40 % ot ero
MaKkcuMarnbHON KOHUEeHTpaumm B ceiBopoTke (PSL), B 3aBMcuMocTy oT MykpoopraHuama. LiecdbazonuH HenTpanmaoBancs npu KOHLEHTpaumsXx,
coctaBnsaowmx o 5 go 25% ot PSL, B 3aBUCMMOCTM OT MUKpoopraHusma. JIpTarneHeM HeWTpanusoBarncsi npu KOHLUEHTpauumu,
coctaBnsowen 5% or PSL. AMnmuunnuH HenTpanusoBancs B nocesax E. faecalis npu koHueHTpauuu, cocTtaensiowen 75 % ot PSL.
MeHnunnnuH HevTpanusoBancsa B nocesax S. pneumoniae npun KoHUeHTpauum, coctasnsowen 120 % ot PSL. B nocesax C. perfringens Hu
aMNULMINVH, HA NEHUUUIIIVH He HelTpanu3oBanucb npu 100 % PSL.

CBoicTBa HelTpanusauum nNpOTUBOMMKPOOHLIX CPeacTB 3aBUCAT OT cCOCTaBa MaTepuana drakoHa M He OMpeaensTcs anroputMmamm
aHanu3aTtopoB BacT/ALERT. Hentpanusauus 6bina npogemMoHCTpupoBaHa Ans uedokcMTnHa, LedTaponuHa, MMUNeHema, BaHKOMULMHA
1 nUunepauunnuH-Tazobaktama. TecTupoBaHWe nokas3ano, YTo cucTemMa npubopa He BAMSIET Ha MNPOTUBOMUKPOOHbIE HENTpanuaylLlime
cBoucTBa (hNaKkoHOB.

3a pononHuTenbHOW MHMOpMaLmMen No NPoTMBOMUKPODHBLIM NpenapaTaM, KoTopble HelTpanusytoTcs Bo drakoHax BacT/ALERT FN Plus,
obpalanitecb K MECTHOMY NpeAcTaBuTento kKoMnaHum bioMérieux.

PABOYUE XAPAKTEPUCTUKU TECTA

AHanusaropbl KynbTyp KpoBu BacT/ALERT 3D

BellecTBa, KOTOpbIe MOTYT NOMeLLaTb NPOBeAEeHUI0 TecTa

Bbinn npoeseaeHbl BHYTPEHHUEe uccrnenoBaHna C UCNoNb3oBaHUEM CHI/IHHOMOGFOBOVI, nneBpaanoﬁ N CUHOBMAIbHOM XXUOKOCTKU, niia3mbl,
LieSIbHOM KPOBM M KPOBSIHLIX CTyCTKOB. K anukBoTaM Kaxkgon U3 STUX XKMAKOCTEN 6binv Takke AoGaBneHbl NENKOUWTbI B KOHLEHTPaUMsX,
06bIYHO HaGJ‘HO,D,aeMbIX B Ka)K,EI,OI7I N3 nepeyvuncrieHHbIX Bronornyeckmnx )KI/I,D,KOCTeIZ npu 6aKTepI/IeMI/IVI. TecT nposoaunca B npucyTcTteumn
MWKPOOpPraHn3moB Wnn B UX OTCYTCTBUE. D,aHHbIe BewecTBa He mMelwanu BblAENIeHUo U 06Hapy>KeHmo MWUKPOOPraHn3amoB 1 He OaBanuv
TIOXKHOMOSIOKUTESNBHBIX PE3YNbTAaTOB B OTCYTCTBUE MUKPOOPTraHU3MOB.

AHanuTUyeckas 4yBCTBMTENbHOCTbL: Npeaen obHapyxeHus (LoD)

[aHHble B Tabnuvue 1 npeacTaBnsalT pesynbTaTbl BHYTPEHHUX UCCNEA0BaHUA NoCceBOB. [Ansi Kaxaoro Buaa Obino BbINOMHEHO Kak MUHUMYM
30 noBTopeHuit Tecta. [aHHble B Tabnuue 1 nonyyeHbl Npu UccnefoBaHWM NOCEBOB BO (priakoHbl B KOHLE cpoka rogHocTu. Bo dbnakoHbl,
3acesiHHble B. fragilis n S. pneumoniae, po6aensinu no 1 Mn nyna Yyenoseyeckol kpoBu. Ha npegene obHapyxeHus (LoD) MukpoopraHuambl
obHapyxusanucb He MeHee YeM B 95 % cnyvaes.

Ta6bnuua 1. AHanuTU4YecKkasi YyBCTBUTENbLHOCTb: NpeAen o6HapyxeHus (LoD)

Mpepen
UpeHTUhMKaLMOHHbIN H HUSA
Mukpoopranuam A owep iraa o aD
(KOE/dpnakoH)
Bacteroides fragilis ATCC® 25285™ 5
Clostridium perfringens NCTC 8798 4
Enterobacter aerogenes ATCC® 13048™ 8
Enterococcus faecalis NCTC 12697 4
Escherichia coli NCTC 12923 4
Listeria monocytogenes ATCC® 15313™ 6
Salmonella enterica ATCC® 14028™ 5
Staphylococcus aureus NCTC 10788 4
Streptococcus pneumoniae ATCC® 6305™ 6

NMPUMEYAHME: B 86,6 % cnyyaeBs BbiceB MaTepmana 13 onakoHOB, MPU3HAHHbIX NONOXWUTENbHbIMK, Obin Npon3sedeH He nosgHee Yem vepes 30 MUHYT.
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AHanuTn4yeckasi YyBCTBUTENIbHOCTb: NUTaTesNlbHblie CBOMCTBA cpeAabl

OaHHble B Tabnuue 2 npeacTaBnstoT pesynbTaTbl BHYTPEHHUX WCCIEQOBaHWiA MOCEBOB C MWCMONb30BaHWEM KPOBW 3[40POBbIX NoAei-
pobposonbLeB unu 6e3 Hee. BbiNo NPoOBEPeHO HECKONbKO LITaMMOB KaX4oro BuAa Mpv LeneBoW KOHLEHTpauuu MOoCeBHOro martepuana
125 KOE/dnakoH. ®akTnyeckoe KONMYECTBO MUKPOOPraHn3amoB coctasuno 3—299 KOE/dnakoH. B gaHHOM nccnegosaHum BeiceB Matepuana
n3 cpnakoHoB BacT/ALERT FN Plus npoBoguncs kak MMHUMYM 4epe3 24 4 nocre Toro, Kak cuctema 3apermcTpupoBarna pocT BO hnakoHe.
MepeuncneHHble BUAbI SBMAOTCA NPeACTaBUTENSAMU KIIMHUYECKM PacnpoCTPaHEHHbIX MUKPOOPraHW3MOB B KyNbTypax KpOBWU U CTEPUITbHbIX
B1oNOrMYECcKmX XNOKOCTSIX.

Tabnuua 2. AHanuTM4yeckasi YyBCTBUTENIbHOCTb: NUTaTelNlbHble CBONCTBA cpeAabl

KpoBb Be3 kpoBu

KoHueHTpauusa | Bpemsa oo nonyyenus KoHueHTpauus | Bpems go nony4yeHus

MMKPOOPI’aHM3M % noceBHOro noNoXxutenbHOro % noceBHOro nonoXutenbHOro
BblaeneHus maTtepuana, curHana (4acbl) BbloeneHus* martepuana, curHana (4acbl)
(kon-Bo) KOE/cdbnakoH (kon-Bo=3) KOE/dnakoH
(amanazom) CpepgHee | [Ouana3oH (amanazom) CpenHee | Ouana3soH

Staphylococcus aureus | 100,0 (15/15) 54-150 14,6 12,9-16,7 | 100,0 116-150 21,8 21,3-22,0
Escherichia coli 100,0 (15/15) 73-254 10,9 10,4-12,4 | 100,0 73-176 11,6 10,4-12,9
Bacteroides fragilis 100,0 (18/18) 9-154 297 243-436 | 66,7 (2/3) 19-154 97,2 79,2-115,2
Streptococcus 100,0 (15/15) 4-260 16,5 11,5-43,8 | 100,0 4-25 17,5 16,0-19,3
pneumoniae
Clostridium perfringens | 100,0 (18/18) 58-210 17,3 12,0-40,1 | 100,0 (8/8) 76-210 27,1 14,1-35,7
Kiebsiella pneumoniae | 100,0 (15/15) 89-123 11,2 10,4-13,1 | 100,0 95-123 12,6 12,1-13,4
Fusobacterium 70,6 (12/17) 19-204 74,4 36,0-108,0 | 75,0 (3/4) 19-116 56,1 41,2-64,8
nucleatum
Streptococeus 100,0 (15/15) 14-194 16,9 12,7-28,9 | 100,0 21-34 25,9 20,5-33,4
agalactiae
Enterococcus faecalis | 100,0 (15/15) 63-259 13,7 11,9-19,4 | 100,0 71-169 22,4 17,8-24.8
Parvimonas micra 80,0 (16/20) 46-154 51,4 37,3-69,6 0,0 (0/4) 46-154 - -
Enterobacter cloacae 100,0 (15/15) 111-200 11,9 11,1-12,5 | 100,0 111-185 13,0 11,9-14,7
Proteus mirabilis 100,0 (15/15) 36-213 1,4 10,9-12,5 | 100,0 36-213 11,9 11,56-12,7
Eggerthella lenta 86,7 (13/15) 83-175 410 34,8-60,0 | 66,7 (2/3) 83-151 46,0 44,0-48,0
Staphylococcus 100,0 (15/15) 44-135 21,0 17,4-253 | 100,0 44-105 29,3 24,5-36,8
epidermidis
Listeria 100,0 (15/15) 121-251 17,1 15,5-19,3 | 100,0 121-251 19,2 17,7-20,3
monocytogenes
Clostridium tertium 100,0 (15/15) 24 12,5 11,4-13,5 | 100,0 24 14,8 14,1-16,0
Clostridium septicum 50,0 (20/40) 25-146 31,7 13,9-62,4 | 40,0 (2/5) 90-146 434 17,1-69,6
Peptoniphilus 60,0 (12/20) 49-296 50,9 34,4-79.2 | 25,0 (1/4) 81-296 447 -
asaccharolyticus

* MNpu BbigeneHm meHee 100,0 % pekoMeHAyeTcs [106aBIUTbL KPOBb, HAaNPUMEP CTEPUIbHYIO AepUBPUHNPOBAHHYIO NoLaANHYto kpoeb (10,0 % obbem/o6bem)’.

[na HekoTopbix BMAoB, Bkntovasi Capnocytophaga ochracea, Cardiobacterium hominis, Haemophilus parainfluenzae w Granulicatella
adiacens, NONOXUTENbHbIA curHan 6bin nonyyeH B MmeHee yem 100 % cnyyaes.

Pe3ynbTaThl KNTMHUYECKMX UCCNeAoBaHUM (MoceBbl KPOBU)

Hwxke npuBoasTcs pesynbTaTthbl cpaBHeHVA noceBoB KpoBu BO dnakoHbl BacT/ALERT FN Plus n BacT/ALERT FN Anaerobic — ®nakoHbl
BacT/ALERT FN gns kynbTMBMPOBaHUS C aKTUBUMPOBAHHbLIM yriieM A5 BblAeNeHns aHaspoObHbIX MUKPOOPraHNM3MOB M3 KPOBU (MO TEKCTY —
dnakoHbl BacT/ALERT FN) (ans Bcex cooTBeTCTBYOLLMX Nap).

B Tpex pasHbix ueHTpax B CLUA 6bino npoBeAeHO MHOMOLEHTPOBOE KIMHUYECKOe MCCrefoBaHue, B KOTOPOM CpaBHMBanu 3addeKTUBHOCTb
ncnonb3oBaHns ¢gnakoHoB BacT/ALERT FN Plus u BacT/ALERT FN gnsa noceBa Ha aHaspobbl nocne fgobaBreHus obpasLoB KpoBu
o6bemom ot 6 go 10 mn (cooTBeTCTBYHOWME Napbl). Bcero 6bino nonyyeHo 2514 nap dnakoHoB Ans nocesa Ha aHaapobbl ot 1080 B3pocnbix
naumneHToB C NoAo3peHneM Ha bakTepuanbHble Unn OpoXoKeBble MHAEKUMN KpoBu. Ecnin xoTa 6bl Ana ogHoro chnakoHa B mape aHanusartop
BacT/ALERT peructpupoBan MonoXuTenbHbI pedynbTaTt, NpouM3BOAWICS BbiceB MaTepuana m3 oboux cnakoHoB. CumTanocb, 4To napa
hnakoHOB Jdana MonoXWTEnbHbIN pe3ynbTaT, ecnv pesynbTaTbl BbiceBa MaTepuana nnbo ns dpnakoHa BacT/ALERT FN Plus, nubo u3
¢nakoHa BacT/ALERT FN O6binv nonoxuTenbHbiMU. [MONOXWTENbHBIN pe3ynbTaT cuyuTancs MNOATBEPXAEHHbIM, €CMM aHanM3aTopoMm
BacT/ALERT 6bin 3apernctpmpoBaH pocT Bo dniakoHe Ansi KynbTUBMPOBaHWS U NPW BbiCEBE MaTepuarna 13 3Toro rakoHa Obin nonyveH
pocT u3ondATta. beina onpegeneHa Oons NOATBEPXAEHHbBIX MOMOXWTENMbHBIX pe3ynbTatoB Ans dnakoHoB BacT/ALERT FN Plus u gna
dnakoHoB BacT/ALERT FN, wn pans cpaBHeHuss ux 9EEKTUBHOCTM MOACYUTAHO COOTHOLUEHME KOMUYECTBA MOATBEPXKOEHHbIX
NONOXUTENbHBIX pe3ynbTatoB Ans oboux TunoB nakoHoB. BbigeneHHble KIMHUYECKUME W30NSTbl OTHOCUMM K Tpynne 3HauuMbIX,
KOHTAMVHaHTOB UMM HEU3BECTHbLIX MO YCMOTPEHMIO LIEHTPOB, FAe NPOBOAMOCH UCCMEAOBAHME.

B obLielt cnoXHOCTM U3 BCEX COOTBETCTBYHOLUMX Map aHadpoOHbIX KyrnbTyp KPOBMW, AABLUMX MOMOXMTEMbHbLIA pesynbTaT, Obino BbiAeneHo
312 usonatoB. Mpu BbiceBe MaTepuana u3 gpnakoHos BacT/ALERT FN Plus unu BacT/ALERT FN B 289 nape cnakoHoB Gbifl BblgeneH no
KpaviHen mepe oauH usonsT. M3 266 nap dnakoHoB 6bin BbiAeneH oauH n3onsT, a us 23 nap — Aea nsongara. Obwas Bbibopka pesynbTaTos,
npuBefeHHbIX B Tabnuue 3, BknovaeT 312 M30nATOB, BbIAENEHHbIX U3 Nap hnakoHOB, AaBLUMX MOMOXWUTENbHbIA pe3ynbTaTt, u 2225 nap
nakoHoB, AaBLUMX OTpULATENbHbIN pedynbTaT (Bcero 2537 pesynbraT TecTa). pu ncnonb3oaHum dnakoHoB BacT/ALERT FN Plus 6bino
BbISIBIIEHO B 06LLEN CroXHOCTK 282 n3onsTa, B TO BpeMs kak npu ucnonb3oBaHuy gnakoHos BacT/ALERT FN — 192 usonsarta. Yto kacaetcs
3HAYMMbIX M30MATOB, MpW mcnonb3oBaHun drakoHoB BacT/ALERT FN Plus 6bino BeisiBneHo Bcero 202 nsonsta, a npyv MCnonb30BaHUM
dnakoHoB BacT/ALERT FN — 150 usonstos. lNpu BbiceBe matepmana mn3 dnakoHoB BacT/ALERT FN Plus, AaBwuvx nonoXvTenbHbIN
pe3ynbTaT, ObINO NONy4YeHO TPU NOXHOMOMOXUTENBHBIX pesynbTara, 4to coctasnseT 0,12 % (3/2537) ot Bcel nccnegoBaHHON BbIGOPKU.
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B Hwxecneaywowmx Tabnuuax cpaBHMBAOTCSA pes3ynbTaTbl, MONyYeHHble AN BCex cooTBeTcTBylowmx ¢nakoHoB BacT/ALERT FN Plus
n BacT/ALERT FN, koTopble npu BbiceBe Adanu Nnoboe KONMM4ecTBO M30MATOB (Tabnuua 3), eAUHCTBEHHbI u3onsaT (Tabnuua 4) unu
HECKONbKO M30mnaToB (Tabnuua 5).

Ta6bnuua 3. Bce COoOoTBeTCTBYHOLWME Napbl c¢hnakoHOB, U3 KOTOPbIX 6b1n BblAeneH oAUH UM HECKOMNbKO U3ONSATOB, B COBOKYNHOCTHU

(noceBbl KpOBM)

Fpynna BacT/ALERT FN Plus, % noATBepPXAEeHHbIX BacT/ALERT FN, % noATBepXAEeHHbIX CooTHoLWeHue
KINMUHUYECKNX noaTBepXAeHHbIe NONOXUTENbHbIX noaTBepXAeHHbIe NONOXUTENbHbIX KonuyecTBa
M3onAToB nonoXxuTtenbHble pesynbtaToB BacT/ALERT FN| nonoxutenbHble | pe3ynbtaTtoB BacT/ALERT | noaTBepXAeHHbIX
pe3ynbTaTthbl Plus B BbiGopke pe3ynbTaThbl FN B BbIGOpKe MONOXUTENbHbIX
pe3ynbTaToB*
3HauumMble 202 8,0 (202/2537) 150 5,9 (150/2537) 1,347
KoHTaMuHaHTbI 58 2,3 (58/2537) 30 1,2 (30/2537) 1,933
HewnsBecTHble 22 0,9 (22/2537) 12 0,5 (12/2537) 1,833
Bcero 282 11,1 (282/2537) 192 7,6 (192/2537) 1,469

* 162 (CTO WecTbAecsT ABa) n3onsta 6bino BbiBNEHO Npu ucnonb3oBaHum kak dnakoHoB BacT/ALERT FN Plus, Tak n dnakoHoB BacT/ALERT FN;
120 n3onATOB — TOMbLKO Npu ncnonb3oBaHnu dnakoHoB BacT/ALERT FN Plus n 30 n3onsitoB — Tonbko npu ncnonb3oBaHumn dnakoHoB BacT/ALERT FN.
CoOTHOLLEeHMe KONMMYeCcTBa NOATBEPXKAEHHbIX NMOMNOXMTENbHBIX pe3ynbTaToB Mo BCeM usonsAtam coctasuno 1,469 (282/192) ¢ 95 % AU (1,317; 1,621)7.

Ta6bnuua 4. Bce COOTBEeTCTBYHOLWMEe Napbl, U3 KOTOPbIX 6bln BblaeneH eAUHCTBEHHbIA U30NAT (nOCGBbI KpOBM)

KnuHuyeckoe BacT/ALERT FN Plus, BacT/ALERT FN, noaTBepXxAeHHble CooOTHOLLEeHUe KonnyecTBa
onpeaenexHue noATBepXAeHHbIe NOoNoXUTenbHble NonoXuTenbHble pe3ynbTaTbl noATBePXAEHHbIX
pe3ynbTaTtbl NONOXUTeNbHbIX pe3ynbLTaToB*
3HaunMble 177 133 1,331
KoHTaMuHaHTbI 51 27 1,889
HewnaBecTHble 15 9 1,667
Bcero 243 169 1,438

* 146 (CTO COPOK LLECTb) M30NATOB ObINO BbISIBNEHO NPU UCNONb3oBaHUM kak donakoHoB BacT/ALERT FN Plus, Tak u donakoHoB BacT/ALERT FN; 97 usonsatoB —
TOIbKO Npu Ucnosnb3oBaHuy dnakoHoB BacT/ALERT FN Plus n 23 n3onsta — Tonbko npu ucrnonb3oBaHuu dnakoHoB BacT/ALERT FN. CooTHolleHune
KOnu4yecTBa NOATBEPXKAEHHbIX MOMNOXUTENbHbIX Pe3ynbTaToB Mo €AMHCTBEHHbIM n3onatam coctasuno 1,438 (243/169) ¢ 95 % OW (1,286, 1,590)7.

Ta6bnuua 5. Bce COOTBEeTCTBYyHOLlMe napbl, AaBLiMe HECKOJIbKO U30NATOB (I'IOCEBI:I KpOBVI)

KnuHuyeckoe BacT/ALERT FN Plus, BacT/ALERT FN, noarBepXxaeHHble CoOTHOLWEeHMe KonuyecTBa
onpepeneHue noATBepXAeHHbIe NOoNoXUTenbHble NonoXuTenbHble pe3ynbTaTbl noATBepPXAEHHbIX
pe3ynbTaTtbl NONOXUTENbHbIX pe3yrnbLTaToB*
3HaunmMble 25 17 1,471
KoHTaMuHaHTbI 2,333
HewnsBecTHble 3 2,333
Bcero 39 23 1,696

* 16 (WecTHaaUaTb) M30NATOB GbINO BbISIBNEHO NpUW UCMonb3oBaHUM kak dnakoHoB BacT/ALERT FN Plus, Tak u donakoHos BacT/ALERT FN; 23 nsonsta —
TONbKO Npu ucnonb3oBaHuun cnakoHoB BacT/ALERT FN Plus 1 7 n3onsitoB — Tonbko npu ucnonb3osaHum dnakoHoB BacT/ALERT FN. CooTHoweHve
KONNYeCTBa NOATBEPXKAEHHBIX MOMOXMUTENbHBIX PE3YNbTATOB MO MHOXECTBEHHLIM U30NATaM cocTasuno 1,696 (39/23) ¢ 95 % M (1,088, 2,304)’.

B paHHOM KknuHuM4eckoMm wuccnegoBaHum ans 2218 cootseTcTBYyOWMX nap dnakoHoB BacT/ALERT FN Plus u BacT/ALERT FN ans
BblJeneHns aHaapoboB 13 kpoBuM nocne 5 aHew MHKybaLuum Gbinm NonyyeHbl OTpuLUaTenbHble pe3ynbTaThl TecTa Ans 06omx TUNOoB IakoHoB.
[ns 63 n3 atux nap 6bin NpoBeAeH BbiCeB MaTepuana u3 ob6oux gpnakoHoOB, 1 B CEMM Cryyasix BbiSiBMEHbl NTIOXHOOTpULaTenbHble pe3ynbTaThl
ons obonx TMNoB (hriakoHOB; BbICEB MaTepuana Tonbko u3 cpnakoHoB BacT/ALERT FN Plus 6bin npoBegeH ans 848 nap, v BbISIBNEHO
YyeTblpe NOXHOOTpULAaTeNbHbIX pesynbTaTa; Ans 1307 nap ¢rnakoHOB BbICEBbI HE MPOBOAMNUCHL. Pe3ynbTaThl NpeAcTaBneHsl B Tabnuue 6.

Ta6bnuua 6. KonnyecTeBo noXxHooTpuuaTenbHbIX pe3ynbTaToB N0 COOTBETCTBYIOLWMM napam ¢nakoHOB Ans noceBa KPOBU Ha
aHa3pPoObl, KOTOPLIE ObINIM OTMEYEHLI CUCTEMON B XOAe TeCTa Kak oTpuuaTenbHble Ans o6oux ¢nakoHoB

BbiceB u3 ¢onakoHoB
BacT/ALERT FN Plus

BbiceB u3 chnakoHoB
BacT/ALERT FN

% noxHooTpuuaTenbHbIX
pe3ynbLTaToB AnA
BacT/ALERT FN Plus

% noxHooTpuuaTenbHbIX
pe3ynbLTaToB Ans
BacT/ALERT FN

Oa

Oa

11,1 (7/63)

11,1 (7/63)

Oa

Het

0,5 (4/848)

N3 aTux 7 nomoxuTenbHbIX pe3ynbTaToB Npu BbiCeBe B 2 crnyyasx ObiMu BbigeneHbl cTporme aapobbl (Acinetobacter baumannii
n Pseudomonas aeruginosa). ®nakoHbl BacT/ALERT FN Plus He npegHasHayeHbl Ans obHapyXeHus CTporvx aspoboB B KPOBU U APYIUX,
B HOpMe CTepUnbHbIX Bronornyecknx xuakocten. ObLas YyacToTa NoXHOOTpULATENbHBIX pe3ynbTaToB Ans dnakoHoB BacT/ALERT FN Plus
no pesynbTaTam BbICEBOB MaTepuana coctasuna 1,2 % (11/911), a npu ucknoveHnm ctpornx aspotos — 1,0 % (9/911).

CpaBHeH/e KonuyecTBa MUKPOOPraHM3MOB (YMCIIO M3OMATOB), BbIAENEHHbIX Mpy BbiceBe MaTepuana w3 cnakoHoB BacT/ALERT FN Plus
n BacT/ALERT FN, npegcraeneHo B Tabnuue 7.
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Ta6bnuua 7. CpaBHeHMe KonmyecTBa MMKpoopraHuamoB u3 ¢onakoHoB BacT/ALERT FN Plus u BacT/ALERT FN (uucno nsonsatos) —
nocesbl KPOBU

Fpynna BacT/ALERT FN Plus BacT/ALERT FN
AHaspobbl* 10 4
Enterobacteriaceae 50 43
Enterococcus spp. 28 19
Lpoxokn 0

[pyrve rpamoTpuuatenbHble 6aktepun 6 3
[pyrve rpamnonoxuTenbHble 6aktepun 9 6
KoarynasootpuuarenbHbin 93 53
Staphylococcus

Staphylococcus aureus 65 42
Streptococcus spp. 21 22

NMPUMEYAHMUE: B Tabnuuy n3onsaToB BXOAAT NOMUMUKPOBHbIE KyNbTypbl.

* B 9TOM KNMHUYECKOM MCCneaoBaHnM BblAeneHbl M30MnsAThl creayrwmnx aHasapobos. Bacteroides caccae (4), Bacteroides fragilis (2), Lactobacillus spp. (1),
Peptostreptococcus micros (1), Prevotella denticola (1), Propionibacterium acnes (1), Propionibacterium spp. (1)

Pe3ynbTaTbl KNIMHUYECKUX UCCIIeA0BaHUN (NOCeBbl CTEPUNbHbIX GMONOrNYeCKNX XUAKOCTEN)

B yeTbipex pasHbix ueHTpax B CLUA n KaHage 6Gblno npoBeneHO MHOMOLEHTPOBOE KIMHWYECKOE UCCIefoBaHWe, B KOTOPOM CpaBHMBanu
adppekTmBHOCTL hnakoHoB BacT/ALERT FN Plus n BacT/ALERT FN npu nccnegoBarHuy o6pasLoB CTEPUNbHBIX BMONOrNYECcKNX XUAKOCTEN.
Bcero 6bino nonyyeHo 339 napbl cdonakoHoB oT 310 B3pocnbix NAUMEHTOB C NOAO3PeHNEM Ha BakTepuanbHble UNKU OPOXKEBblE UHMEKL UK
CcTepurbHbIX Guonormyecknx Xuakocten. B mccnegoBaHuy ncnonb3oBanuch criegylowye TUnbl CTePUIbHbIX BUONMOrMYeckux >XUAKOCTEN:
pacTBop ANs MOCTOSIHHOro ambynaTtopHoro neputoHeanbHoro auanusa (MAIMQ), cnuHHomosroBas xwugkoctb (CMXK), nepuToHeanbHas
XMOKOCTb, MNMeBpanbHas XUOKOCTb W CUHOBMAmNbHasi XXWMOKOCTb. BbloeneHHble KMMHWYECKUMEe W30MATbl OTHOCWUMW K TPynne 3HayMMmblX,
KOHTaMWHaHTOB UM HEWM3BECTHBIX MO YCMOTPEHUIO LIEHTPOB, rAe NPOBOAWNOCH UCCNEA0BaHME.

B obLert crnoXHocTu 13 Bcex nap NOCEBOB CTEPUIbHBIX BUONMOrMYECKNX XUAKOCTEN Ha aHaapobbl, AaBLUMX MONOXUTENbHLIN pe3ynbTar, Obino
BblaeneHo 77 usonsatos. [Npu BbiceBe maTepuana us cnakoHos BacT/ALERT FN Plus nnn BacT/ALERT FN B 61 nape ¢nakoHoB 6bin
BblaeneH no kpanHen mepe oavH usonat. M3 50 nap dnakoHoB Obin BblAENeH oAuH M30MAT, U3 7 nap — ABa usonsta, u3 3 nap — Tpu
n3onata n u3 1 napbl — 4YeTbipe n3onsTta. Obwas Beibopka pe3ynbTaToB, NpMBEAEHHbIX B Tabnuue 8, BkoyaeT 77 U30NSTOB, BblAENEHHbIX
13 nap cnakoHoB, AaBLUMX MOMOXWUTENbHLIN pe3ynbTaT, U 278 nap ¢nakoHOB, AaBLUMX OoTpuuaTenbHbIA pesynbTtaTt (Bcero 355 pesynbrtart
Tecta). Mpu ucnonb3oBaHun cnakoHoB BacT/ALERT FN Plus 6bino BbisBNeHO B o6Llel CNOXHOCTM 72 u3onsta, B TO BPEMSsI Kak npwu
ncrnonb3oBaHun nakoHoB BacT/ALERT FN — 59 nsonstoB. YUTo KacaeTcsi 3HaYMMbIX M30MATOB, MNPWU  MCMONb30BaHUM hriakoHOB
BacT/ALERT FN Plus 6bino BbisiBneHo Bcero 52 mnsonata, a npu ucnonb3oBaHun dnakoHoB BacT/ALERT FN — 50 nsonsTos.
JloxxHONoONoOXMTENbHbLIX pe3ynbTaToB Ans matepuana n3 dgpnakoHoB BacT/ALERT FN Plus B uccnegoBaHHowm Bbibopke He 6bino (0/355).

B Tabnuue 8 cpaBHMBaOTCA pesynbTathl, nonyyeHHble ansa dnakoHoB BacT/ALERT FN Plus n BacT/ALERT FN npu noceBax cTepunbHbIX
Br1onorMvecknx XnMaKkocTen, KoTopble Npy BbiCEBE Aanv OAWH U HECKOSbKO U3OMATOB.

Ta6nuua 8. Bce napbl, AaBLUME OAUH UMU HECKOMNLKO U30MSITOB, B COBOKYMHOCTU (KyNbTYpbl CTEPUIIbHBLIX GUONOrnyeckmx
XugkocTemn)

BacT/:IIl.‘ERT FN % noaTBepPXAEHHbIX BacT/ALERT FN, % noaTBepPXAEHHbIX cf:;::;i:';e
KnuHuyeckoe noaTee ,EHHbIe NONOXUTENbHbIX noAaTBepPXAeHHbIe NONOXUTENbHbIX noaTee CHHBIX
onpeaeneHuve ATBEPKI pe3ynbTatoB BacT/ALERT FN| nonoxutenbHble (pe3ynbtatoB BacT/ALERT FN ATBEPXKA
NonoXuTenbHble NONOXUTENbHbIX
Plus B BbIGOpke pe3ynbTaTthbl B BblGOpKe "
pe3ynbTaThl pe3ynbTaToB
3HauNMble 52 14,6 (52/355) 50 14,1 (50/355) 1,040
KoHTaMuHaHTbI 12 3,4 (12/355) 2 0,6 (2/355) 6,000
HeusBecTHble 8 2,2 (8/355) 7 2,0 (7/355) 1,143
Bcero 72 20,3 (72/355) 59 16,6 (59/355) 1,220

* 54 (nATbAECHT YeTbipe) n3onsita Obino BbIABNEHO NPK UCNONb30oBaHWUK kak donakoHoB BacT/ALERT FN Plus, Tak n cdonakoHos BacT/ALERT FN; 18 usonsitoB —
TONbKO Npu ucnonb3oBaHun gpnakoHoB BacT/ALERT FN Plus n 5 nsonstoB — Tonbko npu ucnons3osaHun cnakoHos BacT/ALERT FN. CooTHowweHne
KONM4ecTBa NOATBEPXAEHHbIX MOMOXUTENbHBLIX Pe3yNbTaToB No BceM ndonatam coctasuno 1,220 (72/59) ¢ 95 %-Hbim IV (1,044, 1,396)7.
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B Tabnuue 9 npuBoasTcsa AaHHblE NO MUHMMAarbHbIM 06beMam 06pasLoB, AOCTUIHYTLIM B KIIMHUYECKOM MCCregoBaHUM aHaspobHbIX KynbTyp
CTepUIbHbIX BUONMOrMYECKNX KUAKOCTEN.

Ta6bnuua 9. HomyHanbHbIN 06BEM (MI1) 0Opa3LIOB CTepUIbHBIX GUuonornyecknx xuakocrten, onakorHbl BacT/ALERT FN Plus —
NONOXMUTENbHbIN pe3ynbTaTt TecTa

Kon-Bo nonoxutenbHbIX MuHMManbHbIM 06Bbem obpa3sua

Tun obpasua O6uwee kon-Bo o6pasuoB

pe3ynbTaToB (mn)
PacTtBop Ans NocTosiHHOro
ambynaTopHoro 75 29 1.0
nepuToHeasnbHoro
avanusa
CMX 24 2 0,1
MeputoHeanbHas 106 16 0,3
XKUAKOCTb
MneBpanbHas XnaKocTb 93 22 0,5
CurHoBManbHas XuakocTb 41 10 0,2
Bcero 339 72 -

B pgaHHOM knuHuyeckom nccnegoBaHum ans 277 nap dnakoHoB BacT/ALERT FN Plus n BacT/ALERT FN nocne 5 gHeit uHky6auum 6binm
nony4YeHbl oTpulaTenbHble pesynbTaTel TecTa Ansg obounx Tmnos cdnakoHos. [4na 166 u3 atnx nap 66N npoBeAeH BbICEB MaTepuana u3 obomx
dnakoHOB, NPV 3TOM NMOXHOOTpULATENbHbIE pe3ynbTaThl Obiny BbisiBreHbl B 11 cnyyvasx kak anst onakoHoB BacT/ALERT FN Plus, Tak n gns
cnakoHoB BacT/ALERT FN. BeiceB maTtepuana Ttonbko u3 cnakoHoB BacT/ALERT FN Plus 6bin npoBeneH ans 111 nap, npu atom
NOXHOOTpULAaTENbHBIX Pe3ynbTaToB He BbisiBeHO. Pe3ynbTaThl npeacTasneHs! B Tabnuvue 10.

Ta6bnuua 10. KonuyecTBO NoXHooTpuUaTenbHbIX pe3ynbTaToB MO Napam NOoceBOB CTePUNbHbIX GMONOrMYecKnX XuaKocTen Ha
aHa3pobbl, KOTOpble ObINM OTMEYeHbl CUCTEMOW B X04e TecTa Kak oTpuuaTtenbHble Ans o6omx pnakoHoB

BLices n3 ('b.l'laKOHOB BLices u3 q).l'laKOHOB % NOXHOOTpuuaTesnibHbIX % JNTOXKHOOTpUUaTeNbHbIX
pe3ynbTaToB AnA pe3ynbTaToB Ans
BacT/ALERT FN Plus BacT/ALERT FN BacT/ALERT FN Plus BacT/ALERT FN
[la fa 6,6 (11/166)" 6,6 (11/166)°
Oa Het 0,0 (0/111) -

* M3 aTnx 11 nonoxuTenbHbIX pe3ynbTaToB BbiceBa B 8 crnyvasx Obinu BbiaeneHsl cTporve aspobbl: Acinetobacter baumannii (2), Candida albicans (1), Candida
parapsilosis (2), Cryptococcus neoformans (1), Micrococcus spp. (1), Pseudomonas aeruginosa (1).

NMPUMEYAHMUE: ®nakoHbl BacT/ALERT FN Plus He npegHa3HayeHbl Ansi o6HapyeHus CTporux aapoboB B KPOBU M APYriX, B HOPME CTEPUITbHbIX
BUONOTrNYECKNX XUAKOCTEN.

O6wasn yacTota NoxHooTpuuaTenbHbIX pe3ynbTaToB Ansa dnakoHoB BacT/ALERT FN Plus Ha ocHoBaHMM BbiCEBOB MaTepuana cocTaBuna
4,0 % (11/277), a npun ncknoveHun ctpormx aspobos — 1,1 % (3/277).

CpaBHeHWe KonmnyectBa MUKPOOPraHM3MoB (Y4MCMO M30MNSATOB), BblAENEHHbIX NpU BbiceBe maTtepuana u3 dnakoHoB BacT/ALERT FN Plus
n BacT/ALERT FN, npeacraeneHo B Tabnuue 11.

Ta6bnuua 11. CpaBHeHue konuyecTBa MUKpoopraHuamoB U3 conakoHoB BacT/ALERT FN Plus un BacT/ALERT FN (uucno usonsitoB) —
KyNbTYpbl CTepPUNbHLIX GMONOrMYecKUX XuaKkocTemn

F'pynna BacT/ALERT FN Plus BacT/ALERT FN
AHaspobbl* 6 6
Enterobacteriaceae 9 8
Enterococcus spp. 14 11
Lpoxokn 4 2
[pyrue rpamoTpuuatensHble baktepun 2 1
[pyrue rpaMmnonoxutensHole 6akTepun 1 0
KoarynasootpuuarenbHbin 19 16
Staphylococcus

Staphylococcus aureus 9 9
Streptococcus spp. 8 6

NMPUMEYAHMUE: B Tabnuuy M30MnaToB BXOAAT NONMUMUKPOOHbIE KyNbTypbl.

* B 9TOM KIMHMYECKOM UCCNeAoBaHMY BblAeneHbl crieaytolmne aHaapobbl. Bacteroides fragilis (2: 1 Tonbko 13 dpnakoHos BacT/ALERT FN; 1 n3 conakoHoB
BacT/ALERT FN Plus n BacT/ALERT FN), Clostridium ramosum (1 n3 conakoHoB BacT/ALERT FN Plus n BacT/ALERT FN), Clostridium spp. (1 n3 donakoHoB
BacT/ALERT FN Plus n BacT/ALERT FN), Prevotella loescheii (1 n3 donakoHos BacT/ALERT FN Plus n BacT/ALERT FN), Prevotella melaninogenica (1 Tonbko
13 cpnakoHoB BacT/ALERT FN Plus), Veillonella spp. (1 n3 donakoHos BacT/ALERT FN Plus n BacT/ALERT FN).

KoHTponb kavecTBa B XO4e KMMHWMYECKOro MCCrefoBaHUs NpoBoAuicst Ans Bcex 3 mukpoopraHuamoB (Bacteroides fragilis, Bacteroides
vulgatus wn Clostridium perfringens), koTopble ObinMM MPUrOTOBMEHbLI ANA NMOCEBa NyTeM MocCneoBaTeNbHbIX Pa3BeAEeHUn U MocesiHbl BO
dnakoHbl BacT/ALERT FN Plus B konunyectee 100 KOE/dnakoH ¢ npuemnembim avanasoHom 30-300 KOE/dnakoH. B uenom pesynbtaThbl
KOHTpOns kayecTBa Obinu pacueHeHbl Kak yaoBneTBopuTenbHble. Cnyyaun, koraa pesynbTaTbl KOHTPONSA KayecTBa Oblny HenpuemnembimMu,
CBSI3aHbl C TeXHUYeckMMu owmnbkamm (Hanpvmep, He BHeceHa [AobaBka, CMAMLWIKOM Manoe WAW CrAMLIKOM OO0nbLioe YMCIO KOJOHMUA,
MCMoNb30BaHMe HenpaBuIbHOTO pacTBopuTensi, He Obim u3MeHeH cTaTyc dakoHa nocrne MONOXUTENbHOro curHana oOT CUCTEMbI
1 MONOXWUTENBHOrO pesynbTata BbiCEBA, HE UCMOMNb30BaNuCh NPeaBapuUTENbHO BOCCTAHOBIEHHAs cpeda unm peareHTbl). [TOBTOpHbIE TECTbI
AaBanu npuemnemble pesynbTaTbl.
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OTcpoyeHHas 3arpy3ka

B tabnuue 12 npeacrtaeneHbl pesynbTaTbl MCCrefoBaHU noceBoB 6 BUOOB MukpoopraHuamoB (Staphylococcus aureus, Escherichia coli,
Streptococcus pneumoniae, Enterococcus faecium, Bacteroides fragilis w Clostridium perfringens) B LeneBol KOHUeHTpauuu
100 KOE/cbnakoH (npu pgonyctumom pguanaszoHe 30-300 KOE/cnakoH), BbINOMHEHHbIX B Tpex ueHTpax. PakTuyeckoe KOnMyecTBo
MUKpoopraHmamoB coctaBuno 41-253 KOE/dnakoH. Bce chnakoHbl 6binM NpoTecTMpoBaHbl C KPOBLIO Noaen-400pOBONbLEB U XpaHUIUCH
npu onpefeneHHon TemnepaType OnpeferieHHoe Bpems nepen 3arpy3ko B aHanusatop BacT/ALERT 3D. [lons BbiceBaemocTu
COOTBETCTBYET (prniakoHaM C MOSNOXUTENBHLIMU pe3yrnbTaTamu, onpeaeneHHbIMU aHann3aTopoMm, U3 KOTOpPbIX Npu BbiceBe Gbin Nony4eH poct
KONOHUI ¢ MOpdONorMent COOTBETCTBYIOLLEN MOCEAHHOMY MUKPOOPraHn3my.

Ta6nuua 12. OTcpoyeHHas 3arpy3ka

BpeMﬂ A0 noJsiy4yeHUA NoNToXKUTesribHOro curHana
5 TeMnepaTypa BpeMﬂ , C MOMéeHTa noceBa

BooAMMAIA 00PAEL | ykybauun (\C) | xpanenun (4) | B e anang anamon & waCaX)

CpenHee IvnanasoH

KoHTponb Be3s 3apepxku 100,0 (89/89) 15,9 9,5-52,8

2-8 48 100,0 (65/65) 63,3 50,1-90,4

TecToBble dnakoHsl, 20-25 24 100,0 (62/62) 34,7 26,0-79,2

ﬁ;‘::: PLie fiponsSeAcH 20-25 36 100,0 (62/62) 43,6 38,0-78,6

35-37 8 100,0 (72/72) 17,7 10,0-53,4

35-37 24 80,0 (64/80)* 28,6 26,0-52,3

g:f:'p"f;:""""'e Bce ycrosust 0,0 (0/51) - -

* OCTOPOXHO: ®nakoHbl Ans KyNbTUBUPOBaHUSA, XpaHuBLLUMecs npu 35-37 °C B TevyeHne 24 4 unu ponblue nepep 3arpy3kon B CUCTEMY, MOTYT He
AaBaTb NOJIOXKUTENbLHOro cUrHana u Tpe6yloT BbiceBa.

Mpeun3nNOHHOCTL B YCNOBUSAX OQHOW naopatopum (NOBTOPAEMOCTb)

HaHHble B Tabnuue 13 npeactaBnsAlT pesynbTaTbl BHYTPEHHUX WCCNeOOoBaHUM MOCEBOB, KOTOpble NPOBOAWNWUCL B TeyeHue 12 aHewn
HeCKOMbKMMUW onepaTopamu C UCMOoMb30BaHNEM HECKOMNbKUX aHanusaTopoB. MukpoopraHuambl BelpaluyMBanuce npu gobaBneHnun KnmHUYeckun
3HaAYNMBIX KOHLIEHTPaLMA NPOTMBOMUKPOOHBIX NpenapaTos, K KOTOPbIM OHW YyBCTBUTEMbHLI. B JaHHOM MccneaoBaHUM BbiCeB Matepuana us
dnakoHoB BacT/ALERT FN Plus npoBoauncst kak MUHUMYM Yepe3 24 4 nocne Toro, Kak cuctema 3apernctpvposarna pocTt Bo chnakoHe. bbino
BbINONHEHO He MeHee 108 NOBTOPEHWIN TECTOB ANSA KaX4oro CoMeTaHWst MUKpoopraHMamMa u NpoTMBOMMKPOGHOro npenapaTa.

Ta6nuua 13. Npeun3MoHHOCTb B YCIIOBUSAX OAHOW nabopaTtopuu (NOBTOPAEMOCTb)

KOHLIeHTpaLIVIﬂ BpeMﬂ AO nony4yeHus
BBoaumbI o6pasey NnoceBHOro % BblaeneHus MOSIOXUTENbLHOro CUrHana
maTepuana, (4acobi)
MwukpoopraHusm HPOTMHBPZ“::';’;:GH"M KJ:E;?:::::;‘ I'Iael'ruﬂ I'Ia;;wm na%TVISI Bcero CpenHee Ownana3oH
B. fragilis WmunneHem 136-406 100,0 100,0 100,0 100,0 36,9 30,2-55,2
C. perfringens BaHkomuuumH 75-204 100,0 94,4 100,0 98,2 14,5 11,1-22,0
S. aureus OkcaumnnnuH 94-158 100,0 100,0 100,0 100,0 17,7 15,1-24,3
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BocnpoussogumocTtb

OaHHble B Tabnuue 14 npenctaBnsioT pe3ynbTaThl UCCNEQOBaHUA MOCEBOB, NPOBEAEHHbIX B Tpex LeHTpax. B kaxgom ueHTpe 6bino
BbIMONHEHO 144 MOBTOpEHUst TecTa B TeyeHue 3 OHel C yyacTMeM He MeHee [BYyX OrnepatopoB Ha OAUH LeHTp. BocnpowussoammocTb
OoLeHMBanacb Ons Kaxgoro M3 BOCbMM MUKpOOpraHuamoB. [ns ogHOro MukpoopraHuama (S. pneumoniae) KynbTypbl FOTOBUAM MyTeEM
nocrefoBaTenbHbIX pasBedeHuid, AN ocTanbHbIX CEMUW — C WUCMonb3oBaHMeM obpasuoB BioBall®. S. pneumoniae 6binn nocesiHbl BO
dnakoHbl BacT/ALERT FN Plus B koHueHTpauun 100 KOE/dnakoH ¢ npuemnembiM guanasoHom 30-300 KOE/¢nakoH, a ocTtanbHble ceMb
MMWKPOOPraHMamoB — B KoHUeHTpaumn 1-17 KOE/dnakoH. daktuyeckasi KOHUEHTpauusi MukpoopraHmamoB coctasuna 5-500 KOE/gnakoH
ona gmnanasoHa 30-300 KOE/dnakoH u 1-270 KOE/cdnakoH ansa guwanasoHa 1-17 KOE/cdbnakoH. [dons BbiCEBAaeMOCTU COOTBETCTBYET
pnakoHaM C MONOXWUTENbHLIMU pe3yfbTaTamu, onpeAerneHHbIMU NPUGOPOM, M3 KOTOPbLIX NPU OKpalmBaHuuM Mo [pamy/BbiceBe nornyyeH
pesynbTaT, COOTBETCTBYHOLLUIA NOCESSHHOMY OpraH13My.

Ta6nuua 14. BocnpoussogMmocTb

BpeMﬂ AO nony4yeHus OwvanasoH
BeoauMbIii % BblAeneHus nono:;lvrl:"zj;:rioro nlg"::';:‘;‘;'o
o6pasey (4achbi) maTepuana
Uentp 1 LeHTp 2 Uentp 3 Bcero CpepHee | Ovanason | (KOE/dnakoH)
S. aureus 96,3 % (26/27) 79,2 % (19/24) 100,0 % (33/33) 92,9 % (78/84) 20,2 18,5-35,7 2-12
E. coli 100,0 % (18/18) 79,2 % (19/24) 100,0 % (33/33) 93,3 % (70/75) 12,8 11,4-20,8 2-11
E. faecalis 100,0 % (30/30) 83,3 % (20/24) 97,0 % (32/33) 94,3 % (82/87) 24,6 17,9-30,4 2-15
C. perfringens 100,0 % (18/18) 96,8 % (61/63) 100,0 % (30/30) 98,2 % (109/111) 12,2 10,2-17,3 <1-122
E. aerogenes 90,0 % (27/30) 75,0 % (18/24) 90,5 % (38/42) 86,5 % (83/96) 14,6 11,9-16,7 1-270*
L. monocytogenes | 100,0 % (21/21) 100,0 % (24124) 100,0 % (33/33) | 100,0 % (78/78) 22,8 20,6-37,0 113
S. enterica 100,0 % (24/24) 79,2 % (19/24) 100,0 % (30/30) 93,6 % (73/78) 13,3 12,4-14,4 1-16
S. pneumoniae 100,0 % (30/30) 100,0 % (36/36) 100,0 % (18/18) 100,0 % (84/84) 17,5 13,3-23,1 5-500
98,0 % (194/198) | 88,9 % (216/243) | 98,0 % (247/252) | 94,8 % (657/693)
Bcero 95 %-HbIi ON: 95 %-HbIi QN 95 %-Hbii ON: 95 %-Hbii ON: -
94,9 %, 99,5 % 84,3 %, 92,6 % 95,4 %, 99,4 % 92,9 %, 96,3 %

* MopcyeT KonnyecTBa MMKPOOPraHM3MOB Ha Yalukax [eTpu npu KoHLEeHTpaummu noceBHoro matepuana 270 KOE/cbnakoH npoBoannu ¢ UCnosib30BaHWEM
nocnepoBaTesibHbIX pasBefeHni KynbTypbl.

OTW AaHHble BKIOYAIOT MOBTOPHbIE TECTbl, BbIMOSHSABLUMECH BCMEACTBME TEXHWYECKMX OLMOOK B OTAENbHO B3ATOM LieHTpe (Hanpumep,
KOHTaMyHauusi nakoHOB UMW peareHToB, CAMLLKOM Manoe Wi CIMLWKOM B60sbLIoe KONMYECTBO KOSIOHWI, He Bbin n3MeHeH cTtaTyc dnakoHa
rocrne MnonoXWTenNbHOro curHana oT CUCTEMbl U MOMOXUTENbHOTO pesynbTaTta BbiceBa). [laHHble, U3 KOTOPbIX MCKMoYeHbl nabopaTopHble
owmbkn, AemoHcTpupyoT 100-NpoLeHTHY0 BbiceBaeMOCTb, 3a UCKMoYeHneM E. aerogenes — 4acToTa BbIAENeHUs 3TOro MUKPOOPraHuama
(cymmapHas ans scex LeHTpoB) coctasuna 96,3 %.
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OrPAHUYEHHAA FTAPAHTUA

KomnaHus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTuku
[aHHOrO M3[enns COOTBETCTBYIOT YKasaHHOMY NpeayCMOTPEHHOMY
Ha3HaYeHUo B TEYEHME BCEro Cpoka 3KCMnriyaTauuu npu ycrosuu,
YTo CTporo cobnogeHbl Bce npoueadypbl MO WUCMOMb30BaHMIO,
XpaHeHuto n obpaboTke M Mepbl Ge30MacHOCTW, kak Mogpo6HO
N3MOXeHO B UHCTPYKLUMSX MO IKCnyaTauuu.

3a 1CKNoYeHNEM BbilLeyka3aHHbIX cry4YaeB, koMnaHus bioMérieux
He [aeT HUKaKUX rapaHTui, B TOM 4ucre, nogpasyMeBaeMbiX
rapaHTUn TOBAapHOTrO KayecTBa W rapaHTUA  COOTBETCTBUS
npegnonaraeMoMy  WUCMOMb3OBaHWIO, W He [aeT  HUKaKuX
0bsa3aTensCTB, B TOM yucne, ABHO BbIPAXXEHHbIX,
nogpasymeBaembIX UM KOCBEHHbLIX, B OTHOLLEHUW UCMOMb30BaHNS
Kakoro-nmbo peareHTa, nporpamMMHoro obecneveHus, npubopa
N pacxofHbIx mMaTepuanos (ganee — «Cucrtema»), OTIMYHOMO OT
YKa3aHHOro B MHCTPYKLMSAX MO 3KCnnyaTauuu.

OONONHUTENbHAA MHOOPMALUA
bioMérieux
BacT/ALERT FN Plus

100 w./yn. 410852

[Ons nonyyeHus TexHudeckon nogaepxku B CLUA obpawantech
B CMyOy TexHuyecko noAAepXKku komnauum bioMérieux no
TenecoHy 1-800-682-2666. 3a npegenamu CLUA cBskutechb
C MECTHbIM npeacTasuTenem KomnaHumn bioMérieux.

TABJIMLIA CUMBOJIOB N OBO3HAYEHUN

CumBon O6o3Ha4yeHue

REF Homep no katanory

OdomumanbHbIi U3roToBUTENb

[aTa u3rotoBneHus

TemnepaTypHbI AnanasoH

Wcnonb3oBaTtb 40

PO E3E

=
-

0 Kop naptum

O6paTtnTeCh K MHCTPYKLMM NO NPUMEHEHUNIO

CofepXrMoro 4OCTaToOuHO A <N>-KONM4ecTsa
TECTOB

YnonHomoueHHbIN NpeacTaBuTens B EBponerickom
cooblLuecTse

jes

—
—

Beepx

<
o

MepaguuuHckoe nsaenve Ans AnarHoCTUKK in vitro

3anpet Ha MOBTOPHOE WCMONb30BaHVe

Bes natekca

Tonbko ans CLA. OctopoxHo: CornacHo
enepansHomy 3akoHy CLUA naHHoe nanenve
[0MyckaeTcs K Npoaaxe TONbKO NULEH3NPOBaHHLIM
Bpayam unv no ux 3akasy.

YpoBeHb 3anonHeHns

A

Bknagbllw B yNakoBKy C MHCTPYKLUMEN NO MPUMEHEHMIO HaxoamTcs
B Habope, NMMBO ero MOXHO 3arpy3uTb ¢ canTa
www.biomerieux.com/techlib
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NCTOPUA NEPECMOTPOB
B atom pasgene cogepxutca 0630p U3MEHEHWI, BHECEHHbIX B MHCTPYKLIMIO NO nNpuMmeHeHuto donakoHos BacT/ALERT FN Plus.

[arta N .
Homep Bepcun Tun usmeHeHun 0630p U3MeHeHun
nepecmoTpa
2017-11 043785-01 N3meHeHne B pasgen «C6op n noarotoBka o6pasuoB» 06aBNEeHO NpUMeEYaHne OTHOCUTENBHO
/9314506 H cofepaHus: 3TUKETKM chnakoHa c MHopMaLmen 0 HanoMHEeHNN.
AamuHuctpaTmeHble | Paspen «Tabnuua cuMBonoB n 0603Ha4YeHUIN» OGHOBMEH C Lienbio BHECEHWST HOBbIX
N3MEHEHWS: CMMBOIOB MPOAYKLMN.
2016-04 9309504 D M3meHeHne PeareHTbl
coaepxaHus: - O6HOBREHNE MHGOPMaLWKM O cocTaBe
- PasbsicHeHve Mo AaTte UCTe4YeHns cpoka rogHoCTU
B pasgen «C6op n noarotoBka obpasuoB» fo6aBneHo npegynpexaeHne
OTHOCUTENbHO AaBrieHUst BO priakoHe.
B pasgen «KoHTponb kavyecTBa» fobaBneHo npeaynpexaeHne otHocutensHo JINC
1 COKpaLLeHHbIX 0603Ha4YeHU TMNOB (O1aKoOHOB.
[lobaBneHo npeaynpexaeHne «TOMbKO Mo peLenTy» 1 cuMBon Ans knueHtos B CLUA
AamuHucTpaTvBHble | B pasgen «OrpaHuveHHasi rapaHTusA» Jo6aBneHbl METOANYECKUE PEKOMEeHaaLMN
M3MEHEHMs: Pasnen «Ta6nuua cMMBONOB U 0603Ha4YeHUN» OBGHOBIEH C LIENbio BHECEHUS HOBbIX
CMMBOINOB NMPOAYKLMN.
2013-04 9305049 C N3meHeHne B paspenax «C6op u noarotoBka o6pasuoB», «Oxuaaemble pe3ynbTaTbly,
coaepxaHus: «HewnTpanusauusa npoTMBOMUKPOGHBLIX NpenapaToBy», «Pabouyne xapakTepucTuku
TecTa» NEPECMOTPEHHBIN TEKCT BKIOYAET AOMNONHUTENBHYIO MHOPMALIMIO MO
XapaKTepucTukam npoaykTa, OCHOBaHHYI0 Ha [aHHbIX KMMHUYECKUX UCCrenoBaHui.
B pasgen «OrpaHuyeHus metoaa» nocrne oueHkn FDA go6asneHbl nyHkTb! 2, 8 n 9.
AamuHucTpaTvBHble | W3 pasgena «PeareHTbI» TEKCT O NpefynpexaeHusix nepeHeceH B pasgen
N3MEHEHWS: «OrpaHuyeHusi Metogan.

NMPUMEYAHMUE: He3HauuTenbHble TUNnorpad)ckue, rpammMaTuyeckme U3MeHeHUs U U3aMeHeHusi B popMaTUpoOBaHMM B UCTOPUIO NePecMOTPOB He

BKJTHOY€EHbI.

Kateropuu TMnoB nameHeHum:

- KoppekTypa — vicnpasneHue omboK B JOKyMEHTaLMM.

- WN3meHeHune copepkaHMsi — BHECEHME HOBbIX Y M3MEHEHHbIX (OBGHOBMEHHbIX) AaHHbIX N0 HA3HAYEHMIO U AKCTNyaTaLMOHHLIM XapakTEPUCTMKaM NPOLYKLN.

- AAMMHUCTpaATUBHbIE U3MEHEHUS1 — BBEAEHNE U3MEHEHUI HETEXHUYECKOrO XapakTepa, 3acnyXvBatoLWwmnx BHUMaHUA nonb3osarens.

D.J'IFI nony4vyeHusa TEXHNYECKOMN KOHCYynbTauun 1 noaaepxku npocn:6a oﬁpamaTbcq K YNONTHOMOYEeHHOMY NpeACcTaBUTEN0 NPONU3BOAUTENA Ha TeppUTOpUnN

Poccunckon ®epepaumnm:
000 «6noMepbe Pyc»

Apnpec: Poccust, 115230, Mocksa, 1-bii HaraTuHckuin npoeag, 4. 10, ctp. 1

Ten./cakc: +7 (495) 221 10 79

TenedoH ropsyen nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

BebG-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWsi NO6OYHbIX AEACTBUIA, HE YKa3aHHbIX B MHCTPYKLMM NO MPUMEHEHMIO UN PYKOBOACTBE MO JKCMyaTauum MEAULIMHCKOTO U3aenus,
HexenaTerbHbIX peakLumii Npy ero NpYMeHeHUn, 0COGEHHOCTEN B3aMMOAEWCTBIUS MEAULIMHCKIX U3AENuii Mexay coboi, (pakToB n 06CTOATENBCTB,
CO3/aloLLMX Yrpo3y XU3HW 1 3A0POBbIO rPaXaaH M MeANLMHCKMX PabOTHUKOB NPW NPUMEHEHUM 1 3KCTNnyaTaumm MeauUMHCKUX n3aenui, Heobxoanmo
HanpaBuTb coobLeHne, codepallee yKka3aHHble cBefeHust, B PefeparnbHyto cnyxby no Hag3opy B cdepe 30paBoOXpaHeHUs B COOTBETCTBUM C

[AEeNCTBYIOLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, rony6on norotun, BacT/ALERT, BioBall u FAN siBnsitoTcst uIcnonb3yembiMuy, 3apervucTpupoBaHHbIMU W/UM HAaXoA4sLWMMUCS B NpoLiecce
pervcTpaumm ToBapHbIMU 3HaKaMu, NpUHaAnexaLumMm komnasum bioMérieux, oQHON U3 AOYEPHUX UMM BXOOSALLMX B €€ rpynny KOMNaHuin.

OTOT NpoayKT MOXET ObITb 3aLUMLLEH OAHUM UM HECKONbKMMM NaTeHTamu; cM. http://www.biomerieux-usa.com/patents.

ToBapHbI 3HaK 1 ToBapHoe nmst ATCC, a Takke nobble Homepa no katanory ATCC — ToBapHble 3Haku koMmnanum American Type Culture Collection.
CLSI siBnsieTcst 3aperncTpupoBaHHbIM TOBapHbIM 3HakoM, npuHagnexatyum Clinical and Laboratory Standards Institute, Inc.

[pyrue Ha3BaHUs ¥ TOBapHble 3HAKW NPUHAANEXaT UX 3aKOHHbIM BriagenbLam.
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BacT/ALERT PF Plus

HA3HAYEHUE

BacT/ALERT PF Plus — ®nakoHbl neanatpuyeckue BacT/ALERT PF
Plus co cpepon n agcopbeHToM ANs BbliAeNeHNss MMKPOOPraHN3MOB
M3 KPOBU U CTEpUIbHbIX OMOMOrMyeckux >XWAKOCTEN (panee no
TekcTy dnakoHbl BacT/ALERT PF Plus) wcnone3yTtcs c
aHanusatopamu KynbTyp KPOBU U MUKODaKTEpPUi aBTOMaTUYECKUMM
BaKkTepmnonornyeckumm cemencTesamm BacT/ALERT ons
Ka4YeCTBEHHOTO OOHapyXeHuss U  BbIAENEHUs adpobHbIX WU
akynbTaTMBHO aHadPObOHbIX MWKpoOpraHnsmoB (bakTepuin 1
OPOXOKEBbBIX TPUOOB) N3 KPOBU.

KPATKOE OMNMUCAHUE

AHanusaTopbl KynbTyp KpoBWM W MWKODaKTepwii aBTOMaTuyeckue
Gaktepuonorndeckne  cemenictea BacT/ALERT  (no  Tekcty
aHanusatopbl KynbTyp KpoBu BacT/ALERT, cuctema oGHapyxeHus
MukpoopraHmamoB BacT/ALERT, aHanusaTop BacT/ALERT, cuctema
BacT/ALERT, aHanu3aTop, cuctema) WCNOmMb3yloTcs  Ansi
0oBOHapyXeHNs MWKPOOPraHM3mMoB B KPOBW, B3ATOW Yy nauueHTa
C nopospeHuem Ha 6Gaktepmemuio unm dyHremmio. AHanusatop
BacT/ALERT B coyeTaHuu ¢ chnakoHamu ANsi KynbTUBUMPOBaHWS
npeacTaBnseT cobon kak cuctemy obHapyXeHUst MUKPOOPraHN3MoB,
Tak U cpepy C nuTatenbHbIMA W aTMOCKHEPHLIMUA  YCIOBUSIMM,
NOAXOAALLMMM A1 MUKPOOPraHN3MOB, KOTOPble HYacTo BCTpeYatoTCs
B kpoBu. C nomouwbtio cnakoHoB BacT/ALERT PF Plus moxHO
0BHapyX1Tb MUKPOOPraHW3Mbl, €cnm AoCTyneH Hebombluoi obbem
kpoeu. dPnakoH BacT/ALERT PF Plus, B KOTOpbI NpeaBapuUTesisHO
npoussoamTcs noces obpasua, MomelaeTcsi B aHanusaTop, rae
OCYLLEECTBMNAETCA KYNbTUBMPOBAHNE W HEMNPEpbIBHLIA MOHUTOPUHT
Hanmumsi pocta MUKPOOPraHM3MOoB BO chriakoHe.

NMPUMEYAHMUE: Ecnm He yka3aHO WHOe, MpefocTaBrieHHas
MHGOPMaLUns OTHOCUTCS KO BCEM KOH(UrypauusiM CUCTEMbI
obHapyxeHus MmukpoopraHnamos BacT/ALERT.

NMPUHUUN METOOA

B ocHoBe paboTbl aHanusatopa kynbTyp kpoBu BacT/ALERT nexwut
MCMOMb30BaHME KONIOPUMETPUYECKOrO AaTymka U CBETOOTPaXeHUs
ONA perucTpaummn Hamuuma U HakonneHus yrrekucnoro rasa (CO2)
B nuTatenbHoW cpege. Ecnn B aHanusupyemom  obpasue
MPUCYTCTBYIOT ~ MWKPOOPraHuMambl, TO B  fpouecce  pocTta
1 yTunu3auum cybcTpaToB nMTaTenbHOM cpedbl OHM BblpabaTbiBaloT
yrneKkvcnbIn ras. Mop fencTeuem BblpabaTbiBaeMoro
MUKPOOpraHu3Mammu YrneK1cnoro rasa (CO2) uget
rasonpoHWLIaeMoro faTtyvka, BCTPOEHHOro B AHO Kaxaoro chnakoHa
ONs KyNbTYBMPOBaHWSA, MEHSIETCS C 3eneHo-ronyboro Ha xenTtbin.1 B
pesynbTaTe OCBETNEHWs JaTuMka KO3(MULMEHT  OTpaxeHusi
noBbILLaeTcs. MOHUTOPUHI W perncTpaums OoTpaeHus dnakoHa
nNpoun3BOANTCH aHanM3aTopom kaxable 10 MUHyT.

PEATEHTbI
Lns anarHocTuku in vitro.
OCTOPOXHO! C o6pasuamu 1 conakoHaMu, B KOTOpble

npousBefieH Noces, criedyeT o6palaTbcsl Kak ¢ NOTeHUManbLHo
MH(pEeKLUMOHHbIMU MaTepuanamu. Bee pnakoHbl, B koTopble 6bin
npousBeZieH Noces, UMbl Ans cbopa o6pas3LoB U cucTeMbl Ans
B3ATUSI KPOBM cnepyeT obe33apaxuBaTb B COOTBETCTBUU C
npoueaypon, UCNONbL3YyeMON B BalleM yupexaeHum.

dnako BacT/ALERT PF Plus (uBeToBasi koaupoBKa: xentas) —
¢nakoHbl  BacT/ALERT PF  Plus, npegHa3HayeHHble Anist
OOHOKpPAaTHOro  MCMonb3oBaHus, cogepxar 30 M KOMMIEKCHOW
nuTaTenbHon cpeabl 1 21,6 1 agcopbupyOLLMX NONMUMEPHBIX rpaHyn.
Ha MOMEHT u3roToBneHWs nuTaTenbHasl cpeda CocTouT U3
CneayrLwmx KOMMOHEHTOB: COYETaHWe NEenTOHOB/GMONOrMYecKMX
akcTpakToB (21,85 % macca/obbem), aHTukoarynsHtoB (20,083 %
Macca/obbem), BUTaMMHOB U  amuHokucnoT (20,00145 %
macca/obbemM), WCTOYHWMKOB yrnepoaa (20,45 % Bec/obbem),

cnepoBbix BellecTB (20,0005 % Bec/obbem). dnakoHbl copaepxat
paspexeHHyto aTtMmoccepy, coctosiwyto u3 Nz, Oz u COa.
KonnyecTBeHHbI/Ka4eCTBEHHbI  cOCTaB  cpedbl MOXeT  ObiTb
MoaUULMPOBaH ANst AOCTVXKEHNUST HEOOX0AUMBIX (OYHKLMOHAMNBbHBLIX
XapaKTepuUCTUK.

OCTOPOXHO! ®nakoHbl BacT/ALERT wu3rotoBneHbl u3
nonukapb6oHaTta. HekoTopble Ae3nHdUuMpylOWwMe cpeacTea
Henb3s UCMNONb30BaTb HAa MONMKapPGOHAaTHbLIX NOBEPXHOCTAX,
TaKk Kak OHW MOFyT BbI3BaTb MnoBpexaeHue ¢IIakoHOB.
MpoBepbTe, coBMmecTUMO nu Ae3nHdUuMpylowee cpeacTBO
Cc nonukap6oHaTom, mepea TeM Kak ucnonb3oBaTb ero Ans
ae3nHdekuum nosepxHocTen dpnakoHoB BacT/ALERT.

OCTOPOXHO! nNpu kynbTuBMpoBaHMM BO nakoHax
BacT/ALERT PF Plus o6pa3uoB KpoBM O4YeHb Marnoro o6sLema
(0,5 Mn unu meHee) Tpebyetcs AoGaBneHue B NuTaTesibHYHO
cpeaoy KpoBW, Hanpumep ctepunbHou aedubpuHUpOBaHHOM
nowapuHon kpoBu (10,0 % o6bem/o6beM) ANsA nopaepkaHUs
pocTa, oco6eHHO ans BblgeneHus NPUXOTNUBBLIX
MUKpOOpraHMaMoB, Takux kak Haemophilus influenzae,
Streptococcus pneumoniae u Neisseria gonorrhoeae.?

Heo6xoauMble gononHuTenbHble MaTepuanbi

o AHanusartopbl KynbTyp kposu BacT/ALERT

e Cuctema B3sITUS1 KPOBU

o CTepusbHble UMbl ANs BEHTUITMPOBAHUSI U BbICEBA U3
MONOXUTENBbHBIX (hIaKOHOB

o OgHopasoBble NepyaTkm

o [loaxoaswmm KoHTenHep Anst GUONOrMYeckn onacHbIX OTXO40B
ans cbpoca matepuarnos, KOTOpble MOTyT GbiTb 3arpsi3HEHbI
VMH(EKLNOHHBIMU MaTepuanamm.

MaTepuanbl, KOTOpble MOXHO NPUOGPECTN B KOMMNAHUN

bioMérieux

e BacT/ALERT Blood Collection Adapter Cap — Konnayok
apanTtepa Ans B3ATMA KpoBu Bo dnakoHbl BacT/ALERT (no
TEKCTY Konnayok aganTepa, Konnayok agantepa Ans B3dTUs
KpoBwu Bo cpnakoHbl BacT/ALERT)

o AHanusatopbl KynbTyp kposu BacT/ALERT

o CTepunbHble UMbl 4N BEHTUIMPOBAHKSA U BbiCeBa U3
NONOXMTENbHBIX (hNAKOHOB

WHCTpyKLUMK NO XpaHeHuto

®nakoHbl BacT/ALERT PF Plus rotoBbl K ucnonb3oBaHuio. WMx
cnegyeT XpaHuWTb B BepTMKanbHOM TOMOXEHUM B  MecTe,
3aLUMLLIEHHOM OT NPSIMOro CBETAa, NpY KOMHATHOM TemnepaType (15—
30 °C). Cpok rogHocTu (briakoHOB yKasdaH Ha 3TUKETKe Kaxgoro
nakoHa. 3anpeluaeTcs OCyLLEeCTBNSATb MOceB BO (riakoHbl Ans
KyNbTUBMPOBAHUSI MO OKOHYaHWMWU Cpoka rogHocTu. pu xpaHeHun
dnakoHOB Npu Temnepatype Hmxe 15 °C BO3MOXHO obpa3oBaHve
ocajka, KOTOpbI pacTBOPSIETCA NpW HarpeBaHuM nakoHbl A0
KOMHaTHOW TemnepaTypbl. llepen McCnonb3oBaHWEM BblAEPXUTE
bnakoH 4O AOCTMXKEHUS KOMHATHOW TemnepaTtypbl.

Xumunuyeckue unu pmusnyeckme NpuaHakm HecTabUNbLHOCTU
Mepen wcnonb3osaHvem dnakoHsl BacT/ALERT PF Plus cnegyet
OCMOTPETb Ha Hanuuve MpPU3HaKoB MOPYM WU  MOBPEXOEHUS
(obecupeunBaHue). Henb3a Ucrnonb3oBaTb nakoHbl ¢ NpU3Hakamu
nopuu, noBpexaeHun nnu yteukn. Cpega B oTcTosBLUEMCS (hakoHe
pomkHa  OblTb  MPO3payHON, XOTA  BO3MOXHa  Hebonbluas
onanecueHuMs unu cnegbl 0cagka M3-3a Hanmuusi aHTuKoarynsiHta
nonuaHeToncynbgoHata Hatpus (SPS) wnu agcopbupyrowmx
NONMUMEPHBIX rpaHyn. He nytaiTe 3T M3MEHEHUSI C NMOMYTHEHUEM,
KOTOpOe SIBNSieTCA NpU3HaKoM MUKpoBHoro pocta. He ucnonbayiite
dnakoHbl NpU MNOMYTHEHWWM Cpefbl, MOXeNTeHWW [aTynuka unmm
HanM4yMyM NPU3HaKOB MOBbILLEHHOrO AaBreHUs rasa B rakoHe, T. K.
BCe MepeynCrIeHHOe CBUAETENbCTBYET O KOHTaMMHAaLMN.
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NMPUBOPLI
Mepen ncnonb3oBaHNeM NPOYTUTE PYKOBOACTBO MO IKCMyaTauum
aHanusaTopoB KynbTyp kposu BacT/ALERT.

B3ATUE U NOAINOTOBKA OBPA3LOB

O6Lwue cBegeHUnA

1. ®nakoHbl ana noceBa BacT/ALERT PF Plus gomxkHbl
MCMNOMb30BaTbCA  CrneuuanbHO  OOyYeHHbIM  MeLAULMHCKUM
nepcoHanom. [paBunbHbli c6op obpasua vMmeeT Gonbluoe
3HayeHue npu paboTe ¢ KynbTypamu KpoBu. PekomeHaoBaHHast
npoueaypa cbopa o6pa3uos npusegeHa B JokyMmeHTe Cumitech
1C4,

2. Bo Bpemsi nogrotoBku onakoHa n BHeceHusi obpasua nauneHTa
HeobXoQUMMO  MPUHATb  Mepbl  Afs  NpedoTBpalleHust
KOHTaMuHaummn. O6s3aTenbHON Mepo ANst CHDKEHUS 4acToThbl
KOHTaMMHaUMKN SBNSieTCSA Haanexallas ge3nHeKLNs KOXN.

3. KpoBb MOXHO ©OpaTb HEMOCPeACTBEHHO B  MNpobupkw,
cogepxalume nonuaHetoncynbgoHat HaTpusi (SPS), xoTa ato
He pekomeHAyeTcs  KomnaHuuen  bioMérieux. [Mpobupkn
C ApPYrUMW  aHTUKoarynsaHtamum  Ons  KynbTyp  KpOBM
UCMonb30BaThb Hernb3s.’

4. KomnaHusi bioMérieux pekomeHayeT 3arpyxatb (priakoHbl Ans
KynbTyp B aHanu3aTtopbl KynbTyp kpoBu BacT/ALERT kak
MOXHO ckopee nocrne B3aTusA. Ecnu dnakoHbl HEBO3MOXHO
3arpy3uTb B aHanusaTop cpasy nocrne nocesa, To 0 3arpy3ku B
aHanusaTop ux cnegyeT XpaHuUTb NPy KOMHaTHOW TemnepaType
He Gonee 24 yacos.

5. OntTumanbHoe BblgeneHne U3OMSTOB  AOCTUMraeTcs  npwu
BHECEHMM BO prakoH MakcMMmanbHoro obbema o6pasua.
Mcnonb3oBaHue MeHbLlero obbema obpasla MOXeT UCKa3nUTb
pesynbTaThl BbIAENEHUS U/UMU YBENUYNTL BPEMSI OOHapYXeHUs!
HEKOTOPbIX MMWKPOOPraHMamoB. PekoMeHOoBaHHbIA 06beM
obpasua Ons BHeceHust BO prakoH cocTaBnsieT Ao 4 mn.
Cnepute 3a HabpaHHbIM obbemom
C MOMOLLIbIO METOK 00beMa C LwaroM 4 Mri, pacnoroXeHHbIX Ha
3TMKeTKe prakoHa.

6. B uenom, noceB 6Gomnbwnx 0O6BLEMOB KpPOBM, coaepxallei
Hebonbloe konuyectBo GakTepuii, MOBbLICUT BblAeneHue
Gakrepuin.®

7. MuHMManbHbIN 06beM 06pasLoB KPOBM, UCMONb30BaBLUMXCS
B KIIMHUYECKMX uccnegoBaHusix, coctaensan 0,1 mn. OgHako,
npu nocese Bo cnakoHbl BacT/ALERT PF Plus pekomeHayeTcs
ucrnonb3oBaTb A0 4 mn kpoBu. YTOGbLI M3bexaTb nocesa
ypesamepHoro 06bema, oTcrnexuBanTe oObem  KpOBM,
nocTynatoLien BO dnakoH, c NMOMOLLbIO MEeTOK
C warom 4 mri, pacrnosioXXeHHbIX Ha 3TUKETKe (oniakoHa.

OCTOPOXHO! HenocpencTBeHHbI (NpsAIMOM) BaKyyMHbIN
cnoco6 B3ATUA KpOBU € nomoulbio conakoHoB BacT/ALERT PF
Plus moxeT npuBecT K TOMy, 4TO 0O0bem obpasua KpoBu
npeBbicuT 4 Mn. Mo3TomMy peKkomMeHAyeTCs C OCTOPOXHOCTbLIO
NpPoBOAUTL NpoLeaypy HeNOCPeACTBEHHOro (MPSAMOro) B3ATUSA
KPOBU Y HOBOPOXAEHHbIX, AeTel MIaplero u cpegHero
BO3pacTa, ANA KOTOPbIX BaXeH o6LWmnin 06bemM B3ATON KPOBM.

MoaroTtoBka ¢pnakoHa

1. 3anuwwute Ha dnakoHe MHgopMaLmMio O NauneHTe. YCnoBHble
obo3HaueHus Ha aTuketke dnakoHa (©,#,0) moryT ObITb
onpepeneHbl Nonb3oBaTenem.

2. CHuUMWTE NNacTUKOBYIO 3aLUMTHYK NNacTUHy C Bepxa npobku
dnakoHa  ansa KyNbTUBUPOBAHUS. Mepen noceBoM
npoae3vHMUUUpPyTE BEPXHIOW YacTb nakoHa TaMroHOM,
NPONUTaHHLIM CMUPTOM, WAW aHanorM4yHbIM  MaTepuarnom.
[lanTe el BbICOXHYTb €CTECTBEHHBIM CMOCOBOM.

3. Ob6pabotante BblbpaHHOE AN BEHEMYHKUMM  MecTo
B COOTBETCTBUM C YTBEPXOEHHON B BalleM YYpexaeHun
npoueaypon.

Mpoueaypa noceBa Npy HenocpeACcTBEHHOM B3SiITUM KPOBU
NMPUMEYAHMUE: pu ogHOBpeMEHHOM noceBe BO prakoHbl
BacT/ALERT HecKkonbkux TUMOB C MUCMONb30BAHWEM CUCTEMbI
B3ATMS KpOBM C wurnon-6aboykon un apgantepa Ans
HernocpeACTBEHHOIO B3ATUS KPOBU CHavana HyXXHO BHOCUTb
obpasey Bo nakoH Ang BblAENeHnss  aspobHbIX
MUWKpPOOPraHM3moB, a 3aTeM — A BblAeNeHUs1 aHadpoBHbIX
MUKPOOPraHM3moB, YTOObl KMCMOPOA, CKONMBLUMICA B Tpybke,
He nonan Bo rakoH AN BblgeneHust aHadpoBHbIX
MUWKPOOpPraH1M3moB.

NMPUMEYAHUE: B xoge Bcen npoueaypbl TwaTenbHO
KOHTPONMUpYWTE  MpoLecC  HEenoCPeACTBEHHOTo  B3SATUS,
obecneynBas Hagnexalwyin NOTOK U He fonyckas nonagaHus
cogepxumoro d¢rakoHa B Tpybky apantepa. [MockonbKy BO
dnakoHe ANs KynbTUBMPOBAHWSA COAEPXKATCH XUMUYeckue
[obaBKkn, BaXHO CrnegoBaTb YKa3aHHOM HWKe MOLLaroBow
npoueaype, YTobbl He 4OMYCTUTL BO3MOXHbIV 0BpaTHbIN NOTOK
1 nocneayoLye HexxenaTenbHble peakLmn.

a. [lepxuTe dnakoH [AnNA noceBa HWXE pPyKU NaumeHTa
B BEPTUKarNbHOM MOMOXeHWM (MPOBKON KBEPXY).

6. BosbmuTe KpOBb C MOMOLLBIO CUCTEMbI B3ATUA KPOBM
¢ urnon-6abouykon 1 konnavka agantepa Ansa B3ATUA KPOBU
BO prakoHbl, B COOTBETCTBUMN C YTBEPXAEHHON B Ballem
yypexneHun  npouedypo, 1 BbINOMHWTE  MOceB
HernocpeACTBEHHO BO hriakoH ANS KynbTyp y KpoBaTu
naumeHta. MoXHO ucnonb3oBaTb MeHbLWWA  06bEM
obpasua, Ho BbICEBAEMOCTb MOXHO MOBLICUTb, €CMN 06beM
obpasua cocTaBnsieT npménuanTensHo 4 mn
(pekomeHOoBaHHOE 3HaYeHue).

B. OcnabbTe XryT, kak TONbKO KPOBb Ha4YHET MOCTynaTb BO
dnakoH ANA nocesa Wnu B TeYeHWe 2 MUHYT Mocre ero
HarnoXeHus.

d. lMpocnegute 3a Tem, 4YTOObl coaepxumoe drakoHa He
Kacanock NPobKu MK KOHL@ UMbl BO BPeMS B3ATUSA KPOBU.

OCTOPOXHO! B KOHTaMMHUpPOBaHHOM cnakoHe Ans
KyNnbTUBUPOBaHUA MOXeT ObITb U3ObITOYHOE AaBreHue, u Npu
ero Ucnonb3oBaHUN ANSA HENnocpefCTBEHHOrO B3ATUA KPOBWU
MOXeT MPOU3OMTU OTTOK B BeHy nauueHta. KoHTamuHauums
cdonakoHa ANA  KyNnbTMBMPOBaHWA He Bcerga  nerko
pacno3sHaeTtcs. Bo nsbexaHue otroka Heo6xoAUMO TLATENIBHO
KOHTPONUpoBaTb NpoLLecC HeNOCpPeACTBEHHOrO B3ATUA KPOBU.
He wucnonb3ynte (pnakoHbl nNpu NOMYTHEHUM cpepnbl,
noXenTeHWM paTinka WMNUM  NpPUM  HanNM4yUM  NpU3HaKoB
NnoBbIlIEHHOro AaBneHuWsi rasa Bo dnakoHe, T. K. Bce
nepeyvucrneHHoe CBUAETEeNbLCTBYET O KOHTaMUHALUW.

MNpoueaypa noceBa Npy B3ATUN KPOBM C MOMOLLLIO LINPULA
NMPUMEYAHMUE: Tpy opHOBpeMeHHOM mnoceBe BO (hriakoHbI
BacT/ALERT HecCKkonbKkMX TWMOB C WUCMOMb30BaHWEM LUNpuua
CHayana cnefyeT BHOCUTb obpaseL, BO (hnakoH Ans BblAeneHus
aHaspOOHbIX MUKPOOPraHW3MOB, @ 3aTeM — AN BblAeneHus
a3pO6HbIX MWKPOOPraHM3MOoB, YTOObI KWCMOPOA, CKOMMBLUMIACA
B LUMpULE, He nonan Bo (hnakoH Ans BblAENEeHUs1 aHaapobHbIX
MVKpPOOPraHmamoB. Vcnonb3ynte meTkn obbema Ha aTuKeTke
hrnakoHa Ans oueHKkn obbema BHeceHHoro obpasua.

a. BbinonHute BeHenyHKUMIO M NepeHOC KPOBW BO (HMaKoH
BacT/ALERT B COOTBETCTBMU C YTBEPXAEHHON B BalleM
yypexaeHun npoleaypo.
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OCTOPOXHO! MMpu BbINONHEHMM NoceBa 3anpeluyaeTcs
BAABNUBaTb NOPLUEHb WNPULA C yCUNUEM, TaK KaKk MOXeT
Npon3onTn pasdpbisruBaHue obpasua. . Mpu gocTnxeHun
Heo6xoaMmoro ob6bema 3anofiHeHUsA yaanuTe LWNpuL, Tak
KaKk Wu3-3a BaKyyma aBTomaTuyecku OypeTr HabpaHo
KONUYecTBO, npeBbllIaoLee peKoMeHA0BaHHbIN
MakcumyMm. Bo  u3bexaHue  HapylleHMss  BaKyyma
npokanbiBaiTe nNpobky dnakoHa BepTuKanbHo. He
BbINOJIHANTE NoceB BO (hakoH ¢ HapyLeHHbIM BaKyyMOM.

4. HesameanuTenbHO JOCTaBbTe (hakoH Ansi KyNbTUBUPOBAHMS,
B KOTOpbI npou3BegeH nocee, B naGopaTopuio Ans
nccneaoBaHuii.

NMPOUEAOYPA NPOBEOEHUA TECTA ONA ®JIAKOHA

BacT/ALERT PF PLUS

MpeaBapuTenbHble 3aMeYaHUsA U Mepbl NPeAOCTOPOXKHOCTHU

1. Heobxoaumo 1cnonb3oBaTb 0ofHOpa3oBble nepyartku
1 obpalatbes ¢ oriakoHamMu, B KOTopble Gbin nponsseaeH Noces,
KaK C MNOTeHUMarnbHO WHMEKUMOHHBIMM MaTepuanamu. [lpu
nonagaHuM KOHTaMUHUPOBAHHbIX BELLECTB BHYTPb UMM NpU UX
KOHTaKTe C MOBPEXOEHHbIMM Y4acTKaMu KOXW W CITU3UCTbIX
obonovek — crnegyeT HeMeAieHHO 0bpaTUTLCS K Bpady.

2 Bce MNpoTeYKM M KOHTaMWHUPOBAHHblE MaTepuansl cregyeT
HEMEe[NEeHHO YCTpaHsiTb, ncnonb3ys 5% pacTeop runoxnopura
HaTpus, pasBefeHHbIV B cooTHowweHnn 1:10 Vcnonb3oBaHHblE
ONs OYUCTKM MaTepuansl cnegyeT  yTunusvpoBaTb
C cobnogeHneM COOTBETCTBYOLLMX NpoLeayp.

3. Bce ¢nakoHbl, B KoTOpble Obln Npou3BedeH NoceB, UMMbl ANs
cbopa o06pasuoB ¥ cuCTEMbl ANA B3ATUS KPOBM credyeT

obe3sapaxuBaTb B COOTBETCTBMM  C  MpoLedypou,
UCMOrb3yeMoli B BaLLeM yupexaeHnn.?
4. Ytunusaumio  aTux  (pNaKkoHOB  [OIKEH  OCYLLeCTBMsTb

cneumanbHO 06yYeHHbIN MeAULIMHCKUIA NepcoHann.

5. Tonbko ana CLUA: OctopoxHo! CornacHo depepanbHoMy
3akoHy CLUA, naHHoe n3genune gonyckaeTcs K npoaaxe Tonbko
TNMLIEH3VPOBAaHHbLIM BpayaMm WUnu no nx 3akasay.

3ameuaHus 1 Mepbl NPeAOCTOPOXHOCTU NPU BbINOMHEHUN

npoueaypbl

1. HeobxoaMmo npuHATE BCe Mepbl ANS  NpeaoTBpalleHus
KOHTamvHauuy obpasua nauueHTa BO BPeMSA BeEHEeMNyHKUun
N noceea BO (NAaKOH, MOCKOMbKY KOHTaMWHaLMSA MOXeT
NpMBECTU K MOMYYEHUIO MNOMNOXWUTENbLHOrO pesynbTata npu
OTCyTCTBUM B 0BpasLe KNMHUYECKM 3HaYMMOro n3onsra.

2. Bssatne kpoBuM cnegyeT  Npou3BoAMTb OO  Havana
aHTUbMoTUKoTEpPanun. Ecnm 9T0 HEeBO3MOXHO, B3ATUE KPOBM
crnefyeT NpoOW3BOAUTL HEMOCPEACTBEHHO nNepen BBeAEHUEM
ouepeaHoW A03bl Npenaparta.

3. Ecnu dnakoHbl 6blnn goctasneHsl B nabopatopuio He cpasy
nocrie noceea, a C 3aepXkon unu ObiNn npefBapuTenbHO
MHKyBMpoBaHbl BHe aHanusatopa BacT/ALERT, ocmotpute
dnakoHbl Ha NpeAMeT Hannyns Npu3HakoB MUKPOOHOro pocTa.
Mpn Hanuuum $BHbIX MPU3HAKOB MUKPOOHOro pocTta He
nomelanTe NakoHbl B aHanusaTop  KynmbTyp  KpoOBU
BacT/ALERT ana npoBefeHWst MOHUTOPUWHIA, a NpoAormkanTe
paboTy C HAMM KaK C NONOXUTENbHLIMU (fIakoOHaMMU.

MNpouenypa nabopaTopHoro nccnefoBaHus
OCTOPOXHO! MNpu BbiceBe maTepuana U3 NOJNOXKUTENBbHbIX

cdnakoHoB cneayet cobnoaaTtb obwue Mepbl
npeaocTopoXxHocTu. MpuM BHeceHUM U3ObLITOYHOrO oO6bLema
XUOKOCTM  WUMUA  HaNM4YMM  MMKPOOPraHUM3MOB, aKTUBHO

BblpabaTbiBalolWMX rasbl, BHYTPU pnakoHa MoxeT ObITb
co34aHo NoBbIWeHHOe AaBneHue. NMonoxurtenbHbie rakoHbI
crnegyeT nopBepratb KPaTKOBPEMEHHOMY BEHTUIIMPOBaHUIO
nepen oKpawMBaHUEM UMK yTUnNusaumen Ans yaaneHusi us HUX
rasos, BbipabaTbiBaeMbIX MUKPOOPraHU3Mamu.

1. OcmoTpute (pnakoHbl nepeg Havanom paboTel. He
ncnonb3ynTe  nakoHbl  NPW  HanmuMuMu  MOBPEXOEHUN
n npoteyek. [Npn NMOMyTHEHWM cpefpbl, MOXENTeHWU AaTyuka,
HanuuuM remonusa, NpU3HakoB M3ObLITOYHOrO AABMEHUs rasa

WU Opyrux NpusHakoB MWKPOBHOro pocta ¢nakoH crnegyet
cyuTatb MonoxuTenbHbIM. BosbmuTe maTepuan ans Maska
n caenanTe BbiceB. VIHKyGUpyinTe oriakoH TOMbKO B TOM criyyae,
€CMN1 MasoK NOMNOXWUTENbHbIN.

2. Tlocne 3arpy3ku riakoOHOB B aHanu3aTop MHKybupywTe 5 cyTok
UnK1 A0 NOSyYeHUs MONOXUTENBHOTO pesynbTara.

3. Masok 1 BbiceB crniefyeT BbINOMNHATL ANA BCEX NONOXUTENbHbIX
nakoHoB. [Mpn OTCYTCTBMM MMKPOOPraHW3MOB B Maske (4To
MOXeT yKasbiBaTb Ha IOXHOMOMOXUTENbHBLIN pesynbTar)
nakoH crnegyeT MOBTOPHO 3arpysutb B aHanu3aTop Ao
nosny4yeHust pocTa Ha yaluke, Kyaa 6bin npousseaeH Bbices, UNn
[0 NOBTOPHOW perncTpaLmmn aHann3aTopom pocTa Bo riakoHe.
M3 cnakoHOB, pe3ynbTaT KOTOPbIX MepBOHaAYanbHO Obin
onpefeneH kKak JOXHOMOMOXMUTENbHbIA 1 3aTeM  6bin
KknaccuduumMpoBaH Kak MONOXUTENbHbIA, credyeT MOBTOPHO
B35ITb Ma30K W CAENaTh BbICEB.

4. [na npoBepku oOTpuUAaTeNbHOro pesynbTata Takke MOXHO
BbIMOMHATE Mas3oK W/wnu BbICEB M3 nakoHa nepen ero
yTunusauuen.

5. Tpouenypa 3arpysku ¢prakoHOB B aHanu3aTop W BbIFPy3Ku U3
aHanusatopa BacT/ALERT nopgpo6Ho onvcaHa B pykoBOACTBE
no aKcnnyaTaumm.

6. He wucnonb3ynte ¢nakoHbl BacT/ALERT noBTOpHO.
YTunusupyite cnakoHbl BacT/ALERT, B koTopble nponsseneH
noces, B COOTBETCTBUM C NpaBunamu Ballen nabopaTopum.
ABTOKNaBMpPOBaHUE WU/WMN CXUraHWE SIBMSIIOTCSA NpUemMneMbiMu
npouegypamu yTunusauum Takux dpriakoHos BacT/ALERT.?

7. Wcnonb3oBaHue cpefcTB CBeprieHust (Hanpumep, TyMbIX Wr)
[nsi NpoKora NpoGKy MOXET NPUBECTM K NPOTEYKE (OIaKOHbI.

KOHTPOJ1b KAHECTBA

CepTudukat cooTBETCTBUS MPEAOCTaBNAETCS C Kaxaon napTuen
dnakoHoB Ans kynbTyp. [Npu xenaHum otaenbHble nabopatopum
MOTYT BbINOMHATb AOMNOMHUTENbHbLINA KOHTPOIb KavyecTBa hrakoHOB
BacT/ALERT PF Plus. Cm. cooTBeTCTBylOLleEe pPyKOBOACTBO
nonb3oBaTens aHanusatopa BacT/ALERT u pokymeHT CLSI®
M22-A3.°6

MpuGop

KomnnekT crtaHgapToB oTpaxarteribHow crnocobHocTn BacT/ALERT
NOCTaBNsieTC C  KaxabiM  aHanu3aTopoM  KynbTyp  KpoBW
MUKOBaKTepuii aBToMaTUHeCKUM GaKTepronornyeckum CemenicTBoM
BacT/ALERT 3D c npuHagnexHocTsamu (Mo TeKCTy aHanu3aTtop
BacT/ALERT 3D, cuctema o6GHapyXeHUsS MUKPOOPraHM3MoB
BacT/ALERT 3D, cuctema BacT/ALERT 3D). Jliobble npoueaypbl
KOHTPONA  KayectBa  [AOMKHbI  ObITb  4acTblo  TeKyLlero
npodunaktnyeckoro obcnyxuBaHusi cuctembl. [Onsg  nonyyveHus
[OMONHUTENBHON MHAOPMaLIMK CM. COOTBETCTBYIOLLIEE PYKOBOACTBO
nonb3oBaTens aHanusatopa BacT/ALERT.

OCTOPOXHO! Ecnu noctaBwmk JINC Bawero ne4ye6Horo
yypexaeHuss  oTnpaBnsieT  uAeHTU(UKaUMOHHble  HoMepa
¢onakoHOB U COKpalleHHble 0003Ha4yeHMsi TUNOB ()NIaKOHOB
B aHanusatop BacT/ALERT, wucnonb3yiWTe npaBuNbHble
coKpalleHusi TUnoB ¢rnakoHOB BO u306exaHMe BO3MOXHOro
nony4eHUs NIOXXHOMOMNMOXUTENbHbIX UMK NIOXXHOOTPULLATENbHbIX
pesynbTaToB. [insi nony4yeHus 6onee noapobHon nHdopmaumm
CBShKMUTECb C NpeAcTaBuTenemM komnaHum bioMérieux.

PE3YJIbTATbI

MonoxuTenbHbIN MNU oTpUUaTenbHbI pe3ynbTaT onpegensieTcs
nporpaMMHbIM obecrneyeHneM Ansi NPUHSTUS PELUEHU, KOTopoe
SIBMSIETCS YacTbio aHanuM3aTopoB KynbTyp kposu BacT/ALERT. Jo
NonyyYyeHUss MONOXWUTENBHOrO MMM OTpUUATENbHOIO CcurHana oT
aHanus3atopa BacT/ALERT Hukakux OeNCTBUA  BbINOMHSATH
He TpebyeTcs.
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OrPAHUYEHUA METOOA

Ha pesynbtat nocesa KpoBM BNUSET MHOXECTBO (PaKTOpPOB,
KOTOpble MPaKTUYECKN He NoAAatoTCA KOHTPOI0, NMO3TOMY Hemnb3s
C YBEPEHHOCTbIO YTBEPXAAaTb, YTO pesynbTaT TecTa 3aBUCUT TOSbKO
OT NPaBUIIbHOTO UMW HEMPaBUMLHOIO NCNOMb30BaHNSA MUTaATENbHON
cpeapl unun paboTbl cucTembl 0BHapYXeHUs.

1.

B o6pasuyax nauueHTOB, onpedensieMbiXx aHanu3aTopom
BacT/ALERT kak nonoxwutenbHble, MOryT copepXaTbCs
MWKPOOPraHn3Mbl, KIeTK/ KOTOPbIX BUAHO B Ma3ke, HO KOTopble
He pacTyT Ha 0BbI4HO MCNonb3yeMbIX Ans BbiceBa cpepax. Mpu
NOAO3PEHNN HAa HanMyme TaKMX MWUKPOOPraHU3MOB BbICEB
crnefyeT BbINOMHSATL Ha cneuunanbHble cpebl. Kpome Toro,
nonoxuTtenbHble dnakoHbl BacT/ALERT MoryT cogepxatb
MUWKPOOPraHn3Mbl, KMEeTOK KOTOPbIX HE BWAHO Npu OBbIYHOW
oKpacke maska WU Ans obHapyXeHust U BbIAENEeHUsT KOTOopbIX
MoryT TpeboBaTbCA creumanbHble MeTodbl OKpallMBaHWA
Mas3sKOoB, a TaKkKe creuuarnbHble cpeapl Ars BbICEBA.

HekoTopble peako BCTpevatoLmecs npuXoTnuBble
MWKPOOPraHn3Mbl MOTYT HE PacTu UIn pacTyi 04eHb MeAneHHO
B nuTaTenbHou cpeae dnakoHoB BacT/ALERT PF Plus. Kpome
3TOro, B pefdkux cryyasx B obpasuax MoryT BCTpeyaTtbes
MUKPOOPraHu3Mbl, KOTOpble pacTyT B nuTaTenbHOW cpeae
¢nakoHoB BacT/ALERT PF Plus, HO He npousBoasT
[OCTaTOYHOrO KONMMYECTBa YrMEKUCIIOro rasa Ans onpeaenexHns
pocta. [Npu Nogo3peHnn Ha HanuMume pedko BCTPevatoLLMXcs,
NPUXOTNMNBBLIX MUKPOOPraHW3MoB, Tpebyowwmnx cneumguyecknx
nuTaTenbHbIX Cped M YCHOBWUI KyNbTUBUPOBAHUS, crieayet
paccMoTpeTb BO3MOXHOCTb WMCMOMb30BaHNA anbTepHATUBHBIX
METOAO0B BblAENEHNS UNN YBENUYEHUSI BDEMEHUN MHKYDaLmu.

Hekotopble wTtammbl  Haemophilus influenzae, Neisseria
meningitidis v Neisseria gonorrhoeae moryT 6bITb YyBCTBUTENbHbI
K aHTUKOarynsHTy nonuvaHeTtoncynbgoHaty HaTpus (SPS), yto
MOXET MpYBECTU k cnabomy pocTy unu cnabomy BblOEneHuo
yrnekucnoro rasa (COz) aTuMu WwTamMmamu npu noceBe BO
dnakoHbl HeAoOCTaTO4HOro 06bemMa obpasua.

WHorga, npu Hanuuum B o06pasue OOMbLIOro KONMyecTsa
nevikounToB, aHanusatop BacT/ALERT wmoxeT onpegenuTb
pesynbTaT Kak NOMoXWTENbHbIN. B 3ToM cnyyae pesynbrtathbl
Maska U BbiCeEBa MOTyT BbITb OTPULATENBHLIMM.

YacTo KonmM4ecTBO MUKPOOPraHM3MOB HE3HAUUTENBHOE, Y OHU
MOryT MOSIBNATLCS B KPOBOTOKE MEPUOAMYECKM, MOITOMY
HeobxoanMo nocneaoBaTeNbHO BbINOMHATL B3STUE HECKOMbKUX
06pasLoB KPOBY KaXdoro naumneHTa.

Mpn nony4eHWM MNOMOXMTENBHOTO CUrHana OT aHanusartopa
BacT/ALERT cnenyeT HemeaneHHO u3BneYb pnakoH U3
aHanusatopa. OTO MO3BONMUT M3bexaTb NOXHOOTpULEATENbHbBIX
pe3ynbTaToB M3-3a ayTonusa Wnu Mo  APYruM  NpuUyuHaMm.
B yacTHocTW, ecnu drakoH He M3BMNekaeTcs U3 aHanusatopa
HEeMeAJSIeHHO Mocre MOMy4YeHUst MOSIOKUTENbHOro  curHana,
Ons HeKkoTopbIX  WTammoB  Streptococcus — pneumoniae
XapaKkTepeH ayTonma.

B okpaweHHom no pamy maske 13 oTpuuaTenbHOro dnakoHa
MoryT B HebonbLMX KonunyecTBax BCTpeyYaTbCs
HEeXWU3HecnocobHble KMeTkM MUKPOOpPraHuW3MoB, ronaBLuve
B Mas3soK U3 KOMMOHEHTOB NUTATENbLHOW Cpeabl, peareHToB Arns
OKpacku, UMMEPCMOHHOIrO Macna Wnu C npeaMeTHbIX CTeKor,
4YTO MOXET NPUBECTY K JTOXKHOMOMOXUTENbHOMY pe3ynbTary.
Komnanusa bioMérieux pekoMmeHayeT 3arpyxaTb (pnakoHbl Ans
KynbTuUBUpOBaHusi B aHanusatopbl BacT/ALERT kak MoxHO
ckopee rnocrne B3ATMSA obpasua. Ecnu HemsbexHa 3apepkka
pocTtaBku cpnakoHoB B nabopatoputo, criefyeT npuHuMaThb BO

BHUMaHWe WHdOpMaumilo Mo  MccrnefoBaHusM  obpasuos
C OTCPOYEHHOW 3arpyskowu, B pasgene «Paboune
XapaKTEPUCTUKM TecTay.

HenTtpanusaumm uedTasmagnma wn  uedenuma [OCTUYb
He yaanocs.

()
1.

XWOAEMbIE PE3YJIbTATbI

[onst  nonoxuTenbHbIX MNOCEBOB cocTaensna 6,3 %
(B gnanasoHe: 4,9 %-8,1 %) B uenom, n 4,1 % (B AnanasoHe:
2,5%—-6,4 %) [ns 3Ha4MMbIX M3OMNSTOB B TPeX LeEeHTpax
npoBeaeHus KIMHUYECKNX nccnegoBaHui nakoHoB
BacT/ALERT PF Plus ¢ 0,1-4 mn KpoBu C MCMOMb30BaHMEM
aHanusaTtopa BacT/ALERT 3D.

Oxvpgaemasi Jons  MONOXWUTENbHbIX pes3ynbTaTtoB 6y,u,eT
3aBUCETb OT TaKuxX d)aKTOPOB, KaK KONIM4eCTBO MaLMNEeHTOB,
pacnpocTpaHeHHOCTb 3Ha4YUMbIX MWKPOOpPraHn3mos,
reorpacbmquKoe pacnonoxeHne wMecta npoBeaeHua TecTa
n YpOBEHb KOHTaMuHauunu. MpuBegeHHble 3HavYeHuns
OXugaemblX pe3ynbTaToB OCHOBAHbI HAa AaHHbIX, NOJTyYeHHbIX B
XOZ1€ HECKOIbKMX KITMHUYECKMX UCCrea0BaHUN.
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HEWTPANU3ALUA NPOTUBOMUKPOEHbIX MPEMNAPATOB

Hentpanusaunsa npoTMBOMMKPOGHLIX MPenapaToB C MOMOLLbI0 aACOPOMPYIOLLMX MONIMMEPHBIX FPaHys pasnnyaeTcs B 3aBUCUMOCTH OT YPOBHS
[03VPOBKU 1 BpeMeHu B3ATUS obpasua. BHyTpeHHWe nccnefoBanus, npoBeAeHHbIe Ha cnucteMe obHapyxeHns MukpoopraHuamos BacT/ALERT
3D, nokasanu, 4YTO MPOTUBOMMKPOOHbIE Mpenapatbl 3deEKTMBHO HewTpanuaytotes cpegon BacT/ALERT PF Plus Ha ocHoBaHun 100 %
BblENEHNs TECTMPYEMbIX MUKPOOPraHn3MoB. B aTnx nccnepoBaHnsx NpOTMBOMUKPOOHbIE NpenapaThl 406aBNANMCh B KIMHUYECKN 3HAYUMbIX
KOHLIEHTPaLMsIX HenoCpPeACTBEHHO BO pnakoHbl ANs KynbTyp BO BpeMsi MoceBa C YyBCTBUTENbHbIMM LiTaMMamu. OdDEKTUBHOCTb
NPOTVBOMMKPOOHLIX NpenapaToB Obina NOATBEpXAeHa napannenbHblM TECTUPOBaHWEM C WUCMOMb3oBaHWEM cpedbl 6e3 HeTpanuayloLwmx
CBOWCTB B KayecTBe KOHTPONbHOrO 3nemeHTa. B cpege Obinv HenWTpanu3oBaHbl NPOTUBOMMKPOOHbIE npenapaThl, CReaylLlmx rpynn:
NEeHULMNMUHBI, FMULUALMUKINHBL, NMOSIMEHbI, MakpONWAab!, TPUA30rbl, IXMHOKaHAVHBI, Lleda3onvH, LedOKCUTUH, LedTapomnnH, aMUHOTTIMKO3NAbI,
TOPXMHOMOHBI, NIMHKO3aMWAbI, IMMKOMENTUAbI U OKCa30NUANHOHBI.

Hentpanusaumm uedrtasnamma v Uedenvma [OCTUYbL He yaanocb. LledoTakcum v LedTpuakcoH HENTpanmusoBanucb He MOJSTHOCTLIO.
LlecboTakcum HevTpanusoBancs nNpy KOHLEHTpaLuusx, coctaBnsowmx ot 2 Ao 50 % oT ero MmakcumarnbHOM KOHLEHTpaLUmMmn B CbIBOPOTKE KPOBM
(PSL), B 3aBucuMmocT oT MukpoopraHusma. LledpTpuakcoH HenTpanuaoBancs npu KoHUeHTpauusix, coctaBnsiowmx ot 1 go 50 % ot PSL,
B 3aBYCUMMOCTU OT MUKPOOpraHusmMa.

CBoncTBa HenTpanusaumm NMpPOTUBOMMKPOOHBIX MpenapaToB 3aBUCHAT OT COCTaBa martepuana (rnakoHa U He OonpeaenslTcs anroputMoM
aHanusa cuctembl obHapyxeHusi MukpoopraHuamoB BacT/ALERT. Hentpanusauus Gbina npoaeMOHCTpMpoBaHa Afst amukauuHa (knacc
aMWHOIMUKO3MAOB), MUMepauunnnHa (Knacc NeHWUUnIMHOB), BaHKOMULUMHA (KNacc rMUKONenTMAOoB) M BOPMKOHa3ona (Knacc Tpvasoros).
McnbiTaHus nokasanu, 4To cucTeMa aHanmsaTopa He okasbiBana BMAMSHWS Ha CMOCOBHOCTb hbriakoHa K HeWTpanu3aumm NpoTUBOMUKPOBHbLIX
npenapaTos.

3a gononHuTenbHOM MHopMaumei No NPOTUBOMUKPOGHBIM MpenapartaM, KoTopble HelWTpanuaytTcs Bo dnakoHax BacT/ALERT PF Plus,
obpalaniTecb K MECTHOMY NpeACTaBUTEN0 KoMnaHum bioMérieux.

PABOYUE XAPAKTEPUCTUKUN

CucrtemMbl 06GHapyxeHMss MukpoopraimsmoB BacT/ALERT 3D

BewecTBa, KOTOpble MOTYT NOMeLIaTbL NPOBEeAEHUIO TecTa

Bbinv npoBefeHbl BHYTPEHHNE UCCMNeA0BaHNs C UCMOSIb30BaHWEM MI1a3Mbl KPOBM, LIETIbHOWM KPOBU M KPOBSIHBIX CryCTKOB. K anvkBoTam Kaxaon
M3 3TUX XUAKOCTen Obinu Takke AoGaBneHbl MEMKOUUTbl B KOHLUEHTpauusix, o6blMHO HabniogaeMbix B KpoBu npu Gaktepuemumn. Tect
npoBOAMIICS B MPUCYTCTBMM MUKPOOPraHW3MOB WNM B WX OTCYTCTBMEe. [laHHble BellecTBa He Melwanu BbIAeNeHWio U OBHapyXeHuto
MUWKPOOPraHNM3MOB U HE aBanu fOXXHOMOMOXMUTENbHbIX Pe3yrbTaToB B OTCYTCTBUE MUKPOOPraHU3MOB.

AHnanuTtnyeckas yyBcTBUTENnbHocTb: Mpenen o6HapyxeHus (LoD)

B tabnuue 1 npeacraeneHbl pesynbTaThl BHYTPEHHUX UCCNeAoBaHW NOCEBOB. [N Kaxaoro Buaa TecTMpoBaHue 6bIno BbINOMHEHO HE MeHee
yem B 30 nosTOpHOCTAX. Ha npegene obGHapyXeHUs MUKPOOPraHu3mbl Obinn OBHapyxeHbl He MeHee Yem B 95 % cnyyaes. [laHHble
B Tabnuue 1 nony4eHbl Npy UCMOMb30BaHNM hakoHOB B KOHLIE Cpoka rogHocTu. Bo dnakoHbl, 3acesiHHble H. influenzae, pobasnsanu no 4 mn
CMEeLLaHHOW KPOBM Yenoseka.

Ta6nuua 1. AHanuTuyeckas YyBcTBUTeNbHOCTb: [peaen o6HapyxeHus (LoD)
Mpeaen
MUKpOOpPFraHMam M.qe:;;gapur:TL;MMO::bm 06H3(Ecy,)[|)()9HMil
(KOE/cpnakoH)
Candida albicans ATCC® 14053™ 6
Enterobacter aerogenes ATCC® 13048™ 8
Enterococcus faecalis NCTC 12697 5
Escherichia coli NCTC 12923 4
Haemophilus influenzae ATCC® 10211™ 6
Klebsiella pneumoniae STL 104016 4
Listeria monocytogenes ATCC® 15313™ 6
Pseudomonas aeruginosa NCTC 12924 4
Salmonella enterica ATCC® 14028™ 5
Staphylococcus aureus NCTC 10788 5
Streptococcus pneumoniae ATCC® 6305™ 6

NPUMEYAHMUE: B 96,7 % cnyyaes BbiceB MaTepuana 13 nakoHoB, NPU3HaHHbIX NONOXWUTENbHbIMM, Obin NpousBedeH He no3aHee, Yem Yepes 30 MUHYT.
LUtamm STL 104016 Gbin nonyyYeH n3 BHyTPEHHEeW KOMNeKuum KynbTyp MUKPOOPraHM3MoB KoMnaHum bioMérieux.
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AHanuTn4yeckas YyBcTBUTeNbHOCTbL: [oka3aTtenu pocra

B Tabnuvue 2 npeactaeneHbl pesynbTatbl BHYTPEHHUX UCCNEAOBaHMI NOCEBOB C UCMOMb30BaHMEM KPOBW 340POBbIX NtoAen-gobposornbLes. bbino
NPOBEPEHO HECKONbKO LITAMMOB KaXKZOro Buaa Mpu LEerneBol KoHUEeHTpauuu noceBHoro matepuana 125 KOE/dpnakoH. ®daktuyeckas
KOHLIEHTpaLusi MUKpoopraHnamoB cocTasuna 3—-298 KOE/dnakoH. B gaHHOM mnccnefoBaHum BbiCEB MaTepuana u3 gnakoHoB BacT/ALERT PF
Plus npoBoguncsa kak MuUHMMYM 4epe3 244 nocre TOro, kak cucTemMa 3apeructpupoBana pocT BO dnakoHax. [lepeuncneHHblie Buabl
MWKPOOPraHn3MoB SIBMAIOTCS NPeACcTaBUTENSIMU KIMHUYECKWU pacnpoCTPaHeHHbIX MUKPOOPraHN3moB, 0ObIMHO BbiAensieMblX Npy nocesax KpoBy.

Tabnuua 2. AHanuTMyeckas YyBCTBUTENbLHOCTL: [loka3aTenu pocra
KpoBb
YpoBeHb MpoaomxnTenbHOCTb
Mupoopranum %swigenenun | otSEOrO 20 onpeneneta oratyca
(xon-go) KOE/dnakoH dnakoHa (4achl)

(AvanasoH) CpenHee Ovana3oH
Staphylococcus aureus 100,0 (30/30) 54-150 13,3 12,2-15,2
Escherichia coli 100,0 (30/30) 71-254 11,2 10,3-11,7
Pseudomonas aeruginosa 100,0 (12/12) 74-148 15,7 13,7-17,8
Klebsiella pneumoniae 100,0 (12/12) 89-123 11,3 10,6-12,3
Candida albicans 100,0 (30/30) 88-298 29,0 19,2-52,8
Streptococcus pneumoniae 100,0 (30/30) 3-260 13,8 10,8-16,5
Staphylococcus epidermidis 100,0 (12/12) 44-135 17,6 14,3-18,8
Enterococcus faecalis 100,0 (12/12) 63-259 11,6 11,0-12,2
Enterococcus faecium 100,0 (12/12) 25-120 12,8 11,3-14,4
Enterobacter cloacae 100,0 (12/12) 111-200 11,6 10,8-12,5
Candida glabrata 100,0 (12/12) 118-281 43,5 27,3-64,8
Haemophilus influenzae 100,0 (12/12) 105-266 14,4 12,0-16,8
Proteus mirabilis 100,0 (12/12) 36-213 12,5 11,3-14,6

[Ins HeKoTOpbIX BUAOB MUKPOOPraHn3MoB, Bkmtodas Capnocytophaga ochracea, Cardiobacterium hominis, Eikenella corrodens, Haemophilus
parainfluenzae, Granulicatella adiacens u Helicobacter cinaedi, nonoxvTenbHbln curHan 6bin nonyyeH B meHee, yem 100 % cny4vaes.

Pe3ynbTaThl KNIMHUYECKMX UCCNeAoBaHuM (MoceBbl KPOBU)
Hwxe npuBogsaTcsa pesynbTaTbl CPaBHEHUSI NOCEBOB KPOBM € Ucnonb3oBaHnem cdnakoHoB BacT/ALERT PF Plus n BacT/ALERT PF (ans Bcex
COOTBETCTBYIOLLMX Nap).

B Tpex pasHbix LeHTpax B CLUA Gbino npoBeaeHO MHOTOLEHTPOBOE KMMHWYECKOe WCCriefoBaHne, B KOTOPOM CpaBHMBANW XapaKTepucTuku
dnakoHoB anst noceea kpoeu BacT/ALERT PF Plus n BacT/ALERT PF npu kynbTuBupoBaHumn o6pasLoB kposu geten obbemom ot 0,1 oo
4 mn (cooTBeTcTByloWwMe napbl). Becero 6bino nonydeHo 2188 nap dnakoHoB oT 1086 pgeten ¢ nogospeHnem Ha GaktepuanbHble wUnu
apoxokeBble MHdpekumm kposu. Ecrn xota Obl Ana ogHoro dnakoHa B nape aHanu3aTtop BacT/ALERT peructpupoBan MONOXWTENbHbIN
pe3ynbTaT, NPOU3BOAWICS BbiCeB MaTepuana u3 oboux gpnakoHoB. CyMTanoch, YTo napa nakoHOB Aana NoNoXUTEeNbHbIA pe3ynbTaTt, ecnm
pesynbTaTbl BbiceBa MaTepuana nmbo m3 dnakoHa BacT/ALERT PF Plus, nu6o u3 dpnakoHa BacT/ALERT PF 6binu nonoXxutenbHbIMU.
PesynbTaT cuntanca UCTUHHO MOMOXWUTENbHbIM, ecnu aHanu3atopom BacT/ALERT 6bin 3apernctpupoBaH pocT BO riakoHe v Npuy BbiCEBE
maTtepvana u3 atoro drakoHa 6bln nonyyeH pocT MuKpoopraHuama. beina onpefgeneHa [ons WCTUHHO NOMNOXWTENbHbIX Pe3ynbTaToB A
dnakoHoB BacT/ALERT PF Plus n ansa cdnakoHoB BacT/ALERT PF, ons cpaBHeHVs uX XapakTepuCTUK ObiNo MOACYMTAHO COOTHOLLEHWE
KONMYecTBa UCTUHHO MONOXMTENbHbLIX Pe3ynbTaTtoB AnA 0boux TUNOB hnakoHOB. BblaeneHHble KNMHUYeckMe M30NAaTbl OTHOCUMW K rpynne
3HAYNMBIX, KOHTAMUHAHTOB MM HEW3BECTHbIX MO YCMOTPEHWIO LIEHTPOB, rAe NPOBOAUMOCH UCCMEfoBaHe.

B obuei crnoXHocTu u3 BCex COOTBETCTBYIOLUMX Map MOCEBOB KPOBW AeTel, AaBLUMX MONOXUTENbHbIA pe3ynbTaTt, Obino BbiaeneHo
172 n3onsTa. Npu BbiceBe maTepuana u3 gnakoHoB BacT/ALERT PF Plus nnu BacT/ALERT PF B 145 napax ¢pnakoHoB 6bin BbigeneH no
KpanHen mepe oauH m3onsaT. M3 126 nap dnakoHoB Gbin BblAeneH OauH M3onaT, M3 12 nap — ABa usonsTta, u3 6 nap — Tpu n3onsTta u 3
1 napbl — 4eTbipe n3onaTa. Obuas Belbopka pe3ynbTaToB, NPUBEAEHHbIX B Tabnuuax 3, 4 u 5, BkntoyaeT 172 nsonsrta, BbiAENEHHbIX U3 nap
(hnakoHOB, AaBLUMX MONOXUTENbHbLIN pe3ynbTaT, u 2043 nap ¢rnakoHoB, AaBLUMX OTpULATENbHbIN pe3ynbTaT (Bcero 2215 pesynbTtaToB TecTa).
Mpw ncnonbsoaHum cnakoHoB BacT/ALERT PF Plus 6bino BeisiBneHo B 0buiel cnoxHocti 140 n3onaTos, a Npy UCNofb3oBaHMKM hrakoHOB
BacT/ALERT PF — 128 n3onatoB. YT0 KacaeTcsi 3Ha4MMbIX M30MATOB, Npu ncnonb3oBaHun dnakoHoB BacT/ALERT PF Plus 6bin BbisiBneH
Bcero 91 n3onaT, a npu ucnonb3oBaHun cdnakoHoB BacT/ALERT PF — 77 n3onsToB.. Mpu BbiceBe matepuana u3 gpnakoHoB BacT/ALERT PF
Plus, AaBLuMX NOMNOXWTENbHBIN pe3ynbTaT, Obin NonyvyeH OAUH NOXHOMONOXUTENbHBIA pe3ynbTat, yto coctasnseT 0,05 % (1/2215) ot Bcen
nccrnefoBaHHOM NoNynsiuum.
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B Huxecneayowmx Tabnuuax cpaBHUBAOTCA pe3ynbTaThbl, NONyYeHHbIE AN BCEX COOTBETCTBYIOLLMX (OrakoHOB A5t KyNbTUBUPOBAHUS KPOBU
BacT/ALERT PF Plus n BacT/ALERT PF, koTopble npu BbiceBe ganv nioboe konunyectso nsonstos (Tabnuvua 3), eANHCTBEHHbIV U30nAT

(Tabnwuua 4) unu Heckonbko n3onatos (Tabnuua 5).

Ta6bnuua 3. Bce cooTBeTCTBYHOLWME Napbl, AaBLIME OAUH UM HECKONBbKO U30MIATOB (MoceBbl KPOBU)

®nakoHbl BacT/ALERT |% MCTUHHO NONOXUTENbHbIX PnakoHbI CootHowenme
OnpeaeneHuve BacT/ALERT PF, | % MCTUHHO NONOXUTeNbHbIX Konu4yectBa
PF Plus, uctuiHo pe3ynbTaToB B NONYNALMM,
KNUHUYECKUX UCTUHHO pe3ynbTaToB B NONynsauum, WCTUHHO
NonoXutenbHble c¢dnakoHbl BacT/ALERT
n3onAToB e3VNLTATEI PE Plus NonoXutenbHble cdnakoHbl BacT/ALERT PF  [nonoxutenbHbIX
pe3y pe3ynbTaTtbl pe3ynbTaToB*
3Haunmble 91 4,1 (91/2215) 77 3,5 (77/2215) 1,182
KoHTamuHaHTbI 24 1,1 (24/2215) 29 1,3 (29/2215) 0,828
HeunsBecTHble 25 1,1 (25/2215) 22 1,0 (22/2215) 1,136
Bcero 140 6,3 (140/2215) 128 5,8 (128/2215) 1,094

* 96 (0eBAHOCTO LLEeCTb) M30NSTOB ObINO BbIBNIEHO NpK MCNONb30BaHWMK kak dnakoHoB BacT/ALERT PF Plus, Tak n donakoHos BacT/ALERT PF; 44 n3onsta —
TONbKO Npu ucnonb3oBaHumn chnakoHoB BacT/ALERT PF Plus n 32 n3onsita — Tonbko npu ucnonb3oBaHun cnakoHos BacT/ALERT PF. CooTHoweHue
KOTMYECTBA UCTMHHO MOJIOKUTESbHBIX PE3YIIbTATOB N0 BCEM M3onsiTam coctasuno 1,094 (140/128) ¢ 95 %-Hbim W (0,954; 1,234).7

Ta6nuua 4. Bce COOTBeTCTByHOLWMe napbl, gaBline €AVHCTBEHHbIA U30NAT (ﬂOCEBbI KpOBVI)

KnuHnyeckoe ®nakoHbl BacT/ALERT PF Plus, ®nakoHbl BacT/ALERT PF, CoOOTHOLIeHMe KonuyecTea
WCTUHHO NOJIOXKUTENbHbIE WCTUHHO NOJIOXKUTENbHbIE WCTUHHO NOJIOXKUTENbHbIX
onpepeneHue .
pe3ynbTaTtbl pe3ynbTaTtbl pe3ynbTaToB
3HaunmMble 69 61 1,131
KoHTamMuHaHTbI 17 17 1,000
HewusBecTHble 19 16 1,188
Bcero 105 94 1,117

* 73 (ceMbaecsiT Tpu) n3onsTta 66110 BbISIBNEHO NPW UCMONb3oBaHUK kak driakoHoB BacT/ALERT PF Plus, Tak n donakoHoB BacT/ALERT PF; 32 nsonsta —
TOnNbKO Npu ucnonb3oBaHuun cnakoHoB BacT/ALERT PF Plus n 21 n3onst — Tonbko npu ncnons3oBaHum cdnakoHo BacT/ALERT PF. CooTHoweHune konnyectsa
MCTUHHO MOMOXUTENbHbLIX Pe3ynbTaToB Mo eAUHCTBEHHBLIM U3onsaTam coctaeuno 1,117 (105/94) ¢ 95 %-Hbim O (0,957; 1,277).7

Tabnuua 5. Bce cooTBeTCTBYIOLWME Napbl, AaBLUXE HECKONBKO U30NATOB (MoceBbl KPOBU)

KnuHuieckoe ®nakoHbl BacT/ALERT PF Plus, ®nakoHbl BacT/ALERT PF, CoOTHOLWEeHMe KonuyecTea
WUCTUHHO MONOXUTENbHbIE WCTUHHO NOMOXUTENbHbIE WCTUHHO NOMOXUTENbHbIX
onpepeneHue .
pe3ynbTaThbl pe3ynbTaThbl pe3ynbTaToB
3Haunmble 22 16 1,375
KoHTaMuHaHTbI 7 12 0,583
HewusBecTHble 6 1,000
Bcero 35 34 1,029

* 23 (mBaguatb Tpu) n3onata GbINo BbISBNEHO NpuU ncnonb3oBaHuy kak dprnakoHoB BacT/ALERT PF Plus, Tak n dnakoHoB BacT/ALERT PF; 12 uzonsitos —
TOnNbKO Npu ucnonb3oBaHumn cnakoHoB BacT/ALERT PF Plus 1 11 n3onsitoB — Tonbko npu ucnonb3oBaHum dnakoHos BacT/ALERT PF. CooTHoLleHne
KOTIMYECTBA UCTUHHO MOJIOKUTESbHBIX PE3YNbTATOB MO MHOXECTBEHHBIM M3onsiTam coctasuro 1,029 (35/34) ¢ 95 % AW (0,748; 1,310).”

B paHHOM knuHudeckom nccneposaHum anst 2041 napel conakoHoB BacT/ALERT PF Plus n BacT/ALERT PF nocne 5 gHen uHky6aumm 6binm
nony4eHbl oTpuLaTenbHble pe3ynbTaThl TecTa Ans oboux TUNoB drakoHoB. [ina Tpex u3 aTmx nap 6bin NpoBedeH BbicEB MaTepuana nus oboux
NakoHOB, N He ObINI0 MONyYEHO HW OAHOrO JNOXHOOTpULEATENbHOro pesynbTaTta Ans 06oux TMMNoB (IakoHOB; BbICEB MaTepuarna TOMbKo U3
¢nakoHoB BacT/ALERT PF Plus 6bin npoBegeH ans 2034 nap, v BbISIBIEH OAWH NOXHOOTpUUATENbHLIV pe3ynbTaT; AN YeTbipex nap

hnakoHOB BbICEBbI HE NPOBOAUIIUCE. PeSyJ'IbTaTbI npeactaBneHbl B Tabnuue 6.

Ta6nuua 6. KonvyecTBO noxHooTpuLaTenbHbIX Pe3ynbTaToB MO COOTBETCTBYHOLWMM NapaM a3pobHbIX NOCEBOB KPOBU, KOTOpble
6bINM OTMeUYeHbl CUCTEMON B X0[e TecTa Kak oTpuuaTenbHble AN 060UX NOCEBOB

BbiceB n3 donakoHoB
BacT/ALERT PF Plus

BbiceB u3 pnakoHoB BacT/ALERT PF

% NoXHooTpULaTeNbHbIX
pe3ynbTaToB Ans
®nakoH BacT/ALERT PF Plus

% NOXHOOTpULATENbHbIX
pe3ynbTaToB AnsA
®nakoH BacT/ALERT PF

[a

Oa

0,00 (0/3)

0,00 (0/3)

Oa

Het

0,05 (1/2034)

O6wasn yacToTa NnoxHooTpuuaTenbHblX pe3ynbtaToB Ans dnakoHoB BacT/ALERT PF Plus Ha ocHoBaHMM BbiCEBOB MaTepuana cocTaBuna

0,05 % (1/2037).
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CpaBHeHWe KonmnyectBa MUKPOOPraHM3MOB (YMCIIO M3OMSATOB), BbIAENEHHbIX MpY BbiceBe MaTepuana u3 dnakoHoB BacT/ALERT PF Plus
n BacT/ALERT PF, npeactasneHo B Tabnuue 7.

Ta6nuua 7. CpaBHeHUe KonnvectBa MUkpoopraHuamoB u3 dnakoHoB BacT/ALERT PF Plus n BacT/ALERT PF

Foynna Mennatouyeckas ®dnakoHbI [Ownana3oH 3anonHeHus DnakoHb OwnanasoH
M':’A’l'( T rAMIMOR ‘:I A rp . BacT/ALERT PF (hnakoHos BacT/ALERT PF| o DG o 3anonHeHus
poop ArpY! Plus Plus (mn) BacT/ALERT PF (mn)
HosopoxaeHHbiit (< 1 6 01-1.4 7 0,1-1,6
mec.) T =1,
PebeHok mnagLwero 19 0.1-3.7 13 0.1-3.1

Enterobacteriaceae Bospacta (> 1 mec.—2 roga) T =9,
PebeHok (> 2-12 nert) 9 0,6-3,9 7 0,3-3,2
MoapocTok (> 12 net-21 0 14 1 16
rog) ’ ’
HoBopoxaeHHbIl (< 1 0 ) 0 )
mec.)

MpuxoTnmesie Pe6eHok MiagLLero 1 0.2 1 05

MWUKpOOPraHu3mbl Bo3pacTa (> 1 Mec.—2 roaa) ’ ,

(Neisseria meningitidis,

Neisseria sicca) PebeHok (> 2-12 neT) 0 - 0 -
MoppocTok (> 12 neT-21 1 11 1 0.6
rog) ’ ’
HoBopoxaeHHbIN (< 1 0 } 0 }
mec.)

Apovoxesble rpubhl PeGeHoKk MnazLero

;C?I/r"grliiﬁg{cacni Cs'e- ¢ L.Bospacta (> 1 mec.—2 roga) 0 0.5 ! 0.9

uilli ii, C. krusei, C.

lusitaniae) PebeHok (> 2-12 ner) 5 0,9-3,7 6 1,0-3,4
MoapocTok (> 12 net-21 1 02-30 2 2125
ron) ,2-3, -2,
HoBopoxaeHHbIl (< 1 0 ) 0 )
mec.)

HedepmeHTupyioLLme PebeHok MnagLuero 5 17-35 6 15-25

rpamoTpuLaTenbHbIe Bo3pacta (> 1 mec.—2 roga) Y 2074

Gaunnrsl Pe6eHok (> 2—12 ret) 2 0,9-2,2 3 1,0-2,8
MoppocTok (> 12 net-21 0 ) 0 )
rog)
HoBopoxaeHHbIN (< 1
Mec.) 5 0,1-0,5 5 0,1-0,9

. PebeHok mnagliero
goarynaaoOTpmuaTeanbm Boapacta (> 1 Mec.—2 roga) 12 0,1-3,0 10 0,1-3,4
taphylococcus
phylococeu PeGerok (> 2-12 nier) 15 0,1-38 12 0536

MoapocTok (> 12 net-21
ron) 6 0,5-3,5 7 0,5-3,2
HoBopoxaeHHbIn (< 1 0 0.3 1 01
mec.) ’ ’
PebeHok mnagLero 5 05-15 5 0.6-16

Staphylococcus aureus Bo3pacta (> 1 mec.—2 roga) T o
PebeHok (> 2-12 nert) 7 0,8-4,0 3 0,1-3,6
MoppocTok (> 12 net-21 2 15-17 2 13-14
rog) o o
HoBopoxaeHHbIN (< 1 1 0.1 1 0.1
mec.) ’ ’
PebeHok mnagliero 9 02-29 10 0.1-3.2

Enterococcus spp. Bo3pacra (> 1 mec.—2 ropa) T T
PebeHok (> 2-12 neT) 2 0,2-1,0 1 0,8-1,8
MoapocTok (> 12 net—21 8 15-3.1 7 1,9-2,9
ro) ,9-3, ,9-2,
HoBopoxaeHHbIn (< 1 0 R 0 R
mec.)

PebeHok mnagLero

Streptococcus BoapacTa (> 1 Mec.—2 roga) 2 1.0-27 1 1,1-1.6

neumoniae

P PeGerok (> 2-12 nier) 0 ; 0 ;
MoppocTok (> 12 net-21 0 R 0 R
rog)

HoBopoxaeHHbIn (< 1 0 ) 0 )
mec.)
PebeHok mnagLuero

Streptococcus spp., Bo3pacTa (> 1 Mec.—2 roga) 1 0,5 0 1,0

rpynnel A, B
PebeHok (> 2-12 ner) 0 - 0 -
MoppocTok (> 12 neT-21 0 ) 0 )
ron)

Opyrue Streptococcus HoBopoxaeHHbIN (< 1 0 } 0 }

spp. mec.)
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PebeHok mnagliero
Bo3pacTa (> 1 mec.—2 roga)
PebeHok (> 2—-12 ner) 3 0,7-2,3 2 0,6-2,6
MoapocTok (> 12 net-21

ros1)

HoBopoxaeHHbIn (< 1

mec.)

Opyrue PebeHok mnagLwero
rpamoTpULaTENbHbIE Bospacra (> 1 mec.—2 roaa)
Gakrepun* Pe6eHok (> 2-12 neT) 0 - 0 -
MoppocTok (> 12 net-21

rog)

HoBopoxaeHHbIN (< 1
mec.)

Opyrve Pe6eHok MnaaLero
rpaMnonoXuTerbHble Bospacra (> 1 mec.—2 roga)
Gakrepumt Pe6eHok (> 2—12 net) 3 0,1-3,4 1 0,1-3,2
MoppocTok (> 12 neT-21
ron)

4 0,1-1,6 5 0,1-1,5

1 0,7-2,4 2 1,1-2,4

1 0,1-0,7 2 0,1-0,4

3 0,5-3,0 2 0,9-2,3

0 3,3 1 3.2

* Opyrvie rpamoTpuLaTenbHble 6akTepuy, BbiAeneHHbIe B 3TOM KIMHWYECKOM uccnefoBaHumn: HenaeHTdMUMpoBaHHbIe rpaMoTpuLaTensHble nanoyku (1)

t [lpyrvue rpaMnosnoxuTernbHble MUKPOOPraH13Mebl, BbiAENEHHbIE B 3TOM KITMHUYEeCKOM uccnenoBanum: Bacillus spp. (6), Corynebacterium spp. (2), Diphtheroids
(1), Micrococcus spp. (2), Stomatococcus spp. (1).

B KNMMHMYeCcKknx nccneaoBaHUsX MUKPOOPraHU3mbl 6bInu BblAENEHbI U3 06pa3u,0|3 KpoBu o6bemom Gonee 0,1 mn. Cpe,cwl HUX:

. > 1,0 mn gna Streptococcus pneumoniae
e HedepMeHTUpYIOLLME rpaMoTpuLaTenibHble nanoyku n3 obpasuos o6bemom = 0,9 Mi; HemaeHTUULMPOBaHHbIE rPaMoTpuLaTenbHbIe
nano4ku n3 obpasuos oo6bemom = 0,6 mn

. Streptococcus spp. rpynn A n B u3 obpasuos o6vemom = 0,5 mn

. S. aureus n3 06pasuoB o6bemom = 0,3 mn

. npuxoTnueble MukpoopraHnamel (N. meningitidis n N. sicca) n3 o6pasuos o6bemom = 0,2 mn

e apoxokeBble rpubbl (Candida albicans, C. guilliermondii, C. krusei v C. lusitaniae) n3 o6pa3uoB o6bemom = 0,2 mn
KoHTponb kayecTBa B XOA4e KIIMHMYECKOro uccrnenoBaHus nposoguncs no Bcem 13 mukpoopravuamam (Candida albicans, Candida krusei,
Enterococcus faecalis, Escherichia coli, Haemophilus influenzae, Neisseria meningitidis, Pseudomonas aeruginosa, Staphylococcus aureus,
Staphylococcus epidermidis, Stenotrophomonas maltophilia, Streptococcus agalactiae, Streptococcus pneumoniae u Streptococcus pyogenes),
KoTopble ObIMM  MPUrOTOBMEHbI MyTeM rMocnefoBaTeNbHbIX —pasBedeHui W nocesHbl BO  dnakoHbl BacT/ALERT FA  Plus
B KoHueHTpauun 100 KOE/cnakoH ¢ npuemnembim AmnanasoHoMm 30-300 KOE/cnakoH. OOwme pesynbTaTbl KOHTPONSA kKavecTBa Obinu
pacueHeHbl kak yaoBneTBoputenbHble. Criydan, korga pesynbTaTbhl KOHTPOMNsS KavyecTBa Obinu HenpuemneMbiMu, CBA3aHbl C TEXHUYECKUMU
owmbkamm (HanpyMmMep, CIULLKOM Manoe Unu CrvlKoM 60mbLIoe YMCO KOMOHUN, He Bblnl U3MEHeH cTaTyc nakoHa nocne nonoXuTenbHOro
CcurHana oT CUCTEMbI M MONOXUTENBHOrO pe3ynbTaTa BbiceBa, He BHeceHa fobaBka). [oBTOpHblE TECTbI AaBanu NpYemnemble pesynbTarThl.

OTcpoyeHHas 3arpy3ka

B Ttabnuue 8 npeacraeneHbl pedynbTaThl UccrefoBaHWin noceBoB 11 BUAOB MukpoopraHuamoB (Staphylococcus aureus, Candida albicans,
Candida krusei, Escherichia coli, Klebsiella pneumoniae, Acinetobacter baumannii, Pseudomonas aeruginosa, Streptococcus pneumoniae,
Enterococcus faecium, Haemophilus influenzae w Neisseria meningitidis) B koHueHTpauun 100 KOE/dnakoH (Mpyu AonycTMMOM AuanasoHe
30-300 KOE/dnakoH), BbINOMHEHHbIX B TpeX LieHTpax. dakTnyeckoe Konm4ecTBo MUKpoopraHuamos coctasuno 35-290 KOE/dnakoH. OgHako
B OAHOM Crny4ae KOHLEeHTpauus noceBHoro Matepuana npesbicuna >300 KOE/dnakoH (3T AaHHble UCKIOYEHbl 13 3aKMHYMTENbHOro aHanusa
OaHHbIX). dnakoHbl 6biNM MccrefoBaHbl C KPOBbK YENOBEKA OT 3[0POBLIX A0OPOBOMBLEB U XpaHUMUCL B 3afaHHbIX TemnepaTypax
M B TeYEHUV 3a[aHHOTO BpeMeHu nepepn 3arpy3kon B aHanusaTop BacT/ALERT 3D. [ons BbigeneHus oTpaxaeT (riakoHbl, KOTOpble
aHanusaTop MOMETUI KakK MOMOXMTENbHbIE, U U3 KOTOPbLIX MPU BbICEBE ObINMU MOMyYeHbl KOMOHUM C MOPGONOrMe, COOTBETCTBYHOLLEN
NoCestHHOMY MUKPOOPraHu3Mmy.

Ta6nuua 8. OTcpoyeHHas 3arpyska

MpoaomknTenbHOCTb
KyNbTUBMPOBaHUSA A0 onpepeneHus
cTaTyca ¢nakoHa c MOMeHTa noceBsa
B . T B (Bpemsi xpaHeHus + ,l]uana}ou
6BOAMMbIM eMgepa'ryB(a: pemsA xpaHeHus| BbineneHus NPOAOIKNTENLHOCTE KOHLeHTPaLMIMnoceBHOro
obpasell uHky6auum (°C) (vackl) KyNbTUBMPOBaHUSA A0 onpepeneHus Kn:)aérlepuana
cTaTtyca priakoHaaHanM3aTopom B ( tbrakoH)
yacax)
CpegHee Ownana3soH
KoHTponb Bes 3agepxku 100,0 (459/459) 14,3 8,5-84,0 35-288
TecToBbIE 2-8 48 98,6 (292/296) 63,7 57,5-103,2 48-288
thnakoHbl, B 20-25 24 98,0 (291/297) 31,8 26,2-74,4 50-288
KOoTOpble
npousBeneH 20-25 36 91,9 (272/296) 41,8 38,0-70,5 50-290
noces 35-37 8 98,9 (454/459) 16,1 10,2-53,8 35-288
35-37 24 56,6 (259/458)* 28,3 26,0-74,4 35-288
OTpuuaTtenbHble B
KOHTPONM Bce ycnosus 0,5 (17221)t - -

* BHUMAHMUE: ®nakoHbl ANs KynbTUBUPOBaHUA, XpaHuBLLUMecs npu 35-37 °C B TeueHue 24 4 unu gonblue nepep 3arpy3kon B aHanusarop, MoryT He
AaBaTb NONOXMUTENbHOrO CUrHana u TpebyloT BbiceBa.
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t B atom nccnenosaHnn 6bin nony4yeH oaunH TI0KHOMONOXUTENBHbIN pesynbTar. OTpI/ILlaTeJ'IbeII?I pesynbtart 6bin noaTBep>KaeH rnpu okpacke maska rno Fpamy W BbiCEBE.

Mpeun3noHHOCTL B YCIIOBUAIX o4HOM nabopaTtopumn (MOBTOPAEMOCTb)

[HaHHble B Tabnvue 9 npeacTaBnsioT pedynbTaTel BHYTPEHHUX UCCIIeA0BaHUA NOCEBOB, KOTOPbIe NPOBOAMIUCL B TeveHne 12 aHeln HeCKONMbKUMM
onepatopaMu C MCMOMb30BaHUEM HECKONbKUX aHanm3aTopoB. MVKpoOpraHvwaMbl BbipalUMBanucb Npu A06aBneHWn KIMHWUYECKUM 3HaYUMMbIX
KOHLIEHTPaLMi NPOTUBOMMKPOOHLIX NMpenapaToB, K KOTOPbIM OHW YyBCTBUTENbHBI. B AaHHOM wnccnedoBaHuM BbiceB MaTepuana us nakoHoB
BacT/ALERT PF Plus npoBoaumncs kak MUHUMYM Yepes 24 4 nocne Toro, Kak cucteMa 3apernctpupoBara pocT B chnakoHe. [Ans KaXaoro coveTaHms
MWKpOOPraHMama v NpoTUBOMUKPOGHOro NpenapaTa TeCTMpoBaHve Obino BbINONMHEHO He MeHee YeM B 108 NOBTOPHOCTSIX.

Ta6nuua 9. Npeun3MoHHOCTb B YCNOBUAX O4HOWN nabopaTtopum (NOBTOPSIEMOCTL)

MpoaomxuTenbHOCTb

BBoaumbin o6pasey, % BbioeneHus kynbTuBUpoBahnsa no

OnanasoH onpepeneHus cratyca

(KOE/dnakoH) ¢nakoHa (vachbl)
MukpoopraHusm npOTManC;hII-II:Ir()g(.:GHbIM Maptua 1 (MapTtusa 2| NapTua 3 Bcero CpegHee Ouana3oH
C. albicans dniokoHason 140-364 100,0 100,0 100,0 100,0 26,0 22,8-31,3
E. coli AmMukaumH 26-156 100,0 100,0 100,0 100,0 12,0 11,2-13,0
K. pneumoniae JleBocbnokcaunH 108-170 100,0 100,0 100,0 100,0 13,4 11,7-15,2
P. aeruginosa MunepaunnnuH 80-148 100,0 97,2 100,0 99,1 19,2 17,4-241
S. pneumoniae MNenvumnnuH G 9-505 100,0 100,0 100,0 100,0 13,2 11,6-15,5
S. aureus BaHkomMunumH 94-158 100,0 100,0 100,0 100,0 16,9 14,6-20,3
BocnpouzBogmmocTb

B Tabnuue 10 npeacraBneHbl pe3ynbTaThl UCCNEAOBaHMI MOCEBOB, NMPOBEAEHHbIX B TpeX LeHTpax. B kaxaom ueHTpe TecTupoBaHue Obino
BbIMOSHEHO B 162 NOBTOPHOCTSAX B TeYEHNe 3 AHEN C y4acTeM He MeHee ABYX ornepaTopoB Ha OAWH LeHTp. BocnponssoanmMocTs oLeHmBanach
ONS Kaxporo u3 OeBATM MUKpoopraHuamoB. [ns AByx MukpoopraHuamoB (C. albicans v S. pneumoniae) KynbTypbl FOTOBWMM MyTeM
nocrnefoBaTenbHbIX pa3BedeHui, Ans ocTanbHbIX CEMU — C UCMoNb3oBaHWeM npoaykuumn BioBall®. C. albicans w S. pneumoniae 6binu
nocesHol B cpnakoHbl BacT/ALERT PF Plus B konuuectBe 100 KOE/cpnakoH ¢ npuemnembim aunanasoHoMm 30-300 KOE/dnakoH,
a ocTanbHble CeMb MWKpoopraHmamoB — B konudectBe 1-17 KOE/pnakoH. ®akTnyeckoe KONMYECTBO MUKPOOPraHM3MOB COCTaBMUIIO
6—700 KOE/cbnakoH ans guanasoHa 30-300 KOE/dnakoH n 1-270 KOE/dnakoH gns avanasoHa 1-17 KOE/dnakoH. Jons BblgeneHus
OTpaxaeT MONOXWUTENbHbIN pe3dynbTaT TecTa, OTMEYEHHbII CUCTEMON, U pesynbTaTbl OKpawmBaHusA no [pamy/BbiceBa, noaTBepXaaloLme
Hanuyne MUKpoopraHMama.

Ta6bnuua 10. BocnponsBognMmocTb

MpoaomknTensHOCTb
KyNbTUBMPOBaHUA Ananazon
BeoauMbIii % BblaeneHus nlo onpefeneHus KOHUeHTpaun
o6pasel cTaTyca dnakoHa 1 nocesHoro
(4ack) maTepuana
(KOE/dpnakoH)
LieHTp 1 LleHTp 2 LenTp 3 Bcero CpenHee Ownana3oH
S. aureus 100,0 % (18/18) 87,5 % (21/24) 100,0 % (30/30) 95,8 % (69/72) 15,6 14,6-16,7 2-11
C. albicans 100,0 % (18/18) 83,3 % (30/36) 100,0 % (33/33) 93,1 % (81/87) 36,6 24,6768 14-700
E. coli 100,0 % (27/27) 77.8 % (21/27) 100,0 % (30/30) 92,9 % (78/84) 12,8 11,8-14,1 1-38
P. aeruginosa 100,0 % (24/24) 75,0 % (18/24) 97,0 % (32/33) 91,4 % (74/81) 18,4 17,1-211 111
E. faecalis 100,0 % (18/18) 79,2 % (19/24) 96,7 % (29/30) 91,7 % (66/72) 13,9 12,6-15,3 1-15
E. aerogenes 74,4 % (29/39) 72,2 % (26/36) 85,4 % (41/48) 78,1 % (96/123) 14,9 11,7-20,8 <1-270*
L. monocytogenes | 100,0 % (18/18) | 100,0 % (24/24) | 100,0 % (30/30) | 100,0 % (72/72) 24.1 20,4-36,4 1-14
S. enterica 100,0 % (24/24) | 75,0 % (18/24) | 100,0 % (33/33) | 92,6 % (75/81) 135 23148 113
S. pneumoniae 100,0 % (30/30) 100,0 % (36/36) 100,0 % (21/21) 100,0 % (87/87) 14,2 11,6-18,9 6-500
95,4 % (206/216) 83,5 % (213/255) 96,9 % (279/288) 92,0 % (698/759)
Bcero 95% OU: 95% OM: 95% OM: 95% AU: -
91,7 %; 97,8 % 78,4 %; 87,9 % 94,2 %; 98,6 % 89,8 %; 93,8 %

* [NopcyeT KonnyecTBa MMKPOOPraHM3MOB Ha Yallkax Npu KOHUEHTpaummn noceBHoro matepuana 270 KOE/dnakoH npoBoaunu ¢ ncnonb3oBaHnemM
nocneaoBaTesbHbIX Pa3BeeHuiA.

3T AaHHble BKIOYAOT MOBTOPHbIE TECTbl, BbIMOSHSABLUMECS BCMEACTBME TEXHWMYECKMX OLWMBOK B OTAENbHO B3STOM LieHTpe (Hanpumep,
KOHTaMuHauusa npu BbiceBe). [laHHble, M3 KOTOPbIX UCKMOYeHbl nabopaTopHble Ownbkn, AemoHCTpupyloT 100-npoueHTHOe Bbidenexue,
3a ucknoyeHnem E. aerogenes — vactoTa BblAeneHns 3Toro MMKpoopraHmamMa (CymmapHas Ans Bcex LieHTpoB) coctasuna 85 %.
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OrPAHUYEHHASA FTAPAHTUA

Komnanus bioMérieux rapaHTupyeT, 4To paboyne xapakTepucTuku
[aHHOro U3[enns COOTBETCTBYIOT yKa3aHHOMY NpeayCMOTPEHHOMY
HasHaYeHUo B TeYEeHUe BCEro Cpoka IKCrryaTauuu npu ycrioBuu,
4YTO CTporo cobnogeHbl Bce Mpoueaypbl MO WMCNOMb30BaHUIO,
XpaHeHuto n obpaboTke M Mepbl 6e30MacHOCTW, Kak MoapoGHO
M3MOXEHO B UHCTPYKLMSIX MO 3KCnyaTauuu.

3a uckmnoveHneM BbllleykasaHHbIX crlyyaeB, KoMmnaHus bioMérieux
He [daeT HWKaKuX rapaHTui, B TOM uucre, noapasyMeBaeMblX
rapaHTMn TOBapHOrO KayecTBa W rapaHTUii  COOTBETCTBUSA
npegnonaraeMoMy  WUCMOMb3OBAHWIO, W He [aeT  HUKaKuUX
ob6s3aTensCcTB, B TOM yncne, ABHO BbIPaXXEHHBIX,
nogpasymMmeBaembIX UM KOCBEHHbIX, B OTHOLLEHUW UCMOSb30BaHUs
Kakoro-nmbo peareHTa, nporpamMMHoro obecneveHus, npubopa
1 pacxofgHblx mMatepuanos (ganee — «Cuctema»), OTIMYHOMO OT
yKa3aHHOro B MHCTPYKLMAX NO 3KCyaTauum.

OONOJIHUTENbHAA UHOOPMALUA

bioMérieux

BacT/ALERT PF Plus — ®nakoHbl neguaTpuyeckue
BacT/ALERT PF Plus co cpeaon n agcop6eHTom ansi
BblAeNeHNsA MUKPOOPraHM3MoB M3 KPOBU U CTEPUIbHbIX
OUONOrMYECKUX XKUAKOCTEeN

100 wr./yn. 410853

[na nonyyeHus TexHuyeckon nopgaepxkum B CLUA obpawantech
B Otmen no pabote c knveHTamu komnaHuu bioMérieux no
TenedoHy 1-800-682-2666. 3a npegenamu CLUA cBsxutech
C MeCTHbIM npeacTaBuTenem komnaHum bioMérieux.

TABNULIA CUMBOJIOB N OBO3HAYEHUN

CumBon

O6o3Ha4yeHue

m

Homep no katanory

WNarotoButenn

[aTta nsrotoeneHus

TemnepaTypHbIn AnanasoH

Ncnonb3oBaTk A0

0

Koa naptum

OBpaTUTECh K MHCTPYKLUMM MO NPUMEHEHIO

CopaepXv“Moro 4oCTaTo4YHO ANS NPOBeAEeHNs N-
Konun4yecTtBa TeCToB

& <BERI~EL

YNonHOMOYeHHbIV NpeacTaBuTens B EBponerickom
coobuiectese

—
—

Bepx

<
o

MeauumHckoe nsgenue Ans AnarHoCTuKM in vitro

3anpeT Ha NOBTOpPHOE NpUMeHeHne

Bes natekca

% kale

Tonbko ana CLUA: BHumanue: CornacHo
denepansHomy 3akoHy CLUA, naHHoe nsgenve
[JonyckaeTcsi K Npoaaxe TOMbKO NULEH3MPOBaHHBIM
Bpayam Unm no unx 3akasy.

MHCTpyKuMs npunaraeTcs K HAbopy unm ee MOXHO 3arpy3nTb
¢ canta www.biomerieux.com/techlib.

bioMérieux — Pycckuit — 11

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru




BacT/ALERT PF Plus 056200-01/9309505 D — ru — 2016-04

UCTOPUA NEPECMOTPOB
B aTtom paspene cogepxutcs 0630p USMEHEHU, BHECEHHbIX B MHCTPYKLMIO NO NpuMeHeHuto donakoHoB BacT/ALERT PF Plus.

Hara BbInycka Homep Bepcumn Tun uameHeHun 0630p U3MeHeHuM
2016-04 056200-01/ M3meHeHne cogepxxaHusi:| PeareHTbl
9309505 D - O6HOBNEHWNe NHdOopMaLMK O cocTaBe

- PagbsicHeHue no pate ncreyenuns CpOKa rogHocTn

B pasgen «B3sTue n nogrotoBka o6pasuoB» obaBneHo npeaynpexaeHue
OTHOCUTENBHO BbICOKOrO AABNEHUs BO (hriakoHe

B pasgen «KoHTponb kayecTBa» JobaBneHo npeaynpexaeHue oTHocutensHo JINC
1 COKpaLLEHHbIX 0603Ha4YeHUI TMNoB NakoHOB

[o6asneHo npeaynpexaeHne Rx-only ans nons3osateneri B CLUA
AOMUHUCTPATUBHbIE B pa3gen «OrpaHu4eHHas rapaHTUA» J06GaBIIEHO NONOXEHNE

V3MEHEeHNA: Pasgen «Taénuua cMMBOMOB M 0603HaYeHUIi» OGHOBMEH C LieSIbio BHECEHUST HOBBIX
CUMBOIOB AN NpoAyKTa

2013-04 9305130 C MameHeHue copepxanus:| B pasgenax «HasHaueHue», «B3siTue n nogroroBka o6pasuoBy, «Oxupgaembie
pe3ynbTaTbl», «HelTpanusaumsa npoTMBOMUKPOGHbLIX NpenapaToBy», «Pabouyne
XapaKTepUCTUKUY», TAe NePeCMOTPEHHbBIN TEKCT BKIOYAET AOMNONHUTENbHYIO
MHOPMaLMIO MO XapakTePUCTKaM NPOAYKTa, OCHOBaHHYH Ha AaHHbIX KIMMHUYECKUX
ncenenoBaHumn

B pasgen «OrpaHuyeHus Metopa» nocne oueHkn FDA gobaBneHbl NyHkTbl 2, 8 1 9

AOMUHMCTPaTVBHbIE W3 pa3pena «PeareHTbI» TEKCT O npegynpexneHnax nepeHeceH B pasgen
NU3MEeHeHus: «OrpaHnyeHns metoga»

NMPUMEYAHME: He3HauuTenbHble TUNorpad)ckue, rpamMaTuyeckme U3MeHeHUst U 3aMeHeHusi B popMaTMpPOBaHMK B UCTOPUIO NEePeCcMOTPOB
He BKITIOYeHbI.

Kareropuu tTunoB nsmeHeHu:

KoppekTypa = ucnpasneHvie owmnGoK B JOKYMEHTaLMM.
N3meHeHune coepKaHUA = BHECEHWNE HOBbIX U M3MEHEHHbIX (0BHOBNEHHBIX) AaHHbIX MO HAa3HAYeHMIo U paboynM xapakTepucTkam NPoayKTa.
ALMWHUCTPaTUBHbIE U3MEHEHUS = BBEEHWE N3MEHEHWI HETEXHUYECKOrO XapaKkTepa, 3acnyX1BatoLLMx BHUIMaHWUs Nofib3oBaTens.

[ns nonyyYeHnst TEXHUYECKON KOHCYNbTauumn 1 NnogaepXku npocbba obpaluartbes K
YMONTHOMOYEHHOMY
npeacTaBuTENo NPOM3BOANTENS HA TeppuTopun Poccuiickon ®enepaumu:
000 «6noMepbe Pyc»
Appec: Poccusa, 115230, Mockea, 1-bii HaratuHckmin npoe3sg, g. 10, ctp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsyer nuHum: 8 (800) 250 10 79
e-mail: info.russia@biomerieux.com
Beb-canT: www.biomerieux-russia.com

B cnyuae BbisiBneHust NO60YHbIX AENCTBUIA, HE YKa3aHHbIX B UHCTPYKLUM MO NPUMEHEHUIO UK
pyKoBOACTBE MO 3KCnnyaTaumm MeguuuHCKOro n3aenus, HexenaTenbHbIX peakuuii npu ero
NPYMEHEHNN, 0COBEHHOCTEN B3aUMOLENCTBUA MEOULMHCKMX M3aenuin mexay cobom, haktos 1
00CTOATENBCTB, CO3A4AOLLMX YTPO3Y XM3HW U 300POBbLI0 rpaXaaH U MeaULMHCKNX paboTHUKOB Npwm
NPYMEHEHNN 1 SKCnyaTaunm MeanUMHCKUX U3Aenui, HeOOXOAMMO HanpaBnUTb COObLLEHNE,
cofepxalliee ykasaHHble cBeaeHus, B PepepanbHyto criyx0y no Hagsopy B cdhepe 3apaBooOXpaHeHUs B
COOTBETCTBWM C AENCTBYIOLLMM 3aKOHOAATENbCTBOM.

bioMérieux, rony6oit norotun, BacT/ALERT, BioBall, FAN sBnsitoTca ncnonb3yemMbIMu1, 3aperncTpMpoBaHHbIMK U/UN HaxoasaLWMMUCS B NpoLecce permctTpaumm
TOBapHbLIMU 3HaKamu, NpuHagnexalummmn KomnaHum bioMérieux, oAHOM N3 JOYEPHUX UM BXOOSLLMX B €€ rpynny KOMNaHui.

OTOT NPOAYKT MOXKET BbITh 3aLUMLLEH OOHMM UMM HECKONbBKUMU NaTeHTamu; cM. http://www.biomerieux-usa.com/patents.

ToBapHbIli 3Hak 1 ToBapHoe nmst ATCC, a Takxe nobble Homepa no katanory ATCC — ToBapHble 3Hakv komnanum American Type Culture Collection.
CLSI siBnsieTcs 3aperncTpmpoBaHHbIM TOBapHbIM 3HakoM, npuHaanexawmm Clinical and Laboratory Standards Institute.

[pyrue Ha3BaHWA 1 TOBapHble 3HaKW NPUHAANEXaT UX 3aKOHHbIM BriagernbLam.

©BIOMERIEUX 2011, 2013, 2016, 2017

bioMérieux SA
d I 376 Chemin de I'Orme
bioMérieux, Inc. 69280 Marcy-I'Etoile - France
100 Rodolphe Street E RCS LYON 673 620 399
Durham, North Carolina 27712 USA Tel. 33 (0)4 78 87 20 00
www.biomerieux.com Fax 33 (0)4 78 87 20 90
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BacT/ALERT® SA

IVD

BacT/ALERT SA Aerobic — ®nakoHbl BacT/ALERT SA co cpenon
AnNA BblaesieHUA a3pobHbIX MUKPOOPraHU3MoOB U3 KPOBU

HA3HAYEHUE

BacT/ALERT SA Aerobic — ®nakoHbl BacT/ALERT SA co cpegmon ans
BblAeNeHNst adpoBHbIX MUKPOOPraHU3MOB 13 KPOBWU (MO TEKCTY drakoHbl s
KynbTuBupoBaHusi  BacT/ALERT SA,  cnakoHbl  BacT/ALERT  SA)
MCMONb3YIOTCA  C aHanusaTopamy  KynbTyp  KpoBM U MukoGakTepui
aBToMaTuyeckumu BHakTepuonornyeckumn cepum BacT/ALERT (no Ttekcty
aHanuaaTopbl BacT/ALERT)  ans KayecTBEHHOro obHapyxeHus
1 BblAeneHusi aspobHbIX MUKpoopraHuamoB (6akTepuii 1 rpuboB) B KpoBM
1 Opyr1x B HOpMe CTepunbHbIX BMONOrMYecknX XnaKoCTsIX.

KPATKOE OMUCAHUE

Ananusatopbl BacT/ALERT wucnonb3yloTcss Onsi onpegeneHvs Hanmuusi
MWKPOOPraHM3smMoB B obpasuax KpoBM 1 OPYrUX B HOPME CTePUmbHbIX
BUronornyecknx KMAKOCTe npu  MOAO3peHUM Ha BakTepuemuio  Unu
dyHremuto. AHanusatop BacT/ALERT B coueTaHun c cnakoHamu ans
KynbTMBUPOBaHUS MpeacTaBnseT coboi Kak cucteMy obGHapyxeHus
MWKPOOPraHM3MoB, Tak UM cpedy C nuUTaTenbHbIMU WM aTMOCKHEpHbIMU
yCroBMSIMK,  NOAXOAAWMMMU  ANA  MUKPOOPraHU3MOB, KOTOpble 4acTo
BCTPEYaloTCA B KPOBM W APYrUX B HOPME CTepuIlbHbIX Buonornyeckux
xugkocTsix.  ®nakoH BacT/ALERT SA, B KoTOpbli  npeaBapuTenbHO
npouseoauTcst noces obpasLia, nomelyaetcsi B npubop, rae ocyliecTBnseTcs

KyNbTVBMPOBAHWE W HEMPEepbiBHbIA  MOHWTOPUHI  Hanuuua  pocTa
MUWKPOOPraHM3MoB BO (hfiakoHe.

NMPUHLUWUN TECTA

AHanuaaTopsbl BacT/ALERT OCHOBaHbl! Ha MNCNonNb30BaHUN

KOINIOPMMETPUYECKOro  AaTyMka U1 CBETOOTPaXeHus Ans  perucrpauum
Hanuuus 1 HakonneHus yrnekucnoro rasa (CO,) B nuTatenbHoi cpeae. Ecnn
B aHanu3npyemom obpasLie NpucyTCTBYIOT MMKPOOPraHu3mbl, TO B npoLecce
pocTta 1 yTunusaumm cybcTpaToB nUTaTENbHON Cpeabl OHU BblpabaTbiBaloT
CO,. MNop penctBmem BbipabaTbiBAEMOro MUKPOOPraHM3MaMu Yriekucioro
rasa LUBeT ra3onpoHMLIAeMOoro AaTyuka, BCTPOEHHOTO B JHO Kawaoro
chnakoHa ANs KyNbTUBMPOBAHUS, MEHSETCA C 3eMeHO-ronyGoro Ha KenTblit'.
B pesynbTate ocBeTneHuns garynka koauLMEHT OTPaXXEHNS NOBbILLAETCS.
MOHWTOPWHI 1 perncTpaums oTpaxeHus gnakoHa NnpousBoanTCcst NpuGopom
kaxgple 10 MUHYT.

PEATEHTbI
[ns anarHocTukwu in vitro.

OCTOPOXHO! C o6pasuamu u cbrniakoHamu, B KOTOpble Npou3BeneH
noces, crieqyeT o6pawarbCs Kak € NOTEHUMaribHO MHMEKLNOHHbLIMU
matepuanamu. Bce dnakoHbl, B KoTopble Gbin npou3BedeH MNoOCeEB,
urnbl ana 3a6opa o6pasuUoB U CUCTEMbI ONs B3SATUS KPOBU criedyeT
o6e33apaxuBaTb B COOTBETCTBMM C MpoLeAypoi, UCNonb3yeMon
B BallleM yupexaeHun>.

BacT/ALERT SA (uBeToBas KOAMPOBKA: CWHAS) —  (priakoHbl  Ans
KynbTMBUpoBaHusi BacT/ALERT SA, npefnHa3HaueHHble Ons OQHOKPaTHOro
ncnonb3oBaHus, cogepxat 40 Mn nuTaTernbHoOW cpeabl U BHYTPEHHUI AaTUMK
YIMEeKNCrnoro rasa, KOTOpbli SIBMSIETCA WHAWKATOPOM MWKpPOoBHOro pocra.
Mpenapat cpeabl COCTOWT M3 MaHKpeaTU4eckoro ruaponusara kaseuHa
(1,7 % wmacca/o6bem), nanauHoBoro rugponuaarta coesoit Myku (0,3 %
macca/obbem), nonuaHeToncynbcgoHata  Hatpus  (SPS) (0,035 %
macca/obbem), nupugokcuHa rgpoxnopuga (0,001 %  macca/o6bem),
aTalKe [ApYrMX CMOXHbIX aMWHOKUCIOT U YrmeBoAHbIX cybcTpaTtos
B oumLeHHON Bode. Bo dnakoHax cospaHa atmocdepa CO, B kucnopoge
nog Bakyymom. CoctaB cpefdbl MoxeT ObiTb MoauduuupoBaH Ans
[OCTVKEHNS! HE0BXOANMbIX (PYHKLIMOHANbHBIX XapaKTepUCTUK.

OCTOPOXHO! ®nakoHbl Aans  KynbTuBupoBaHusi BacT/ALERT
M3roToBneHbl M3 nonukap6oHaTta. HekoTopble Ae3vHduuupyowme
CpeAcTBa Hemnb3si UCNOMb30BaTb Ha NONUKAPGOHAaTHLIX NMOBEPXHOCTSAX,
TaK KaKk OHM MOryT BbI3BaTb NoBpexaeHue cnakoHoB. lpoBepbTe,
COBMeCTUMO nu pAe3nHdUuMpYylollee CPeAcTBO C Nonukap6oHaToMm,
nepea TeM Kak MCNoNb3oBaTb ero Ans Ae3vHdekuun nosBepxHocTein
conakoHoB ansa KynbTuBupoBaHusa BacT/ALERT.

OCTOPOXHO! HekoTopble peako BcTpe4arowumecsi NPUXOTIUBbIE
MWUKPOOPraHU3Mbl MOFYT He pacTu UMM pPacTu OuYeHb MeaneHHo
B nUTaTesnibHOMN cpege conakoHoB ans KyNnbTUBUPOBaHUSA
BacT/ALERT SA. lNpu nogo3peHMn Ha Hanu4ne peako BCTpevarLmnxcs,
NPUXOTNMBbLIX  MWUKPOOPraHU3MOB, TpeGyllmx cneundmryeckux

nuTaTesibHbIX cpen 4] ycnosuﬁ KynbTUBUPOBaHUA, cnepyet
paccMmoTpeTb BO3MOXHOCTb Ucnosib3oBaHuA anbTepHaTUBHbIX
MeTOAO0B BblAesieHnsa unu yeerinieHus BpeMmeHu VIHKyGaUMVI.

OCTOPOXHO! Mpu kynsTuBupoBaHun Bo cbnakoHax BacT/ALERT SA
o6pa3uoB, He SABAALWMUXCA KPOBbIO, (B HOpPMe CTepUIbHbIX
GUONOrMYeCcKUX IKUOKOCTEW) MOXeT MOoHaao6uTbcA pobaBneHue
B MUTaTeNnbHyl cpeay KPOBM WNU Apyrux p[Ao6aBok, Hanpumep
cTepunbHou  AecdmbpuHMpoBaHHON  nowaauHon  kpoBu (5%
obbem/o6beM), AnA noaaepXKaHUA pocTa, 0COGEHHO AN BbiAeneHus
NPUXOTNMUBLIX MUKPOOPraHU3MoB, Takux kak Haemophilus influenzae
n Neisseria gonorrhoeae®.

OCTOPOXHO! B peakux cnyyasix B obpasuax MOryT BcTpevaTbCcs
MMWKpPOOPraHu3Mbl, KOTOpble pactyT BO dnakoHax  ans
KynbTuBupoBaHusi BacT/ALERT SA, HO He Npou3BOAAT [OCTaTOYHOro
KONM4YecTBa YrneKuUcrioro rasa Ans onpegeneHusi pocrta. ®akTopom,
CrMocoGCTBYIOWMM  BO3HMKHOBEHUIO TakoW CUTyauuu, sBnsieTcs
Hanuuue B o6pasLie aKTUBHbIX aHTUBUOTUKOB.

HeOGXOAMMbIe AonoJiHuTeNnbHbIe MaTepuanbl
e Ananusatopbl BacT/ALERT

Cuctema 3abopa kposwu

CTepunbHble UMbl AN BEHTUIIMPOBAHWS U NepeceBa U3 NONMOXUTENbHBbIX
hnakoHoB

e OpHopa3oBble nepyaTku

Mopxoaswmii KoHTeHep ANs GUONOrMYeckn onacHbIX OTXOA0B ANst
yTURU3aLum MaTepuaros, KOTOpbie MOTyT ObiTb 3arpsi3HEHbI
VHEKLMOHHBIMY MaTepuanamm

MaTepwanbl, KOTOpPble MOXHO an06pecTV| B KOMNaHuu

bioMérieux

e BacT/ALERT Blood Collection Adapter Cap - Konnavok agantepa ans
B3ATUSA KpoBM BO cornakoHbl BacT/ALERT (no TekcTy konnayok agantepa,
KOMnayok aganTtepa Ans B3ATMs KpoBu Bo chriakoHbl BacT/ALERT)

o AHanusatopbl BacT/ALERT

o CTepurbHble UMbl 4111 BEHTUMPOBaHUS U NEPEceBa U3 NONOXUTENbHbBIX
hnakoHoB

WUHCTpyKLUMKN NO XpaHeHUto

dnakoHbl ans kynbTuBupoBaHusi BacT/ALERT SA rotoBbl K MCNONb30BaHMIO.
Mx cnepyeT xpaHUTb B BEPTUKANbHOM MOMOXEHUN B MeCTe, 3alUULLEHHOM OT
NPSIMOro COMHEYHOro cBeTa, Npu koMHaTHon Temnepatype (15-30 °C). Cpok
rogHoCTM (PrakoOHOB yKa3aH Ha 3TUKeTKe kaxaoro dnakoHa. 3anpeluaetcs
OCYLLECTBNATb MoCeB BO (pNakoHbl Ansi KyNbTUBMPOBAHWS MO OKOHYaHWUK
cpoka rogHoctu. Mpu xpaHeHun bnakoHOB Npu Temnepartype Hwke 15 °C
BO3MOXHO 0OpasoBaHWe ocagka, KOTOpbli pacTBOPSETCS MpU HarpeBaHun
cdnakoHa 4O KOMHATHOM TemnepaTypebl. [epea CnNonb3oBaHWEM BbIAEPXUTE
nakoH A0 AOCTMKEHNS KOMHATHON TeMnepaTypbl.

Xumuyeckune nnu pusnyeckne Npu3Hakm HeCTabUNbLHOCTH

Mepen ucnonb3oBaHveM nakoHbl Anst KynbTuBupoBaHusi BacT/ALERT SA
criefyeT OCMOTPETb Ha HanuuMe MPU3HaKoB MOPYM WA MOBPEXAEHUs
(obecuBeunBaHme). PnakoHbl C MpU3HAKamy MOPYM, MOBPEXOEHUS UK
NpoTeKaHWsi UCNoNb30BaTh HeMb3s. Cpeaa fofmkHa GblTb NPO3payHon, XoTs
BO3MOXHa Heborbluas onanecueHuUs unv crefpl ocagka Us-3a Hanuuus
aHTuKoarynsHTa — nonuaHetoncynbdgoHata HaTpusa (SPS). He nyrante
onanecueHUMio € MOMyTHeHWeM. He  wucnonb3yiite  chnakoHbl  npu
NMOMYTHEHUN Cpefpbl, MOXENTEHWW JaTyMka WM MNpY HamMuuu NpU3HaKoB
NOBLILLEHHOrO AaBrneHWsl rasa BO (pnakoHe, Tak Kak BCe NepeuvncrneHHoe
CBUAETENbCTBYET O KOHTAMUHALMN.

NMPUBOPLI

Mepea wWcrnonb3oBaHWEM MPOYTUTE PYKOBOACTBO MO 3KCryaTauuu
aHanusatopa BacT/ALERT.

3ABOP U NOOTOTOBKA OBPA3LIOB

NMPUMEYAHMUE. ®nakoHbl ans KynbTuBnpoBaHus BacT/ALERT SA gomxHbl
MCronb3oBaTbCs  chneuuanbHo  0ByYeHHbIM  MEeAUMUMHCKAM  NepCoHanoMm.
MpaBunbHbI 3a60op obpasua vmeeT 6Gonbluyld BaXHOCTb npu paboTe
C KynbTypamu kpoBu. [lpegnoytuTensHbIM  METOAOM  ANS  MONyYeHus
o6pa3uoB KpoBU Ansi MoceBa SIBMSIETCS BeHEnyHKuusi. PekoMeHpoBaHHast
npoueaypa 3a6opa 06pa3LioB npuBeeHa B JokymeHTe Cumitech 1C*.
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NMPUMEYAHUE. Bo Bpems noaroToBkM cpnakoHa W BHeceHusi obpasua
naumMeHta  HeobxoOMMO  MPUHATL  Mepbl  ANA  NpefoTBpalleHus
KOHTaMWHauun.  O6si3aTenbHOM  Mepon AN CHWKEeHUs  4acToTbl
KOHTaMMHaLMK SABNAeTCA Haanexaias Ae3vHMEKLNSA KOXN.

NMPUMEYAHUE. KpoBb MOXHO 6paTb HeMnocpeacTBEHHO B NMPOGMPKY,
cogepxawme nonuaHetoncynbdoHat Hatpusa (SPS), xota 910 He
pekomeHayeTcs KOMMaHvemn bioMérieux. Mpo6upku C Apyrumu
aHTUKoarynsiHTamm Ans KynbTyp KPOBU UCMONb30BaTh HEMb3si .

NMPUMEYAHME. KomnaHusi bioMérieux pekomeHayeT 3arpyxatb ¢rakoHbl
ONs KynbTYBMPOBaHWS B aHanusaTop BacT/ALERT kak MoXxHoO ckopee nocre
3abopa o6pasuoB. Ecnu nakoHbl Ans KynbTUBMPOBAHUS HEBO3MOXHO
3arpy3vTb B aHanuaaTop cpasy nocrie nocesa, TO [0 3arpy3ku ux crnegyet
fAepxaTb Npy KOMHaTHOW TeMnepaTtype.

MoproToBka chnakoHa
1. Banuwute Ha dnakoHe MHGOPMALMIO O NauneHTe. 3Haukv Ha 3TUKETKe
dnakoHa (O, #, &) MmoxeT onpeAensTb NONb3oBaTeNb.

2.  CHuMUTE NNacTUKOBYIO 3ALLMUTHYIO NNACTUHY C Bepxa Npobku dnakoHa
ANst KyNbTUBMPOBaHUs. Mepea NoceBoM Npoae3nHMULMPYINTE BEPXHIOWD
YacTb (nakoHa pAna KynbTUBMPOBAHUA TaMMNOHOM, MPOMNUTaHHBIM
CNMPTOM, WNKW aHanorMyHblM MaTtepuanom. [aiiTe el BbICOXHYTb
€eCTeCTBEHHbIM 06pasom.

3. Ouuctute BbIBpaHHOE ANl BEHEMyHKUWW MEeCTO B COOTBETCTBUM
C YTBEPXKOEHHO B BaLleM YYpexaeHun npoueaypoil.

Mpoueaypa noceBa mnpu HenocpeacTBEHHOM 3abope KpoBwU
nocpeACTBOM BEHENYHKLUU

NMPUMEYAHME. [llpn wncnonb3oBaHUM TEXHWKM HENoCcpeaCTBEHHOro
3abopa KpoBM W3 KPOBOTOKA MauUWeHTa 3anpelueHo Aenatb 370 U3
BHYTPWUCOCYAUCTLIX YCTPOWUCTB W MOPTOB AN reMoauanuia us-3a
BEpPOSATHOCTU fedopMauum npocseTa kateTepa unu  3abpoca
CoAEPXMMOro hnakoHa B KPOBOTOK NaLeHTa.

NMPUMEYAHMUE. [pn opgHoBpemeHHOM noceBe BO bnakoHbl Ans
KynbTUBUPOBaHUSI KpOBMU BacT/ALERT HECKOMbKMX TMNOB
C UCnonb3oBaHWEM  cUCTeMbl  3abopa  KpoBM € urnomn-6aboukoit
1 konnayka-agantepa ANs HeNoCPeACTBEHHOro B3ATUS KPOBW cCHavana
HY)XHO BHOCUTb o06pasel, BO (rnakoH Ansi BblOEneHUst adpOGHbIX
MWKPOOPraHM3MoB, a 3aTtemM BO (bnakoH ANA BblAesieHnst aHadpobHbIX
MWKPOOPraHM3mMoB, YTOObI KUCIIOPOA, CKOMMBLUMICS B Tpybke, He nonan
BO (pniakoH Ans BblAeneHnst aHaspo6HbIX MUKPOOPraHN3MOB.

a. MoxHOo ucnonb3oBaTb MeHbLUMA 06bem obpasua, HO BblaerneHue
MOXHO  MOBbLICUTb, ecnM obbem obpasua cocTaBnser
npubnuantensHo 10 M>® (pekomMeHaoBaHHOE 3HaueHMe).

6. YToObI n3bexaTb nocesa Ype3amepHoro o6bema,
oTcrnexuBalite o6beM 3abupaemoii BO briakoH kposwu. [ns
HanonHeHWs drakoHa NpubnManTensHo Ha 10 MN OpueHTUpynTEeCH
Mo fNUWHUM YPOBHSI 3amnofiHEHUs Ha 3TukeTke dnakoHa. Wnm
ncnonb3ynte mMeTkn obbema c warom 5 Mn Ha aTukeTke dpnakoHa
[nsi oLleHKN o6bema BHeceHHoro obpasua.

NMPUMEYAHME. B xoae Bceln npoueaypbl TLATENbHO KOHTPONUpynte

npoLecc HenocpeacTBeHHoro 3abopa, obecneunBas Haanexawuin

NOTOK M He [Jonyckasi nonajaHusi COAEPXMMOro (nakoHa B TPyOKy

apanTtepa. Mockonbky BO ¢hnakoHe Ansi KynbTUBMPOBAHWS cofdepKaTcs

Xummyeckve 0o6aBKM, BaHO crnefoBaThb yKa3aHHOW HWke MoLuaroBow

npoueaype, 4TOObl He [ONYyCTUTb BO3MOXHbIA OOpaTHBIN MOTOK

1 nocnegyoLme HexxenaTenbHble peakumnu.

a. [epxute dnakoH ANA KyNbTUBMPOBAHUS HWXE PyKUM NaumeHTa
B BepTVKarbHOM MonoxeHun (Npobkoii KBepxy).

6. BosbMWTe KpOBb C MOMOLLLID CUCTEMbI 3abopa KpOBW C UFMOW-
6aboukoin 1 Konnayka aganTepa AN B3ATUA KPOBU BO (hriakoHbI
BacT/ALERT B COOTBETCTBMMN C yTBEpPXXAEHHON B Ballem
y4pexaeHnn npoueaypoit W BbINOMHUTE MOCEB HEenoCPeACTBEHHO
BO prakoH Ansi KynbTUBMPOBaHWS Y KpoBaTu naumeHTa. MoxHO
1cnonb3oBaTb MeHblUMii 0o6bem obpasua, HO BblAernieHne MOXHO
noBbICUTb, ecnv obbeM obpasua cocTaBnseT npubNM3NTENbLHO
10 Mn (pekomeHOoBaHHOe 3HauveHue). YTobbl M3bexaTb nocesa
ypeamepHoro obbema, oTcnexwBanTe obbem 3abupaemoit BO
hnakoH KpOBW C MOMOLLbIO METOK C LaroM 5 M, pacnonoXeHHbIX
Ha aTuKeTKe hnakoHa.

B. OcnabbTe XryT, Kak TONMbKO KPOBb HA4HET nocTynaTb BO ¢hriakoH
AN KyNbTUBMPOBAHMA UMM B TedeHMe 2 MUHYT Mocrne ero
HanoxeHusl.

r. Mpocnegute 3a TeMm, 4TOObI codepxumoe hriakoHa He Kacarnocb
npobku unu KoHUa mrnbl Bo Bpemsi 3abopa KpoBu.

B koHTaMWHMpOBaHHOM chnakoHe ANsi KynbTUBMPOBAaHWA MOXeET OblTb
co3faHo  M3BbITOYHOE [JaBreHue, U npn ero HenocpeaCcTBEHHOM
Mcnonb3oBaHMM Anst 3abopa KpoBU MOXET MPOU3OWTU OTTOK cpenbl
B BeHy nauveHTa. KoHTamuHaums dnakoHa Ana KynbTUBMPOBaHWA He
Bcerga nerko pacrnosHaeTcs. Bo wusbexaHue oTToka Heobxoaumo
TWaTtenbHO KOHTPONMpPOBaTb nNpouecc HenocpeacTBeHHOro 3a60pa
KpoBW. He ncnonbaynte nakoHbl Npy NOMYTHEHUW CPeAbl, NOXENTEHUN
Aartyvka unm npu Hann4mu npusHakoB NOBbILLEHHOro AaBrieHns rasa Bo

dnakoHe, Tak Kak BCe
O KOHTamuHaLuuu.

nepeyncrieHHoe cBuaeTenbCcTByeT

Mpoueaypa noceBa npu 3abope KPOBM C NOMOLULLO
wnpuua

NMPUMEYAHUE. lpn opgHoBpemeHHOM noceBe BO (OnakoHbl Ans
KynbTvBMpOBaHWs  kpoBu  BacT/ALERT  Heckonmbkux  TuMMoB C
uCrosb3oBaHWMeM LWMpuua cHavana cregyet BHOCWUTb obpasel BO
nakoH Ans BblAeneHUst aHadPOGHBIX MUKPOOPraHW3MOB, a 3aTeM BO
nakoH AN BblgeneHust adpoBHLIX  MUKPOOPraHM3moB, YTOGLI
KMCMopod, CKOMMBLUMIACA B LUNpULE, He mnonan BO (hriakoH Ans
BblAerNeHnst aHaspo6HbIX MUKpoopraHuamoB. Mcrnonb3yiite MeTku
obbemMa Ha 3TUKeTKe (nakoHa ANA oueHkM obbema BHECEHHOTo
obpasua.

a. BbinonHuTe BeHenmyHKUMIO U MepeHoC KpoBM BO priakoH Ans
KynbTvBMpoBaHusi BacT/ALERT B cooTBETCTBUM C yTBEPXKAEHHOM
B BaLLEM YYpEXOEHWUN NPOLIEAYPOIA.
OCTOPOXHO! 3anpewaetrca BAaBnuBaTb MNOPLUIEHb LWNpULA
C yCUnueMm npuv BbINOMHEHUM MoceBa, TaK KaK MOXeT MpPoM3oUTH
pa3bpbisruBaHue ob6pasua. [Mpu pocTuxkeHun HeobxoaumMoro
o6bemMa 3anofHeHUsi yAanuTe LWNPUL, TaKk Kak M3-3a BaKyyMma
aBTOMaTU4eCKU oTbepeTtcs KONu4ecTBo, npesblwatoliee
pekoMeHAyeMbin Makcumym. Bo n3bexaHue HapylieHus Bakyyma
npokanbiBanTe Npo6Ky dnakoHa BepTUKanbHo. He BbinonHsante
noceB BO (pflakoH ¢ HapyLleHHbIM BaKyyMOM.

4. HesamegnutenbHo pgoctaBbTe (nakoH AnNA  KyNbTUBUPOBAHUS,
B KOTOPbI NpoM3BeeH NoceBs, B nabopaTopuio Ans cCrnefoBaHuii.

NMPOLEAQYPA NPOBEOEHUA TECTA ONA ®JIAKOHOB
onAa KYNbTUBUPOBAHUA BacT/ALERT SA
I'Ipe.qBapMTeanble 3amMeydyaHusa U npepocrtepexeHusn

1. HeobxoaMmo ucrnonb3oBaTb OAHOPA30BbIE MepyaTku U obpalaTbes
¢ chnakoHamu, B koTopble Bbin NponsBefeH Noces, Kak ¢ NOTEeHUManbHoO
VH@EKUMOHHBbIMKM MaTepuanamu. MNMpu nonagaHum KOHTaMUHUPOBAHHbIX
BeLLEeCTB BHYTPb OpraH1M3ma Unm npu nx KOHTaKkTe C OTKPbITbIMKU paHamm
UMM MOBPEXAEHHbIMW  y4acTKaMy  KOXW  CriefyeT  HemeasieHHO
obpatutbCs K Bpayy.

2. Bce nponvBbl M yTEYKM KOHTAMUHUPOBAHHbLIX BELLECTB creayeT
HEMeASIEHHO YCTpaHsATb, WCMONb3ysi 5-MPOLEHTHLIA PacTBOp HaTpusi
rmnoxnioputa, pasBefeHHblii B cooTHoweHun 1:10. Mcnonb3oBaHHble
ONA OYMCTKM MaTepuanbl CrefyeT yTUNM3MpoBaThb C cobrogeHuem
COOTBETCTBYIOLLMX NpOLEeAyp.

3. Bce dnakoHbl, B kKOTOpble Gbln Npou3BeaeH Noces, Urnbl Ans 3abopa
06pa3uoB ¥ cUCTeMbl ANst B3ATUS KPOBWU criegyeT obessapaxuBaTb
B COOTBETCTBUM C NPOLIGAYPOIA, MCTIONB3YEMOi B BaLLEM YUpEXaeHUN’.

4. Wcnonb3oBaTb 3TW  (prakoHbl JOSHKEH CrneunansHO  0ByYeHHbI
nepcoHan nabopatopuu.

5. Tonbko ansi CLUA. OcTopoxHo! CornacHo cdpeaepanbHomy 3akoHy CLUA
[iaHHOoe YCTPOWCTBO A0MycKaeTCs K NPoAaxe TONbKO MULEH3MPOBAHHbBIM
Bpayam UIm no unx 3akasy.

3ameyaHus U NpeaocTepexeHus K npoueaype nposeaeHUsi

TecTa

1. CregyeT npunoxute BCE YCUNUS K HEAOMYLLEHMIO KOHTaMUHaLMK
06pas3uoB KpoBW NauueHTa Npu BEHENyHKLUMM U BO BpeMs rnocesa BO
hnakoHbl Ana  KynbTUBMPOBaHUS. KoOHTaMuHaUMS MOXET NPUBECTU
K MOMNOXWTENBHOMY pe3ynbTaTy aHanusa obpasua npu OTCYTCTBUM
B 06pa3sLe KIMHUYECKM 3HaYMMOro n3onsTa.

2. 3abop kpoBW criegyeT NMpoW3BOAUTHL A0 Hayana aHTMBMOTUKOTEpanuu.
Ecnv 3TO HEBO3MOXHO, 3abop KpoBM cregyeT NpPOU3BOAWTbL
HenocpeACcTBEHHO Nepes BBEAEHUEM ovepeHoii 403kl aHTUBKUOTYKA.

3. Ecnu  nakoHbl  Ans KyNbTUBMPOBaHWS  GbinM  JOCTaBMEHbI
B nabopaTtopuio He cpa3y mocne noceBa, a C 3afAepXKoin unn 6binu
npeaBapuTENbHO  MHKYOMpoBaHbl BHe aHanu3atopa BacT/ALERT,
ocMOTpuTe brakoHbl Ha Hanmuune npusHakoB MukpobHoro pocta. Mpu
Hann4nm SBHbIX NPU3HAKOB MUKPOBHOTO pocTa He nomellaTe dnakoHbl
B aHanusaTop BacT/ALERT ana nposegeHns MOHUTOPWHra,
a npogormkante paboTy C HUMU KaK C NONOXUTENbHbIMU drlakoHaMM.

Jla6opaTtopHas npoueaypa

OCTOPOXHO! Npu nepeceBe MaTepuana W3 MNONOXMUTENbHbIX
cnakoHOB ANA KynNbTUBUPOBaHUA crieayeT cobniopatb oblue mepbl
npeaocTopoxHocTu. BHyTpu drnakoHa MoxeT ObiTb co3gaHo
NoBbIlWEHHOEe AaBneHWe NMpu BHECEHMN W3MULLKA XWAKOCTU uUnu npu
HanMYuM MUKPOOPraHU3MOB, aKTUBHO BbipabaTbiBalOWMUX rasbl.
MonoxuTensHble ¢nakoHbI crneayeT noABepraTb KPaTKOBPEMEHHOMY
BEHTUNUPOBaHUIO Nepej OKpallMBaHMEM WNU  yTunusauuein Aans
yAaneHus 3 HUX ra3os, BbipabaTbiBaeMbIX MUKPOOPraHM3Mamu.

1. OcmoTpuTe dnakoHbl nepen Havanom paboTbl. He ucnonb3yinte
bnakoHbl NpY HanMuMM NOBpeXAeHUn u npoteyek. Npu nNomyTHeHUM
cpefbl, TMOXENTEHWW [JaTyMka, Hanmuuum remonusa, npusHaKkoB
M36bITOYHOrO rasoBOro AABMEHUS MW APYrMX NPU3HAKoB MUKPOOHOro

bioMérieux — Pycckuit — 2

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru



BacT/ALERT® SA

043259-01/9313396 D - ru - 2016-03

pocTa chnakoH cregyeT cyuTaTb NONOXUTENbHLIM. Bo3bMuTe MaTepuan
Onst Maska v coenante nepeceB. VIHKyOupyiTe dnakoH, TOMbKO ecnu
Ma30K oTpuLaTenbHbIN.

2. Tocne 3arpy3kv (rnakoHOB [Ans KyNbTUBMPOBAHWS B NpUGoOp OHK
[OJKHBI OCTaBaTbCA TaM OT MATU A0 CEMWU CYTOK MMM A0 NOMyyYeHus
NONOXWUTENbHOro pesynbrata.

3. W3 Bcex hnakoHoB, pe3ynbTaTbl aHanuaa KOTOPbIX MOMOXUTESbHbI,
cnegyeT B3ATb Ma3ok ucgenate nepeceB. [lpu  oTcyTcTBMK
MWKPOOPraH13MoB B Maske (4t0 MoXeT yKasblBaTb Ha
TIOXHOMONOXMWTENbHBI  pe3ynbTaT) nakoH cregyeT  MNOBTOPHO
3arpysuTb B npubop [0 MOMyvyeHUs pocTa Ha uYallke, KyAaa 6Obin
npousBefeH nepeces, UM NOBTOPHOW perncrpauum npmbopom pocta BO
cnakoHe. MNpu NOBTOPHOM onpeaeneHnn pocTa KynbTypbl BO (hnakoHe,
KOTOPbIN NepBoHa4anbHO Gbin onpeaeneH Kak JIOXHOMOMOXUTENbHbIN,
13 Hero crielyeT NOBTOPHO BbINOSHATL Ma30kK U caenaThb nepeces.

4. [ns npoBepku OTpULATENbHOTO pesynbTaTa Takke MOXHO BbIMOMHSATH
Ma30K n/unu nepeces u3 nakoHa nepeq, ero yTunusauuen.

5. Tlpouepypa 3arpysku pnakoHOB B aHanNM3aTop W BbIFPy3kM U3
aHanusatopa BacT/ALERT nogpo6HO onucaHa B pyKOBOACTBE MO
aKcnnyaTauuu.

6. He ucnonb3syite cnakoHbl ansa KynbTuBuMpoBaHus BacT/ALERT
Gonee opgHoro pasa. YTuUnuaupyite nakoHbl Ans KynbTUBUPOBaHUS
BacT/ALERT, BkoTopble 6bin npov3BedeH MNOCEB, B COOTBETCTBUM
cnpaeunamv Bawen nabopatopun. ABTOKNaBMpOBaHWe  W/vnu
CXKWUraHvie SBNSIOTCA MpUMeMNeMbIMK MpoLeaypaMn yTUn3aumm Takux
cbnakoHos BacT/ALERTZ

7. Wcnonb3oBaHue cpeAcTB CBEpreHWst (Hanpumep, TynbiX Wrm) Ans
npokona npobky MOXeT NPUBECTU K NpoTeyke hrakoHa.

KOHTPOJ1Ib KAHECTBA

CepTudmkaT COOTBETCTBUSI MPEAOCTABMNAETCA C KaXA0N napTven dnakoHoB
ana  KynbTuBupoBaHusi. [pu >kenaHum nabopaTopun MOryT BbINOMHATb
[OOMONMHUTENbBHBIN KOHTPONb KayecTBa (pnakoHOB [AMs KynbTUBMPOBAaHWUS
BacT/ALERT SA. CMm. pykoBOACTBO MO 3Kcniyatauuu aHanusaTtopa
BacT/ALERT u fiokymeHT CLSI® M22-A3°.

Mpubop

Habop cTtaHpapTtoB Ans kanubpoBkuM siyeek aHanusaTopa BacT/ALERT
npefocTaBnsieTcss C kaxablM npubopoM Ans nposefeHusi npouedyp QC
n kanubposkn. Jliobble npoueaypbl KOHTPONS KavecTBa [AOSMKHbl ObiTb
YacTblo  Tekyllero  NpodunakTM4eckoro  OBCMYyXMBaHUA  CUCTEMbI.
[ononHnuTenbHble CBEAEHWUSI CM. B PYyKOBOACTBE MO  3KCMiyaTauuu
aHanusatopa BacT/ALERT.

PE3YJIbTATbI

MonoxutenbHbli  MNW  OTpuUATENbHbLIM  pesynbTaT  onpeaensieTcs
nporpaMMHbIM OGecrneyeHneM MPUHATUA PELLEHWUI, SBMSIOWMMCS YacTblo
aHanusatopa BacT/ALERT. [o nonyyeHWsi MOMOXUTENbHOTO  WUnu
oTpuuaTenbHOro curHana ot aHanusatopa BacT/ALERT Hukakux genctsui
BbIMONHATL He TpebyeTcs.

PABOYME XAPAKTEPUCTUKU TECTA

OrPAHMYEHUA TECTA

Ha pesynbTaT Tecta BIUsieT MHOXECTBO MPaKTUYECKM HEKOHTPONMUPYEMbIX
(haKTOpPOB, CBSA3AHHLIX C KPOBbIO M APYTUMKU B HOPME  CTEPUIIbHBIMU
GUONOrNYECKUMM  XUOKOCTAMK,  MOSTOMY — HEMb3si  C YBEPEHHOCTbIO
yTBEpXAATb, YTO pe3ynbTaT TecTa 3aBUCWUT TONMbKO OT MPaBWUIILHOTO WMK
HenpaBWIIbHOTO UCMOb30BaHWSI NUTATENbHON cpeabl U paboTbl CUCTEMBI
oGHapyxeHus.

1. Bobpasuax nauueHToB, orpefdensieMblX KakK  MOMOXWUTENbHbIE
aHanusatopom BacT/ALERT, moryT cogepaTbCsi MWKPOOPraHvu3mbl,
KNETKU KOTOPbIX BUAHbI B Ma3ke, HO KOTOpPble He pacTyT Ha OObIYHO
ucnonb3yeMblx ANs nepeceea cpefax. [py Noao3peHun Ha Hanunuve
TakKMX  MWKPOOPraHW3MOB  MepeceB  CrneayeT  BbIMOMHATb  Ha
cneumanbHble cpedbl. Kpome TOro, nonoxwutenbHble nakoHbl
BacT/ALERT moryT copepxaTb MUKPOOPraHU3Mbl, KIEeTKA KOTOPbIX He
BUAHBI Npy 0BbIYHON OKpacke Maska W Ans obHapyXeHusi 1 BblaeneHns
KOTOPbIX MOryT TpeGoBaTbCs creumarnbHble MeToAbl OKpaluMBaHWs
Ma3KoB, a TaKke crevuuarbHble Cpeapl Afs nepecesa.

2. HekoTopble wtammbl Haemophilus influenzae, Neisseria meningitidis,
Neisseria gonorrhoeae w Peptostreptococcus anaerobius moryT GbiTb
YyBCTBUTENbHbI K @aHTUKOArynsHTY — MONMaHeToncynbdoHaTy HaTpusi
(SPS), uto wMmoXeT npuBecT kcnabomy pocty wunum cnabomy
Bblgenexuio yrnekucnoro rasa (CO,) 3aTumu WwWTammamu npy nocese BO
cnakoHbl HegocTaTouHoro o6bema obpasua KpoBu.

3. WHorga npu Hanuuum B obpasue kpoBuM GONbLIOrO  KonuMyecTBa
nenkoumToB aHanusatop BacT/ALERT moxeT onpegenutb pesynbrart
KaK MONOXUTENbHbIA. OTO MOXET MPUBECTU K TOMY, YTO U3 haKkTU4eCKn
oTpuuaTtenbHbIX (rakoHoB OyaeT MOBTOPHO B3AT Ma3ok U caenaH
nepeces.

4. Yacto KOnM4ecTBO MMUKPOOPraHU3MOB HE3HAYMTENbHO, W OHU MOryT
MosIBNATLCA B KDOBOTOKE  MEPUOAMYECKM, MO3TOMYy  Heo6Xxoammo
rnocrneaoBaTesisHO  BbINOMHATL 3a60p HECKONMbKUX 06pasLoB  KpOBM
KaXkgoro nauueHTa.

5. Tpyu nonyyeHWn MOMOXUTENBHOTO CUrHanma oT  aHanusaTopa
BacT/ALERT HacTosTenbHO pekoMeHOyeTCsi HeMeASIeHHO W3Bneyb
chnakoH u3 npubopa. ITO MO3BONUT M3GEXATb HEXMIHECTOCOBHOCTM
KynbTyp 13-3a aBTONM3a WM Mo Apyrim npuduHam. B vactHocTtw, ans
HEKOTOpbIX LTAMMOB Streptococcus pneumoniae xapakTepeH aBTonus,
ecnu nakoH He Wu3BnekaeTca M3 npubopa HeMeAneHHo mnocne
NoSy4eHUs! NONOXMTENBHOIO CUrHana.

6. B okpaweHHoM no [pamy maske M3 OTpuuUaTenbHOro rakoHa moryT
B HebOMbLUMX KOMMYeCcTBax BCTPEYaTbCA HEXW3HECNOCODHble KneTkn
MWKPOOPraHU3MOB, MoMnaslUMe B Ma30K M3 KOMMOHEHTOB NUTaTerbHOM
cpefbl, peareHTOB ANA OKpPacku Maska, MMMEPCMOHHOTO Macna umm
C NPeAMETHbIX CTEKOM, YTO MOXET NPUBECTU K NOXHOMOMNOXUTENBHOMY
pesynbTarty.

7. He pekomeHayeTCcsi MPUMEHATL OTCPOYEHHYIO 3arpysky chnakoHoB Ans
KynbTUBMpOBaHUWs kpoBu. Jllobasi oTcpoyka B 3arpy3ke MOXET MpUBECTU
K YBENMYEHNIO  BpPeMeHW [0  OOHapyXeHWs WM NonyyYeHuto
NOXHoOoTpuuATenbHbIX pe3ynbTatoB. B cnyyae ecnm wm3bexatb
OTCPOYKM HE YAAeTCsl, TO COrMacHO BHYTPEHHWM W OnyGrnuKOBaHHbIM
AaHHbIM bnakoHbl criefyeT XpaHUTb NPU KOMHATHOW TemnepaType He
6onee 24 vacos.

KomnaHuen 6binn npoBeaeHbl BHYTPEHHWE UCCNEA0BaHNs NMOCEBOB CEeAYLWMNX MUKPOOPraHM3MoB B koHUeHTpauusx < 10 KOE/dnakoH 1 < 100 KOE/cdbnakoH Ha

obpa3sLax 4enoBEYECKOW KPOBW, 0TOBPAHHBLIX B NONYMALMA 3[40POBbLIX B3POCHbIX.

Tabnuua 1.

Bpems KynbTUBUpPOBaHUSA

MUKDOODFAHNIM MoceBHOW MaTepuan A0 onpepeneHus cratyca

poop (KOE/cbnakoH) cnakoHa (yacbi)*

BacT/ALERT SA (nnacTtuk)

FpamnonoxutenbHble

(M. luteus, S. aureus, S. epidermidis, S. agalactiae, <100 12,5—36,3

E. faecalis, S. pneumoniae, S. pyogenes, <10 15,1—42,5

Group C Streptococcus, L. monocytogenes, S. sanguis)

FpamoTpuuaTenbHbie

(E. coli, H. influenzae, N. meningitidis, P. aeruginosa, <100 10,6—24,1

S. maltophilia, S. marcescens, A. baumanii, E. cloacae, <10 11,7—26,5

A. faecalis, K. pneumoniae)

Apoxokn <100 18,3—33,6

(C. albicans, T. glabrata, C. tropicalis) <10 20,5—48,6

* Ka)Kﬂ,bIIZ MWKPOOPraHn3m nccnenoBarncd B Tpex NoBTOPHOCTAX, NOJTyYeHbl cpeaHue 3Ha4yeHus. I'Ipleep,eH AnanasoH 3TuX cpeaHunx 3Ha4YeHuNn.
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OrPAHUYEHHAA TAPAHTUA

Komnanusi bioMérieux rapaHTupyeT, u4Tto paboune XxapakTepucTUKu
[aHHOTO  M3OeNnusi  COOTBETCTBYIOT  yKa3aHHOMY NpeayCMOTPEHHOMY
HasHa4yeHWio B TEYEeHWEe BCEro cpoka 3Kchnyatauuu npu YCcroBuM, 4TO
cTporo cobnodeHbl Bce npoueaypbl MO WUCMOMb30BaHUI, XPaHEHWHO
n obpabotke U Mepbl 6Ge3onacHOCTM, Kak nogApobHO U3MOXeHO B
MHCTPYKUMSIX MO 3KCMyaTauum.

3a ucknoyeHrem BbllleykasaHHbIX crly4aeB, komnaHus bioMérieux He gaet
HVKaKUX rapaHTui, B TOM 4ncre, NoapasyMeBaeMblX rapaHTUin TOBapHOro
KayecTBa W rapaHTWii COOTBETCTBUSI NMpEArnofiaraeMoMy MCMOMb30BaHUIO,
M He [JaeT HUKakMx o0s3aTenbCcTB, B TOM 4uCMe, SIBHO BbIPAKEHHBbIX,
nogpasymMeBaeMbIX UM KOCBEHHbIX, B OTHOLLUEHWM UCMOMNb30BaHUS KaKkoro-
nmbo peareHTa, nporpamMMHoro obecneyeHusi, npubopa W pacxogHbiX
matepuanoB (ganee — «Cucteman»), OTAMYHOIO OT  YKa3aHHOroO
B MHCTPYKUMSIX NO 3KCMyaTaumu.

OONONHUTENbHAA MHOPOPMALUA
bioMérieux
®dnakoHbl BacT/ALERT SA

100 wrT./yn. 259789

Ona nonyyeHuss TexHudeckon nopdepxkn B CLUA  obpalaiitech
B Cnyx0y TeXHU4YecKko noaaepXku komnaHum bioMérieux no TenedoHy
1-800-682-2666. 3a npegenamu CLUA  cBsXXWUTECH  C MECTHbIM
npegcraBuTenemM komnaHum bioMérieux.

TABJIMLIA CUMBOJIOB M OBO3HAYEHUI

CumBon O6o3Ha4yeHue

Homep no karanory

OdhmumanbHbI NponssoanUTENb

[aTta nsrotoBneHus

TemnepaTypHbi AnanasoH

Wcnonb3oBatb 40
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Homep napTun

O6paTuTeCh K MHCTPYKLMW MO NPUMEHEHWIO

CofepX1Moro OCTaTo4HO Af1A <n> TeCToB

YnonHomoueHHbIn NpeacTaButens B EBponeiickom
coobllecTBe
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W3penue meavumHckoe Ans AnarHoCTuku in vitro

He vcnonb3oBaTthk NOBTOPHO

Bes natekca

Tonbko ans CLUA. OctopoxHo! CornacHo
denepanbHomy 3akoHy CLUA gaHHoe ycTponCcTBO
[onyckaeTcs K Npoaaxe TOMbKO NLEeH3MPOBaHHBIM
Bpayam Unu rno ux 3akasy.

YpoBeHb 3anosiHeHnst
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MHCTpyKuusi No npMMeHeHuto npunaraeTcs k Habopy. Kpome Toro,
MHCTPYKLMIO MOXHO 3arpy3uTb C canTa
www.biomerieux.com/techlib.
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BacT/ALERT® SA

043259-01/9313396 D - ru - 2016-03

UCTOPUA NEPECMOTPOB
B aTtom paspene cogepxutca 0630p U3MEHEHWU, BHECEHHbBIX B UHCTPYKLMIO MO NpuMeHeHuto donakoHoB BacT/ALERT SA.

[aTta Bbinycka Homep Bepcun Tun nameHeHun 0630p U3MeHeHun
2016-03 043259-01 N3meHeHne B pasgen «OrpaHnyeHus Tecta» JobaBneHbl cBeaeHs 06 OTCPOYEHHON 3arpysKe.
/9313396 D coaepxaHna [No6aeneHo npeaynpexaenne Rx-only ans nons3sosateneii B CLUA.
AomuHucTpatuBHble | B pasgen «OrpaHuyeHHas rapaHTus» Jo6aBneHo ykasaHuve.
N3MeHeHus Pasgen «Tabnuua CUMBONOB 1 0603HaY€HUIA» OGHOBMEH C LIENbI BHECEHUS
o6o3HaveHuns cumsona Rx-only.
2015-05 9307042 B N3meHeHne B pasgen «PeareHTbl» BHECEHO pa3bsiCHEHUE MO AaTe UCTeYEHUsI Cpoka roaHOCTU.
conepxanHus Pasgen «3a6op 1 noarotoska o6pasLoB»:
- pobaBreHvie NpeaynpexaeHns OTHOCUTENbHO BEPOSITHOCTU BbICOKOTO A@BNEHUsS BO
cbnakoHe;
- pobaBneHve NpUMeYaHns KacaTesnlbHO 3TUKETKM Ha oakoHe C METKOW YPOBHSI
3anonHeHus;
- po6aBreHve NpMMeYaHnii ¢ MHpopmaLmen 0 BEHENYHKLMUN.
AomuHncTpaTvBHble | Pasgen «Tabnuua cMuMBONoOB M 0603Ha4YeHUn» OGHOBIEH C LiENbI0 BHECEHWS HOBbIX
N3MeHeHus CMMBOJIOB A51si NPOAYKTA.
[ob6aBneHune agpeca TexHu4eckon Gnbnuoteku

NMPUMEYAHWE. HesHaunTenbHble TNorpadckme, rpammaTuyeckne N3MeHeHns N M3MeHeHnst B (popMaTMpOBaHui B UCTOPUIO MEPECMOTPOB He BKITIOYEHbI.

Kareropuu tunos nsmexenui:

- KoppeK'rypa — ucnpasneHune owmnbok B AOKyMeHTauun.

- WU3ameHeHue coaepxaHusa — BHeCeHMe HOBbIX U UBMEHEHHbIX (OGHOBJ‘IeHHbIX) AaHHbIX NO HAa3Ha4YeHuto n paﬁOHMM XapakTepuctukam npogykra.
- AAMMHMCTpaTVIBHbIe U3MeHeHusa — BBeJeHune N3MEHEHWUIN HETEXHUYECKOrO XapakTtepa, 3acnyxuvsarLlinx BHUMaHUA Noib3oBaTend.

[ns nony4yeHus TEXHUYECKOWN KOHCYNbTaLMK 1 NOAAEPKKM Npocbba 06pallaTbCs K yNonHOMOYEHHOMY NPEACTaBUTENIO NPOM3BOAUTENS HA TEPPUTOPUA
Poccuiickon ®epepauum:
000 «brnoMepbe Pyc»
Appec: Poccusi, 115230, Mockea, 1-bii HaraTuHckuii npoesg, g. 10, cTp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsayeit nuHum: 8 (800) 250 10 79
e-mail: info.russia@biomerieux.com
Beb-cant: www.biomerieux-russia.com

B cry4yae BblABIEHUNA No6oYHbIX AeNCTBUN, He YKa3aHHbIX B UHCTPYKUMKX NO NPUMEHEHUI0 NN PYKOBOACTBE MO 3KcnnyaTauun MeauunHCKoro nsgenuva,
HexxenaTenbHbIX peakuyii Npyu ero NpUMeHeHUn, ocobeHHOCTEN B3aMMOOeNCTBUA MEAULIMHCKUX U3Oenunii mMexay coboii, hakToB 1 06CTOATENBCTB,
COo3JaroLWmx yrpody Xn3Hn n 300poBbio rpaxaaH n MeguumMHCKNX paboTHUKOB NPV NPUMEHEHUN 1 aKcnnyaTaumnm MeauLUHCKUX U3Eenui, HeobxoAnMo
HanpaBuTb coobLleHue, cogepxaliee YKasaHHble CcBeieHuA, B dDe,qepaanyro cny>K6y no Haasopy B cchepe 30paBOOXpPaHEHUst B COOTBETCTBUM C
[EeNCTBYIOLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, rony6oit norotvn 1 BacT/ALERT SBASIOTCS UCNONb3yeMbIMU, 3apErMCTPUPOBAHHBIMIA U/MAN HAXOAALLMMUCS B MPOLIECCE PErucTpaLmmn
TOBaPHbIMW 3HaKamu, NpuHaanexaLimmm komnaHum bioMérieux, of4HON N3 AOYEPHUX UNW BXOOSLLMX B €€ rpynny KOMNaHWun.

OTOT NPOAYKT MOXET ObIThb 3aLUMLLEH OAHUM UMW HECKONBbKUMM NaTeHTamu; cM. http://www.biomerieux-usa.com/patents.
CLSI sBnsieTcst 3aperncTpMpoBaHHbIM TOBapHbIM 3HakoM, npuHaanexatwum Clinical and Laboratory Standards Institute.
[pyrne Ha3BaHUs 1 TOBapHble 3HAKW NPUHaANexXaT UX 3aKoOHHbIM BnagenbLam.
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100 Rodolphe Street
Durham, North Carolina 27712 USA
www.biomerieux.com
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