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HasBanue
Anbda-dpetonpotenH (AFP) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN: 692591270022GT

MNpeanonaraemoe ucnonb3oBaHue

AHann3  iFlash-AFP - 3TO  XeMUNIOMUHECLIEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
Anbdal-cheTonpotemHa B CbIBOPOTKE W Mria3Me KpoOBU
YyernoBeka, COOpaHHbIX Yy UL C NOAO3PEHUEM UMK
NoaTBEPXKAEHNEM  HECEMUHOMHOTO  paka sidek  unu
renaTouennionspHon KapLUHOMBbI c NMOMOLLbI0
aBTOMaTU3NPOBAHHOTO XEeMUITIOMUHECLIEHTHOTO
MMMyHoaHanmnsatopa. AHanu3 iFlash-AFP npegHasHayeH
ONs Ucnonb3oBaHUs  cneuvanuctamu nabopatopuii B
KayecTBe BCMOMOraTeflbHOro CpeacTBa Mpu  BedeHun
NauMeHTOB C HECEMMHOMHbIM pakoM siMyka W Ans
ANarHoCTUKn nauneHToB c renaTtoLennionspHon
KapUMHOMON B COYETAHUM C [APYIMW  KIUHUYECKUMU
meTofamMm.

OnucaHue n o6bsICHEHNe

Anbga-peTonpoTenH - 3TO MMUKONPOTENH, NOyvYaembli U3
KNeToK 3sHAoAepmanbHOM  TkaHu ambpuoHa.[1] AdI]
CUHTE3MpYeTCs  MeYeHblo,  XKEMTOYHbIM  MEeLKOM U
anuTenuanbHbIMU KINeTKamu enyaoqHO-KULLEYHOro TpakTa.
B dmsmonornyeckmx ycnosusix cuHtes APl orpaHmymBaetcs
pa3BuMTMEM nnoaa, Torda Kak y B3pOCMbiX MOBbILUEHHbI
ypoBEHb CBMAETENbCTBYET NMOO O  3MOoKaYecTBEHHOM
npouecce (FepMUMHOreHHble OMyXonn siMuka, OMnyXomnu
ne4yeHn), NMbo O XpoHUYEeCKOM 3aboneBaHuM neyeHu.[2]
CopepxaHne APl B CbIBOPOTKE KPOBM Mroga BbICOKO U
MOCTENEHHO CHWXaeTcs [0 YPOBHS B3pPOCHbIX Mocne
poxaeHus.[1]

lepMUHOreHHblE ONyXONKM SinYKa sABNATCA Hanbonee yacto
AnarHocTupyembiMu 3110Ka4eCTBEHHbIMMW
HOBOOOpPa3oBaHUAMMN Yy MOMNOAbIX MY>XUWH. C TOYKM 3peHust
neyeHVss M nporHo3a [epMUHOreHHble ONyXonu snuka
noapasfensiioTca Ha ABe OCHOBHble rpynnbl: CeMuHoma u
HECEMMHOMHbIE FepMUHOreHHble onyxonu [2].
Anbda-dpeTonporenH (ADIT) SBMNsieTcA Ba>KHbIM
OMyXorneBbIM MapkepoM A1l JNeYeHUss HEeCeMUHOMHbIX
repMuHoreHHbix onyxonew (HIO). [MoBbIlWEHHbI ypOBEHb
A®I BhisBnserca B 60-80 % cnyyaeB nporpeccupyrowmx
HIo [3].

HeceMWHOMHbIE OMyXONM WMEKT OYeHb reTepOreHHyio
rMCTONOIMIO U OBbIYHO COCTOSAT M3 CMEecKH IMOBpPMOHanNbHOM
KapLMHOMBI, 3pernomn unm Hespernom  TepaToMbl,
XOPUOKaPLMHOMBI M OMYXOMU XXENTOYHOTO Mellka (Takke
M3BECTHOW KaK OMyXoslb SHAOAEPMAarnbHOMo CUHyca), XoTs B
pedkux Cnyyasix 3TW KOMMOHEHTbl MOryT BCTpeyaTbCsi B
unctom Buge. [4] MenatouennionsipHaa kapuunHoma (MLUK) -
OoflHa M3 caMblX PacrpOCTPaHEHHbIX OMyxonen B Mupe, C
HoBow 3abonesaemocTbio go 600 000 cnyyaes B roa. [1,5]
Anbda-dpeTtonpoTtenH (API) cunTaeTcss AMarHOCTUHECKUM U
nporHoctuyeckum onyxonesbiM Mapkepom LK, n go 70%
naumeHToB ¢ LK obBHapyxuBalT NOBbLIWEHHbIN YPOBEHb
A®I1 B cbiBOpPOTKE KPOBW.[6]

MpuHuMn aHanusa
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Ananus iFlash-AFP — 310 C3HABWY-MMMYHOMEPMEHTHbIV

aHanus c 1Cnonb3oBaHeM npsimoro
XEMUITIOMUHOMETPUYECKOTO MeToaa.
. WHkybauus: API B npegBapuTenbHO

obpaboTraHHOM 06pa3ue BCTynaeT B peakuuio C
aHTU-ADI aHTUTEernom, NOKPbITbIM
napamarHuTHbIMM  YacTMLamu, U KOHbIOraTom
aHTU-A®PI aHTUTENa, MEYEHHbIM aKpUAUHOBbLIM
acupom, obpasys COHABUY-KOMMIEKC (aHTUTENO-
aHTUreH-aHTUTENo).

. MpombiBKa: Mo BO3OEWCTBMEM MArHUTHOTO MOns
MarHuUTHble YacTuubl MPUAUNAIOT K CTEHKaMm
peakumnoHHon Tpybke, a HeCBsi3aHHbIe MaTepuarnbl
CMbIBaKOTCS MPOMbIBOYHBIM Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cmecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHBI  PacTBOp W U3MepbTe  peakuuto
XEMUITIOMUHECLIEHLIMN no OTHOCUTENbHON
WNHTEHCUBHOCTU NIOMUHECLIEHLIN.

. KonnuectBo A®I B o06pasue nonoxutensHO
KoppenupyeT C OTHOCMTENbHOW WHTEHCUBHOCTBIO
ceeta (RLU - OEOQ), uamepsiemon ontuyeckomn
CcUCTEeMOW aHanu3aTopa.

. Pesynbratbl onpegenstotca Mo kanubpoBOYHOWM
KPMBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU M 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl
Komn 1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn.
R1 1 2 2 MapamarHutHble

ynakoBka, ynaKoBKM, ynaKoBKM, MUKPOHACTULIbI,
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITble  @HTUTENoM

ynakoBKy ynakoBKy ynakoBKy Anti-AFP  (Mblwwb, 0,20
wmr/mn), 0,08% ProClin
300 B KavecTee
KOHCEpBaHTa.

R2 1 2 ynakoBku 2 ynakoBku MeYeHblit

ynakoBka, no4,0mne no7,8mne aKpUAVHOBbLIM 3hUpomM

40 mn B ynakoBke ynakoBke KOHbloraT — aHTU-ADI

ynakoBke aHTuTen (Mbiwb, 0,267

wmkr/mn), 0,1% ProClin
300 B KavecTee
KOHCEpBaHTa.

R3 1 2 ynakoBku 2 ynakoBku PeareHT Ans
ynakoBka, no6,5mMnB no 15,3 mn obpabotkn  obpasuos,
65 mMn B ynakoBke B ynakoBke Bycdep PBS.
ynakoBke

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, TRIS-
1,0 mMn Ha 1,0 mn / 1,0 mn / bydep c 6GenkoBbim
bnakoH bnakoH bnakoH crabunusartopom

(BSA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, 6enok
1,0 mMn Ha 1,0 mn / 1,0 mn / AFP (4enoBeveckwuii) B
bnakoH bnakoH bnakoH Bydepe TRIS co

crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 3, 6Genok
1,0 mMn Ha 1,0 mn / 1,0 mn / AFP (4enoBeveckwuii) B
bnakoH bnakoH bnakoH Bydepe TRIS co

crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuansl)

REF| | C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekucu Bogopoga.

REF| | C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.

REF| | C89997, T[pombiBounbin Gydep (1x):
docaTHO-6ydepHbI coneBon pacTBop.
REF| | C80001, TMMpombiBouHbIn 6Bycpep (10x):
docaTHO-6ydpepHbI coneBow pacTBop.
REF C6100, PeakumnoHHbIV cocya.

i

C89920, PasbaButens pans obpasuoB
(Sample Diluent).

REF| | ZCC058, MyrbTMKOHTPONb — OnyXonesbix
MapKepoB.

REF| | CC816, MynbTukoHTpOrb — onyxonesbix
MapKepoB.
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Cucrema
PeareHtel 1x50 TectoB/yn. mn 2x50 TecToB/yN.
NpUMeHsiIoTCA ans XEeMUITIOMUHECLIEHTHOTO

MMmMyHoaHanmsartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A n iFlash 9000 CLIA-aHanu3satopa: iFlash
9000-A.

2x150 TecToB/yn. npumensietca k CLIA-aHanusaTopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH M3 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nony4yeHHble U3 OMONMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCKMXKUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyet  paccmaTtpuBaTb  kak  MOTEHLManbHO
MHAEKLMOHHBIE.

o CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

o Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoONb3ys noaxoasiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTe ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkvMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMONb3YLWMUin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM Heobxoanmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb U/UNu NaumneHT.

e [lacnopt 6e30nacHOCTM OTHOCUTCSt K Nacropry
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npeaocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOro CpoKa rofHOCTY.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynakoBKe roToBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe riakoHbl C
kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHToB Unn Mexay Habopamu peareHToB.

o T[lepen 3arpy3kon Habopa peareHToB iFlash-AFP B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YToObl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpoYacTULbl BCE eLle MpuUnunalT K rakoHy,
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npogomkanTe nepeeopaynBaTtb (priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  EcnuM  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  MHGOpMaUMK O  Mepax
npeaoCcTOPOXHOCTU NpU 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

o XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUN.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temneparype 2-8°C.
e PeareHT He criefyeT 3aMOpaxuBaThb.
CtabunbHoCTb

e HeBCKpbITble YNaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBKu HaxogsLmecs Ha 6opTy: 56 gHew.

B3sATue n nogrotoBka o6pa3uoB

e PekomeHgyemble 06pasubl - CbIBOPOTKA Wnu
nnasma (renapvH nutus, K2-EDTA un renapuH
HaTpus).

e [lepen nposefeHnem npoueanypsbl

LeHTpudyrnpoBaHusa ybeagntech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOJHOCTbIO CchopmumpoBancs
cryctok. Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOM), Bpems
obpasoBaHusl cryctka B ob6pasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOWM
Temneparype (20-25°C) B TeueHune 24 yacos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 10 gHen.

e OG6pasubl MOryT XpaHUTbCHA Mpu TemnepaType -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasupbl NpegnaraeTcsa 3amopaxwusaTb He bonee
3 pas.

e [lepeHecuTe TOMbKO OYULLEHHbIN OOpasey 6e3
NMNeMMYecKoro maTepuana, ecnu
LEeHTPUdYrnpoBaHHbIe obpasupl UmeroT
NUNUAHBIA CMON CBEPXY.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, 4TO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybegutecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3uLOB [OOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEHKM MOHUTOpWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XKUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WNM  ayToMCuMM MNoKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb
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pasnuyHble Tunbl 06pa3uoB, NO3TOMY onepaTop
[JOIMKEH WCMonb3oBaTb COOTBETCTBYHOLLME TUMbI
06pasuoB ANns TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpPaBOYHOM
cucteme.

. MHdopmauma o peareHTax aBTOMaTU4eCcKu
CYMTBLIBAETCS MO LUTPUX-KoAy Ha drnakoHax c
peareHTamu. Ecnu WTpux-kog He cunTbIBaETCS,
BBEAMTE NOPSAKOBbIA HOMEP BPYYHYHO.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 n CAL3
B CTOWMKY Ans kanubpaTtopoB B 30He ob6pa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBky, a 3aTem caenamnTe
Npo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHus
Heobxoammo 10 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT BCce (OYHKUMU 1
noacyuTaet pesynsraThbl.

Kanu6poBka

. MpocnexmBaemoctb: [aHHbii aHanu3  6bin
CTaHAapTU3npoBaH B COOTBETCTBUU c
mMexayHapogHeiM cTaHgaptom BO3 «Anbda-
deTonpoTtenH, yenoeyeckuin, 100 000 MEy,
koz NIBSC: AFP.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxallei
MHOPMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTuu peareHToB.
. [ns BbiNONHeHus1 kanubpoBku cuctemsl iFlash-
AFP Heobxoanmo BbINonHUTb ucnbitaHne CAL1.
CAL2, n CAL3 B AByx napannernbHbIX aHanm3ax,
" npeaBapuTenbHO onpeaeneHHasi
pedepeHcHasi KannoépoBoYHas KpvBas
afanTupyeTcs K aHanmaartopy.
. lMocne Toro kak KkanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLime obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ucnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCA BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMK.

Ouana3oH namepeHus

0,5-2000 Hr/mn

3HaueHNs1 HIKE HWKHEro npefena AuanasoHa
n3MepeHun npeacrtasneHbl kak <0,5 Hr/mn. 3HadveHus,
npeBbllLAOLIME  BEPXHUA  Mpeden  AuanasoHa
n3MmepeHun, npeacraesnsaTcs kak >2000 Hr/mn.

Pas6aBneHue
O6pasubl C KOHUEeHTpauuen Bbille AvanasoHa
M3MepeHnss MOXHO pasbaBuTb pasbaButenem Ans
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06pas3uoB. MakcumanbHbIn KoacphmumeHT
pasbaBneHusi coctaenset 1:50, nnbo aBTomaTuyecku
aHanM3aTopoMm, NMnMbo BPy4HYIO.

Mocne py4yHoro pa3baBneHus yMHOXbTE pe3yrnbTaT Ha
KoadpprLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MNpPOrpaMMHoOe
obecneveHne aBTOMaTUYecku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcst
ncnonb3oBate YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control. Kpome Toro,
MOXHO  Mcnonb3oBaTb  Apyrve KOMMepYeCKu
[OCTYMHble MaTtepuanbl Ans KOHTPONsl KavecTsa,
cofepxallime He MeHee [ByX YPOBHEN aHanuToB,
KOTOpble GbiNM NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMoMb3yeTcsi, OAWH pa3s ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA Mnn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepgyite MHCTPYKUMSAM no
obpalleHnto N XpaHeHUo MaTepuanoB Afsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCcTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb cregyowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogmmocTu obpaTuTecb 3a MOMOLUbI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpuobLIoTOpY.

Pe3ynbrar

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MeTOf, NOATOHKN AAHHbIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN Kp1BOM "
aBTOMaTUYECKOro pacyeTa KOHLEeHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BbIAAOTCS B HI/MI.

Oxupgaemble 3Ha4YeHUs

WccnegoaHve aHanusa iFlash-AFP Ha obpa3suax 280
BHELLHE 3[10POBbIX JOAEN pa3HbIX BO3PACTHLIX rpynmn
Jarno crnefywoLwuii peynsrar:

< 7,00 Hr/mn (95-11 NpoueHTUmMb).

B cooTBeTcTBMM € pekomeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXwWAaembln
pedepeHCHbI  auanasoH Ans  paccMmaTpuBaemon
rpynnbl

OrpaHuyeHusi

. Habop peareHToB iFlash npegHa3HaveH Tonbko
ansa  onpegenenvs anbda-geTonpoteMHa B
CbIBOPOTKE WM Mna3Me KpoBWM YernoBeka
(nuTun-renapuH, K2-EDTA n renapuH HaTtpus).
OH He 6bIn BanuAMpoBaH A UCMNOMNb30BaHNs B
nnasme ¢ ApyrMMu Tnamm aHTUKoarynsiHToB.



Anbda-detonporeunH (AFP) iFlash

. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoOBECTU [OMNOMHWUTENbHOE TECTUPOBaHWE AN
noaTBEPXAEHNS pe3ynbTaTa.

. B pumarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEPNpeTUpoBaTh B CBETE 06LLEN KITMHUYECKOM
KapTWHbl NauuMeHTa, BKMYass CUMNTOMbI U
pe3ynbsTaThl KNUMHUYECKON UCTOPUN.

. Ob6pasupl Cc  BuauUMbIM  ypoBHEM  ADIT,
pocturatowmm 1,000,000 Hr/mMn, He NposiBNSNM
adpdekTa 3axBarta B aHanuse iFlash-AFP.

. Ha aHanus He BnusT (pasHuua meHee 10%)
VKTEPUYHOCTb (brunupybunH<40 mr/gn), remonus
(remorno6uH <1000 mr/an), ninemus
(Tpurnuuepungpi<1500 wmr/gn) un  CBoboaHbIv
6enok ceiBopoTkM (<10 r/an).

. BmeluatenbctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BmewartensctBa co ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BONbHbIX EAUHUL/MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, —pesynbTarThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnYaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb onpegensinacb ¢ nomousko iFlash-
AFP, «knuHuyecknx o06pa3uoB UM KOHTponem B
coorBetrctBUM ¢ EP05-A3 CLSI (Clinical and
Laboratory Standards Institute): Tect B TeyeHue 5
OHen B 3 MecTax, 2 nporoHa B AeHb, 3 nosTopa B
Kaxgom  nporoHe.  PesynbtaTthl  MccrnefoBaHust
npeacTaBneHbl HUXe:

Obpas CpeaH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koapuumn
3Have Hoe eHTa Hoe eHTa
Hue OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
ne % ne %
(Hr/mn) (Hr/mn)
1 7.02 0.212 3.02% 0.363 517%
2 499.95 7.310 1.46% 14.065 2.81%
3 1598.4 31.027 1.94% 55.127 3.45%
4
KK1 7.83 0.250 3.24% 0.540 6.86%
KK2 132.68 3.780 2.85% 10.080 7.60%

AHanuTtuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHns  Gbinu
onpegerneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0,3 Hr/mn

Mpepen obHapyxeHusi = 0,5 Hr/Mn

Mpepen konuyecTBeHHoro onpeaeneHns = 1,5 Hr/mn

Ounana3oH NMHEeNHOCTH

0,5-2000 Hr/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumpr4HOCTb

Bbinv npoTecTwpoBaHbl cregyolye npenapatbl U
BELLECTBA, BMELLATENbLCTBA B aHANU3 He 06HapyKeHo.
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Cyb6cTaHums KoHueHTpauus
AgpvamuumH 75 MKkr/mn
Linknodocdamug 1000 mkr/mn
LincnnatuH 250 mkr/mn
5-cbTopypauun 500 mkr/mn
MeToTpekcat 1500 mkr/mn
KapbonnatuH 1000 mkr/mn
MaknuTtakcen 5.5 mkr/mn
3Ttonosung, 400 mkr/mn
LinTosuH apabuHosung 30 mKr/mn
TamokcndeH 50 MKr/mn
BuHbnactuHa cynbdar 500 mkr/mn
MutoMmnunH-C 100 mkr/mn
Pakoso- 200 Hr/mn
amMBpuroHanbHbIN

aHTWUreH

XopuoHuyeckun 1000 ME/mn
roHajoTPONuH

KnuHu4yeckne nokasatenu

Bbino npoBeneHo cpaBHeHue aHanu3atopa iFlash-
AFP (y) c kommepuyecku oocTynHbiM aHanu3om AFP (x)
Ha KnMHu4Yeckmx obpasuax, 1 kpuaasi 6bina nogorHaHa
C TMOMOLLbI JMHEWHOW perpeccumn (perpeccus
MaccuHra-babnoka).

y = 0.997x+0.547

T=0.998

KoHueHTpaumsa obpasua: 1.07-1915 Hr/mn
KonnyectBo uamepeHHbix o6pasuos: 105

Kpatkas wuHdopmauma o 6Ge3onacHoCcTM M
NpPon3BOAUTENLHOCTHU

Kpatkas  wHdopmaumss o  6GesomacHocTM 1
NPOVU3BOAUTENBHOCTU OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.
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Anbda-detonporeunH (AFP) iFlash
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Ne 220-239-6] (3:1))
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CurHanbHoe cnoso: [pegynpexaeHue
3asBneHns 06 onacHoctn: H317: MoxeT Bbi3BaTb
annepruyeckyo peakumio KOxXu.

H412: BpepeH pans BOOHbIX OpPraHuM3moB C
ONUTENbHBIMU MOCNEACTBUAMMU.
Mpeanynpexpaatowime 3asaBreHns: P261:
M3beraiite BObIXaHUA
nbinu/napos/rasa/TymaHa/napos/cnpes.

P273: WN3beraiTe nonagaHuss B OKPYXatoLUyto
cpeqy.

P280: HapeBaliTe 3awwmuTHbIE NepyaTku.
P333+P313: Mpu nosiBneHun pasgpaxeHns Koxu
UK CbInu: 0BpaTUTECh K Bpady.

P321: HemenneHHo obpatuTech 3a MOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTEnHep B
COOTBETCTBUU c
MEeCTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XOYHapoAHbIMY NpaBUnamu.

Bepcus: 05, 2024-01-12



AHTuTena K Bupycy kpacHyxu IgG (Rubella IgG)

iFlash
IE‘ C88035G-S C88035G ESBOSSG-

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

CErer

HasBanue
AHTUTEna Kk Bupycy kpacHyxu IgG (Rubella IgG) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTpOMCTBa
GMN: 692591270105GY

MNpeanonaraemoe ucnonb3oBaHue

Ananus iFlash-Rubella 1gG - 3TO0 XeMUNIOMUHECLEHTHbIV
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns KonuyecTBEHHOro onpegeneHuns
aHTuTen IgG k Bupycy kpacHyxu (RV) B cbiIBOpoTKe 1 nnasme
KpOBM 4ernoBeka, coBpaHHbIX Yy NWL C MOAO3PEHNEM Ha
KpacHyxy, C UCMONb30BaHWEM  aBTOMAaTW3VPOBAHHOIO
XEMUITIOMUHECLIEHTHOTO UMMYHO(DEPMEHTHOIO
aHanusaTtopa. AHanu3 iFlash-Rubella IgG npegHasHayeH
0N Ucnonb3oBaHUsA  cneuvanuctamu nabopatopuii B
KayecTBe BCMoMoraTenbHOro CpefcTsa npu AnMarHoCTUKe
KpacCHyLLUHOW MHMEKUUM Hapady ¢ APYTMMU KIUHUYECKUMMN
meTofamMm.

OnucaHue n 06bsAICHEHNe

KpacHyxa - npegctaButenb CceMmencTBa TOraBUpYCOB,
06bI4HO  BbI3blBalOWNA  JOOpOKAYECTBEHHOE CUCTEMHOE
3aboneBaHne, HamnoMuHawllee nerkyto dopmy Kopu, 1
paHee M3BECTHbIN kak Hemeukas kopb. OBbIYHO MHEKUMS
XapakTepusyercsi ChbiMblo, nuxopagakon "
numdageHonaten. OQHaKO OHa MOXET BbI3bIBaTb TsHKEMbIe
BPOXAEHHbIE  MOPOKW  pasBUTUS, eCnv  3apaxeHue
NPOUCXOAMT Ha paHHUX cpokax GepemeHHocTu.[1] Bupyc
KpacHyxu npencraenseT cobon cdepuyeckni,
obonoyeyHbIn, pasmepom  40-80 Hm, 9,6 K0,
ogHouenoYveyHbin PHK-BMPYC ¢ MONOXUTENbHBIM CMbICIIOM.
Mepegaya BUpyca KpacHyxu OT 4YernoBeka K YenoBeky
06bIYHO MPOUCXOAUT Yepe3 pecnuMpaTopHbid  a’3po30rib.
Mocne BAObIXaHUS  WHMUUMPOBAHHBLIX — Kanenb  BUPYC
pennuuupyetcsi B CNM3UCTbIX  OBOnoYkax  BEPXHUX
AbIXaTenbHblX — NyTeW, 3aTeM  pacrnpocTpaHsieTcs B
pervoHanbHble nuMdaTtnyeckne yanbl, YTO NPUBOAWUT K
WHULMPOBAHUIO  MHOMMX CWUCTEM OpraHoB, BKIIOYast
nnaueHTy B Cryyvasx 3apaXeHusi Ha paHHWX CpoKax
6epemeHHOCTU. B oTcyTCTBME BEPEMEHHOCTM KpacHyxa, Kak
npaBuno, MNPOTEKaeT B ferkon, CaMOOrpaHU4YeHHON |
OoTHOCUTENbHO  AobpokavecTBeHHOW  opme.  OpHako
MaTepuHCKasi KpacHyLUHasi MHAEKUMS Ha PaHHWX CpoKax
6epemMeHHOCTH MOXeT  MpuBecTu K BbIKMABILLY,
BHYTpPUyTpobHON rMbenu nnoga v CUHAPOMY BPOXAEHHOMN
kpacHyxu (CBK).[2-4]

B pesynstate rymopanbHOrO WMMMYHHOTO OTBETa Ha
WHUUMPOBaHME BMPYCOM KpacHyxu BblpabaTbiBatoTcst
crneundunyeckme aHtutena. IgM Kk BMpycy kpacHyxu 06bI4HO
obHapyxuBalTcA B TeyeHue 2-5 OHen nocre nosiBneHus
CbINU 1 COXPaHSIIOTCS B TedeHne 1-3 mecsiLeB, YTo siBnsieTcs
OCHOBHbIM METOAOM [AWarHOCTMKM OCTPOMN KpaCHYLUHOMN
nHdekumn. IgG K BUpyCy KpacHyxu obHapyXunBarTcs BCKope
nocne nosiBneHuss IgM M  OBbIMHO COXpaHsATCS Ha
NPOTSDKEHMM BCeW XM3HWU. IgG MOXHO Mcnonb3oBaTb ANs
OMarHoCTUKM HegaBHeW KpacHylHou uHdekumm u CBK. B
Lenom, TectupoBaHue Ha IgG yalle Bcero npoBoanTCs Npu
npeHaTanbHOM  TECTMPOBAHWUM  XEHLMH  [EeTOPOAHOro
Bo3pacTa. [lonoXuTenbHbI pesynsTaT O3HayaeT, 4To Yy
YyernoBeka uWMeloTcsl  OBHapyxuBaemble aHTUTEna U,
crnepoBaTensHo, OH 3almieH oT UHpekumn.
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OTpuuatenbHblil - UNW  ManononoXWUTENbHbLIA  pe3ynbTaT
MOXeT yka3blBaTb Ha HeobGXOAMMOCTb  BaKUMHaLUK.
BakuuHaumsa Bcex BOCMPUMMYMBBIX MaLMEHTOB BaKLWHOW
NPOTMB KPacHyXM [ANs CHWKEHUS LMpKynsuuu Bupyca
ABNSAETCS KpaeyroribHbIM KaMHeM NPoUNaKkTUKU KpacHyxu
n, 4yTo 6onee BaxHo, CBK [2,4,5].

MpuHuMn aHanusa

Ananus iFlash-Rubella IgG npeacrtaensieT cobon Henpsimon
MMMYHOMEPMEHTHBIA aHanu3 C MCNonb3oBaHWeM MeToaa
NPSIMOI XEMUITIOMUHOMETPUN.

. 1-9 nHky6aums: lNpeaBaputenbHO pasBedeHHbIN
obpasel, uHKybupyetcsi ¢ BGUOTUHUNMPOBAHHbLIM
aHTUreHOM BUpYCa KpacHyXv W napaMarHWTHbIMK
MMKpoYacTULAMK, MOKPbITEIMW CTPENTaBUANHOM.
IgG k kpacHyxe B o6pasue cBsi3biBaeTcsl C
BUOTUHUNNPOBAHHBLIM aHTUreHoMm BUpyca
KpacHyxu © obpa3yeT KOMMINEKC aHTUreH-
aHTWTeno.

. MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbupyHOTCS Ha CTEHKe
peakunoHHon Tpybku, a HeCBsI3aHHbIE MaTepuarnbl
CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.

. 2-9 MHKybauus: [obGasnsetcs KOHblOrat
MbILUMHOTO aHTuyenoBeyeckoro IgG, MeueHbin
acupoMm akpugumHus, un obpasyeTcs HOBbIN
KoMMeKc.

. MoBTOpPUTE NpeablAyLLMiA 3Tan NPOMbIBKU.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cMvecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcsl B
OTHOCUTENbHbIX CBETOBbIX eauHuuax (RLUs -
OEO).

e  CyuwecTByeT npsimasi CBsi3b MexAy KONMUYEeCTBOM
IgG k Bupycy kpacHyxu B obpasue u RLU,
obHapyxeHHbIMY onTudeckon cuctemon iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn

R1 1 2 2 MapamarHutHas
ynakoBka, ynaKoBKM, ynaKoBKM, MuKpodacTILa c
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKpbITUEM u3
ynakoBKy ynakoBKy ynakoBKy cTpenTaBuavHa (0,2

wmr/mn), 0,08% ProClin
300 B KavecTee
KOHCEpBaHTa.

R2 1 2 ynakoBku 2 ynakoBku KoHbloraT — MbILUMHBIX
ynakoBka, no6,5mMnB no 15,3 mn aHtuten K
65 mMn B ynakoBke B ynakoBke yenoseyeckomy  1gG,
ynakoBke MeYeHblit achupom

akpuauHusa (Mbliwwb, 0,1
wmkr/mn), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

R3 1 2 ynakoBku 2 ynakoBku BroTUHUNMpPOBaHHDIA
ynakoBka, no6,5mMnB no 15,3 mn aHTureH BUpyca
65 mMn B ynakoBke B ynakoBke KpacHyxu (kneTku Bepo,
ynakoBke 0,267 wmkr/mn), 0,08%

ProClin 300 B kauecTse
KOHCEpBaHTa.

R4 1 2 ynakoBku 2 ynakoBku PasbaButenb obpasua
ynakoBka, no6,5vMnB no 15,3 mn (ans
65 mn B ynakoBke B ynakoBke npeaBapuTenbHOMO
ynakoBke pasbaenenus), Bydep

PBS, 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / TRIS ¢ 6enkoBbiM
bnakoH bnakoH bnakoH crabunusatopom

(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, IgG
1,0 mMn Ha 1,0 mn / 1,0 mn / KpacHyxu
bnakoH bnakoH bnakoH (4enoBeyeckuit) B

Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 3, IgG
1,0 mMn Ha 1,0 mn / 1,0 mn / KpacHyxu
bnakoH bnakoH bnakoH (4enoBeveckuit) B

Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,05% ProClin




AHTuTena K Bupycy kpacHyxu IgG (Rubella IgG)

300 B KavecTee
KOHCEpBaHTa.

iFlash
1 | |

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMIIEKTE

marepuanbl)

REF| | C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop

nepekucu Bogopoga.

R C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pactBop rugpokcuaa

HaTpusi.

C89997, T[pombiBouHbIN Bydep (1x):

EF
docaTHO-6ydpepHbI ConeBon pacTBop.
REF| | C80001, TMpombiBouHbIn Bycpep (10x):
EF

docaTHO-6ydpepHbI coneBow pacTBop.
R C6100, PeakumnoHHbIV cocya,.

ZCCO018, Rubella IgG KoHTporns.

REF| | CC845, Rubella IgG KoHTporb.

Cucrema
PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.
npUMeHsIoTCA ans XEeMUITIOMUHECLIEHTHOIO

nMmMyHoaHanusartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 TectoB/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu ooMH M3 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHLManbHO
MH(EKLMNOHHBIE.

e CobniopainTte 06bl4HbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOAOB [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnNM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W UCNonb3oBaTb
COOTBETCTBYOLLME nabopatopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogyKkT B COOTBETCTBUM C MapkuMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMONb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUn O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

e O nobom cepbe3HOM UHUMAEHTE, NpousoLeLem
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npon3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-urieHa EC, B «koTopom HaxoauTcs
nonb3oBatesib W/WUnu naumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM MNW Ha caunT
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marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npegocTaBrieH No SNEKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOro CpoKa rof4HOCTY.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl n kanubpatopbl B ynaKoBKe roTOBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe riakoHbl C
Kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewuvBanTe peareHTbl BHYTpUM Habopa
peareHToB Unn Mexay Habopamu peareHToB.

e [lepen 3arpyskoni Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (nakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb riakoH A0 Tex nop,
noka  MUKpoYacTMubl  He  OyayT  MOMHOCTbIO
pecycneHaupoBaHbl. Ecnv  MukpodacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  uHGOpMaUMK O  Mepax
npeaoCcTOPOXHOCTU Npy o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

o XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHUU.

e Habop cnegyer wucnonb3oBaTb cpasy nocrne
M3BMeYEeHNst U3 xpaHunuiia npu temneparype 2-8°C.
o CnepyeT usberatb 3aMOpPaXXnBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXPaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHayemble o6pasLbl - CbIBOPOTKA U Nra3ma
(remapwuH nuTus, renapuvH Hatpus u K2-EDTA).

o [lepen ueHTpudyrmpoBaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmumpoBancs  Cryctok. [Ons  nauueHToB,
NpoxoasiLLmX neyexve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi Cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOWM
Temneparype (20-25°C) B TeueHune 24 yacos.

o O6pasubl MOTyT XpaHWUTLCS Npu Temnepartype 2-
8°C B TeueHue 12 gHen.

e O6pasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHAOyeTCcsi 3amMopaxuBaTb He
bonee yem 3 pas(a).

e LleHTpudyrupynte o6pasupbl C NMUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuUTe TOMbKO
OuUMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHUs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyruposartb.



Ll
iFlash
e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
UnbpUHa 1 KINETOYHOrO BeLLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauneHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yinite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybegutecb, 4TO 06pasubl
nauueHTa, kanubpaTopbl U KOHTPOMb HaxoasTcs
npu Temneparype okpyxatowlen cpegbl (20-25°C).

e [pyrue Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) UMM ayToOMCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTtop
[OMKEH WCMNoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANs TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKUMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WITPUXKOAE Ha YNakoBke C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyecku. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKN
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTuTe kanubpatopbl CAL1, CAL2, CAL3 B
CTOVKY Ans kanubpatopoB B 30He o6pa3sua.
Oepxute KanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3aTem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kKaXxgoro onpeaeneHust
HeobxoaMmo 5 Mmkn obpasua B AOMNOMHEHWEe K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbINOMHUT BCce (OYHKUMKU 1
noacyuTaeT pesynsraThbl.

Kanu6poBka

. MpocnexmBaemoctb: JTOT  aHanu3  6bin
cTaHgapTuM3anpoBaH no 1-my pedepeHcHoMy
ctaHgapty BO3, kog NIBSC: RUBI-1-94.

. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxallei
MHOpMaLMI0 O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.

. Onsa BbINOMHEHUS KannoépoBKu iFlash
BbinonHute tect CAL1 n CAL2, CAL3 B OByx
aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.

. lMocne Toro kak KkanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLme o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
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AHTuTena K Bupycy kpacHyxu IgG (Rubella IgG)

. Yepes 56 gHen npu ncnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCA BHE 30HbI
nencTeus.

e  Tpebyetcs B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

0,7-350 ME/mn

3HaueHNs1 HKE HWKHEro npefjena [AuanasoHa
n3aMepeHun npegacraeneHbsl  kak <0,7  ME/mn.
3HaveHus, npeBbllLAlOWEe  BEpxXHUN  npeden
AmnanasoHa u3MepeHun, npeactaensoTcs kak >350
ME/mn.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcs
ucnonb3oBatb YHLO Rubella 1IgG Control, EVER-
BLUE Rubella IgG Control. Kpome TOro, MoxHo
MCMomnb30BaTb  [APYyrMe KOMMEPYECKUM [OOCTYMHble
maTepuansl Ansi KOHTPONS KayecTBa, coaepxaliune He
MeHee [ByX YpPOBHEW aHanuMToB, KOTOpble Obinu
npoBepeHbl nabopaTtopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WCMoMnb3yeTcsi, OAWH pas ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  MpaBunamu,
VHCTPYKUMSIMA 1N TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto N XpaHEeHUo MaTepuanoB Afsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi JOMKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexawen paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAsME 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yKa3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb creayowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINI0 NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKoe 0GCnyKMBaHMUE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C MHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTutecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepKkv Unv AUCTpubbLIOTOpY.

Pe3ynbrar

Pacuert

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTo4  MOArOHKM  MOTMMCTMYECKOW  KPMBOW  ANs
NnocTpoeHust KanubépoBOYHOMN KpMBOM "
aBTOMaTUYeCKn paccunTbiBaeT KOHLEHTpaLmio
aHanuTa B kaxxgom obpasue.

PesynbraThl npuBegeHsl B ME/mn.

Oxupgaemble 3Ha4YeHUs

WccnegoBaHne nposogunock Ha obpasuax 200
NauMeHToB C MOATBEPXOEHHOW  MOMNOXMTENbHOM
peakuuen Ha Rubella IgG v 200 3gopoBbix niogen. Ans
aHanusa pesynbTaToB TecTa WCMonb3oBarcs MeTon
ROC-kpuBoMn, a oTcekatoLlee 3HadeHue iFlash-Rubella
IgG 6bino onpegeneHo kak 10 ME/mn.
WHTepnpeTtauusi pe3ynsraTos

HepeakTtnBHbIn: < 10 ME/Mn;

PeakTtuBHbIli: 2 10 ME/Mmn.



Pesynbrat 6e3 peakuum o03HavaeT, 4TO 06paseL
cunTaeTcs oTpuuarensHbiM Ha Rubella 1gG.
PeakTuBHbI  pe3ynbraT oO3HayaeT, 4TO 06pasel
cunTaeTcs nonoxutensHelM Ha Rubella IgG. Hanuune
IgG Kk BMpPYCy KpacHyxu CBUOETENbCTBYET O
npegblayLiem 3apaxeHun nnbo nytem
MHULMPOBaHUS, MO0 B pe3dynbTaTe BakUMHaLMK.
PekomeHagyetcsi, 4TOoGbBI  Kaxkgas — nabopatopus
ycTaHoBuna cobCTBEHHOE MOPOroBoe 3HayeHue Ansi
KOHKPETHOW rpynnbl HaceneHusl.

OrpaHuyeHus

. Ananus  iFlash-Rubella 1gG  orpaHuyeH
onpenenennem Rubella IgG B cbiBOpoTKE MK
nnasme 4enoBeka (NMUTUR-renapuH, HaTpUn-
renapuvH n K2-EDTA). OH He 6bin npoBepeH Ans
MCNonb30BaHWsl B nrasme C APYrMMu Tunamu

aHTUKOArynsiHTOB.
. Ecnn  pesynbtatel  He  cornacylTcs  C
KMUHUYECKUMU [aHHbIMK, npeanaraercs

NpoBeCTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B pumarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 0OLLEN KITMHUYECKOM
KapTvHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbTaThl KNMHUYECKOro aHamHesa.

. Ha aHanus He BnusT (pasHuua meHee 10%)
MKTEPUYHOCTb (bnnmpybunH<30 mr/gn), remonus
(remorno6unH<1500 mr/an), ninemus
(Tpurnuuepunapi<3000 wmr/an), 6uotmH (<200
Hr/mn), obwuin 6enok B cbiBOpoTKe kpoBu (<10
r/gn), obwwmii ceiBopoTouHbin IgG (5 r/an) n
06wt ceiBopoToYHbIN IgM (<0,4 r/gn).

. BmeluatenbctBa CO CTOPOHbI PEBMATOMAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co crtopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
Hr/MI.

. BmewartensctBa co  ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

. BmewartensctBa co crtopoHbl  AMA  He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTaThl,
nomnyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnyaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegensnuce B
cooTBeTcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 20 gHen, B 3 mMecTax, 2 NporoHa B AeHb, 3
rnosTopa B Kaxaom MpOroHe. Pesynsrathl
uccriefoBaHusl NpeacTaBneHbl HUXeE:

Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
HU1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(ME/m ne % ne %
n) (ME/mn) (ME/mn)
1 4.1 0.205 4.99% 0.318 7.74%
2 12.80 0.432 3.38% 0.795 6.21%
3 222.36 5.738 2.58% 10.833 4.87%
KK1 5.48 0.260 4.74% 0.427 7.79%
KK2 27.74 0.911 3.28% 1.644 5.93%

AHanuTuyeckas 4yBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi oHa = 0,2 ME/mn
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AHTuTena K Bupycy kpacHyxu IgG (Rubella IgG)
iIFlash

Mpepen obHapyxeHusi = 0,7 ME/Mn
Mpepen konuuecTBeHHoro onpeaenenust = 1,5 ME/mn

OunanasoH NMHEeNHOCTH

0,7-350 ME/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumprU4HOCTb

AHanutudeckas cneunduydHocTtb Tecta iFlash-Rubella
IgG oueHMBanacb C MCNOMb30BaHWEM CredyrLwmnx
aHarnoros.

BapuaHt KonnuyectBo Konuyectso o6pa3suos,
UCTIbITaHHBIX He [aBLNX peakLun ¢
obpasuoB iFlash-Rubella IgG

SLE 12 12

Toxo IgG 15 15

Rubella IgM 14 14

CMV IgG 12 12

CMV IgM 13 13

EB VCA IgM 12 12

EB VCAIgG 12 12

EB VCAIgA 12 12

EB EA IgM 13 13

EB NA IgG 10 10

EB NA IgM 10 10

HSV 1+2 1gG " "

HSV 1+2 IgM 12 12

Anti-HAV IgG 9 9

Anti-HBc I9G 20 20

C.Pneumonia IgM 14 14

C.Pneumonia IgG 13 13

M.Pneumonia IgM 12 12

M.Pneumonia IgG 12 12

Influenza A virus 10 10

Influenza B virus 10 10

ADV 10 10

HIV 10 10

vzv 13 13

Anti-TP 8 8

Becero 299 299

Knunuyeckue nokasarenu

Bbino npoBegeHo cpaBHeHve aHanu3a iFlash-Rubella
IgG ¢ komMMepyecku gocTynHbiM aHanu3oMm Rubella
IgG Ha knuHu4ecknx obpasuax.

YactoTa nOnoXuTEmNbHbIX COBMAAEHUA CcocTaBuna
95.89% (95%Cl: 93.79%-97.44%).

YacTota oTpuuaTenbHbiX COBMageHWi CocTaBnsieT
96.64% (95%Cl: 93.19%-98.64%).

O6uwasn 4vactoTa coBnageHun coctaensetr 96.11%
(95%ClI: 94.43%-97.29%).

Kpatkas wuHdopmauma o 6Ge3onacHoCcTU M
NpPon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumss o  6GesomacHocTM  u
NMPON3BOAUTENBHOCTU AocTynHa Ha caiite
https://ec.europa.eu/tools/eudamed.
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(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC

Ne 220-23
L]

9-6] (3:1))

CurHanbHoe cnoso: [pegynpexaeHue
3asBneHns o6 onacHoCTu:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.

MpenynpexaatoLme 3asBreHus:

P261: W3beravite
nbinu/napos/rasa/TymaHa/napos/cnpes.
P280: HapeBaliTe 3awwmuTHbIE NepyaTku.
P333+P313: Mpu nosiBneHun pasgpaxeHust Koxu
Unm cbinu: obpaTuTech k Bpayy.

P362+P364: CHumUTe 3arpsi3HEHHYI0 ogexay W
noctupaiTe ee nepeq NOBTOPHbLIM
1CNonb30BaHNEM.

P321: HemenneHHo obpatuTech 3a MOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTEnHep B
COOTBETCTBUU c
MEeCTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XAyHapOAHbIMU NpaBunamu.

BObIXaHUA

Bepcus: 04, 2024-01-12



AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma

pneumoniae IgG) iFlash

REF C88003G-S | C88003G ESBOOI&G-
W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A
| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
AHTUTena knacca IgG k Bo3byautento pecnmpaTopHoro
Mukonnasmosa (Mycoplasma pneumoniae 1gG) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTPOMUCTBa
GMN: 692591270093HJ

MNpeanonaraemoe ucnonb3oBaHue

AHanus iFlash-Mycoplasma pn. 19G - 310
XEMUIIOMUHECLEHTHBIA  UMMYHO(EPMEHTHbIA aHanu3 ¢
napamarHutHbiMu Yactuuamm (CLIA) ons konnyecTBeHHOro
onpegenenns aHtuten IgG k Mycoplasma Pneumoniae
(Mycoplasma pn.) B CbIBOpOTKE 1 Nnas3Me KpOBU YernoBeKa,
cobpaHHbIX Yy NUL C MOAO3PEHNEM Ha MUKOMNa3MeHHYHo
MHEBMOHMIO, C  UCMOMb30BaHWEM  aBTOMAaTUYECKOro
XEMUITIIOMUHECLIEHTHOTO UMMYHO(DEPMEHTHOIO
aHanusatopa. Awxanu3 iFlash-Mycoplasma pn. IgG
npegHasHadeH ANs WUCMOMb30OBaHWS  cneuvanuctamu
naboparopui B Ka4ecTBe BCMOMOraTenbHOro cpeacTsa ans
ANarHOCTUKM  MUKOMMA3MEHHOW MHEBMOHWM Hapsigy C
APYrMMU KIIMHUYECKUMW METOAAMM.

OnucaHune n o6bsAICHEHNe

Mukonnasama — camass ManeHbkas UM npocTas
camoorpaHunymBarwllascsa bakrepusi.[1] OHa oTHocuTCA K
knaccy Mollicutes wu cemerictey Mycoplasmataceae.
Mycoplasma pneumoniae (MP) — pacnpocTpaHeHHbIn
pecnupaTopHbi  MaToreH, Bbi3blBalOWMN  3aboneBaHus
pasnuyYHOM CTENEHU TSHXKECTU: OT NErkon MHPEKLMN BEPXHNX
ObixaTernbHbIX NyTen A0 TSHXKENoW aTUNUYHON NMHEBMOHUW.[2]
WHdpekuma MP nepepaetcs yepes aspo3onu OT Yernoseka K
yernoBeky. PacnpocTtpaHeHHOCTb wHdekunmm MP  cunbHO
HefooLieHeHa, MOCKOMbKY Yy GonbWMHCTBA NaUMEHTOB,
MHULUMPOoBaHHbIX MP, cumnTOoMbl NPOSBRASAOTCA pegko, u
OHW peako obpalyatoTcs 3a MegULMHCKOW nomoLbto.[2,3] B
GonblUMHCTBE nccnegoBaHuin 10-30% cnyyaes
BHEOOMbHUYHOW MHEBMOHMM Bbi3BaHbl MP. 3710 atnnuuHas
pecnupaTtopHas bakTepusi, Bbi3blBaloLiasi BHEGONbHUYHYIO
NMHEBMOHMIO Y AeTeW 1 B3POCMbIX BCEX BO3pacToB.[4,5]
Ceponorus NCTOPUYECKM bbina Hanbonee
pacnpocTpaHeHHbIM nabopaTtopHbIM cpencTBoM
OMarHocTukM  mHdekum  Mycoplasma  pneumoninae.
Mcnonb3oBaHve pasfnyHbIX KNaccoB WMMYHOrNobynvHoB
(lgG, IgM n IgA) BaxHO Onsi cepoaMarHOCTUKU MHAEKUUn
MMKOMNMasmbl NMHEBMOHUM. 3onoTbiM cTaHaapToMm
Cepornormyeckol ANarHoCTKM SIBMSIETCA YeTbipexkpaTHoe
M3MEHEHWEe TUTPOB aHTUTEN C TEYEHWEM BPeMeHu (TUTPbI
aHTuTen IgM noBbiwaTcs paHblie, Yem aHtuten 1gG).[3]
MP IgM nosiBnsietca Ha 1- Hegene n JocTUraeT nuka Ha 3-
1 Hegene nocne 3apaxeHust MP. MNonoxutenbHbI pedynstaTt
IgM MP umeeT BaxHOe KOHTPOSbHOE 3HavYeHne Ans paHHen
WINN OCTPOU AnarHocTmkm uHgekuun MP, ocobeHHo y aeten,
Ho IgM TpyaHo obHapyxuTb y B3pocnbix.[6,7] IgM MP moxeT
COXpaHATbCA A0 roa nocne 3apaxeHusi, B TO BpeMsi kak IgA
MOXEeT ObITb NOne3eH Ans BbIABMNEHUSA TEKyLLen MHdeKUmM,
BO3MOXHO, B coveTaHum ¢ IgM.[8-12] U3-3a noTeHUmanbHoro
oTcytcTBMs  oTtBeTa IgM  y  B3pocnblX, NOBTOPHO
MHULMPOBAHHBLIX MUKONNA3MEHHOW NMHEBMOHUEN, YPOBEHb
IgG ocobeHHO BaxeH AnNs  AMArHOCTUKM  MOBTOPHOWN
nHpekuun MP.[13,14] OnpegeneHune aHtuten IgG ueHHO
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0N AeMOHCTpauuu NpOoLMon Unu HeaaBHeEN WHEEKUUNU,
€eCnn  UCMOMb3YyHTCH MNapHble CbIBOPOTKM (OCTpble ¥
Bbl3gopaBnuBatoLine obpasubi).[15]

MpuHuMn aHanusa

Ananus iFlash-Mycoplasma pn. IgG npegcraensieTr cobow
HENpPsSIMON MMMYHO(EPMEHTHBIN aHanM3 ¢ UCNONb30BaHEM
MeTofa NPSIMON XeMUITIOMUHOMETPUN.

. 1-9 nHky6aums: lNpeaBaputenbHO pasBedeHHbIN
obpasel wuHKybupyercs C napamarHUTHbIMU
MMKpodacTuLamm, MOKPbITbIMU aHTUreHoM
Mycoplasma pn. IgG. Mycoplasma pn. IgG B
obpa3sue cBsA3bIBAETCS C YacTULAMU, MOKPbITbIMU
aHTureHom Mycoplasma pn. 1gG, un o6pasyet
KOMMIEKC aHTUreH-aHTUTEeno.

. MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbupyIOTCS Ha CTEHke
peakunoHHon Tpybku, a HeCBsI3aHHbIe MaTepuarnbl
CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.

. 2-9  uHkybaumsa: [obaBbTe aKkpuanHUN-3cup,
MEYEHHbIA MbILUNHLIM aHTu4yenoBeveckuMm IgG, u
obpasyinTe HOBbIN KOMMIIEKC.

. MoBTOpPUTE NpeablAyLLMiA 3Tan NPOMbIBKU.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cMmecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi mM3MmepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

e CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBom Mycoplasma pn. IgG B o6pa3ue u
konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemon iFlash.

. Pe3synetathl  onpefensitlotTcsi € NOMOLLbIO
KanubpoBOYHON KPWMBOW, kKOoTOopasi hopmumpyeTcs
nyteM KanvbpoBkM Mo 3 TOYKaMm, MU ITArIOHHOW
KPVBOWN, NpefocTaBneHHon ¢ nomowpbtlo QR-koaa

peareHTa.
PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn

R1 1 2 2 MoKpbITble  aHTUreHOM
ynakoBka, ynaKoBKM, ynaKoBKM, napamarHuTHble
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MUKpOYacTULbl
ynakoBKy ynakoBKy ynakoBKy Mycoplasma pn. (E.coli,

0,1 Mr/mn), 0,1%
ProClin 300 B kauecTse
KOHCEpBaHTa.

R2 1 2 ynakoBku 2 ynakoBku Konbtorat aHtuten IgG
ynakoBka, no6,5vMnB no 15,3 mn MbILLK npotus
65 mn B ynakoBke B ynakoBke Yenoseka, MeyeHHbIi
ynakoBke akpuavHuem  (Mbillb,

0,042 wmkr/mn), 0,05%
ProClin 300 B kauecTse
KOHCEpBaHTa.

R3 1 2 ynakoBku 2 ynakoBku PasbaButens Ans
ynakoBka, no6,5vMnB no 15,3 mn obpasuoB (ans
65 mn B ynakoBke B ynakoBke npeaBapuTeNbHOMO
ynakoBke pa3sefeHus), Bydep

PBS, 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / TRIS ¢ 6enkoBbim
bnakoH bnakoH bnakoH crabunusatopom

(BSA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 2,
1,0 Mn Ha 1,0 mn / 1,0 mn / Mycoplasma pn. IgG
bnakoH bnakoH bnakoH (kneTka

mnekonuTaiowero) B
Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 3,
1,0 Mn Ha 1,0 mn / 1,0 mn / Mycoplasma pn. IgG
bnakoH bnakoH bnakoH (kneTka

mnekonuTaiowero) B
Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.




AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma
pneumoniae IgG) iFlash

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuansl)

REF| | C89999/C89959/C89949, Mpe-
TpurrepHoln ~ pactBop  (1x):  pacTBop
nepekucu Bogopoga.

REF| | C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pactBop rugpokcuaa
HaTpusi.

REF| | C89997, TpombiBounbin Bydep (1x):
docaTHO-6ydhepHbI ConeBon pacTBop.
REF| | C80001, TMpombiBouHbIi 6Bycpep (10x):
docaTHO-6ydepHbI coneBon pacTBop.
REF C6100, PeakumnoHHbIV cocya,.

i

REF| | Z€C020, Mycoplasma pn. IgG KoHTporb.

B ENENE

RE CC847, M. Pneumoniae IgG KoHTponb.

Cucrema
PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.
npUMeHsioTCA ans XEeMUITIOMUHECLIEHTHOTO

nMmyHoaHanusartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 TectoB/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCcKMXKUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHLUManbHO
MHAEKLMOHHBIE.

e CobniopaiTte 06bl4YHbIE MEPbI MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLUEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnNM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCMonb3oBaTb
COOTBETCTBYHOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbid  NepcoHan, UCMOMb3YLWMin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen peynstaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npon3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb U/WUnu NaumneHT.

e [lacnopt 6e30nacHOCTM OTHOCUTCSt K Nacropry
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
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marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He AOMKHbI WUCMONb30BaTbCA MocCne
YKa3aHHOro CpoKa rof4HOCTY.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynaKkoBKe roTOBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe riakoHbl C
Kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHYTpU Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

o [lepen 3arpyskon Habopa peareHToB iFlash B
CMCTEMY MOBTOPHO B3BECLTE MMKPOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnum  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  uHGOpMaUMKO O  Mepax
npeaoCcTOPOXHOCTU Npy o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUU.

e Habop cnegyer wucnonb3oBaTb cpasy nocne
M3BMeYeHNst U3 xpaHunuiia npu temnepartype 2-8°C.
o CnepyeT usberatb 3aMOpPaXXUBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepartype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 28 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 28 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHayemble o6pasLbl - CbIBOPOTKA U Nra3ma
(remapwuH nuTus, renapuvH Hatpusi u K2-EDTA).

o [lepen ueHTpudyrmpoBaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmmpoBancs  Cryctok. [Ons  nauueHTos,
NpoxoasiLLmX neyexve renapuHom
(aHTuKoOarynsiHTom), Bpemsi 0bpa3oBaHusi cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

o LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHAaTHOWM
Temneparype (20-25°C) B Te4eHue 8 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 7 aHeNn.

e O6pasubl MOryT XpaHUTbCS Mpu TemnepaType -
20°C B TedeHue 90 gHen.

e 3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHAOyeTCsi 3amMopaxuBaTb He
bonee yem 2 pas(a).

e LleHTpudyrmpynte o6pasubl C NMUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuUTe TOMbKO
OuYMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.



AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma
pneumonlae IgG) iFlash

Mpu Hanuuum cryctkoB (UOpPUHA U KNETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyrposarb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
unOpUHa 1 KINETOYHOrO BELLECTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauneHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepen usmepeHuem ybegutecb, 4TO 06pasubl
nauueHTa, kanubpaTopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrue Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun anss cbopa 06pa3LOB [OOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WUNM  ayToOMCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNONb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB AN TeCTMPOBAHUS.

Mpoueaypa aHanusa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBI CM. B WHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTMBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WTPUXKOAE Ha YNakoBke C  peareHToM,
cYuTLIBaOTCS aBTOMaTuyeckn. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTE MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTuTe kanubpatopbl CAL1, CAL2, CAL3 B
CTOVKy Ans kanubpatopoB B 30He oOpa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3arem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kKaXxgoro onpeaeneHust
HeobxoamMmo 5 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKU BbIMOMHUT BCce (OYHKUMKU 1
noacyMTaeT pesynsraThbl.

Kanu6poBka

. MpocnexmBaemoctb:  3TOT  aHanu3  6bin
CTaHAapTU3NpPOBaH C MOMOLLbIO BHYTPEHHero
ctraHgapta YHLO ans Mycoplasma pn. IgG

. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxallei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTuu peareHToB.

. [ns BbinonHeHUst kanubpoBku cuctemsl iFlash
HeobxoaMmo BbINONHUTL UcnbiTaHne CAL1.
CAL2, CAL3 B ABYX NapannernbHbIX aHanusax, u
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npeaBapuTenbHO onpeaeneHHas pedepeHcHas
KannbpoBoyHasi  KpuBasi ajanTupyetca K
aHanuaaropy.

. lMocne Toro kak KanmubpoBka MpuHATa U
coxpaHeHa, Bce nocnegytoLme obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:

. Yepes 28 gHen npu Ucnonb3oBaHUKU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCs BHE 30HbI
nencTBeums.

e  Tpebyetcsa B COOTBETCTBUU c
OENCTBYIOLLMMUN HOPMaMK.

Ouana3oH namepeHus

2-800 AU/mn

3HauyeHNs1 HKE HWKHEro npefjena [AuanasoHa
M3MepeHun npeacTtaBneHbl kak <2 AU/mn. 3HayeHus,
npeBbllLAOLIME  BEPXHUA  Mpeden  AuanasoHa
n3MepeHun, npeacraensaTcs kak >800 AU/mn.

Pas6aBneHue

O6pasubl ¢ KoHueHTpaumen Mycoplasma pn. 1gG
BbllUE [ManasoHa W3MepeHUsi MOXHO pa3baBuTb
pasbaButenem obpasua. MakcumanbHbIn
KoadpdmumeHT pasbaBneHusi coctasnsieT 1:5, kak
aBTOMaTUYECKN aHanM3aTopoMm, TaK 1 BPYYHYIO.
Mocne py4yHoro pa3baBneHust yMHOXbTE pe3yrnbTaT Ha
KoadpurLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanmM3aTopoM MpOrpaMMHoOe
obecneveHne aBTOMaTUYeCcku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcs
ucnonb3oBatb YHLO M. Pneumoniae IgG KoHTponb,
EVER-BLUE Mycoplasma pn. IgG KoHTponb. Kpome
TOro, MOXHO MCMOnb30BaTb ApyrMe KOoMMepyecku
[OCTYMHble MaTtepuanbl Ans KOHTPOMs KavyecTsa,
cofepxallime He MeHee [ByX YPOBHEN aHanuToB,
KOTOpble GbinM NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WCMomnb3yeTcsi, OAWH pas ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  MpaBwnamu,
VHCTPYKUMSIMA Mnn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepgyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHEeHUIo MaTepuanoB AJfsi KOHTPONs
kayecTBa. Kaxxgas nabopartopusi 4OMKHA YCTaHOBUTb
CBOW COBCTBEHHbIE LieNeBble 3HAYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexatien paboTbl.
PesynbtaTbl KOHTpONs kadecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeanpuHaTb cregyowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasuamm KOHTPOrs kavecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpuobLIoTOpY.



AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma
pneumoniae IgG) iFlash

Pe3ynbrar . BmewartensctBa co  ctopoHel  ANA  He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
Pacuert NPOU3BOMbHbLIX €ANHUL, /MIT.

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTOf, MOATOHKN AAHHbIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN Kp1BOM "
aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.

Pesynbrathl npeactaeneHsl B AU/Mn.

Oxupgaemble 3Ha4YeHUs

WccnegoBaHne nposogunock Ha obpasuax 200
naumeHToB c NoATBEPXKAEHHBIM narHo3om
Mycoplasma pn. IgG-nonoxuteneHein 1 200
300pOBbIX NWL, ANS aHanu3a pe3ynsTaTtoB TecTa
ucnonb3oBancsa metogq ROC-kpuBoW, a noporoBoe
3HayeHue iFlash-Mycoplasma pn. I1gG 6bino
onpegeneHo kak 30 AU/mn.

WHTepnpeTtauus pesynsraTtos

Moporoeoe 3HayeHue: 30 AU/mn

HepeakTtuBHbIn: <24 AU/mn;

HeonpepeneHHbii: 24-36 AU/mn;

PeaktuBHbI: 236 AU/Mmn.

Mpennonaraetcs, 4TOo nuua C HepeakTUBHbLIMU
pesyneratamyu He WHdUuMpoBaHbl Mycoplasma pn.
1gG 1 BOCNPUUMUUBLI K NEPBUYHOW MHDEKLMN.
O6pasubl ¢ HeonpedeneHHbIM pe3ynsTaTtoM criegyeT
MOBTOPHO NpoTecTupoBaTb. Ecnu pesynetart Bee ele
HeonpeeneHHbI, cnegyet cobpatb BTopon obpasel
B TeuyeHWe COOTBETCTBYIOLLEro Nepvoaa BpeEMEHU
(Hanpumep, 2 Hegenu).

PeakTuBHbIN pe3ynbraT yka3biBaeT Ha NEPEHECEHHYI0
UnNn OocTpyto uHGekumo. Takue nuua noteHumansHO
noaBepXeHbl pUcky nepegayn nidekunn Mycoplasma
pn.

PekomeHagyeTtcsi, 4TOObBI  Kaxkgas  nabopatopus
ycTaHoBUNa  CBOW  COBCTBEHHbIV oXunaaembin
pedepeHCHbI Anana3oH Ans KOHKPETHOW rpynnbl
nogen.

OrpaHuyeHusi

. Ananus iFlash-Mycoplasma pn. IgG orpaHunyeH
onpegeneHnem Mycoplasma pn. IgG B
CbIBOPOTKE WNM nnasme 4enoseka (NMUTUR-
renapuviH, Hatpui-renapud n K2-3OTA). OH He
6blN NpoBepeH ANsi UCMONb30BaHUA Ha nnasme
C APYrMMU TUNaMu aHTUKOArynsHTOB.

. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noATBEPXAEHNS pe3ynbTaTa.

. B punarHoctnyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 06LLEN KITMHUYECKOM
KapTvHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbsTaThl KNMHUYECKOro aHamHesa.

. O6pasupl, cogepxalime O4eBUAHbIA YPOBEHb
Mycoplasma pn. IgG po 4000 AU/mn, He
nokasanu adpdekta 3axeaTta B aHanuse iFlash-
Mycoplasma pn. IgG.

. Ha aHanus He BnusT (pasHnua meHee 10%)
MKTEPUYHOCTb (bnnupybunH<30 mr/gn), remonus
(remorno6unH<1500 mr/an), ninemus
(Tpurnuuepunabi<1500 mr/on) n obwmn 6enok B
CbIBOPOTKe kpoBM (<12 r/an)

. BmeluatenbctBa CO CTOPOHbI PeBMaToWMAHOO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
Hr/Mn.
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. Hwukakoro BNUSAHNSA obuiero [o] €] He
Habnoganochb BNAOTb 40 KOHUEHTpauuu 7 r/an.

. Hwukakoro BINUAHUSA obLuero IgM He
Habnioganocb BNNOTb A0 KoHueHTpauumn 0,4
r/an.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnYaThes.

MpeunsmoHHoCTb

MpeunsmoHHoCTb iFlash onpegensanuce B
cooTBeTCcTBUM C TpeboBaHusmn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 20 gHen, B 3 mMecTax, 2 NporoHa B AeHb, 3
nosTopa B Kaxaom MpOroHe. Pesynsrathl
uccrieoBaHust NpeacTaBneHbl HUXe:

Obpas CpenH MoBTOPSiEMOCTb Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
Hue OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(AU/m ve % ne %
n) (AU/m1) (AU/mn)
1 13.56 0.378 2.79% 0.569 4.20%
2 33.45 0.806 2.41% 1.309 3.91%
3 611.09 8.536 1.40% 17.330 2.84%
KK1 7.21 0.196 2.72% 0.300 4.16%
KK2 57.07 1.448 2.54% 1.992 3.49%

AHanutuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYECTBEHHOro  onpefeneHns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 1.5 AU/mn

Mpepen obHapyxeHust = 2 AU/mMn

Mpepen konuuyecTBeHHoOro onpeaeneHuns = 2.5 AU/mn

OunanasoH NMHEeNHOCTH

2-800 AU/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumprU4HOCTb

AHanutudeckast cneuudmyHocTb aHanu3a iFlash-
Mycoplasma pn IgG oueHuBanacbh ¢ NCNONb30BaHNEM
Mycoplasma pneumoniae IgM, ureaplasma
urealyticum 1gG, Mycoplasma genitalium 1gG,
Mycoplasma hominis 1gG, Chlamydia pneumoniae
IgG, Streptococcus pneumoniae IgG, Haemophilus
influenzae IgG, Klebsiella pneumoniae IgG,
Staphylococcus  aureus  IgG, Mycobacterium
tuberculosis 1gG, Legionella pneumophila IgG,
Pseudomonas aeruginosa IgG, Bordetella pertussis
IgG, Acinetobacter baumannii 1gG, Group A
Streptococcus 1gG, human adenovirus IgG, influenza
A virus 1gG, influenza B virus 1gG, human
parainfluenza virus IgG, respiratory syncytial virus.
IgG, escherichia coli IgG.

BapuaHt KonuuyectBo Konuyectso o6pa3uos,
UCTIbITaHHBIX He [aBLNX peakLun ¢
obpasuoB iFlash-Mycoplasma pn

IgG

Mycoplasma 5 5

pneumoniae IgM

Ureaplasma urealyticum 5 5

IgG

Mycoplasma genitalium 5 5

IgG

Mycoplasma hominis IgG 5 5




AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma
pneumoniae IgG) iFlash

Chlamydia pneumoniae 5

8. Sillis M. The limitations of IgM assays in the

Cnegywowme npenapatbl OblnM  NpOTECTUPOBAHbI,
BMeLLaTebCTBa B aHanu3 He 0bHapyeHo.

BapuaHt KoHLeHTpauus
JesodnokcaumH 3,6 mr/an
Mokcmdrokcaumnt 0,4 mr/an
emudpnokcaum 7 mr/gn
A3NTPOMULIMH 1,11 mr/gn
KnaputpomuumH 0,72 mr/gn
OpUTPOMULIMH 13,8 mr/an
LloKCUUMKAMH 1,8 mr/an
MUHOLMKNVH 0,9 mr/an.

KnuHu4yeckune nokasatenu

CpaBHenne  iFlash-Mycoplasma pn. I1gG ¢
KOMMepYecku AOCTYyNHbIM aHanuaom Mycoplasma pn.
IgG ¢ ucnonb3oBaHMeM KIMHUYECKUX 0Opa3LOB.
YacTtoTa nOnoOXUTENbHLIX COBMAAEHUA CcocTaBuna
87,80% (95% [OW: 83,51%-91,10%).

YacTota oTpuuaTenbHbiX COBMAageHW CcocTaBnsieT
96,11% (95% OW: 93,86%-97,56%).

O6uwan 4actota coBnageHuit cocrtaenseTr 92,82%
(95% [OWN: 90,70%-94,48%).

Kpatkas wuHdopmauma o 6Ge3onacHoCcTM M

NpPon3BOAUTENILHOCTH
Kpatkas  wHdopmaumss o  6GesonmacHocTM 1
NPON3BOAUTENBHOCTU AocTynHa Ha caiite

https://ec.europa.eu/tools/eudamed.
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AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma
pneumoniae IgG) iFlash
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3TON CTOPOHOW BBEPX

Mpunoxexnue b
. OnacHblii komMnoHeHT: 0,1% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
. CurHanbHoe cnoBo: [pegynpexaeHue
. 3asBneHns o6 onacHoCTu:
H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.
H412: BpegHo pAans BOOHbIX OPraHuM3moB C
[0NTOCPOYHBIMU NOCNEACTBUAMM.
. MpenynpexaatoLmne 3asBreHus:
. P261: M3berante BObIXaHUA
nbinu/napos/ra3a/TymaHa/napos/cnpes.
. P273: He ponyckaTb nonagaHusi B OKPY»XXatoLLyto
cpeny.
. P280: HapeBaliTe 3awwmuTHbIE NepyaTku.
. P333+P313: Mpu nosiBneHun pasgpaxeHust Koxu
Unm cbinu: obpaTuTech K Bpayy.
. P321: HemenneHHo obpatuTech 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c

MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapoAHbIMY NpaBUnamu.

Bepcus: 04, 2024-01-12
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AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro xnammauosa (Chlamydia

pneumoniae IgG) iFlash

REF C88013G-S | C88013G ESBO1 3G-
W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A
| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
AHTUTena knacca IgG k Bo3byautento pecnmpaTopHoro
xnamuguosa (Chlamydia pneumoniae IgG) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTPOMUCTBa
GMN: 692591270099HW

MNpeanonaraemoe ucnonb3oBaHue

Ha6op iFlash-Chlamydia pn. 1gG - 310
XEMUIIOMUHECLEHTHBIA  UMMYHO(EPMEHTHbIA aHanu3 ¢
napamarHutHbiMu Yactuuamm (CLIA) ons konnyecTBeHHOro
onpegenenns avtuten IgG k Chlamydia Pneumoniae
(Chlamydia pn.) B cbiBOpoTKE M Mna3me KpOBW YeroBeEKa,
CcobpaHHbIX Yy §UU C MOAO3PEHMEM Ha XMNaMUOUAHYIO
MHEBMOHMIO, C MCMONb30BaHWEM aBTOMAaTWU3VPOBAHHOIO
XEMUITIIOMUHECLIEHTHOTO UMMYHO(DEPMEHTHOIO
aHanusatopa. AHamu3  iFlash-Chlamydia pn. IgG
npegHasHadeH ANs WUCMOMb30OBaHWS  cneuvanuctamu
naboparopui B Ka4ecTBe BCMOMOraTenbHOro cpeacTsa ans
ANarHoCTUKM XNamUaNNHOW MHEBMOHWUMU Hapaady € ApYrumu
KMUHUYECKUMMN MeTodamK.

OnucaHune n o6bsAICHEHNe

MHeBMOHMA - 3TO WHMEKUUs NapeHXMMbl — NEerkux,
Bbi3blBAEMasi pas3fMuYHbLIMW  MatoreHamu, TakuMu  Kak
6akTepuu, BUpYChl, rpubky 1 napasuTel. K ogHoMy 13 BMOoB
bakTepun oTHocaTest xnamuamu. Chlamydia pneumoniae (C.
pneumoniae) otHocutcs Kk pogy Chlamydia. Osa apyrux
BMAa xnamuaun, nHguumpyowmnx yenoseka, - C. psittaci n
C. trachomatis.[1,2] MNepBble n3onstel C. pneumoniae 6binn
nonyyeHbl M3 KynbTyp KOHBIOHKTMBLI A€Teil BO BpeMsi
nccrneaoBaHuii BakUMHbI MPOTUB TpaxoMbl B 1960-x rogax.[3]
Chlamydia pneumoniae - obnuraTHas BHYTPUKNETOYHas
GakTepusi, Bbi3blBalOWAs WMHMEKUMN BEPXHUX U HUKHUX
abixatenbHbix nyten.[4] C. pneumoniae u C. psittaci
BbI3bIBAIOT MHEKUMN ObIXaTenbHbIX NyTel y B3pOCnbIX, @
Chlamydia trachomatis - MTHEBMOHWIO B OCHOBHOM Yy AETEMN.
YenoBek - eOWHCTBEHHBbIN U3BECTHbIM pe3epByap C.
pneumoniae. BoNbLWMHCTBO MHEKUMI ObIXxaTeNnbHbIX NyTen
(okono 70 %), BeI3BaHHbIX C. pneumoniae, npoTekaroT
6eCCMMNTOMHO UMW TOMbKO C FMErkKMMKU CUMMITOMamu, HO
MeHbLMHCTBO (30 %) M3 HUX BbI3bIBAKOT Oonee TAxenble
pecnupaTopHble 3aboneBaHusl, Takue Kak BocnaneHve
nerkux (BMJT) ¢ HeTUNUYHBIMK cuMNTOMaMu, BPOHXUT W©
MHEKUMN BepxHUX ApixatenbHbix nyten (UBJ1). [2]
MoebiweHne Tutpa C. pneumoniae IgM y nauneHta ¢ CAP
AMarHocTUpyeT OCTPYH0 WHdeKUuMio, B TO Bpems Kak
nosbiweHne Tutpa IgG (B 4eTbipe pasa) ykasblBaeT Ha
npegwecTByOLWY0 MHdekumto.[2] AHTUTena BO dpakumm
IgM MoryT He MosiIBNSITbCA B TEYEeHUe Tpex Heaenb nocre
Hayana cumnTomoB. AHTUTena Bo dpakumm IgG moryT He
focTuraTb AWarHOCTUHECKUX TUTPOB B TeYeHWe LiecTu-
BOCbMW Hefenb. [lpy NOBTOPHOM 3apaXeHun 4acTo
OTCYTCTBYIOT aHTuTena dwukcaumm komnnemeHta (CF) un
peakums Ha aHTuTena IgM. C gpyron ctopoHbl, oTBeT IgG-
aHTWUTen MOXeT NOSIBUTBLCS B TEYeHMe OOHOW-ABYX Hefenb U1
4YacTo MOAHMMaeTcs [0 BbICOKOro TuTpa. He y Bcex
MHULMPOBAHHbIX niopen HabnopatoTcs Takme
XxapakTepHble peakuun. Kak n BO Bcex 6Guonornyeckmx
TecTax, CyLeCTBYIOT MHAMBMAYyanbHble Bapuauun. Kpome
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TOro, Npy penHdEKLMOHHOM 3aboneBaHun, Korga aHTuTena
IgG yxe npucyTCTBYIOT, MOXET HabnogaTbCs HU3KUN
nogbem TuTpa aHtuTen IgM c¢ noBbiweHuem unu 6e3
noBbilWeHNUsi TuTpa aHtuten IgG[5].

MpuHumMn aHanusa

iFlash-Chlamydia pn. 1gG - HenpsiMon
UMMYHOMDEPMEHTHbIN aHanu3 ¢ UCMonb3oBaHWEM MPSIMOro
XEMUITIOMUHOMETPUYECKOTO MeToaa.

. 1-9 nHky6aums: MpegBapuTensHO pas3baBneHHbIN
obpasel UWHKYOuMpyeTca C peareHToM Ans
napamarHuTHbIX MUKpodacTuy,. Xnamugum pn. IgG
B obpasue cBs3biBaeTCA C napamarHUTHbIMU
MMKpoYacTULaMK, MOKPLITBIMA  €CTECTBEHHbBIM
aHTUreHoM xnamuaun, u obpasyeT KOMMIeKc
aHTWUreH-aHTUTeno.

. MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbupyHOTCS Ha CTEHKe
peakumnoHHon Tpybku, a HeCBsI3aHHbIE MaTepuarnbl
CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.

. 2-9  wuHKyGaums:  [OobaBnseTrcd  MeYeHHbIn
aKkpuanHuem achup MBbILUMHOTO
aHTnyenoBeyeckoro IgG u ob6pasyeTca HOBbIN
KoMMeKc.

. MoBTOpPUTE NpeablAyLLMiA 3Tan NPOMbIBKU.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cMvecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

e  CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay
KonmyectBoM xnamuguii pn. IgG B obpasue wu
konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemon iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl
Komn 1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn
R1 1 2 2 MapamarHutHble
ynakoBka, ynaKoBKM, ynaKoBKM, MUKPOHACTULIbI,
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITbIE
ynaKoBKy ynaKoBKy ynaKoBKy €CTECTBEHHBIM
aHTureHom Chlamydia
pn. (knetkm HL, 0,15
wmr/mn), 0,1% ProClin
300 B KayecTee
KOHCEpBaHTa.
R2 1 2 ynakoBku 2 ynakoBku MeueHblit  akpuauHuem
ynakoBka, no6,5vMnB no 15,3 mn KOHbIOraT  MbILUMHOTO
65 mn B ynakoBke B ynakoBke aHTUYENOBEYECKOrO
ynakoBke 1gG (MbiLWb, 0,05
wmkr/mn), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.
R3 1 2 ynakoBku 2 ynakoBku PasbaButens Ans
ynakoBka, no6,5vMnB no 15,3 mn obpasuoB (ans
65 mMn B ynakoBke B ynakoBke MpepBapuTensHoe
ynakoBke pa3sefeHve,) Bydep
PBS,
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTa.
CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / PBS co
bnakoH bnakoH bnakoH crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.
CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 2,
1,0 mMn Ha 1,0 mn / 1,0 mn / xnamuaus  nH.  1gG
bnakoH bnakoH bnakoH (4enoBeyeckuit) B
Bydepe PBS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.
CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 3,
1,0 mMn Ha 1,0 mn / 1,0 mn / xnamuaus  nH.  1gG
bnakoH bnakoH bnakoH (4enoBeyeckuit) B
Bydepe PBS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.
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Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE

marepuansl)

REF| | C89999/C89959/C89949, Mpe-

TpurrepHoln ~ pactBop  (1x):  pacTBop

nepekucu Bogopoga.

REF| | C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pactBop rugpokcuaa

HaTpusi.

REF| | C89997, TpombiBounbin Bydep (1x):
docaTHO-6ydhepHbI ConeBon pacTBop.

REF| | C80001, [MpombiBouHbIi 6Bycpep (10x):
docaTHO-6ydepHbI coneBon pacTBop.

REF| | C6100, PeakuunoHHsiit cocya.
REF| | Z€C022, Chlamydia pn. IgG KoHTpons.

i

Cucrema
PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.
npUMeHsIoTCA ans XEeMUITIOMUHECLIEHTHOIO

nMmyHoaHanusartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 Tectoe/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH M3 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonoruyeckme matepuanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHUManbHO
MH(EKLMOHHBIE.

o CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOAOB [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

o Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTtopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbii  NepcoHan, UCMOMb3YLWMUin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M O3HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENLHON MHGOPMaLUn O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npon3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBatesib W/WUnu naumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM MNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEKTPOHHON noyTe.
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Pa6ora c peareHTamu

e PeareHTbl He AOMKHbI MCMONb30BaTbCsA Mocne
YKa3aHHOro CpoKa rof4HOCTY.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynaKkoBKe roToBbl K
1CNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe (riakoHbl C
Kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewuvBanTe peareHTbl BHyTpU Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

o [lepen 3arpyskon Habopa peareHToB iFlash B
CMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (nakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTMubl  He  OyayT  MOMHOCTbIO
pecycneHaupoBaHbl.  EcnuM  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylo  MHGoOpMauulo 0  Mepax
npeaoCcTOPOXHOCTU Npu o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUUM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHUU.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temneparype 2-8°C.
o CnepyeT usberatb 3aMOpPaXXnUBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBku, Haxogsiwmecsi Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHayemble o6pasLbl - CbIBOPOTKA U Nra3ma
(remapwuH nuTus, renapuvH Hatpus u K2-EDTA).

o [lepen ueHTpudyrmposaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmumpoBancs  Cryctok. [Ons  nauyueHTos,
NpoxXoasiLLmX neyexve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi Cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOWM
Temneparype (20-25°C) B Te4eHue 8 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 14 gHen.

e O6pasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTCcsi 3aMopaxuBaTb He
bonee yem 2 pas(a).

e LleHTpudyrupynte o6pasupbl C NUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuUTe TOMbKO
OuUMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
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pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LUeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, 4TO OCTaTKu
rnbpUHa 1 KNETOYHOrO BeLLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHus!.

e He ncnonb3ayinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybegutecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrue Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHta wnm
OLEHKN CEepUiiHbIX 06pas3LoB.

o XapaKkTepuctukm TEeCTUpOBaHMUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WUNKM  ayToMCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNONb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANns TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKLMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTa, COXPaHEHHbIE B
WITPUXKOAE Ha YMNakoBke C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTe peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTulbl, 4TOObl OHU
XOpOLLO NepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINONHUTE KanubpoBKy.

. MomecTuTe kanubpatopbl CAL1, CAL2, CAL3 B
CTOVKY Ans kanubpatopoB B 30He o06Opa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3arem caenamnTe
Npo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kKaXxgoro onpeaeneHust
HeobxoamMmo 5 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT Bce (OYHKUMKU 1
noacyuTaeT pesynsrarthbl.

Kanu6poBka

. MpocnexmBaemoctb: [OaHHbIi  MmeTog  Obin
CTaHAapTU3NPOBaH BHYTPEHHWM CTaH4apTOM
YHLO agnsa Chlamydia pn. IgG.

. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0 O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.

. Onsa BbINONTHEHUSI KanubpoBkM iFlash-
Mycoplasma pn. IgM BbinonHute Tect CAL1 un
CAL2, CAL3 B AOByx 9k3emnnsipax, nonyyuTe
RLU noporoBoro 3Ha4yeHus.
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. lMocne Toro kak KanmubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLme obpasLbl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:

. Yepes 56 gHen npu ncnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCA BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

3-400 AU/mn

3HauyeHNs1 HKE HWKHEro npefjena [AuanasoHa
n3MepeHun npeacrtaeneHbl kak <3 AU/mn. 3HayeHus,
npeBbllLAOLIME  BEPXHUA  Mpeden  AuanasoHa
n3MepeHun, npeacraensaTcs kak >400 AU/mn.

Pas6aBneHue

O6pasubl € koHueHTpaumen Chlamydia pn.
KoHueHTpaumsa IgG Bbiwe avana3oHa W3MepeHusi
MoXeT OblTb pasbaBneHa pasbaBuTenem Ans
06pas3uoB. MakcumanbHbIn KoaphmLmeHT
pasbaBneHusi coctaenset 1:10, nnbo aBToMaTM4ecku
aHanM3aTopoMm, NMnMbo BPy4HYIO.

Mocne py4yHoro passedeHUsi YMHOXbTE pesynbsTaT Ha
KO3 PULMEHT pa3BeaeHuUsI.

Mocne pasbaBneHuss aHanM3aTopoM MNpPOrpaMMHOe
obecneveHne aBTOMaTUYecku yynTbIBaET
pasbaBneHue nNpu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcst
ucnonb3oBatb EVER-BLUE Chlamydia pn. IgG
Control. Kpome TOro, MOXHO MCnonb3oBaTb Apyrue
KOMMepYecku AOCTYMHble MaTepuansl Ans KOHTPons
KayecTBa, coaepxalue He MeHee [BYX YPOBHeW
aHanuToB, KOTOpble ObiNy NpoBepeHbI nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WCMoMb3yeTcsi, OAWH pa3s ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMU Mnn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHeHUo MaTepuanoB AJ1si KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kadecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTb Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb creayolne 4edcTBUS:

. Y6egoutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoanmMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTutecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpuobLIoTOpY.

Pe3ynbrart

Pacuet



AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro xnammauosa (Chlamydia
pneumoniae IgG) iFlash

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTo4  MOArOHKM  MOTUCTMYECKOW  KPMBOW  ANs
NnocTpoeHust KanubépoBOYHOMN Kp1BON "
aBTOMaTUYeCKn paccunTbIBaeT KOHLEHTpaLmio
aHanuTa B kaxgom obpasue.

Pesynbrathl npeactaBneHsl B AU/Mn.

Oxugaemble 3Ha4YeHUs

WccnegoBaHne npoBogunock Ha obpasuax 200
nauMeHToB C XxnaMmyaumHon nHeBmoHuen u 200
30pOBbIX Nofen, ANa aHanu3a pesynbraTtoB TecTa
ucnonb3oBanca metogq ROC-kpuBon, a 3HayeHue
otceveHns  iFlash-Chlamydia pn. IgG  6bino
onpegerneHo kak 22,5 AU/mn.

WHTepnpeTtauus pesynsraTtos

MoporoBoe 3HayeHue: 22.5 AU/mn.

HepeakTtnBHbin: <20 AU/mn.

HeonpegenexHbin 20 - 25 AU/mn.

PeaktuHbIn 225 AU/Mmn.

Mpennonaraetcs, 4To nogM C  HepeakTUBHbLIMU
pesyneratamn He uHduumpoBaHbl Chlamydia pn. n
BOCMPUMMYMBBI K NEPBUYHON MHEKLMN.

O6pasubl C  HEOOHO3HaYHbIMM  pesynbratamu
yKa3bIBalOT Ha BO3MOXHbI kOHTakT ¢ Chlamydia pn. n
OOMKHbl  ObITb  MOBTOPHO NPOTECTMpPOBaHbl. Ecnn
pesynbrar BCce elle HeonpegeneHHbI, Heobxoanmo
B3ATb BTOPON 06pa3eL, B Te4EeHME COOTBETCTBYHOLLETO
nepuoga BpemeHu (Hanpumep, 2 Hegenw).
PeakTuBHbI pesynbTaT ykasbiBaeT Ha TEKyLLylo unu
npowny uHdekumio. Takue noauM noTeHumanbHO
noaBepXeHbl pucky nepegadm nHdekumm Chlamydia

pn.

OrpaHuyeHusi

. Habop iFlash-Chlamydia pn. 1gG orpaHunyeH
onpegeneHnem  Chlamydia pn. IgG B
YeroBeYeCcKon CbIBOPOTKE UK Mra3mMe (renapuvH
nuTtug, renapuH Hatpusa n K2-34TA). OH He bbin
BanMaMpoBaH Ans UCMoNb30BaHWsA B nnasve c
APYrMMU TUNaMu aHTUKOArynsHTOB.

. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoOBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 06LLEN KITMHUYECKOM
KapTvHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbsTaThl KNMHUYECKOro aHamHesa.

. O6pasupl, coagepxawme SBHbIA  YPOBEHb
Chlamydia pn. IgG po 4000 AU/mL, He
nposBnsAny addekta kpioduka B Tecte iFlash-
Chlamydia pn. IgG.

. Ha aHanus He BnusT (pasHnua meHee 10%)
VKTEPUYHOCTb (BnnupybunH<20 mr/gn), remonus
(remorno6unH<800 mr/an), ninemus
(Tpurnnuepunapi<3000 mr/on) n obwmn 6enok B
CbIBOPOTKe kpoBM (<12 r/an)

. BmeluatenbctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
Hr/MI.

. BmewartensctBa co  ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN
Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMIyaTaUWOHHbIE  XapaKTEPUCTWKKM, —pesynbTaThl,
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nonyyeHHble B OTAENbHbIX nabopaTopusx, MOryT
oTnnYaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegensanuce B
cooTBeTCcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 20 gHen, B 3 mMecTax, 2 NporoHa B AeHb, 3
nosTopa B Kaxaom NpOroHe. Pesynsrathl
uccriefoBaHusl NpeacTaBneHbl HUXeE:

Obpas CpenH MoBTOPSiEMOCTH Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
Hue OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(AU/m ve % ve %
) (AU/m1) (AU/mn)
1 10.37 0.292 2.82% 0.575 5.54%
2 28.26 0.709 2.51% 1.536 5.44%
3 199.87 5.474 2.74% 9.572 4.79%
KK1 8.17 0.240 2.94% 0.493 6.03%
KK2 60.86 1.880 3.09% 3.194 5.25%

AHanuTuyeckas 4yBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHns poHa = 1.5 AU/mMn

Mpepen obHapyxeHust = 3 AU/mMn

Mpepen konuyecTBeHHoro onpeaeneHuns = 5 AU/mn

OunanasoH NMHEeNHOCTH

3-400 AU/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumprU4HOCTb

AHanutudeckasi cneumduyHocTb iFlash-Chlamydia
pn. IgG 6bina oueHeHa ¢ ucnonb3oBaHvem Chlamydia
pn. IgM, Mycoplasma pn. IgG, EB VCA IgG, EB EA
IgG, CMV IgG, HSV 1+2 IgG, RV IgG, Toxo IgG n anti-
TP.

BapuaHt KonnuyectBo Konuyectso o6pa3suos,
UCTIbITaHHBIX He [aBLNX peakLun ¢
obpasuoB iFlash- Chlamydia pn.

IgG

Chlamydia pn. 12 12

IgM

Mycoplasma 12 12

pn. IgG

EB VCAIgG 7 7

EB EAIgG 7 7

CMV IgG 8 8

HSV 1+2 1gG 9 9

RV IgG 10 10

Toxo IgG 10 10

Anti-TP 6 6

KnuHuyeckue nokasarenu

CpasHeHue iFlash-Chlamydia pn. IgG ¢ kommepyecku
pocTynHeiM  aHanusom  Chlamydia pn. 1gG ¢
MCnonb3oBaHWEM KNUHUYECKKX 06pasLIoB.

YactoTa nOnoXUTENbHbIX COBMAAEHUA CcocTaBuna
93,40% (95%ClI: 89,22%-96,03%).

YacTota oTpuuaTenbHbiX COBMageHW CocTaBnsieT
94.85% (95%Cl: 92.32%-96.57%).

O6uwasn 4actota coBnageHut cocrtaenser 94.37%
(95%Cl: 92.30%-95.90%).

Kpatkas wuHdopmauma o 6GesonacHocTu U
NpPon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumss o  6GesonmacHocTM  u
NPON3BOAUTENBHOCTU AocTynHa Ha caiite
https://ec.europa.eu/tools/eudamed.

Ucnonb3oBaHHas nutepartypa



AHTnTena knacca lgG k Bosoyaurento
pecnupaTtopHoro xnammauosa (Chlamydia

pneumoniae IgG) iFlash
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Mpunoxexnue b
. OnacHblii komMnoHeHT: 0,1% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] n 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
. CurHanbHoe cnoso: [pegynpexaeHue
. 3asBneHns o6 onacHoCTuU:
H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.
H412: BpegHo pans BOOHbIX OpraHuM3moB C
[0NTOCPOYHBIMU NOCNEACTBUSMMU.
. MpenynpexaatoLne 3asBreHus:
. P261: M3berante BObIXaHUSA
nbinu/napos/ra3a/TymaHa/napos/cnpes.
. P273: He ponyckaTb nonagaHusi B OKPY»XXatoLLyto
cpeny.
. P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
. P333+P313: Mpu nosiBneHun pasgpaxeHns Koxu
Unm cbinu: obpaTuTech k Bpayy.
. P321: HemenneHHo obpatvTechb 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c

MECTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XOYHapOoAHbIMY NpaBunamu.

Bepcus: 04, 2024-01-12



AHntuTena knacca IgG k BIIM-1 (HSV-1 IgG)

iFlash

REF C88040G-S | C88040G 588040G-
W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

CErer

HasBanue
AnTuTena knacca IgG k BINr-1 (HSV-1 IgG) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTpOMCTBa
GMN: 692591270059HJ

MNpeanonaraemoe ucnonb3oBaHue

Ananus iFlash-HSV-1 IgG - 3T0 XeMuUniOMUHECLEHTHbIV
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
vyactuuammn (CLIA) pnsa  kayecTBEHHOro onpegeneHuns
aHtuten IgG k Bupycy npoctoro repneca-1 (HSV-1) B
CbIBOPOTKE U Mria3me KPOBW YenoBeka, COBpaHHbIX Y nuL ¢

ecnn OH ecTb B ob6pasue, CBsi3blBaeTcs C
yacTuuamu, noKpbITbiIMU aHTureHom HSV-1, un
06pa3syeT KOMMIEKC aHTUIeH-aHTUTENO.

MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHuTHble YacTuLbl aacopbupyloTcst Ha CTEHKe

peakLUMOHHOro cocyna, a HecBsi3aHHble
maTepuansl CMblBaOTCS NPOMbIBOYHbBIM
Bydepom.

2-51 MHKybauus: [ob6asnstoT MeYeHbIV
aKpVAMHOBbBIM acupom MbILUNHbBIV

aHTnyenoBeyeckun IgG n copmupyloT HOBbIN
KoMMeKc.

MoBTOpPUTE NpeablAyLLMiA 3Tan NPOMbIBKU.

3anyck u uamepeHue curHana: B peakumoHHyto
cMmecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi mM3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

CywiectByeT npsiMasi  3aBUCMMOCTb  Mexay
konmyectBom obuwero HSV-1 IgG B obpasue wu
konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemon iFlash.

Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM

nogospeHvemM wunu nogTBepxaeHnem unHdekumm HSV-1 un KPMBOM, KOTOpasi CTPOWUTCS C  MOMOLLbIO
KEHIWWH  Ha  paHHuX  cTagusx  GepemeHHocTM € OBYXTOYEYHOW KannbpoBKM M 3TarnOHHOW KPUBOW,

ncnonb3oBaHnem aBTOMaTtu3nMpoBaHHOIo I'Ipe,D,OCTaBﬂﬂeMOIZ yepes QR-kopg peareHTa.
XeMUntoMMHeCLUEeHTHOro I/IMMyHO(*)epMeHTHOFO

aHanusatopa. iFlash-HSV-1 IgG npegHasHaveH Aans PeareHTbl

NCnonb3oBaHUsA cneunannctamum na60paTopvu7| B Ka4yecCcTBe Komn 1x50 2x50 2x150 Conepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn
BCnomMmoraTtenbHOro cpeacrtesa npu AWArHOCTUKE U OUEeHKe R1 1 2 2 TapamarnTHbie
HSV-1 wuHdekunm Hapsagy C  ApYrUMKM  KITMHUYECKUMMU ynakoska, | ynaKkoBkM, | ynakoBk4, | MMKpOYaCTUUbI,

3,5 mn Ha 3,5 mn Ha 9,1 Mn Ha MOKPbITbIE HSV-1-

meTogamu. ynakoeky ynaKoBKy ynaKoBKy aHTUreHoM (S.

cerevisiae, 0,12 mr/mn),

0,1% ProClin 300 B

OnucaHue n oobLACHeHne Ka4uecTBe KOHCEpBaHTa.
- o R2 1 2 ynakoBku 2 ynakoBku AKpUanHWiA-aCcTEp-

Bupyc npocToro repneca (BIr) - ato obonoyeyHbiIn BUpyC C yracoska, | no5wna | no163mn | Mesa e

aByxuenoyeyHoun ﬂ‘HK, MOp(bOJ'IOrVHeCKVl CX0oO4HbI  C 65 mMn B ynakoBKke B ynakoBke aHTU4enoBeyeckuii 1gG

< . ynakoBke (Mbiwb, 0,01 mkr/mn),

apyrumu  npegcrasuTensiMm  cemenctBa Herpetoviridae, 0.05% ProClin 300 &

cogepxawmn BT tuna 1 (BM-1) u BMI Tuna 2 (BIMr-2).[1] KauecTse KoHCepBaHTa.

R3 1 2 ynakoBku 2 ynakoBku PasbaButens Ans
Peunavsupytolime MHMEKUMM YacTo BO3HMKAKOT Npu 06omx ynakoska, | no65mns | no16,3mn | obpasiios, doccaTHsli

6,5 mMn B ynakoBke B ynakoBke 6ycep, 0,05% ProClin
BUPYCHbIX TUMaAx, HECMOTPA Ha Hannyiune UUPKYNMpyroLwwnx ynaKosKe 300 B xauecise
NPOTUBOBUPYCHbIX aHTuTten. HSV-1 o6blMHO nopaxaeT KoHCepBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 1, 6ycdep
cnuancTylo obornouky rnas, pra u CrmamncTble o6onoukm 10w ra | 1o | 1ot | TRIS e Genkaaam
nuua, a Takke  gaBngeTcsa ogHou n3 Hanbonee hnakoH hnakoH hnakoH Céas?nwgagggorwp -
pacnpoCTpaHeHHbIX MPUYMH  TSAXKENoro  Cropaanyeckoro {BIA). 0.08% ProCin
aHuedpanuta y B3pocnbix.[2] B pa3sutbix cTpaHax mwupa KOHCEpBAHTA.

o CAL2 1 donakoH, 1 donakoH, 1 donakoH, Kanubpatop 2, HSV-1

TaKke pacTeT O0NA reHUTanbHbIX repneTn4eckux I/IH(beKLlVWl, 1,0 mn Ha 1,0 mn / 1,0 mn / (nnasma uenoseka) B
BbI3BaHHbIX HSV—1 [3] bnakoH bnakoH bnakoH Bydepe TRIS co
: crabunuaatopom Genka

Beictpas  #n  TouHasa  gmarHoctuka — HSV-uHdekuun (BSA), 0,05% ProClin
HeoGxooMMa st OBEeCreyeHUss paHHEro NpPOBEeAEHHs S opaara, T

CeneKkTUBHOM NPOTUBOBUPYCHOW XuMmoTtepanum "

MUHUMU3AUMM  PacnpoCTPaHeHnst  uHpekuun. lNepsbim Heo6xoauMele (HO He MOCTaBNAeMble B KOMNIEKTe

ryMoparnbHbIM UMMYHHBIM OTBETOM Ha MHMEKLMIO ABNSeTCs maTepuansi)
cuHTe3 crneumndunyecknx aHtuten IgM npotus HSV, kotopeie REF| | C89999/C89959/C89949, Mpe-
obHapyxuBaloTCA 4Yepe3 Hedeno nocrne 3apaxeHus.[4] TpUrrepHbIt  pacTeop  (1X):  pacTBop
Cneuudunyeckne aHtutena IgG obbIYHO NosBNSAOTCHA Yepes nepek1cu Boaopoaa.
OBe-Tpu Hegenu nocrne NnepBUYHOro 3apaXXKeHus, HO UX TUTP C89998/C89958/C89948, TpurrepHbin
MOXET  CHM3WUTbCA  4Yepe3  HEeCKOnbko  MecsueB.[5] pactBop (1x): pacTBOop ruapokcuaa
O6HapyxeHne IgG no3sonser OUeHUTb UMMYHHbIA CTaTyc HaTpus..
naunveHtTa W Oaer ceponorvyeckme  OokasaTenbCTBa C89997 npOMbIBO‘-IHbIVI 6y(bep (1X):
npegLlwecTByoLLEro koHTakTa ¢ HSV.[6] 3To moxeT nomoub B (bocq>aT‘Ho-6ycbepru7| ConeBoil pacTeop
OMarHocTuke HepgaBHew UWHdekummn HSV B napHbix C80001, MpombiBodHbii Bycep (10x):
CbIBOPOTKaXx MO Hannyuio CepoKoHBepcumn aHtuten k HSV-1 |EI (bocq>aT‘Ho-6ycbepru7| CONeBoVi pacTeop
unm HSV-2. — -
REF C6100, PeakumnoHHbIV cocya.
MNpuHUMN aHanuza ZCC012, HSV-1 IgG KoHTporb.
iFlash-HSV-1 1gG - 310 HenpsAMoOW MMMYHOMEPMEHTHbIN
aHanu3 Ans KayecTBeHHoro onpegeneus HSV-1 IgG B REF| | CC837, HSV-119G Kowtponb.
CbIBOPOTKE U Mna3me KpoBM YenoBeka C WCMoNb3oBaHUEM
XEMUITIOMUHOMETPUYECKOTO MeToAa. Cucrtema
e 19 wuHkybauusi:  O6paseu,  pasBefeHHbIN Pearentsl 1x50 TectoB/yn. u 2x50 TecToB/yn.
pasbaBuTerieM [Ana aHanusa, WHKYOupylT NPUMEHSIIOTCA ans XEMUNIOMUHECLIEHTHOTO

napaMarHUTHbIMA MUKPOYacTULLAMU, MOKPbLITbIMU
aHTureHom HSV-1. Cneumdmyeckuin 1IgG HSV-1,

nMmyHoaHanusartopa: iFlash 3000-C, iFlash 1200-A,
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AHntuTena knacca IgG k BIIM-1 (HSV-1 IgG)

iFlash

iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 Tectoe/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHUManbHO
MH(EKLMOHHBIE.

e CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvMHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4veHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOVBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkvMpoBkou. Becb
nabopaTtopHbl  NepcoHan, UCMONb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENLHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM Heobxoanmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb U/UNu NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WUNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI WUCMONb30BaTbCA Mocne
YKa3aHHOIo CpoKa rofHOCTY.

e lI3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynakoBKe roToBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe riakoHbl C
kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHToB Unn Mexay Habopamu peareHToB.

e [lepen 3arpyskoni Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpuUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb riakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnv  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.
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e [lononHuTenbHyl  MHGOpMaUMKO 0  Mepax
npeaoCcTOPOXHOCTU Npy 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHU.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst u3 xpaHunuiia npu temnepartype 2-8°C.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e ChbiBopoTka unu nnasma (SATA kanusa, renapuH
nMTUS,, U TenapuH  HaTpus)  SIBNSIIOTCA
pekomeHayeMblMy obpasLamu.

o [lepen ueHTpudyrmposaHuem ybeauTecb, YTO B
obpa3suax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmmpoBancs  Cryctok. [Ons  nauueHTos,
npoxoasiLLmX neyexve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi Cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e CblBOPOTKAa M nna3ma B renapuH-NMMTUEBOM
nnasme, renapuH-Hatpum u  3OTA  moryT
coxpaHsaTbes npu 25°C B TeyeHue 21 yaca.

e CbIBOPOTKA MOXET XpaHUTbCS Mpu TemnepaType
2-8°C B TeyeHue 13 gHewn, a nnasma B renapuH-
nUTUEBOW Nnasme, renapvHe Hatpusa n OO TA - npu
Temneparype 2-8°C B TeueHune 10 gHew.

e CblBOPOTKAa M nna3ma B renapuH-NMMTUEBON
nnasme, renapuH-Hatpum u  3OTA  moryT
xpaHutbes npu -20°C B TeyeHne 54 aHen

e LleHTpudyrmpynTte obpasLbl.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHAOyeTCcsi 3aMopaxuBaTb He
bonee yem 2 pas(a).

e LleHTpudyrupynte o6pasupbl C NMUNMAHBIM CIIOEM
Ha BepxHeW YacTu W nepeHocuUTe TOMbKO
OuUMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHaA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyruposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOrO BeLLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yiite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybegutecb, 4TO 06pasubl
nauueHTa, kanubpaTtopbl U KOHTPONb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ans cbopa 06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNNa3mbl) WUNM  ayToMNCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb



pasnuyHble Tunbl o6pa3uoB, NO3TOMY onepaTop
[JOIMKEH WCMOmnb3oBaTb COOTBETCTBYHOLLUE TUMbI
06pasuoB ANns TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKUMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WITPUXKOAE Ha YMNakoBke C  peareHToM,
cyuTbIBaOTCS aBTOMaTuyecku. Ecnum wrpmx-kog
He ypdaeTca cuuTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTulbl, 4TOObl OHU
XOpOLLO NnepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 B cTOMKY
ansa kanubpatopoB B 30He obpasua. Odepxute
KannépaTtopbl OTKPbITEIMWA TOMbKO BO BpeEMs
KanuopoBKu.

. Cpenavite kanubpoBKy, a 3aTem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHus
HeobxoaMmo 5 mkn obpasua B AOMNOMHEHWEe K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKU BbINOMHUT Bce OYHKUMU 1
noacyuTaet pesynsrarthbl.

Kanu6poBka
. MpocnexmBaemoctb: [OaHHbIi  MmeTog  Obin
CTaHAapTU3NpPOBaH C MOMOLLbI BHYTPEHHEro
ctavgapta YHLO ana HSV-1 1gG.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTuu peareHToB.
. Onsa BbINONHEHUSI KanubpoBkM iFlash-
BoinonHute Tect CAL1 wn CAL2 B aByX
aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.
. lMocne Toro kak KanmubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLume o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepe3s 56 gHen npu ncnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoAsiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMK.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcs
ncnonb3oBatb YHLO HSV-1 I1gG Control, EVER-BLUE
HSV-1 1gG Control. Kpome Toro, MOXxHO ucnonb3oBarb
Apyrue KOMMepyecku [OOCTynHble MaTtepuansl Anst
KOHTPOMNSI KayecTBa, COAepXaliMe He MeHee [BYX
YPOBHEN aHanuToB, KOTOpble ObiMM MPOBEPEHbI
naboparopuen.

KoHTponu ansi pasHbiX ypoBHEW AOMKHbI IPOBOANTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WUCMOMb3yeTcsi, OAMH pa3 Ans Kaxaoro
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AHntuTena knacca IgG k BIIM-1 (HSV-1 IgG)
iIFlash

Habopa peareHTOB 1 MOCcne Kaxaow KanubpoBkv unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA 1N TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHeHUo MaTepuanoB AJf1si KOHTPONs
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa yCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexatien paboTbl.
PesynbtaTbl KOHTpONs kadecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb creayowne 4eicTBUS:

. Y6egoutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 Cco CBEXUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbIoTOpY.

Pe3ynbrart

Pacuer

AHanusaTtop aBTOMaTW4eCKM BbIYUCNSIET MOPOroBoe
3HayeHne Ha ocHoBe uamepeHuss CAL1 n CAL2.
PesynbraT 06pasua BblgaeTcs nubo Kak peakTUBHbIN,
nnbo Kak HepeaKTUBHbIA, a Takke B BuAe MHOEKca
NMOPOroBOro 3Ha4YeHusl.

PesynbraThl npeactaeneHsl B COL.

WHTepnpeTauus pesynsraTtos

Moporoeoe 3Ha4eHue: 1.0 COI

HepeakTuHbi: < 0.9 COI;

HeonpegenenHoii: 0,9 - 1,1 COI;

PeaktuBHbIi: = 1.1 COI.

HepeakTvBHble pesynbraTtbl CBMOETENMbLCTBYOT 00
OTCYTCTBMM OCTPOW MHpeKUMN.

O6pasubl C HEOAHO3HAYHbIM PEe3ynbTaToM [OIMKHbI
ObITb NOBTOPHO NPOTECTUPOBaHbI. Ecnn pesynerar Bce
ellle HeonpegeneHHbI, crnegyeT otobpaTb BTOPOWN
obpasel, B TeveHWe COOTBETCTBYOLLErO mnepuoaa
BpeMeHu (Hanpumep, 2 Hegenu).

PeakTuBHbIN pe3ynbraT yka3biBaeT Ha NEPEHECEHHYI0
UNN ocTpyto MHdpekumio. Takue noan noTeHumansHO
noABepXeHbl puUcKy nepegayn nHdekummn HSV-1.

OrpaHuyeHusi

. Habop iFlash-HSV-1 IgG npegHasHayeH Tonbko
ansa onpegenennss HSV-1 1IgG B yenoBeveckon
CbIBOPOTKE UMM Nnas3me (renapuH  nuTus,
renapvH Hatpus n OATA kanusa). OH He 6bin
BanMaMpoBaH ANs UCMOMb30BaHUS C ApYruMu
TMNamuM  nnasmbl  C  ApyrMMuM  TUnamu

aHTUKOArynsiHTOB.
. Ecnn  pesynstatel  He  cornacylTcs  C
KMUHUYECKUMU [aHHbIMK, npeanaraercs

NpoBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTta.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 0OLLEN KITMHUYECKOW
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbTaThl KNMHUYECKOro aHamHesa.

. Ha aHanus He BnusT (pasHuua meHee 10%)
MKTEPUYHOCTb (bnnupybunH<30 mr/gn), remonus
(remorno6unH<1500 mr/an), ninemus
(vHTpanunug <1500 mr/gn), obwwmin Genok B
cbiBopoTke kpoBu (<10 r/an) n 6uotuH (< 100
Hr/Mn).



DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMIyaTaUWOHHbIE  XapaKTEPUCTWKKM, —pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnYaThes.

MpeunsmoHHoOCTb

MpeuwnsmoHHocTb iFlash HSV-1 1gG onpepensnack ¢
MCMonb30BaHMEM peareHToB, 06pasLoB M KOHTponewn
HSV-1 IgG. Tpu obpasua CbIBOPOTKM, COCTOSILLME U3
o6pasyoB C  HU3KOW, CpedHen U BbICOKOW
KoHUeHTpaumnen HSV-1 1gG, n aBa obpasua KoHTpons
kayecTBa ObiNnM npoaHanusnpoBaHbl C MOMOLLBIO
iFlash-HSV-1 IgG.

[MoBTOpPsSieMOCTb " BHyTpunabopaTopHas
NpeLn3noHHOCTb Gblny onpeaeneHbl B COOTBETCTBUN C
TpeboBaHusimm EP5-A3 WMHCTUTYyTa KIMHUYECKMX U
nabopatopHbix cTtaHgaptoB CLSI (Clinical and
Laboratory Standards Institute), koTopbii npoBogut
ucnblTaHnsi B TedeHne 20 gHen ¢ gybrnmpoBaHuem B
KaXOoMm TporoHe u [ABYMSI MNPOroHamy B [eHb.
PesynsraThl MccnenoBaHusi NPUBEAEHbI HUXE:!

Obpas CpeanH MosTOpsieMocTb BHyTpunabopatopHas
ey ee NPELM3NOHHOCTL
3Have CraHpapt koacbduum CraHpapt koacpuumn
H1e Hoe eHTa Hoe eHTa
(Col) OTKIOHEH Bapuauumn OTKIOHEH Bapuaumu
ve % ne %
(con (col
1 0.85 0.04 5.04% 0.04 5.09%
2 1.48 0.07 4.69% 0.08 5.15%
3 22.97 1.05 4.58% 1.07 4.63%
KK1 0.71 0.03 4.01% 0.04 5.20%
KK2 2.62 0.12 4.63% 0.12 4.63%

Bocnponssogumocts  6bina noaTeepxaeHa B
cootBeTcTBUM ¢ EP5-A3 CLSI, B pamkax koTtoporo
NpOBOAMNOCHE TECTUPOBaHWE B TevyeHwe 5 AHel Ha
Tpex mMecTax U 5 NOBTOPOB B [ieHb Ha KaX4oM MecTe,
a TaKKe pacCyMTbIBANCst NPOLEHTHbIN KO3 dUUNEHT
Bapuaumn  (%CV). Pesynbratel  unccnegoBaHus
npuBeaEHbl HUXE:

Obpase, CpenHee Bocnpon3soaMmMocTb
CraHpapTHoe koacbdpuLmeHTa
OTKIOHEHNe Bapuauvn
%
KK1 0.62 0.04 6.49%
KK2 251 0.15 6.08%
1 0.66 0.03 6.03%
2 1.76 0.08 5.06%
3 36.39 1.97 5.43%

KnuHu4yeckue nokasartenu
Bbino npoBeaeHo cpaBHeHue aHanu3a iFlash-HSV-1
IgG ¢ koMmmepueckn JoCcTynHbIM aHanu3om HSV-1 IgG
Ha KNUHU4ecKknx obpasuax.

YactoTa nOnoXUTENbHLIX COBMAAEHUA CcocTaBuna
100% (95% CI: 93,1%-100%).

YacTota oTpuuaTenbHbiX COBMageHWi CocTaBnsieT
90.9% (95%Cl: 81.6%-95.8%).

O6uas YacToTa coBnaaeHun coctaBnseT

93.3% (95%Cl: 87.4%-96.6%).

Kpatkas wuHdopmauma o 6GesonacHocTu U
Npon3BOAUTENILHOCTH

Kpatkas  wHdopmaumss o  6GesonmacHocTM  un
NPON3BOAUTENBHOCTU AocTynHa Ha caiite
https://ec.europa.eu/tools/eudamed.
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Mpunoxexnue b
. OnacHblii komMnoHeHT: 0,1% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTunn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
. CurHanbHoe cnoBo: [NpegynpexaeHue
. 3asBneHns o6 onacHoCTuU:
H317: MoxeT BbI3BaTb annepruyeckyto peakumio
KOXM.
H412: BpegHo pAans BOOHbIX OPraHuM3moB C
[0NTOCPOYHBIMU NOCNEACTBUSMMU.
. MpenynpexaatoLne 3asBreHus:
. P261: M3berante BObIXaHUA
nbinu/napos/ra3a/TymaHa/napos/cnpes.
. P273: He ponyckaTb nonagaHusi B OKPY»XXatoLLyto
cpeny.
. P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
. P333+P313: Mpu nosiBneHun pasgpaxeHus Koxu
Unm cbinu: obpaTuTech K Bpayy.
. P321: HemenneHHo obpatuTech 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c

MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapoAHbIMY NpaBunamu.
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AHtuTena knacca IgG k BIlM-2 (HSV-2 IgG)

iFlash

REF C88038G-S | C88038G ESBOSSG-
W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

CErer

HasBanue
AnTuTena knacca IgG k BINr-2 (HSV-2 IgG) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTpOMCTBa
GMN: 692591270059HJ

MNpeanonaraemoe ucnonb3oBaHue

Ananus iFlash-HSV-2 IgG - 3T0 XeMuUniOMUHECLEHTHbIV
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
vyactuuammn (CLIA) pnsa  kayecTBEHHOro onpegeneHuns
aHtuten IgG k Bupycy npoctoro repneca-2 (HSV-2) B
CbIBOPOTKE U Mria3me KPOBW YenoBeka, COBpaHHbIX Y nuL ¢
nogospeHvem Ha HSV-2-MHMEKUMIO 1 XKEHLLMH Ha paHHUX
cTapusax 6epeMeHHOCTH C NMOMOLLbI0 aBTOMaTU3NPOBaHHOMO
XEMUITIIOMUHECLIEHTHOTO UMMYHO(DEPMEHTHOIO
aHanusatopa. iFlash-HSV-2 IgG npegHasHayeH Aans
MCMONb30BaHWs cneuvanuctamu nabopartopuii B kavyecTse
BCMOMOraTernibHOro CpefcTBa npu AMAarHOCTUKE U OLEeHKe
HSV-2 wuHdekuun Hapsgy c  ApyruMu  KNUHUYECKUMUN
meTofamm.

OnucaHue n o6bsAICHEHNe

Bupyc npoctoro repneca (HSV) - 310 060Mn04€e4HbIn BUpPYC C
asyxuenoveyHon [OHK, mopdonormyeckn cxogHbii C
apyrumu  npegcrasuTensiMm  cemenctBa Herpetoviridae,
cogepxawmin HSV tnna 1 (HSV-1) n HSV tnna 2 (HSV-2).[1]
HSV-1 06bl4HO nopaxaeT crnuancTyto 060MnoYKy rnas, pta u
CMU3NCTO-KOXHbIE COEAMHEHUsI Nuua, a Takke sIBnsieTcs
ogHoun 13 Haubornee pacnpoCTPAHEHHbIX MPUYUH TSXKENOro
CMopaamn4ecKkoro aHuedanuta y B3pochnbix.[2]

[ns ageksBaTHOro caepXxuBaHus pacnpocTpaHeHnss HSV
BaXHO 9 EKTUBHOE CEpPONIorMyeckoe TecTUpOBaHue,
MOCKOMbKY Hanuune B CbIBOPOTKE KPOBM creumduyecknx
IgG un IgM aHTuTEn cBuaeTenbCcTBYeT O Hanmuuum HSV-1,
HSV-2  wnm  kouHdekummn  HSV-1  u HSV-2.[3,4]
Cneunduyeckme 1gG aHTUTENna obbIYHO NOSABMSOTCS Yepes
[ABe-TpU Hedenu nocrne NepBUYHOrO MHMULMPOBAHWS, HO UX
TUTP MOXET CHU3UTLCA 4Yepe3 HEeCKonbko Mecsues.[5]
O6HapyxeHune IgG no3BonsieT OUEeHUTb UMMYHHBIN CTaTyc
nauvMeHTa W [aeT  ceporiorMyeckve  AokasaTenbcTBa
npegpigyuiero koHtakta ¢ HSV. 3710 moxeT nomoub B
ONarHocTuke HepgaBHew UMHdekummn HSV B napHbix
CbIBOPOTKaXx Mo HanNM4nio CepoKOHBEPCUM K aHTuTenam HSV-
1 vnn HSV-2. [6,7]

MpuHuMn aHanusa

Ananus iFlash-HSV-2 IgG - HenpsiMon UMMYHOMDEPMEHTHbIV
aHanu3 Onsi KadecTBeHHOro onpegeneHus lgG-aHTuten K
BMpYCy npocToro repneca-2 (HSV-2) B cbiBopoTke v nnasme
KPOBM 4ernoBeka C UCMOMNb30OBaHWEM MeToda MpsiMoW
XEMUITIOMUHOMETPUN.

. 1-9  uHKkybaumsi: O6pasen uHKyOuMpyeTca cC
napamarHuTHbIMU MUKpOYacTULaMu, NOKPbITEIMU
aHTureHom HSV-2, n areHtom ans obpaboTku
obpasua. HSV-2 IgG B 06pasue cBsi3biBaercs C
yacTvuamu, MNOKpbITbIMU aHTureHom HSV-2, un
obpasyeT KOMNMEKC aHTUreH-aHTUTENO.

. MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbMpyHOTCS Ha CTEHke
peakunoHHon Tpybku, a HeCBsI3aHHbIE MaTepuarnbl
CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.
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. 2-9  wuHKyGaumsi:  [OobaBnseTrca  MeYeHHbIn

aKkpuanHvem achup MBbILUMHOTO
aHTnyenoBeyeckoro IgG u ob6pasyeTca HOBbIN
KoMMeKc.

. MoBTOpPUTE NpeablAyLLMIA 3Tan NPOMbIBKU.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cMvecb  pgobaBnsioTcs npe-TpUrrepHbIn n
TPUrTEpPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcsl B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

e CyuwecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBom HSV-2 IgG B obpasue w
konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemon iFlash.

. Pe3synetathl  onpenensiloTcs  aBTOMaTUYECKU
nyTeM CpaBHEHWUSI OTHOCUTEMbHbIX €AMHUL, CBeTa
(RLU), nonyyeHHbIx obpa3suom, ¢ RLU 3HauyeHus
OTCEYKM, NONYYEHHOro paHee NyTeM KanmbpoBKu.

PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn

R1 1 2 2 HSV-2
ynakoBka, ynaKoBKM, ynaKoBKM, napamarHuTHble
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MUKpOYacTULbl,
ynaKoBKy ynaKoBKy ynaKoBKy MOKPLITBIE  @HTUTEHOM

(S. cerevisiae, 0,1
wmr/mn), 0,1% ProClin
300 B KavecTee
KOHCEpBaHTa.

R2 1 2 ynakoBku 2 ynakoBku MeueHHbIit
ynakoBka, no6,5vMnB no 15,3 mn aKpuaVHUEM KOHbloraT
65 mn B ynakoBke B ynakoBke MBILIMHOMO
ynakoBke aHTUYENOBEYECKOrO

1gG (MbiWb, 0,02

wmkr/mn), 0,05% ProClin
B KayecTee

KOHCEpBaHTa.

R3 1 2 ynakoBku 2 ynakoBku Cpencrso Ans
ynakoBka, no6,5mMnB no 15,3 mn obpabotkn obpasuos,
65 mMn B ynakoBke B ynakoBke ocaTtHbIi Bydep,
ynaxkoBke 0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTa.
CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / TRIS ¢ 6enkoBbiM

bnakoH bnakoH bnakoH crabunusartopom

(BSA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, HSV-2
1,0 mMn Ha 1,0 mn / 1,0 mn / IgG (4enoBeveckuit) B
bnakoH bnakoH bnakoH Bydepe TRIS co

crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)

REF| | C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekuncu Bogoposa.

REF| | C89998/C89958/C89948, TpurrepHel
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.

REF| | C89997, T[pombiBounbini Gydep (1x):
docaTHO-6ydepHbI coneBon pacTBop.

REF| | C80001, TMMpombiBouHbI 6Bydep (10x):
docaTHO-6ydhepHbI coneBon pacTBop.

REF C6100, PeakumnoHHbIV cocya.

ZCCO013, HSV-2 IgG KoHTponb.

REF| | CC839, HSV-2 IgG KoHTporb.

Cucrema

PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.

npYMeHsiloTCA ans XEeMUITIOMUHECLIEHTHOTO

nMmmyHoaHanuaartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 Tectoe/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpeaynpexaeHusa n mepbl NPeJOCTOPOXKHOCTU
e Hu oguH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXET AaTb MOMHON rapaHTUM TOro, YTO MPOAYKThI,



nony4yeHHble U3  OMOMOrMYecKUX  WUCTOYHWMKOB
(4enoBeYveCcKMX KUBOTHBIX/MUKPOBHbIX), He NnepeaaayT
nHdekuuto. Noatomy Bce buonorumyeckme marepuanbl
crnepgyet  paccmaTtpuBaTb  kak  MOTEHLManbHO
MHAEKLMOHHBIE.

o CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOAOB [OMmKHa
OCYLLeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoONb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLMM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCMonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOVBMAYyanbHble CPeAcTBa 3almThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogyKkT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUn O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

e O nobom cepbe3HOM UHUMAEHTE, NpousoLeLem
c YCTPONCTBOM Heobxoanmo coooWwmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/Wnu naumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOIO CPoKa rof4HOCTY.

e lI3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynakoBKe roToBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe riakoHbl C
kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewuvBanTe peareHTbl BHyTpuM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

o [lepen 3arpyskoni Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnv  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylo  WHGoOpMauui O  Mepax
npeaoCcTOPOXHOCTU Npy o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb
XpaHeHue
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AHtuTena knacca IgG k BIlM-2 (HSV-2 IgG)
iIFlash

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUU.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temneparype 2-8°C.
o CnepyeT usberatb 3aMOpPaXXnUBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 56 gHew.

B3sATue n nogrotoBka o6pa3uoB

e PekomeHayemble o6pasLbl - CbIBOPOTKA U Nra3ma
(remapwuH nuTus, renapuvH Hatpusi u K2-EDTA).

o [lepen ueHTpudyrmposaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmumpoBancs  Cryctok. [Ons  nauueHTos,
NpoxXoasiLLmMX neyexve renapuHom
(aHTuKoarynsiHTom), Bpemsi 0bpa3oBaHusi Cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHAaTHOWM
Temneparype (20-25°C) B TeueHune 24 yacos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 7 aHeNn.

e O6pasubl MOryT XpaHUTbCHA Mpu TemnepaType -
20°C B TedeHue 90 aHen.

e  3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTcsi 3amMopaxuBaTb He
bonee yem 3 pas(a).

e LleHTpudyrupynte o6pasupbl C MUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuUTe TOMbKO
OUMLLEHHbI  obpasey 6e3  nMnNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyruposarb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHus!.

e He ncnonb3yinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepen usmepeHuem ybeguTtecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPONb HaxoasTcs
npu Temnepartype okpyxatoLlen cpegbl (20-25°C).

e [pyrue Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ans cbopa 06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHTa wnu
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHMUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNNa3mbl) WUNM  ayToMNCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNOoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB NS TeCTMPOBAHUS.

Mpoueaypa aHanusa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
cUCTEMBbl CM. B WHCTPYKUMM NO 3KCniyatauuu
CUCTEMbI UNN B WHTEPAKTMBHOW CNpaBOYHOM
cucteme.



. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WITPUXKOAE Ha YMakoBke C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO NepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINONHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 B cTOMKY
ansa kanubpatopoB B 30He obpasua. Odepxute
KanubpaTtopbl OTKPbLITEIMWA TOMBKO BO BpeMs
KannopoBKu.

. Cpenavite kanubpoBKy, a 3aTem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHust
HeobxoamMmo 5 Mmkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbINOMHUT BCce OYHKUMKU 1
noacyMTaeT pesynsrarthbl.

Kanu6poBka
. MpocnexmBaemoctb: [OaHHbIi  MmeTog  Obin
CTaHAapTU3NpPOBaH C MOMOLLbI BHYTPEHHEro
ctaHgapta YHLO gna HSV-2 IgG.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. Onsa BbINONHEHUSI KanubpoBkM iFlash-
BoinonHute Tect CAL1 wn CAL2 B aByX
aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.
. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLime obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ncnonb3oBaHUKU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCA BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcst
ucnonb3oBatb YHLO HSV-2 IgG Control, EVER-BLUE
HSV-2 IgG Control. Kpome Toro, MoxxHO ncnonb3oBarb
Apyrue KoMMepyecku [OOCTynHble MaTtepuanbl Ansi
KOHTPOMNSI KayecTBa, COAepXaliMe He MeHee [BYX
YPOBHEN aHanuToB, KOTOpble ObiMM MPOBEPEHbI
nabopatopuein.

KoHTponu ans pasHbix ypoBHEN AOMKHbI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMoMnb3yeTcsi, OAWH pa3s ANs Kawaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  MpaBunamu,
VHCTPYKUMSIMA 1N TpeboBaHWsSIMKU akkpeauTaumm v
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBarensi. Cnepgyite MNHCTPYKLUMAM no
obpalleHnNto 1 XpaHeHUo MaTepuanoB AJfsi KOHTPONs
kayecTBa. Kaxxgas nabopartopusi JOMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWs 1 JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexawen paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAsME 3a
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AHtuTena knacca IgG k BIlM-2 (HSV-2 IgG)
iIFlash

npegensl 4ONYCTUMbIX AManasoHoB, MOTYT yKa3blBaTb
Ha HeOEeNCTBUTENbHOCTb PE3YNLTAaTOB TECTA, B 3TOM
crny4yae MOXHO NPeAnpuHSTb criedytolne AeCTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Y6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasuamm KOHTPOrs KavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBbI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbIoTOpY.

Pe3ynbrart

Pacuer

AHanusaTtop aBTOMaTW4eCKWM BbIYUCNSIET MOPOroBoe
3HayeHne Ha ocHoBe uamepeHuss CAL1 n CAL2.
PesynbraTt 06pasua BbigaeTcs nubo Kak peakTUBHbBIN,
nnbo Kak HepeaKTUBHbIA, a Takke B BuAe MHOEKca
NMOPOroBOro 3Ha4YeHusl.

PesynbraThl npeactaeneHsl B COL.

WHTepnpeTtauusi pe3ynsraTos
Moporoeoe 3HayeHue: 1.0 COI
HepeakTtusHbii: < 0.9 COI;
HeonpegenenHoiii: 0,9 - 1,1 COI;
PeakTtuBHbIli: 2 1.1 COl.

OrpaHuyeHus

. Ananus iFlash-HSV-2 1gG orpaHuyeH
onpenenennem IgG HSV-2 B cbiBOpoTKE MNn
nnasme 4enoseka (NMUTUMR-TenapuH, HaTpUn-
renapuvH n K2-3[TA). OH He 6bin NnpoBepeH Ans
MCMONb30BaHWsl Ha nNnasme ¢ ApyruMu Tunamm

aHTUKOArynsiHTOB.
. Ecnn  pesynbtatel  He  cormacylTcs  C
KMUHUYECKUMU [aHHbIMK, npeanaraercs

NpoBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTta.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 0OLLEN KITMHUYECKOM
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbTaThl KNMHUYECKOro aHamHesa.

. Habop iFlash-HSV-2 IgG He noenuseT Ha
OTpULATENbHYI UMW MONOXUTENBHYIO OLEHKY
pesynbrarta TecTa u3-3a adekra 3axeara.

. Ha aHanus He BnustT (pasHuua meHee 10%)
MKTEPUYHOCTb (brnnmpybunH<30 mr/gn), remonus
(remorno6unH<1500 mr/an), ninemus
(Tpurnuuepunabi<2000 mr/gn), obwwu Genok B
cbiBopoTke kposu (<10 r/an).

. BmeluatenbctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
Hr/MI.

. BmewartensctBa co  ctopoHbl  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

. BmewartensctBa co crtopoHbl  AMA  He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMIyaTaUWOHHbIE  XapaKTEPUCTWKKM, —pesynbTarthl,
nonyyeHHble B OTAENbHbIX nabopaTopusx, MOryT
oTnnYaThes.

MpeunsmoHHoOCTb



AHtuTena knacca IgG k BIlM-2 (HSV-2 IgG)

iFlash

MpeunsmoHHoCTb iFlash
COOTBETCTBUU

onpeaensnucb B
¢ TpeboBaHusimm EP05-A3 CLSI

(Clinical and Laboratory Standards Institute): Tect B
TeueHve 20 gHen, B 3 mMecTax, 2 NporoHa B AeHb, 3

nostopa B

KaxKOoM

MNporoHe.

PesynbraThl

nccneanoBaHusa npeacTtaBieHbl HUXe:

Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
eu ee CraHpapt koacbduum CraHpapt koacbuum
3Have Hoe eHTa Hoe eHTa
H1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(cor) ne % ne %
(col) (col)
1 0.30 0.011 3.67% 0.023 7.67%
2 1.44 0.056 3.89% 0.098 6.81%
3 18.03 0.683 3.79% 1.136 6.30%
KK1 0.57 0.023 4.04% 0.044 7.72%
KK2 2.46 0.085 3.46% 0.157 6.38%

AHanuTtuyeckas cneumpU4HOCTb

AHanutudeckasi cneuuduyHocTb aHanm3a iFlash-
HSV-2 IgG oueHnBanack ¢ ucnons3oaxHmem EB VCA
IgG, HSV-1 IgG, HIV-1/2, Toxo IgG, Rubella IgG, CMV

[EC| REP)

6. LeGoff J, Péré H, et al. Diagnosis of genital herpes
simplex virus infection in the clinical laboratory. Virol J.
2014; 11: 83.

7. Patel R, Green J, et al. 2014 UK national guideline
for the management of anogenital herpes. Int J STD
AIDS. 2015; 26(11): 763-76.

Shenzhen YHLO Biotech Co., Ltd.,

Building 1, YHLO Biopark, Baolong 2nd Road,
Baolong  Subdistrict, Longgang  District,
Shenzhen, Guangdong, 518116, Kutan

Ten.: +86-0755-26473359

Wanxan WHTepHewnn XongumHr Kopn., Mvb6X
(EBpona). OwudewTpacce 80, 20537 ambypr,
lepmaHus

MpunoxeHune A

IgG, VZV 1gG, Anti-TP, HBsAg, Anti-HAV IgG,
Mycoplasma pn. IgG n HSV-2 IgM.
A66peBuatypa O6bACHeHue
BapuaHt KonuuyectBo Konuyectso o6pa3uos,
WUCMbITAHHBIX He OaBlnx peakuuu c =
o6pasuios iFlash-HSV-2 IgG KaTtanoxHein Homep
EB VCAIgG 6 6
HSV-119G 9 9 (apTyikyn)
HIV-1/2 10 10
Toxo IgG 7 7 I%I KanmﬁpaTop
Rubella IgG 1 1
CMV IgG 13 13 | R | Pearent
VZV 1gG 11 1
AT 5 5 W CofEepXUT KONMYECTBO
HBsAg 10 10 <n> TeCTOB
Anti-HAV IgG 4 4
Mycoplasn?a 7 7 AHanusatopbl/npnbopsl,
HvEA v v SYSTEM Ha KOTOPbIX MOXHO
Bcero 100 100 MCNONb30BaTh peareHThbl

KnuHuyeckue nokasarenu

Bbino npoBegeHo cpaBHeHue TecTa iFlash-HSV-2 IgG
C KOMMeEp4Yeckn AOoCTynHbiM Tectom HSV-2 IgG c
MCnonb3oBaHWEM KNUHUYECKKX 06pasLIoB.

YacTtoTa nOnMoXUTENbHLIX COBMAAEHUA CcocTaBuna
96.26% (95%Cl: 92.80%-98.09%).

YacTota oTpuuaTenbHbiX COBMageHW CcocTaBnsieT
95.85% (95%Cl: 93.46%-97.40%).

O6uwan 4actota coBnageHuit cocrtaenser 95.99%
(95%ClI: 94.15%-97.27%).

Kpatkas wuHdopmauma o 6Ge3onacHoCcTM M
NpPon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumss o  6GesonmacHocTM  u
NMPON3BOAUTENBHOCTU AocTynHa Ha caiite

https://ec.europa.eu/tools/eudamed.
Ucnonb3oBaHHas nutepartypa

1. Blaho JA, Morton ER, et al. Herpes simplex virus:
propagation, quantification, and storage. Curr Protoc
Microbiol. 2005 Oct; Chapter 14: Unit 14E.1.

2. Bradshaw MJ, Venkatesan A. Herpes Simplex Virus-
1 Encephalitis in Adults: Pathophysiology, Diagnosis,
and Management. Neurotherapeutics. 2016 Jul; 13(3):
493-508.

3. Morrow R, Friedrich D. Performance of a novel test
for IgM and IgG antibodies in subjects with culture-
documented genital herpes simplex virus-1 or -2
infection. Clin Microbiol Infect. 2006; 12(5): 463-9.

4. Reward EE, Muo SO, et al. Seroprevalence of
herpes simplex virus types 1 and 2 in Nigeria: a
systematic review and meta-analyses. Pathog Glob
Health. 2019; 113(5): 229-37.

5. Whitley R, Kimberlin DW, et al. Pathogenesis and
disease. In: Arvin A, Campadelli-Fiume G, Mocarski E,
et al, editors. Human Herpesviruses: Biology,
Therapy, and Immunoprophylaxis. =~ Cambridge:
Cambridge University Press; 2007. Chapter 32.
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AHtuTena knacca IgG k BIlM-2 (HSV-2 IgG)
iIFlash

T T 3TON CTOPOHOW BBEPX

Mpunoxexnue b
. OnacHblii komMnoHeHT: 0,1% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] n 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
. CurHanbHoe cnoBo: [pegynpexaeHue
. 3asBneHns o6 onacHoCTu:
H317: MoxeT BbI3BaTb annepruyeckyto peakumio
KOXM.
H412: BpegHo pAans BOOHbIX OPraHuM3moB C
[0NTrOCPOYHBIMU NOCNEACTBUAMM.
. MpenynpexaatoLne 3asBreHus:
. P261: N3berante BObIXaHUSA
nbinu/napos/ra3a/TymaHa/napos/cnpes.
. P273: He ponyckaTb nonagaHusi B OKPY»XXatoLLyto
cpeny.
. P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
. P333+P313: Mpu nosiBneHun pasgpaxeHns Koxu
Unm cbinu: obpaTuTech K Bpayy.
. P321: HemenneHHo obpatuTechb 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUU c

MEeCTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapOAHbIMY NpaBunamu.

Bepcus: 05, 2024-01-12
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AHTnTena knacca IlgM kK Bo3byautento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma

pneumoniae IgM) iFlash

REF C88004M-S | C88004M ESBOO4M-
W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A
| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
AHTUTEna knacca IlgM k Bo3GyauTento pecnnpaTopHoro
Mukonnasmosa (Mycoplasma pneumoniae IgM) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTPOMUCTBa
GMN: 692591270094HL

MNpeanonaraemoe ucnonb3oBaHue

Habop iFlash-Mycoplasma pn. IgM assay - aTo
XEMUIIOMUHECLEHTHBIA  UMMYHO(EPMEHTHbIA  aHanu3 ¢
napamarHutHbiMM Yactuuamm (CLIA) ans kavyecTBeHHOro
onpegenenns IgM aHtuten k Mycoplasma Pneumoniae
(Mycoplasma pn.) B CbIBOpOTKE 1 Nnas3Me KpOBU YernoBeKa,
cobpaHHbIX Yy NUL C MOAO3PEHNEM Ha MUKOMNa3MeHHYHo
MHEBMOHMIO, C MCMOMNb30BaHWEM aBTOMAaTWU3VPOBAHHOIO
XEMUITIIOMUHECLIEHTHOTO UMMYHO(DEPMEHTHOIO
aHanusatopa. Awdanu3 iFlash-Mycoplasma pn. IgM
npegHasHadeH ANs WUCMOMb30OBaHWS  cneuvanuctamu
naboparopui B Ka4ecTBe BCNOMOraTensHOro cpeacrtsa npu
ANarHoCTUKE MUKOMMA3MEHHOW MHEBMOHWM Hapsigy ¢
APYrMMU KIIMHUYECKUMW METOAAMM.

OnucaHune n o6bsAICHEHNe

Mukonnasama — camass ManeHbkas UM npocTas
camoorpaHunymBarwllascsa bakrepusi.[1] OHa oTHocuTCA K
knaccy Mollicutes wu cemerictey Mycoplasmataceae.
Mycoplasma pneumoniae (MP) — pacnpocTpaHeHHbIn
pecnupaTopHbi  MaToreH, Bbi3biBalOWMN  3aboneBaHns
pasnuYHOM CTENEHU TSHXKECTU: OT NIErKON MHPEKLMN BEPXHNX
ObixaTernbHbIX NyTen A0 TSHXKENoW aTUNUYHON NMHEBMOHUW.[2]
WHdpekuma MP nepepaetcs yepes aspo3onu OT Yernoseka K
yernoBeky. PacnpocTtpaHeHHOCTb wHdekunmm MP  cunbHO
HefooLeHeHa, MOCKOMNbKy Yy GonbWWMHCTBA NaLMEHTOB,
MHULUMpOoBaHHbIX MP, cumnTOoMbl NPOSIBASAIOTCA pegko, u
OHW peako obpalyatoTcs 3a MegULMHCKOW nomoLbto.[2,3] B
GonblUMHCTBE nccnegoBaHuin 10-30% cnyyaes
BHEOOMbHUYHOW MHEBMOHMM Bbi3BaHbl MP. 3710 atnnuuHas
pecnupaTtopHas 6akTepusi, Bbi3blBaloLiasi BHEGONbHUYHYIO
NMHEBMOHMIO Y AeTe 1 B3POCMbIX BCEX BO3pacToB.[4,5]

Ceponorus NCTOPUYECKM bbina Hanbonee
pacnpocTpaHeHHbIM nabopaTtopHbIM cpencTBoM
OMarHocTukM  mHdekum  Mycoplasma  pneumoninae.

Mcnonb3oBaHve pasfnyHbIX KNaccoB WMMYHOrNobynvHoB
(lgG, IgM n IgA) BaxHO Onsi cepoaMarHOCTUKU MHAEKUUn
MMKOMNMasmbl NMHEBMOHUM. 3onoTbiM cTaHaapToMm
Cepornormyeckol ANarHoCTKM SIBMSIETCA YeTbipexkpaTHoe
M3MEHEHWEe TUTPOB aHTUTEN C TEYEHWEM BPeMeHu (TUTPbI
aHTuTen IgM noBbiwaTcs paHblie, Yem aHtuten 1gG).[3]
MP IgM nosiBnsietca Ha 1- Hegene n JocTUraeT nuka Ha 3-
1 Hegene nocne 3apaxeHust MP. MNonoxutenbHbI pedynstaTt
IgM MP umeeT BaxHOe KOHTPOSbHOE 3HavYeHne Ans paHHen
WINN OCTPOU AnarHocTmkm uHgekuun MP, ocobeHHo y aeten,
Ho IgM TpyaHo obHapyxuTb y B3pocnbix.[6,7] IgM MP moxeT
COXpaHATbCA A0 roa nocne 3apaxeHusi, B TO BpeMsi kak IgA
MOXEeT ObITb NOne3eH Ans BbIABMNEHUSA TEKyLLen MHdeKUmM,
BO3MOXHO, B coveTaHum ¢ IgM.[8-12] U3-3a noTeHUmanbHoro
oTcytcTBMs  oTtBeTa IgM  y  B3pocnblX, NOBTOPHO
MHULMPOBAHHBLIX MUKONNA3MEHHOW NMHEBMOHUEN, YPOBEHb
IgG ocobeHHO BaxeH AnNs  AMArHOCTUKM  MOBTOPHOWN
nHpekuun MP.[13,14] OnpegeneHune aHtuten IgG ueHHO
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0N AeMOHCTpauuu NpOoLMon Unu HeaaBHeEN WHEEKUUNU,
€eCnn  UCMOMb3YyHTCH MNapHble CbIBOPOTKM (OCTpble ¥
Bbl3gopaBnuBatoLine obpasubi).[15]

MpuHuMn aHanusa

Ananus iFlash-Mycoplasma pn. IgG npegcraensieTr cobow
HENPsSIMON MMMYHO(EPMEHTHBIN aHan13 C UCMONb30BaHNEM
MeTofa NPSIMON XeMUITIOMUHOMETPUN.

. 1-9 nHkybauus: Mycoplasma pn. IgM B obpasue
pearvpyet ¢ napaMarHWTHbIMW MUKpoYacTuLamm,
NOKpbITEIMK aHTUreHom Mycoplasma pn., o6pasys
KOMMMEKC aHTUreH-aHTUTEeno.

. MpombiBka: [Mog OewcTBMEM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopOMpPYHOTCS Ha CTEHKe
peakunoHHon Tpybku, a HeCBsI3aHHbIE MaTepuarnbl
CMbIBaKOTCS MPOMbIBOYHBIM Bydepom.

. 2-51 MHKYybauus: [ob6asnsioT MEYEHHbIN
aKkpuauHvem achup MBbILUMHOTO
aHTnyenoBeyeckoro IgM u copmupyloT HOBbIN
KoMMeKc.

. MoBTOpPUTE NpeablAyLLMiA 3Tan NPOMbIBKU.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cvecb  pgobaBnsiioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

e CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBom Mycoplasma pn. IgM B o6pasue u
konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemon iFlash.

. Pe3synetathl  onpegensiloTcs  aBTOMaTUYeCKU
nyTeM CpaBHEHUsI OTHOCWUTENbHbIX  eAuHWL,
ocBelleHHocTn (OEO), nony4yeHHbIX 06pas3uom, ¢
OEO 3HauyeHWst OTCeYKW, MOMYYEHHOro paHee
nyTemM KanubpoBKu.

PeareHThbl
Komn 1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn
R1 1 2 2 Mukonnasma nH.

ynakoBka, ynaKoBKM, ynaKoBKM, napamarHuTHas
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MUKpoyacTuua,

ynaKoBKy ynaKoBKy ynaKoBKy MOKpLITAs  @HTUreHOM
(E.coli, 0,15 mr/mn),
0,1% ProClin 300 B
Ka4ecTBe KOHCEPBaHTA.

R2 1 2 ynakoBku 2 ynakoBku KoHbloraT — MbILUMHBIX
ynakoBka, no6,5vMnB no 15,3 mn aHtuten K

65 mMn B ynakoBke B ynakoBke yenoseyeckomy  IgM,

ynakoBke MeYeHblit achupom
aKpUanHWS (Mbilb,

0,006 wmkr/mn), 0,05%
ProClin 300 B kauecTse
KOHCEpBaHTa.

R3 1 2 ynakoBku 2 ynakoBku PasbaButenb obpasua
ynakoBka, no6,5vMnB no 15,3 mn (ans
65 mn B ynakoBke B ynakoBke npeaBapuTenbHOMO
ynakoBke pasbaenenus), Bydep

PBS, 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / TPUC co
bnakoH bnakoH bnakoH crabunuaatopom Genka

(BCA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 2,
1,0 Mn Ha 1,0 mn / 1,0 mn / Mycoplasma pn. IgM
bnakoH bnakoH bnakoH (4enoBeyeckuit) B

Bydepe TRIS c
6enkoBbIM
crabunuaaropom
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)

REF| | C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekuncu Bogoposa.

REF| | ©89998/C89958/C89948, TpurrepHel
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.




AHTnTena knacca IlgM kK Bo3byautento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma
pneumoniae IgM) iFlash

REF| | C89997, TpombiBounbint Bydep (1x):
docaTHO-6ydhepHbI coneBon pacTBop.

C80001, TMMpombiBoYHbIN Bydep (10x):
docaTHO-6ydpepHbI coneBow pacTBop.
C6100, PeakumnoHHbIV cocya.

ZCCO021, Mycoplasma pn. IgM KoHTponsb.

CC848, M. Pneumoniae IgM KoHTponb.

Cucrema
PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.
npUMeHsIoTCA ans XEeMUITIOMUHECLIEHTHOTO

nMmMyHoaHanusartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 TectoB/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHLManbHO
MHAEKLMOHHBIE.

e CobniopainTte 06bl4HbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopatopHble "
vHOVBMAYyanbHble CPeAcTBa 3almThl npu paboTe ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkon. Becb
nabopaTtopHbid  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M O3HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENLHON MHGOPMaLUK O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb Uy NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npeaocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCSA MocHe
YKa3aHHOro CpoKa rofHOCTY.

e l3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.
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e PeareHTbl 1 kanubpatopbl B ynaKkoBKe roTOBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe riakoHbl C
Kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHYTpU Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

e [lepen 3arpyskon Habopa peareHToB iFlash B
CMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpOYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpoYacTULbl BCE eLle MpuUnunalT K rakoHy,
npogormkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHaupoBaHbl.  Ecnv  MukpodacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHyl  MHGOpPMaUuK O  Mepax
npeaoCcTOPOXHOCTU Npy o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHU.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst u3 xpaHunuiia npu temnepartype 2-8°C.
o CnepyeT usberatb 3aMOpPaXX1UBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXPaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 28 gHen.

e YnakoBkW, Haxogsiwmecsi Ha 6opTy: 28 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHayemble o6pasLbl - CbIBOPOTKA U Nra3ma
(remapwuH nutus, renapuvH Hatpus u K2-EDTA).

o [lepen ueHTpudyrmpoBaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmumpoBancs  Cryctok. [Ons  nauueHTos,
NpoxoasiLLmX neyexve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi Cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHAaTHOWM
Temneparype (20-25°C) B Te4eHue 8 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 14 gHen.

e O6pasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTCsi 3aMopaxuBaTb He
bonee yem 2 pas(a).

o LleHTpudyrupynte o6pasupbl C MUNMAHBIM CIIOEM
Ha BepxHeW YacTu W nepeHocuUTe TOMbKO
OUMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3MopaxwuBaHusi obpasubl nepea WUCnbITaHUeEM
cnepyet LeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
UnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.
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pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma
pneumonlae IgM) iFlash

He vicnonb3yiiTe TepMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepeng usmepeHuem ybeguTtecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npuv Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun anss cbopa 06pa3LOB [OOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CbIBOPOTKW/MNa3mbl) UMM  ayToOMCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepATb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEeH WCMNoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANs TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKUMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WTPUXKOAE Ha YMNakoBke C  peareHToM,
cyuTbIBaOTCS aBTOMaTuyecku. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAMpOBaHbl  nepeq
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTuubl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 B cTOMKY
ansa kanubpatopoB B 30He obpasua. Odepxute
KannépaTtopbl OTKPbITEIMWA TOMbKO BO BpeMs
KannopoBKu.

. Cpenavite kanubpoBKy, a 3arem caenamnTe
NPo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHust
HeobxoaMmo 5 mkn obpasua B AOMNOMHEHWE K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT BCce (OYHKUMU 1
noacyuTaeT pesynsraThbl.

Kanu6poBka
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxallei

MHOpMaLMI0 O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. Onsa BbINONHEHUSI KanubpoBkM iFlash-
Mycoplasma pn. IgM BbinonHuTte Tect CAL1 un
CAL2 B paByx aksemmnnspax, nonyuute RLU
NMOPOroBOro 3HaYEHMSI.
. lMocne Toro kak KkanubpoBka MpuHATa U
coxpaHeHa, Bce nocrnegyoLume o6pasLbl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 28 gHen npu Ucnonb3oBaHUU TON e
napTuu peareHToB.

. WMcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCA BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.
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KoHTponb kayecTBa

Ons KOHTpoOns KavecTBa pekomeHayeTcs
ucnonb3oBatb YHLO M. Pneumoniae IgM KoHTponsb,
EVER-BLUE Mycoplasma pn. IgM KoHTponb.
Kpome TOro, MOXHO wucnonb3oBaTb  Apyrue
KOMMepYeCckn OOCTYMHblE MaTtepuansl Ans KOHTPons
KayecTBa, cofdepxalime He MeHee [BYyX YpPOBHeW
aHanuToB, KOTOpble ObiNy NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMoMnb3yeTcsi, OAWH pa3s ANs KaX[oro
Habopa peareHTOB 1 MOcne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA Mnn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHeHUo MaTepuanoB AJ1si KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMKHA YCTaHOBUTb
CBOV COBCTBEHHbIE LieNneBble 3HAYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yKa3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb creayowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanos He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCNyXKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTu obpaTuTecb 3a MOMOLLBI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbIoTOpY.

Pe3ynbrar

Pacuert

AHanusaTtop aBTOMaTW4eCKM BbIYUCNSIET MOPOroBoe
3HayeHne Ha ocHoBe uamepeHuss CAL1 n CAL2.
PesynbraTt 06pasua BblgaeTcs nubo Kak peakTUBHbIN,
nnbo Kak HepeaKTUBHbIA, a Takke B BuAe MHOEKca
NMOPOroBOro 3Ha4YeHusl.

PesynbraThl npeactaeneHsl B COL.

WHTepnpeTauus pesynsraTtos

Moporoeoe 3HayeHue: 1.0 COI

HepeakTtnHbin: <0.9 COI;

HeonpegenexHsii: 0.9-1.1 COl;

PeaktuBHbIi: = 1.1 COI.

Y nuy c oTpuuatenbHbIMK pe3ynsTataMu aHanv3os
ocTpast UHPEKLUS OTCYTCTBYET.

O6pasubl ¢ HeonpedeneHHbIM pe3ynsTaTtoM criegyeT
NOBTOPHO NpoTecTMpoBaTb. Ecnu pesynerart Bce ele
HeonpeeneHHbI, cnegyet cobpatb BTopon obpasel
B TeuyeHWe COOTBETCTBYIOLLEro Nepuvoaa BpeEMEHU
(Hanpumep, 2 Hepenu). PeakTBHbIN pe3ynbrart
yKa3biBaeT Ha OCTpyl wHdekumo. Takve nwuua
NoTEHUManbHO  MOABEPXEHbl  pUCKYy  nepedaun
MWKOMMasMeHHON NMHEBMOHUM.

OrpaHuyeHusi

. Ananus iFlash-Mycoplasma pn. IgM orpaHuyeH
onpegeneHnem Mycoplasma pn. IgM B
CbIBOPOTKE WNM nNnasme 4ernoseka (NMUTWR-
renapviH, Hatpui-renapud n K2-30TA). OH He
6blN NpoBepeH ANs UCMONb30BaHUA Ha nnasme
C APYrMMU TUNaMy aHTUKOArymnsHTOB.



AHTnTena knacca IlgM kK Bo3byautento
pecnupaTtopHoro mukonsnasmo3sa (Mycoplasma

pneumoniae IgM) iFlash

Ecnn  pesynbtatel  He  cornacylTcs  C hominis IgM
Streptococcus 6 6
KITMHUYECKUMM OaHHbIMU, npegnaraercs pneumoniae IgM
MPOBECTM [AOMONHUTENBHOE TECTMPOBAHWE AJIS Haemophilus 6 6
influenzae IgM
NoATBepXAeHUs1 pesynbrara. Kiebsiella 7 7
Pneumoniae IgM
. B amnarHocTnyeckux uensx pesynTathi crieyet Staphylococcus 3 3
VMHTEpPNpeTUpoBaTh B cBETE 06LLEN KITMHUYECKOM aureus IgM_
KapTWHbl  MauMeHTa, BKMOYas  CUMMMTOMbI, m{,g‘ﬁfjf,ﬁ;"fmw 8 8
pesynbTaTtbl KITMHUYECKOro aHaMHe3a. Legionellz;_I o 4 4
pneumophila Ig
. Ha aHanus He BnusT (pasHnua meHee 10%) Pseudomonas 5 5
MKTEPUYHOCTL (GMnupy6uH<30 mr/an), remonua —gonuginosa lgh 5 5
(remorno6uH<1500 mr/an), nunemms pertussis IgM
< 01 Acinetobacter 6 6
(Tpurnuuepunabi<1500 mr/on) n obwmn 6enok B o
cbiBOpOTKe KpoBu (£10 r/an) Group A 7 4
stre tococcus | M
. BmeluatenbctBa CO CTOPOHbI PEBMATOWAHOIO E ool antibody 3 3
dakTopa He Habnoganocb A0 KOHLUEHTpauuu Beero 118 118
2000 ME/mn. Cnegywowme npenapatbl Oblny  MpOTECTUPOBAHbI,
° BmewarenbcTea co CTOPOHBI HAMA He BMeLllaTesibCTBa B aHanm3 He 06Hapy>KeHo.
BapuaHt KoHLeHTpauus
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500 oo oA 36w
Hr/Mn. MokcudrnokcauuH 0,4 mr/an
e  BwmewartensctBa co cTopoHbl ANA  He oot R
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500 Knapupomuumn 0,72 mr/an
NPOU3BONBLHLIX eAUHULL /M. Eg:g;’fl;"m";” gsm“r";ﬂ“
o Hukakoro  BnusHus  obwero  IgG  He MuHoummH 0.9 mrian.

Habnoganocb BNAOTb 40 KOHUEHTpauuu 7 r/an.
Hwukakoro BINUAHUSA obLuero IgM He
Habnioganocb BNNOTb A0 KoHueHTpauumn 0,4
r/an.

DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKW, pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnYaThCs.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegensnuce B
cooTBeTCcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 20 gHen, B 3 mMecTax, 2 NporoHa B AeHb, 3
rnosTopa B Kaxaom MpOroHe. Pesynsrathl
uccriefoBaHusl NpeacTaBneHbl HUXeE:

Obpas CpeaH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koapuumn
3Have Hoe eHTa Hoe eHTa
Hue OTKINOHEH Bapuauumn OTKINOHEH Bapvauum
(Con ve % ve %
(col) (col)
L 0.56 0.031 5.54% 0.048 8.57%
H 1.37 0.065 4.74% 0.110 8.03%
M 3.97 0.187 4.75% 0.298 7.56%
KK1 0.33 0.018 5.45% 0.030 9.09%
KK2 3.24 0.148 4.57% 0.252 7.78%

AHanuTtuyeckas cneumpr4HOCTb

AHanutudeckasi cneuuduyHocTb aHanm3a iFlash-
Mycoplasma  pn. IgM  Gbina  oueHeHa C
MCMOMb30BaHNEM  HUXKEMNEPEYUCTIEHHbIX  aHAroroB,
pPeakTUBHOrO pesyrsTaTa nonyyYeHo He bbino.

BapuaHt KonuuyectBo Konuyectso o6pa3suos,
UCTIbITaHHBIX He [aBLNX peakLun ¢
obpasuoB iFlash-Mycoplasma pn

IgM

RF IgM 5 5

Chlamydia 4 4

pneumoniae IgM

Mycoplasma 6 6

pneumoniae IgG

Influenza A virus 6 6

IgM

Influenza B virus 4 4

IgM

Human 6 6

parainfluenza virus

IgM

Respiratory 7 7

syncytial virus IgM

Ureaplasma urealyticum 5 5

IgM

Mycoplasma 4 4

genitalium IgM

Mycoplasma 6 6
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KnuHu4yeckne nokasatenu

Bbino npoBegeHo cpaBHeHue aHanu3a iFlash-
Mycoplasma pn. IgM ¢ kommepyeckun [OCTYMHbIM
aHanu3om Mycoplasma pn. IgM ¢ ucnonb3oBaHuem
KNHU4YeCcKmMx obpasuoB.

YactoTa nOnoXUTEmNbHLIX COBMAAEHUA CcocTaBuna
94.32% (95%Cl: 87.38%-97.55%).

YacTota oTpuuaTenbHbiX COBMageHWi CcocTaBnsieT
95.74% (95%Cl: 93.51%-97.22%).

O6uwasn vactota coBnageHut cocrtaenser 95.51%
(95%ClI: 93.46%-96.94%).

Kpatkas wuHdopmauma o 6Ge3onacHoCcTU M

NpPon3BOAUTENILHOCTHU
Kpatkas  wHdopmaumss o  6esomacHocTM 1
NMPON3BOAUTENBHOCTU AocTynHa Ha caiite

https://ec.europa.eu/tools/eudamed.
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. OnacHblii komMnoHeHT: 0,1% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
. CurHanbHoe cnoso: [pegynpexaeHue
. 3asBneHns o6 onacHoCTuU:
H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.
H412: BpegHo pAans BOAHbIX OPraHM3moB C
[0NTOCPOYHBIMU NOCNEACTBUSAMM.
. MpenynpexaatoLne 3asBreHus:
. P261: N3berante BObIXaHUA
nbinu/napos/rasa/TymaHa/napos/cnpes.
. P273: He ponyckaTb nonagaHusi B OKPYXXatoLLyto
cpeny.
. P280: HapeBaliTe 3awmuTHbIE NnepyaTku.
. P333+P313: Mpu nosiBneHun pasgpaxeHns Koxu
Unm cbinu: obpaTuTech k Bpayy.
. P321: HemenneHHo obpatuTech 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTEnHep B
COOTBETCTBUU c

MECTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XOYHapOAHbIMY NpaBUnamu.
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AHTnTena knacca IlgM kK Bo3byautento
pecnupaTtopHoro xnammauosa (Chlamydia

pneumoniae IgM) iFlash

REF C88014M-S | C88014M ESBOMM-
W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A
| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
AHTUTEna knacca IlgM k Bo3GyauTento pecnnpaTopHoro
xnamuguosa (Chlamydia pneumoniae IgM) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTPOMUCTBa
GMN: 692591270100GN

MNpeanonaraemoe ucnonb3oBaHue

iFlash-Chlamydia pn. IgM - 3TO XeMWNOMUHECLEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHUTHbIMU
vyactuuamm (CLIA) gns kavectBeHHoro onpegeneHus IgM
aHtuten k Chlamydia Pneumoniae (chlamydia pn.) B
CbIBOPOTKE U Mria3me KpoBW YenoBeka, COBpaHHbIX Y nuL, ©
nofo3peHMeM  Ha  XNaMUOUAHYIO — MHEBMOHUIO,  C
1cnonb3oBaHeM aBTOMaTW3VMPOBAHHOIO
XEMUITIIOMUHECLIEHTHOTO UMMYHO(DEPMEHTHOIO
aHanusatopa. iFlash-Chlamydia pn. IgM  moxeT
MCMonb30BaTbCs  cneuuanuctamu  nabopartopun  ans
ANarHoCTUKM  XNaMuauAHOW MHEBMOHUM B KOMMMeEKce C
APYrMMU KIIMHUYECKUMW METOAAMM.

OnucaHue n o6bsAICHEHNe

MHeBMOHMA - 3TO WHAEKUWs NapeHXMMbl — Nerkux,
Bbi3blBAEMasi pas3fMuYHbLIMW  MatoreHamu, TakuMu  Kak
©akTepuu, BUpYChl, rpubky 1 napasuTel. K ogHoMy 13 BMOoB
bakTepun oTHocaTes xnamuamu. Chlamydia pneumoniae (C.
pneumoniae) otHocutcs Kk pogy Chlamydia. Osa apyrux
BMAa Xxnamuaun, nHguumpylowmnx Yyenoseka, - C. psittaci n
C. trachomatis.[1,2] MNepBble nsonstel C. pneumoniae 6binn
nony4yeHbl M3 KynbTyp KOHBIOHKTMBLI A€Teil BO BpeMmsi
nccrneaoBaHuii BakUMHbI MPOTUB TpaxoMbl B 1960-x rogax.[3]
Chlamydia pneumoniae - obnuraTHas BHYTPUKIETOYHas
GakTepusi, BbI3blBalOWAs WMHMEKLUMN BEPXHUX U HUKHUX
abixatenbHbix nyten.[4] C. pneumoniae u C. psittaci
BbI3bIBAIOT MHEKUMN ObIXaTenbHbIX NyTel y B3pOCnbIX, a
Chlamydia trachomatis - MTHEBMOHWIO B OCHOBHOM Yy AeTeMn.
YenoBek - eOWHCTBEHHbIN U3BECTHbIM pe3epByap C.
pneumoniae. BoNbLWMHCTBO MHEKUMI ObIXxaTeNnbHbIX NyTen
(okono 70 %), BwI3BaHHbIX C. pneumoniae, npoTekaroT
6eCCMMNTOMHO UMW TOMbKO C FMErkKMMKM CUMMITOMamu, HO
MeHbLMHCTBO (30 %) M3 HUX BbI3bIBAOT Oonee Tsaxenble
pecnupaTopHble 3aboneBaHusl, Takue Kak BocnaneHve
nerkux (BMJT) ¢ HeTUNWYHbIMK cuMNTOMaMu, BPOHXUT W©
MHEKUMN BepxHUX ApixatenbHbix nyten (UBJT). [2]
MoebiweHne Tutpa C. pneumoniae IgM y nauneHta ¢ CAP
AMarHocTUpyeT OCTPYH0 WHdeKUuMio, B TO Bpems Kak
nosbiweHne Tutpa IgG (B 4eTbipe pasa) ykasblBaeT Ha
npegwecTByOLWY0 MHdekumto.[2] AHTUTena BO dpakumm
IgM MoryT He MosiBNSITbCA B TeYeHUe Tpex Heaenb nocne
Hayana cumnTomoB. AHTUTena Bo dpakumu IgG moryT He
focTuraTb AWarHOCTUHECKUX TUTPOB B TeYEeHWe LiecTu-
BOCbMW Hefenb. [lpy NOBTOPHOM 3apaXeHun 4acTo
OTCYTCTBYIOT aHTuTena dwukcaumm komnnemeHta (CF) un
peakums Ha aHTuTena IgM. C gpyron ctopoHbl, oTBeT IgG-
aHTWUTeN MOXeT NOSIBUTLCS B TEYeHMe OOHOW-ABYX Heferb U1
YacTo MOAHMMaeTcs [0 BbICOKOro TuTpa. He y Bcex
MHULMPOBAHHbIX niopen HabnopatoTcs Takme
XapakTepHble peakuun. Kak n BO Bcex 6Guonornyeckmx
TecTax, CyLeCTBYIOT MHAMBMAYyanbHble Bapuauun. Kpome
TOro, NpY penHdEKLMOHHOM 3aboneBaHun, Korga aHTuTena
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IgG  yxe npucyTCTBYIOT, MOXET HabnogaTbCa HU3KUN
nogbem TuTpa aHtuTen IgM ¢ noBbiweHuem unu 6e3
noBbIlWeHNUst TuTpa aHtuten IgG[5].

MpuHuMn aHanusa

iFlash-Chlamydia pn. IgM - HenpsiMon
UMMYHOMDEPMEHTHbIN aHanu3 ¢ UCMonb3oBaHWEM MPSIMOro
XEMUITIOMUHOMETPUYECKOTO MeToaa.

. 1-9 nHky6aums: MNpegBapuTensHO pa3baBneHHbIN
obpasel wuHKybupyercs C napamarHUTHbIMU
Mukpoyactuuamm Chlamydia pn., nokpbITbiMK
€CTECTBEHHbIM aHTUreHoM. Xnamugus pn. IgM
aHTWTena B obpasle CBs3bIBAOTCA C YacTMLamm
Chlamydia  pn., NOKPbITEIMW ~ MPUPOAHBLIM
aHTUreHoMm, W 06pa3yloT KOMMNEKC aHTUreH-
aHTWTeno.

. MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbupyHOTCS Ha CTEHKe
peakumnoHHon Tpybku, a HeCBsI3aHHbIE MaTepuarnbl
CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.

. 2-9  uHkybaumsa: Kowblorat aHTMTEn IgM K
XMaMUaMSIM - MbILWKW, MEYEHHbI  aKpUAWHOBBIM
acupom. KoHbtorat aHTuten IgM gobasnsietcs n
obpasyeT HOBbIN KOMMMEKC.

. MoBTOpPUTE NpeablAyLLMiA 3Tan NPOMbIBKU.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cMvecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

e  CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBoM aHtuten Chlamydia pn. IgM
aHTMTen B o06pasye u konuuyectBom RLU,
onpegensieMblM onTuyeckon cuctemoi iFlash.

. Pe3synetathl  onpegensiloTcs  aBTOMaTUYeCKU
nyTeM CpaBHEHUsI OTHOCWUTENbHbIX  eAuHWL,
ocBelleHHocTn (OEO), nonyyeHHbIX 06pas3uom, ¢
OEO 3HauyeHWst OTCeYKW, MOMYYEHHOro paHee
nyTeM KanmbpoBKu.

PeareHThbl
Komn 1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn
R1 1 2 2 Chlamydia pn. natural

ynakoBka, ynaKoBKM, ynaKoBKM, napamarHuTHas
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MUKpoyacTuua,
ynaKkoBKy ynaKkoBKy ynaKkoBKy MOKpLITAs  @HTUreHOM
(kneTka HL, 0,15
wmr/mn), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa

R2 1 2 ynakoBku 2 ynakoBku MeueHblii
ynakoBka, no6,5vMnB no 15,3 mn aKpuaVHOBLIM 3brpom
6,5 mMn B ynakoBke B ynakoBke MbILUMHBIA
ynakoBke aHTUYenoBeYeckui
Chlamydia pn.

KoHbtorat aHtuten IgM
(Mbiwb, 0,006 MmKr/mn),
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTa

R3 1 2 ynakoBku 2 ynakoBku PasbaButens Ans
ynakoBka, no6,5mMnB no 15,3 mn obpasuoB (ans
65 mn B ynakoBke B ynakoBke npeaBapuTenbHOMO
ynakoBke pa3sefeHus), Bydep

PBS, 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / PBS co
bnakoH bnakoH bnakoH crabunuaatopom Genka

(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 2,
1,0 mMn Ha 1,0 mn / 1,0 mn / Chlamydia pn. IgM
bnakoH bnakoH bnakoH (kneTkn

MIeKOnUTaIoLNX B

Bydepe PBS co
crabunuaatopom Genka
(BSA), 0,05%), ProClin
300 B KavecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)



AHTnTena knacca IlgM kK Bo3byautento
pecnupaTtopHoro xnammauosa (Chlamydia
pneumoniae IgM) iFlash

REF| | C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop

nepekuncu Bogoposa.

REF| | C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pacTBop rugpokcuaa

HaTpusi.

REF| | C89997, TpombiBounbin Bydep (1x):
docaTHO-6ydepHbI ConeBon pacTBop.

REF| | C80001, [MpombiBouHbIi Bycpep (10x):
docaTHO-6ydhepHbI coneBon pacTBop.

REF| | C6100, PeakuunoHHbiit cocya.
REF| | ZCC023, Chlamydia pn. IgM KoHTporb..

Cucrema
PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.
npUMeHsioTCA ans XEeMUITIOMUHECLIEHTHOTO

nMmyHoaHanusartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 TectoB/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nony4yeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonorumyeckme marepuansl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHUManbHO
MHAEKLMOHHBIE.

o CobniopaiTte 06bl4YHbIE Mepbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e  Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoONb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almThl npu paboTe ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogyKkT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbid  NepcoHan, UCMONb3yLWMUin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen peynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENLHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

e O nbom cepbe3HOM MHUMAEHTE, MPOU3oLLeaLLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npon3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/Wnu naumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npeaocTaBrieH No SNeKTPOHHON noyTe.

Pa6ora c peareHTamu
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e PeareHTbl He AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOrO CpoKa rofHOCTY.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynaKkoBKe roToBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe (riakoHbl C
Kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewuvBanTe peareHTbl BHyTpU Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

o [lepen 3arpyskon Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKPOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpOYaCTULLbI pecycneHampoBaHbI. Ecnn
MUKpoOYacTULbl BCE elle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHaupoBaHbl.  Ecnum  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  MHGOpMaUMK O  Mepax
npeaoCcTOPOXHOCTU NpU 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUUM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUU.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temnepartype 2-8°C.
o CnepyeT usberatb 3aMOpPaXX1UBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHsAT CTabunbHOCTb
npu Temnepartype 2-8°C: 28 gHen.

e YnakoBku, Haxogsiwmecsi Ha 6opTy: 28 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHayemble o6pasLbl - CbIBOPOTKA U Nra3ma
(remapwuH nuTus, renapuvH Hatpusi u K2-EDTA).

o [lepen ueHTpudyrmpoBaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmmpoBancs  Cryctok. [Ons  nauueHTos,
NpoxXoasiLLmMX neyexve renapuHom
(aHTuKoOarynsiHTom), Bpemsi 0bpa3oBaHusi cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

o LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHAaTHOWM
Temneparype (20-25°C) B Te4eHue 8 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 14 gHen.

e O6pasubl MOryT XpaHUTbCS Mpu TemnepaType -
20°C B TedeHue 90 gHen.

e 3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTCcsi 3amMopaxuBaTb He
bonee yem 3 pas(a).

e LleHTpudyrupynte o6pasupbl C NMUNMAHBIM CIIOEM
Ha BepxHeW YacTu W nepeHocuUTe TOMbKO
OUMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyruposartb.



AHTnTena knacca IlgM kK Bo3byautento
pecnupaTtopHoro xnammauosa (Chlamydia
pneumonlae IgM) iFlash

Mepen aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLECTBA yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauneHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepen usmepeHuem ybegutecb, 4TO 06pasubl
nauueHTa, kanubpaTopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa o06pa3LOB [OOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) UMM  ayToOMCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNONb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB NS TeCTMPOBAHUSA.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBI CM. B WHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOTO TECTa, COXPaHEHHbIE B
WTPUXKOAE Ha YNakoBKe C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnu wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 B cTOMKY
ansa kanubpatopoB B 30He obpasua. [depxute
KanuépaTtopbl OTKPbLITEIMWA TOMBKO BO BpeMs
KannopoBKu.

. Cpenavite kanubpoBKy, a 3arem caenamnTe
NPo6HbIN  TECT C MNOMOLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHust
HeobxoaMmo 5 mkn obpasua B AOMNOMHEHWEe K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKU BbIMOMHUT BCce (OYHKUMKU 1
noacyuTaeT pesynsrarthbl.

Kanu6poBka

. MpocnexmBaemoctb: [OaHHbIi  MmeTog  Obin
CTaHAapTU3NpPOBaH C MOMOLLbI BHYTPEHHEro
ctaHgapta YHLO ans Chlamydia pn. IgM.

. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.

. [ns BbinonHeHus kannbposku iFlash-Chlamydia
pn. IgM BeinonHute Tect CAL1 n CAL2 B OByxX
aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.

. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLume o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
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. Yepes 28 gHen npu Ucnonb3oBaHUKU TON e
napTuUu peareHToB.

. WMcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoAsiTCs BHE 30HbI
nencTaus.

e  Tpebyetca B COOTBETCTBUU c
OEeNCTBYIOLLMMUN HOPMaMU.

KoHTponb kayecTBa

Ons KOHTpoOns KavecTBa pekomeHayeTcs
ucnonb3oBatb EVER-BLUE Chlamydia pn. IgM.
Kpome TOro, MOXHO wucnonb3oBaTb  Apyrue
KOMMepYeckn OOCTYMHble MaTtepuansl Ans KOHTPOns
KayecTBa, cofdepxalime He MeHee [BYyX YpPOBHeW
aHanuToB, KOTOpble ObiNy NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbBI MPOBOAUTLCS
MHOMBMAYaNbHO HE pexe ofHoro pasa B 24 vaca,
Korga TecT WCMoMb3yeTcsi, OAWH pa3s ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  MpaBwnamu,
VHCTPYKUMSIMA 1nn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadectBa nabopatopum
nonb3oBaTensi. Cnepgyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHeHUo MaTepuanoB AJfsi KOHTPONs
kayecTBa. Kaxxgas nabopartopusi 4OMKHA YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAYEHWS U JOMYyCTUMbIE
AnanasoHbl Anst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAsME 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb creayowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINI0 NpoBeAeHO HeobxoanmMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbIoTOpY.

Pe3ynbrart

Pacuer

AHanvsaTtop aBTOMaTW4eCKM BbIYUCNSIET MOPOroBoe
3HayeHne Ha ocHoBe uamepeHuss CAL1 n CAL2.
PesynbraT 06pasua BbigaeTcs nubo Kak peakTUBHbIN,
nnbo Kak HepeaKTUBHbIA, a Takke B BuAe MHOEKca
NMOPOroBOro 3Ha4YeHusl.

PesynbraThl npeactaeneHsl B COL.

WHTepnpeTauus pesynsraTtos

Moporoeoe 3HayeHue: 1,0 COI

HepeakTtusHbiin: <0,9 COI;

HeonpegenexHsii: 0,9-1,1 COl;

PeakTtuBHbili: 2 1,1 COl.

Y nuy c oTpuuatenbHbIMK pe3ynsTataMu aHanv3os
ocTpast UHPEKLMS OTCYTCTBYET.

O6pasubl € HeonpegeneHHbIMW  pesynbratamu
yKas3biBalOT Ha BO3MOXxHoe Bo3gencteume Chlamydia
pn. U OOMXKHbI ObiTb MOBTOPHO MPOTECTUPOBaHbI. B
cnyyae, ecnu pesynbraT Bce elle HeonpeneneHHbIN,
BTOpON obpasey OormkeH ObiTb cobpaH B TeyeHue
COOTBETCTBYIOLLENO Nnepuoga BpeMeHu (Hanpumep, 2
Hegenw).

PeakTuBHbI  pesynbTaT  ykasblBaeT Ha  OCTPYyIO
Hdekuuo. Takme nuua NoTeHUManbHO NoaBepPXeHbI
pucky nepegadm uHdekuumn Chlamydia pn.



AHTnTena knacca IlgM kK Bo3byautento
pecnupaTtopHoro xnammauosa (Chlamydia
pneumoniae IgM) iFlash

OrpaHquva Mycoplasma 7 7
. . pn. IgM
. Ananus iFlash-Chlamydia pn. IgM orpaHuyeH EB VCAIgM 6 6
onpeaenexnnem Chlamydia pn. IgM B cbiBopoTKe (E:?A\E/m—“" e e
Unu nnasmMe Yenoeeka (NMUTUA-renapuH, HaTpun- HSV 1+2 IgM
renapuH n K2-31TA). OH He 6bin npoBepeH ans RYIM o o
UCMONb30BaHWsi B Mrnasme C ApYriMu Tunamu antibody g
HAV IgM 4 4
aHTUKOArymsiHTOB. Toxa M . .
. Ecnu  pesynbratel  He  cormacylTcs € Anti-TP 8 8
KMUHUYECKUMM OaHHbIMK, npeanaraetcs Beero 78 78

NpoOBECTU [OMNOMHWUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B pumarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEPNpeTUpoBaTh B CBETE 06LLEN KITMHUYECKOM
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbTaThl KNMHUYECKOro aHamHesa.

. Ha aHanus He BnusT (pasHnua meHee 10%)
MKTEPUYHOCTb (bnnupybunH<30 mr/gn), remonus
(remorno6unH<1500 mr/an), ninemus
(Tpurnuuepunabi<1500 mr/on) n obwmn 6enok B
cbiBopoTke kposu (<10 r/an)

. BmeluatenbctBa CO CTOPOHbI PEBMATOMAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
Hr/MI.

. BmewartensctBa co  ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOU3BOMbHbIX €ANHWL, /MIT.

. BmewartensctBa co crtopoHbl  AMA  He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

. Hwukakoro BNUSAHNSA obuero [o] €] He
Habnoganochb BNAOTb 40 KOHUEHTpauuu 7 r/an.

. Hwukakoro BINUSAHUSA obLuero IgM He
Habnioganocb BNNOTb A0 KoHueHTpauumn 0,4
r/an.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Huxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnyaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegensnuce B
cooTBeTcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 20 gHen, B 3 mMecTax, 2 NporoHa B AeHb, 3
rnosTopa B Kaxaom MpOroHe. Pesynsrathl
uccriefoBaHusl NpeacTaBneHbl HUXeE:

KnuHuyeckue nokasarenu

Bbino npoBegeHo cpaBHeHue aHanu3a iFlash-
Chlamydia pn. IgM c kommepyecku [OCTYMHbIM
aHanu3om Chlamydia pn. IgM ¢ wucnonb3oBaHuem
KNHU4YecKkmMx obpasuoB.

YacTtoTa nOnoXUTENbHLIX COBMAAEHUA CcocTaBuna
92.45% (95%Cl: 85.81%-96.13%).

YacTota oTpuuaTenbHbiX COBMageHWi CocTaBnsieT
96.53% (95%Cl: 94.44%-97.85%).

O6uwasn 4actota coBnageHut cocrtaenser 95.77%
(95%ClI: 93.78%-97.14%).

KpaTtkas wuHdopmauma o 6Ge3onacHocTM M
NpPon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumsas o  6GesomacHocTM 1
NMPON3BOAUTENBHOCTU AocTynHa Ha caiite
https://ec.europa.eu/tools/eudamed.
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Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
Hu1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(Con ve % ve %
(col) (col)
1 0.24 0.011 4.58% 0.019 7.92%
2 1.36 0.052 3.82% 0.089 6.54%
3 11.03 0.306 2.77% 0.553 5.01%
KK1 0.43 0.020 4.65% 0.032 7.44%
KK2 279 0.112 4.01% 0.188 6.74%

AHanuTtuyeckas cneumprU4HOCTb

AHanutundeckasi cneuuduyHocTb aHanm3a iFlash-
Chlamydia pn. IgM oueHuBanacb ¢ UCNonb3oBaHUEM
Chlamydia pn. IgG, Mycoplasma pn. IgM, EB VCA IgM,
EB EAIgM, CMV IgM, HSV 1+2 IgM, RV IgM, aHTtuten
k agpy HBV IgM, HAV IgM, Toxo IgM n Anti-TP.

BapuaHt KonuuyectBo Konuyectso o6pa3uos,
UCTIbITaHHBIX He [aBLNX peakLun ¢
obpasuoB iFlash-Chlamydia pn.

IgM

Chlamydia pn. 7 7

1gG
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AHTnTena knacca IlgM kK Bo3byautento
pecnupaTtopHoro xnammauosa (Chlamydia

pneumoniae IgM) iFlash

c €2797 HOMepoMm

W CopaepXuT KONM4ecTBo
<n> TeCToB
AHanusatopbl/npnubopsbl,
SYSTEM Ha KOTOPbIX MOXHO
MCMoMb30BaTh peareHThbl
M Mpoussogutens
YNONMHOMOYEHHBIN
npeacTaBuTerb B
EC o
-E EBponernckom
coobliecTse
@ Mmnoptep
MapkupoBka

cootBeTcTBUS CE ¢
MOEHTUPUKALUOHHBIM

HOTUMULMPOBAHHOTO
opraHa

OCTOpOXHO

O3HakombTEeCh C
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Mpunoxexnue b

OnacHbii koMmnoHeHT: 0,05% ProClin 300

(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] n 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))

CurHanbHoe cnoBo: [pegynpexaeHue
3asaBneHns 06 onacHoCTu:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.

MpenynpexaatoLmne 3asBreHus:

P261: M3berante BObIXaHUA
nbinu/napos/ra3a/TymaHa/napos/cnpes.

P280: HapeBaliTe 3awwmuTHbIE NepyaTku.
P333+P313: Mpu nosiBneHun pasgpaxeHust Koxu
Unm cbinu: obpaTuTech K Bpayy.

P362+P364: CHumMUTe 3arpsi3HEHHYIO ofexay u
noctupaiTe ee nepen NOBTOPHbLIM
MCnonb30BaHNEM.

P321: HemenneHHo obpatuTechb 3a MOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUU c
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MEeCTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XOYHapoAHbIMY NpaBunamu.
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AHTnTena knacca IgM k BIr-1 (HSv-1 igM)

iFlash

REF C88041M-S | C88041M 588041 M-
W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

CErer

HasBanue
AxTuTena knacca IgM k BMNr-1 (HSV-1 IgM) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTpOMCTBa
GMN: 692591270062H7

Mpeanonaraemoe ucnonb3oBaHue

Ananus iFlash-HSV-1 IgM - 3TO XeMuUniOMUHECLEHTHbIV
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
vyactuuammn (CLIA) pnsa  kayecTBEHHOro onpegeneHuns
aHtuten IgM k Bupycy npoctoro repneca-1 (HSV-1) B
CbIBOPOTKE M Nna3me KpPoBU YenoBeka, CobpaHHbIX Y NnuL ¢
nogospeHvemM Ha uHdekuno HSV-1 1 XeHWmH Ha paHHUX
cTagusx 6epemMeHHOCTU c 1crnonb3oBaHnem
aBTOMaTU3MPOBAHHOIO XEMUITIOMUHECLIEHTHOTO
MMMYyHOEepMeHTHOro  aHanusatopa. iFlash-HSV-I IgM
npefHasHayeH Ans  MCNONb30BaHUst  cneuuanuctamm
naboparopui B Ka4ecTBe BCNOMOraTensHoro cpeacrtsa npu
OMNarHocTuke u oueHke nHdekunm HSV-1 Hapsigy ¢ apyrumum
KIMHUYECKMUMU METOAaMMU.

OnucaHue n o6bsAICHEHNe

Bupyc npoctoro repneca (BININ) — 3ato 060ono4eyHbin BUpYyC ¢
asyxuenoveyHon [OHK, mopdonormyeckn cxogHbii C
apyrumu  npegcrasuTensiMm  cemenctBa Herpetoviridae,
cogepxawwmn [1] BMI tuna 1 (BM-1) v BMAI Tuna 2 (BII-2).
HSV-1 B OCHOBHOM nepepaeTcs Mpu OparbHO-OparibHOM
KOHTakTe, BbI3biBas wuHdekumo. OgHako HSV-1 moxer
nepefaBaTbCsl M NpPU  OpanbHO-TEHWTAlNlbHOM KOHTaKTe,
BbI3blBasi MH(PEKLMIO B 06NacTu reHuTanmm unm BoKpyr HUX
(reHuTanbHbI  repnec). HSV-2 nepepaetcs  nodtun
VCKIIOUYNTENBHO NPU reHUTanbHO-reHUTanbHOM KOHTaKTe BO
BpeMsl CeKkca, Bbi3blBasi MHAeKUMo B obrnactn reHvTanvmn
UNN aHanbHOro oTBepcTUs [2] (reHUTanbHbIN repnec).

[ns agekBaTHOro KOHTpoONsi 3a pacnpoctpaHeHnem HSV
BaXHO 9 EKTUBHOE CEpPONIorMyeckoe TecTUpOBaHue,
MOCKOMbKY Hanuune B CbIBOPOTKE KPOBM creumduyecknx
IgG un IgM aHTuTEn cBuaeTenbCcTBYeT O Hanmuuum HSV-1,
HSV-2 nnn konHdekumm HSV-1 n HSV-2.[3,4] Yepes 2-4
Hegenu nocne 3apaxeHusi ypoBeHb IgM aHTuTen k HSV
MOBbLILLAETCS A0 YETbIPEXKPATHOrO NPEBbILLEHUS HOPMBL.[5]
Hanuuvne B kpoBu IgM aHTuTen k HSV-1 gaensetcs
nokasaTtenem akTMBHOM WHdekumnm repneca 1 Tuna.
Cneunduyeckme aHtTutena IgG obblvHO nosBnsoTCS Yepes
ABe-TpU Hedenu nocrne NepBUYHOrO MHMULMPOBAHWS, HO X
TUTP MOXET CHU3UTBCS Yepe3 HecKONbKo MecCsiLEeB.
O6HapyxeHue IgG no3BonsieT OUEeHUTb UMMYHHBIN CTaTyc
naumeHTa u SIBMSIETCS1 CEPONIOrMYeckUM [oKasaTenbCTBOM
npegLwecTByOLWEro KoHTakta ¢ HSV. 310 MoxeT nomoyb B
ONarHocTuke HepgaBHew UMHdekumm HSV B napHbix
CbIBOPOTKAX MO Hanu4ynio CepOKOHBEpPCUMU aHTuTen k HSV-1
unun HSV-2[6,7].

MpuHuMn aHanusa
AHanus iFlash-HSV-1 IgM - aTo HenpsiMon
UMMYHOMEPMEHTHbBIN aHanu3 ¢ UCMonb3oBaHWEM MPSIMOro

NOKpbITEIMKM ~ aHTUreHom HSV-1, n  obpasyet
KOMMIEKC aHTUreH-aHTUTEeno.

MpombiBka: [Mog OewcTBMeEM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbupyHOTCS Ha CTEHke
peakumnoHHon Tpybku, a HeCcBsi3aHHbIe MaTepuarbl
CMbIBaKOTCS MPOMbIBOYHBIM Bydepom.

2-51 nHky6aums: [obaBnseTca KOHblorat Ko3bero
aHTMyenoBeyeckoro IgM, MeyeHHbIN akpuanHuem,
1 obpa3syeTcsl HOBbI KOMMIIEKC.

MoBTOpPUTE NpeablAyLLMIA 3Tan NPOMbIBKU.

3anyck u uamepeHue curHana: B peakumoHHyto
cvecb  pgobaBnsioTcs npe-TpUrrepHbIn n
TPUrTEpPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHunuax (RLUs -
OEO).

CywiectByeT npsiMasi  3aBUCMMOCTb  Mexay
konmyectBom HSV-1 IgM B o6pasue w
konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemoi iFlash.

Pe3synetathl  onpenensiloTcs  aBTOMaTUYECKU
nyTeM CpaBHEHWUSI OTHOCUTENMbHbLIX €AMHUL, CBeTa
(RLU), co3paBaembix 06pa3uom, ¢ RLU 3HaueHus
OTCEYKM, NONYYEHHOro paHee NyTeM KanmbpoBKu.

PeareHThbl
1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn
1 2 2 MapamarHutHble
ynakoBka, ynaKoBKM, ynaKoBKM, MUKPOYACTULIbI,
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITble  @HTUreHoM
ynakoBKy ynakoBKy ynakoBKy HSV-1

(Saccharomyces, 0,1
wmr/mn), 0,1% ProClin
300 B KavecTee
KOHCEpBaHTa.

1 2 ynakoBku 2 ynakoBku KoHbtorat KO3bero
ynakoBka, no6,5vMnB no 15,3 mn aHtuTena npotus
65 mMn B ynakoBke B ynakoBke yenoseyeckoro IgM ¢
ynakoBke 3hMpOM aKpUAMHUS ©
naypuncynsdarom

Hatpua  (koaun, 0,04
wmkr/mn), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

1 2 ynakoBku 2 ynakoBku Cpenctso Ans
ynakoBka, no6,5vMnB no 15,3 mn obpabotkn  o6pasLos:
6,5 mMn B ynakoBke B ynakoBke Bycdep PBS ¢ ko3bumu
ynakoBke aHTUYENoBeYEeCKUMM
19G, 0,05% ProClin 300
B KayecTee
KOHCEpBaHTa.
1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 1, HSV-1
1,0 mMn Ha 1,0 mn / 1,0 mn / IgM-oTpulatensbHas
bnakoH bnakoH bnakoH YyenoBeyeckasi nnasma

B Oydepe MES c
6enkoBbIM
crabunuaaropom
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, IgM
1,0 Mn Ha 1,0 mn / 1,0 mn / HSV-1 (CHO) B 6ycbepe
bnakoH bnakoH bnakoH MES c¢  GenkoBbiM

crabunuaaropom
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)

C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekuncu Bogopoga.

C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pactBop rugpokcuaa
HaTpusi.

C89997, [pombiBOYHbIN Bydbep (1x):
docaTHO-6ydepHbI cConeBon pacTBop.

docaTHO-OydhepHbI coneBon pacTBop.

C6100, PeakumoHHbIV cocya,.

[REF]
[REF]
[REF]
C80001, MMpombiBoYHbIN Bydep (10x):
[REF]
[REF]

[REF| | ZCC040, HSV-1 IgM KoxTpors.
[REF]| | CC&38, HSV-1IgM Kowtpons.

XeMUINIMUHOMETPUYECKOro MmeToaa.

REF
REF
REF
REF
REF
REF

. 1-9 nHky6aums: MNMpegBapuTensHO pas3baBneHHbIN
obpasel wuHKybupyercs C napamarHUTHbIMU
MMKPOYaCTULIaMM, MOKPLITLIMK aHTUreHoM HSV-1. Cucrema
HSV-1 IgM B 06pa3sue cBsi3bIBaeTCs C YacTuuamu,
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AHTnTena knacca IgM k BIr-1 (HSv-1 igM)

iFlash

PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.
npUMeHsIoTCA ans XEeMUITIOMUHECLIEHTHOTO
nMmMyHoaHanuaartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 Tectoe/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3 OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCKMXKUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonormyeckme marepuansl
crnepgyet  paccmaTtpuBaTb  Kak  MOTEHLManbHO
MHAEKLMOHHBIE.

o CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOAOB [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxoasiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTtopHble "
vHOvBMAYyanbHble CPeAcTBa 3almThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkon. Becb
nabopaTtopHbii  NepcoHan, UCMOMb3YLWMUin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M O3HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

o O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb Uy NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K Nacropry
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He AOMKHbI WUCMONb30BaTbCA Mocne
YKa3aHHOIo CpoKa rof4HOCTH.

e l3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynakoBKe roToBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponte (riakoHbl C
kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

e [lepen 3arpyskoni Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
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noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  EcnuM  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  uHGOpMaUMK O  Mepax
npeaoCcTOPOXHOCTU Npu 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

o XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHUN.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temnepartype 2-8°C.
o CnepyeT usberatb 3aMOpPaXXnBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNaKOBKU COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 28 gHen.

e YnakoBku, Haxogsiwmecsi Ha 6opTy: 28 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekoMeHAOBaHHbIMU obpasuamu ABMAITCA
CbIBOPOTKa Mnu nnasma (NMUTUn-renapviH, HaTpum-
renapuH n K2-34TA).

o [lepen ueHTpudyrmpoBaHuem ybeauTecb, YTO B
obpa3suax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmumpoBancss  Cryctok. [Ons  nauueHTos,
NpoxXoasiLLmX neyexve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOXHO XpaHuUTb MpU  KOMHATHOWM
Temneparype (20-25 °C) B TeyeHune 8 4acos.

e O6pasubl MOXHO XpaHWUTb Npu Temnepatype 2-8
°C B TeuyeHue 5 gHen.

o  O6pasubl MOXHO XpaHWUTb Npu Temnepartype -20°C
B TeyeHue 90 gHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTCsi 3aMopaxuBaTb He
bonee yem 3 pas(a).

e LleHTpudyrupynte o6pasupbl C NMUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuTe TOMbKO
OuUMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHaA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, 4TO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3ayite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybegutecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ansa cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun anss cbopa 06pa3uLOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CepUiiHbIX 06pasLoB.

e XapakTepuctukm TEeCTUpOBaHMUS obpasuoB
XUOKOCTN YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WUNKM  ayToOMNCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb



pasnuyHble Tunbl o6pa3uoB, NO3TOMY onepaTop
[JOIMKEH WCMOmnb3oBaTb COOTBETCTBYHOLLUE TUMbI
06pasuoB ANns TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMaunMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKUMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WITPUXKOAE Ha YMNakoBke C  peareHToM,
cyuTbIBaOTCS aBTOMaTuyecku. Ecnum wrpmx-kog
He ypdaeTca cuuTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTulbl, 4TOObl OHU
XOpOLLO NnepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 B cTOMKY
ansa kanubpatopoB B 30He obpasua. Odepxute
KannépaTtopbl OTKPbITEIMWA TOMbKO BO BpeEMs
KanuopoBKu.

. Cpenavite kanubpoBKy, a 3aTem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHus
HeobxoaMmo 5 mkn obpasua B AOMNOMHEHWEe K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKU BbINOMHUT Bce OYHKUMU 1
noacyuTaet pesynsrarthbl.

Kanu6poBka
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxalei
MHOPMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. Onsa BbINOJNTHEHUSI KanubpoBkM iFlash-
BoinonHute Tect CAL1 wn CAL2 B aByX
aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.
. lMocne Toro kak KkanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLme o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 28 gHen npu Ucnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoAsiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcs
ncnonb3oBatb YHLO HSV-1 IgM Control, EVER-BLUE
HSV-1 IgM Control. Kpome T0Oro, MoXHO ucnonb3oBarb
Apyrue KoMMepyecku [OOCTynHble MaTtepuanbl Ansi
KOHTPOMNSI KayecTBa, COAepXaliMe He MeHee [BYX
YPOBHEN aHanuToB, KOTOpble ObiMM MPOBEPEHbI
nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMoMb3yeTcsi, OAWH pa3s ANs Kaxaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  MpaBunamu,
VHCTPYKUMSIMA 1N TpeboBaHWsIMKU akkpeauTaumm u
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AHTnTena knacca IgM k BIr-1 (HSv-1 igM)
iIFlash

TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepgyite MHCTPYKUMSAM no
obpalleHnNto 1 XpaHEeHUo MaTepuanoB AJfsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMKHA YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kadecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb crneayowne 4eicTBUS:

. Y6egoutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCNyXKMBaHMWE.

. Y6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasuamm KOHTPOrs kavecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbIoTOpY.

Pe3ynbrart

Pacuer

AHanvsaTtop aBTOMaTW4eCKWU BbIYUCNSIET MOPOroBoe
3HayeHne Ha ocHoBe uamepeHusi CAL1 n CAL2.
PesynbraT 06pasua BbigaeTcs nmbo Kak peakTUBHbIN,
nnbo Kak HepeaKTUBHbIA, a Takke B BuAe MHOEKca
NMOPOroBOro 3Ha4YeHusl.

PesynbraThl npeactaeneHsl B COL.

WHTepnpeTauus pesynsraTtos

Moporoeoe 3HayeHue: 1.0 COI

HepeakTuHbii: < 0.9 COI;

HeonpegenenHoiii: 0,9 - 1,1 COI;

PeaktuBHbIi: = 1.1 COI.

HepeakTvBHble pesynbraTtbl CBUMOETENMbLCTBYOT 00
OTCYTCTBMM OCTPOW MHpeKUMN.

O6pa3subl C HeOAHO3HAYHbIMW pe3ynbTataMu AOMKHbI
ObITb NMOBTOPHO MpOTECTMpOBaHbl. Ecnu pesynbrat
MOBTOPHOrO aHanuW3a Bce elle HeOAHO3HaYeH,
cnegyeT otobpatb BTOpow o06Opa3el B TeyeHue
COOTBETCTBYIOLLENO Nnepvoga BpeMeHu (Hanpumep, 2
Hegenw).

PeakTuBHbIN pe3ynbraT yka3biBaeT Ha NEPEHECEHHYI0
UNN oCTpylo MHdpekumio. Takue noan noTeHumansHO
noABepXeHbl puUcKy nepegayn nHdekummn HSV-1.

OrpaHuyeHus

. Habop iFlash-HSV-1 IgG npegHasHayeH Tonbko
ansa onpegenennss HSV-1 1IgG B yenoBeveckon
CbIBOPOTKE UMM nNnas3me (renapuH  nuTus,
renapvH Hatpus u OATA kanus). OH He 6bin
BanMaMpoBaH ANs UCMOMb30BaHUS C ApYruMu
TMNamuM  nnasmbl  C  OpyrMMuM  TUnamu

aHTUKOArynsiHTOB.
. Ecnn  pesynstatel  He  cormacylTcs  C
KMUHUYECKUMU [aHHbIMK, npeanaraercs

NpoBeCTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 06LLEN KITMHUYECKOW
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbTaThl KNMHUYECKOro aHamHesa.

. Ha aHanus He BnustT (pasHnua meHee 10%)
MKTEPUYHOCTb (bnnupybunH<30 mr/gn), remonus
(remorno6unH<1500 mr/an), ninemus
(vHTpanunug <1500 mr/gn), obwwmin Genok B
cbiBopoTke kposu (<10 r/an).

. BmeluatenbctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.



iFlash
. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BmewartensctBa co crtopoHbl  AMA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOU3BOMbHbIX €ANHWL, /MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMMyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTarThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnYaThCs.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegensnuce B
cooTBeTcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 20 gHen, B 3 mMecTax, 2 NporoHa B AeHb, 2
nosTopa B Kaxaom MpOroHe. Pesynsrathl

nccneaoBaHusa npeacrasieHbl HUXe:
Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
H1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
[(elel)] ne % ne %
(col) (col)
1 0,40 0.016 4.00% 0.031 7.75%
2 1.53 0.048 3.14% 0.081 5.29%
3 3.10 0.104 3.35% 0.169 5.45%
KK1 0.59 0.023 3.90% 0.034 5.76%
KK2 2.89 0.095 3.29% 0.140 4.84%

AHTnTena knacca IgM k BIr-1 (HSv-1 igM)
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AHanuTtuyeckas cneumpU4HOCTb
AHanutudeckasi cneuuduyHocTb aHanu3a iFlash-
HSV-1 IGM 6bina oueHeHa ¢ ucrnornb3oBaHnemMm Toxo

|EC| REPI FepmaHns

MpunoxeHune A

IgM, Rubella IgM, CMV IgM, EB VCA IgM, HSV-2 IgM, A66peBuatypa O6bscHeHue
HBc IgM, HAV IgM, VZV IgM, Mycoplasma pn. IgM,
HSV-1 IgG, antutena k BUY-1/2 n Anti-TP. KatanoxHbii Homep
BapuaHt KonuuyectBo Konuyectso o6pasLios, (apTVIKyJ'I)
UCNbITaHHbIX He [aBlunx peakuuun c
obpasuos iFlash-HSV-1 IgM
Toxo IgM 5 5 I%l KanmﬁpaTop
Rubella IgM 6 6 I_l
CMV IgM 1 1 R PeareHt
EB VCA IgM 4 4
HSV-2 IgM 5 5 W CopepXuT KONM4ecTBo
HBc IgM 6 6 <n> TeCToB
HAV IgM 4 4
VZVigM 5 5 AHanusatopbl/npnbopbl,
Mycoplasma pn. IgM 7 7 SYSTEM Ha KOTOPbIX MOXHO
HSV-11gG 8 8
anTuTena K BAY-1/2 10 10 “cnosb3oBaTh peareHTol
Anti-TP 9 9
Bcero: 82 82 “ MpounssoauTens

KnuHu4yeckue nokasartenu
Bbino npoBegeHo cpaBHeHune aHanusa iFlash HSV-1
IgM ¢ kommepyeckn JoCTynHbIM aHanu3oMm HSV-1 IgM
Ha KNUHU4ecKknx obpasuax.

YactoTa nOnoXuTEmNbHbIX COBMAAEHUA CcocTaBuna
87.56% (95%ClI: 82.40%-91.37%).

YacTota oTpuuaTenbHbiX COBMageHWi CcocTaBnsieT
88.92% (95%CI: 85.49%-91.61%).

O6uan YacToTa coBnaaeHun coctaBnseT

88.46% (95%ClI: 85.69%-90.75%).

KpaTtkas wuHdopmauma o 6Ge3onacHoCTU M

Npon3BOAUTENILHOCTHU
Kpatkas  wHdopmaumss o  6GesomacHocTM 1
NPON3BOAUTENBHOCTU AocTynHa Ha caiite

https://ec.europa.eu/tools/eudamed.
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3. Morrow R, Friedrich D. Performance of a novel test
for IgM and IgG antibodies in subjects with culture-
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AHTnTena knacca IgM k BIr-1 (HSv-1 igM)
iIFlash

8°C
/ﬂ/ TemnepaTtypHbIn NUMUT
2°C

ﬂk B "

DY MOMNOrMYECKUIA PUCK
GHS07 N3ob6paxeHunsa ans
@ npeaynpexaeHms

T T 3TON CTOPOHOW BBEPX

Mpunoxexnue b
. OnacHblii komMnoHeHT: 0,1% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] n 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
. CurHanbHoe cnoBo: [pegynpexaeHue
. 3asBneHns o6 onacHoCTu:
H317: MoxeT BbI3BaTb annepruyeckyto peakumio
KOXM.
H412: BpegHo pAans BOOHbIX OPraHuM3moB C
[0NrOCPOYHBIMU NOCNEACTBUSAMM.
. MpenynpexaatoLme 3asBreHus:
. P261: M3berante BObIXaHUSA
nbinu/napos/rasa/TymaHa/napos/cnpes.
. P273: He ponyckaTb nonagaHusi B OKPYXXatoLLyto
cpeny.
. P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
. P333+P313: Mpu nosiBneHun pasgpaxeHus Koxu
Unm cbinu: obpaTuTech K Bpayy.
. P321: HemenneHHo obpatvTech 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c

MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapOoAHbIMY NpaBunamu.

Bepcus: 05, 2024-01-12
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AHTUTena knacca IgM K uutomeranoBumpycy

(CMV IgM) iFlash

REF C88033M-S | C88033M 588033M-
W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn

Cucremsl: iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

CErer

HasBanue
AHTUTena knacca IgM k umtomeranosupycy (CMV IgM)
iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTpOMCTBa
GMN: 692591270104GW

Mpeanonaraemoe ucnonb3oBaHue
Ananus iFlash-CMV IgM - 370 XeMUNIOMUHECLEHTHbIV

MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbMpyHOTCS Ha CTEHKe
peakunoHHon Tpybku, a HeCBsI3aHHbIE MaTepuarnbl
CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.

2-9 nHKybaums: [obaBnsercs KOHbOraT Mblllib-
aHTnyenoBeyeckuin IgM, MeYeHHbIN akpuanHUEM,
1 obpa3syeTcs HOBbI KOMMIIEKC.

MoBTOpPUTE NpeablAyLLMiA 3Tan NPOMbIBKU.

3anyck u uamepeHue curHana: B peakumoHHyto
cMvecb  pgobaBnsioTcs npe-TpUrrepHbin "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi mM3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

CywiectByeT npsivasi  3aBUCMMOCTb  Mexay
konmyecteom CMV IgM B 06pasue 1 KonnyecTsom
RLU, onpegensiemMbiM OMTUYECKONW CUCTEMOW
iFlash.

Pe3synetathl  onpegensiloTcs  aBTOMaTUYeCKU
nyTeM CpaBHEHUsI OTHOCWUTENbHbIX  eAuHWUL,
ocBelleHHocTn (OEO), nony4yeHHbIX 06pas3uom, ¢

MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
vyactuuamm (CLIA) pnsa  kayecTBEHHOro onpegeneHus
aHTuTen IgM k umtomeranosupycy (CMV) B cbiBOpPOTKE 1

OEO 3HauyeHWst OTCeYKW, MOMYYEHHOro paHee
nyTemM KanubpoBKu.

nnasme KpoBM YenoBeka, CObpaHHbIX Y N1y, ¢ NOA03peHeM PeareHTbl
Ha LunTomMeranoBmpycHy NHeKLuuo C nomoLlbio Komn 1x50 2x50 2x150 Conepxumoe
. . /yn. /yn. A
aBToMaTuMyeckoro  aHanusatopa  Chemiluminescence T B B B i s vy
Immunoassay Analyzer. AHanu3 iFlash-CMV  IgM ynaKoska, | ynakokw, | ynakosks, | napamarHuTHbie
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MUKpOYacTULbl,
”peﬂHa3Ha‘49H Ana ncnonb3oBaHnA cneynanncrtamum ynakoBKy ynakoBKy ynakoBKy MOKPLITBIE — @HTUTEHOM
naGopartopuii B ka4ecTBe BCTMIOMOraTernibHOro CpeacTaa npu B ol M),
AnarHoctuke LlI/ITOMeraﬂOBVIpyCHOﬁ VIH(*)EKLWII/I Hapagy C xauectse KOHCepBaHTa.
R2 1 2 ynakoBku 2 ynakoBku KoHbtoraT — MbILLMHOMO
ﬂperMM KInmHn4eckumun MeTo‘anM' ynakoBka, no6,5mMnB no 15,3 mn aHTUYEnoBEe4eCcKoro
65 mMn B ynakoBke B ynakoBke IgM/ )(MbILLIb, 0,04}
OnucaHue n 06LACHEHNE ynaosie 0 0B
pUOVHUEM, 0,05%
Lintomeranosupyc (LUMB) - ato JHK-repnecsupyc, koTopbii fgsge"gazgg: KarecTee
sBnsieTcs 0bbl4HbIM crioBecHbIM BUpycom. CMV nepepaetcs R3 7 Zynaxosa | 2ynakoaka | Pasbasutens  AmA
Mpyv  MNPAMOM WIIM  KOCBEHHOM KOHTAaKTe 4eroBeka ¢ yrakoeka, 3;’3‘15;225 2(;.::.&2;;2 gggzggg‘jmmomm“"
I/IH(bVILI,I/IpOBaHHbIMVI 6ronornyecknmm KNOKOCTAMU, yl"\aKOBKe passefieHws),  Ko3uit
BKIOYas Crepmy, LepBUKasibHbIA UMW BarvHanbHbIA CEKPET, e 000
CIIOHY, MOYy M npoadykTbl kKpoBwu.[1,2,3] ¥ uyenoBeka CMV- ProClin 300 & kauectse
~ KOHCepBaHTa.
MH(beKU.MH 06bHHO HPOTEKaeT B nerkoun CbOPMe " CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
beccumnTtomMHo. OpHako y  GepeMeHHbIX  XKEHLLUUH, 10 mnwa | 10 mn /| 1.0 mn /| TRIS c GenkosbiM
o bnakoH bnakoH bnakoH crabunusartopom
HOBOPOXAEHHbIX M Miogen ¢ ocnabneHHbIM UMMYHUTETOM (BSA), 0,05% ProClin
CMV-MHMEKUMSt  MOXET  NMPEACTaBNsATb  3HAYUTENbHBIN S opaara, T
Meﬂ,I/ILlI/IHCKI/Iﬁ pI/ICK[4,5,6,7]. CAL2 1 dnakoH, 1 dnakoH, 1 dbnakoH, Kanubpatop 2, CMV
1,0 1,0 ! 1,0 / IgM 7
Ona  aunarHocTvkn  CMV-MHMeKUMM  Mcnonb3yeTcs dnaon | dnaxon dnakon O peenossiecn) 2
cepornoruyeckoe TeCTUpOBaHue. HepaBHsia unm cTabunu3atopom Genka
(BSA), 0,05% ProClin
npegLwecTsyloLLas CMV-uHdekuns MOXeT 6bITb 300 B  Kavectse
OMarHoCcTMpoBaHa nyTem onpeaeneHus Hannuust aHtu-CMV KOHEEPEAHTE

IgM un IgG. Kak npaBuno, CMV-uHdekuma cHavana
BbI3blBaeT BbipaboTky IgM, a 3aTtem otBeT IgG.[8] ABMAHOCTL
IgG n3mepsieT 3penocTb aHTUTEN, KOTopasi OYeHb HU3Ka B
nepBble HEAENM NOCne NEPBUYHON MHMEKLIMUN 1 NOCTENEHHO REF
yBenuuMBaeTcss C TedeHWeM BpemeHu. [lepBuyHyto
MH(EKLMIO MOXHO onpeaenqTb no cepokoHeepcun CMV-
crneundumyeckmx IgG B napHbIX CbIBOPOTKaX, COOpaHHbIX C REF
pashuueit B 3-4 Hedenu, UNM MO  MOMOXKUTENLHOMY pactBop (1x): pactBop  rugpokcuaa
pesyneraty IgM B codeTaHum ¢ HU3KoW aBuAHocTbio 1gG.[9] HaTpuns.
O6HapyxeHue IgM 1 IgG B COMETAHUM C HU3KOI aBUAHOCTbIO REF| | C89997, T[pombiBouHbin Gydep (1x):
REF
REF

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)

C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekncu Bogopoaa.
C89998/C89958/C89948, TpurrepHbin

IgG CBUAETENbCTBYET O NEPBUYHON MHMEKLMN B TeueHue ¢pocdatHO-ByhepHbilit ConeBoi pacTsop.
nocnegHux 2-4 mecsues.[10] Bbicokas asugHocTb IgG C80001, T[lpombiBOYHbIA Bydep (10x):
npeanonaraetr, 4Tto WHduuMpoBaHue CMV nponsoLno docdartHo-6ydepHbIi conesow pacTeop.
6oree YeM 3a nsATb MecsiLeB Ao atoro.[11,12] E C6100, PeakumnoHHbIV cocya,.

MpuHLAn aHanusa ZCC047, CMV IgM KoHTporb.

AHanus iFlash-CMV IgM - 310 HenpsiMon m CC844, CMV IgM KoHTpons.
MMMYHOMEPMEHTHbIV aHanu3 ¢ UCMoNb30BaHMEM MPSIMOro
XeMUIIMUHOMETPUYECKOro metoaa.

. Cucrema
. 1-9  uHKkybaumsi: O6pasen uHKyOuMpyeTca cC
napamarHuTHbIMU MUKpOYacTULaMu, NOKPbITEIMU PearenTbl 1x50 Tectos/yn. u 2x50 Tectos/yn.
AHTUrEeHOM CMV. CMV |gM B o6pa3ue NPpUMEHATCA ana XeMUNtOMUHECLIEHTHOIO

nMmmyHoaHanuaartopa: iFlash 3000-C, iFlash 1200-A,

CBA3bIBAETCH  C  YacTuuamu,  MOKPbITbIMK ! A
aHTUreHom CMV, 1 06pasyeT KOMMAEKC aHTUreH- iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
AHTUTENO. iFlash 9000-A.
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AHTUTena knacca IgM K uutomeranoBumpycy

(CMV IgM) iFlash

2x150 Tectoe/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oguH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nony4yeHHble U3 OMONOrMYecKUX  UCTOYHWMKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonornyeckme marepuansl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHLManbHO
MHAEKLMNOHHBIE.

e CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbC B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoOnNb3ys noaxodsiiee
Ae3nHduumpyoLee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLMM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTtopHble "
vHOVBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakkKe MCNonb3oBaTb AaHHbIN
npoayKkT B COOTBETCTBUM C MapkuMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMONb3YLWMA  3TOT
Habop, AomKeH ObITb TakKke 0Oy4eH M 03HAKOMIIEH C
WHTeprpeTaunen peynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

e O nbom cepbe3HOM MHUMAEHTE, MPOU3oLIeaLLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npou3BOAUTENIO " KOMMNEeTeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb Uy NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WUNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCSA MocHe
YKa3aHHOro CpoKa rofHOCTH.

e l3bBerante obpa3oBaHus Ny3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynaKkoBKe roTOBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe riakoHbl C
kanubpartopamu un xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHToB Unn Mexay Habopamu peareHToB.

o [lepen 3arpyskoni Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (prakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpoYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHaupoBaHbl.  EcnvM  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHyl  MHGOpMaUuK O  Mepax
npeaoCcTOPOXHOCTU Npy 06paLLeHnmn ¢ peareHTamu BO
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BpeMsi paboTbl CUCTEMbI CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

o XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUN.

e Habop cnegyer wucnonb3oBaTb cpasy nocrne
M3BMeYeHNst U3 xpaHunuiia npu temnepartype 2-8°C.
o CnepyeT usberatb 3aMOpPaXXnBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 28 gHen.

e YnakoBku, Haxogsiwmecsi Ha 6opTy: 28 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHayemble o6pasLbl - CbIBOPOTKA U Nra3ma
(remapwuH nuTus, renapuvH Hatpusi u K2-EDTA).

o [lepen ueHTpudyrmposaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
copmumpoBancs  Cryctok. [Ons  nauueHTos,
NpoxoasiLLmX neyexuve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

o LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOWM
Temneparype (20-25°C) B Te4eHue 8 4acos.

e OO6pasubl MOTryT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 14 gHen.

e OG6pasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 gHen.

e 3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocre oTTauBaHus.

e O6pasubl pekoMeHOyeTCcsi 3aMopaxuBaTb He
bonee yem 3 pas(a).

e LleHTpudyrupynte o6pasupbl C NMUNMAHBIM CIIOEM
Ha BepxHeW YacTu W nepeHocuUTe TOMbKO
OUMLLEHHbI  obpasey 6e3  nMnNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
PUnbpUHa 1 KNETOYHOrO BELLECTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybeguTtecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTN YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WNM  ayTonCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANs TeCTMPOBAHUS.

Mpoueaypa aHanu3sa



. MogpobHyto  nHdopmaumo NOArOTOBKE
CUCTEMBI CM. B WHCTPYKUMW MO 3KcnnyaTau,vm
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WITPUXKOAE Ha YMNakoBke C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTulbl, 4TOObl OHU
XOpOLLO NepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINONHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 B cTOMKY
ansa kanubpatopoB B 30He obpasua. Odepxute
KanubpaTtopbl OTKPbLITEIMWA TOMBKO BO BpeMs
KannopoBKu.

. Cpenavite kanubpoBKy, a 3aTem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHust
Heobxoammo 10 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbINOMHUT BCce OYHKUMKU 1
noacyMTaeT pesynsrarthbl.

Kanu6poBka
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0 O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. Onsa BbINOMHEHUS KannoépoBKu iFlash
BoinonHnte Tect CAL1 wn CAL2 B aByX
aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.
. lMocne Toro kak KanmubpoBka MpuHATa W
coxpaHeHa, Bce nocnegyoLime o6pasLbl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 28 gHen npu Ucnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoAsiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcst
ucnons3oatb YHLO CMV IgM Control, EVER-BLUE
CMV IgM Control. Kpome TOro, MOXHO MCNonbL30BaTb
Apyrue KoMMepyecku [OOCTynHble MaTtepuansl Ansi
KOHTPOMNSI KayecTBa, COAepXaliMe He MeHee [BYX
YPOBHEN aHanuToB, KOTOpble ObiMM MPOBEPEHbI
naboparopuein.

KoHTponu ans pasHbix ypoBHEN AOMKHbI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMOoMnb3yeTcsi, OAWH pa3s ANs Kaxaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA Mnn TpeboBaHWsSIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBarensi. Cnepgyite MHCTPYKUMAM no
obpalleHNto 1 XpaHEeHUo MaTepuarnoB AJ1si KOHTPONs
kayecTBa. Kaxxgas nabopartopusi JOMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWs 1 OMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
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AHTUTena knacca IgM K uutomeranoBumpycy
(CMV IgM) |Flash

Pe3ynbtaTbl KOHTpONsi KayecTBa, BbIXOAAWME 33
npegensl 4ONYCTUMbIX AManasoHOB, MOTYT yKa3blBaTb
Ha HEOEeNCTBUTENbHOCTb PE3YNLTAaTOB TECTA, B 3TOM
crny4yae MOXHO NPeAnpuHSTb criedytolne AeCTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoanmMoe
TEXHUYECKOe 0GCnyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NnocTaBLLUKy yenyr TEXHUYECKOM
noaaepkku Unv AUCTpuobIoTOpY.

Pe3ynbrart

Pacuer

AHanusaTtop aBTOMaTW4eCKM BbIYUCNSIET MOPOroBoe
3HayeHne Ha ocHoBe uamepeHuss CAL1 n CAL2.
PesynbraTt 06pasua BblgaeTcs nubo Kak peakTUBHbIN,
nnbo Kak HepeaKTUBHbIN.

PesynbraTel npuBegeHsl B AU/mn.

PesynbraThl npeactaeneHsl B COL.

WHTepnpeTauus pesynsraTtos

Moporosoe 3HayeHue: 20 AU/mL

HepeakTtuHbI: <18 AU/mL;

HeonpegenexHbii18 - 22 AU/mL;

PeaktuHbIn: 222 AU/mL.

Jlvua ¢ HepeakTUBHbIMK pe3ynbTaTamu yKa3sbiBaloT Ha
OTCYTCTBME OCTPOW MHpeKUMU.

O6pasubl C HEOAHO3HAYHbIM PEe3yNbTaToOM [OIMKHbI
ObITb NOBTOPHO NPOTECTUPOBaHbI. Ecnin pesynerar Bce
elle HeornpedeneHHbl, HeobXxogumMo MNpPOBECTU
MOBTOPHbLIN a@HanW3 B TeYEeHUEe COOTBETCTBYIOLIENO
nepuoga BpemeHu (Hanpumep, 2 Hegenw).
PeakTuBHbIN pe3ynbraT yka3biBaeT Ha NEPEHECEHHYI0
UNN oCTpylo MHdpekumio. Takue noan noTeHumansHO
noasepxeHbl pucky nepegayin CMV-uHdekunn.

OrpaHuyeHusi

. Habop iFlash-CMV IgM npegHa3HaueH TONMbKO
ansa onpegenexdus CMV IgM B yenoBeveckon
CbIBOPOTKE WNM  Nna3me  (NUTUA-renapuH,
renapuvH Hatpuss u K2-EDTA). OH He 6bin
BanMaMpoBaH Ans UCMoNb30BaHWsA B nnasve c
APYrMMU TUNaMM aHTUKOArymnsHTOB.

. Ecnn  pesynbtratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 0OLLEN KITMHUYECKOW
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbTaThl KNMHUYECKOro aHamHesa.

. Ha aHanus He BnusT (pasHuua meHee 10%)
MKTEPUYHOCTb (bnnnpybunH<30 mr/gn), remonus
(remorno6unH<1500 mr/an), ninemus
(Tpurnuuepunabi<1500 mr/on) n obwmn 6enok B
cbiBopoTke kposu (<10 r/an)

. BmeluatenbctBa CO CTOPOHbI PEBMATOMAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
Hr/MI.

. BmewartensctBa co  ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

. BmewartensctBa co crtopoHbl  AMA  He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOU3BOMbHbIX €ANHWL, /MIT.



(CMV IgM) iFlash

Hwukakoro BNUSAHNSA obuero [o] €] He
Habnoganocb BNAOTb 40 KOHUEHTpauuu 7 r/an.

. Hwukakoro BINUAHUSA obLuero IgM He
Habnioganocb BNNOTb A0 KoHueHTpauuu 0,4
r/an.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMIyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTarThl,
nonyyeHHble B OTAENbHbIX naGopaTopusx, MOryT
oTnnYaThCs.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegenanuce B
cooTBeTcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 20 gHen, B 3 mMecTax, 2 NporoHa B AeHb, 3
nosTopa B Kaxaom NpOroHe. PesynsraTthl
uccriefoBaHusl NpeacTaBneHbl HUXe:

Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
H1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(AU/m ne % ne %
L) (AU/mL) (AU/mL)
1 10.61 0.594 5.60% 0.985 9.28%
2 23.07 1.131 4.90% 1.780 7.72%
3 156.27 6.784 4.34% 10.042 6.43%
KK1 9.10 0.538 5.91% 0.801 8.80%
KK2 55.83 2.436 4.36% 4.063 7.28%

AHanuTtuyeckas cneumpU4HOCTb

AHanutudeckasi cneuuduyHocTb aHanu3a iFlash-
CMV IgM oueHnBanacb Ha npumepe KpoBW NauneHToB
C CUCTEeMHOWM kpacHowm BonyaHkon, CMV IgG, Toxo IgM,
Rubella IgM, HSV-1 IgM, HSV-2 IgM, HBV IgM, HAV
IgM, Mycoplasma pneumoniae IgM, EB VCA IgM, EB
EA IgM, V2V IgM, Influenza A virus IgM un Influenza B
virus IgM.

BapuaHt KonuuyectBo Konuyectso o6pa3uos,
UCTIbITaHHBIX He [aBLNX peakLun ¢
obpasuoB iFlash-CMV IgM

KpoBsb nauueHTa c 12 12

CUCTEMHOM KpacHoi

BOMYaHKoMN

AutuTena knacca IgG k 13 13

uuTOoMeranosupycy
AutuTena knacca IgM k " "
Tokconnasme

AutuTena knacca IgM k 10 10
BUDYCY KpacHyXu

AnTtuTena knacca IgM, k 12 12
BUpyCy repneca

npocroro 1 in
AutuTEna knacca IgM, 1" 1"
IgG k Bupycy repneca
npocToro 2 Tun

Bupyc renatuta B (HBV) 13 13
IGM
Anti-HAV-IgG  (aHTuTEna 10 10

knacca IgG k Bupycy
renartuta A)
Mycoplasma " "

pneumoniae IgM

AHTUTENA K KancugHoMy 13 13
aHTureHy EBV VCA IgM

EB EA IgM 12 12

AutuTena knacca IgM k " "
Bupycy Varicella-Zoster

Influenza A virus IgM 13 13
Influenza B virus IgM 10 10
Bcero 162 162

Bbinv  npoTecTupoBaHbl  criedyloliue npenapatbl,
BIMSIHUSA Ha pe3yrnbTaThl aHanusa He 0GHapYKeHO.

npenapart KoHueHTpauus
raHuuknoBup 800 mr/n
BanraHumknosup 900 mr/n

Knunuyeckue nokasarenu

Bbino npoBegeHo cpaBHeHve aHanu3a iFlash-CMV
IgM ¢ koMmepueckn gocTynHbIM aHanmM3om CMV IgM ¢
MCnonb3oBaHWEM KNUHUYECKKX 06pasLIoB.

YacTtoTa nOnoXUTENbHbLIX COBMAAEHUA CcocTaBuna
97.16% (95%Cl: 93.94%-98.69%).
YacTota oTpuuaTenbHbiX COBMageHWi CcocTaBnsieT
99.76% (95%Cl: 98.63%-99.96%).
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AHTUTena knacca IgM K uutomeranoBumpycy

O6uwasn 4actota coBnageHuit cocrtaenseTr 98.87%
(95%Cl: 97.69%-99.45%).

KpaTtkas wuHdopmauma o 6GesonacHoCcTU M
Npon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumss o  6GesomacHocTM  u
NMPON3BOAUTENBHOCTU AocTynHa Ha caiite
https://ec.europa.eu/tools/eudamed.

Ucnonb3oBaHHas nutepartypa

1. Bowden RA. Cytomegalovirus infections in
transplant patients: methods of prevention of primary
cytomegalovirus. Transplant Proc. 199123(3 Suppl
3):136-138, discussion 138.

2. Lang DJ, Kummer JF. Cytomegalovirus in semen:
observations in selected populations. J Infect Dis.
1975;132(4):472-473.

3. Reynolds DW, Stagno S, Hosty TS, et al. Maternal
cytomegalovirus excretion and perinatal infection. N
Engl J Med. 1973;289(1):1-5.

4. Munro SC, Hall B, Whybin LR, Leader L, et al.
Diagnosis of and screening for cytomegalovirus
infection in pregnant women. J Clin Microbiol.
2005;43(9):4713-4718.

5. Cannon MJ, Davis KF. Washing our hands of the
congenital cytomegalovirus disease epidemic. BMC
Public Health. 2005;20;5:70.

6. Pass R, Griffiths C, August A. Antibody Response to
Cytomegalovirus  after Renal  Transplantation:
Comparison of Patients with Primary and Recurrent
Infections. J Infect Dis. 1983;147(1):40-46.

7. Hecker M, Qui D, Marquardt K, et al. Continuous
cytomegalovirus seroconversion in a large group of
healthy blood donors. Vox Sang. 2004;86(1):41-44.

8. Verma S, Weiskopf D, Gupta A, et al
Cytomegalovirus-specific CD4 T cells are cytolytic and
mediate vaccine protection. J Virol. 2015;90(2):650-
658.

9. Mace M, Sissoeff L, Rudent A, Grangeot-Keros L. A
serological testing algorithm for the diagnosis of
primary CMV infection in pregnant women. Prenat
Diagn. 2004;24(11):861-863.

10. Lazzarotto T, Guerra B, Lanari M, et al. New
advances in the diagnosis of congenital
cytomegalovirus infection. J Clin Virol. 2008;41(3):192-
197.

11. Prince HE, Lape-Nixon M. Role of cytomegalovirus
(CMV) IgG avidity testing in diagnosing primary CMV
infection during pregnancy. Clin Vaccine Immunol.
2014;21(10):1377-1384.

12. Davis NL, King CC, Kourtis AP. Cytomegalovirus
infection in pregnancy. Birth Defects Res.
2017;109(5):336-346.

Shenzhen YHLO Biotech Co., Ltd.,
Building 1, YHLO Biopark, Baolong 2nd Road,
Baolong  Subdistrict, Longgang  District,

Shenzhen, Guangdong, 518116, Kutan
Ten.: +86-0755-26473359

WaHnxan WHTepHewnn XongumHr Kopn., MvbX
(EBpona). OwudewTpacce 80, 20537 ambypr,

m lepmaHus

MpunoxeHune A

A66peBuatypa O6bsACHeHue
KatanoxHbii Homep
(aptukyn)
|CA LI Kann6partop




AHTUTena knacca IgM K uutomeranoBumpycy
(CMV IgM) iFlash
[R]

PeareHT

MEeCTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapOoAHbIMY NpaBunamu.

CopaepXuT KONM4YecTBo
<Nn> TecToB Bepcusi: 04, 2024-01-12
AHanusatopbl/npnubopsbl,
YSTEM Ha KOTOPbIX MOXHO
1cnosnb3oBaTh peareHTbl

Mpoussogutens

YNONMHOMOYEHHBIN
npeacTaBuTerb B
EBponeinckom
coobliectse

Mmnoptep

@EEI@

MapkupoBka
cootBeTcTBUS CE ¢

c € NAEHTUPUKALNOHHBIM
2797 HOMepoMm

HOTUULMPOBAHHOTO
opraHa

OCTOpOXHO

O3HakoMbTEeCh C
MHCTpYyKUMEen no
NPUMEHEHWIO

[Onsa guarHoctukm In vitro

Howmep nota

CrpaHa-npoussoguTens,
narta U3roToBrneHus
YHUKanbHbIN
naeHTndukaTop
yCTpONCTBa
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Buonornyeckuii puck
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M30b6paxeHunsa ans

npeaynpexneHus
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3TON CTOPOHOW BBEPX

Mpunoxexnue b

. OnacHblii komnoHeHT: 0,08% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] n 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))

. CurHanbHoe cnoBo: [pegynpexaeHue

. 3asaBneHns 06 onacHoCTu:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio

KOXMW.
. MpenynpexaatoLme 3asiBreHns:
. P261: M3berante BObIXaHUA

nbinu/napos/ra3a/TymaHa/napos/cnpes.

. P280: HapeBaliTe 3awwmuTHbIE NepyaTku.

. P333+P313: Mpu nosiBneHun pasgpaxeHnst Koxu
Unm cbinu: obpaTuTech K Bpayy.

. P362+P364: CHumMUTe 3arpsi3HEHHYI0 ogexay u

noctupaiTe ee nepen NOBTOPHbLIM
1Cnonb30BaHNEM.
. P321: HemenneHHo obpatuTechb 3a MOMOLLBIO K
Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c
5
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KpeaTtnHkuHasa MB (CK-MB) iFlash

REF C89242-S C89242 C89242-L KOHbloratom aHTn-CK-MB, o06pasys caHaBuuy-
|| KoMMeKc.

W 1x50 2x50 2x150 e TlpombiBka: Moa AeicTBMEM MarHUTHOrO Mons

TecTos/yn. TecToB/yn. TecTos/yn. MarHuTHble YacTuLbl afcopbupyHOTCS Ha CTeHke

Cuctemsbl: | iFlash 3000-C; iFlash 1800-A; peakunoHHon Tpybku, a HeCcBsI3aHHbIE MaTepuarnbl
iFlash 1200-A; iFlash 9000-A CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.

,W Ans anarHocTtuky in vitro e 3anyck u u3MepeHue curHana: B peakumoHHyo

cMmecb  pgobaBnsioTcs npe-TpUrrepHbIn "

TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi mM3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

CywiectByeT npsiMasi  3aBUCMMOCTb  Mexay
konmyectBom CK-MB B 06pasue n Konun4ectsom
RLU, onpegensiemMbiM OMNTUYECKONW CUCTEMOW
iFlash.

Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOMW,
nonyyeHHon n3 QR-koga peareHTa.

c €2797

HasBanue .
KpeatuHkmHasa MB (CK-MB) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN: 692591270042GZ o

MNpeanonaraemoe ucnonb3oBaHue
AHanu3 iFlash-CK-MB - 3T0 XeMWUIIOMUHECLIEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU

yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns PeareHTbl
n3ocpepmeHTa MB kpeatuHkuHasbl (CK-MB) B cbiBOpoTke 1 Komn | 1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn.
nnasme KpoBW YernoBeKa, B3SITbIX Y NUL, C NOAO3PEHMEM Ha R 0 5 5 NMonormonanome
I/IH(bapKT Muokapga (|/||\/|) c MOMOLLIbIO ynakoska, ynakosku, ynakosku, aHTuTena CK-MB,
3,5 mn Ha 3,5 mn Ha 9,1 Mn Ha MOKPbITbIE
aBTOMaTU3MPOBAHHOIO XEMUNIOMUHECLIEHTHOTO yhakosKy yhakoBKy yhaKoKy NapaMarHATHLIMM
MMMYHOMEPMEHTHOrO aHanusatopa. AHanusartop iFlash- mﬁf:“g“;;“ﬂ:mm_
CK-MB npegHasHayeH Ans Ucnornb3oBaHWUs MEAULMHCKUMUN 0,05% ProClin 300 B
paboTHVKkamMu B nabopaTtopum unm oby4eHHbIM NEPCOHANoM = : 3 KGHECTES KOHCEpBATE.
yNakoBKu 2yna|<oa|<m MeueHblit akpugvHuem
B na6opaT0pV|V| B KayecTBe BCnomoraTtenibHOoro cpefncrtea ynakoBka, no4,0mne no 8,8 mne MOHOKIOHAMbHbIi
QNS AUArHOCTUKV M MOHWUTOPWHIA MHAapkTa M1okapaa (MM) g | yrorose | ymaKOBKe. | AT O o
Hapagy ¢ APYTMMU KIUHUYECKUMN MeTodamu. 0,05% ProClin 300 &
KayecTBe KOHCepBaHTa.
CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 1, 6ycdep
OI'IVICEHVIG n 06'bi|cueHv|e 1,0 mMn Ha 1,0 mMn Ha 1,0 mMn Ha TRIS co
bnakoH bnakoH bnakoH crabunusatopom
B kneTkax «uMTO30MbHbIE» PEPMeHTbI CK coCcToAT U3 ABYX Genka, 0,05% ProClin
cyBbeanHuL, KoTopble MOTyT BbiTb NMBo B (Moarosor Twn), S opaara, o™
nm6o M (Mbiweynbii T1n).[1] Takum obpasom, cylecTsyeT TMODUNMSMPOBaHHBIiA
. MOPOLLIOK.
TpY pasnn4HbIX M30CbepMeHTa- CK'MMv CK-BB n CK-MB. CAL2 1 cbnakoH, 1 cbnakoH, 1 cbnakoH, Kanu6parop 2, CK-MB
q)yHKLlI/IOHaJ'IbHaﬂ CprKTypa ﬂByX rlOCﬂeﬂHVIX 1,0 mMn Ha 1,0 Mn Ha 1,0 mMn Ha (a_KcljpechpoBaﬂHblﬁ
o bnakoH bnakoH bnakoH Pichia  pastoris) B
MUTOXOHApUWanbHbix n3odopm CK npencrtaensier cobon Gypepe TRIS  co
oKTamep, COCTOSILLMIA U3 YeTbipex AMMepoB kKaxaas.[2] B g;j‘z:“"‘gaggj}f”%c”n
Muokapge (cepaevHon mbiwue) CK-MM akcnpeccupyertcs 300 B  Kavectse
Ha 70%, a CK-MB - Ha 25-30%.[3] CK-BB akcnpeccupyetcst oA POBaHH
NPenMYLLECTBEHHO B MO3re M rMmaakux Mblliuax, BKIoYas M1OpOLLIOK.
CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 3, CK-MB
COCyﬂbl N TKaHun MaTKM-[4] CK'MB - 370 KaP.CIVIOMapKep, 1,0 Mn Ha 1,0 Mn Ha 1,0 Mn Ha (aKcnpeccupoBaHHbIN
) bnakoH bnakoH bnakoH Pichia  pastoris) B
ncrnonb3yembln  Ans  AMArHOCTMKM  OCTPOro  MHdapkTa Bvbome RS oo
Muokapga. OH wu3mepsieT ypoBeHb CK-MB B KpoBw, cTabunmsaropom
~ Genka, 0,05% ProClin
CBA3aHHOW KOMOMHAaUUWM OBYyX BapuaHToB (M30hepMEHTOB 300 B auecran
CKM wun CKB) depmeHTa docdokpeaTnHknHasbl.[5] KOHCEpBaHTa,
NMOOUNU3NPOBAHHDII
HekoTopble 3aboneBaHusa Takke MPUBOAAT K MOBbILEHUIO nopoLLok.

ypoBHs1 CK-MB B KpoBM, Hanpumep, nopaxeHne CKeneTHbIX
MbILLUL, AEPMATOMMO3NT, MblleYHas aucTpodust JioeHHa,
cuHgpom PAD, pacnaz nonocaton MblliLbl, Nepeso3npoBka

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMIIEKTE
marepuanbl)

HapKOTUKOB, AENUPUYM TPEMEHC UINU  XPOHUYECKUN C89999/C89959/C89949, Mpe-
ankoronuam. [1,6-8] B Hauane 1970-x rogoB BcemupHas TpurrepHbln ~ pactBop  (1x):  pacTBop
opraHmsaums  3gpaBooxpaHeHuss  (BO3) onpepenvna nepek1cn Bogopoaa.

coyeTaHne  obwen  kpeaTwHkMHasel  (CK) u  CK- C89998/C89958/C89948,  TpurrepHbiii
MUOKapananbHow rnonocsl (CK-MB) B KayecTBe pactBop (1x): pacTeop rvgpokcuaa
nabopartopHbix GuomapkepoB nHgapkTa muokapga. B 1999 HaTpus.

rogy wu3-3a 6Gonee BbLICOKOW  YyBCTBUTEMbHOCTU U C89997, TMpomblBouHbIi  Bycbep  (1x):

cneunduyHocT Obinn BBeAEHbl CepAeyHble TPOMOHWHBI
(cTn).[9] CepgeyHble TponoHuHbl (cTn)  saBnsOTCA
npeanoYTUTENbHBIMM  Griomapkepamn Ans  onpeaeneHvs
MHapKTa MuUOKapaa, W €ecnuM aHanmM3 Ha cepAaevHbln
TpOMoHWH (cTn) HeOoCTynmeH, nydlen ansTepHaTMBON
saensetca CK-MB, u3MepeHHbIi C MOMOLLbIO MacCOBOrO
aHanusa.[10]

docaTHO-6ydpepHbI coneBon pacTBop.
C80001, MMpombiBoYHbIN Bydep (10x):
docaTHO-6ydhepHbI coneBon pacTBop.
C6100, PeakumnoHHbIV cocya.

[REF|
[REF|
[REF|
[REF|
[REF]

REF
REF
REF
REF
REF
REF

ZCCO057, Immunoassay Multi KoHTpons.

=

CC817, Immunoassay Multi KoHTponb.

MpuHuMn aHanusa

AHanus CK-MB npeacrtaensieT  cobon COHABWY- Cucrema
MMMYHOaHann3 Cc ncnonb3oBaHUeEM npsimow PeareHTbl 1x50 TEeCTOB/KOMMIMEKT n 2x50
XEMUITIOMUHOMETPUHECKON TEXHUKN. TECTOB/KOMMNNEKT NPUMEHSIIOTCS ans

. WHkybauusi: CK-MB B o6pasue pearupyeTr c
napamarHuTHbIMU MUKpOYacTULaMu, NOKPbITEIMU
aHTn-CK-MB, 1 meyeHbIM akpugnHuem-achupom

XEMUIIOMVHECLEHTHOTO MMMYyHOaHanu3aropa: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A u iFlash 9000
CLIA-aHanum3atopa: iFlash 9000-A.
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KpeaTtnHkuHasa MB (CK-MB) iFlash

2x150 TecToB/Habop peareHTOB npumeHsietcst k CLIA-
aHanusaropy iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3 OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCcKMX KUBOTHBIX/MUKPOBHbIX), He NnepeaaayT
Hdekuuto. Noatomy Bce buonormyeckme marepuansl
crnepgyet  paccmaTtpuBaTb  Kak  MOTEHLManbHO
MHAEKLMOHHBIE.

e CobniopavTte 06bl4YHbIE MEPbI MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxoasiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4eHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npoaykT B COOTBETCTBUM C MapkuMpoBkou. Becb
nabopaTtopHbid  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M O3HAKOMIIEH C
WHTeprpeTaunen peynstaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM Heobxoanmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb Uy NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON nouTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCSA MocHe
YKa3aHHOIo CpoKa rof4HOCTH.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl B ynakoBKe roToBbl K UCMOMb30BaHMIO.

e OCTOpPOXHO pacTBOPUTE COAEPXMMOE KaX[oro
dnakoHa kanubpaTtopa, AgobasuB poBHO 1,0 Mn
OUCTUINNNPOBAHHON WM OEWOHU3MPOBAHHOW BOAbI.
OcTaBbTe Ha 15 MUHYT B 3aKpbITOM COCTOSIHUM OISt
BOCCTaAHOBMEHUs. TlaTenbHO nepemellante u He
ponyckanTe 06pa3oBaHUs Ny3blPbKOB.

e KanubpaTtopbl 4OMKHbI ObITb U3MEPEHbI B TEYEHNE
30 MUHYT nocne pacTBOpPeHWsi, B MPOTUBHOM Clyyae
OHU AOMKHbI XPaHWUTLCS B 3aMOPOXXEHHOM BUAE.

e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

o [lepen 3arpyskoni Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpoYacTULbl BCE eLle MpuUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
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noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnv  MukpodacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHyl  MHPOpMaUMKD O  Mepax
npeaoCcTOPOXHOCTU NpU 06paLLeHnn ¢ peareHTamu Bo
Bpemsi paboTbl CUCTEMbI CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

o XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHUN.

e Habop cnegyer wucnonb3oBaTb cpasy nocrne
M3BMeYeHNst U3 xpaHunuiia npu temnepartype 2-8°C.
e PeareHT He cniedyeT 3aMOpaxuBaThb.

o KomnoHeHT R2 cnepyeT 3awmuiaTb OT UCTOYHUKA
cBeTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKN COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepatype 2-8°C: 54 gns.

e YnakoBkW, Haxogsilmecsi Ha 6opTy: 54 gHs.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHAayeTCsi WCMONb30BaTb CbIBOPOTKY Wnn
nnasmy B obpasuax renapuHa nuTusl, renapuHa
HaTpus, kanus OOTA.

e Kputepun cootBeTcTBUS TUNa BbIGOPKN: 95%-HbIV
[OBEPUTENbHbIA  UHTEpBaN CMELLEHUs UMeeT
nepeceyenve ¢ -7,5%~7,5%. HaknoH ypaBHeHus
perpeccun gomkeH coctaensaTte ot 0,9 oo 1,1, a
KO3 PMLMEHT KOppenaunn AomkeH bbiTe GonbLue
0,95.

o [lepen ueHTpudyrmposaHuem ybeauTecb, YTO B
obpasuax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
copmmpoBancs  Cryctok. [Ons  nauueHTos,
NpoXoAsiLLmMX neyexve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi Cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

o LleHTpudyrmpynTte obpasLbl.

e CblBOpOTKa M nna3ma B renapvHe nutus unu B
renapuHe HaTpus MOTyT XpPaHUTbCA B TeyeHve 3
yacos npu Temneparype 20-25°C; nnasma B 3OTA
Kanvs MOXEeT XpaHWUTbCA B TedeHue 21 yaca npu
Temneparype 20-25°C.

o CblBOPOTKa MOXET XpPaHUTbCSA B TedeHne 8 gHewn
npu Temnepartype 2-8°C; nnasma B renapuHe
nnTUA, renapuHe Hatpusa wunu kanus SOTA - B
TeueHue 10 gHen npu Temneparype 2-8°C.

e CblBOpOTKa M nnasma B renapvHe nutus unu B
renapuHe HaTpusi MOryT xpaHutbcsl 81 geHb npu -
20°C; nna3ma B OOTA Kkanusi MoXeT xpaHuTbcs 54
aHs npu -20°C.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTCcsi 3amMopaxuBaTb He
bonee yem 2 pas(a).

e LleHTpudyrupynte o6pasupbl C MUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuUTe TOMbKO
OuUMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOTO BELLECTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHus!.



e He ncnonb3yinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepen usmepeHuem ybegutecb, 4TO 06pasubl
nauueHTa, kanubpaTopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkn Ons cbopa o6pasLoB [OOMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) UNM  ayToOMCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNONb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB AN TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBI CM. B WHCTPYKLMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpPaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTa, COXPaHEHHbIE B
WITPUXKOAE Ha YNakoBke C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnun wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kanubpatopbl CAL1, CAL2, CAL3 B
CTOVKYy Ons kanubpatopoB B 30He oOpa3sua.
Oepxute KanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBky, a 3aTrem cpaenamnTe
Npo6HbIN  TECT C MNOMOLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHust
Heobxoammo 50 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbINOMHUT BCce (OYHKUMU 1
noacyuTaet pesynsrarthbl.

Kanu6poBka
. [MpocnexmBaemocTb: 3toT MeTon, Obin
CTaHAapTU3NPOBaH C MOMOLLbI BHYTPEHHEro
ctaHgapta YHLO ana CK-MB.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. Onsa BbINONTHEHUSI KanubpoBkM iFlash-
BbinonHute Tect CAL1 n CAL, CAL3 B aByx
aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.
. lMocne Toro kak KkanubpoBka MpuHATa U
coxpaHeHa, Bce nocrnegyoLume o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ncnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoAsiTCA BHE 30HbI
nencTeus.
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KpeaTtnHkuHasa MB (CK-MB) iFlash

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMK.

Ouana3oH namepeHus

0,3-280 Hr/mn.

3HaueHNs1 HKE HWKHEro npefena [AuanasoHa
n3mepeHun coobuwarTcs kak <0.3 Hr/mn. 3HayeHus
BbllLle BEPXHEro npefena JauanasoHa W3MepeHuii
coobuatoTtcs kak >280 Hr/mn.

KoHTponb kayecTBa

Ons koHTponsa kayectBa pekomeHaytTcs YHLO
Immunoassay Multi KoHTponb and EVER-BLUE
Immunoassay Multi KoHTponb.

Kpome TOro, MOXHO wncnonb3oBaTb  Apyrue
KOMMEpYEeCkM [OCTYMHble MaTepuanbl  KOHTpOns
Ka4yecTBa C He MeHee YeM [ByMS yPOBHAMW aHanuta,
npoBepeHHbIMK Nabopartopuen.

KoHTponu ans pasHbix ypoBHEW A0MKHBI NPOBOANTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WUCMOMb3yeTcs, OAMH pa3 Ans Kaxgoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B  COOTBETCTBMM C  MECTHbIMW  MNpaBunamu,
VHCTPYKUMSAMU unu TpeboBaHMAMW akkpegutauuum v
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnio 1 XpaHeHUI0 MaTepuanoB Ans KOHTPOns
kayecTBa. Kaxxgas nabopartopusi JOMmKHA YCTaHOBUTb
CBOU COBCTBEHHbIE LieneBble 3HaYeHNs U AoMyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONS KayecTBa, BbIXOAsWMe 3a
npeaensl AONyCTUMbIX Anana3oHOB, MOTYT yKa3blBaTb
Ha HedencTBMTENbHOCTb pe3ynbTaTtoB TecTa, B 3TOM
cry4yae MOXHO NPeanpuHATL crneayloline AencTBus:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasuamm KOHTPOrs KavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbIoTOpY.

Pe3ynbrart

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTo4  MOArOHKM  NOTMCTMYECKOW  KPMBOW  ANs
NnocTpoeHusi KanubépoBOYHOMN KpMBOM "
aBTOMaTUYECKOro pacyeTa KOHLEeHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl npuBegeHbl B Hr/MI.

Oxupgaemble 3Ha4YeHUs

WccneposaHne ¢ nomoulbio aHanusa iFlash-CK-MB
06pasuoB OT 276 BHeLUHe 300pPOBbIX MYX4UH (146) un
XeHwmH (130) pasnuyHbiX BO3pacTHbIX rpynn Aano
cnepyoLme pesynbraThbl:

My>x4mnHbl < 5,6 Hr/mn (95-1 NpoueHTUmb)

XKeHwmHbl < 3,10 Hr/mn (95-1 NpoueHTUIb)
PekomeHagyetcsi, 4TOoGbI  Kaxpgas — nabopatopus
ycTaHoBUnNa cBoe COBCTBEHHOE 3HaYeHUe oTceYeHust
ANs KOHKPETHON rpynnbl HACENEeHNs!.

OrpaHuyeHusi

. Habop iFlash-CK-MB npegHa3Ha4eH TOMbKO
ansa onpegenexduss CK-MB B cbiBOpoTke wnuv
nnasme KpoBW 4eroBeka (remapuH nutus,
renapvH Hatpus u OATA kanus). OH He 6bin
npoBepeH ANsi UCMONb30BaHWS Ha nnasme c
APYrMMU TUNaMM aHTUKOArymnsHTOB.



. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoOBECTU [OMNOMHWUTENbHOE TECTUPOBaHWE AN
noaTBEPXAEHNS pe3ynbTaTa.

. B pumarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEPNpeTUpoBaTh B CBETE 06LLEN KITMHUYECKOM
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbsTaThl KNMHUYECKOro aHamHesa.

. Pesynbtathbl ansTepHaTUBHBIX aHanu3oB
(Hanpumep, EIA unn RIA) moryT ObITb He
3KBMBANEHTHbI U HE MOTYT UCMONb30BaThCs Kak
B3aMMO3aMeHsieMble.

. O6pasupl, cogepxalume BMaUMbIN ypoBeHb CK-
MB go 20000 Hr/mn, He nposBnsnu adgdekra
Kptouka B aHanumse iFlash-CK-MB.

. Ha aHanus He BnusT (pasHnua meHee 10%)
VKTEPUYHOCTb (BunupybunH<40 mr/gn), remonus
(remorno6unH<1000 mr/an), ninemus
(Tpurnuuepugpl <3000 mr/on), obwwuin Genok B
cbiBOpoTke kpoBu (<20 r/an), 6uotuH (50 Hr/mm).

. BmeluatenbctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
1000 ME/mn.

. BwmewarensctBa co ctopoHbl CK-MM n CK-BB
He Habnoganocb BMMOTb [0 KOHUEHTpauuu
1000 Hr/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTUKK, pe3ynbTaThl,
nonyyeHHble B OTAENbHbIX naGopaTopusx, MOryT
oTnnYaThCs.

MpeunsmoHHoOCTb

MpeunsmoHHocTb iFlash-CK-MB onpepensinace ¢
MCMOonb30BaHMEM peareHToB, 06pasLoB U KOHTponewn
CK-MB. Ananusy noaBeprnucb 4eTblipe ob6pasua
CbIBOPOTKM, COCTOsIlUME U3 00pasuoB C HU3KOWM,
cpegHen n BbiCOKOW KoHueHTpauuen CK-MB, u gBa
KayeCTBEHHbIX MaTepuana.

[MoBTOpsiemocTb ¥ BHyTpunabopaTopHasi TOYHOCTb
ObInNu onpegeneHbl B COOTBETCTBUM C TpeboBaHUAMMU
EP5-A3 WHCTUTyTa KINMHUYECKMX U NabopaTopHbIX
crangaptoB CLSI (Clinical and Laboratory Standards
Institute), koTOpbI MPOBOAMT UCTbITaHUS B TedeHne 20
OHen ¢ gybnupoBaHWeM B KaXOoM MPOroHe v AByMsi
nporoHamm B [eHb. Pesynbtathl uMccrnenoBaHus
npuBeaEeHbl HUXeE:

Obpas CpeaH MosTOpsieMocTb BHyTpunabopatopHas
ey ee NPELM3NOHHOCTL
3Have CraHpapt koacbuum CraHpapt koacpuumn
H1e Hoe eHTa Hoe eHTa
(Hr/mn) OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
ne % ne %
(Hr/mn) (Hr/mn)
1 2.83 0.05 1.71% 0.09 3.11%
2 5.42 0.11 2.06% 0.19 3.42%
3 52.40 1.09 2.08% 1.72 3.28%
4 185.00 3.95 2.13% 6.56 3.54%
KK1 4.63 0.09 2.04% 0.14 3.02%
KK2 14.20 0.16 1.12% 0.28 1.97%

Bocnponssogumocts  6bina noaTeepxaeHa B
cootBeTcTBUM ¢ EP5-A3 CLSI, B pamkax koTtoporo
NpOBOAMNOCH TECTUPOBaHWE B TeveHwe 5 AHel Ha
Tpex nnowagkax v 5 pennuk B AeHb Ha Kaxaown
nrnowiagke, a Takke pacCYUTbIBANCs MNPOLEHTHbIN
koadpduumeHt  Bapunaumm  (%CV).  Pesynbrathl
nccrnegoBaHus NpuBedeHbl HUXeE:

O6paseL, CpenHee Bocnpon3soaMmMocTb
3HaveHue CraHpapTHoe koacbduumeHTa
(Hr/mn OTKIOHeHWe Bapuauum

(Hr/mn) %

1 3.29 0.14 4.32%

2 44.80 2.36 527%

3 93.70 4.45 4.75%

KK1 5.62 0.22 3.97%

KK2 17.20 0.71 4.16%
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KpeaTtnHkuHasa MB (CK-MB) iFlash

AHanuTuyeckas 4yBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0,06 Hr/mn

Mpepen obHapyxeHust = 0,17 Hr/mn

Mpepen konuuecTBeHHoro onpeaenenusi = 0,88 Hr/mn

Knunuyeckue nokasarenu

Bbino npoBegeHo cpaBHeHue aHanusa iFlash-CK-MB
(y) ¢ komMepyecku gocTynHbiM aHanunsom CK-MB (x)
Ha KnuHWYeckux obpasuax, KpuBasi MoAorHaHa c
NOMOLLbLI0  FIMHENHOM perpeccun  (Perpeccus
MaccuHra-babnoka).

y = 1.130x-0.0568

T=0.996

MexnapTuinHaa Bapuaums
MexnapTuiiHas Bapvaumss 3 napTMN  peareHToB
[ormkHa cocTtaensATb He 6onee 10%.

0630p 6e30NaCHOCTU U NPOU3BOAUTENILHOCTU
CBogka no GesonacHoCcTM U 3PPEKTUBHOCTU
A0CTyMnHa no agpecy
https://ec.europa.eu/tools/eudamed
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KpeaTtnHkuHasa MB (CK-MB) iFlash

Shenzhen YHLO Biotech Co., Ltd.,
Building 1, YHLO Biopark, Baolong 2nd Road,
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Subdistrict, Longgang  District,

Shenzhen, Guangdong, 518116, Kutan
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. OnacHblii komMnoHeHT: 0,05% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC

Ne 220-239-6] (3:1))
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CurHanbHoe cnoso: [pegynpexaeHue
3asBneHns o6 onacHoCTuU:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.

MpenynpexaatoLmne 3asBreHus:

P261: N3berante BObIXaHUSA
nbinu/napos/ras3a/TymaHa/napos/cnpes.

P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
P333+P313: Mpu nosiBneHun pasgpaxeHnst Koxu
Unm cbinu: obpaTuTech K Bpayy.

P362+P364: CHumMUTe 3arpsi3HEHHYI0 ogexay u
noctupaiTe ee nepen NOBTOPHbLIM
1Cnonb30BaHNEM.

P321: HemenneHHo obpatuTech 3a MOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUU c
MEeCTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XAyHapOAHbIMU NpaBunamu.

Bepcus: 05, 2024-01-12



Mwuornobun (Myoglobin) iFlash

C89241 C89241-L

REF C89241-S

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
Mwuorno6un (Myoglobin) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN: 692591270041GX

MNpeanonaraemoe ucnonb3oBaHue

Ananus iFlash-Myoglobin - 3T0 XeMuUnNIOMUHECULEHTHbIV
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
MuornobuHa B CbIBOPOTKE M MNna3Me KpPOBM YernoBeka,
B3STbIX Y NWL C MOAO3PEHUEM WNu MOATBEPXKAEHNEM

MHdapkTa Muokapaa (M) c NOMOLLbIO
aBTOMaTU3NPOBAHHOTO XEeMUITIOMUHECLIEHTHOTO
MMMYHOMEPMEHTHOrO  aHanmsatopa. Awxanu3  iFlash-
Myoglobin npegHasHaveH ansi MCMNONb30BaHWs
crneunanucTamm nabopaTopuii B KayecTBe
BCMOMOraTernibHOro  cpeactsa  NpU  AMArHoctvke U

MOHUTOPUHIE MH(papKTa MMOKapaa B COYETaHUM C APYrUMU
KMUHUYECKUMU METOAAMM.

OnucaHue n 06bsAICHEHNe

MwnornobuH - 3TO TEeMHO-KpacCHbIA LUTOMNNasmMaTu4eckumn
remMonpoTenH, KOTOpPbIN COAEPXWUTCA TONbKO B CepAEYHbIX
MUOLIMTaX U OKUCIUTENbHbLIX BONMOKHAX CKEMETHbIX MbILLL,.
MopnobHo remornobuHy, MUOrMOGUH BbINOMHSAET (PYHKLMIO
obpaTvmoro  cBSi3blBaHUS Kucrnopoaa n MOXeT
06pas3oBbiBaTb OKCUMMOINOOWH, KapbOKCMMMOMMOOUH wnmn
MeTMuornobuH u nubo HakannueaTtb Kucnopod, nmbo
[OCTaBMsATh €ro B MbILLEYHbIE KNETKV B NEPUOAbI TMMOKCUH,
aHOKCMM UMW MOBbILLEHHON MEeTabonM4eckon akTUBHOCTH.
[1,2,3] Bnarogapsi cBoel HU3KoM MonekynspHou macce (17,8
k[da) muornmobuH nonagaer B KPOBb BCKOpe Mocrne
NOBPeXAEHNs MUoKapaa W SBNSeTCs CaMblM  PaHHUM
MapkepoM MHdapkTa Muokapga (MM).[4,5]

MwnornobuH HaunHaeT yBenuuuBaTtbcsi Yepes 2 - 3 4 nocne
Hayana ocTporo uHdapkta muokapga (OWM), pgocturaet
nuka Yepes 6 - 9 4 nocne Ha4yana un 3aTteMm ucvesaeT yepes
18 - 24 4. lNockonbKy MWOrNOBOWH OEMOHCTPUPYET TaKyto
cneunduyeckyto KapTUHY yBENUYEHUS U UCHE3HOBEHWUS], OH
6bIn MCNoONb30BaH ANs AWArHOCTMKU rvnepmuokapamTa u
nonyynn 6onblioe BHMMaHME Kak napameTp penepdysvun
nocne Ttpombonutuyeckon Tepanun.[6] XoTs mwuornobuH
YyBCTBUTENEH K CEPAEYHON CMEPTH B TeYEHUe nepBbix 24 Y,
OH He creunduyeH Ansa cMeptu muokappa. OpHako B
OTCYTCTBME TMOBPEXAEHNS CKENETHbIX MbILWL, M MOYEeYHON
HEOOCTaTOMHOCTN CEepUHOE uccrefoBaHue MuornobuHa
nomoraet B AnarHoctuke octporo UM[7].

CornacHo CraHpapTtam nabopartopHow NpaKkTuKn
HauwoHanbHOM  akagemum  KINUHUYECKON  OUOXUMUM:
PekomeHaaumMmn no Mcnonb3oBaHWIO KapavoMapKkepoB npu
3aboneBaHNaX KOPOHAPHbIX apTepuii, MMOTTIOOWH ABNsSeTCs
MapKepoM, KOTopbi Hanbonee ahHEKTUBHO NOAXOAUT Ha
ponb paHHero mapkepa OWM. [loBbiweHne ypoOBHs
MuornobuHa obHapyXuBaeTcs B KpOBM yxe 4yepe3 1-2 4
nocne Hayana npuctyna v MoxeT ObiTb BecbMma
acpdekTnBHBbIM Ans uckniodeHuss OVM. Mpu ncnonb3oBaHum
TaKoOro paHHero mapkepa, kak MUOrnobuH, OCTPbIN HEKPO3
MUOKapaa MOXET ObITb 9P HEKTUBHO UCKITHOYEH B TEYEHNE 6~
9 4 nocne NoCTynneHVsl B oTAeNeHne HeOTNOXHOW NOMOLLM
(OHIM), n MoxeT OblTb MNPUHATO peLleHMEe O BbINMCKE
naumeHTa JOMOW UMK Ha KOWKY C HU3KMM YpOBHeM yxoaa[8].
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MpuHuMn aHanusa

AHanus iFlash-Myoglobin - 310 CAOHABWY-
MMMYHOMEPMEHTHBIA aHanu3 C MCNonb3oBaHWeM MeToaa
NPSIMOI XEMUITIOMUHOMETPUN.

. WHkybauusi: MuornobuH B obpasue pearupyet ¢
napamarHuTHbIMU MUKpPOYacTULaMu, NOKPbITEIMU
aHTUMMOrNMOBGUHOM, U MEYEHHbIM aKpUAMHUEM
KOHBIOraToM  aHTUMWMOTMOBMHOBBLIX  aHTUTen,
obpasyst CaHABUY-KOMMIIEKC.

. MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbupyHOTCS Ha CTEHke
peakunoHHon Tpybku, a HeCBsI3aHHbIe MaTepuarnbl
CMbIBaKOTCS MPOMbIBOYHBIM Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cvecb  pgobaBnsioTcs npe-TpUrrepHbin "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi mM3MepsieTcsl B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

e CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay
KONMM4ecTBOM  MuornobuHa B obpasue w
konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemon iFlash.

. Pesynbratbl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU M 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl
Komn 1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn.
R1 1 2 2 AHTUMMOrNOBHHOBbIE
ynakoBka, ynaKoBKM, ynaKoBKM, aHTMTena,  MOKphITbie
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha napamarHuTHbIMK
ynaKoBKy ynaKoBKy ynaKoBKy MUKpoYacTULaMM
(Mbiwb, 0,15  mr/mn),
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTA.
R2 1 2 ynakoBku 2 ynakoBku AKpUanHMIA-aCcTEp-
ynakoBka, no4,0mns no7,8mne MeyeHblit
40 mn B ynakoBke ynakoBke aHTUMKornobuHosoe
ynakoBke aHTUTeno

KOHbloraT (Mblwb, 0,4
wmkr/mn), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

R3 1 2 ynakoBku 2 ynakoBku Cpenctso Ans
ynakoBka, no6,5vMnB no 15,3 mn obpabotkn  obpasuos,
6,5 mMn B ynakoBke B ynakoBke 6ycdep PBS, 0,05%
ynakoBke ProClin 300 B ka4ecTBe

KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 Mn Ha 1,0 mMn Ha TRIS, c 6enkoBbiM
bnakoH bnakoH bnakoH crabunusartopom

(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,
NMOOUIN3NPOBAHHDINA.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 2,
1,0 mMn Ha 1,0 mMn Ha 1,0 mMn Ha MWOTMOBUH
bnakoH bnakoH bnakoH (4enoBeyeckuit) B

Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,08% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 3,
1,0 mMn Ha 1,0 mMn Ha 1,0 mMn Ha MWOTMOBUH
bnakoH bnakoH bnakoH (4enoBeveckuit) B

Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,08% ProClin
300 B KayecTee
KOHCEepBaHTa,

NMOOUIU3NPOBAHHDINA.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTe

marepuanbl)

C89999/C89959/C89949, Mpe-
TpurrepHbli ~ pactBop  (1x):  pacTBop

nepekucu Bogoposa.

C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pacTtBop rugpokcuaa

HaTpusi.

C89997, T[pombiBOYHbIN Bydbep (1x):

docaTHO-6ydpepHbI coneBon pacTBop.

REF
REF| | C80001, TlpombiBouHbii Gydep (10x):
REF
EF

docaTHO-6ydepHbI coneBon pacTBop.
C6100, PeakumnoHHbIV cocya.

R ZCCO057, Immunoassay Multi KoHTpons.




Mwuornobun (Myoglobin) iFlash

‘ [REF] ‘ CC817, Immunoassay Multi KoHTporib. ‘

Cucrtema
PeareHTbl 1x50 TECTOB/KOMMIEKT 7 2x50
TECTOB/KOMMNNEKT NPUMEHSIIOTCS ans

XEMUIIOMVHECLEHTHOTO MMMYyHOaHanu3aropa: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A u iFlash 9000
CLIA-aHanu3atopa: iFlash 9000-A.

2x150 TecToB/Habop peareHTOB npumeHsietcst k CLIA-
aHanusaropy iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nony4yeHHble U3  OMOMOrMYecKUX  UCTOYHWKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonormyeckme marepuansl
crnepgyet  paccmaTtpuBaTb  Kak  MOTEHUManbHO
MHAEKLMOHHBIE.

e CobniopaiTte 06bl4YHbIE MEPbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxoasiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHus B
rnasa.

e Bce cotpygHuku nabopatopuu, ucnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogyKkT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbid  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb TakKe 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen peynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENLHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/Unu naumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNeKTPOHHON noyTe.

Pa6ora c peareHTamu
e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOIo CpoKa rof4HOCTH.
e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.
e PeareHTbl B ynakoBKe roToBbl K MCMOMb30BaHUIO.
e OCTOpPOXHO pacTBOPUTE COAEPXMMOE KaX[oro
dnakoHa kanubpaTtopa, AgobasuB poBHO 1,0 wmn
OUCTUINNNPOBAHHON WM OEWOHU3MPOBAHHOW BOAbI.
OcTaBbTe Ha 15 MUHYT B 3aKpbITOM COCTOSIHUM OISt
BOCCTaAHOBMEHUs. TlaTenbHO nepemellante u He
ponyckanTe 06pa3oBaHUs Ny3blPbKOB.
e KanubpaTtopbl 4OMKHbI ObITb U3MEPEHbI B TEYEHNE
30 MUHYT nocne pacTBOpPeHWsi, B MPOTUBHOM Cly4yae
OHU AOMKHbI XPaHWUTLCS B 3aMOPOXXEHHOM BUAE.

. CrtabunbHOCTb pa3BegeHHoro kanubpartopa:
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. 2-8°C: 48 vacos;

. 20-25°C: 90 MUHyT;

. -20°C: 56 gHewn;

. Mpouecc 3amopaxvBaHWsA-OTTaUBaHWS: He

6onee 3 pas.

e He cwmewvBanTe peareHTbl BHyTpUM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.
o [lepen 3arpyskon Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpOYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpoOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHaupoBaHbl. Ecnv  MukpodacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.
e [lononHuTenbHylw  MHGOpMaUMK O  Mepax
npeaoCcTOPOXHOCTU NpU 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

o XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUN.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temneparype 2-8°C.
e PeareHT He criefyeT 3aMOpaxuBaThb.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKN COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekoMeHAOBaHHbIMU obpasuamu ABMAITCA
CbIBOPOTKa Mnu nnasma (NMUTUN-renapviH, HaTpum-
renapuH n K2-9TA).

o [lepen ueHTpudyrmposaHuem ybeauTecb, YTO B
obpa3suax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmmpoBancs  Cryctok. [Ons  nauueHTos,
NpoxoasiLLmX neyexve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi Cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOWM
Temneparype (20-25°C) B TeueHune 24 yacos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHune 10 gHen.

e OG6pasubl MOryT XpaHUTbCHA Mpu TemnepaType -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocre oTTauBaHus.

e O6pasubl pekoMeHOyeTCcsi 3aMopaxuBaTb He
bonee yem 2 pas(a).

e LleHTpudyrupynte o6pasupbl C NMUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuTe TOMbKO
OuYMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpUdyrposartb.

e [lepeg aHanu3om ybegutecb, 4TO OCTaTKu
PUnbpUHa 1 KNETOYHOrO BELLECTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3ayite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.



o [lepea usmepeHuem ybegutecb, 4YTO 06pasubl
nauveHTa, kanubpaTopbl U KOHTPONb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrue Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ans cbopa o06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

o XapaKkTepuctukm TEeCTUpOBaHMUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WNM  ayToMNCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNOoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANns TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B MHCTPYKLUMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WITPUXKOAE Ha YNakoBke C  peareHToM,
cuuTBIBaOTCS aBTOMaTuyeckn. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINONHUTE KanubpoBKy.

. MomecTuTe kanubpatopbl CAL1, CAL2, CAL3 B
CTOVKY Ans kanubpatopoB B 30He oOpa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3aTrem caenamnTe
NPo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N KaXxgoro onpeaeneHust
Heobxoammo 10 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT BCce (OYHKUMU 1
noacyuTaet pesynsraThbl.

Kanu6poBka
. [MpocnexmBaemocTb: OtoT MeToq
CTaHAapTU3NPOBaH BHYTPEHHWM CTaH4apTOM
YHLO ansa muornotuHa.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. Onsa BbINONHEHUSI KanubpoBkM iFlash-
BbinonHute Tect CAL1 n CAL, CAL3 B aByx
aksemnnapax, nonyuite RLU noporosoro
3HaYeHus.
. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegytoLme obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ncnonb3oBaHUKU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Perncrpanuna MH B Pocagpasragsope
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Mwuornobun (Myoglobin) iFlash

Ouana3oH namepeHus

1-1200 Hr/mn

3HaueHNs1 HKE HWXKHEro npefena AuanasoHa
n3MmepeHun cooblattes kak <1 Hr/mn. 3HayeHus
BbllLle BEPXHEro npefena JavanasoHa W3MepeHuii
coobuwatotcs kak >1200 Hr/mn.

KoHTponb kayecTBa

Ons koHTponsa kadyectBa pekomeHaywTcs YHLO
Immunoassay Multi KoHtTponb and EVER-BLUE
Immunoassay Multi KoHTponb.

Kpome TOro, MOXHO wucnonb3oBaTb  Apyrue
KOMMEpYEeCkM [OCTYMHblE MaTepuanbl  KOHTpOns
Ka4yecTBa C He MeHee YeM [ByMS yPOBHAMW aHanuta,
npoBepeHHbIMK Nabopartopuen.

KoHTponu ans pasHbix ypoBHEW A0MKHBI IPOBOANTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WUCMOMb3yeTcs, OAMH pa3 Ans Kaxgoro
Habopa peareHTOB 1 Mocne Kaxaow KanubpoBku unu
B  COOTBETCTBMM C  MECTHbIMW  MpaBunamu,
VHCTPYKUMSAMU unu TpeboBaHMaMW akkpeguTauuum v
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHuno 1 XpaHeHUI0 MaTepuarnoB Ans KOHTPOns
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOU COBCTBEHHbIE LieneBble 3HaYeHNs U AoMyCTUMbIE
AnanasoHbl Anst obecnedeHnss Hagnexatien paboTbl.
PesynbtaTbl KOHTpPONS KayecTBa, BbIXOAsWMe 3a
npeaensl AONyCTUMbIX Anana3oHOB, MOTYT yKa3blBaTb
Ha HedencTBMTENbHOCTb pe3ynbTaTtoB TecTa, B 3TOM
cry4yae MOXHO NPeanpuHATL crneayloline AencTBus:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCnyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEW MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLbI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkku Unv AUCTpuobIoTOpY.

Pe3ynbrart

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTo4  MOArOHKM  NOTMCTMYECKOW  KPMBOW  ANs
NnocTpoeHust KanubépoBOYHOMN Kp1BOM "
aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl npuBeaeHbl B Hr/MI.

Oxugaemble 3Ha4YeHUs
WccnepoBaHne  aHanu3a  iFlash-Myoglobin  Ha
ob6pasuax 262 npakTU4ecKu 300pOBbIX NOAEN pasHbIX

BO3pacCTHbIX rpynn gano CﬂeﬂleU.l,l/lﬁ pes3ynbrar.
pynna KonnyectBo 2,5-97,5- NpoLEeHTUb
KeH. 125 14,2-61,2 Hr/mMn
Myx. 137 17,8-106,4 Hr/mMn

PekomeHagyetcsi, 4TOoObI  Kaxpgas — nabopatopus
ycTaHoBUNa cBoe COBCTBEHHOE 3HaYeHUe oTceYeHust
ANs KOHKPETHON rpynmnbl HAaCeNeHus!.

OrpaHuyeHus

. Ananus iFlash-Myoglobin orpaHuyeH
onpegeneHnem MuornobuHa B CbIBOPOTKE WNK
nnasme 4enoBeka (NMUTUMR-TenapuH, HaTpun-
renapuvH, K2-30TA). OH He Gbin nNpoBepeH Ans
MCMONb30BaHWsl Ha nNnasme ¢ ApyruMu Tunamm

aHTUKOArynsiHTOB.
. Ecnn  pesynbtatel  He  cornacylTcs  C
KMUHUYECKUMU [aHHbIMK, npeanaraercs

NPOBECTU [OMOIHUTENBHOE TECTMPOBAHWE ANS
NOATBEPXKAEHUS pe3yrnbTaTa.



. B pumarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 06LLEN KITMHUYECKOM
KapTWHbl  NauueHTa, BKIOYash  CUMMTOMBI,
pe3ynbsTaThl KNMHUYECKOro aHamHesa.

. O6pasupl, cogepxaliMe BUOUMbBIA YPOBEHb
muornobuHa pgo 1 000 000 Hr/mn, He
npogemoHcTpupoBanu addekta 3axBata B
aHanuze iFlash-Myoglobin.

. Ha aHanus He BnusT (pasHuua meHee 10%)
VKTEPUYHOCTb (BnnupybunH<40 mr/gn), remonus
(remorno6unH<1000 mr/an), ninemus
(Tpurnuuepugpl <2000 mr/gn), obwwuin Genok B
cbiBopoTke kposu (<10 r/an).

. BmeluatensctBa CO CTOPOHbI PEBMATOMOHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. Hukakoro BnusHus ANA He Habnoganoch

BMOTb A0 KOHUeHTpauumm 500 AU/mn.

DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, —pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnYaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegensnuce B
cooTBeTCcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 5 gHel, B 3 mecTax, 2 nNporoHa B AeHb, 3
nosTopa B Kaxaom MpOroHe. Pesynesrathl
uccriefoBaHusl NpeacTaBneHbl HUXe:

Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koapuumn
3Have Hoe eHTa Hoe eHTa
H1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(Hr/mn) ve % ne %
(Hr/mn) (Hr/mn)
1 59.64 4.336 7.27% 6.460 10.83%
2 123.08 6.856 5.57% 11.800 9.59%
3 711.73 33.659 4.73% 56.170 7.89%
KK1 36.35 2.314 6.37% 4.376 12.04%
KK2 164.96 9.096 5.51% 15.910 9.64%

AHanuTuyeckas 4yBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0,5 Hr/mn

Mpepen obHapyxeHust = 1 Hr/mn

[Mpepen konuyecTBeHHOro onpeaeneHns = 2 Hr/mn

OunanasoH NMHEeNHOCTH
1-1200 Hr/mn
JInHeriHOCTb  onpegensinacb B COOTBETCTBUMM C

Mwuornobun (Myoglobin) iFlash

KonnyectBo namepeHHbix o6pasuos: 105

0630p 6e30NaCHOCTU U NPOU3BOAUTENILHOCTU
CBogka no GesonacHoCcTM U 3PPEKTUBHOCTU
A0CTyMnHa no agpecy
https://ec.europa.eu/tools/eudamed
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MpunoxeHune A

. Ab66peBuartypa O6BbACHeHue
TpeboBaHusimm CLSI (Clinical and Laboratory P yp
Standards Institute) EP6-A. _
KatanoxHbii Homep
AHanuTnyeckas cneunU4HOCTL (apTukyn)
AHanuTnyeckas cneumduyHoCTs aHanusa iFlash- CAL Kanu6patop
Myoglobin  oueHuBanacb Cc  MCNONb30BaHWEM P
reMornobuHa. eareHT
BapuaHt KoHueHTpaumus MepekpecTHas Co,qepmvlT KONMM4ecTBO
PeakTUBHOCTb
FeMorno6buH 1000 mr/an <0.01% <n> TeCcToB
AHanusatopbl/npnbopbl,

Knunuyeckue nokasarenu

Bbino npoBegeHo cpaBHeHue aHanu3a iFlash-
Myoglobin (y) ¢ kommep4yeckn AOCTYNHbIM aHanM3oM
MuornobmHa (x) C UCNONb30BaHUEM KIMHUYECKMX
06pasuoB, 1 KpvBas annpoKCMMMpOBaHa NUHEWNHOWN
perpeccueln (perpeccus NaccuHra-babnoka).

Y =1,033x + 1,351

T =0,996

KoHueHTpauumsa obpasua: 21,1-1115 Hr/mn
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Ha KOTOPbIX MOXHO
MCNOoNb30BaThb peareHTbl

Mpoussogutens

YNONMHOMOYEHHBIN
npeacTaBuTerb B
EBponeinckom
coobulecTee

o NS
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Mwuornobun (Myoglobin) iFlash
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O3HakombTEeCh C
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Mpunoxexnue b

. OnacHblii komnoHeHT: 0,08% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTunn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))

. CurHanbHoe cnoBo: [pegynpexaeHue

. 3asaBneHns 06 onacHocTu:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio

KOXMW.
. MpenynpexaatoLme 3asiBreHns:
. P261: M3berante BObIXaHUA

nbinu/napos/rasa/TymaHa/napos/cnpes.

. P280: HapeBaliTe 3awwmuTHbIE NepyaTku.

. P333+P313: Mpu nosiBneHun pasgpaxeHust Koxu
Unm cbinu: obpaTuTech K Bpayy.

. P362+P364: CHumMUTe 3arpsi3HEHHYIO ogexay W

noctupaiTe ee nepeq NOBTOPHbLIM
1CNonb30BaHNEM.

. P321: HemenneHHo obpatuTech 3a MOMOLLBIO K
Bpauy.

. P501: YTnnuaunpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c

MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapOoAHbIMY NpaBunamu.

Bepcus: 05, 2024-01-12
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HaTpunypetnyeckmm nentug B-tuna (BNP)

iFlash

REF C89240-S C89240 C89240-L
W 1x50 2x50 2x150

TecToB/yn. TecToB/yn. TecToB/yn.
Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A
| IVD [ns gnarHocTtuku in vitro

c €2797

HasBanue
Hatpunypetudeckuii nentug B-tuna (BNP) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTpOMCTBa
GMN: 692591270040GV

MNpepnonaraemoe ncnonb3oBaHue

AHanmn3  iFlash-BNP - 310  XemMunioMUHECLEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
HaTpuhypeTudeckoro nentuga B-tmna (BNP) B nnasme
KPOBMW YernoBeka, Nony4YyeHHON OT nuL, C NOAO3PEHUEM Wnn
noaTBEPXKAEHWEM CepAEYHON HELOCTATOYHOCTH C NMOMOLLBIO
aBTOMaTU3NPOBAHHOTO XEeMUITIOMUHECLIEHTHOIO
MMMYHOEepMeHTHOro aHanusatopa. Axanus iFlash-BNP
npegHasHadeH AnNs  WUCMOMb30BaHWS  cneuvanuctamu
naboparopui B Ka4ecTBe BCNOMOraTensHOro cpeacrtsa npu
ANarHoCTUKE U MOHUTOPUHIE CepAeqHON HepoCTaTOYHOCTM
Hapsgy ¢ APYrMMU KNMMHUYECKUMW MeToAamu.

OnucaHue n 06bsAICHEHNe

Hatpunypetndeckuii nentug tuna B (BNP) npuHagnexut k
CEeMEeNCTBy  HaTpulypeTMdeckux nentmgoB M 6bin
nepBOHaYanbHO BblAeNeH U3 MO3roBOW TkaHu CBMHbM B 1988
rofdy, ero CUHTe3 W CeKpeuust B OCHOBHOM MPOUCXOAAT B
XKenyaoykoBbix — mumoumtax.[1-2]  Yenoseyeckun  BNP
npeacrtaensier cobon nonunentug M3 32 aMMHOKUCIIOT,
cofepXallumi KonbLUeBYy CTPYKTYpy U3 17 aMWHOKMCIIOT C
ancynbuaHoM  CBSA3bIO, COeauHsOWeEn [ABa oOcTaTka
uuctenHa.[3-4] lNepuog nonypacnaga BNP y uenoBeka
coctaBnsieT 20 MUHYT, U BMECTO XPaHEHUs1 B HOpMarbHOMN
duU3Monormyeckon TKaHM MuoKapaa CUHTE3 U cekpeuwns
6enka BNP npoucxogsit B3pbiBHbIM 06pa3oM u ObICTpo
BbICBODOXAAIOTCS B OKpyXalolye TKaHW rocre cuHTesa
Muokapga.[5-7] B HacTosiwiee Bpems obLienpusHaHo, 4TO
MeXxaHU4ecKoe pacTsKeHUe SBMSIETCA OCHOBHOW MPUYMHON
nosbiweHnss BNP B muokapge. [locrne Bo3sgewncTBus
MEeXxaHU4ecKoro ctpecca Ha kapauvomwuoumTel BNP moxer
ObITb BbI3BaH 9HAOTENUH-He3aBucumbiM (OT) unn IT-
3aBMCUMMbIM NyTeM.[8-9]

CepgevHas  HepoctatouyHocTb  (CH) um ceppevHas
ANCAYHKUMSA, BbI3BAHHbIE PA3NUYHBbIMK NPUYMHAMU, TaKUMK
Kak uwemunyeckasi GonesHb cepaua, pasnuyHble TUMbI
apuTMUN 1 KAPAMOMUONATMS, MOTYT NPUBECTU K YBETNINYEHNIO
BNP un NT-proBNP.[10] BNP un NT-proBNP saBnsiotca
BbICOKOYYBCTBUTESBHBIMY U CNELUEUYHBIMU UHAMKaTOpPaMm
pasmepa WHdapkTa MuoKapaa, a Takke  LEeHHbIMU
Mapkepamu [Ons NporHO3MpOBaHUS MPOrHO3a W TSXKECTU
nwemMmnyeckon bonesHun cepgua y nNauMeHTOB C OCTPbIM
KOPOHapHbIM CUHAPOMOM.[11-12]

Cucrtema Knaccudukaumnm Heto-Mopkckoit
kapguonornyeckon accouuaumn (NYHA), B kotoponm y
nauMeHToB, cuYMTalLWKUXca umerwmmn knaccel |-V no
NYHA, Habntoganocb rnocreneHHoe yBenumyeHune
KOHUeHTpaumn BNP B nnasme, 4to nosBonsieT
npegnonoXuTb, 4TO KoHUeHTpauuss BNP B nnasme
yBenuumBaeTcs ¢ TskecTbio CH.[13]

Ypoeiu BNP u  NT-proBNP B nnasme umetoT
NPOrHOCTUYECKOE 3HAYeHWe Yy MauMeHTOB C CepaevHo-
coCcyauCTbiMK 3aboneBaHnsIMU, a CHKeHne ypoBHst BNP 1
NT-proBNP npegckasbiBaeT  ynydlleHWe  KIUHUYECKUX
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cumnTtomoB. CyllecTByeT NONOXWTENbHas Koppensuus
Mexay pUCKOM CMepTu U oueHeHHbIM BNP

unn NT-proBNP.[14] YpoBHu BNP 1 NT-proBNP B nnasme
TaKkKe WCMOMb3yTCH B  KIMMHUYECKOW NpakTuke Ans
pykoBoacTBa nedeHnem nauveHtoB ¢ CH u cepgeyHon
ONCYHKLUMEN, a Takke B KavyecTBe MNPOrHOCTUYECKMX
VHAMKaTOpPOB, KoTopble MOTyT ~ MOMOYb  Bpavam
CKOPPEKTMpOBaTb CTpaTeruo  Tepanuu W  OonpeaenvTb
3ahheKTUBHOCTb Tepanuu ANst ynyyleHUs BbKMBAeMOCTU
nauveHTa.[15-16]

MpuHuMn aHanusa
Ananus BNP npegcrtaensieT cobow CaHABUY-MMMYyHOaHanNn3
C MUCMOMb30BaHNEM METOAA NPSIMOM XEMUITIOMUHOMETPUM.

. WHkybauus: AHtureH BNP B 06pasue pearupyert ¢
napamarHuTHbIMU MUKpPOYacTULaMu, NOKPbITEIMM
aHTU-BNP, n koHbtoratom aHTn-BNP, meveHbiM
acupomM akpuauHusl, ¢ obpasoBaHMEM CIHOBWY-
Komnnekca.

. MpombiBka: [Mog OewcTBMEM MarHWTHOrO Mons
MarHUTHble YacTuLbl afcopbupyHOTCS Ha CTEHke
peakunoHHon Tpybku, a HeCBsI3aHHbIE MaTepuarnbl
CMbIBaKOTCS MPOMbIBOYHBIM Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cvecb  pgobaBnsioTcs npe-TpUrrepHbin "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MmepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHunuax (RLUs -
OEO).

e  CyuecTByeT npsimasi CBsi3b MexAay KONMUYEeCTBOM
BNP B o6pa3ue wu RLU, o6HapyXeHHbIMU
onTtuyeckon cuctemoi iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn.

R1 1 2 2 MapamarHuTHble
ynakoBka, ynaKoBKM, ynaKoBKM, MUKPOYACTULIbI,

3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITble aHTUTenamu

ynakoBKy ynakoBKy ynakoBKy k BNP (mbiwb, 0,2
wmr/mn); 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

R2 1 2 ynakoBku 2 KoHbloraT aHTUTEN K
ynakoBka, no4,0mns ynaKkoBKy, BNP, MeyeHbIi achupom
40 mn B ynakoBke 7,8 Mmn Ha aKkpuauHusa (MbiLWb,
ynakoBke ynakoBKy 0,16 mkr/mn); 0,05%

ProClin 300 B kauecTse
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 1, 6ycdep
1,0 mMn Ha 1,0 mMn Ha 1,0 mMn Ha TRIS co
bnakoH bnakoH bnakoH crabunuaatopom Genka

(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, 6enok
1,0 mMn Ha 1,0 mMn Ha 1,0 mMn Ha BNP (4enoseyeckuit) B
bnakoH bnakoH bnakoH Bydepe TRIS co

crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 3, 6Genok
1,0 mMn Ha 1,0 mMn Ha 1,0 mMn Ha BNP (4enoseyeckuit) B
bnakoH bnakoH bnakoH Bydepe TRIS co

crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)

REF| | C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekuncu Bogoposa.

REF| | C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pactBop rugpokcuaa
HaTpusi.

REF| | C89997, TpombiBouHbIn  Bydep  (1x):
docaTHO-6ydepHbI ConeBown pacTBop.
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iFlash

REF| | C80001, TMpombiBouHbIn Bycpep (10x):
docaTHO-6ydhepHbI coneBow pacTBop.

C6100, PeakumnoHHbIV cocya.
ZCCO081, BNP KoHTponb.
CC372, BNP KoHTponsb.

Cucrema

PeareHtol 1x50 TectoB/yn. un 2x50 TecToB/yN.
npUMeHsiloTCA ans XEeMUITIOMWHECLIEHTHOIO
MMmMyHoaHanmaartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A n iFlash 9000 CLIA-aHanu3satopa: iFlash
9000-A.

2x150 TecTos/yn. npumensietca k CLIA-aHanu3aTopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH M3 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nony4yeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonornyeckme marepumanbl
crnepgyet  paccmaTtpuBaTb  kak  MOTEHLUManbHO
MH(EKLMOHHBIE.

e CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxogumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoONb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHus B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npoayKkT B COOTBETCTBUM C MapkuMpoBkou. Becb
nabopaTtopHbid  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen peynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENLHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/Wnu naumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npeaocTaBrieH No SNeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOro CpoKa rofHOCTY.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl B yNnakoBKe roToBbl K UCMOMb30BaHMIO.

e OCTOpPOXHO pacTBOpPUTE COAEPXKMMOE KaKOow
OyTbinkn kanubpaTtopa, pob6aeuB poBHO 1,0 Mn
OUCTUINNINPOBAHHON WM OEWOHU3MPOBAHHOW BOAbI.
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OcTaBbTe B BEPTUKANbHOM MOMOXEHUN U 3aKPbITbIM
Ha 15 MuWHYT [Onsa BOCCTaHOBMNEHUsi. TuatenbHO
nepemeluarnTe n nsberante odbpazoBaHNs My3bIPLKOB.
o Kanubpatopbl cnegyeT uamepsitb B TedyeHue 30
MWHYT MOCne pacTBOPEHWs, B NMPOTUBHOM cryvae WX
crepyert XpaHUTb B 3aMOPOXEHHOM Bue.

. CrtabunbHOCTb pa3BegeHHOro kanubpaTopa:

2-8°C: 18 yacos;

. 20-25°C: 120 MuHyT;

. -20°C: 30 gHewn;

e CoBepwaTtb npouecc 3amopaxuBaHusi-

oTTamBaHusi: He bonee 2 pas.

e He cwmewvBanTe peareHTbl BHYTpUM Habopa
peareHToB Unu Mexay Habopamu peareHToB.
e [lepen 3arpyskon Habopa peareHToB iFlash B
CMCTEMY MOBTOPHO B3BECLTE MMKPOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpuUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHaupoBaHbl.  Ecnv  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.
e [lononHuTenbHyl  MHGOpMaUuK O  Mepax
npeaoCcTOPOXHOCTU NpU o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUN.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temnepartype 2-8°C.
e PeareHT He criefyeT 3aMOpaxuBaThb.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKN COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHgyembiM 06pa3suom siBNsieTcs nnasma
OATA.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHAaTHOWM
Temneparype (20-25°C) B Te4eHue 4 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 24 yacos.

e O6pasubl MOryT XpaHUTbCHA Mpu Temneparype -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTCsi 3amMopaxuBaTb He
bonee yem 2 pas(a).

e LleHTpudyrupynte o6pasupbl C NMUNMAHBIM CIIOEM
Ha BepxHeW YacTu W nepeHocuUTe TOMbKO
OuUMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHaA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyruposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOrO BeLLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHus!.

e He ncnonb3yiite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.



Ll
iFlash
o [lepea usmepeHuem ybegutecb, 4TO 06pasubl
nauueHTa, kanubpaTopbl U KOHTPOMb HaxoasTcs
npuv Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun anss cbopa o06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pas3LoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XWOKOCTM YernoBeyeckoro Tena (kpome nnasmbl)
NN ayToncum Moka He YTOYHeHbl. [pnbop He
crnocobeH NpoBepsATb pas3nuyHbie TUMbl 06pa3LoB,
Nno3TOMy  oOnepaTtop [OOSKEH  WCMoNb30oBaTb
COOTBETCTBYIOLUME  TUMbI obpasuos  Ans
TECTUPOBAHWS.

Mpoueaypa aHanusa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKLMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WITPUXKOAE Ha YMNakoBke C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO NepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINONHUTE KanubpoBKy.

. MomecTute kanubpatopbl CAL1, CAL2, CAL3 B
CTOVKY Ons kanubpatopoB B 30He o06pa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3aTem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHust
Heobxoammo 100 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT Bce (OYHKUMKU 1
noacyuTaeT pesynsrarthbl.

Kanu6poBka
. [MpocnexmBaemocTb: OtoT MeToq
CTaHAapTU3NPOBaH BHYTPEHHWM CTaH4apTOM
YHLO ans BNP.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0 O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. Onsa BbINONHEHUSI KanubpoBkM iFlash-
BbinonHute Tect CAL1 n CAL, CAL3 B aByx
aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.
. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLume obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 28 gHen npu Ucnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUst HaxoasTCs BHE 30HbI
nencTaus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.
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Ovana3oH namepeHus

15-5000 nr/mn

3HaueHNs1 HKE HWKHEro npefena [AuanasoHa
n3mepeHun coobwatotca kak <15 nr/mn. 3HayeHus
BbllLle BEPXHEro npefena JavanasoHa W3MepeHUii
coobuwatoTtcs kak >5000 nr/mn.

KoHTponb kayecTBa

[ns koHTpons kadectBa pekomeHaytotca YHLO BNP
KoHTtponb, EVER-BLUE BNP KoHTporb.

Kpome TOro, MOXHO wucnonb3oBaTb  Apyrue
KOMMEpYEeCkM [OCTYMHbIE MaTepuanbl  KOHTpOns
Ka4yecTBa C He MeHee YeM [ByMS yPOBHAMW aHanuta,
npoBepeHHbIMK Nabopartopuen.

KoHTponu ans pasHbix ypoBHEW A0MKHBI NPOBOANTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WUCMOMb3yeTcs, OAMH pa3 Ans Kaxgoro
Habopa peareHTOB 1 MOCcne Kaxaow KanubpoBku unu
B  COOTBETCTBMM C  MECTHbIMW  MpaBunamu,
VHCTPYKUMSAMU unu TpeboBaHMaMW akkpeguTauuum v
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepgyite MHCTPYKUMSAM no
obpalleHuno 1 XpaHeHUI0 MaTepuarnoB Ans KOHTPOns
kayecTBa. Kaxxgas nabopartopusi 4OMKHA YCTaHOBUTb
CBOU COBCTBEHHbIE LieneBble 3Ha4YeHNs U AoMyCTUMbIE
AnanasoHbl Anst obecnedeHnss Hagnexatien paboTbl.
PesynbtaTbl KOHTpONS KayecTBa, BbIXOAsWMe 3a
npeaensl AoNyCTUMbIX Anana3oHoB, MOTYT yKa3blBaTb
Ha HedencTBMTENbHOCTb pe3ynbTaTtoB TecTa, B 3TOM
cry4yae MOXHO NPeanpuHATL crneayloLine AeNcTBus:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeaeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCnyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEW MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLbI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkku Unv AUCTpuobIoTOpY.

Pe3ynbrar

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTo4  MOArOHKM  MOTMCTMYECKOW  KPMBOW  ANs
NnocTpoeHusi KanubépoBOYHOMN KpMBOM "
aBTOMaTUYECKOro pacyeTa KOHLEeHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl npuBegeHsl B nr/mi.

Oxupgaemble 3Ha4YeHUs

WcecnepgosaHne Tecta iFlash-BNP Ha o6pasuax 300
npakTuyecku 30pOBbIX noaen pasnuyHbIX
BO3PAaCTHbIX rpynn Aano crnepyoLwuin pesynsTar:

< 100 nr/mn (95-1 NpoueHTWnb)

Kaxpgon nabopaTopum pekomeHOyeTcs YCTaHOBUTb
CBOVM  COOCTBEHHbI  OXuOAeMbli  pedepeHTHbIN
AnanasoH Ansi KOHKPETHOWN rpynnbl HACENEeHwUs!.

OrpaHuyeHusi

. Ananus iFlash-BNP orpaHu4MBaeTcs
onpenenennem BNP B 3[4 TA-nna3me yenoseka.
OH He Obin MpoBepeH Ansi UCMOMNb30BaHUSI Ha
nnasme ¢ ApyrMMu Tnamm aHTUKoarynsiHToB.

. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoOBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTta.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 06LLEN KITMHUYECKOM
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbsTaThl KNMHUYECKOro aHamHesa.



iIFlash
. O6pasupl, cogepxalune BuaMmMbii yposeHb BNP
o 150000 nr/mmn, He NpPOAEMOHCTPUPOBanun
apdekTa 3axBarta B aHanuse iFlash-BNP.

. Ha aHanus He BnusT (pasHnua meHee 10%)
VKTEPUYHOCTb (BrunupybunH<40 mr/gn), remonus
(remorno6unH<1500 mr/an), ninemus
(Tpurnuuepugpl <3000 mr/gn), obwwuin Genok B
cbiBopoTke kpoBu (<10 r/an).

. BmeluatensctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co crtopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. Hwukakoro BnvsHus ANA He Habnoganoch

BMMOTb A0 KOHUeHTpaumm 500 AU/mn.

DyHKUMOHamNbHble XapaKkTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMMyaTaUWOHHbIE  XapaKTEPUCTWKKW, —pesynbTarThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnYaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegensnuce B
cooTBeTCcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 5 gHel, B 3 mecTax, 2 nNporoHa B AeHb, 3
rnosTopa B Kaxaom MpOroHe. Pesynsrathl
uccriefoBaHusl NpeacTaBneHbl HUXeE:

Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbduum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
H1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(nr/mn) | ve % ve %
(nr/mn) (nr/mn)
1 29.963 1.225 4.09% 2.924 9.76%
2 99.974 2.524 2.52% 5.799 5.80%
3 3007.1 55.02 1.83% 115.682 3.85%
28
KK1 124.53 2.893 2.32% 7.225 5.80%
8
KK2 435.79 15.313 3.51% 31.982 7.34%

AHanuTuyeckas 4yBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHuns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHusamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHust poHa = 10 nr/mn

Mpepen obHapyxeHns = 15 nr/mn

Mpepen konuuecTBeHHOro onpeaeneHunst = 25 nr/mn

Ouana3oH NMHEeNHOCTH

15-5000 nr/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumprU4HOCTb
AHanutudeckas cneuuduyHocTb aHanmsa iFlash-BNP
oueHnBanachk ¢ ucnonb3oBaHneM ANP, aHrMoTeH3uHa

|, aHrnoteHsuHa |Il, aHrmotenamHa Ill, CNP, NT-

roBNP(1-76) n agpeHanvHa.

BapuaHt KoHueHTpauus MepekpecTHast
PeaKTMBHOCTb

ANP 1000 nr/mn 0.05%

aHIMOTEH3MH | 600 nr/mn 0.02%

aHrmoTeHauH Il 600 nr/mn 0.04%

aHrmoteHauH Il 1000 nr/mn 0.04%

CNP 1000 nr/mn 0.03%

NT-proBNP(1-76) 1000 nr/mn 0.03%

agpeHanvH 1000 nr/mn <0.01%

Bbinv  npoTecTupoBaHbl  Criedyloline npenapatbl,
BIMSIHUSA Ha pe3yrnbTaThl aHanu3a He 0GHapYKeHO.

Mpenapat KoHLeHTpauus
DenunbyTtasoH 400 mkr/mMn
AcnnpuH 1000 mkr/mn
AuetamuHocbeH 200 Mkr/mn
MBynpodpeH 500 mKr/mn
H-aUeTUNUUCTEeNH 150 mkr/mn
MeTtungona 25 MKr/mMn
Teodunamnu 60 mkr/mn
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MeTtcopmuH 12 mkr/mn
M3ocopbuaa avHuTpar 6 MKr/mn
PudamnuumH 48 Mkr/mn
TeTpauuknuHa ruapoxnopua 24 Mkr/mMn
LledokeuTnH 6600 mMKr/mn
Linknocnopu 2 MKr/mn
MeTpoHuaason 125 mkr/mn
AckopbuHosas kucnora 60 mkr/mn
AMNUUMNIVH 100 mkr/mMn
JNesogona 20 Mkr/mMn

KnuHuyeckue nokasarenu

Bbino npoeegeHo cpaBHeHue aHanu3a iFlash-BNP (y)
C KOMMep4Yeckn AoCTynHbiM aHanmsom BNP (x) c
MCnonb3oBaHWEM KIMUHUYECKUX obpasuoB, U Kpusast
annpoKCMMMpOBaHa NNHENHON perpeccuen
(perpeccus NaccuHra-babnoka).

y = 1,046x + 1,148

T=0,993

KoHueHTpauus obpasua: 15,2-4786,9 nr/mn
KonnyecTBo namepeHHbix 06pasuos: 193

0630p 6€30NaCHOCTU M NPOU3BOAUTENILHOCTU
CBogka no GesonacHocTM U 3PPEKTUBHOCTU
A0CTyMnHa no agpecy
https://ec.europa.eu/tools/eudamed
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MpunoxeHune A

A66peBuatypa O6bACHeHue
KatanoxHbii Homep
(apTukyn)
CAL Kanu6patop
| R | PeareHT
W CopaepXuT KONM4ecTBo
<n> TeCToB
AHanusatopbl/npnubopbl,

c €2797

Ha KOTOPbIX MOXHO
M Mpoussogutens
YNONMHOMOYEHHBIN
EBponeinckom
coobliecTse
MapkupoBka
cootBeTcTBUS CE ¢
HOMepOM
HOTUMULMPOBAHHOTO

SYSTEM
Mcnosnb3oBaTh peareHThl
npeactaBuTens B
% Mmnoptep
naeHTUUKaLMOHHBIM
opraHa

OCTOpOXHO

O3HakombTEeCh C
MHCTpYyKUMEen no
NPUMEHEHNIO

[Onsa guarHoctukm In vitro

Howmep nota

CtpaHa-npoussoguTens,
[narta U3roToBrneHus

YHVKanbHbIN
naeHTndukaTop
yCTpONCTBa

8 [ EE = B
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g Cpok rogHocTh

TemnepatypHbI NIUMUT

Buonornyeckuit puck

M306paxeHuns ans
npeaynpexaeHust

3TON CTOPOHOW BBEPX

MpunoxexHue b

OnacHbIi koMnoHeHT: 0,05% ProClin 300

(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))

CurHanbHoe cnoso: [pegynpexaeHue
3asBneHns o6 onacHoCTu:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.

MpenynpexaatoLmne 3asBreHus:

P261: W3beravite
nbinu/napos/ra3a/TymaHa/napos/cnpes.
P280: HapeBaliTe 3awwmuTHbIE NepyaTku.
P333+P313: Mpu nosiBneHun pasgpaxeHus Koxu
Unm cbinu: obpaTuTech k Bpayy.

P362+P364: CHumMUTe 3arpsi3HEHHYI0 ogexay u
noctupaiTe ee nepen NOBTOPHbLIM
1CNonb30BaHNEM.

P321: HemenneHHo obpatuTech 3a MOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c
MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XAyHapOAHbIMU NpaBunamu.

BObIXaHUA

Bepcus: 05, 2024-01-12



HenpoHcneundgumyeckas aHonasa (NSE) iFlash

REF C86029-S C86029 C86029-L

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

c €2797

HasBanue
HenpoHcneuudunyeckas saHonasa (NSE) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN: 692591270028H7

MNpeanonaraemoe ucnonb3oBaHue

AHann3  iFlash-NSE - 310  XeMunioMUHECLEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
HerpoH-cneuunduyeckorr 3Honasbl (NSE) B cbiBopoTke
KPOBM 4erioBeka, COOpaHHOW Yy nul C Nogo3peHuem W
noaTBepXAeHNEM paka nerkoro c NMOMOLLbIO
aBTOMAaTUYeCKOro aHanuaatopa XeMUITIOMUHECLEHTHOMO
MMMyHOodbepMeHTHOro  aHanusa. Axanu3  iFlash-NSE
npegHasHadeH ANs WUCMOMb30OBaHWS  cneuvanuctamu
naboparopui B Ka4ecTBe BCMOMOraTenbHOro CpeacTsa ans
MOHWUTOPUHIa NaLMEHTOB C MESIKOKIETOYHbIM Pakom Nerkux
B COYETaHWUU C APYrMMU KIMHUYECKUMIU METOAAMMU.

OnucaHue n o6bsAICHEHNe

HenpoH-cneundunyeckast aHonasa (NSE) - ato anmepHbin
MeTannoMepMeHT, KOTOpbIA PYHKLNOHUPYET Kak KIeTOYHO-
crneundunyecKkmn M3oepMeHT MMKONUTUYECKOro doepMeHTa
3Hona3sbl. OH COCTOUT 13 FOMOAMMEPOB YY Y reTepoanuMepoB
ay, KOTOpble NPENMYLLECTBEHHO SKCNPECCUPYIOTCS B 3penblxX
HeWpoHax 1 KreTkax HeMPOHANbHOMO NPOUCXOXAEHUS, XOTS
rerepoaMMep Qy Takke MoOXeT OblTb OOHapyxeH B
apuTpouuTax u TpomboumTax M BbicBOBOXOAETCA npu
remonuse.[1] Bbino nokasaHo, 4To koHUeHTpauusa NSE B
CbIBOPOTKE KPOBW KOPPENUPYET C TSHKECTbIO OMyXonu,
MeTacTas“poBaHMEM W OTBETOM Ha feyeHue B OMyxonsix
HepO3HOOKPUHHOTO NPOUCXOXAEHNS, Takmx Kak
MenKoKneTouHbl pak nerkoro (MPJI1). [2,3,4] Bonee Toro,
namvepeHns NSE wumeloT BbICOKYyIO AMarHOCTUYECKYHO
apeKTNBHOCTL AN paHHero ckpuHuHra SCLC.[1,5] A
coyetaHne NSE n nporactpuH-punuauir nentuga (ProGRP)
nomoraet anddepeHumpoBaTb SCLC oT
HemenkokneToyHoro paka nerkoro (NSCLC).[6] NSE Takke
MMeeT MNPOrHOCTUYEeCKoe 3HayeHue ANs BCeX MauMeHToB
SCLC, naumneHTtoB ES-SCLC (SCLC c obwupHou ctaguen)
n LS-SCLC (SCLC c orpaHuyeHHon ctaguein).[7,8,9]
MpuHuMn aHanusa

Ananus iFlash-NSE - 93710 Cc3HABMY-UMMYyHO@HaNuM3 ¢
MCMONb30BaHNEM npsAMoO  XEMUITIOMUHOMETPUYECKON
TEXHUKU.

. WHkybauusi: NSE B o00pasue pearupyer c
napamarHuTHbIMU MUKpOYacTULaMu, NOKPbITEIMU
aHTU-NSE aHTuTenamum, n koHbloratom aHTn-NSE
aHTWTen, MeYEeHHbIM aKpUAWHOBLIM  3¢UpOM,
obpasyst CaHABUY-KOMMIIEKC.

. MpombiBKa: Nog BO3OEWCTBMEM MArHUTHOTO MONs
MarHuUTHble YacTuubl MPUNUNAIOT K CTEHKaMm
peakunoHHon Tpybku, a HeCcBsi3aHHbIe MaTepuarbl
CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cvecb  pgobaBnsiiotcs npe-TpuUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBETOBbIX eauHunuax (RLUs -
OEO).
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e CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konuyectBom TI B obpasue n konmyecteom RLU,
perucTpmpyembix ontudeckon cucremoin iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPWUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn.

R1 1 2 2 MapamarHuTtHble
ynakoBka, ynaKoBKM, ynakoBKM, MUKPOYACTULIbI,

3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITble  @HTUTENoM

ynakoBKy ynakoBKy ynakoBKy Anti-NSE  (mbiwb, 0,25
wmr/mn), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

R2 1 2 ynakoBku 2 ynakoBku KonbtoraT — aHTU-NSE-
ynakoBka, no4,0mns no7,8mne aHTuTen (Mbiwb, 0,400
40 mn B ynakoBke ynakoBke MKr/mn), MeYeHHbI
ynakoBke akpuavHuem, 0,08%

ProClin 300 B kauecTse
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / PBS co
bnakoH bnakoH bnakoH crabunuaatopom Genka

(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, NSE
1,0 Mn Ha 1,0 mn / 1,0 mn / (E.coli) B Bycbepe PBS
bnakoH bnakoH bnakoH co crabunusatopom

Genka (BSA), 0,05%
ProClin 300 B kauecTse
KOHCEepBaHTa,

NMOOUIU3NPOBAHHDINA.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 3, NSE
1,0 Mn Ha 1,0 mn / 1,0 mn / (E.coli) B Bycbepe PBS
bnakoH bnakoH bnakoH co crabunusatopom

Genka (BSA), 0,05%
ProClin 300 B kauecTse
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)

C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekucu Bogopoga.

C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pacTtBop rugpokcuaa

[REF|
HaTpus.
[REF|

docaTHO-6ydpepHbI coneBow pacTBop.

R

R C89997, T[pombiBOYHbIN Bydep (1x):
docaTHO-6ydepHbI coneBon pacTBop.

R

C6100, PeakumnoHHbIV cocya.

ZCC122, NSE KoHTporb.

EF
EF
C80001, [pombiBoYHbIA Gydep (10x):
EF
EF

R CC369, NSE KoHTponb.

Cucrema

PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.
npYMeHsiloTCA ans XEeMUITIOMUHECLIEHTHOTO
nMmmyHoaHanuaartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 TectoB/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB UCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3 OMONMOrMYecKUX  UCTOYHWMKOB
(4enoBeYeCKMXKUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonorumyeckme marepuansl
crepgyer  paccmaTtpuBaTb  kak  MOTEHUManbHO
MH(EKLMNOHHBIE.

o CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxogumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLeCTBNSATbC B COOTBETCTBUM C  MECTHbIMU
npaemnamu.



e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer u3beraTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbi  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM Heobxoanmo coooWmnTh
Npon3BOAUTENIO " KOMMNEeTeHTHOMY opraHy
rocynapcrBa-urieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/WUNu NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCSA MocHe
YKa3aHHOIo CpoKa rof4HOCTY.

e l3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl B ynakoBKe roToBbl K MCMOMb30BaHUIO.

e OCTOpPOXHO pacTBOPUTE COAEPXMMOE KaX[oro
dnakoHa kanubpaTtopa, gobasuB poBHO 1,0 wmn
OUCTUINNNPOBAHHON WM OEWOHU3MPOBAHHOW BOAbI.
OctaBbTe Ha 15 MUHYT B 3aKpbITOM COCTOSIHUM OIS
BOCCTaAHOBMEHUs. TlaTenbHO nepemellante u He
ponyckanTe 06pa3oBaHUs Ny3blPbKOB.

e KanubpaTtopbl 4OMKHbI ObITb U3MEPEHDI B TEYEHNE
30 MUHYT nocne pacTBOpPeHWsi, B MPOTUBHOM Cly4yae
OHM AOMKHbI XPaHWUTLCS B 3aMOPOXXEHHOM BUAE.
CT1abunbHOCTb pa3BefeHHOro kanubpaTopa:

2-8°C: 12 vyacos;

20-25°C: 90 MUHyT;

-20°C: 28 gHewn;

Mpouecc 3amMopo3ku kanubpatopa BO3MOXEH He
bonee oagHoro pasa.

e He cwmewuvBanTe peareHTbl BHyTpuM Habopa
peareHToB UnNn Mexay Habopamu peareHToB.

e [lepen 3arpyskon Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpOYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpoYacTULbl BCE eLle MpuUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnv  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  MHGOpMaUuK O  Mepax
npenoCcTOPOXHOCTU Npy 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb
XpaHeHue
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o XpaHutb npu Temneparype 2-8°C B
BEPTMKaNbHOM MONOXEHWU.

e Habop cnegyer wucnonb3oBaTb cpasy nocrne
M3BMeYeHNst U3 xpaHunuiia npu temnepartype 2-8°C.
PeareHT He cneayeT 3aMopaxwuBarTb.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepartype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBku, Haxogsiwmecsi Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHayembii obpasel - CbIBOPOTKA.

e T[lepen nposefeHnem npoueanypebl
LeHTpudyrnpoBaHusa ybeagntech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOJHOCTbIO CchopmumpoBancs
cryctok. [Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOMm), Bpems
obpasoBaHusl cryctka B o6pasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOWM
Temneparype (20-25°C) B Te4eHue 8 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 24 vaca.

e O6Gpasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NepemMeLlaTb nocre oTTauBaHus.

e O6pasubl pekoMeHAOyeTCcsi 3amMopaxuBaTb He
bonee yem 1 pas.

e LleHTpudyrupynte o6pasupbl C NMUNMAHBIM CIIOEM
Ha BepxHeW YacTu W nepeHocuTe TOMbKO
OuYMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB ubOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeEM
cnepyet LeHTpudyruposartb.

e [lepeg aHanuM3om ybegutecb, 4TO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3ayinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybeguTtecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3uLOB [AOIMKEH
0CTaBaTbCsl HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WUNM  ayTonCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNOoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB A4Nns TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTMBHOW CNpPaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WTPUXKOAE Ha YNakoBKe C  peareHToM,
cuuTLIBaOTCS aBTOMaTuyeckn. Ecnum wrpmx-kog



He ypdaeTca cuuTaTh, BBeAWTE MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTulbl, 4TOObl OHU
XOpOLLO NepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINONHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2, CAL3, B
CTOVKY Ans kanubpatopoB B 30He o6pa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3arem caenamnTe
NPo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHus
HeobxoamMmo 5 mkn obpasua B AOMNOMHEHWE K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbINOMHUT BCce OYHKUMKU 1
noacyMTaeT pesynsrarthbl.

Kanu6poBka

. MpocnexmBaemoctb:  JTOT  aHanu3  6bin
CTaHAapTU3NpPOBaH C MOMOLLbI BHYTPEHHEro
ctaHgapta YHLO ana NSE.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxalei
MHOPMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. YT1oObl BbLINONHUTL KanubpoBky iFlash-NSE,
nposegute aybnuposaHue TectoB CAL1, CAL2
n CAL3, nonyunB RLU OT 3Ha4eHnsi OTCEYKM.
. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLume obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ncnonb3oBaHUKU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCA BHE 30HbI
nencTaus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

0.1-400 Hr/mn

3HauyeHNs1 HKE HWKHEro npefjena AuanasoHa
n3MmepeHun npeacraenedbl kak <0.1 Hr/mn. 3HayveHus,
npeBbllLAOLIME  BEPXHUA  Mpeden  AuanasoHa
n3MepeHun, npeacrasnsaoTcs kak >400 Hr/mn.

Pas6aBneHue
O6pasubl ¢ koHUeHTpauven NSE, npeBbiwatoLlen
AnanasoH N3MepeHun, MOXHO pa3baButb

pasbaButenem ans  obpasuoB. MakcumarnbHbIV
KoadpdumumeHT pasbasnenus coctasnsier 1:10, nubo
aBTOMaTUYeCKN aHanM3aTopoMm, Nbo BPYyYHyIo.
Mocne py4yHoro pa3baBneHus yMHOXbTE pe3yrnbTaT Ha
KoadppurLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MNpPOrpaMMHOe
obecneveHne aBTOMaTUYeCku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLUEHTpaummn obpasua.

KoHTponb kayecTBa

[ns koHTponsi kadectBa pekomeHaytotcss YHLO NSE
KoHTtponb, EVER-BLUE NSE KoHTpornb. Kpome Toro,
MOXHO  MCMOnb3oBaTb  ApPYrMe  KOMMEpPYecku
[AOCTYMHble MaTtepuanbl KOHTPOMsi KavyecTBa C He
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MeHee Yem ABYMSI YPOBHAMM aHanuTa,
npoBepeHHbIMU B nabopatopum.

KoHTponu ans pasHbix ypoBHEN AOMKHbBI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMomnb3yeTcsi, OAWH pa3s ANs KaX[oro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA 1nn TpeboBaHWsIMKU akkpeanTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepgyite MNHCTPYKUMSAM no
obpalleHnto 1 XpaHeHUo MaTepuanoB AJsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi JOMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNeBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kadecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCcTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb cregyowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeaeHO HeobxoaMmMmoe
TEXHUYECKoe 0GCnyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEW MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTutecb 3a MOMOLLBI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpuobIoTOpY.

Pe3ynbrart

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTOf, MOATOHKN AAHHbBIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN KpMBOM "
aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BbIAAOTCS B HI/MI.

Oxupgaemble 3Ha4YeHUs

WccnegoBaHve aHanu3a iFlash- NSE Ha obpasuax ot
150 BHelHe 340pOBbIX NoAeN Jano crnegylolun
pesynbtar (nr/mn): < 16.3 Hr/mn (95-1 npoueHTunb)

B cooTBeTcTBMM € pekomeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXwAaembln
pedepeHCHbI  auanasoH Ans  paccMmaTpuBaemoun
rpynnebl

OrpaHuyeHus

. Ananus iFlash-NSE npegHasHadeH Tonbko ans
onpegeneHns NSE B  CbIBOPOTKE  KPOBMU
yernoeka. OH He Obln BanuMaupoBaH Ans
MCMONb30BaHWs Ha Nasme KpoBu.

. Ecnn  pesynbtratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoOBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayert
VMHTEpPNpeTUpoBaTh B CBETE 0OLLEN KITMHUYECKOM
KapTWHbl NauuMeHTa, BKMYas CUMNTOMbI U
pe3ynbsTaThl KNUMHUYECKON MCTOPUK.

. O6pasupl, cogepxaluve BuaMmbii ypoBeHb NSE
o 100000 Hr/mn, He nposiBnAnu addexra
3axsara B aHanuse iFlash-NSE.

. Ha aHanus He BnustT (pasHuua meHee 10%)
VKTEPUYHOCTb (BnnupybnH<40 mr/gn), nunemus
(Tpurnuuepunapi<1500 wmr/gn), obwun Genok
cbiBOpoTkM kposu (10 r/an).

. leMonua BnMsIeT, TMOCKOMNbKY — 3pUTPOLMUTHI
cogepxat NSE.

. BmeluatenbctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.



. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/Mn.

. BmewartensctBa co ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOU3BOMbHbIX €ANHWL, /MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, —pesynbTarThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnyaThes.

MpeunsmoHHoOCTb

MpeumsmoHHocTb  iFlash-NSE  onpegensanuce B
cooTBeTCcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 5 gHewn, B 3 mecTax, 3 nNporoHa B AeHb, 2
nosTopa B Kaxaom MpOroHe. Pesynsrathl
uccrieoBaHusl NpeacTaBneHbl HUXe:

Obpas CpeaH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
eu ee CraHpapt koacbuum CraHpapt koacbduum
3Have Hoe eHTa Hoe eHTa
Hue OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(Hr/mn) ne % ne %
(Hr /mn) (Hr /mn)
1 15.96 0.541 3.39% 1.047 6.56%
2 80.94 2.160 2.67% 3.934 4.86%
3 289.43 7.684 2.65% 13.398 4.63%
KK1 10.72 0.376 3.51% 0.650 6.07%
KK2 45.79 1.404 3.07% 2.945 6.43%

AHanuTtuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHuns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepnen obHapyxeHusi poHa = 0.03 Hr/mn

Mpepnen obHapyxeHust = 0.1 Hr/Mn

Mpepen konuyecTBeHHoro onpeaeneHuns = 0.5 Hr/mn

Ouana3oH NMHEeNHOCTH

0.1-400 Hr/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBUMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumprU4HOCTb

AHanutudeckyto cneuuduyHocTb aHanusa iFlash-
NSE oueHumBanu c¢ nomouwbio CYFRA 21-1 wun
Hecneundunyeckon HempoHanbHON SHOMa3bl.

BapuaHT KOHLiEHTpauust

CYFRA 21-1 100 mkr/mn

Hecneumndunyeckas 500 mkr/mn

HelpoHanbHas aHonasa
Bbinn npoTecTupoBaHbl crnegyouime npoTMBopakoBble
npenapartbl, BMellaTenbCcTBa B aHanua He
0oBHapyXeHo.

npenapar KOHLiEHTpauust

AnpramnunH 75 MKr/mMn

Linknocpocchamma 1000 mkr/mn

LincnnatmH 250 mkr/mn

5-®Topypauun 500 mkr/mn

MeToTpekcar 1500 mkr/mn

KapBonnatuH 1000 mkr/mn

MaknuTakcen 5.5 mkr/mn

Jrtonosug 400 mkr/mn

umTo3nHapabuHosua 30 Mkr/mMn

TamokcudeH 50 mkr/mn

BunbnacTtuna cynbdar 500 mKr/mn

MutomMuuuH-C 100 mkr/mMn

PakoBbli1 aHTurex 125 (CA 125) 500 Ea/mn

PakoBblIit aHTureH 15-3 (CA-15-3) 500 Ea/mn

PakoBblIi aHTurex 19-9 (CA 19-9) 500 Ea/mn

XopuoHnyecknin roHagoTponuH (HCG) 1000 ME/mn

PakoBo-3MBpuoHanbHbIi aHTureH 500 Ea/mn

(CEA)

KnuHu4yeckne nokasatenu

Bbino npoBeneHo cpaBHeHue aHanu3atopa iFlash-
NSE (y) ¢ koMmmepyeckn OOCTynHbIM aHanuaom NSE
(X) Ha knuMHWYeckux obpasuax, M KpuBas Obina
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nogorHaHa C MNOMOLWbLIO NUHEWHOW  perpeccun
(perpeccus MNaccuHra-babnoka).

y =1.014x + 0.104

T=0.983

KoHueHTpauums obpasua: 0.28-372.2 Hr/mn
KonnyectBo namepeHHbix o6pasuos: 110

Kpatkas wuHdopmauma o 6Ge3onacHoCcTU M
NpPon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumas o  6GesonmacHocTM  un
NPOVU3BOAUTENBHOCTM OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.
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. OnacHblii komnoHeHT: 0,08% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] n 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))

. CurHanbHoe cnoBo: [pegynpexaeHue

. 3asaBneHns 06 onacHoCTu:

H317: MoxeT BbI3BaTb annepruyeckyto peakumio

KOXMW.
. MpenynpexaatoLme 3asiBreHns:
. P261: M3berante BObIXaHUA

nbinu/napos/ra3a/TymaHa/napos/cnpes.

. P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.

. P362+P364: CHumMUTe 3arpsi3HEHHYIO ogexay W
noctupaiTe ee nepeq NMOBTOPHbLIM
1Cnonb30BaHNEM.

. P333+P313: MNpu nosiBneHun pasgpaxeHus Koxu
Unm cbinu: obpaTuTech K Bpady.

. P321: HemenneHHo obpatuTechb 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTEnHep B
COOTBETCTBUU c
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MEeCTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapOAHbIMY NpaBUnamu.

Bepcus: 05, 2024-01-12



O6wwun MNCA (Total PSA) iFlash

REF C86000-S C86000 C86000-L

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

C €2797

HasBaHue
O6wwit NCA (Total PSA) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN:692591270097HS

Mpeanonaraemoe ucnonb3oBaHue

AHanus iFlash-Total PSA — 370 XeMWUNOMUHECLIEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
obwero MNMCA B CbiBOPOTKE WM NnasMe KpOBWU 4YeroBeka,
B3SATbIX Y NUL, C NMOAO3PEHMEM Ha paK NpPoCcTaThl C MOMOLLbIO
aBTOMaTU3MPOBAHHOIO XEMUITIOMUHECLIEHTHOTO
MMMYHOMEPMEHTHOrO aHanusatopa. AHanus iFlash-Total
PSA npegHasHayeH Ans MCMNOMNb30BaHWsi cneuvanuctamm
naboparopui B Ka4ecTBe BCNOMOraTenbHOro cpeacrtsa npu
OVMarHocTUKke paka npefcTaTenbHON kenesbl Hapsgy C
OPYTYMU KIMHUYECKUMU METOAMMU.

OnucaHune n o6bsAICHEHNe

Mpocrtat-cneunduyecknt avtureH (MNCA) — 310 Genok
maccon 33 k[, CMHTe3npyeMbIl B anUTENuarnbHbIX KreTkax
npeacrtatenbHon xene3dbl. OH npegcTtaBnser cobon
CEepUHOBYI0  MpoTeasy, OTHOCALWYCS K  MOArpynne
kannukpeunHoB.[1] NCA cogepXuTcs B CbIBOPOTKE KpPOBM
NPEMMYLLECTBEHHO B TPeX pPasfuYHbIX MONEKYNspHbIX
dopmax: cBoboaHbii MCA (mMonekynsipHas macca 30 k[),
CBSI3aHHbI C anba-2-MakpornobynuHom (MornekynsipHas
macca 780 k[1) n cBsi3aHHbIV C anba-aHTU-XMMOTPUNCUHOM
(monekynapHasa macca 90 k[1).[2]

TecT Ha INCA no3BonsieT Bpayam 06Hapy>XuTb pak npocTarsl,
noka OH elle MarneHbKui, HU3koanddepeHUNPOBaHHBIA 1
nokanuaoaHHbIn.[3] TecT Ha MCA addeKkTMBHO CHuXaeT
CMepTHOCTb  OT  paka npoctatbl.[4]  PykoBoacTtso
EBponenckon accouuwaummn yponoroB (EAU) pekomeHayeT
npegnaratb paHHee TectupoBaHue Ha [ICA xopowwo
VH(OPMMPOBAHHBIM MYXYMHAM C MOBBILIEHHBIM PUCKOM
paka npocTaTtbl.[5]

MCA saBnsetca  npocratocneumduyeckuMm, HO  He
cneunduyHbIM ANa paka npocTaTkl, @ Takke MoBbILLAETCA
npu gpyrux  3aboneBaHusix  npocTatbl  (MpOCTaTwrT,
nobpokavecTBeHHas rmnepnnasus npeacTaTensHon
Xenesbl), U NpU AnarHoCcTUYECKMX NpoLeaypax, a Takke npu
HeKoTopbIX hmamnonornyeckmx npoueccax. Oéwui NCA npu
3Ha4YeHUsX <2 Hr/Mn 1 >10 Hr/MN MMEeeT BbICOKUI YPOBEHb
cneundunyHocTn, a 3HadeHme >10 Hr/mn Takke obnagaet
BbICOKOV YyBCTBUTENBHOCTLIO B BbISIBMEHUW paka npocTarkl,
M B 9TOT MOMEHT AaHHble 3HavyeHus npeacTaBnsitoT cobon
ONTMMAarbHbIA PEXUM ANt NocnegyroLero neyeHus.[3]

B pspge wuccnepoBaHuin  6bino  obHapyxeHo, 4to %
cBobogHoro MNMCA (FPSA) y naumeHTOB C pakom npocTartbl
3HaYNTENbHO HUxXe, yem y naumeHToB c
nobpokavecTBeHHbIMKU 3aboneBaHNsIMU UMM HOPMarnbHbIM
KOHTponewm. bbino gokasaHo, 4to cooTHoweHne FPSA/TPSA
nosbiLLaeT YyBCTBUTENBHOCTH " cneumpuyHoCTb
OMarHoCTUKM paka npocrathbl [6].

MpuHumMn aHanusa
AHanus iFlash-Total PSA - 310 COHABWY-
UMMYHOMEPMEHTHbIN aHanu3 ¢ UCMonb3oBaHWEM MPSIMOro
XEMUITIOMUHOMETPUYECKOTO MeToAa.
. WHkybauusi: Obwwmin NCA B obpasue pearvpyeT ¢
NOKPbITEIMW  a@aHTUTENaMu npotMe obwero CA
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napamMarHuTHbIMU MUKpoYacTuLamm n
KOHBIOraToMm aHTuTen npotuB obuwero [1CA,
MEYEHHbIM  aKpMAMHOBBIM  3chupom, obpasys
COHABUY-KOMMIIEKC.

. MpombiBKa: Nog BO3OEWCTBMEM MArHUTHOTO MOns
MarHUTHblE YacTuUbl MPUMUMAT K CTEHKam

peakLUMOHHOro cocyna, a HecBsi3aHHble
maTepuansl CMblBaOTCS NPOMbIBOYHbBIM
Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cMvecb  pgobaBnsioTcs npe-TpUrrepHbIn n
TPUrTEpPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi mM3MepsieTcs B
OTHOCUTENbHbIX CBETOBbIX eaunHuuax (OEO wnm
RLU).

e CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBom obuwero [ICA B obpasue w
konmyectBom OEO, onpeaensieMbix ONTUYECKON
cuctemon iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl
Komn 1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn.
R1 1 2 2 AuTuTENA npoTuB
ynakoBka, ynaKkoBKy, ynaKkoBKy, obuero MNCA,
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITbIE
ynaKoBKy ynaKoBKy ynaKoBKy napamarHuTHbIMM
MUKpOYaCcTULLaMM
(Mbiwb, 0,1 mr/mn),
0,05% ProClin 300 B
Ka4ecTBe KOHCEPBaHTA.
R2 1 2 ynakoBku 2 ynakoBku KoHbtorat aHTUTen
ynakoBka, no4,0mne no7,8mne npotus obuero MCA c
40 mn B ynakoBke ynakoBke aKpuAVHOBLIM 3brpom
ynakoBke (Mbiwb, 0,05 mkr/mn),
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTa.
CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / TRIS ¢ 6enkoBbiM
bnakoH bnakoH bnakoH crabunusatopom
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.
CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, obwit
1,0 mMn Ha 1,0 mn / 1,0 mn / Benok PSA
bnakoH bnakoH bnakoH (4enoBeveckuit) B
Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.
CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 3, obwit
1,0 mMn Ha 1,0 mn / 1,0 mn / Benok PSA
bnakoH bnakoH bnakoH (4enoBeveckuit) B
Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)

REF| | C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekuncu Bogopoga.

REF| | C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.

REF| | C89997, TpombiBouHbIn  Bydep  (1x):
docaTHO-6ydepHbI cConeBon pacTBop.

REF| | C80001, TMMpombiBouHbI 6Bydep (10x):
docaTHO-6ydpepHbI coneBon pacTBop.

REF C6100, PeakumoHHbIV cocya,.

ZCCO058, MynbTMKOHTPOMb  OMyXOMeBbIX
MapKepoB.

REF| | CC816, MynbTnkoHTpOrb — onyxonesbix
MapKepoB.

Cucrema

PeareHtel 1x50 TectoB/yn. mn 2x50 TecToB/yN.

NpUMeHsiIoTCA ans XEeMUITIOMUHECLIEHTHOIO

MMMyHoaHanmsartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A n iFlash 9000 CLIA-aHanu3satopa: iFlash
9000-A.



O6wwun MNCA (Total PSA) iFlash

2x150 TecTos/yn. npumensietca k CLIA-aHanusaTtopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3 OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCcKMX KUBOTHBIX/MUKPOBHbIX), He NnepeaaayT
Hdekuuto. Noatomy Bce buonormyeckme marepuansl
crnepgyet  paccmaTtpuBaTb  Kak  MOTEHLManbHO
MHAEKLMOHHBIE.

e CobniopavTte 06bl4YHbIE MEPbI MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxoasiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4eHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbid  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M O3HAKOMIIEH C
WHTeprpeTaunen peynstaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM Heobxoanmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb Uy NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON nouTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCSA MocHe
YKa3aHHOIo CpoKa rof4HOCTH.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynaKkoBKe roTOBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponte riakoHbl C
kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

e [lepen 3arpy3kon Habopa peareHToB iFlash-
Obwwmn TCA B cuctemy MOBTOPHO B3BECHTE
MUKpOYacTULbl, Crierka nepeBepHyB NakeT ¢
peareHTOM. BusyanbHo npoBepbTe rakoH, 4TOObI

ybeauTtbes B TOM, 41O MUKpoYacTULbl
pecycneHampoBaHbl. Ecnu mukpouvactuubl Bce elue
npununatoT K dnakoHy, npogomxante
nepesBopaunBatb (pnakoH A0 Tex nop, mnoka
MUKpOYacTULLbI He 6ynyT NOMHOCTbIO

pecycneHampoBaHbl.  Ecnv  MukpodacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  MHGOpMaUuK O  Mepax
npeaoCcTOPOXHOCTU Npy 06paLLeHnn ¢ peareHTamu BO
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BpeMsi paboTbl CUCTEMbI CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHUN.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temneparype 2-8°C.
e PeareHT He cniefyeT 3aMOpaxuBaThb.
CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXPaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBKu HaxopgsLmecsi Ha 6opTy: 56 gHew.

B3sATue n nogrotoBka o6pa3uoB

e PekomeHgyemble 06pasubl - CbIBOPOTKA Wnu
nnasma (renapvH nutusa, K2-EDTA un renapuH
HaTpwus).

o T[lepen nposefeHnem npoueanypbl

LeHTpudyrnpoBaHusa ybegntech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOSHOCTbIO CchopmumpoBancs
cryctok. Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOMm), Bpems
obpasoBaHusl cryctka B o6pasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHAaTHOWM
Temneparype (20-25°C) B TeueHune 24 yacos.

e OO6pasubl MOTryT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 5 gHen.

e OG6pasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 aHen.

o  3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasupbl NpegnaraeTcsa 3amopaxwusaTb He bonee
ofHOro pasa.

e [lepeHecuTe TOMbKO OYULLEHHbIN OOpasey 6e3
NMNeMMYecKoro maTepuana, ecnu
LEeHTPUdYrMpoBaHHbIE obpasupl UmeroT
NUNUAHBIA CION CBEPXY.

e [lpy Hanuuum cryctkoB uOpMHaA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyruposartb.

e [lepeq aHanu3om ybegutecb, 4TO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLECTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybegutecb, 4TO 06pasubl
nauueHTa, kanubpaTtopbl U KOHTPONb HaxoasTcs
npuv Temnepartype okpyxatoLlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) UNM  ayTonCuMM MNoka He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNOoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB NS TeCTMPOBAHUS.

Mpoueaypa aHanu3sa



O6wwun MNCA (Total PSA) iFlash

. MogpobHyo  mMHdOpMauuMio O  NOAroToBke
CUCTEMBl CM. B WHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MHdopmauma o peareHTax aBTOMaTU4eCcKu
CYMTBLIBAETCS MO LUTPUX-KoAy Ha drnakoHax c
peareHTamu. Ecnu WTpux-kog He cunTbIBaETCS,
BBEAMTE NOPSAKOBbIA HOMEP BPYYHYHO.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTulbl, 4TOObl OHU
XOpOLUO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINONHUTE KanubpoBKy.

. MomecTute kanunbpatopbl CAL1, CAL2 n CAL3
B CTOWMKY Ans kanubpaTtopoB B 30He ob6pa3sua.
Oepxute KanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3aTrem cpaenamnTe
Npo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kKaXxgoro onpeaeneHust
Heobxoammo 10 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT BCce (OYHKUMKU 1
noacyuTaeT pesynsraThbl.

Kanu6poBka

. MpocnexmBaemoctb: [aHHbii aHanu3  6bin
CTaHAapTU3npoBaH no  MexayHapogHOMYy
ctaHgapty BO3  [pocrtat-cneumdumyeckuii
aHTureH (4enoseka) (obwwmi: PSA-ACT +
cBoboaHbin PSA), kog NIBSC: 17/100.

. Kaxgbin Habop peareHToB iFlash-Total PSA
cHabxeH aTukeTkon ¢ QR-komom, cogepxalyen
MHOPMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.

. YTtoObl BbINOMHUTL kKanubposky iFlash-Total
PSA, npoBegute B AByx 3k3emnnsipax TecTbl
CAL1, CAL2 n CAL3, n npegonpegeneHHas
macTep-kpuasi ~ O6yaer  aganTMpoBaHa K
aHanuaaropy.

. Mocne Toro kak kanubposka iFlash-Total PSA
npuHsiTa W CcoXpaHeHa, Bce nocnegyolme
obpasupl MOXHO TecTupoBaTb 6e3
OOMONHUTENbHOW KannbpoBKu:

. Yepes 56 gHen npu ucnonb3oBaHUU TON e
napTuu peareHToB.

. WMcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

0,01-100 Hr/mn

3HaueHnss HWXEe HWKHero npegena [AvanasoHa
n3aMepeHun npeacraeneHbol  kak  <0,01  Hr/mn.
3HaveHus, npeBbllLAlOWNEe  BEpPXHUN  npeden
AnanasoHa u3MepeHun, npegcraenstoTcs kak >100
Hr/MA.

Pas6aBneHue
O6pasubl ¢ koHueHTpauuen obwero [MCA Bbiwe
OuanasoHa U3MepeHus MOXHO pa3baBuTtb

pasbaButenem ans  obpasuoB. MakcumarnbHbIV
KoadpdumumeHT pasbaBneHusi coctaensetr 1:5, nubo
aBTOMaTUYeCKN aHanM3aTopoMm, Nbo BPYyYHyIo.
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Mocne py4Horo pa3baBneHust yMHOXbTE pe3yrnbTaT Ha
KoadppurLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MNpPOrpaMMHOe
obecneveHne aBTOMaTUYeCcku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcs
ncnonb3oBate YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control. Kpome Toro,
MOXHO  MCMonb3oBaTb  Apyrve KOMMepYeCKn
[OCTYMHble MaTtepuanbl Ans KOHTPONs KavyecTsa,
cofepxallime He MeHee [ByX YPOBHEN aHanuToB,
KOTOpble GbInM NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WCMomnb3yeTcsi, OAWH pa3s ANs KaXaoro
Habopa peareHTOB 1 Mocne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA Mnn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHEeHUo MaTepuanoB AJsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNeBble 3HAYEHWS U JOMYyCTUMbIE
AnanasoHbl Anst obecnedeHnss Hagnexatien paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTb Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb cregyowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCnyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEW MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLbI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkku Unv AUCTpuobIoTOpY.

Pe3ynbrart

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MeTOf, NOATOHKN AAHHbBIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN Kp1BOM "
aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BbIAAOTCS B HI/MI.

Oxugaemble 3Ha4YeHUs

WccneposaHne ananusa iFlash-Total PSA Ha
obpasuyax 630 BHeLHe 300POBbIX MYXYMH pPasHbIX
BO3PaCTHbIX rpynn 4ano cregyoLmin pesynsrar:

Bospact Kon-Bo 95-1 npoueHTUnb
(Hr/mn)

<40 121 1.39

40-49 122 2.05

50-59 124 3.24

60-69 135 4.22

=70 128 4.52

Bcero 630 4

B cooTBeTcTBMM € pekomeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXwWAaembln
pedepeHCcHbI  auanasoH Ans  paccMmaTpuBaemon
rpynnbl.

OrpaHuyeHus

. Habop iFlash-Total PSA npegHasHayeH TOMbKO
ansa onpenenenusi obwero NCA B cbiBOpOTKe
Unu nnasme KpoBW YernoBeka (NUTUiA-renapuH,
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K2-EDTA un renapuH Hatpusi). OH He 6bin
BanMaMpoBaH Ans UCMoNb30BaHWsA B nnasve c
APYrMMU TUNaMy aHTUKOArymnsHTOB.

. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoOBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noATBEPXAEHNS pe3ynbraTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 0OLLEN KITMHUYECKOM
KapTWHbl NauuMeHTa, BKMYas CUMNTOMbI U
pe3ynbsTaThl KNUMHUYECKON MCTOPUN.

. O6pasupl ¢ BMaUMbIM ypoBHeM obuiero MCA,
pocturatowmm 17 000 Hr/mn, He nNposBNsinv
apcdhekTa 3axBara B aHanuse iFlash-Total PSA.

. Ha aHanus He BnusT (pasHnua meHee 10%)
VKTEPUYHOCTb (BnnupybnH<65 mr/gn), remonus
(remorno6uH <2000 mr/an), nunemus
(Tpurnuuepunabi1500 mr/gn) n obwun Genok
CbIBOPOTKM (£12 r/an).

. BmeluatensctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BmewartensctBa co  ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BONbHbIX E4UHMUL/MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnyaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb onpegensinacb ¢ nomousko iFlash-
Total PSA, knuHunyeckux obpasuoB M KOHTponewn B
coorBetrctBUM ¢ EP05-A3 CLSI (Clinical and
Laboratory Standards Institute): Tect B TeyeHue 20
OHen B 3 mMecTax, 2 nporoHa B AeHb, 2 NoBTOpa B
Kaxgom  nporoHe.  PesynbtaTthl  MccrnefoBaHust
npeacTaBneHbl HUXe:

Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koapuumn
3Have Hoe eHTa Hoe eHTa
Hue OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
ne % ne %
(Hr/mn) (Hr/mn)
1 3.88 0.097 2.50% 0.155 3.99%
2 24.86 0.500 2.01% 0.943 3.79%
3 68.33 1.061 1.55% 1.656 2.42%
KK1 5.82 0.128 2.20% 0.207 3.56%
KK2 17.22 0.419 2.43% 0.683 3.97%

AHanutuyeckasn YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOrO  onpefeneHns  Gbinu
onpegerneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepnen obHapyxeHusi poHa = 0,005 Hr/mn

Mpepnen obHapyxeHust = 0,01 Hr/mn

Mpepen konuuecTBeHHoro onpeaenenusi = 0,03 Hr/mn

Ouana3oH NMHEeNHOCTH

0,01-100 Hr/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumpr4HOCTb
AHanutudeckasi cneunduyHocTb aHanusa iFlash-Total
PSA 6bina oueHeHa ¢ nomoubio PAP (K® - Kucnas

docdarasa).
Ananor KoHueHTpauus MepekpecTHas
peakuusi
PAP 1000 Hr/mn 0.05%
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OKBMMONsipHasi peakTUBHOCTb COBMaAarLWMUX aHTUTEN
Bbinn npotecTupoBaHbl 06pasubl C OA4WMHAKOBOW
KOHUeHTpauuenn obwero T[ICA wu  pasnuyHbiM
cooTHolleHnem cBobogHoro [ICA u [CA-AKT,
MOrpeLHOCTb pe3ynbTaTtoB TecTa He npeBbilana
+15%.

Beinu npoTecTMpoBaHbl crefyoliMe npenapatbl U
BEeLLECTBa, BMELLATENbCTBA B aHaNM3 He 06HapyXeHo.

CybcTaHums KoHueHTpauus
Linknogocamug 1000 mkr/mn
LincnnatuH 225 mkr/mn
5-cbTopypauun 500 mkr/mn
MeToTpekcat 1000 mkr/mn
KapbonnatuH 1000 mkr/mn
OTtonosung 400 mKr/mn
TamokcudeH 50 MKr/mn
MuTOMULINH 25 mkr/mn
dnytamug 1000 mkr/mn
Takcon 5.5 mkr/mn
[okcopybuumH 75 Mkr/mn
Anbga-deTonpotenH 1000 Hr/mn
PakoBbili aHTUreH 125 500 Ea/mn
PakoBbili aHTUreH 19-9 600 Ea/mn
P3A 200 Hr/mn
Xry 1000 ME/mn

KnuHu4yeckune nokasatenu

Bbino npoBeneHo cpaBHeHue aHanu3atopa iFlash-
Total PSA (y) ¢ KoMMepyeckn OOCTYMHbIM aHann3om
obuwero PSA (x) Ha knuHMYeckux obpasuax, 1 Kpueas
Obina mogorHaHa C MOMOLLBIO FIMHENHOW perpeccun
(perpeccus NaccuHra-babnoka).

y =1,060 x - 0,103

T=0.995

KoHueHTpauums obpasua: 0,24-99,46 Hr/mn
KonnyecTBo namepeHHbix 06pasuos: 128

KpaTtkas wuHdopmauma o 6Ge3onacHoCcTM M
NpPon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumsas o  6GesomacHocTM 1
NPOU3BOAUTENBHOCTU OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.
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CurHanbHoe cnoso: [pegynpexaeHue
3asBneHns 06 onacHoctn: H317: MoxeT Bbi3BaTb
annepruyeckyo peakumio KOxXu.
Mpeanynpexgatowime 3asaBreHns: P261:
M3beraiite BObIXaHUA
nbinu/napos/rasa/TymaHa/napos/cnpes.

P280: HapeBaliTe 3awwmuTHbIE NepyaTku.
P362+P364: CHumMUTe 3arpsi3HEHHYI0 ogexay u
noctupaiiTe ee nepen NMOBTOPHbIM
MCONb30BaHMEM.

P333+P313: Mpu nosiBneHun pasgpaxeHus Koxu
UK CbINu: 0BpaTUTECh K Bpady.

P321: HemenneHHo obpatvTechb 3a NMOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTEnHep B
COOTBETCTBUU c
MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapOoAHbIMY NpaBunamu.

Bepcus: 04, 2024-01-12



NMpokanbuutoHuH (PCT) iFlash

REF C86317 C86039 C86039-L

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
MpokanbumTtoHuH (PCT) iFlash

YHuKanbHbIN naeHTUdMKaTOp yCTPOMUCTBa
GMN: 692591270050GY

Mpeanonaraemoe ucnonb3oBaHue

AHanun3  iFlash-PCT - 3T0  XeMUNOMUHECLIEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
npokanbuntoHnHa (PCT) B CbiBOpOTKE M Mra3me KpoBu
YyernoBeka, B3SATbIX Yy UL C  MNOOO3PEHVMEM  Unn
NoATBEPXAEHNEM KIUHMYECKNX BakTepmnanbHbIX MHAEKUNN,
C U1CMonb30BaHWEM aBTOMATU3UPOBAHHOIO aHanusaTopa
XEMUMIOMUHECLIEHTHOIO  UMMYHOMEPMEHTHOIO ~ aHanuaa.
Ananus iFlash-PCT npegHasHaueH ans Mcnonb3oBaHUs
MEAMNLMHCKUMM paboTHUKaMU U 06YYEHHBIM NEPCOHANOM
B nabopaTtopuu B KadyecTBe BCMOMOraTeribHOro cpecrsa
ONs OUarHocTuku " MOHUTOPUHIa KIMMHUYECKUX
OakTepuanbHbiX UWHGEKUMA B COYETaHUM C  OpyrvMu
KIMHUYECKMMU METOAaMMU.

OnucaHue n o6bsICHEHNe

MpokanbumToHuH (MKT) - 3TO HeakTMBHbLIA nponenTug
KanbUUTOHMHA, KOTOPbIN BbicBOOOXAaeTcss C-knetkamu
LMTOBMOHOW >Kenesbl, renatouMtamm U  MOHOLUTaMM
nepudpepnyeckon kpoeu.[1] Mockonbky MKT pacnagaertcs
nyTem NpoTeonuaa y nogei ¢ HopmarbHbIM

Y 300poBbix  fogend  ero ypoBeHb  0BbIMHO  He
obHapyxuBaetcs.[2] [Mpu THxenbiX MHPEKLUSAX, BbI3BAHHBLIX
bakTepusamun, rpubkamm M napasuvtamum R2, a Takke npu
cencuce Tutpel PCT B CbIBOpPOTKE KPOBU  MOryT
noBbiwaTbes.[3]

KnuHnyeckne oueHkn nokasanu, 4Yto PCT sasnsaetcs

OTNINYHBIM napameTpom ans cnepyoLmx
npuMeHeHuii:[3,4,5,6]
. OueHKa CTeneHn TSXEeCTU W MPOrHOCTUYECKOro

ncxoda CUCTEMHON MHGEKUUW, cencuca u MHOXECTBEHHOMN
OpraHHON HeJOCTaTOYHOCTM.

. PaHHsas auarHocTuka bakTepuanbHom "
MMWKOTUYECKON MHpeKUMM 1 cencuca.
. OudbdepeHumnanbHas OmnarHoctuka mMexay

CUCTEMHON WMHEKUMen n OoCTpbIM BOCMANUTENbHbIM
3aboneBaHneMm.

. MOHUTOPWHI  MaUMEHTOB C BbICOKUM PUCKOM
pasBUTUS UHGEKUUA, Hanpumep, nocrne onepauvn unm
TpaHCNnaHTauuy opraHoB, NPy UMMYHHOW Cynpeccun unm y
NauMeHTOB C MHOXECTBEHHbIMW TPaBMaMMu.

. OudbdepeHumanbHas OmnarHoctuka mMexay
OakTepranbHOW U BUPYCHOWN MHMpeKUMeNn.

L]

MpuHuMn aHanusa

Avanua Ha PCT npeactaBnsier  cobon  CaHABWMY-
UMMYyHOaHanm3 c 1cnonb3oBaHeM npsiMoro
XEMUITIOMUHOMETPUYECKOTO MeToAa.

. MHkybaumns: PCT B obpasue pearvpyer c
napamarHuTHbIMU MUKPOYaCTULLAMM, NOKPbITEIMU
aHTn-PCT, n koHbloratom aHTU-PCT, Me4YeHHbIM
akpuMauHOBbIM  3dhmMpomM, 00pasyss  CoHOBWY-
KOMMnekc.

. MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopOMpYHOTCS Ha CTEHKe
peakLUMOHHOro cocyna, a HecBsi3aHHble
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maTepuansl CMblBaOTCS NPOMbIBOYHbBIM
Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cMmecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi mM3MmepsieTcs B
OTHOCUTENbHbIX CBETOBbIX eauHuuax (RLUs -
OEO).

e CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBom PCT B 06pasue M KOnNM4ecTBOM
RLU, onpegensiemMbiM OMTUYECKONW CUCTEMOW
iFlash.

. Pe3synetathl  onpefensitlotTcsi € NOMOLLbIO
KanubpoBOYHON KPWMBOW, kKOoTOopasi hopmumpyeTcs
nyteM KanuvbpoBkM Mo 3 TOYKaMm, MU ITArOHHON
KPVBON, NpefocTaBneHHon ¢ nomowptlo QR-koaa

peareHTa.
PeareHThbl
Komn 1x50 2x50 2x150 Copepxumoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn.
R1 1 2 2 MapamarHuTHble
ynakoBka, ynaKoBKM, ynaKoBKM, MUKPOHACTULIbI,
3,5 mn Ha 3,5 mn Ha 9,1 Mn Ha MOKPbITble  @HTUTENoOM
ynakoBKy ynakoBKy ynakoBKy Anti-PCT (Mbiwb, 0,12
wmr/mn), 3,5 wmn/naker;
0,08% ProClin 300 B
Ka4ecTBe KOHCEpBaHTA.
R2 1 2 ynakoBku 2 ynakoBku AHTU-TIKT  aHTuTena,
ynakoBka, no4,0mns no8,8mne MeYeHHble
40 mn B ynakoBke ynakoBke aKpUAVHOBbLIM 3hUpomM
ynakoBke KOHbloraT (Mbllub, 0,182
wmkr/mn); 4,0 mn/naker;
0,1% ProClin 300 B
Ka4ecTBe KOHCEPBaHTA.
CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 1, 1
1,0 mMn Ha 1,0 mn / 1,0 mn / cbnakoH,
bnakoH bnakoH bnakoH NMOOUNU3NPOBAHHDII
nopotuok, 6ycdep TRIS
c 6enkoBbIM
crabunuaaropom,
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTA.
CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 2, 1
1,0 mMn Ha 1,0 mn / 1,0 mn / bnakoH,
bnakoH bnakoH bnakoH NMOOUNU3NPOBAHHDII
nopotuok, PCT (E.coli) B
Bydepe TRIS co
crabunusaropom
Genka, 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.
CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 3, 1
1,0 mMn Ha 1,0 mn / 1,0 mn / bnakoH,
bnakoH bnakoH bnakoH NMOOUNU3NPOBAHHDII
nopotuok, PCT (E.coli) B
Bydepe TRIS co
crabunuaaropom
Genka, 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMIIEKTE
marepuansl)
C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekucu Bogopoga.
C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pactBop rugpokcuaa
HaTpusi.
C89997, [pombiBoYHbIN Bydep (1x):
docaTHO-6ydepHbI coneBon pacTBop.
C80001, MMpombiBoYHbIN Bydep (10x):
[ReF]

REF
REF
REF
REF
docaTHO-6ydpepHbI coneBon pacTBop.
REF
REF
REF

C6100, PeakumnoHHbIV cocya.

E C89911, pa3baBuTenb 06pa3uoB:
docdaTtHbIn Bydep.
ZCCO036, PCT KoHTponb.

CC820, Procalcitonin KoHTponb.

Cucrema
PeareHtel 1x50 TectoB/yn. n 2x50 TecToB/yN.
npUMeHsiloTCA ans XEeMUITIOMUHECLIEHTHOTO

nMmmyHoaHanusartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A wn iFlash 9000 CLIA-aHanu3atopa:
iFlash 9000-A.

2x150 TectoB/yn. npumeHsietca k CLIA-aHanunsatopy
iFlash 9000: iFlash 9000-A.
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MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHLManbHO
MH(EKLMOHHBIE.

e CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLUEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvMHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoONb3ys noaxoasiiee
Ae3nHduumpyoLee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOVBMAYyanbHble CPeAcTBa 3almThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npoayKkT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM Heobxoanmo coooWmnTh
Npon3BOAUTENIO " KOMMNEeTeHTHOMY opraHy
rocynapcrBa-urieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/WUNu NaumneHT.

e [lacnopt 6e30nacHOCTM OTHOCUTCSt K Nacropry
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOIO CPoKa rof4HOCTY.

e lI3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHT B ynakoBke roTOB K UCMOMb30BaHUIO.

e OCTOpPOXHO pacTBOPUTE COAEPXMMOE KaX[oro
dnakoHa kanubpaTtopa, AgobasuB poBHO 1,0 Mn
OUCTUINININPOBAHHON WM OENOHU3MPOBAHHOW BOAbI.
OctaBbTe Ha 15 MUHYT B 3aKpbITOM COCTOSIHUM OIS
BOCCTaAHOBMEHUs. TlaTenbHO nepemellante u He
ponyckanTe 06pa3oBaHUs Ny3blPbKOB.

e KanubpaTtopbl 4OMKHbI ObITb U3MEPEHDI B TEYEHNE
30 MUHYT nocne pacTBOpPeHWsi, B MPOTUBHOM Cly4yae
OHU AOMKHbI XPaHWUTLCS B 3aMOPOXXEHHOM BUAE.

e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHToB UnNn Mexay Habopamu peareHToB.

o [lepen 3arpyskoni Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (prakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpoOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb (priakoH A0 Tex nop,
noka  MUKpoYacTMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  EcnuM  MukpodacTuubl  He
pecycneHampyoTcs, He UCMONb3YNTe UX.

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

e [lononHuTenbHyl  MHGOpMaUuK O  Mepax
npeaoCcTOPOXHOCTU NpU o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbI CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUU.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNsi U3 xpaHunuiia npu temnepartype 2-8°C.
o CnepyeT usberatb 3aMOpPaXXnUBaHWs peareHTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepatype 2-8°C: 56 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHgyemble 06pasubl - CbIBOPOTKA Wnu
nnasma (renapuH NUTUst U renapuH HaTpus).

o [lepen ueHTpudyrmposaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmumpoBancs  Cryctok. [Ons  nauueHTos,
NpoxXoasiLLmMX neyexve renapuHom
(aHTuKoarynsiHTom), Bpemsi 0bpa3oBaHusi Cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e CblBOpOTKa, renapuH-nuTMeBas nnasma w
renapuH-HaTpuMi MOryT XpaHUTbCA B TeyeHue 8
yacoB npu Temnepatype 20-25°C; npwm
Heo6X0AMMOCTUN YBENMYEHNUS BPEMEHU XpPaHEHUS!
o6pasupl criegyeT XpaHuWTb Npu Temnepartype 2-
8°C. CblBOpOTKa, renapuH-nutueBasi nnasma wu
renapuH-HaTpui MoryT ObiTb COXpaHeHbl B
TeyeHve 1 pgHa. Ecnu HeobxogMMo npoanuTb
BPEMSI  XpaHeHusi, XxpaHuTe obpasey npu
Temneparype -20°C.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHayeTcsi 3amMopaxuBaTb He
bonee yem 3 pas(a).

e LleHTpudyrupynte o6pasubl C NMUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuUTe TOMbKO
OuYMLLEHHbI  obpasey 6e3  nMNeMu4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyeT LeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
unbpUHa 1 KNETOYHOTO BELLECTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHus!.

e He ncnonb3ayiite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybeguTtecb, 4YTO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun anss cbopa 06pa3uLOB [OOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHMUS obpasuoB
XKUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WUNM  ayToMNCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsaTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop



[JOIMKEH UCMonb3oBaTb COOTBETCTBYHOLLUE TUMbI
06pasuoB AN TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpPaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WITPUXKOAE Ha YNakoBke C  peareHToM,
cuuTbIBaOTCS aBTOoMaTuyeckn. Ecnum wrpux-kog
He ypdaeTca cunTaTh, BBeAWTE MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAMpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTuTe kanubpatopbl CAL1, CAL2, CAL3 B
CTOVKY Ans kanubpatopoB B 30He o6pa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBky, a 3aTem caenamnTe
Npo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHus
Heobxoammo 20 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT BCce (OYHKUMU 1
noacyuTaet pesynsraThbl.

Kanu6poBka
. [MpocnexmBaemocTb: 3toT MeTon, Obin
CTaHAapTU3NpPOBaH C MOMOLLbI BHYTPEHHEro
ctaHgapta YHLO gns PCT.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxallei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. [ns BbinonHeHUst kanubpoBku cuctemsl iFlash
HeobxoaMmo BbINONHUTL UcnbiTaHne CAL1.
CAL2, CAL3 B ABYX NapannernbHbIX aHanuaax, u
npeaBapuTenbHO onpeaeneHHas pedepeHcHas
KannbpoBoyHasi  KpuBasi ajanTupyetcs K
aHanuaaropy.
. lMocne Toro kak KkanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLme o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ncnonb3oBaHUKU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoAsiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

0,03-100 Hr/mn.

3HayeHnss HWXEe HWKHero npegena [AvanasoHa
n3MepeHun npegcraeneHbl  kak <0,03  Hr/mn.
3HaveHus, npeBbllLAlOWNEe  BEpXHUN  npeden
AnanasoHa u3MepeHun, npegcraenstoTcs kak >100
Hr/MA.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcst
ucnonb3oBatb YHLO Procalcitonin Kontpons, EVER-
BLUE PCT KoHtponb. Kpome TOro, MOXHO
MCMomnb30BaTb  [PYyrMe KOMMEPYECKUM [OCTYMHble
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NMpokanbuutoHuH (PCT) iFlash

maTepuansl Ansi KOHTPONS KayecTBa, coaepxaliune He
MeHee [ByX YPOBHEW aHanuMToB, KOTOpble Obinu
npoBepeHbl nabopaTtopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WCMoMb3yeTcsi, OAWH pa3s ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA 1N TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto N XpaHeHUo MaTepuanoB Afsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexawen paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCcTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb cregyowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTu obpaTuTecb 3a MOMOLLBI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpuobLIoTOpY.

Pe3ynbrar

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTOf, MOATOHKM AAHHbBIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN Kp1BON "
aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl NpegcTaBneHbl B HI/M.

Oxupgaemble 3Ha4YeHUs

WcecnegoaHve aHanusa iFlash-PCT Ha obpa3suax 227
BHELLHE 3[10POBbIX JOAEN pa3HbIX BO3PACTHLIX rpynmn
Jarno crnefywoLwuii pesynsrar:

< 0,05 Hr/mn (95-1 npoueHTunb)

B cooTBeTcTBMM € pekomeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXwWAaembln
pedepeHCHbI  auanasoH Ans  paccMmaTpuBaemoun
rpynnebl

OrpaHuyeHusi

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 06LLEN KITMHUYECKOM
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbTaThl KNMHUYECKOro aHamHesa.

. O6pasupl, nornyYeHHble oT
renapuHU3NpoBaHHbIX NaLMEHTOB, MOryT ObiTb
YaCTMYHO KOoarynmpoBaHsbl, YTO MOXET NPUBECTU
K OWMBOYHBbIM pesynbTaTam M3-3a NpucyTCcTBUA

pubpuHa.
. Ecnn  pesynbtratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs

NpoBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. O6pasupl, cogepxaline BuanmMbln yposeHb PCT
0o 500 Hr/mn, He nposiBNsAnu acpdekTa Kpioyka B
iFlash PCT assay.

. Ha aHanus He BnusT (pasHuua meHee 10%)
VKTEPUYHOCTb (BunupybunH<25 mr/gn), remonus
(remorno6uH <500 mr/an), ninemus
(MHTpanunua<1800 mr/an) n obwmn Genok B
CbIBOPOTKE KpoBM (<9 r/ar)



. BmeluatensctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
1000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BwmelwartenbsctBa CcO CTOpOHbl OuOTMHA [0

KoHUeHTpaumu 30 Hr/mm.

DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, —pesynbTarThl,
nonyyeHHble B OTAENbHbIX naGopaTopusix, MOryT
oTnnYaThes.

MpeunsmoHHoOCTb

MpeunsmorHHocTb  iFlash-PCT  onpegensnace ¢
noMoLLblo peareHToB U koHTponen PCT. Tpu
CMeLUaHHbIe CbIBOPOTKA C PasnuyHbIMK  YPOBHSMM
KOHLeHTpaLuum PCT 7 nga KayeCTBEHHbIX
KOHTPOMbHBLIX MaTepuana ObinM NPOTECTUPOBaHbI C
nomoubto iFlash-PCT.

MoBTOpsiemocTb ¥ BHyTpunabopatopHasi TOYHOCTb
onpenensanncb B COOTBETCTBUK € TpeboBaHusamu EP5-
A3 WHctuTyTa KNMHMYECKMX U nabopaTopHbIX
crangaptoB CLSI (Clinical and Laboratory Standards
Institute), cornacHo KOTOPbIM UCMbITAHWS NPOBOAATCSA
B TeuyeHne 20 gHenm ¢ OybnvpoBaHMEM B KaXaoM
nporoHe ¥ ABYMSI NpOroHamMu B AeHb. Pesynbrartbl

nccnenoBaHnsa npmuBeadeHbl HAXe:!
Obpas CpeanH MoBTOpsSieMocTb BHyTpuna6opatopHas
ey ee NPELM3NOHHOCTL
3Have CraHpapt koacbuum CraHpapt koacpuumn
Hue Hoe eHTa Hoe eHTa
(Hr/mn) OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
ne % ne %
(Hr/mn) (Hr/mn)
1 0.47 0.02 4.50% 0.05 9.79%
2 252 0.12 4.80% 0.21 8.44%
3 42.5 1.07 2.52% 1.34 3.15%
KK1 0.49 0.02 4.29% 0.04 7.42%
KK2 9.44 0.26 2.76% 0.33 3.45%

Bocnponssogumocts  6bina noaTeepxaeHa B
coorBetcTBUN ¢ EP5-A3 CLSI, koTopbin npoBogun
UCMbITaHUsi B TedyeHne 5 gHen Ha Tpex yyactkax u 5
NMOBTOPEHWI B A€Hb Ha KaXAOM y4acTKe, U BblYUCAN
NPOUEHTHbI  KoadduumeHt  Bapuauum  (%CV).
PesynbraThl MccneqoBaHns MokasaHbl HUXE:

Obpase, CpenHee Bocnpon3soaMmMocTb
3HaveHue CraHpapTHoe koacbduLmeHTa
(Hr/mn) OTKIOHEHWe Bapuaumu

(Hr/mn) %

1 0.07 0.009 13.02%

2 0.49 0.03 5.5%

3 47.3 1.25 2.65%

KK1 0.58 0.03 5.50%

KK2 10.4 0.61 591%

AHanutuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  ornpefeneHuns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpebosaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0,02 Hr/mn

Mpepen obHapyxeHnst = 0,03 Hr/mn

Mpepen konuuecTBeHHoro onpeaenenusi = 0,05 Hr/mn

AHanuTtuyeckas cneump4HOCTb

Bbina npoBedeHa oueHKa NepeKpecTHOW peakuuu
aHanu3a iFlash-PCT. HepeaktuBHbin ctatyc [IKT
Kaxgoro obpasua Obin NpoBepeH C  MOMOLLbIO
KoMMepueckoro aHanu3aa [MKT.

BapuaHt KoHueHTpaums (Hr/mn) nepekpecTHas
peaKTMBHOCTb

MapaTtupeonaHbIn 3,000 -

ropmoH (PTH)

KaTakanbuuH Yyenoseka 30 —

KanbuWMTOHWH YenoBeka 10 —

Anbda-KIr'PI yenoseka 10000 -

6eta-KI'PIM yenoseka 10000 -
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Knunuyeckue nokasarenu

MpoBepeHo cpaBHeHne aHanu3a iFlash-PCT (y) ¢
KoMMepyeckum aHanusom PCT (x) Ha KNMHUYECKMX
obpasuax, kpuBasi NOCTPOEeHa C NOMOLLbIO NIMHENHOWN
perpeccun (Maccunra-babnoka).

y = 1.006x-0.00194

T=0.974

KpaTtkas wuHdopmauma o 6Ge3onacHoCcTU M

NpPon3BOAUTENILHOCTHU
Kpatkas  wHdopmaumss o  6GesomacHocTM 1
NMPON3BOAUTENBHOCTU AocTynHa Ha caiite

https://ec.europa.eu/tools/eudamed.
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. OnacHblii komMnoHeHT: 0,1% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTunn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
. CurHanbHoe cnoBo: [pegynpexaeHue
. 3asaBneHns 06 onacHocTu:
H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.
H412: BpeneH ons BogHow dnopbl u dayHbl €
ANUTEnNbHbLIM BO3AENCTBUEM.
. MpenynpexaatoLmne 3asBreHus:
. P261: M3berante BObIXaHUA
nbinu/napos/ra3a/TymaHa/napos/cnpes.
. P273: WN3beraiTe nonagaHuss B OKPYXaloLLyto
cpeny.
. P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
. P333+P313: Mpu nosiBneHun pasgpaxeHust Koxu
Unm cbinu: obpaTuTech K Bpayy.
. P321: HemenneHHo obpatuTechb 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c

MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapoAHbIMY NpaBUnamu.

Bepcus: 04, 2024-01-12
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PakoBo-ambpuoHanbHbIv aHTUreH (CEA) iFlash

REF C86004-S C86004 C86004-L npotus CEA, MeYeHHbIM akpuamMHOBbIM 3MPOM,
| | obpasyst CoHABUY-KOMMNEKC
W 1x50 2x50 2x150 e  [pombiBKa: Noa BO3AENCTBMEM MarHUTHOTO Mons
TecToB/yn. TecToB/yn. TecToB/yn. MarHuTHble YacTWlbl MNPUMUNAKT K CTEeHKam
Cuctembl: | iFlash 3000-C; iFlash 1800-A; peakunoHHoW Tpybke, a HeCBA3aHHbIE MaTepuansl
iFlash 1200-A; iFlash 9000-A CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.
||VD Ans prardoctukm in vitro e 3anyck M u3MepeHue curHana: B peakumoHHyto
cMmecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMVHECLEHTHas peakuusi u3mepsieTcsi B
2797 OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).
HaseaHue . CyuwectByeT npsiMass  3aBUCUMOCTb  MeXay
PakoBo-ambproHanbHbi aHTureH (CEA) iFlash konmyectBom CEA B 06pasue M KOnMM4YecTBOM
RLU, onpegensiemMbiM OMNTUYECKONW CUCTEMOW
YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa iFlash.
GMN: 692591270023GV e Pesynbrarbl ONPeAensioTcs Mo KanuGpOBOYHOM
KPVUBOW,  KOTOpasi  CTPOUTCA C  MOMOLLbIO
l'lpe,qnona.raemoe ucnonb3oBaHue TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOW,
Ananua  iFlash-CEA - 3T0  XeMUIIOMUHECLEHTHbIV nonyyeHHol 13 QR-koga peareHTa.
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns PeareHTbl
PakoBo-ambpuoHansHoro aHtureHa (CEA) B cbiBOpoTke U Kown | 1x50 2x50 2x150 Conepximoe
OHEHT TecToB/yn. TecToB/yn. TecToB/yn.
nnasme KpoBM YenoBeka, CObpaHHbIX Y N1y, ¢ NOAo3peHemM R 0 5 5 ETeE——
Ha pak, C MucCnonb3oBaHMeEM aBTOMaTU3NpPOBaAHHOIO ynakoska, ynakosku, ynakosku, MMKpO4aCcTULb,
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITble  @HTUTENoM
aHanuMsatopa XeMUITIOMWHECLEHTHOro  MMMYyHOaHanu3aa. yhakosKy yhakoBKy yhakoBKy AQt-CEA (bilub, 0,15
Ananus iFlash-CEA npepgHasHadeH Ansi UCMONb30BaHUS g(;’OM“)v 2105%“?:0?22
crneunanucTamm nabopaTopuii B KayecTBe KOHCepBaHTA.
BCMOMOraTenLHOro cpeacrtea npwv obcnenosaHm R2 ! 2ynakoBKkM | 2 ynakoskM | MedEHbIVA
ynakoBka, no4,0mne no7,8mne aKpUAVHOBbLIM 3hUpom
OHKOINOrMYeckmnx 60onbHbIX Hapaay ¢ ApyrmMmn KnMHNYeCcKnMmn 40 mn B ynakoBke ynakoBke KOHbloraT Anti-CEA
ynakoBke aHTuTen (Mmbiwb, 0,08
MeToaamu. wmkr/mn), 0,05% ProClin
OnucaHue n 06bACHEHUe 300 B kadectse
~ KOHCepBaHTa.
KaleVlH03M6PV|0HaJ'|beW| aHTUreH (CEA) - 9TO B' CAL1 1 dnakoH, 1 donakoH, 1 dnakoH, Kanubpatop 1, TRIS-
IMMKOMPOTEVMH C MorekynsipHon Maccon 180-200 «k[a, 1,0 mnwa | 10 wn /| 10 wmn /| Gydep ¢ Genxoseim
o bnakoH bnakoH bnakoH crabunusatopom
KOTOpbI ObiN BNepBble MOAEHTUMULMPOBAH U3 IKCTPAKTOB (BSA), 0,05% ProClin
afioHKapLMHOMBI  TOMCTONM  KAWKW Yenoseka [ongom u S opaara, T
dpuamarom.[1-2] CEA cocTout us 29 reHos, 13 Kotopbix 18 CAL2 | 1 cnavon, | 1 conakow, | 1 dnaon, | KanuGpatop 2, Genok
. 1,0 mMn Ha 1,0 mn / 1,0 mn / CEA (
SKCI'IPECCI/IpyIOTCH. 7 anHaﬂne)KaT K rpynne CEA sbugroup bnakoH bnakoH bnakoH MneKkonuTaoLiero) B
n 11 - k noarpynne cneundu4ecKoro MUKonpoTenHa Gypepe  TRIS  co
crabunuaatopom Genka
6epemeHHocTw.[3] Skcnpeccns CEA Ha noBepXHOCTM KNETOK (BSA), 0,05% ProClin
300 B KayecTBe
noBbilleHa MNpU  pasnuMYHbIX  KapuuMHOMax, OCOBGEeHHO KOHCepEaHTa,
XenyaoyHO-KMLWIEeYHOro  TpakTta, a TaKxkKe B  TKaHAX CAL3 1 dnakoH, 1 dnakoH, 1 dnakoH, Kanu6patop 3, 6enok
XEMYOYHO-KULLEYHOTO TpaKkTa Nnoga M Mpu HeKOTOpbIX a1 et L] 1| S neronitaiguee)
BOCNanUTENbHbIX COCTOSIHUAX, TAKMX Kak BOCManuTenbHble cTabunusatopom Genka
o (BSA), 0,05% ProClin
3aboneBaHus KULLIEYHUKA. [4-5]CEA, obnapgatowunn 300
OBLUMPHON reTeporeHHOCTbI0 MO CBOMM (PU3MKO-XUMUYECKUM
1 MMMyHOMorMyeckum ceolicTeam[1,6], ucnonbayercs B Heo6xoaumbie (HO He NocTaBnsieMble B KOMMNIEKTe
KayeCTBe CbIBOPOTOYHOINO Mapkepa Ans MOHWTOPUHra MaTtepwuarnbi)

cocTosiHuA 3aboneBaHns y nauMeHToB ¢ pa3nmuHbiMu CEA-
cekpeTupyoLWwmMn onyxonsamu (kapuvHombl XKT, nerkux, TpUrrepHblii  pactBop  (1x):  pacTBop
MeaynnsipHble, LUMTOBUOHOW Xenesbl, MaTK1, SMYHUKOB U nepekvcn Bogoposa.

REF| | C89999/C89959/C89949, Mpe-
MO4€BOrO My3bips). [7] REF| | C89998/C89958/C89948,  TpurrepHbiii
REF
REF
REF

CEA yxe wucnonb3yeTcs B KIVHMYECKON MNpakTuke pAns pactBop (1x): pactBop rugpokcmaa
MOHUTOPUHIra MauMeHTOB C KOJlOpeKkTamnbHbIM pakoM 1 HaTpus.

SIBMSIETCA OYEHb NEPCNEKTUBHbLIM TapreTHbIM buomapKkepom E C89997, [lpombiBouHbIN Gydep (1x):
ANs PasnuyHblX  OMOTEXHOMOTMYECKUX  MPUMEHEHWN. docdaTHo-6ydepHbIi Conesoil pacTeop.
Bobicokuii  ypoeeHb CEA cneuudumyeckun cBsisaH C I I C80001, TMpombiBouHbIN 6Gydep (10x):
nporpeccupoBaHvMem konopektanoHoro paka (KPP), oH cbocthaTHO-6ychepHbIi CONeBoit pacTBop.
[REF|

ABNAETCH pPeKoMeHAYEeMbIM MPOrHOCTUYECKUM (haKTOpOM C6100, PeakumoHHbIA cocya.

ons KPP[8] OewcteButensHo, ypoBeHb CEA B cbiBOpOTKe

KPOBU MOBBLILLEH HE TOMBKO NPU KONOPEKTaNbHOM pake, HO 1 C89920, Pasbasutenb pana obpasuos
(Sample Diluent).

npv apyrux Bugax paka u HepakoBbix 3abonesaHuii. bonee

TOro, NauMeHTbl ¢ PNOPO30M NErknxX, PaKoM NOAKENYA0YHON ZCC058, MynbTUKOHTPOMNb OMyXOneBbIX
xenesbl, ypeMuen, XpoHn4ecko obCTpyKTMBHOW GOMNe3HbIo MapKepoB.
Nerknx, pakoMm TONCTOW KMLLKM, BonesHbio Anburerimepa, CC816, MynbTUKOHTPOMb  OMyXONneBbIX
pakoM MpPsIMOM KWULLUKA W PpakoM nerkMx UMenu camble MapKepoB.
BblCOKME MeauaHbl ypoBHs CEA B CbIBOPOTKE KpOBU B
nopsigke yobiBaHus[9]. Cuctema
MpuHuMn aHanusa PeareHtol 1x50 TectoB/yn. mn 2x50 TecToB/yN.
Ananus iFlash-CEA — 3710 C3HABWY-UMMYHOMEPMEHTHbIV MPUMEHSIIOTCS oans XEMUIMIOMUHECLIEHTHOTO
aHanus c ncnonb3oBaHnem npsimoro MMMyHoaHanmsartopa: iFlash 3000-C, iFlash 1200-A,
XEMUITIIOMUHOMETPUYECKOro MeToAa. iFlash 1800-A u iFlash 9000 CLIA-aHanusatopa: iFlash
. WHkybaums: CEA B obpasue pearumpyetr c 9000-A.
napamarHuTHbIMA MUKpoYacTMuamu, NOKpbITbIMU 2x150 TecTos/yn. npumensietca k CLIA-aHanusaTtopy
aHTuTenom npotue CEA, n koHbloratom aHTuTena iFlash 9000: iFlash 9000-A.
1
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PakoBo-ambpuoHanbHbIv aHTUreH (CEA) iFlash

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCcKMXKUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonornyeckme marepumanbl
crnepgyer  paccmaTtpuBaTb  Kak  MOTEHLManbHO
MHAEKLMOHHBIE.

e CobniopavTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e  Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoONb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer u3beraTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopatopHble "
vHOvBMAYyanbHble CPeAcTBa 3almThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbid  NepcoHan, UCMONb3yLWMUin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTauunen pe3ynsTatoB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npou3BOAUTENIO " KOMMNEeTeHTHOMY opraHy
rocynapcrBa-urieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/Unu NaumneHT.

e [lacnopt 6e30nacHOCTM OTHOCUTCSt K Nacropry
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCSA MocHe
YKa3aHHOIo CpoKa rof4HOCTH.

e lI3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynakoBKe rOTOBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponte riakoHbl C
kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewuvBanTe peareHTbl BHyTpuM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

o [lepen 3arpyskoni Habopa peareHToB iFlash B
CMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpoYacTULbl BCE eLle MpuUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl. Ecnv  MukpodacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  UHGOpMaUMK O  Mepax
npeaoCcTOPOXHOCTU NpU 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.
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XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUU.

e Habop cnegyer wucnonb3oBaTb cpasy nocrne
M3BMeYeHNst U3 xpaHunuiia npu temnepartype 2-8°C.
e PeareHT He criefyeT 3aMOpaxuBaThb.
CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBKu HaxogsLmecs Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHgyemble 06pasubl - CbIBOPOTKA Wnu
nnasma (renapvH nutusa, K2-EDTA un renapuH
HaTpwus).

e T[lepen nposefeHnem npoueanypebl

LeHTpudyrnpoBaHusa ybeagntech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOJHOCTbIO CchopmumpoBancs
cryctok. Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOMm), Bpems
obpasoBaHusl cryctka B o6pasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHAaTHOWM
Temneparype (20-25°C) B TeueHune 24 yacos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHune 10 gHen.

e O6Gpasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemeLlaTb nocre oTTauBaHus.

e O6pasupbl NpegnaraeTcsa 3amopaxwvsaTb He bonee
2 pas.

e [lepeHecuTe TOMbKO OYULLEHHbIN OOpasel 6e3
NMNeMMYecKoro maTepuana, ecnu
LEeHTPUdYrnpoBaHHbIE obpasupl UmeroT
NUNUAHBIA CION CBEPXY.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyeT LUeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3ayinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepen usmepeHuem ybeguTtecb, 4TO 06pasubl
nauueHTa, kanubpaTopbl U KOHTPONb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrue Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3uLOB [AOIMKEH
0CTaBaTbCsl HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHta wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHMUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) UNM  ayTonCuMM MNoka He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNOoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANns TeCTMPOBAHUS.

Mpoueaypa aHanusa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
cUCTEMBbl CM. B MHCTPYKUMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTMBHOW CNpPaBOYHOM
cucteme.



PakoBo-ambpuoHanbHbIv aHTUreH (CEA) iFlash

. MHdopmauma o peareHTax aBTOMaTU4eCcKu
CYMTBLIBAETCS MO LUTPUX-KoAy Ha dnakoHax c
peareHTamu. Ecnu WTpux-kog He cunTbIBaETCS,
BBEAMTE NOPSAKOBbIA HOMEP BPYYHYHO.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CycNeHAUpOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kanunbpatopbl CAL1, CAL2 n CAL3
B CTOWMKY Ans kanubpaTtopoB B 30He ob6pa3sua.
Oepxute KanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kKanubpoBku.

. Cpenavite kanubpoBKy, a 3aTem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kKaXxgoro onpeaeneHust
HeobxoamMmo 5 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKU BbIMOMHUT BCce (OYHKUMKU 1
noacyuTaet pesynsraThbl.

Kanu6poBka

. MpocnexmBaemoctb:  3TOT  aHanu3  6bin
cTaHgapTuanpoBaH no 1-my craHgapty BO3 IRP
73/601.

. Kaxgbin Habop peareHtoB iFlash cHabxeH

3TUKETKOMN c QR-kogom, cofepxallei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. Ons BbinonHeHUst kanubpoBku cuctemsl iFlash
HeobxoaMmo BbINONHUTL UcnbiTaHne CAL1.
CAL2, n CAL3 B AByx napannernbHbIX aHanum3ax,
" npeaBapuTenbHO onpeaeneHHasi
pedepeHcHasi KannoépoBoYHas KpvBas
afanTupyeTcs K aHanmaartopy.
. lMocne Toro kak KkanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLme o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKY:
. Yepes 56 gHen npu ncnonb3oBaHUU TOM e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

0,6-1000 Hr/mn

3HauyeHNs1 HKE HWKHEro npefena AuanasoHa
n3MepeHun npeactasneHbl kak <0,6 Hr/mn. 3HadveHus,
npeBbllLAOLIME  BEPXHUA  Mpeden  AuanasoHa
n3mepeHun, npeacrasnsaTcs kak >1000 Hr/mn.

Pas6aBneHue

O6pasubl C KOHUEeHTpauven Bbllle AvanasoHa
M3MepeHuss MOXHO pasbaBuTb pasbaButenem Ans
06pas3uoB. MakcumanbHbIn KoacphmLmeHT
pasbaBneHusi coctaensaet 1:50, nnbo aBTomaTuyecku
aHanuM3aTopom, NMnMbo Bpy4HY!O.

Mocne py4yHoro pa3baBneHust yMHOXbTE pe3yrnbTaT Ha
KoadppurLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MpPOrpaMMHoOe
obecneveHne aBTOMaTUYeCcku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLUEHTpaummn obpasua.

KoHTponb kayecTBa
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Ons KOHTpOMs KayecTBa pekomeHayeTcs
ncnonb3oBate YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control. Kpome Toro,
MOXHO  MCMonb3oBaTb  Apyrve KOMMepYeCKn
[OCTYMHble MaTtepuanbl Ans KOHTPONs KavyecTsa,
cofepxallime He MeHee [ByX YPOBHEN aHanuToB,
KOTOpble Gbiny NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMoMnb3yeTcsi, OAWH pa3s ANs KaX[oro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMUA 1nn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHEeHUo MaTepuarnoB AJfsi KOHTPONs
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNeBble 3HAYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb creayolne 4edcTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCnyKMBaHUE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkku Unv AUCTpuobIoTOpY.

Pe3ynbrart

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MeTOf, NOATOHKN AAHHbBIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHusi KanubépoBOYHOMN Kp1BOM "
aBTOMaTUYECKOro pacyeTa KOHLEeHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BbIAAOTCS B HI/MI.

Oxugaemble 3Ha4YeHUs
WccnegoBaHne aHanmsa Ha ob6pasuax 498 BHellHe
3[0pOBLIX OAEN pa3HbIX BO3PACTHLIX FPynn Aano
crnegywoLLmMn pesynbrar:

Ne HEkypsime Kypsiwme

125 126 125 122
Bospact 20-39 | 40-69 | 20-39 | 40-69
95-i1 4.2 5.17 5.62 6.65
NpoLEeHTUMb
(Hr/mn).

B cooTBeTcTBMM € pekomeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXwWAaembln
pedepeHCcHbI  auanasoH Ans  paccMmaTpuBaemon
rpynnbl

OrpaHuyeHusi

. Habop peareHToB iFlash npegHa3HaveH Tonbko
ansa onpegenedvsa POA B cbiBopoTke wnum
nnasme KpoBW 4ernoBeka (MuTui-renapuH, K2-
EDTA wun renapuH Hatpus). OH He 6bin
BanMaMpoBaH Ans UCMOoNb30BaHWsA B nnasve c
APYrMMU TUNaMM aHTUKOArymnsHTOB.

. Ecnn  pesynbtratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoBeCTU [ONOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 06LLEN KITMHUYECKOM



PakoBo-ambpuoHanbHbIv aHTUreH (CEA) iFlash

KapTWHbl NauuMeHTa, BKMYass CUMNTOMbI U
pe3ynbsTaThl KNUMHUYECKON CTOPUN.

. O6pasupl Cc  BuAMMBIM  ypoBHeM  POA,
pocturatowmm 50.000,000 Hr/Mn, He NposSBNSNN
apdekTa 3axBarta B aHanuse.

. Ha aHanus He BnusT (pasHnua meHee 10%)
VKTEPUYHOCTb (BnnupybunH<40 mr/gn), remonus
(remorno6buH <1500 mr/an), ninemus
(Tpurnuuepungpi<2000 mr/gn) un  CBobogHbIv
6enok ceiBopoTkM (<10 r/an).

. BmeluatensctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BmewartensctBa co  ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BONbHbIX EAUHMUL/MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMMyaTaUWOHHbIE  XapaKTEPUCTWKKW, —pesynbTarThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnyaThes.

MpeunsmoHHOCTb

MpeunsmoHHoCTb onpegensinacb ¢ nomousko iFlash-
P3A, «knuHuyecknx o6pa3uoB U KOHTponewh B
coorBetrctBUM ¢ EP05-A3 CLSI (Clinical and
Laboratory Standards Institute): Tect B TeyeHue 5
OHen B 3 mMecTax, 2 nporoHa B AeHb, 3 nosTopa B
Kaxgom  nporoHe.  PesynbtaTthl  MccrnefoBaHust
npeacTaBneHbl HUXe:

Obpas CpenH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
Hue OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
ne % ne %
(Hr/mn) (Hr/mn)
L 297 0.148 4.98% 0.231 7.78%
M 12.58 0.531 4.22% 0.912 7.25%
H 559.31 28.787 5.15% 45.012 8.05%
KK1 2.96 0.132 4.46% 0.228 7.70%
KK2 9.57 0.511 5.34% 0.832 8.70%

AHanuTtuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHuns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHusamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0,2 Hr/mn

Mpepen obHapyxeHusi = 0,6 HI/Mn

Mpepen konuyecTBeHHoro onpeaeneHuns = 1,0 Hr/mn

OunanasoH NMHEeNHOCTH

0,6-1000 Hr/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumpr4HOCTb

Bbinv npoTecTwpoBaHbl cregyolue npenapatbl U
BELLECTBA, BMELLATENbLCTBA B aHANU3 He 06HapyKeHo.

CybcTaHums KoHueHTpauus
AgpvamuumH 75 MKr/mn
Linknodocdamug 1000 mkr/mn
LincnnatuH 250 mkr/mn
5-cpTopypauun 500 mkr/mn
MeTtoTpekcar 1500 mkr/mn
KapbonnatuH 1000 mkr/mn
MaknuTakcen 5.5 mkr/mn
3ATtonosung 400 mKr/mn
LinTosuH apabuHosung 30 mKr/mn
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TamokcudeH 50 MKr/mn
BuHbnactuHa cynbdgar 500 mkr/mn
MutoMmnunuH-C 100 mkr/mn

PakoBbili aHTUren 12-5 <500 Ea/mn
PakoBbili aHTUreH 15-3 < 500 Eg/mn
PakoBbili aHTUreH 19-9 < 500 Eg/mn
XopuoHuyeckun 1000 ME/mn
roHafoTPONuH

KnuHu4yeckne nokasatenu

Bbino npoBeneHo cpaBHeHue aHanu3atopa iFlash-
CEA (y) c kommepyeckn AOCTynHbIM aHanu3om CEA
(X) Ha knuMHMYeckux obpasuax, M KpuBas Obina
nogorHaHa C MNOMOLWbLI0  NUHEWHOW  perpeccun
(perpeccus MNaccuHra-babnoka).

y = 0.953x-0.999

T=0.993

KoHueHTpauums obpasua: 0.79-963.1 Hr/mn
KonnyecTBo namepeHHbix 06pasuos: 122

KpaTtkas wuHdopmauma o 6Ge3onacHoCcTM M
Npon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumsas o  6GesomacHocTM  un
NPOVU3BOAUTENBHOCTU OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.
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Building 1, YHLO Biopark, Baolong 2nd Road,
Baolong  Subdistrict, Longgang  District,

Shenzhen, Guangdong, 518116, Kutan
Ten.: +86-0755-26473359
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Mpunoxexune b:

. OnacHblii komMnoHeHT: 0,05% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
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CurHanbHoe cnoso: [pegynpexaeHue
3asBneHns o6 onacHoCTuU:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.

Mpeanynpexgatowime 3asaBreHns: P261:
M3beraiite BObIXaHUA
nbinu/napos/ras3a/TymaHa/napos/cnpes.

P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
P362+P364: CHumMUTe 3arpsi3HEHHYI0 ogexay u
noctupaiTe ee nepen NOBTOPHbLIM
1Cnonb30BaHNEM.

P333+P313: Mpu nosiBneHun pasgpaxeHus Koxu
Unm cbinu: obpaTuTech k Bpayy.

P321: HemenneHHo obpatuTech 3a MOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTEnHep B
COOTBETCTBUU c
MEeCTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XAyHapOAHbIMU NpaBunamu.

Bepcus: 05, 2024-01-12



PakoBbin aHTureH 15-3 (CA-15-3) iFlash

REF C86006-S C86006 C86006-L
_W 1%x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
PakoBbin aHTUreH 15-3 (CA-15-3) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN: 692591270025GZ

MNpeanonaraemoe ucnonb3oBaHue

AHanu3 iFlash-CA 15-3— 3T0 XeMUIIOMUHECLIEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
pakoBoro aHTureHa 15-3 (CA 15-3) B uyenoBeueckon
CblIBOPOTKE M nna3me, cobpaHHbIX Yy nogen c
NoATBEPXKAEHHBIM PaKOM MOJIOYHOW Xenesbl C MOMOLLbIO
aBTOMaTU3NPOBAHHOTO XEeMUITIOMUHECLIEHTHOTO
MMMYHO@Hanusartopa. Ananus iFlash-CA 15-3
npegHasHadeH ANs MCMonb30BaHWUSA Kak MeauLMHCKAMMU
paboTHMKamMM, Tak U  OOy4YeHHbIM MNEepcoHanoM B
naboparopusix B kayecTBe BCoMoraTtenbHOro cpefcTsa Ansi
MOHWTOPUHIa OTBETa Ha neyeHue Yy OGOnbHbLIX PakoMm
MOIOYHOW Xene3bl M paHHero BbISIBNEHNS peuuamnea y paHee
neyveHHbIX 6onbHbIX pakom MoroyHou xenessb! |l v 11l ctagun
B COYETaHWUU C APYrMMMN KIVMHUYECKUMIU METOAAMM.

OnucaHue n o6bsICHEHNe

PakoBbin anturen 15-3 (CA 15-3) HasbiBaetcs MAM-6 u
OoTHOCUTCSA K noarpynne CUanunpoBaHHbIX
rMUKOMPOTENHOB, 00O3HA4YaeMbix Kkak  nonMMopdHble
anuTenuanbHble MyLuWHbl. [1] BHekneTouHbI JOMEH MyuuHa
1 moxeT BbicBoboxaaTbcs npoteasamm ADAM17 n MT-
MMP1 BO BHEKNETOYHbIN MaTpUMKC W Takum obpasom
nonagaTtb B CblBOPOTKY. [2] WccnegoBaHus nokasanu, 4to
nokasatenn adanmda CA 15-3 4acTo nOBbllWEHbl Yy
NauMeHToOK C pakoM MOMoYHoW enesbl.[3] MoBbiweHne
nokasatenen aHanm3a CA 15-3 6bino 3aperncTpupoBaHo y
nofen ¢ He 3rokayecTBEHHbIMU 3aboneBaHUAMMU, TakUMK
KaK LMppo3 NeyveHu, renaTut, ayTOMMMYHHbIE HapyLueHus,[4]
nobpokavecTBeHHble 3aboneBaHVsl SSIMHHUKOB M MOMOYHbIX
xenes,[5] n peunane paka MONOYHOM xernesbl.[6]

Anann3 Ha CA 15-3 MOXeT MMeTb KIMHWYECKOe 3Ha4yeHue
ANs MOHUTOpPWMHra OTBeTa MauMEHTOB,  MPOXOASLLMX
Tepanuio, NOCKONbKY YBEMUYEHNE N YMEHbLUEHNE 3HaYeHUN
KoppenupyeT C  MpOrpeccMpoBaHWEM W Perpeccom
3aboneBaHns COOTBETCTBEHHO.[7] bnarogapsi BblICOKOM
YYBCTBUTENBHOCTM K MeTacTaTU4eckoMy paky MOMOYHON
xenesbl, onpegeneHve 3HaveHun aHanu3da Ha CA 15-3
0COBGEHHO BaXHO ANs  AWArHoCTMKM  peunavBoB U
MOHWUTOPUWHra Tepanun peunameoB.[8]

MpuHuMn aHanusa

Ananus iFlash-CA 15-3— 310 CaHABUY-MMMYHOMDEPMEHTHbIV
aHanus c 1Cnonb3oBaHeEM npsimoro
XEMUITIOMUHOMETPUYECKOTO MeToAa.

. WHkybauusi: CA 15-3 B obOpasue pearupyer c
napamarHuTHbIMU MUKpOYacTULaMu, NOKPbITEIMU
aHtutenom npotmB CA 15-3, u KOHBbIOraTom
aHtutena npotuB  CA  15-3,  Me4YeHHbIM
aKpuauHoOBbIM  3chmMpom, 0bOpa3yss  CoHOBWY-
Kommnnekc

. MpombiBKa: Nog BO3OEWCTBMEM MArHUTHOTO MONs
MarHuUTHble YacTuubl MPUNUNAIOT K CTEHKaMm
peakuMoHHOMY  cocyay, a HecBsi3aHHble
maTepuansl CMblBaOTCS NPOMbIBOYHbBIM

Bydepom.
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. 3anyck u uamepeHue curHana: B peakumoHHyto
cMvecb  pgobaBnsioTcs npe-TpUrrepHbIn "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi mM3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

e CyuwecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBom CA 15-3 B 06pasue 1 Konn4ecTsom
RLU, onpegensiemMbiM OMTUYECKONW CUCTEMOW
iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn.

R1 1 2 2 MoHoknoHanbHble
ynakoBka, ynaKkoBKy, ynaKkoBKy, aHtutena CA  15-3,
3,5 mn Ha 3,5 mn Ha 9,1 Mn Ha MOKPbITbIE
ynaKoBKy ynaKoBKy ynaKoBKy napamarHuTHbIMM

MUKPOHACTULILI (Mbillb,
0,12 wmr/mn); 0,05%
ProClin 300 B kauecTse
KoHcepBaHTa. BSAB
KavecTse
crabunuaaropa 6enka.

R2 1 2 ynakoBku 2 ynakoBku MeueHHoe akpuanHuem
ynakoBka, no6,5mMnB no 16,3 mn MOHOKIIOHanLHoe
65 mMn B ynakoBke B ynakoBke aHtuteno CA  15-3
ynakoBke (Mbilb,

0,40 mkr/mn); 0,05%
ProClin 300 B kauecTse
KoHcepBaHTa. BSA B
KavecTse

crabunuaaropa 6enka.

R3 1 2 2 Pasbasutens ans
ynakoBka, ynaKkoBKy, ynaKkoBKy, o6pasuoB; docdaTHbIn
no 4.0 no 4.0 no 9.5 6ydep, MAB, 0,05%
mn B mn B mn B ProClin 300 B kauecTse
ynakoBke ynakoBke ynakoBke KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / TRIS ¢ 6enkoBbiM
bnakoH bnakoH bnakoH crabunusatopom,

0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTa.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 2, CA 15-3
1,0 mMn Ha 1,0 mn / 1,0 mn / (nnasma u4enoseka) B
bnakoH bnakoH bnakoH TRIS-6ycbepe c

6enkoBbIM
crabunuaaropom
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 3, CA 15-3
1,0 mMn Ha 1,0 mn / 1,0 mn / (nnasma u4enoseka) B
bnakoH bnakoH bnakoH Bydepe TRIS c

6enkoBbIM
crabunuaaropom
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuansl)

REF| | C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekncu Bogopoga.

REF| | C89998/C89958/C89948, TpurrepHel
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.

REF| | C89997, T[pombiBounbin  Gydep (1x):
docaTHO-6ydhepHbI coneBon pacTBop.

REF| | C80001, TMMpombiBouHbI 6Bycep (10x):
docaTHO-6ydepHbI coneBon pacTBop.

REF C6100, PeakumnoHHbIV cocya,.

ZCCO058, MynbTMKOHTPOMb  OMyXOMeBbIX
MapKepoB.

REF| | CC816, MynbTnkoHTpOrb — onyxonesbix
MapKepoB.

Cucrema

PeareHtol 1x50 TectoB/yn. mn 2x50 TecToB/yN.

npUMeHsiloTCA ans XEeMUITIOMUHECLIEHTHOIO

MMmMyHoaHanmsartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A n iFlash 9000 CLIA-aHanu3satopa: iFlash
9000-A.

2x150 TecToB/yn. npumensietca k CLIA-aHanusaTopy
iFlash 9000: iFlash 9000-A.



PakoBbin aHTureH 15-3 (CA-15-3) iFlash

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHLManbHO
MH(EKLMOHHBIE.

e CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLUEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvMHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoONb3ys noaxoasiiee
Ae3nHduumpyoLee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOVBMAYyanbHble CPeAcTBa 3almThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npoayKkT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM Heobxoanmo coooWmnTh
Npon3BOAUTENIO " KOMMNEeTeHTHOMY opraHy
rocynapcrBa-urieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/WUNu NaumneHT.

e [lacnopt 6e30nacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI WUCMONb30BaTbCA Mocne
YKa3aHHOIO CPoKa rof4HOCTY.

e lI3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynaKkoBKe roToBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBkM 3aKponTe (PrakoHbl C
Kkanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHToB Unn Mexay Habopamu peareHToB.

e [lepen 3arpyskoni Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnv  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHyl  MHGOpMaUMKO O  Mepax
npeaoCcTOPOXHOCTU NpU 06paLLeHnmn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUUM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

Perncrpanuna MH B Pocagpasragsope
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XpaHeHue

o XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHUU.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNsi U3 xpaHunuiia npu temneparype 2-8°C.
o KomnoHeHT R2 cnegyeT 6epeyvb OT UCTOYHWUKOB
cBeTa.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBKu HaxogsLmecs Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHAayeTCsi WCMONb30BaTb CbIBOPOTKY Wnn
nnasmy, coaepxaliume
STUNEHANAMUHTETPAYKCYCHYIO KUCMOTY, renapuH
NNTUSI U renapuH HaTpusl.

e Kputepun cornacosaHus Tuna obpasua: 95%
[OBEPUTENbHbIA  MHTEpBaN CMELLEHUs UMeeT
nepeceyeHne ¢ -8%~8%. HaknoH ypaBHeHuS
perpeccun gormkeH 6biTb B npegenax ot 0.9 go
1.1, a KoadppurUMEHT Koppensauun OomKeH bObiTb
6onbLe 0.95.

e [lepen nposefeHnem npoueanypsbl
LeHTpudyrnpoBaHusa ybeantech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOJIHOCTbIO CchopmumpoBancs
Cryctok. [Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOM), Bpems
obpasoBaHusl cryctka B obpasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasupl cbiBopoTkM M mnasmbl (QOATA kanus,
renapuH NUTUS U renapvH HaTpus) ctabunbHel B
TeueHue 21 yaca npu 20-25°C, 8 gHen npu 2-8°C,
36 aHen npu -20°C nnu Hnxe.

e Ecnu uccnepoBaHne 06pa3suoB CbIBOPOTKU UMK
nnasmbl He ByaeT 3aBepLueHo B TedeHne 21 vaca,
oxnagute obpasubl npy Temnepatype 2-8°C.

e Ecnu uccnepoBaHne 06pa3suoB CbIBOPOTKU UMK
nnasmbl He ByaeT 3aBeplleHO B TedeHue 8 gHen
WM B CBA3NM C HEOBGXOOMMOCTbIO NEepechIku
obpasua, 3amopo3bTe 0bpasel, Npu Temneparype
-20°C nnu Hnxe.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTCsi 3aMopaxuBaTb He
bonee yem Ha 1 pas.

e [lepeHecuTe TOMbKO OYULLEHHbIN OOpasey 6e3
NMNeMMYecKoro maTepuana, ecnu
LEeHTPUdYrnpoBaHHbIe obpasupl UmeroT
NUNUAHBIA CMON CBEPXY.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyrposartb.

e [lepeg aHanu3om ybegutecb, 4TO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybegutecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3uLOB [OOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CepUiiHbIX 06pasLoB.



e XapaKkTepuctukm TEeCTUpOBaHMUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WUNM  ayToncuMu MNoka He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNONb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB AN TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBI CM. B WHCTPYKLMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpPaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WTPUXKOAE Ha YNakoBke C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnum wrpux-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. Momectute kannbpatopbl CAL1, CAL2 n CAL3
B CTOMKY Ans kanubpaTtopoB B 30He ob6pa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3aTem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHus
HeobxoamMmo 6 Mkn obpasua B AOMNOMHEHMEe K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT BCce (OYHKUMU 1
noacyuTaet pesynsrarthbl.

. CA 15-3 B 06pa3ue ¢ KoHueHTpauuen Huxke 40
000 Ep/mn He Bynet umeTb adbdekTa 3axBara.

Kanu6poBka

. MpocnexmBaemoctb: [OaHHbIi  MmeTog  Obin
CTaHAapTU3NPOBaH C MOMOLLbIO BHYTPEHHEro
ctaHgapta YHLO gna CA 15-3. B HacTosiwee
BpPEMSI HE CyLLECTBYET 3TalloHHbIX MaTepuanos
UM 3TanoHHOW npoueaypbl U3MepeHus Ans
[aHHoro aHanu3a. HasHayeHHble 3HayeHust
KannbpaTtopoB  MPOCMNEXMBAOTCA MO  3TOW
CTaHaapTUsauum.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. [ns BbinonNHeHUst kanubpoBku cuctemsl iFlash
HeobxoaMmo BbINONHUTL UcnbiTaHne CAL1.
CAL2, n CAL3 B AByx napannernbHbIX aHanum3ax,
" npeaBapuTenbHO onpeaeneHHasi
pedepeHcHasi KannoépoBoYHas KpvBas
afanTupyeTcs K aHanmaartopy.
. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLme o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ucnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCs BHE 30HbI
nencTeums.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMK.

Perncrpanuna MH B Pocagpasragsope
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PakoBbin aHTureH 15-3 (CA-15-3) iFlash

Ovana3oH namepeHus

0,5-500 Ea./mn

3HaueHNs1 HKE HWXKHEro npefena AuanasoHa
n3MepeHun npeactaeneHbsl  kak  <0,5 Epg./mn.
3HaveHus, npeBbllLalOWNe  BEPXHUN  npegen
AunanasoHa u3MepeHun, npeacraenstoTcs kak >500
En/mn.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcst
ncnonb3oBate YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control. Kpome Toro,
MOXHO  MCMonb3oBaTb  Apyrue KOMMepYeCKM
[OCTYMHble MaTtepuanbl Ans KOHTPONs KavecTsa,
cofepxallime He MeHee [ByX YPOBHEN aHanuToB,
KOTOpble GbinM NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO HE pexe ofHoro pasa B 24 uvaca,
Korga TecT WCMoMnb3yeTcsi, OAWH pa3s ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  MpaBunamu,
VHCTPYKUMSIMA Mnn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepgyite MHCTPYKUMSAM no
obpalleHnNto 1 XpaHeHUo MaTepuanoB AJfsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMKHA YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexatien paboTbl.
PesynbtaTbl KOHTpONs kadecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb crneayowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINI0 NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKOe 0GCnyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLuamm KOHTPOrs KavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkku Unv AUCTpuobLIoTOpY.

Pe3ynbrat

Pacuer

Cuctema iFlash aBTOMaTuMyeckn paccunTbiBaeT
KOHLIEHTPaLMio aHanuToB B kKaxaoM obpasLie.
Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTOf, MOATOHKN AAHHbBIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN Kp1BOM "
aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BoiAaoTCS B EA/Mmin.

Oxupgaemble 3Ha4YeHUs

WccnegoBaHne aHanmsa Ha ob6pasuax 286 BHeLLHe
3[0POBLIX OAEN pa3HbIX BO3PACTHLIX FPynn Aano
crnegyoLmMn pesynbrar:

< 25.00 Ea/mn (95-11 npoueHTWb)

B cooTBeTcTBMM € pekomeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXwWAaembln
pedepeHCHbI  auanasoH Ans  paccMmaTpuBaemon
rpynnebl

OrpaHuyeHusi
. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs

NPOBECTU [OMOSHUTENBHOE TECTMPOBAHWE ANS
NOATBEPXKAEHUS pe3yrnbTaTa.



. B pumarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B cBETE 06LLEN KITMHUYECKOM
KapTWHbl NauuMeHTa, BKMYass CUMNTOMbI U
pe3ynbsTaThl KNUMHUYECKON UCTOPUN.

. PesynbtaThl anbTepHaTUBHbLIX aHanu3oB MOryT
OblTb  He  9KBMBANEHTHbl W He  MOryT
MCMonb30BaTbCs Kak B3auMo3aMeHsieMble.

. Ha aHanus He BnusT (pasHuua meHee 10%)
MKTEPUYHOCTb (bnnmpybunH<30 mr/gn), remonus
(remorno6uH <1500 mr/an), ninemus
(Tpurnnuepunapi<3000 mr/gn) u  CBoboaHbIv
6enok cbiBopoTkn (<12 r/gn) n 6uotnH (100

Hr/Mn).

. BmeluatensctBa CO CTOPOHbI PEBMATOMOHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. He Habnioganocb BMellaTenbCTBa CO CTOPOHbI
kapbonnaTtnHa (=200 MKr/mn),

uuknodocdammaa (1000 mkr/mn), umcnnatuHa
(< 225 mkr/mn), gokcopybuumHa (<75 mkr/mn),
aTtono3unga (<400 mkr/mn), 5-chnyopoypauuna
(<500 wmkr/mn), dnytamuga (<1000 mkr/mn),
meTtoTpekcat (200 mkr/mn), mMuToMuumH (25
MKr/mi), TamokendeH (50 mkr/mn) n Takcon (<
5,5 mkr/mn).

. O6pasupl, B KOTopbIX ypoBeHb CA 15-3 gocturan
40 000 En/mn, He nposiBnsinu adpchekTa 3axBara
B aHanuse iFlash-CA 15-3.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMIyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnYaThCs.

MpeunsmoHHoOCTb

MpeunsmoHHocTb iFlash-CA 15-3 onpegensnacb ¢
nomouwbto peareHtoB CA 15-3 u koHTponewn. Tpu
CMeLUaHHbIe CbIBOPOTKA C PasnuyHbIMK  YPOBHSMM
koHueHTpaumm CA 15-3 u [OBa KayeCTBEHHbIX
KOHTPOMbHBLIX MaTepuana ObinM NPOTECTUPOBaHbI C
nomoubio iFlash-CA 15-3.

[MoBTOpsieMoCTb " BHyTpunabopaTopHas
NpeLn3noHHOCTb OnpedensanMcs B COOTBETCTBUM C
TpeboBaHusmm  EPO05-A3 CLSI (Clinical and
Laboratory Standards Institute): Tect B TeyeHue 20
OHen, B napannernbHblX aHanu3ax, 2 NporoHa B [eHb,
2 noBTOpa B Kaxgom nporoHe. Pesynbrathbl
nccrneaoBaHust NpefcTaBrieHbl HUXe:

Obpas CpeanH MoBTOpsSieMocTb BHyTpunabopatopHas
ey ee NPELM3NOHHOCTL
3Have CraHpapt koacbuum CraHpapt koacpuumn
Hu1e Hoe eHTa Hoe eHTa
(Ea/mn OTKIMOHEH Bapuauumn OTKIMOHEH Bapuauum
ne % ne %
(Ea/mn) (Ea/mn)
1 248 0.80 3.23% 1.64 6.64%
2 128 3.10 2.42% 6.71 5.23%
3 412 15.3 3.71% 22.7 5.52%
KK1 31.7 1.50 4.75% 232 7.32%
KK2 92.5 3.48 3.77% 6.64 7.18%

Bocnponssogumocts  6bina noaTeepxaeHa B
cootBetcTBUN ¢ EP5-A3 CLSI, B pamkax koTtoporo
NpOBOAMNOCH TECTUPOBaHWE B TedeHne 5 aHel B Tpex
MecTax 1 5 NoBTOPOB B AA€Hb B KaX/J0M MecTe, a Takke
paccunTbIBancst NPOLEHTHbIN

koadpduumeHt  Bapunaumm  (%CV).  Pesynbrathl
nccnepoBaHust

npeacTaBneHbl HUXe:

Obpase, CpenHee Bocnpon3soaMmMocTb
3HaveHue CraHpapTHoe koacbduumeHTa
(Ea/mn) OTKIOHEHNEe Bapuaumu
(Ea/mn) %
1 331 252 7.63

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

PakoBbin aHTureH 15-3 (CA-15-3) iFlash

2 116 9.23 7.97
3 415 31.0 7.47
4 30.4 2.34 7.72
5 88.5 6.41 7.24

OunanasoH NMHEeNHOCTH

0,59-500 Ea/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBUMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanutuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHusamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi dpoHa = 0,195 Ea/mn

Mpepen obHapyxeHusi = 0,288 Eg/mn

Mpepen konuyecTBeHHoro onpeaenenns = 2,0 Ea/mn

KnuHu4yeckne nokasatenu

Bbino npoBegeHo cpaBHeHue aHanusartopa iFlash-CA
15-3 (y) ¢ KOMMepYecku AOCTyNHbIM aHanunsom CA 15-
3(x) Ha knuHuyeckux obpasuax, u kpueas 6bina
nogorHaHa C MNOMOLWbIO NUHEWHOW  perpeccun
(perpeccus NaccuHra-babnoka).

y = 0.862x+2.109

T=0.968

Kpatkas wuHdopmauma o 6GesonacHoctTu u
NpPon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumss o  6GesomacHocTM
NPOVU3BOAUTENBHOCTU OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.
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Mpunoxexune b:

. OnacHblii komMnoHeHT: 0,05% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
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CurHanbHoe cnoso: [pegynpexaeHue
3asBneHns o6 onacHoCTuU:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.

Mpeanynpexgatowime 3asaBreHns: P261:
M3beraiite BObIXaHUA
nbinu/napos/ras3a/TymaHa/napos/cnpes.

P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
P362+P364: CHumMUTe 3arpsi3HEHHYI0 ogexay u
noctupaiTe ee nepen NOBTOPHbLIM
1Cnonb30BaHNEM.

P333+P313: Mpu nosiBneHun pasgpaxeHus Koxu
Unm cbinu: obpaTuTech k Bpayy.

P321: HemenneHHo obpatuTech 3a MOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTEnHep B
COOTBETCTBUU c
MEeCTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XAyHapOAHbIMU NpaBunamu.

Bepcus: 05, 2024-01-12



PakoBbin aHTureH 19-9 (CA 19-9) iFlash

REF C86007-S C86007 C86007-L

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
PakoBbin aHTUreH 19-9 (CA-19-9) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN: 692591270026H3

MNpeanonaraemoe ucnonb3oBaHue

AHanus iFlash-CA 19-9 — 3TO XeMUIOMUHECLIEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
yrmeBogHoro aHtureHa 19-9 (CA 19-9) B cbiBOpOTKE 1
nnasme KpoBM YerioBeka, coObpaHHbIX Y NL, C NOA03PEHNEM
UNM MOATBEPXOEHWEM paka NoMKeNyAoqHOW Xenesbl C
NMOMOLLbI0 aBTOMaTUYECKOr0  XeMUITIOMUHECLIEHTHOIO
MMMYHO@Hanusartopa. Ananus iFlash-CA 19-9
npegHasHadeH ANs WUCMOMb30OBaHWS  cneuvanuctamu
naboparopun B kKa4yecTBe BCNOMOraTenbHOro cpeactea npu
BEEHNN MaLMEHTOB C pakoM TMOMXENyAO4HOWN enesbl B
coyeTaHun ¢ APYrMMU KMMHUYECKUMU MeTodamu.

OnucaHue n o6bsAICHEHNe

YmeBogHbii  aHTureH  19-9  (CA  19-9) - 310
MOHOCMarnoraHrmmo3una, KoTopbli CyllecTByeT B BuAae
rMUKONUNWUAA, NPUCOEAMHEHHOMO K  CUAanUNMpoOBaHHOMY
aHTureHy rpynnel kposu Jlbtouca A. B ceiBopoTke kpou CA
19-9 npegcraenseT cobon LUMPKYNUPYOLLMIA
BbICOKOMOMEKYNSAPHbIN TMUKONPOTEWH c BbICOKUM
cofepXaHWeM yrneBoAoB, CBA3AHHbBIN NMPEUMyLLECTBEHHO C
MYLIMHOM C neprogom nonypacnaga okono 14 4.[1] CA 19-9
CUHTE3MpyeTcs HOpMarbHbIMU  MPOTOKOBbLIMK  KMETKaMu
NOMXENYAOYHON >Xeneabl W >XemnyHblX NyTen yenoseka, a
TaKKe ANUTENUEM XenyaKa, TONCTON KULLKW, SHAOMETPUS 1
CIOHHBIX ene3. [2] MNMoBblweHHble ypoBHU CA 19-9 Gbinun
obHapyxeHbl B CbIBOPOTKE KpPOBM o€ C pakom
nompxenynoyHon xenesbl.[2,3] AHanua CA 19-9 noneseH ans
onddepeHUnanbHON  AMArHOCTUKM U MOHWUTOPWHIra
nauMeHToB C KapLWHOMOW MoAXenyao4HoW xenesbl.[4,5]
MocTosiHHOe noBebiweHne ypoBHst CA 19-9 nocne neyeHus
MOXeT CBMAETENbCTBOBATb 06 OKKYINETHOM
MeTacTaTuyeckoM  wW/unmM  ocTtatodHoM  3aboneBaHuu.
MocTtosiHHOe noBbiweHne ypoBHA CA 19-9 moxeT ObiTb
CBA3aHO C  MpOrpeccMpoBaHVEM  3MOKa4YeCTBEHHOro
3aboneBaHusi W MNOXUM TepaneBTUYECKUM OTBETOM.
CHuxeHue ypoBHa CA 19-9 moxeT cBMAOeTenbCTBOBaTb O
6naronpusiTHOM NPOrHO3e U XOpOoLUeM OTBETE Ha neveHune
[6,7].

MpuHuMn aHanusa

Ananus iFlash-CA 19-9— 310 CaHABUY-MMMYHOMDEPMEHTHbIV
aHanus c 1Cnonb3oBaHeM npsimoro
XEMUITIOMUHOMETPUYECKOTO MeToAa.

. WHkybauusi: CA 19-9 B obGpasue pearupyer c
napamarHuTHbIMU MUKpOYacTULaMu, NOKPbITEIMU
aHtutenom npotmB CA 19-9, u KOHbIOraTom
aHtutena npotuB  CA  19-9,  Me4YeHHbIM
aKpuauHOBbIM  3chmMpom, 0bOpa3yss  CoHOBWY-
Kommnnekc

. MpombiBKa: Mo BO3OEWCTBMEM MArHUTHOTO MOns
MarHuUTHble YacTuubl MPUNUNAIOT K CTEHKaMm
peakunoHHon Tpybke, a HeCBsI3aHHbIe MaTepuarbl
CMbIBaIOTCS MPOMbIBOYHBIM Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cvecb  pgobaBnsiiotcs npe-TpUrrepHbIn "
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TPUITEPHbIN pacTBop. Pesynbtupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHuuax (RLUs -
OEO).

e CyuwecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBom CA 19-9 B 06pasue 1 Konnm4ecTsom
RLU, onpegensiemMbiM OMTUYECKOW CUCTEMOW
iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU M 3TANOHHOW KPUBOM,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn.

R1 1 2 2 MoHoknoHanbHble
ynakoBka, ynaKkoBKy, ynaKkoBKy, aHtutena CA  19-9,
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITbIE
ynaKoBKy ynaKoBKy ynaKoBKy napamarHuTHbIMM

MUKPOHACTULILI (Mbillb,
0,2 wmr/mn); 0,05%
ProClin 300 B kauecTse
KOHCEpBaHTa.

R2 1 2 ynakoBku 2 ynakoBku MeueHHoe akpuanHuem
ynakoBka, no4,0mns no7,8mne MOHOKIIOHanbLHoe
40 mn B ynakoBke ynakoBke aHtuteno CA 199
ynakoBke (Mbilb,

0,16  mkr/mn); 0,05%
ProClin 300 B kauecTse
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, TRIS
1,0 mMn Ha 1,0 mn / 1,0 mn / Bydep c Benkom
bnakoH bnakoH bnakoH crabunusatop (BSA),

0,05% ProClin 300 B
KayecTBe KOHCEpBaHTa,
NMOOUNU3NPOBAHHDII
NpoAyKT.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, CA
1,0 mMn Ha 1,0 mn / 1,0 mn / Benok 19-9
bnakoH bnakoH bnakoH (4enoseyeckuit) B TRIS

Bydep c Benkom
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,
NMOOUNU3NPOBAHHDII
NpoayKT.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 3, CA
1,0 mMn Ha 1,0 mn / 1,0 mn / Benok 19-9
bnakoH bnakoH bnakoH (4enoseyeckuit) B TRIS

Bydep [ Benkom
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,
NMOOUNU3NPOBAHHDII
NpoAyKT.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuansl)

C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekuncu Bogoposa.
C89998/C89958/C89948, TpurrepHel
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.

C89997, [pombiBOYHbIN Bycdbep (1x):
docaTHO-6ydhepHbI coneBon pacTBop.

REF
REF
REF
REF| | C80001, TMMpombiBouHbI 6Bydep (10x):
REF
[REF]
REF
REF

docaTHO-6ydepHbI coneBon pacTBop.
C6100, PeakumnoHHbIV cocya,.

m C89920, PasbaButens pans obpasuoB
(Sample Diluent).
ZCC058, MynbTUKOHTPOMNb OMyXOneBbIX
MapKepoB.
CC816, MynbTUKOHTPOMb  OMyXOneBbIX
MapKepoB.

Cucrema

PeareHtol 1x50 TectoB/yn. mn 2x50 TecToB/yN.
npUMeHsiloTCA ans XEeMUITIOMUHECLIEHTHOIO
MMmMyHoaHanmaartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A n iFlash 9000 CLIA-aHanu3satopa: iFlash
9000-A.

2x150 TecTos/yn. npumensietca k CLIA-aHanusaTopy
iFlash 9000: iFlash 9000-A.

MNpeaynpexaeHusa 1 Mepbl NPeAOCTOPOXKHOCTH



e Hu oouH M3 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMOMOrMYecKUX  UCTOYHWMKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonorumyeckme marepuanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHUManbHO
MH(EKLMOHHBIE.

e CobniopanTte 06bl4YHbIE Mepbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLeCTBNSATbC B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

o Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygoHuku nabopatopuu, ucrnonb3yowune
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTtopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbli  NepcoHan, UCMOMNb3YLWMin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M O3HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npenynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

o O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npon3BOAUTENIO " KOMMNEeTeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb W/Wnu NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCSA MocHe
YKa3aHHOIo CpoKa rof4HOCTH.

e l3bBerante obpa3oBaHus Ny3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynakoBKe roToBbl K
MCNosb30BaHUIo.

e OCTOpPOXHO pacTBOPUTE COAEPXMMOE KaX[oro
dnakoHa kanubpaTtopa, AgobasuB poBHO 1,0 Mn
OUCTUINININPOBAHHON WM OENOHU3MPOBAHHOW BOAbI.
OctaBbTe Ha 15 MUHYT B 3aKpbITOM COCTOSIHUM OIS
BOCCTaAHOBMEHUs. TlaTenbHO nepemellante u He
ponyckanTe 06pa3oBaHUs Ny3blPbKOB.

e KanubpaTtopbl 4OMKHbI ObITb U3MEPEHDI B TEYEHNE
30 MUHYT nocne pacTBOpPeHWsi, B MPOTUBHOM Cly4yae
OHM [OIMKHbI XPaHUTLCA B 3aMOPOXEHHOM BuAe.
CT1abunbHOCTb pa3BefeHHOro kanubpaTopa:

2-8°C: 9 gHewn;

20-25°C: 90 MuH;

-20°C: 56 aHen;

3amopaxuBaTtb He 6onee 3 pas.

e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

e [lepen 3arpyskon Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YToObl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
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MUKpOYacTULbl BCE eLle MpuUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHaupoBaHbl.  EcnuM  MukpodacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  MHGOpMaUuK O  Mepax
npeaoCcTOPOXHOCTU Npy o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbI CM. B WHCTPYKUUM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

o XpaHutb npu Temneparype 2-8°C B
BEPTMKaNbHOM MONOXEHWU.

e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNsi U3 xpaHunuiia npu temneparype 2-8°C.
PeareHT He cneayeT 3aMopaxwuBarTb.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBKu HaxogsLmecs Ha 6opTy: 56 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHayemble 06pasubl - CbIBOPOTKA Wnu
nnasma (renapvH nutusa, K2-EDTA un renapuH
HaTpwus).

e [lepen nposefeHnem npoueanypsbl

LeHTpudyrnpoBaHusa ybeagntech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOJHOCTbIO CchopmumpoBancs
cryctok. Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOM), Bpems
obpasoBaHusl cryctka B o6pasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHATHOWM
Temneparype (20-25°C) B TeueHune 24 yacos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 10 gHen.

e O6pasubl MOryT XpaHUTbCHA Mpu TemnepaType -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe ob6pasLibl Heobxogmmo
TLWaTeNbHO NnepemeLlaTb nocre oTTauBaHus.

e O6pasubl pekoMeHOyeTCcsi 3amMopaxuBaTb He
bonee yem Ha 2 pas.

e [lepeHecuTe TOMbKO OYULLEHHbIN OOpasey 6e3
NMNeMMYecKoro maTepuana, ecnu
LEeHTPUdYrnpoBaHHbIe obpasupl UmeroT
NUNUAHBIA CION CBEPXY.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyruposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHus!.

e He ncnonb3yite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepen usmepeHuem ybeguTtecb, 4TO 06pasubl
nauueHTa, kanubpaTopbl U KOHTPONb HaxoasTcs
npu Temnepartype okpyxatoLlen cpegbl (20-25°C).

e [pyrue Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ans cbopa 06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHTa wnu
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHMUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WNM  ayToOMCUMM MNOKa He



yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnuyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANns TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBke
CUCTEMBI CM. B WHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTMBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTa, COXPaHEHHbIE B
WITPUXKOAE Ha YMNakoBKe C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnu wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 n CAL3
B CTOWMKY Ans kanubpaTtopoB B 30He ob6pa3sua.
Oepxute KanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3aTrem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaxgoro onpeaeneHust
HeobxoaMmo 5 Mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbINOMHUT BCce (OYHKUMU 1
noacyuTaeT pesynsraThbl.

Kanu6poBka

. [MpocnexmBaemocTb: 3toT MeTon, Obin
CTaHAapTU3NpPOBaH C MOMOLLbI BHYTPEHHEro
ctaHgapta YHLO ana CA 19-9.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxallei
MHOPMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTuu peareHToB.
. [ns BbinonHeHUst kanubpoBku cuctemsl iFlash
Heobxoaumo BbINONHUTL UcnbiTaHne CAL1.
CAL2, n CAL3 B AByx napannernbHbIX aHanm3ax,
" npeaBapuTenbHO onpeaeneHHasi
pedepeHcHasi KannoépoBoYHas KpvBas
afanTupyeTcs K aHanmaartopy.
. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLime obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ucnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCA BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMK.

Ouana3oH namepeHus

2,0-1200 Ea./mn

3HaueHNs1 HIKE HWKHEro npefena AuanasoHa
n3MepeHun npegactaeBneHbl  kak  <2,0 Epg./mn.
3HaveHus, npeBbllLAlOWNEe  BEpPXHUN  npeden
AnanasoHa M3MepeHuid, npeacTtaensaiTcs kak >1200
En/mn.

Pas6aBneHue
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O6pasubl C KOHUEeHTpauven Bbille Avanas3oHa
M3MepeHnss MOXHO pasbaBuTb pasbaButenem Ans
06pas3uoB. MakcumanbHbIn KoacphmumeHT
pasbaBneHusi coctaenset 1:10, nnbo aBToMaTM4ecku
aHanM3aTopoMm, NMnMbo BPY4HYIO.

Mocne py4yHoro pa3baBneHust yMHOXbTE pe3yrnbTaT Ha
KoadppurLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MpPOrpaMMHOe
obecneveHne aBTOMaTUYecku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcs
ncnonb3oBate YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control. Kpome Toro,
MOXHO  MCMonb3oBaTb  Apyrve KOMMepYeCKu
[OCTYMHble MaTtepuanbl Ans KOHTPONs KavyecTsa,
cofepxallime He MeHee [ByX YPOBHEN aHanuToB,
KOTOpble 6binM NpoBepeHbl nabopatopren.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMoMnb3yeTcsi, OAWH pa3s ANs Kaxaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMUA 1nn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHeHUo MaTepuanoB ANt KOHTPONS
kayecTBa. Kaxxgas nabopartopusi JOMmKHA YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kadecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCcTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb creayowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINI0 NpoBeAeHO HeobxoaMmMmoe
TEXHUYECKoe 0GCnyKMBaHMUE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTn obpaTutecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepKkv Unv AUCTpubbLIOTOpY.

Pe3ynbrart

Pacuert

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTOf, MOATOHKN AAHHbBIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHusi KanubépoBOYHOMN Kp1BOM "
aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BoIAaOTCS B EA/Min.

Oxupgaemble 3Ha4YeHUs

WccnegoBaHne aHanmsa Ha ob6pasuax 277 BHELUHe
3[0pPOBLIX OAEN Pa3HbIX BO3PACTHLIX Fpynn Aano
crnegyoLLmMn pesynbrar:

< 37.00 Ea/mn (97.5-n npoueHTunb)

B cooTBeTcTBMM € pekoMeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXwAaembln
pedepeHCHbI  auanasoH Ans  paccMmaTpuBaemomn
rpynnbl

OrpaHuyeHusi

. Ananus iFlash-CA 19-9 npegHasHayeH TOMbKO
ansa onpepenennss CA 19-9 B CbIBOPOTKE WM
nnasve KpOBU YenoBeka. (renapuvH nutus,



renapuvH Hatpuss un K2-EDTA). OH He 6bin
BanMaMpoBaH Ans UCMoNb30BaHWsA B nnasve c
APYrMMU TUNaMy aHTUKOArymnsHTOB.

. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoOBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noATBEPXAEHNS pe3ynbraTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 0OLLEN KITMHUYECKOM
KapTWHbl NauuMeHTa, BKMYas CUMNTOMbI U
pe3ynbsTaThl KNMHUYECKON UCTOPUN.

. PesynbtaThl anbTepHaTUBHLIX aHanu3oB MOryT
OblTb  He  9KBMBANEHTHbl W He  MOryT
MCMonb30BaThCs Kak B3auMo3aMeHsieMble.

. Ha aHanus He BnusT (pasHnua meHee 10%)
VKTEPUYHOCTb (bunupybunH<40 mr/gn), remonus
(remorno6uH <1500 mr/an), ninemus
(Tpurnuuepungpi<2000 mr/gn) un  CBoboaHbIv
6enok ceiBopoTkM (<10 r/an).

. BmeluatensctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BmewartensctBa co  ctopoHbl  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
oTnnyaThes.

MpeunsmoHHoOCTb

MpeunsmoHHocTb iFlash-CA 19-9 onpegensinicb B
cooTBeTCcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 5 gHel, B 3 mecTax, 2 NporoHa B OeHb, 2
rnosTopa B Kaxaom MpOroHe. Pesynsrathl
uccriefoBaHusl NpeacTaBneHbl HUXeE:

Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koapuumn
3Have Hoe eHTa Hoe eHTa
Hu1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(Ea/mn ve % ne %
) (Ea/mn) (En/mn)
1 30.10 1.183 3.93% 1.844 6.13%
2 239.80 9.176 3.83% 17.726 7.39%
3 795.43 30.931 3.89% 49.386 6.21%
KK1 16.00 0.656 4.10% 0.846 5.29%
KK2 79.88 2.946 3.69% 5.721 7.16%

AHanutuyeckasn YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpedeneHuns  Gbinu
onpegerneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 1 Ea/mn

Mpepen obHapyxeHusi = 2 Eg/mn

Mpepen konuuecTBeHHOro onpeaenexust = 3 Ea/mn

Ouana3oH NMHEeNHOCTH

2,0-1200 Eg/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumpr4HOCTb

Bbinv npoTecTwpoBaHbl cregyolue npenapatbl U
BELLECTBA, BMELLATENbLCTBA B aHANU3 HE 06GHapYKeHO.

CybcTaHums KoHueHTpauus
AgpvamuumH 75 MKr/mn
Linknogocdamug 1000 mkr/mn
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LincnnatuH 250 mkr/mn
5-cpTopypauun 500 mkr/mn
MeTtoTpekcat 1500 mkr/mn
KapbonnatuH 1000 mkr/mn
MaknuTtakcen 5.5 mkr/mn
ATtonosung 400 mKr/mn
LinTosuH apabuHosung 30 mKr/mn
TamokcudeH 50 MKr/mn
BuHbnactuHa cynbdgar 500 mkr/mn
MutoMmnunH-C 100 mkr/mn
PakoBbili aHTUreH 125 <500 Ea/mn
PakoBbili aHTUreH 15-3 < 500 Eg/mn
P3A 200 Hr./Mn
XopuoHuyeckun 1000 ME/mn
roHajoTPONuH

KnuHu4yeckune nokasatenu

Bbino npoBegeHo cpaBHeHue aHanusartopa iFlash-CA
19-9 (y) c KoMMepUecku AOCTynHbIM aHanunsom CA 19-
9(x) Ha knuHuyeckux obpasuax, u kpusas 6bina
nogorHaHa C MNOMOLWbIO NUHEWHOW  perpeccun
(perpeccus NaccuHra-babnoka).

y=0.935x-0.681

T=10.989

KoHueHTpaumsa obpasua: 2,06-1198,4 Eg/mn
KonnyectBo uamepeHHbix o6pasuos: 106

KpaTtkas wuHdopmauma o 6GesonacHoCcTM M
Npon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumss o  6GesomacHocTM  un
NPOVU3BOAUTENBHOCTM OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.

Ucnonb3oBaHHas nutepartypa
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Shenzhen YHLO Biotech Co., Ltd.,
Building 1, YHLO Biopark, Baolong 2nd Road,
Baolong  Subdistrict, Longgang  District,

Shenzhen, Guangdong, 518116, Kutan
Ten.: +86-0755-26473359

LWanxan WHTepHewnn XongumHr Kopn., MvbX
(EBpona). OwudewTpacce 80, 20537 ambypr,
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. OnacHblii komMnoHeHT: 0,05% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))
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CurHanbHoe cnoso: [NpegynpexaeHue
3asBneHns o6 onacHoCTuU:

H317: MoxeT BbI3BaTb annepruyeckyo peakumio
KOXM.

MpenynpexaatoLmne 3asBreHus:

P261: N3berante BObIXaHUSA
nbinu/napos/ras3a/TymaHa/napos/cnpes.

P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.
P362+P364: CHumMUTe 3arpsi3HEHHYIO ogexay W
noctupaiTe ee nepeq NOBTOPHbLIM
1Cnonb30BaHNEM.

P333+P313: Mpu nosiBneHun pasgpaxeHns Koxu
Unm cbinu: obpaTuTech K Bpayy.

P321: HemenneHHo obpatuTech 3a MOMOLLBIO K
Bpauy.

P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUU c
MEeCTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XAyHapOAHbIMU NpaBunamu.

Bepcus: 05, 2024-01-12



PakoBbin aHTureH 125 (CA 125) iFlash

REF C86005-S C86005 C86005-L peakunoHHoW Tpybke, a HeCBA3aHHbIE MaTepuansl
| | CMbIBaKOTCS MPOMbIBOYHBIM Bydepom.
W 1x50 2x50 2x150 e  3anyck W u3MepeHue curHana: B peakumoHHyo
TecToB/yn. TecTos/yn. TecTos/yn. cMecb  [oGaBnsloTcA  Npe-TPUITEPHbIN 1
Cuctemsbl: | iFlash 3000-C; iFlash 1800-A; TPUITEPHBIN pacTBop. Pesynstupytowas
iFlash 1200-A; iFlash 9000-A XEMUIIOMVHECLIEHTHas peakuusi u3mepsieTcsi B
||VD [ns gnarHocTtuku in vitro OTHOCUTENbHbIX CBETOBbIX eauHuuax (RLUs -
OEO).
. CyuwectByeT npsiMass  3aBUCUMOCTb  MeXay
konmyectBom CA 125 B obpasue 1 Konnm4ecTsom
2797 RLU, onpegensiemMbiM OMTUYECKONW CUCTEMOW
iFlash.
HassaHnue . Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
PakoBbin aHTureH 125 (CA 125) iFlash KPMBOW, KOTOpasi CTPOMTCS C  MOMOLLbBIO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOW,
YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa nonyyeHHol u3 QR-koaga peareHTa.
GMN: 692591270024GX
PeareHTbl
Mpeanonaraemoe ncnonb3oBaHne Komn 1x50 y 2x50 y 2X150/ Conepxumoe
. ~ OHEeHT TecToB/yn. TecToB/yn. TecToB/yn.
Ananuns iFlash-CA v125 — 3TO XEMMWJIIOMUHECLIEHTHbIV =1 1 2 2 Fapavarmmioe
MMMYHOMEPMEHTHbIV aHanus Cc napamarHuTHbiMu ynakoska, YNaKkoBkM, ynakoskm, MUKpO4acTULb,

3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITble  @HTUTENoOM
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns yNaKoBKy yNaKoBKy ynaKosky Anti-CA 125  (Wblub,
pakoBoro aHtureHa 125 (CA 125) B cbiBOpoTKe M nnasme O12, ), ite

roClin 300 B KayecTBe

KpOBW 4ernoBeka, B3ATbIX Yy InuUy C MNoOo3peHnemMm unu KOHCEpBaHTa.

R2 1 2 ynakoBku 2 ynakoBku MeYeHblit
HOHTBep)KD-eHMEM paKa HVI‘-IHVIKOB, c rIOMOLleIO ynakoBka, no4,0mne no7,8mne aKpUAVHOBbLIM 3hUpomM
aBTOMaTU4eCKoro XEMUIFOMUHECLIEHTHOTO 40 mn B | ynaxoske ynakosxe KoHbioraT aHTM-CA125
. ynakoBke aHTuTen (Mbiwb, 0,2
MMMYHO@Hanusartopa. AHanusatop iFlash-CA 125 wit/an), 0,05% ProClin
npefHasHayeH Ans  MCNONb30BaHUst  cneuuanuctamm fggcepa:ma Kauectae
naboparopui B Ka4ecTBe BCNOMOraTenbHOro cpeacrtsa npu CALT | 1 cnaxon, | 1 conaow, | 1 cmakon, | Kanubparop 1, TRIS-
MOHUTOPUHIE JIEYEHUS MALMEHTOB C PaKOM SAUYHMKOB 10 Mnwa | 1,0 wmn /o 1.0 wmn /| Oypep c Genkosem
bnakoH bnakoH bnakoH crabunusatopom

Hapsgy ¢ APYrMMN KITMHUYECKUMY METOAAMM. (BSA), 0,05% ProClin
300 B KayecTBe

KOHCepBaHTa.
OnucaHue u 06 bACHEeHUe CAL2 1 dhnakoH, 1 dnakoH, 1 dhnakoH, Kanu6patop 2, 6enok
o o 1,0 Mn Ha 1,0 mn / 10 mn / CA 125 (4enoBeyeckuit)
PakoBbin aHTuren 125 (CA 125) - 310 noBTOpSOLMIACA dnakoH nakon akon 5 Gypepe TRIS co
anuton muc-16, KOTOpbIi WrpaeT KIYEBYD poONb B (Cég%“”gﬁgggmpfggﬁﬁ
ycuneHnn nponudepaumnm pakoBbIX KNETOK U NOAaBMEHWUM 300 B Kauectse

KOHCepBaHTa.
MPOTMBOPAKOBOTO UMMYHHOTO OTBETa. Buoxumnueckn CA CALS | T dracon | T Gravon | T Gnaron | Kanvbpatop 3. Ganok
125 npepcraBnsier cobon rnukonpotemH O-CBA3aHHOIO 1,0 mnwa | 1,0 mn /| 1,0 mn / | CA125 (uenoseseckwii)
TWNa, a ero MonekynsipHas Macca oueHusaetcs B 2,5-5 REE R N N oGl
munnodanstoHoB. [1] [MoBbiweHHbIN ypoBeHb CA 125 (3%3/*% 0,05% ProClin

Habniogaetca y 90 npoUEHTOB MauUWEeHTOB C MNO3QHENn
CTapuei paka sudHukos u B 50 npoueHTax cnyyaes ¢ Heo6xoanMble (HO He NOCTABMsAEMbIe B KOMMNEKTE
paHHen cTaguen 3aboneanus. [2,3] MNockonbky CA 125 MaTepuanbi)

nerko M3MmepsieTcs, NpocT B OLEHKe W OTpaxaeT pocT C89999/C89959/C89949
ONyXomnu, OH cynTaeTcs 0CobeHHO aPPEKTUBHBIM METOLOM REF ’
OLeHKN 3(PDEKTUBHOCTU NEYEHUS U BbISIBNIEHUS| PeLMaMBOB
3aboneBaHus.[4-7] CHmxeHne ypoBHss CA 125 go u nocne
NepBUYHOTO NEYEHNs MOXET npeackasaTb NPOrHo3 6omMbHbIX
pakom AM4HUKOB.[8-10]

MoBbiweHnve ypoBHa CA 125 wmoxer HabniogaTbes
npumepHo y 1-2% 3goposbix niogent [11] ny 5% niogen c
HeanokavyecTBeHHbIMU  3aboneBaHusiMKW,  Hanpumep, Y
XKEHWMH B ONnuKynspHou ase MEHCTpyanbHOro
uuknal12] wn y nogen ¢ AobpokavyecTBEeHHbIMU
3aboneBaHUsIMM NeYeHn, TakMMW Kak LMppo3 W renatur.
[13,14] MoBblweHHble 3HadyeHuss CA 125 Takke Obinun
3aperucTpupoBanbl 'y 28% nuy CO 3MOKaYyeCTBEHHbIMU
HOBOOOPAa30BaHWAMMU, HEe CBA3AHHBLIMY C AUYHMKaMK.[15-17]

Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekucu Bogopoga.
C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.

C89997, [pombiBoYHbIN Bydep (1x):
docaTHO-OydepHbI ConeBon pacTBop.
C80001, MMpombiBoYHbIN Bydep (10x):
docaTHO-6ydepHbI coneBon pacTBop.
C6100, PeakumnoHHbIV cocya.

m
B

C89920, PasbaButens pans obpasuos
(Sample Diluent).

D | [ [ F]
m| |m m

v REF| | ZCC058, MyrbTMKOHTPONb — OnyXonesbix
MN3-3a orpaHuUy4eHHOl cneuncrUyHOCTU U YyBCTBUTENBHOCTH MapKepoB.
CA 125 cam no cebe He ABNSETCsi NONE3HbIM CKPUHUHIOBbLIM CC816, MynETUKOHTPONb  OMyXONeBbIX
aHanuM3oM  Ans BbISIBMEHWSI  paka  SIMYHUKOB Y REF MapKep‘oa.
6€eCCMMNTOMHOIO HaceneHus.
n Cucrema
puHLMN aHanusa N PeareHtol 1x50 TectoB/yn. mn 2x50 TecToB/yN.
Ananus iFlash-CA 125 — 310 caHABUY-MMMYHOMDEPMEHTHbIV NpUMeHsSIoTCS ans XEMUTTIOMUHECLIEHTHOTO
ananms c nerornb3osaHnem npsimMoro UMMyHoaHanusatopa: iFlash 3000-C, iFlash 1200-A,
XEMUMIOMUHOMETPUECKOTO METOAA. iFlash 1800-A u iFlash 9000 CLIA-ananusartopa: iFlash
. WHkybauusi: CA 125 B obpasue pearvpyeT c 9000-A.
napamarinTHLIMA MUKPOHACTMLIaMM, TIOKPBLITBIMU 2x150 TecToB/yn. npumeHsieTcst k CLIA-aHanusatopy
aHTUTENOM MNpPOTMB CA 125, N KOHBbHraTom iFlash 9000: iFlash 9000-A.

aHtutena npotmuB CA 125,  Me4YeHHbIM
aKpuauHOBbIM  3chmMpom, 0bOpa3yss  CoHOBWY-
Kommnnekc

. MpombiBKa: Nog BO3OEWCTBMEM MArHUTHOTO MONs
MarHuUTHble YacTuubl MPUNUNAIOT K CTEHKaMm

MpeaynpexaeHusa n mepbl NPeJOCTOPOXKHOCTU

e Hu oouH 13 N3BECTHbIX METOAOB UCMbITAHUA He
MOXET AaTb MOMHON rapaHTUM TOro, YTO MPOAYKThI,
NosyyYeHHble M3  BMonormyeckmx NCTOYHUKOB
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(4enoBeYveCKMXKUBOTHBIX/MUKPOBHbIX), He NnepeaaayT
nHdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyet  paccmaTtpuBaTb  Kak  MOTEHLUManbHO
MH(EKLMOHHBIE.

o CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxogumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLUEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbIE
obpasubl WnM peareHTbl MCMoONb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer u3beraTb nonagaHusi B
rnasa.

e Bce cotpyaHuku nabopatopuu, ucnonb3yowune
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYHOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npoaykT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMOMb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen peynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUK O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npon3BOAUTENIO " KOMMNEeTeHTHOMY opraHy
rocynapcrBa-urieHa EC, B «koTopom HaxoauTcs
nonb3oBatesb U/Unu NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K Nacropry
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOIO CPoKa rof4HOCTY.

e lI3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynakoBKe roToBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponte riakoHbl C
kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHToB Unn Mexay Habopamu peareHToB.

o [lepen 3arpyskon Habopa peareHToB iFlash B
CcMCTEMY MOBTOPHO B3BECLTE MMKpOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnv  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  MHGOpMaUuK O  Mepax
npenoCcTOPOXHOCTU Npy 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUUM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWU.
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e Habop cnegyer wucnonb3oBaTb cpa3y nocrne
M3BMeYeHNst U3 xpaHunuiia npu temneparype 2-8°C.
e PeareHT He cniefyeT 3aMOpaxuBaThb.
CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBKu HaxogsLmecs Ha 6opTy: 56 gHew.

B3sATue n nogrotoBka o6pa3uoB

e PekomeHgyemble 06pasubl - CbIBOPOTKA Wnu
nnasma (renapvH nutusa, K2-EDTA un renapuH
HaTpwus).

e T[lepen nposefeHnem npoueanypebl

LeHTpudyrnpoBaHusa ybeagntech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOJHOCTbIO CchopmumpoBancs
cryctok. [Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOMm), Bpems
obpasoBaHusl cryctka B o6pasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOWM
Temneparype (20-25°C) B TeueHune 24 yacos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 5 gHen.

e O6Gpasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NepemMeLlaTb nocre oTTauBaHus.

e O6pasupbl NpegnaraeTcsa 3amopaxwvsaTb He bonee
1 pas.

e [lepeHecuTe TOMbKO OYULLEHHbIM OOpaseL 6e3
NMNeMMYecKoro maTepuana, ecnu
LEeHTPUdYrnpoBaHHbIe obpasupl UmeroT
NUNUAHBIA CON CBEPXY.

e [lpy Hanuuum cryctkoB ubOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeEM
cnepyet LeHTpudyruposartb.

e [lepeg aHanuM3om ybegutecb, 4TO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3ayinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepea usmepeHuem ybeguTtecb, 4TO 06pasubl
nauveHTa, kanubpaTtopbl U KOHTPOMb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ansi cbopa 06pa3uLOB [AOIMKEH
0CTaBaTbCsl HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) UNM  ayToMCuMM MNoka He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNOoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANs TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKUMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTMBHOW CNpPaBOYHOM
cucteme.

. MHdopmauma o peareHTax aBTOMaTU4ecku
CYMTBLIBAETCS MO LUTPUX-KoAy Ha dnakoHax c
peareHTamu. Ecnu WTpux-kog He cunTbIBaETCS,
BBEAMTE NOPSAKOBbIA HOMEP BPYYHYHO.



. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTuubl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kannbpatopbl CAL1, CAL2 n CAL3
B CTOWMKY Ans kanubpaTtopoB B 30He ob6pa3sua.
Oepxute KanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kKanubpoBku.

. Cpenavite kanubpoBKy, a 3aTrem caenamnTe
NPo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kKaXxgoro onpeaeneHust
HeobxoamMmo 5 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKU BbIMOMHUT BCce (OYHKUMKU 1
noacyMTaeT pesynsraThbl.

Kanu6poBka

. [MpocnexmBaemocTb: 3toT MeTon, Obin
CTaHAapTU3UpPOBaH C MOMOLLbI BHYTPEHHEro
ctaHgapta YHLO gna CA 125.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxalei
MHOPMaLMIO O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. [ns BbinoOnNHeHUst kanubpoBku cuctemsl iFlash
HeobxoaMmo BbINONHUTL UcnbiTaHne CAL1.
CAL2, n CAL3 B AByx napannernbHbIX aHanum3ax,
" npeaBapuTenbHO onpeaeneHHasi
pedepeHcHasi KannoépoBoYHas KpvBas
afanTupyeTcs K aHanmaartopy.
. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegyoLme o6pasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ncnonb3oBaHUU TOM e
napTuu peareHToB.

. Mcnonb3yeTtcs Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

1,2-5000 Eg./mn

3HaueHNs1 HKE HWKHEro npefena AuanasoHa
n3MepeHun npegactaeBneHbl  kak  <1,2  Ep./mn.
3HaveHus, npeBbllLAlOWNEe  BEpXHUN  npeden
AnanasoHa n3MepeHuid, npeacraensiTcs kak >5000
En/mn.

Pas6aBneHue

O6pasubl C KOHUEHTpauven Bbille AvanasoHa
M3MepeHnss MOXHO pasbaBuTb pasbaButenem Ans
0o6pas3uoB. MakcumanbHbIn KoacpbmumeHT
pasbaBneHusi coctaensiet 1:5, NnMbo aBTOMaTM4ECKU
aHanuM3atopom, NMnMbo BPy4HY!O.

Mocne py4yHoro pa3baBneHus yMHOXbTE pe3yrbTaT Ha
KoadppurLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MNpPOrpaMMHoOe
obecneveHne aBTOMaTUYeCcku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa
Ons KOHTpOMs KayecTBa pekomeHayeTcs

ncnonb3oBate YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control. Kpome Toro,
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MOXHO  MCMonb3oBaTb  Apyrve KOMMepYeCKu
[OCTYMHble MaTtepuanbl Ans KOHTPONs KavyecTsa,
cofepxallime He MeHee [ByX YPOBHEN aHanuToB,
KOTOpble GbiNM NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WCMoMb3yeTcsi, OAWH pa3s ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA 1N TpeboBaHWsSIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHnto N XpaHeHUo MaTepuanoB Afsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCcTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb cregyowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTu obpaTuTecb 3a MOMOLLBI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbLIOTOpY.

Pe3ynbrar

Pacuert

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTOf, MOATOHKM AAHHbBIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN Kp1BON "
aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BoIAaOTCS B EA/Min.

Oxupgaemble 3Ha4YeHUs

WccnegoBaHne aHanmsa Ha ob6pasuax 220 BHeLLHe
3[0POBLIX OAEN pa3HbIX BO3PACTHLIX FPynn Aano
crnegyoLLmMn pesynbrar:

< 35 Eg/mn (95-1 npoueHTunb)

B cooTBeTcTBMM € pekomeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXwWAaembln
pedepeHCHbI  auanasoH Ans  paccMmaTpuBaemoun
rpynnebl

OrpaHuyeHusi

. Habop peareHToB iFlash npegHa3HaveH Tonbko
ansa onpegenexduss CA 125 B cbiBOpOTke Wnn
nnasme KpoBW 4ernoBeka (MuTui-renapuH, K2-
EDTA wun renapyH Hatpus). OH He 6bin
BanMaMpoBaH Ans UCMoNb30BaHWsA B nnasve c
APYrMMU TUNaMM aHTUKOArymnsHTOB.

. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoBeCTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 06LLEN KITMHUYECKOW
KapTWHbl NauuMeHTa, BKMYas CUMNTOMbI U
pe3ynbsTaThl KNUMHUYECKON UCTOPUN.

. Ob6pasupl ¢ BuMAMMbIM  ypoBHeM CA125,
[OCTUralLWmm 80.000,000 En/mn, He
nposBnsanu acdekTa 3axeaTa B aHanm3ae.

. Ha aHanus He BnusT (pasHuua meHee 10%)
VKTEPUYHOCTb (brnnupybuH<40 mr/gn), remonus
(remorno6buH <2000 mr/an), ninemus



(Tpurnuuepungpi<2000 mr/gn) u  CBoboaHbIv
6enok ceiBOpoTKM (£12 r/An).

. BmeluatensctBa CO CTOPOHbI PEBMATOMAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BmewartensctBa co  ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BONbHbIX EAUHMUL/MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusx, MOryT
oTnnYaThCs.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb onpegensinacb ¢ nomousko iFlash-
CA125, «knuHuyeckmx o6pasLoB M KOHTponem B
cootBetctBUM ¢ EP05-A3 CLSI (Clinical and
Laboratory Standards Institute): Tect B TeyeHue 5
OHen B 3 mMecTax, 2 nporoHa B AeHb, 3 nosTopa B
KaxgoM  nporoHe.  Pesynbrathl  MccrnefoBaHust
NpeACTaBMNEHbl HUXE:

Obpas CpeanH MoBTOPSEMOCTD Bocnpon3soaMmMocTb

ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
Hu1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(Ea/mn ve % ne %

(Ea/mn) (Ea/mn)

1 36.01 0.78 2.16% 1.73 4.79%

2 470.25 10.78 2.29% 21.09 4.48%

3 2279.7 41.93 1.84% 81.50 3.57%
1

KK1 42.02 1.03 2.45% 222 5.29%

KK2 125.06 2.32 1.86% 4.84 3.87%

AHanutuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHuns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHusamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0,6 Ea/mn

Mpepen obHapyxeHust = 1,2 Eg/mn

Mpepen konuyecTBeHHoro onpeaenenns = 2,0 Ea/mn

Ouana3oH NMHEeNHOCTH

1,2-5000 Ea/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusmm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumprU4HOCTb

Bbinv npoTecTwpoBaHbl cregyolye npenapatbl U
BELLECTBa, BMELLATENbLCTBA B aHANU3 He 06HapyKeHo.

CybcTaHums KoHueHTpauus
AgpvamuumH 75 MKr/mn
Linknodocdamug 1000 mkr/mn
LincnnatuH 250 mkr/mn
5-cbTopypauun 500 mkr/mn
MeTtoTpekcat 1500 mkr/mn
KapbonnatuH 1000 mkr/mn
MaknuTakcen 5.5 mkr/mn
3Ttonosung, 400 mkr/mn
LinTosuH apabuHosung 30 mKr/mn
TamokcndeH 50 mKr/mn
BuHbnactuHa cynbdar 500 mkr/mn
MutoMmnumnuH-C 100 mkr/mn
P3A 200 Hr./Mn
PakoBbili aHTUreH 15-3 < 500 Eg/mn
PakoBbili aHTUren 19-9 <500 Ea/mn
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PakoBbin aHTureH 125 (CA 125) iFlash

XopuoHuyeckun 1000 ME/mn
roHaloTPONuH

KnuHu4yeckne nokasatenu

Bbino npoeegeHo cpaBHeHue aHanusartopa iFlash-CA
125 (y) ¢ KoMmmepyecku JOCTynHbIM aHanu3om CA 125
(X) Ha knuMHMYeckux obpasuax, M KpuBas Obina
nogorHaHa C MNOMOLWbI0 NUHEWHOW  perpeccun
(perpeccus NaccuHra-babnoka).

y = 0.963x+0.515

T=10.999

KoHueHTpaumsa obpasua: 1.24-4965 Eg/mn
KonnyectBo namepeHHbix 06pasuos: 111

Kpatkas wuHdopmauma o 6Ge3onacHoCcTM M
NpPon3BOAUTENILHOCTHU

Kpatkas  wHdopmaumss o  6GesomacHocTM
NPOVU3BOAUTENBHOCTU OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.
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Ne 220-239-6] (3:1))

. CurHanbHoe cnoso: [pegynpexaeHue
. 3asaBneHns 06 onacHocTu:
H317: MoxeT BbI3BaTb annepruyeckyto peakumio

KOXMW.
. Mpeanynpexpgatowime 3asaBreHns: P261:
M3beraiite BObIXaHUA

nbinu/napos/ra3a/TymaHa/napos/cnpes.

. P280: HapeBaliTe 3awwmuTHbIE NnepyaTku.

. P362+P364: CHuMUTe 3arpsi3HEHHYI0 ogexay u
noctupaiTe ee nepeq NOBTOPHbLIM
1Cnonb30BaHNEM.

. P333+P313: Mpu nosiBneHun pasgpaxeHust Koxu
Unm cbinu: obpaTuTech k Bpayy.

. P321: HemenneHHo obpatuTech 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTEnHep B
COOTBETCTBUM c

MEeCTHbIMWU/PErnoHanbHbIMU/HALMOHaNbHbIMU/ME
XOYHapoAHbIMY NpaBunamu.

Bepcus: 05, 2024-01-12



CBo6oaHbIn NCA (Free PSA) iFlash

REF C86001-S C86001 C86001-L

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

C €2797

HasBaHue
CBoGogHniii [CA (Free PSA) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN:692591270098HU

MNpeanonaraemoe ucnonb3oBaHue

AHanus iFlash-Free PSA — 3T0 XeMUNIOMUHECLIEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
cBobogHoro NCA B CbIBOPOTKE U Mna3me KPOBW YeroBeka,
B3SITbIX Y NWL, C NOAO3PEHMEM Ha pak NPOCTaThl C NOMOLLbIO
aBTOMaTU3NPOBAHHOTO XEeMUITIOMUHECLIEHTHOTO
MMMYHOMEPMEHTHOro aHanusatopa. AHanus iFlash-Free
PSA npegHasHayeH Ans MCMNOMNb30BaHWsi cneuvanuctamm
naboparopui B Ka4ecTBe BCNOMOraTenbHOro cpeacrtsa npu
AMarHoCcTUKe paka npeacTaTenbHOW jxenesbl Hapsgy cC
APYrMMU KIIMHUYECKUMW METOAAMM.

OnucaHune n o6bsAICHEHNe

Mpocrtat-cneunduyecknt avtureH (MNCA) — 310 Genok
maccon 33 k[, CMHTe3npyeMbIl B anUTENuarnbHbIX KreTkax
npeacrtatenbHon xene3dbl. OH npegcTtaBnser cobon
CEepUHOBYI0  MpoTeasy, OTHOCALWYCS K MOArpynne
kannukpeunHoB.[1] NCA cogepXuTcs B CbIBOPOTKE KpPOBM
NPEMMYLLECTBEHHO B TPeX pPasfuYHbIX MONEKYNspHbIX
dopmax: cBoboaHbIi NMCA (MonekynsipHas macca 30 k[),
CBSI3aHHbI C anba-2-MakpornobynuHom (MornekynsipHas
macca 780 k[1) n cBsi3aHHbIV C anba-aHTU-XMMOTPUNCUHOM
(monekynapHasa macca 90 k[1).[2]

TecT Ha INCA no3BonsieT Bpayam 06Hapy>XuTb pak npocTarsl,
noka OH elle MarneHbKui, HU3koanddepeHUNPOBaHHBIA 1
nokanuaoaHHbIn.[3] TecT Ha MCA addeKkTMBHO CHuXaeT
CMepTHOCTb  OT  paka npoctatbl.[4]  PykoBoacTtso
EBponenckon accouuwaummn yponoroB (EAU) pekomeHayeT
npegnaratb paHHee TectupoBaHue Ha [ICA xopowwo
VH(OPMMPOBAHHBIM MYXYMHAM C MOBBILIEHHBIM PUCKOM
paka npocTaTtbl.[5]

MCA saBnsetca  npocratocneum@uyeckuMm, HO  He
cneunduyHbIM ANa paka npocTaTkl, @ Takke MoBbILLAETCA
npu gpyrux  3aboneBaHusix  npocTatbl  (MpOCTaTwrT,
nobpokavecTBeHHas rmnepnnasus npeacTaTensHon
Xenesbl), U NpU AnarHoCcTUYECKMX NpoLeaypax, a Takke npu
HEKOTOpbIX hmanonornyeckux npoueccax. CeobogHbivi NCA
npu 3HaveHusax <2 Hr/mn n >10 Hr/MA UMeeT BbICOKWMN
YypOBEHb cneumdunyHoOCTN, a 3HadeHue >10 Hr/mn Takke
obnapaeT BbICOKON YyBCTBUTENbHOCTLIO B BbISIBMEHUW paka
npoctatbl, W B 3TOT MOMEHT [aHHble 3HayeHusl
npeacTaBnsioT  coboOM  ONTUMarnbHbLI  pexuMm  Ans
nocnegytouiero nedeHus.[3]

B pspge wuccnepoBaHuin 6bino  obHapyxeHo, 4to %
cBobogHoro MNMCA (FPSA) y naumeHTOB C pakom npocTartbl
3HaYNTENbHO HuxXe, yem y naumeHToB c
nobpokavecTBeHHbIMK 3a6oneBaHNsIMU UNKU HOPMarnbHbIM
KOHTponewm. bbino gokasaHo, 4to cooTHoweHne FPSA/TPSA
nosbiLLaeT YyBCTBUTENBHOCTH " cneumduyHoCTb
OMarHoCTUKM paka npocrathbl [6].

MpuHuMn aHanusa

AHanus iFlash-Free PSA - 310 COHABWY-
MMMYHOMDEPMEHTHBIA aHanu3 ¢ UCMoNb30BaHNEM MPSIMOro
XEMUMIOMUHOMETPUYECKOTO MeToaa.
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. WHkybauusi: CsobogHein  CA B  06pa3sue
pearvpyet C MOKPbITbIMM aHTUTeNnamu npoTUB
cBob60oHOrO MCA napamarHuTHbIM1
MUKPOYaCTULLAMU U KOHBHOraTOM aHTUTeN NpoTuB
cBobogHoro [ICA, MeYeHHbIM aKpuMOUHOBbLIM
acupom, obpasysi CoOHOABUNY-KOMIIEKC.

. MpombiBKa: Mo BO3OEWCTBMEM MArHUTHOTO MOns
MarHUTHblE YacTuUbl MPUMUMAT K CTEHKam

peakLUMOHHOro cocyna, a HecBsi3aHHble
maTepuansl CMblBaOTCS NPOMbIBOYHbBIM
Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cvecb  pgobaBnsioTcs npe-TpUrrepHbin "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBETOBbIX eaunHuuax (OEO wnm
RLU).

e CyuwecTtByeT npsMasi 3aBUCUMOCTb  Mexay
konmyectBom cBobopgHoro [MCA B obpasue wu
konmyectBom OEO, onpeaensieMbix ONTUYECKON
cuctemon iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU M 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn.

R1 1 2 2 AuTuTENA npoTuB
ynakoBka, ynaKkoBKy, ynaKkoBKy, cBoboaHoro MNCA,
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha MOKPbITbIE
ynaKoBKy ynaKoBKy ynaKoBKy napamarHuTHbIMM

MUKpOYaCcTULaMM

(Mbiwb, 0,2 mr/mn),
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTA.

R2 1 2 ynakoBku 2 ynakoBku KoHbtorat aHTuTen
ynakoBka, no4,0mne no7,8mne npotus cBoboaHoro
40 mn B ynakoBke ynakoBke MCA ¢ akpuauHOBbIM
ynakoBke acupom (Mbiwwb, 0,04

wmkr/mn), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / TRIS ¢ 6enkoBbimM
bnakoH bnakoH bnakoH crabunusartopom

(BSA), 0,05% ProClin
300 B KavecTee
KOHCEpBaHTa.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 2,
1,0 mMn Ha 1,0 mn / 1,0 mn / CBobGoaHslii 6enok PSA
bnakoH bnakoH bnakoH (4enoBeveckuit) B

Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanu6patop 3,
1,0 mMn Ha 1,0 mn / 1,0 mn / CBobGogaHslii 6enok PSA
bnakoH bnakoH bnakoH (4enoBeveckuit) B

Bydepe TRIS co
crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)

C89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekuncu Bogopoga.

C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.

docaTHO-6ydpepHbI coneBow pacTBop.

C80001, MMpombiBoYHbIN Bydep (10x):
docaTHO-6ydpepHbI coneBon pacTBop.

C6100, PeakumoHHbIV cocya,.

ZCC058, MynbTUKOHTPONb OMyXOneBbIX
MapKepoB.

REF
REF
REF| | C89997, T[pombiBounbin Gydep (1x):
REF
REF
[REF]

CC816, MynbTUKOHTPOMb  OMyXONneBbIX

MapKepoB.

Cucrema
PeareHtol 1x50 TectoB/yn. mn 2x50 TecToB/yN.
npUMeHsiloTCA ans XEeMUITIOMUHECLIEHTHOIO



CBo6oaHbIn NCA (Free PSA) iFlash

MMmMyHoaHanusartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A n iFlash 9000 CLIA-aHanu3satopa: iFlash
9000-A.

2x150 TecTos/yn. npumensietca k CLIA-aHanusaTopy
iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble ~ U3 OMOMOrMYecKUX  WUCTOYHWMKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonornyeckme marepumanbl
crnepgyer  paccmaTtpuBaTb  kak  MOTEHLUManbHO
MH(EKLMOHHBIE.

e CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxogumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

o Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4veHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYHOLLME nabopatopHble "
vHOVBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkuMpoBkou. Becb
nabopaTtopHbl  NepcoHan, UCMONb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb Uy NaumneHT.

e [lacnopt 6e3onacHOCTM OTHOCUTCSt K NacropTy
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WUNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOro CpoKa rofHOCTH.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl 1 kanubpatopbl B ynakoBKe roToBbl K
MCNosb30BaHUIo.

e Cpasy nocne kanubpoBku 3akponTe riakoHbl C
kanubpartopamu n xpaHuTe npu Temnepartype 2-8°C.
e He cwmewvBanTe peareHTbl BHyTpuM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.

e [lepen 3arpy3kon Habopa peareHToB iFlash-
CeobogHbin MCA B cucTteMy MOBTOPHO B3BECHTE
MUKpOYacTULbl, Crierka nepeBepHyB NakeT ¢
peareHTOM. BusyanbHo npoBepbTe rakoH, 4TOObI

ybeautbes B TOM, 41O MUKpoYacTULbl
pecycneHampoBaHbl. Ecnu mukpouvactuubl Bce elie
npununatoT K dnakoHy, npogomxante
nepesBopaunBatb (pnakoH A0 Tex nop, mnoka
MUKpoYacTULLbI He 6ynyT NOMHOCTbIO
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pecycneHampoBaHbl. Ecnv  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  MHGOpMaUuK O  Mepax
npeaoCcTOPOXHOCTU Npu o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHU.

e Habop cnegyer wucnonb3oBaTb cpasy nocrne
M3BMeYEeHNst U3 xpaHunuiia npu temneparype 2-8°C.
e PeareHT He cniefyeT 3aMOpaxuBaThb.
CtabunbHoCTb

e HeBCKpbITble YNAaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXPaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBKu HaxogsLmecs Ha 6opTy: 56 gHew.

B3sATue n nogrotoBka o6pa3uoB

e PekomeHgyemble 06pasubl - CbIBOPOTKA Wnu
nnasma (renapvH nutusa, K2-EDTA un renapuH
HaTpwus).

e [lepen nposefeHnem npoueanypsbl

LeHTpudyrnpoBaHusa ybeantech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOJIHOCTbIO CchopmumpoBancs
Cryctok. [Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOM), Bpems
obpasoBaHusl cryctka B obpasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOWM
Temneparype (20-25°C) B Te4eHue 8 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 3 gHen.

e O6pasubl MOryT XpaHUTbCHA Mpu Temneparype -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHbIe 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasupbl NpegnaraeTcsa 3amopaxwvsaTb He bonee
ABYX pas.

e [lepeHecuTe TOMbKO OYULLEHHbIN OOpasey 6e3
NMNeMMYecKoro maTepuana, ecnu
LEeHTPUdYrnpoBaHHbIe obpasupl UmeroT
NUNUAHBIA CMION CBEPXY.

e [lpy Hanuuum cryctkoB uOpMHa U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LeHTpudyruposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOrO BeLLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHUs!.

e He ncnonb3yinte TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepen usmepeHuem ybegutecb, 4TO 0b6pasubl
nauueHTa, kanubpaTtopbl U KOHTPONb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ansa cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun anss cbopa 06pa3uLOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUWU BCEro
npouecca OLEHKM MOHUTOPWMHra nauueHta wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) UNM  ayTonCuMM MNoka He
yTouHeHbl. [lpubop He cnocobeH npoBepsATb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop



CBo6oaHbIn NCA (Free PSA) iFlash

[JOIMKEH UCMonb3oBaTb COOTBETCTBYHOLLUE TUMbI
06pasuoB AN TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpPaBOYHOM
cucteme.

. MHdopmauma o peareHTax aBTOMaTUYeCKn
CUMTBLIBAETCS MO LUTPUX-KoAy Ha drnakoHax c
peareHTamu. Ecnu WTpux-kog He cunTbIBaETCS,
BBEAMTE NOPSAKOBbIA HOMEP BPYYHYHO.

. 3arpysuTe peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. Momectute kannbpatopbl CAL1, CAL2 n CAL3
B CTOMKY Ans kanubpaTtopoB B 30He ob6pa3sua.
Oepxute KanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3aTrem cpaenamnTe
Npo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHust
Heobxoammo 10 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT BCce (OYHKUMKU 1
noacyuTaet pesynsrarthbl.

Kanu6poBka

. MpocnexmBaemoctb: [aHHbii aHanu3  6bin
CTaHAapTU3npoBaH no  MexayHapogHoOMYy
ctaHgapty BO3  [pocrtat-cneumdumyeckuii
aHTureH (4yenoBeveckuin) (cBobogHbin) Kopg
NIBSC: 17/102.

. Kaxgbin Habop peareHtoB iFlash-Free PSA
cHabxeH aTukeTkon ¢ QR-komom, cogepxalyen
MHOPMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.

. YT1oObl BbLINOMHUTL Kanmbposky iFlash-Free
PSA, npoBegute B AByx 3k3emnnsipax TecTbl
CAL1, CAL2 n CAL3, n npegonpegeneHHas
macTep-kpuasi ~ O6yaer  ajanTMpoBaHa K
aHanuaaropy.

. Mocne Toro kak kanubposka iFlash-Free PSA
NpuHsiTa W CcoXpaHeHa, Bce nocnegyolme
obpasupl MOXHO TecTupoBaTb 6e3
OOMONHUTENbHOW KannbpoBKu:

. Yepes 56 gHen npu ncnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

0,02-30 Hr/mn

3HaueHnss HWXEe HWKHero npegena [AvanasoHa
n3aMepeHun npegcraeneHbl  kak <0,02  Hr/mn.
3HaveHus, npeBbllLAlOWNEe  BEpPXHUN  npeden
AnanasoHa u3MepeHun, npeacrtasnsioTcs kak >30
Hr/MA.

Pas6aBneHue
O6pasubl ¢ koHUeHTpauuen csobogHoro MNMCA Bbiwe
AuanasoHa U3MepeHus MOXHO pa3baBuTtb
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pasbaButenem ans  obpasuoB. MakcumarnbHbIV
KoadpdumumeHT pasbasnenus coctasnsier 1:10, nubo
aBTOMaTUYeCKN aHanM3aTopoMm, Nbo BPYyYHyIo.
Mocne py4yHoro pa3baBneHust yMHOXbTE pe3yrnbTaT Ha
KoadpprLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MNpPOrpaMMHoOe
obecneveHne aBTOMaTUYecku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa

Ons KOHTpOMs KayecTBa pekomeHayeTcst
ncnonb3oBate YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control. Kpome Toro,
MOXHO  Mcnonb3oBaTb  Apyrve KOMMepYeCKu
[OCTYMHble MaTtepuanbl Ans KOHTPONsl KavecTsa,
cofepxallime He MeHee [ByX YPOBHEN aHanuToB,
KOTOpble GbiNM NpoBepeHbl nabopatopuen.

KoHTponu ans pasHbix ypoBHEN AOMKHbI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 vaca,
Korga TecT WCMoMb3yeTcsi, OAWH pa3s ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA Mnn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepgyite MHCTPYKUMSAM no
obpalleHnto N XpaHeHUo MaTepuanoB Afsi KOHTPONS
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAaYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kayecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCcTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb cregyowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINIO NpoBeAeHO HeobxoaMmoe
TEXHUYECKOe 0GCNyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXUMU

obpasLuamm KOHTPOrs kavyecTBa.
Mpn HeobxogMmocTu obpaTuTecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOW
noaaepkkv Unv AUCTpuobLIoTOpY.

Pe3ynbrar

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MeTOf, NOATOHKN AAHHbIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN Kp1BOM "
aBTOMaTUYECKOro pacyeTa KOHLEeHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BbIAAOTCS B HI/MI.

Oxupgaemble 3Ha4YeHUs

Bbino npoBegeHo wuccnegoBaHve obpasuoB 478
Myx4nH (141 obpasey paka npoctatbl C
NONMOXWUTENbHLIMKU  pedynbratamu  Guoncun u 337
obpasuoB 6e3 paka npocTaTtbl C OTpuUATENbHLIMU
pesynsratamu 6uoncum) B Bodpacte 250 neT, ¢ obwum
MCA B gmanasoHe ot 4 go 10 Hr/mn u undpPOBLIM
pekTanbHbIM UccriegoBaHneM 6e3 Nogo3peHuii Ha pak
npoctathkl, paccuntbiBancsa % csobopHoro MNCA (%
FPSA=FPSA/TPSA*100% - rae, FPSA — cBoboaHbIii
MCA, a TPSA — obwwmii NMCA).

Pesynbrat % FPSA moxeT ObiTb ucnonb3oBaH Ans
OLEeHKN HeobxoanMocTn Groncum NnpocTaTtbl OQHUM 13
OBYX CNOCOOOB:

1. MoxeT OblTb PacCMOTPEH OTHOCUTEMbHbIA PUCK
pa3BMTUSi paka NpeacTaTensbHOM Xenesbl y OTAeNbHbIX
MY>XUUH; Unn

2. JleyeHne nauMEHTOB MOXET OCYLIEeCTBMAATbCA C
1Cnonb3oBaHWEM eMHOr0 MeTofa OTCEYEHNS!.
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1) MHomBuayanbHas oueHka pucka

BeposiTHocTb obHapyxeHuss PSA ¢ TPSA B cepou
30He (4-10 Hr/mn) yBenuumBaeTcsl C BO3pacToM v npu
CHMXeHUN cooTHoweHns FPSA/TPSA:

% FPSA Bospacrt B rogax

50-59 260
<10% 50.8% 59.7%
10%-20% 25.8% 36.5%
20%-25% 13.1% 23.4%
>25% 7.3% 12.5%

2) OgHOKpaTHBIN aHanm3

OpHoKpaTHbIN aHanu3 MoXeT OblTb MCMONb30BaH ANs
MYXYMH BCeX BO3pacTHbix rpynn. OpHoOKpaTHbIV
aHanu3 FPSA, paBHbin 16%, gaeT 4yBCTBUTENbHOCTb
75,9% wn cneundwnyHoctb 72,4%. OpHokpaTHOE
orpaHuyenne FPSA B 25% paeT 4yBCTBMTENbHOCTb
92,9% v cneumnduyHocTb 27,6%.

B cooTBeTcTBMM € pekomeHAaUMAMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOW  OXuWAaembln
pedepeHCHbI  auanasoH Ans  paccMmaTpuBaemomn
rpynnebl

OrpaHuyeHusi

. Habop iFlash-Free PSA npegHasHayeH TONMbkO
ona  onpegeneHuss  ceobogHoro MCA B
CbIBOPOTKE MM Mna3Me KpoBWM YernoBeka
(nuTun-renapuH, K2-EDTA n renapuH HaTtpus).
OH He 6bIn BaNnuAMpoBaH A4S UCMNONb30BaHNs B
nnasme ¢ ApyrMMu TMNamm aHTUKoarynsiHToB.

. Ecnn  pesynbtratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 06LLEN KITMHUYECKOM
KapTWHbl NauueHTa, BKMYass CUMNTOMbI U
pe3ynbsTaThl KNUMHUYECKON NCTOPUN.

. O6pasubl C BMAMMBIM YPOBHEM CBOOOAHOrO
MCA, pocturatowmm 4 000 Hr/mn, He NPOSABNSANMN
apdhekTa 3axBarta B aHanuse iFlash-Free PSA.

. Ha aHanus He BnusT (pasHuua meHee 10%)
VKTEPUYHOCTb (BnnupybnH<65 mr/gn), remonus
(remorno6uH <1500 mr/an), ninemus
(Tpurnuuepungpi<3000 mr/gn) u  CBoboaHbIv
6enok ceiBopoTKM (<15 r/an).

. BmeluatenbctBa CO CTOPOHbI PEBMATOUOHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BmewartensctBa co ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOV3BONbHbIX EAUHMUL/MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKW, pesynbTaThl,
nonyyeHHble B OTAENbHbIX naGopaTopusx, MOryT
oTnnyaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb onpegensinacb ¢ nomousko iFlash-
Free PSA, knuHunyeckux obpasuoB M KOHTporen B
cootBetrctBUM ¢ EP05-A3 CLSI (Clinical and
Laboratory Standards Institute): Tect B TeyeHue 20
OHen B 3 MecTax, 2 nporoHa B AeHb, 2 NoBTOpa B
Kaxgom  nporoHe.  PesynbtaTthl  MccrnefoBaHust
npeacTaBneHbl HUXe:
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Obpas CpenH MoBTOPSiEMOCTb Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
Hue OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
ne % ne %
(Hr/mn) (Hr/mn)
1 0.71 0.027 3.80% 0.042 5.92%
2 4.53 0.124 2.74% 0.224 4.94%
3 18.37 0.438 2.38% 0.808 4.40%
KK1 2.06 0.073 3.54% 1.113 5.49%
KK2 5.69 0.153 2.69% 0.276 4.85%

AHanutuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0,01 Hr/mn

Mpepen obHapyxeHust = 0,02 Hr/mn

Mpepen konuuecTBeHHoro onpeaenenusi = 0,04 Hr/mn

OunanasoH NMHEeNHOCTH

0,02-30 Hr/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumprU4HOCTb

AHanutudeckas cneuuduyHocTb aHanm3aa iFlash-Free
PSA 6bina oueHeHa ¢ nomoubio PAP (K® - Kucnas
docgartasza) u PSA-ACT (MCA-AKT).

Ananor KoHueHTpaums MepekpecTHas
peakuusi

PAP 1000 Hr/mn 0.03%

PSA-ACT 100 Hr/mn 0.24%

Bbinv npoTecTwpoBaHbl cregyowue npenapatbl U
BELLECTBa, BMELLATENLCTBA B aHANU3 He 06HapyKeHo.

CybcTaHums KoHueHTpauus
Linknodocpamug 1000 mkr/mn
LincnnatuH 225 mkr/mn
5-cpTopypauun 500 mkr/mn
MeToTpekcat 1000 mkr/mn
KapbonnatuH 1000 mkr/mn
ATonosung 400 mKr/mn
TamokcudeH 50 MKr/mn
MuTOMULINH 25 mkr/mn
dnytamug 1000 mkr/mn
Takcon 5.5 mkr/mn
[okcopybuumH 75 Mkr/mn
Anbga-deTonpotenH 1000 Hr/mn
PakoBbIli aHTUreH 125 500 Ea/mn
PakoBbili aHTUreH 19-9 600 Ea/mn
P3A 200 Hr/mn
Xry 1000 ME/mn

KnuHu4yeckne nokasatenu

Bbino npoBeneHo cpaBHeHue aHanu3atopa iFlash-
Free PSA (y) c KoMMep4yecku AOCTYNHbIM aHanvM3oM
cBobogHoro PSA (x) Ha knuHuMyeckux obpasuax, u
KpuBasi Obila NogorHaHa C MOMOLUBI NMHEWHOW
perpeccun (perpeccus NaccuHra-babnoka).

y =1.011x + 0.039

T=0.989

KoHueHTpauums obpasua: 0.23-29.87 Hr/mn
KonnyectBo namepeHHbix 06pasuos: 120

Kpatkas wuHdopmauma o 6GesonacHocTu u
Npon3BOAUTENILHOCTH

Kpatkas  wHdopmaumss o  6GesonmacHocTM  u
NPOVU3BOAUTENBHOCTU OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.
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AHanusatopbl/npnbopsbl,

SYSTEM Ha KOTOPbIX MOXHO

MCNOoNb30BaThb peareHThbl

M Mpoussogutens

YNONMHOMOYEHHBIN

npeactaBuTens B
EC o
-E EBponenckom
coobulecTee
@ Mmnoptep
MapkupoBka

cootBeTcTBUS CE ¢

c € NAEHTUPUKALNOHHBIM
2797 HOMepoM

HOTUULMPOBAHHOTO
opraHa

OCTOpOXHO

O3HakombTEeCh C
MHCTpYyKUMen no
NPUMEHEHWIO

CrpaHa-npoussoguTens,
narta U3roToBrneHus

YHVKanbHbI
naeHTndukaTop
yCTpOWCTBa

g [,

Cpok rogHocTh

°C
TemnepatypHbI NIUMUT

N Y

Buonornyeckuit puck

GHS07
N3o6paxeHusa ans

npeaynpexneHus

©

3TON CTOPOHOW BBEPX

—
—

Mpunoxexue b:

. OnacHbIi koMnoHeHT: 0,05% ProClin 300

(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] n 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))

. CurHanbHoe cnoso: [NpegynpexaeHue

. 3asBneHns 06 onacHoctn: H317: MoxeT Bbi3BaTb
annepruyeckyo peakumio KOxXu.

. Mpeanynpexgatowime 3asaBreHns: P261:
M3beraiite BObIXaHUA
nbinu/napos/rasa/TymaHa/napos/cnpes.

. P280: HapeBaliTe 3awwmuTHbIE NepyaTku.

. P362+P364: CHumMUTe 3arpsi3HEHHYI0 ogexay u
noctupaiiTe ee nepeg NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpu nosiBneHun pasgpaxeHus Koxu
UK CbINn: 0BpaTUTECh K Bpady.

. P321: HemenneHHo obpatuTech 3a MOMOLLBIO K

Bpauy.
. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUU c

MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapOAHbIMY NpaBUnamu.

Bepcus: 04, 2024-01-12

&= P

[Onsa guarHoctukm In vitro

LOT

Howmep nota
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TponoHuH | (Troponin-l) iFlash

C89243 C89243-L

REF C89243-S

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
TponoHuH | (Troponin-l) iFlash

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN: 692591270043H3

MNpeanonaraemoe ucnonb3oBaHue

Ananus iFlash-Troponin-l - 3TO XeMUNIOMUHECLEHTHbIV
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
TPOMOHMHa-l B CbIBOPOTKE W MNNa3Me KpPOBM 4eroBeka,
B3STbIX Y NWL C MOAO3PEHUEM WNu MOATBEPXKAEHNEM
nHdapkta Mmuokapga (MM) u noBpexaeHust cepaoeyHomn
MbILULbI c NOMOLLb0 aBTOMaTNYeCKOro
XEMUITIOMUHECLIEHTHOTO UMMYHO(DEPMEHTHOIO
aHanusartopa. AHanu3aatop iFlash-Troponin-I npegHasHayeH
ONs UCnonb3oBaHUsA  cneuvanuctamu nabopatopuii B
KayecTBe BCMOMOraTeflbHOro cpefcTsa Ans AMarHoCTUKW U
MOHWUTOPUHIa MHMapKTa MuUoKapaa W NOBPEXAEHUS
cepaeyHoV MbllWLbl Hapsgy ¢ ApYrMMU  KMUHUYECKUMU
meTofamMm.

OnucaHue n o6bsICHEHNe

Komnnekc cepagyHoro TponoHuHa (cTn) cocTouT u3 Tpex
6enkoB: Ca2+-cBasbiBatowerr (cTnC), TPONOMMO3MH-
cesisbiBatowert (cTnT) n unrmbmpyrowen (cTnl) cyobeamHmu.
OH gBRnsieTCA  KMIOYEBOW  MONEKYNnon B perynsuum
CoKpaLleHusi cepaevHom MbILLLbI yernoseka.[1-2]
CeppaeyHble TPOMOHWUHbI CBSI3aHbl C aKTUHOM B CEepAEYHbIX
Muodmbpunnax, meHbluas 4actb (3%-6%) pacteopuma B
uutonnasme. [3] CybveamHuua cTnl coctout n3 N-koHua
6enka, IT-pyku, uvHrMbupyowero un nepeknovaroLLero
nentngoB u C-koHua.[4] CyuwecTByeT Tpu pasnuyHbie
TKaHecneuuduryeckne n3odopmbl TPOMOHMHA l,
NOEeHTUULMPOBaHHbIE N3 CKENMETHbIX U CepAeYHbIX MbILLL,
N ero MonekynsipHasi macca cocTtaBnsetr okono 24000
[ansTOHOB. [5-6]

Buroxumunyeckne mapkepsl, Bkrtoyas obLyo KpeaTuHKUHa3y
(CK), kpeaTuHkunHasy-MB (CK-MB), wusocdopmbl MB 1
MMWOIMOOUH, @ Takke TPOMOHWHbI - CEPAEYHbIN TPOMOHWH |
(cTnT) n cepgeyHbivi TponoHuH | (CTnl) - ucnone3ytotca Ans
OLIEHKW COCTOSIHUS MaLMeHTOB C MOAO3PEHUEM Ha OCTPbIN
nHdapkT muokapga (AMI). [7] CepaeyHbin TponoHuH-1 6onee
YyBCTBUTENEH, YeM KpeaTuHknHasa-Mb (KK-MB), n octaetcsa
MOBbILLIEHHbIM MOCMEe MOBPEXAEHWUS MUOKapaa B TeyeHue
bonee pgnutenbHoro BpemeHw.[8-9] XoTa TPOMOHWHBLI B
Lernom cneunuyHbl Ans NOBPeXAeHUs Muokapaa, OHU He
ABNATCS CNeumMduIHBIMK AN onpeaerneHHoro MmexaHmama
noBpexaeHns Muokapga. Jlioboe coctosiHue - 0CTpoe wnm
XpOHMYeckoe, - KOTOpoe MoBpexaaeT KapAvOMUOLMTHI,
MOXeT MpPMBECTU K W3MEPUMOMY MOBBILIEHWIO YPOBHS
LIMPKYNMPYIOLLMX TPOMOHWHOB. OCTpble COCTOSIHUSI, KOTOpble
MOryT  MOBbIlWATb YPOBEHb  TPOMOHWHOB,  BKMHOYAOT
cepaeyvHylo HeJoCTaTOYHOCTb, Cencuc u Tpomboambonuio
neroyHon aptepum[10].

CTonkoe MOBbILEHVNE CEPOEYHOro TPOMOHMHA Ha HU3KOM
ypoBHe 06bI4HO HabnoaaeTcs y NaUMEHTOB C XPOHUYECKUMM
cepdeyHbiMM  3aboneBaHuWsMM,  BKIOYas  NaUWEHTOB,
CTabunuanpoBaHHbIX 4epe3 HEeCKONbKo MecsileB nocne
AKW, w» naumMeHTOB C XPOHWYECKOM ambynaTopHom
cepgevHon HepocTatodHocTbio. [11,12] Andrews et al.
OTMETUNM, YTO MOBbILIEHUE CepAeYHOro  TPOMoHWHa-|
HabniogaeTcs y nauuMeHTOB CO BCEMM cepeyHbIMU
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OCMOXHEHUsiMM, a He Tonbko ¢ WM, wn npegnoxwnu
PYTUHHbIN MOHUTOPUHI CepAeYHOro TPonoHWHa-1 B kadecTse
a(pheKTNBHOrO 1 Hegopororo crnocoba NPOrHo3MpoBaHUsE
cepaeyHbix ocnoxHeHun.[13] UccnegoBaHusl nokasanu, 4To
cTnT n cTnl BbISBNAIOT OCTPOE MOBpEeXAeHne muokapga C
OOWHAKOBOW KIMHUYECKON 3¢pEKTUBHOCTBIO Y NALMEHTOB C
OUM, knaccuuumpoBaHHbIX Mo  Kputepusam BO3 wu
cepaevHo-CocyaucTbimM 3aboneBaHunaM (CC3). Mo
cpaBHeHutio ¢ cTnT, cTnl npogemoHcTpupoBan 6onee
HW3KYI0 HayanbHYl YyBCTBUTENBLHOCTb U Bonee BbLICOKYIO
cneunduYHOCTb Mo cpaBHeHuto ¢ cTnT. cTnT noBbiwancs 4o
6onee BbICOKMX OTHOCUTENbHbIX 3Ha4YeHun, yem cTnl. cTnT
Yyawle MoBbIWANCA y MNauUueHToB C  HecTabunbHon
cteHokapauew (HC), yem cTnl.[14,15

MpuHuMn aHanusa

Ananus iFlash-Troponin-l - aT0 caHABUY-MMMyHO@HaNuU3 ¢
MCMONb30BaHNEM npsAMoO  XEMUITIOMUHOMETPUYECKON
TEXHUKU.

. WHkybauusi: AHTureH TponoHuHa-l B o6pa3sue
pearvpyet ¢ napaMarHWTHbIMW MUKpoYacTuLamm,
MOKPbLITBIMA  @HTUTENIOM MPOTMB TPOMOHWHA, U
KOHBIOraTOM aHTuTena npoTMB  TPOMOHWHa-I,
MEYEHHbIM  aKpMAMHOBBIM  3achupom, obpasys
C3HABUY-KOMMMNEKC.

. MpombiBka: [Mog OewcTBMeM MarHWTHOrO nons
MarHUTHble YacTuLbl afcopbupyIOTCS Ha CTEHke
peakunoHHon Tpybku, a HeCBsI3aHHbIE MaTepuarnbl
CMbIBaKOTCS MPOMbIBOYHBIM Bydepom.

. 3anyck u uamepeHue curHana: B peakumoHHyto
cvecb  pgobaBnsioTcs npe-TpUrrepHbin "
TPUITEPHbIN pacTBop. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBEeTOBbIX eauHunuax (RLUs -

OEO).
e CyuwecTtByeT npsMasi 3aBUCUMOCTb  Mexay
KONMMYeCcTBOM  TponmoHuHa-l B  obpasue w

konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemon iFlash.

. Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU M 3TANOHHOW KPUBOW,
nonyyeHHon n3 QR-koga peareHTa.

PeareHThbl

Komn 1x50 2x50 2x150 Copepxumoe

OHEHT TecToB/yn. TecToB/yn. TecToB/yn.

R1 1 2 2 AuTuTENA npoTuB
ynakoBka, ynaKoBKM, ynaKoBKM, TPOMOHMHa-I, NOKPLITbIE
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha napamarHuTHbIMU
ynaKoBKy ynaKoBKy ynaKoBKy MUKpOYaCcTMLaMM

(ko3a, 0,25 wmr/mn),
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTA.

R2 1 2 ynakoBku 2 ynakoBku KoHbtorat aHTMTENna
ynakoBka, no4,0mns no7,8mne aKpuauHUR-acTep-

40 wn B ynakoBke ynakoBke nanes npoTue

ynakoBke TponoHuHa-l  (mycen,
0,2 wmkr/mn), 0,05%
ProClin 300 B kauecTse
KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 Mn Ha 1,0 mMn Ha TRIS co
bnakoH bnakoH bnakoH crabunuaatopom Genka

(BSA), 0,05% ProClin
B KayecTee

KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2, 6Genok
1,0 mMn Ha 1,0 Mn Ha 1,0 mMn Ha TpononuHa-l (E.coli) B
bnakoH bnakoH bnakoH Bydepe TRIS co

crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 3, 6Genok
1,0 mMn Ha 1,0 mMn Ha 1,0 mMn Ha Troponin-I  (E.coli) B
bnakoH bnakoH bnakoH Bydepe TRIS co

crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTe
marepuanbl)



TponoHuH | (Troponin-l) iFlash

REF| | C89999/C89959/C89949, Mpe-
TpurrepHoln ~ pactBop  (1x):  pacTBop
nepekucu Bogopoga.

REF| | C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pactBop rugpokcuaa
HaTpusi.

C89997, [pombiBOYHbIN Bydep (1x):
docaTHO-6ydepHbI coneBon pacTBop.
C80001, TMMpombiBoYHbIN Bydep (10x):
docaTHO-6ydepHbI ConeBon pacTBop.
C6100, PeakumnoHHbIV cocya,.

ZCCO057, Immunoassay Multi KoHTpons.

CC817, Immunoassay Multi KoHTponb.

Cucrtema
PeareHTbl 1x50 TECTOB/KOMMIEKT " 2x50
TECTOB/KOMMNNEKT NPUMEHSIIOTCS ans

XEMUIIOMVHECLEHTHOTO MMMYyHOaHanu3aropa: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A u iFlash 9000
CLIA-aHanum3atopa: iFlash 9000-A.

2x150 TecToB/Habop peareHTOB npumeHsietcst k CLIA-
aHanusaropy iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH 13 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nonyyeHHble U3  OMONMOrMYecKUX  UCTOYHWMKOB
(4enoBeYeCcKMX KUBOTHBIX/MUKPOBHbIX), He nepeaaayT
nHdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyet  paccmaTtpuBaTb  kak  MOTEHLUManbHO
MH(EKLMOHHBIE.

e CobniopainTte 06bl4HbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOAOB [OMmKHa
OCYLLeCTBNSATbC B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

e Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnNM peareHTbl MCMoOnb3ys noaxodsiiee
Ae3nHduumpyoLee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucrnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 00Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W UCNonb3oBaTb
COOTBETCTBYOLLME nabopatopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTte ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npoaykT B COOTBETCTBUM C MapkuMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMONb3YLWMWin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTauunen pe3ynsTatoB aHanusa.

e [1nA nony4eHnss 4ONONMHUTENLHON MHGOPMaLUK O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

o O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM HeobxoaMmo coooWmnTh
Npon3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-urieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb Uy NaumneHT.

e [lacnopt 6e30nacHOCTM OTHOCUTCSt K Nacropry
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npenocTaBrieH No SNeKTPOHHON noyTe.

Pa6ora c peareHTamu
e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHne
YKa3aHHOro CpoKa rofHOCTH.
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e l3bBerante obpa3oBaHus My3bIPbKOB Npu paboTe
CO BCeMV peareHTamu.
e PeareHTbl B ynakoBKe roToBbl K MCMOMb30BaHUIO.
e OCTOpPOXHO pacTBOPUTE COAEPXMMOE KaX[oro
dnakoHa kanubpaTtopa, AgobasuB poBHO 1,0 wMn
OUCTUININUPOBAHHON WM OENOHU3MPOBAHHOW BOAbI.
OctaBbTe Ha 15 MUHYT B 3aKpbITOM COCTOSIHUM OISt
BOCCTaAHOBMEeHUs. TlaTenbHO nepemellante u He
ponyckanTe 06pa3oBaHUs Ny3blPbKOB.
e KanubpaTtopbl 4OMKHbI ObITb U3MEPEHDI B TEYEHNE
30 MUHYT nocne pacTBOpPeHWsi, B MPOTUBHOM Cly4yae
OHU AOMKHbI XPaHWUTLCS B 3aMOPOXXEHHOM BUAE.

. CrtabunbHOCTb pa3BegeHHoro kanubpartopa:

. 2-8°C: 3 gHs;

. 20-25°C: 90 MUHyT;

. -20°C: 56 gHewn;

. Mpouecc 3amopaxvBaHWsA-OTTaUBaHWS: He

6onee 3 pas.

e He cwmewwvBanTe peareHTbl BHyTpUM Habopa
peareHTOB Unn Mexay Habopamu peareHToB.
o [lepen 3arpyskon Habopa peareHToB iFlash B
CMCTEMY MOBTOPHO B3BECLTE MMKPOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YTobbl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnum  MukpoyacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.
e [lononHuTenbHyl  MHGOpMaUuK O  Mepax
npeaoCcTOPOXHOCTU Npy o6paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUUM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUN.

e Habop cnegyer wucnonb3oBaTb cpasy nocrne
M3BMeYEeHNst U3 XxpaHunuiia npu temnepartype 2-8°C.
e PeareHT He criefyeT 3aMOpaxuBaThb.

CtabunbHoCTb

e HeBCKpbITble YNAaKOBKN COXPaHAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 42 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 28 gHew.

B3sATtue n nogrotoBka o6pa3uoB

e PekomeHgyemble 06pasubl - CbIBOPOTKA Wnu
nnasma (NMMTWEBbIN renapuH, renapuH HaTpus u
K2-EDTA).

o [lepen ueHTpudyrmposaHuem ybeauTecb, YTO B
obpa3uax  CblBOPOTKM  KPOBWM  MOSHOCTbIO
cdopmumpoBancs  Cryctok. [Ons  nauueHTos,
NpoxoasiLLmX neyexve renapuHom
(aHTuKOarynsiHTom), Bpemsi 0bpa3oBaHusi cryctka
B 06pasuax CbIBOPOTKM JOMKHO ObITb yBEMUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU KOMHAaTHOW
Temneparype (20-25°C) B Te4eHue 7 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 5 gHen.

e O6pasubl MOryT XpaHUTbCHA Mpu TemnepaTtype -
20°C B TedeHue 90 aHen.

e  3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocre oTTauBaHus.

e O6pasubl pekoMeHOyeTCsi 3aMopaxuBaTb He
bonee yem 1 pas(a).

e LleHTpudyrupynte o6pasupbl C MUNMAHBIM CIIOEM
Ha BepxHeW 4YacTu W nepeHocuTe TOMbKO



OUMLLEHHbI  obpasey 6e3  nMNeMUM4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHus-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUeM
cnepyet LUeHTpudyruposarb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KNETOYHOrO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauneHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHus!.

e He ncnonb3ayinite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.

o [lepen usmepeHuem ybegutecb, 4TO 06pasubl
nauueHTa, kanubpaTopbl U KOHTPONb HaxoasTcs
npuv Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrve Tunbl npobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun anss cbopa 06pa3LOB [OOIMKEH
0CTaBaTbCs HEU3MEHHBIM Ha MPOTSHKEHUU BCEro
npouecca OLEeHKM MOHUTOpWMHra nauueHta wnm
OLEHKN CEepUiiHbIX 06pasLoB.

e XapaKkTepuctukm TEeCTUpOBaHUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) WUNM  ayToOMNCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNOoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANs TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBl CM. B WHCTPYKLUMM MO 3KCniyaTtauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTA, COXPaHEHHbIE B
WTPUXKOAE Ha YNakoBke C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnun wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTLIO  CyCcNeHAUPOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKPOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINOMHUTE KanubpoBKy.

. MomecTute kanubpatopbl CAL1, CAL2, CAL3 B
CTOVKY Ans kanubpatopoB B 30He o6pa3sua.
Oepxute KanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kanubpoBku.

. Cpenavite kanubpoBKy, a 3aTrem caenamnTe
Npo6HbIN  TECT C MNOMOLLbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kaXxgoro onpeaeneHust
Heobxoammo 100 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT BCce (OYHKUMKU 1
noacyuTaeT pesynsraThbl.

Kanu6poBka

. MpocnexmBaemoctb: [OaHHbIi  MmeTog  Obin
CTaHOapTU3MPOBaH C MOMOLLbI BHYTPEHHETO
ctaHgapta YHLO ansa tponoHuHa-l.

. Kaxgbin Habop peareHtoB iFlash cHabxeH
ITUKETKOMN c QR-kogom, cofepxalei
MHOPMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTum peareHToB.

. Onsa BbINONHEHUSI KanubpoBkM iFlash-
BbinonHute Tect CAL1 n CAL, CAL3 B aByx
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aksemnnapax, nonyuste RLU noporosoro
3HaYeHus.

. lMocne Toro kak KanubpoBka MpuHATa W
coxpaHeHa, Bce nocnegyoLume obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:

. Yepes 28 gHen npu Ucnonb3oBaHUU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoAsiTCA BHE 30HbI
nencTBeums.

e  Tpebyetcsa B COOTBETCTBUU c
OENCTBYIOLLMMUN HOPMaMU.

Ouana3oH namepeHus

0,02-50 Hr/mn.

3HauyeHNs1 HIKE HWKHEro npefena AuanasoHa
n3mepeHun coobuatorcst kak <0,02 Hr/mn. 3HayeHus
Bbllle BEPXHEro npefena JauanasoHa W3MepeHUii
coobuatotcs kak >50 Hr/mn.

Pas6aBneHue
O6pasubl C KOHUEHTpauuen TponoHuHa-l Bbiwe
OuanasoHa U3MepeHust MOXHO pa3baBuTtb

pasbaButenem ans  obpasuoB. MakcumarnbHbIV
KoadpdumumeHT pasbasnenus coctasnsier 1:10, nubo
aBTOMaTUYeCKN aHanM3aTopoMm, Nbo BPyYHyIo.
Mocne py4Horo pa3baBneHust yMHOXbTE pe3yrnbTaT Ha
KoadppurLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MpPOrpaMMHoOe
obecneveHne aBTOMaTUYecku yynTbIBaET
pasbaBneHue npu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa

Ons koHTponsa kayectBa pekomeHaywTcs YHLO
Immunoassay Multi KoHTponb and EVER-BLUE
Immunoassay Multi KoHTporb.

Kpome TOro, MOXHO wucnonb3oBaTb  Apyrue
KOMMEpYEeCckn [OCTYMHble MaTepuanbl  KOHTpOns
Ka4yecTBa C He MeHee YeM [ByMS yPOBHAMW aHanuta,
npoBepeHHbIMU Nnabopartopuen.

KoHTponun ans pasHbix ypoBHEW A0MKHbI NPOBOANTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WUCMOMb3yeTcs, OAMH pa3 Ans Kaxgoro
Habopa peareHTOB 1 MOcne Kaxaow KanubpoBku unu
B  COOTBETCTBMM C  MECTHbIMW  MNpaBunamu,
VHCTPYKUMSAMU unu TpeboBaHMAMW akkpeguTauuum v
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepyite MNHCTPYKUMAM no
obpalleHunto 1 XpaHeHUI0 MaTepuarnos Ans KOHTPOns
kayecTBa. Kaxxgas nabopartopusi 4OMmKHa YCTaHOBUTb
CBOU COBCTBEHHbIE LieneBble 3HaYeHNs U AoMyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONS KayecTBa, BbIXOAsWMe 3a
npeaensl AONyCTUMbIX Anana3oHOB, MOTYT yKa3blBaTb
Ha HedencTBMTENbHOCTb pe3ynbTaTtoB TecTa, B 3TOM
cry4yae MOXHO NPeaAnpuHATL crneayloline AencTBus:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINI0 NpoBeAeHO HeobxoaMmMoe
TEXHUYECKOe 0GCnyKMBaHMUE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEN MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasuamm KOHTPOrs KavyecTBa.
Mpn HeobxogMmocTn obpaTuTecb 3a MOMOLLBI K
MECTHOMY NnocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbIoTOpY.

Pe3ynbrar

Pacuert

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MEeTo4  MOArOHKM  NOTUCTMYECKOW  KPMBOW  ANs
NnocTpoeHusi KanubépoBOYHOMN Kp1BON "



aBTOMaTUYECKOro pacyeTa KOHLEHTpauuu aHanuta B
Kaxxgom obpasue.
PesynbraThl npuBegeHbl B Hr/MI.

Oxugaemble 3Ha4YeHUs

WccnepoBaHne  aHanu3a  iFlash-Troponin-l  Ha
obpasuyax 248 BHelwHe 300POBbLIX MOAEN pasHbIX
BO3paCTHbIX PN Aano CregyoLlmin pesynbsrar:

< 0,03 Hr/mn (99-1 npoueHTUmb)

PekomeHagyetcsi, 4TOoGbI  Kaxkgas  nabopatopus
ycTaHoBUNa cBoe COBCTBEHHOE 3Ha4YeHUe oTceYeHust
ANs KOHKPETHON rpynMnbl HACENeHNs!.

OrpaHuyeHusi

. Ananus iFlash- Troponin-I orpaHuyeH
onpefeneHMemM TPOMOHWHA-l B CbIBOPOTKE MK
nnasme 4enoBeka (NMUTUMR-TenapuH, HaTpun-
renapuvH, K2-30TA). OH He Gbin npoBepeH Ans
MCNONb30BaHWs Ha nNnasMe ¢ ApYyruMu Tunamm

aHTUKOArynsiHTOB.
. Ecnn  pesynbtatel  He  cornacylTcs  C
KMUHUYECKUMU [aHHbIMK, npeanaraercs

NpoOBECTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B pumarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 0OLLEN KITMHUYECKOW
KapTWHbl  NauueHTa, BKIOYas  CUMMTOMBI,
pe3ynbsTaThl KNMHUYECKOro aHamHesa.

. O6pasupl, cogepxaliMe BUOUMBIA YPOBEHb
TponoHuHa-l go 500 Hr/mn, He MposiBNANM
apdekTa 3axBarta B aHanuse iFlash-Troponin-I.

. Ha aHanus He BnusT (pasHnua meHee 10%)
VKTEPUYHOCTb (BnnmpybunH<20 mr/gn), remonus
(remorno6unH<500 mr/an), ninemus
(Tpurnuuepugpl <2000 mr/gn), obwwuin Genok B
cbiBopoTke kposu (<10 r/an).

. BmeluatenbctBa CO CTOPOHbI PEBMATOMAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. Hwukakoro BnusHus ANA He Habnoganoch

BMOTb A0 KOHUeHTpaumm 500 AU/mn.

DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMIyaTaUWOHHbIE  XapaKTEPUCTWKKM, pesynbTarThl,
nonyyeHHble B OTAENbHbIX naGopaTopusx, MOryT
oTnnyaThes.

MpeunsmoHHoOCTb

MpeunsmoHHoCTb iFlash onpegensnuce B
cooTBeTcTBUM C TpeboBaHusimn EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 5 gHewn, B 3 mecTax, 2 nNporoHa B AeHb, 3
nosTopa B Kaxaom NpOroHe. Pesynesrathl
uccriefoBaHusl NpeacTaBneHbl HUXe:

Obpas CpenH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbduum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
H1e OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(Hr/mn) ne % ne %
(Hr/mn) (Hr/mn)
L 0.560 0.0248 4.43% 0.0369 6.59%
M 1.302 0.0268 2.06% 0.0594 4.56%
H 34.790 0.6711 1.93% 2.0236 5.82%
KK1 0.100 0.0040 4.00% 0.0087 8.70%
KK2 12.538 0.3517 2.81% 0.7640 6.09%

AHanuTuyeckas 4yBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHuns  Gbinu
onpegerneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0,004 Hr/mn

Mpepen obHapyxeHnst = 0,01 Hr/mn
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Mpepen konuuecTBeHHoro onpeaenenusi = 0,02 Hr/mn

OunanasoH NMHEeNHOCTH

0,02-50 Hr/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBUMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumpurU4HOCTb

AHanutudeckasi cneuuduyHocTb aHanu3a iFlash-
Troponin-l 6bina oueHeHa ¢ ucnomnb3oBaHvem cTnC,
cTnT u sTnl.

BapuaHt KoHueHTpauus MepekpecTHast
PeaKTMBHOCTb

cTnC 1000 Hr/mn 0.07%

cTnT 1000 Hr/mn 0.03%

sTnl 1000 Hr/mn 0.05%

KnuHuyeckue nokasarenu

Bbino npoBegeHo cpaBHeHue aHanu3a iFlash-
Troponin-l (y) ¢ kommepyeckuMm aHanm3om Troponin-|
(x) Ha knNMHUYeckmx obpasuax, u KpuBas nNogorHaHa ¢
NOMOLULIO  FIMHEWHOW perpeccun (perpeccus
MaccuHra-babnoka).

y = 0.955x + 0.003

T=0.975

KoHueHTpauums obpasua: 0,02-48,97 Hr/mn
KonnyecTBo namepeHHbix 06pasuos: 122

0630p 6€30NaCHOCTU U NPOU3BOAUTENLHOCTU
CBogka no GesonacHocTM U 3PPEKTUBHOCTU
A0CTyMnHa no agpecy
https://ec.europa.eu/tools/eudamed
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Mpunoxexnue b

. OnacHblii komMnoHeHT: 0,05% ProClin 300
(peakuunoHHas macca u3: 5-xnop-2-meTnn-4-n3oTmasonunH-3-
oHa [EC Ne 247-500-7] un 2-metun-2H-n3otnason-3-oHa [EC
Ne 220-239-6] (3:1))

. CurHanbHoe cnoso: [pegynpexaeHue

. 3asaBneHns 06 onacHocTu:

H317: MoxeT BbI3BaTb annepruyeckyto peakumio

KOXMW.
. MpenynpexaatoLmne 3asBreHns:
. P261: M3berante BObIXaHUSA

nbinu/napos/ra3a/TymaHa/napos/cnpes.

. P280: HapeBaliTe 3awwmuTHbIE NepyaTku.

. P333+P313: Mpu nosiBneHun pasgpaxeHns Koxu
Unm cbinu: obpaTuTech k Bpayy.

. P362+P364: CHumMUTe 3arpsi3HEHHYI0 ogexay u

noctupaiTe ee nepeq NOBTOPHbLIM
1Cnonb30BaHNEM.

. P321: HemenneHHo obpatvTech 3a MOMOLLBIO K
Bpauy.

. P501: YTnnuanpyinte cogepXxumoe/KOHTENHep B
COOTBETCTBUM c

MECTHbIMWU/PErnoHanbHbIMU/HaLMOHaNbHbIMU/ME
XOYHapOoAHbIMY NpaBunamu.

Bepcus: 05, 2024-01-12



TponoHuH-I BbiIcokouyBcTBUTENbHbLIN (hs-cTnl)

IFlash

C86305

C86304

W 2x50 1x50
TecToB/yn TecToB/yn.

CucTtemsl: iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

| IVD [na guarHocTuku in vitro

CExrer

Hassanue
TponoHuH-1 BbicokovyBcTBUTENBLHBIN (hs-cTnl) iFlash

YHuKanbHbIM naeHTUdMKaTOp yCTPpOMCTBA
GMN: 692591270266HR

MNpepnonaraemoe ucnonb3oBaHue

AHanus iFlash-hs-cTnl npencraensieT cobon
MMMYHOXEMUITIOMVHECLIEHTHBIA  @aHann3 napaMarHUTHbIX
YacTuy Anst KONMUYECTBEHHOro onpefenieHnst cepgeqHoro
TpornoHunHa | (cTnl) B cbiBOpoTKe M nnasMe 4eroseka,
CcobpaHHbIX Y NnL, C NOAO03PEHUEM UMK MOATBEPXKOAEHHBIM
nHdapkToM Mmuokapga (MM) n nospexaeHvem cepaeqHomn
MbILLLbI C MCMOSIb30BAHMEM aBTOMaTUYECKOro aHanmM3aTopa
MMMYHOXEMUMIOMUHECLLEHTHOrO aHanusa. AHanu3 iFlash-
hs-cTnl  pormxeH  wucnonb3oBaTbCcst  NabopaTopHbIMU
creumanucTamm B KavyecTBe BCMOMOraTeribHOro CpeacTsa
npu AUarHOCTMKE M MOHUTOPWHrEe WMHdpapkTa Muokapda u
NOBPEXAEHUS CEepOeYHON Mblllubl BMEcTe C  ApyruMu
KITMHUYECKMMM METOAAMM.

OnucaHue n 06bACHEHNE

Komnnekc cepaoeyHoro TponoHumHa (¢Tn) cocTouMT u3 Tpex
6enkoB: cTnC: cBasbiBaHne Ca2+, cTnT: cBs3biBaHNe
TPOMOMMO3MHOM U cTnl: uHrMBKMpytoLme cybbeanHULbI, 3TO
KIoveBas Monekyna B perynsuuy CoKpalleHVUs cepaeqHomn
MbiWwLbl YenoBeka.[1-2] CepaeyHble TPOMOHWHBI 06pa3syroT
KOMMMNeKC C aKkTMHOM B cepAeyHblX Mmuodumbpunnax, ¢
MeHblien  dpakumen  (3%-6%), pacTtBopumon B
uutonnasme.[3] CybveauHnua cTnl coctout m3 N-koHua
Genka, nneya |IT, WHrMOMPYOLWMX W NEpPeKioYaoLLmnX
nentmgoB u C-koHua.[4] CywectByeT Tpu pasnuyHbIX
TKaHecneununyecknx n3odopmbl TPOMOHWHA I,
MOEHTUPULMPOBAHHBIX U3 CKENETHBIX U CepAeYHbIX MbILLIL,
M OH MMeeT MOMNEeKymnsApHy mMaccy npubnuantensHo 24000
[ansToH.[5-6] Bruoxumnyeckvwe mapkepbl, Bkrtoyas obLuyto
KpeaTuHkuHasy (obwasa KK), kpeatuHkuHasy-MB (KK-MB),
n3opopmbl MB M mMuOrnobuH, a TawKke TPOMOHUHbI -
CepAeyHbIi TPOMOHWH T W CepAeYHbli  TPOMOHWH |,
MCMonb3yTCA ANS OLEHKU NauneHTOB C NOAO03PEHNEM Ha
ocTpbivi nHapkT muokapaa (OUM).[7] Cepaeynbii hs-cTnl
Hornee 4yBCTBUTENEH, YeM KpeaTuHknHasa-Mb, n octaetcs
MOBbLILLIEHHbIM MOCIe MOBPEXAEHWUS MUOKapaa B TedyeHue
bonee AnNWUTENbHOrO BpeMeHW.[8-9] XoTs TPOMOHMHbLI, Kak
npasuno, cneunduyHbl Ans NoBpPeXOeHNs MUoKapaa, OHU
He  cneundunyHbl AN KOHKPETHOro  MeXaHu3ma
nospexaeHns muokapaa. MexayHapogHble pykoBOACTBa
peKkoMeHAylT oTAaeaTb MpeanoyTeHve metogam cTn c
BbICOKOW 4yBCTBUTENbHOCTBIO (hs-cTn) Ans AnarHoCTUKM
noBpexaeHus Muokapaa v uHdgapkra.[10]

Jtoboe cocTosiHMe — OCTPOE MNN XPOHUYECKOE — KOTOpPOe
noBpexgaer  KapauoMWOLMTBI,  MOXET  NpUBECTM K
M3MEPVMOMY  MOBBILLEHWIO  YPOBHSI  LIMPKYNUPYIOLLMX
TPOMNOHWHOB.[11]

MoCTOsIHHOE HU3KOYpOBHEBOE MOBbILLEHVE CEpPAEeYHOro
TPOMOHMHA 0ObIMHO  HabMogaeTcsi Yy NauMeHToB  C
XPOHUYECKMMMN CepAeyHbIMM  3aborneBaHuAMM, BKro4as
nauMeHToB,  CTabUNM3NMPOBaHHbIX  4epe3  HEeCKOIbKO
MecsueB nocrne cobbitua OKC, ©n naumMeHToB cC
XPOHUYECKON ambynartopHoW cepaevHom
HeAoCTaToMHOCTb0.[12,13]
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OHpaptoc 1 Ap. Habnoganu, Y4TO MOBbILEHWE CepaeqHoro
hs-cTnl Habntoganocb y NauneHToB CO BCEMU CEpAEYHbIMMU
OCINOXHeHusmMKu, a He Tonmbko ¢ WM, un npegnoxunu
PYTUHHBIN MOHUTOPUHI cepgedHoro hs-cTnl B kavecTBe
3(PPEKTUBHOIO M HEQopOororo crnocoba NpPOrHO3MpoBaHUsI
cepaeyHbIxX ocrnoxHeHun.[14] UccnepoBaHust nokasanu, 4To
cTnT u cTnl ob6HapyxuBalOT OCTpOe MNOBpPEXAEHNE
MUWOKapAa C OOUHAKOBOW KMMHUYECKON 3EKTUBHOCTLIO Y
nauneHToB ¢ OUM, knaccuduuUMpOBaHHbIX MO KPUTEPUSIM
BO3, u ceppeyHo-cocyamcTbiMm 3abonesaHunsamu (CC3).
c¢Tnl npogemoHcTpupoBan 6Gonee HWU3KYI0 HayvanbHYlO
YyBCTBUTENBHOCTb M Goree BbICOKYIO CneumMdUYHOCTb Mo
cpaBHeHuto ¢ cTnT. cTnT 6bin yBenuyeH o 6ornee BbICOKMX
OTHOCUTENbHBbIX 3HaveHuit, Yem cTnl. ¢cTnT Gbin Gonee
YacTo yBENMMYEH Yy NauueHToB C  HecTaburnbHoW
cteHokapgwuen (HC), yem cTnl.[15,16]

MpuHUKMN aHanusa
AHanus iFlash-hs-cTnl npepnctaensier cobolt CaHABWUY-
MMMYHO@HaNM3 C UCMOMb30BaHMEM MeToda MpPsSIMON
XEMUMIOMUHOMETPUN.

e  Whkybauma: cTnl B oOpasue pearvpyer c
napamMarHUTHbIMA MUKpOYacTULLAMK, MOKPbITbIMU
aHtTuTenammn K cTnl, aHtuTtenamm Kk cTnl,
MEYEHHbIMM  OUOTUHOM, W  CTpPENTaBUAMHOM,
MeYeHHbIM 3MPOM aKpUaMHUS, ¢ obpasoBaHnem
COHAOBUY-KOMMIIEKca.

. MpombiBka: lMog [encTtBMEM MarHUTHOrO nons
MarHWTHble 4acTuubl agcopbupyloTcst Ha CTEHKe

peakLUMOHHOro cocyna, a HecBsi3aHHble
marepuarnbl CMbIBalOTCH NMPOMbIBOYHBIM
Bycepom.

e 3anyck u u3amepeHve curHana: B peakunoHHyto
cmecb  pobasnsioTes npe-TpUrrepHbIii n
TPUITEpHbIN pacTBop. Pesynstupytowas
XEMWUITIOMUHECLIEHTHAs peakuns un3MepsieTcs B
OTHOCUTENbHBIX cBeToBbIX eauHuuax (RLUs -
OEO).

e  CyuwectByeT npsamasi CBA3b Mexay KONMMYeCTBOM
cTnl B o6pasue u RLU, obHapyxeHHbIMY
onTtuyeckon cuctemoin iFlash.

e Pesynbtathl  onpegdensloTc € MOMOLLbIO
KannubpoBOYHONM KpWBOW, koTopasi doopMMpyeTcs
nytem KanumbpoBku Mo 3 ToYKam, U 3TaroHHOMW
KpUBOW, NpegocTaBrieHHow ¢ nomoulbio QR-koda

peareHTa.

PeareHThbl

Komn 2x50 1x50 Copepxumoe

OHEHT TECTOB/yN. TECTOB/yN.

R1 2 1 AnTU-CTnl  aHTuTena,
YNaKoBKkm, ynakoBka, NOKPLITHIE
3,6 mMn Ha 3,6 mn Ha napamarHuTHbIMI
ynaKoBKy ynaKoBKy MUKpoYacTuLamm

(ko3a, 0,25 wmr/mn);
0,05% ProClin 300 B
KayecTBe KOHCEpBaHTa.

R2 2 1 CrpenTaBuavH,
yNaKoBKM, ynakoBka MEUEHHbII
4,0 mn B no 4,0 mn aKpUANHOBBLIM 3CHMPOM
ynakoBke B (E.coli, 0,5 wmkr/mn);

ynakoBke 0,05% ProClin 300 B
KayecTBe KOHCepBaHTa

R3 2 1 MeueHHoe ~ 6BUOTUHOM
yNaKoBKM, ynakoBka aHTM-cTnl  aHTUTeno
40 mn B no 4,0 mn (Mbiwb, 0,4 mkr/mMn) ¢
ynakoBke B 6enkoBbIM

ynakoBke crabunuaaropom
(BSA); 0,05% ProClin
300 B KayecTee
KOHCEpBaHTa.

CAL1 1 dnakoH, 1 dpnakoH, Kanu6patop 1, 6ycdep
1,0 mn Ha 1,0 mn / TRIS co
chnakoH chnakoH crabunuaaropom Genka

(BSA), 0,05% ProClin
300 B KayecTee
KOHCEepBaHTa,

NMOPUIN3NPOBAHHDIN.

CAL2 1 dnakoH, 1 ¢pnakoH, Kanu6patop 2, 6enok
1,0 Mn Ha 1,0 mn / cTnl (E.coli) B 6ydepe
bnakoH bnakoH TRIS co

cTtabunusatopom Genka
(BSA), 0,05% ProClin
300 B KauecTse
KOHCEpBaHTa,

NMOPUIUNPOBAHHbIN.

CAL3 1 dnakoH, 1 ¢pnakoH, Kanubpatop 3, 6enok
1,0 Mn Ha 1,0 mn / cTnl (E.coli) B 6ydepe

NaKoH NaKoH TRIS co
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crabunuaaropom 6Genka
(BSA), 0,05% ProClin
300 B KayecTse
KOHCepBaHTa,

NUOPUNN3UPOBAHHDIN.

Heobxoanmeble (HO He NocTaBnsieMble B KOMNIEKTe
martepuanbl)

C89999/C89959/C89949, Mpe-
TpurrepHbin - pacteop  (1x):  pacTtBop
nepekuncu Bogopoaa.

C89998/C89958/C89948, TpurrepHbI
pactBop (1x): pacTBop rugpokcuaa
HaTpus.

C89997, [MpombiBOYHbIA  Bychep  (1X):
ocaTHo-6ydepHbIN ConeBoN pacTBop.

REF| | €80001, T[lpombiBouHbIi Gycpep (10x):
docaTHo-6ydepHbIN ConeBol pacTBop.

|REF| C6100, PeakuuoHHbIN cocya,.

MpepynpexaeHns 1 Mepbl NPEAOCTOPOXHOCTU

e HuW 0OMH M3 M3BECTHbIX METOAOB MCMbITAHUIA He
MOXET [aTb MOSIHOM rapaHTUM TOro, YTO NPOAYKTHI,
nonyyeHHole U3 OMOMOIMYECKUX  UCTOYHMKOB

(4enoBe4eCKNX/KUBOTHBLIX/MUKPOBHBIX), He
nepefaayT vHdekumio. Moatomy Bce Buonorunyeckve
mMartepuarnbl cneayet paccmatpvBaTb Kak
NoTeHUManbHO MHEKLMOHHBIE.

o Cobniogante 06blYHbIE Mepbl

NpeaoCTOPOXHOCTM, Heobxoammble Ansi paboTbl co
BCeMM nabopaTopHbIMY peareHTamu.

e YTunusauus BCEX OTXOA0B [OImKHa
OCYLLECTBMATECH B COOTBETCTBUM C  MECTHbIMU
npasunamu.

e HapeanTe nepyatku npu pabote ¢ obpasuamm un
peareHTamu.

e Ouuctute 1 npoaesnHUUMpyiTe BCE NPONUTLIE
obpasubl WK peareHTbl WCMOMb3ys noaxopsLiee
Ae3nHduumpytoLee cpeacTeo.

e TpurrepHbli pacTBOp  COAEPXWUT  rMApOKCMA
HaTpuss (NaOH), cnepyer wu3beratb nonagaHusi B
rnasa.

e Bce cortpygHukn nabopartopuu, uvcnonb3yloLime
[OaHHbIA NPOAYKT, AOMMKHbI ObiTb COOTBETCTBYHLLUM
obpa3om oOy4yeHbl MeTogaM aBTOMAaTUM3UMPOBaHHOIO
UMMYHO(DEPMEHTHOrO  @aHanu3a W  UCMonb3oBaTb
COOTBETCTBYOLLME nabopartopHble "
nHAVBMAYyanbHble CPefcTBa 3almTbl npu paboTte ©
AaHHbIM HabopoMm, a Takke WCMonb3oBaTb AaHHbIV
NpoaykT B COOTBETCTBMM C MapKuMpoBKoW. Becb
nabopaTopHbIl  MepcoHan, MWCMonb3ylLWwnin  3ToT
Habop, AomkeH ObiTb Takke 0ByYeH M 03HAKOMIEH C
MHTepnpeTaumen pe3ynsraToB aHanusa.

e [Ina nonyyeHus 4OMOMHUTENBHON MHpopMaLmn o
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

e« O nodom Cepbe3HoOM WHUMAOEHTE,
npousowegweM C  YCTPOUCTBOM  HeoBGXoaumMo
COOOLMTL MPOU3BOAUTENIO U KOMMETEHTHOMY OpraHy
rocynapcrtBa-uneHa EC, B KoTopoM HaxoauTtcs
nosib3oBaTtenb W/Wnu NauneHT.

e [lacnopTt 6e3onacHOCTU OTHOCMTCA K Macnopty
6e3onacHoctu (SDS). Moxanyiicta, obpalanteck K
MECTHbIM TOProBbIM MpeACTaBUTENSM WNW Ha CanT
marketing@szyhlo.com. o 3anpocy SDS 6yget
npeaoCcTaBreH Mo 3MEKTPOHHON MoYTe.

Pa6oTta c peareHTamu

e PeareHTbl He [OMXHbI WUCMONb30BaTHCA MOCIe
yKa3aHHOro cpoka rogHOCTH.

e W3bBeraiite obpasoBaHusi Ny3bIpbKOB Npu paboTe
CO BCEMU peareHTamu.

e PeareHT B ynakoBKe roToB K MCMOSIb30BaHMIO.
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e OCTOpPOXHO pacTBOpPUTE COAEPXUMOE KadxKOoro
pnakoHa kanubpaTtopa, foGasuB poBHO 1,0 Mn
OVUCTUMIMPOBAHHON UMW OEVOHU3VMPOBAHHOW BOAbI.
OctaBbTe Ha 15 MUHYT B 3aKpbITOM COCTOSIHUM Ans
BOCCTaHOBMeHusi. TwarensHO nepemMellante n He
ponyckanTe obpa3oBaHus Ny3bIPbKOB.

e KanubpaTtopbl [OmMkHbI ObiITb  M3MepeHbl B
TeyeHne 30 MUHYT nocrne pacTBOPEHWs, B MPOTUBHOM
criyyae OHW [OMKHbl XPaHUTbCA B 3aMOPOXEHHOM
BMae.

CTabunbHOCTb pa3BefeHHOoro kanvbpaTopa:

2-8°C: 8 yacos;

20-25°C: 2 vaca;

-20°C: 28 gHen;

Mpouecc 3amopo3ku KanubpaTopa BO3MOXEH He
6onee ogHoro pasa.

e He cMmewwuBanTe peareHTbl BHyTpUM Habopa
peareHToB Unn Mexay Habopammn peareHToB.

e [lepen 3arpyskon Habopa peareHToB iFlash B
CMUCTEMY MOBTOPHO B3BECLTE MMKPOYACTWLbI, crierka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe pnakoH, 4To6bl ybeauTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHaMpoBaHbI. Ecnu
MMKpOYacTULbl BCE elle MpUnunaT K rakoHy,
npogornxanTte nepesopaunBaTb riakoH A0 TeX nop,
noka  MUKpo4yacTuubl  He  OyayT  MOMHOCTbIO
pecycneHavpoBaHbl. Ecnv  MukpoyacTuubl  He
pecycneHavpyTCsl, He UCMOMb3YNTE UX.

e [lononHutenbHylo  MHOpMauul O  Mepax
NpefoCTOPOXHOCTM MNpu obpalleHun C peareHTamu
BO Bpemsi paboTbl CUCTEMbI CM. B WHCTPYKUMM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHune u cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTMKaNbHOM MONOXEHUW.

e Habop cneagyer wucnonb3oBaTb cpasy nocrne
M3BMeYeHns 13 xpaHunuiia npy Temnepartype 2-8°C.
e Cnepyert usberatb 3aMopaxuBaHus peareHTa.

CTabunbHOCTb

e HeBCKpbITblE YNAKOBKM COXPaHAT CTabUNbHOCTb
npu Temnepatype 2-8°C: [o yKa3aHHOro Cpoka
roOAHOCTW.

e BcKkpbiTble YNakoBKUM COXpaHsilOT CTabUnbHOCTb
npu Temneparype 2-8°C: 28 gHen.

e YnakoBku, HaxogsLumecs Ha 6opTy: 28 aHen.

B3saTtne n nogrotoeka o6pasuoB

e PekomeHpoBaHHbIMM  oObpasuamu  sBRSLOTCSH
CbIBOpPOTKA W MNnasMa (NMUTWIA-renapuH, HaTpun-
renapviH n K2-3TA).

e [lepen ueHTpudyrpoBaHvem ybeautecb, 4To B
obpa3uax  CbIBOPOTKA  KPOBWM  MOJTHOCTbIO
copmupoBanca  cryctok. [ns  nauveHTos,
npoxoasLUmx neveHve renapuHomM
(aHTUKOarynsiHTom), Bpemsi obpasoBaHus cryctka
B 06pasLiax CbIBOPOTKM [OMKHO BbiTb YBENUYEHO.

e LleHTpudpyrupyiite obpasubl.

e OO6pasubl MOryT XpaHUTbCH MPU KOMHaTHOW
Temneparype (20-25°C) B Te4eHve 8 4acos.

e O6pa3subl MOryT XpaHUTbCS Mpu Temneparype 2-
8°C B TeyeHue 2 aHeln.

e O6pa3ubl MOryT XpaHWTbCS NpU TemnepaTtype -
20°C B TeyeHue 6 mecsLeB.

e 3aMopoXeHHble obpasupl Heobxoaumo
TLaTeNbHO NepemeLlaTh nocsie oTTanBaHusl.

e OO6pasubl pekoMeHOyeTCsi 3aMopaxuBaTb He
6onee yem 1 pas(a).

e LleHTpudpyrupyiite o6pasupl ¢ NUNUAHBEIM CrIOEM
Ha BepxHeM YacTu U nepeHocuTe TONbKO



OuMlLeHHbIn  obpasel, 6es  nunemuyeckoro
martepuana.

e [lpy Hanuumm crycTkoB ubpuHa n KNETOYHOrO
matepuana unu  nocne  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasupl nepeg WUCnbITaHUeM
criepyet LeHTpudyrvposarb.

e [lepen aHanusom ybegutecb, YTO oOCTaTKU
nBprHa 1 KNETOYHOrO BeLLecTBa yAaneHsbl.

e licnonb3yiite C OCTOPOXHOCTbIO Npu paboTte ¢
obpasuamm naumeHToB BO nsbexaHue
NepeKpecTHOro 3arpsa3HeHus.

e He ncnonbayiite TEPMUYECKN NHAKTVBMPOBAHHbIE
ob6pasupl.

e [lepen u3mepeHvem yb6eguTecb, 4YTO OOGpasLbl
naumeHTa, kanmbpaTopbl U KOHTPOMb HaxoaaTcs
npu TemnepaTtype oOkpyxawlen cpegpl (20-
25°C).

e [lpyrve Tunbl npobupok Ans cbopa obpasuos
roka He nccneaoBanvcb 3TM METOAOM.

e Tun npobupkn pna cbopa ob6pasuoB [AOmMKeH
OCTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUN BCEro
npouecca OLUEHKA MOHWUTOpWHra nauueHTa unu
OLIEHKN CepuiiHbIX 06pasLioB.

e XapaKTepucTuku TecTUpoBaHus obpasuoB
XNOKOCTH 4YenoBe4vecKoro Tena (kpome
CbIBOPOTKM/MNasmbl) MNW  ayTOMCUM  MOKa  He
yTo4HeHbl. [pubop He cnocobeH npoBepsATb
pasnuyHble TUnbl 06pasLoB, NMO3TOMY onepaTop
AOIKEH WCMOMb30BaTb COOTBETCTBYHOLLME TUMbI
06pasLoB Ans TeCTMpOBaHUS.

MNpoueaypa aHanusa

e [logpoGHytlo  WHdOpMaUMilO O  MOATOTOBKE
CUCTEMbI CM. B MHCTPYKUMM MO 3KCNMyaTaumm
CUCTEMbI UM B MHTEPAKTVBHOW CNpPaBOYHOM
cucreme.

e [lapameTpbl KOHKPETHOrO TeCTa, COXPaHEHHble B
LWITPUXKOAE Ha YNakoBke C  peareHToMm,
CYMTbIBaOTCA aBTOMaTnyeckn. Ecnu wrpux-kog
He yOaeTca cuuTaTb, BBeAWUTE MOPSAKOBbLIE
HOMepa BpYYHY!HO.

e 3arpy3uTe peareHT. MukpodacTuLbl AOMKHbI
ObITb  MOMHOCTBIO  CyCneHAMpOBaHbl  nepen
3arpysKkon peareHTa.

e [lepen TecTvpoBaHveMm npubop aBTOMaTUYECKU
pecycneHampyeT MWKpOYacTuLlbl, YTODbI OHU
XOPOLLIO NepemeLLanichb.

e [lpy HeOGXOAUMOCTH BbINOMNHUTE KanMBpPOBKY.

e [lomecTtute kanubpatopel CAL1, CAL2, CAL3 B
CTOWKY ANs kanubpaTopoB B 30He obpasua.
JepxuTe kannbpatopbl OTKPbITLIMU TOMLKO BO
BpeMs KanvbpoBKy.

e Cpenanite kanubpoBKy, a 3arem cpaenawite
NPOOHbIN  TECT C MOMOLLbO MPOrPamMMHOro
obecneveHus iFlash.

e 3arpysute obpasubl (AnA Kaxgoro onpeaeneHns
Heobxogumo 100 mkn obpasua B LOMNONHEHNE K
eMKocTh Ana obpasua u MepTBOMYy O6bemy
CUCTEMBI).

e Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTU4eCKN BbIMOMHUT Bce byHKUMM ©
nogcuynTaet pesynsrarhl.

KannbpoBka

e [pocrnexmBaemocTb: OTor MeTofq,
CTaH4apPTM3NPOBaH BHYTPEHHUM CTaHOAPTOM
YHLO ansa cTnl.

e Kaxgbpm Habop peareHtoB iFlash cHabGxeH
atuketkom ¢ QR-kogom,  copepxallen
UHGOPMaUMIo O  KanubpoBKE  KOHKPETHOM
napTUn peareHToB.
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e [Ina BbinonHeHus kanubpoBku cuctembl iFlash
HeobXxoaMMo BbINOMHUTL uchbiTaHne CAL1.
CAL2, CAL3 B AByx napanrnernbHbIX aHanusax,
7 npegBapuTenbHO onpegeneHHas
pedepeHcHasn KanubpoBoYHas KpuBas
aganTupyeTcs K aHanusaTopy.

e [locne TOro kak kanubpoBka mMpuWHATa W
coxpaHeHa, Bce nocnegytowmve obpasupl
MOXHO TecTupoBaTb 6e3 [OMONMHUTENBHON
KannbpoBKu:

e Yepes 28 gHel npu UCNOMb30BaHUN TOW Xe
napTum peareHToB.

. Mcnonb3yetcsa Habop peareHTOB C HOBbIM
HOMEpPOM MapTUm.

e  OpraHbl ynpaBneHns HaxogsaTCsi BHE 30Hbl
aencTaums.

. Tpebyetcsa B COOTBETCTBUM c
OENCTBYIOLLMMY HOPMaMU.

[Avnana3oH namepeHus

1,5-50000 Hr/n

3HavyeHns HWKe HWKHEero npegerna AvanasoHa
M3MepeHwn  npeactaeneHbl  kak  <1,5  Hr/mn.
3HaveHus,  MpeBbllIAlOWMe  BEPXHWA  npepen
AvanasoHa UsmMepeHuin, npeacraBnsaoTcs kak >50000
Hr/Mn.

Paz6aBneHue

O6pasLbl ¢ KOHUeHTpauueln cTnl Bblle AunanasoHa
M3MepeHuss  MOXHO  pas3baBuTb  pasbaBuTenem
obpasua. MakcrmanbHbI Ko DULMEHT
pa3baBneHus coctaensieT 1:10, pekomeHayeMmblii
KoadbhmumeHT pasbaeneHusi coctaensier 1:5, nubo
aBTOMaTUYECKM aHanm3aTopoMm, MMbo BPyUHyHO.
Mocne pyyHoro pasbaBneHnst yMHOXbTE pe3ynbTaT Ha
KoahpULUMEHT pa3baBneHus.

Mocne pa3baBneHVs aHanM3aTopoM MpOrpamMmmHoe
obecneyeHune aBTOMaTUYECKM yu4nTbIBAET
pa3baBrneHve Npu pacyeTe KOHLEeHTpauum obpasua.

KoHTponb kavyecTBa

KoHTponbHble MaTtepuanbl AOSKHbI MPOBOAUTLCS B
BUAE €OQVHUYHBIX ONpederneHnin He pexe OQHoro pasa
B 24 vaca, Korga TecT MCronb3yeTcsl, OAMH pa3 Ha
Habop peareHTOB W MOCne Kaxaon KanubpoBKW.
Mcnonb3yvite KOMMepYecku OOCTYMHble matepuansl
Onsi KOHTPONs1 KayecTBa, KOTOpble MOKPbIBAKOT Kak
MUHUMYM  OBa YpoBHA  aHanuTa. Cnepyiite
MHCTPYKUMSAM NPOU3BOAMTENS MO BOCCTaHOBIIEHUIO U
XpaHEeHUIo. Kaxpas naboparopus [ormkHa
YCTaHOBUTb CpEeAHMEe 3Ha4YeHWs U npuemnemble
OmanasoHbl anst obecneyeHuss Hagnexailen paboTbl.
PesynbtaTbl  KOHTPOMsi  KayecTBa, KoOTopble He
nonagawT B MpUYEMMEMble OuanasoHbl, MOryT
yKa3biBaTb Ha HEOEWCTBUTENbHOCTb pPEe3ynbTaToB
TecTa.

Pesynbrat

Pacuer

Cuctema iFlash wucnonb3syetr 4-napametpuyeckuin
MeToA, MOAFOHKM [aHHbIX K MOMMCTUYECKON KPUBOW
ANsi  TMOCTPOEHWUsT  KanubpoBOYHOW  KPUBOW U
aBTOMAaTUYECKOro pacyeTa KOHLEHTpauuyu aHanuta B
Kaxxgom obpasue.

PesynbraThl npuBedeHb! B HI/MI.

Brok anbTepHaTUBHLIX pe3ynLTaToB
dopmyna npeobpa3oBaHus:
(KoHuEeHTpaumsa B eanHuUe pesynbrata UCTbITaHus) X

(koadbcpuumeHT nepecyeta) = (KoHueHTpauus B
anbTepHaTVBHON eAuHuLEe pesynbraTta)

EavHvuua  namepenus KoappULMEHT EnunHuua

pesynsratoB nepecyeta anbTepHaTMBHOIO
VCnbITaHUN pesynsrara
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[ nrin [ 1 [ nrimn

OXxunpaemble 3Ha4YeHUs
WccnepoBaHne aHanusa iFlash-hs-cTnl Ha obpa3suax
650 BHelwHe 300pOBbIX MOAEW Aano CrneayloLlimn

pesynsrart
Hacenenue Kon-Bo 99-1 NnpoueHTUNb (Hr/n)
YKeHLWWHbI 323 11,1 Hr/n
MyX4uHbI 327 18,5 Hr/n
Obuiee 650 16,8 Hr/n

B coorBeTcTBUM C pekoMeHdauusaMu - Kaxapas
nabopartopusi  ycTaHaBnMBaeT CBOW  OXWAAEMbI
pedepeHCHbIn  AManas3oH Ans  paccMmaTpyvBaemom
rpynnol

OrpaHuyeHus

e Ananus iFlash-hs-cTnl orpaHnyeH onpegeneHvem
cTnl B cbiBOPOTKE WM MrasMe Yeroseka
(muTun-renapwH, Hatpui-renapuH n K2-30TA).
OH He 6bln NpoBepeH ANs UCMOMb30BaHWUA Ha
nnasme c ApyrMmun TUNamm aHTUKOarynsiHToB.

e Ecnu  pesynbrarthl He  cornacyloTcs ¢
KMUHUYECKUMM OaHHbIMK, npegnaraetcs
NPOBECTU JOMOMNHUTENbHOE TECTMPOBaHWeE Ans
NoATBEPXAEHNSA pe3ynbTaTa.

e B pAmarHocTuueckux uensx pesynetatbl crnegyet
WHTepnpeTMpoBaTb B cBeTe obLuen
KMUHUYECKOW KapTWHbI NauueHTa, BKMoYas
CUMNTOMbI U pesynbTaTtbl  KIMUHUYECKOW
ncTopum.

e OG6pasubl, cogepxalime OYEeBUAHBbI YPOBEHb
c¢Tnl go 500 000 Hr/n, He NpoAeMOHCTpMpOBanu
xyk-adpdpekTa B aHanm3e iFlash-hs-cTnl.

e Ha aHanu3 He BnusT (pasHuua meHee 10%)
UKTEPUYHOCTb (BUnupybuH<20 mr/gn), remonus
(remorno6buH <500 mr/an), nvnemus
(TpyrnnuepnAabi<2000 mr/an) n obwwuii 6enok B
CbIBOPOTKe kpoBw (<10 r/gn).

e BwmelwaTenscTBa CO CTOPOHbl PEBMAaTOWAHOMO
dakTopa He Habnioganocb A0 KOHLEHTpauuu
2000 ME/mn.

e BwmewartensctBa co cTopoHsl HAMA  He
Habnoganock BMMOTb A0 KOHUeHTpauuu 600
Hr/Mn.

e BwmewartensctBa co  cTtopoHbl  ANA  He
Habntoganocb BMOTb A0 KOHUeHTpauun 500
NPOU3BOMbHbLIX EAUHUL, /M1.

®DyHKLUMOHaNbHbIEe XapaKTepUCTUKN

Huxe npuBeaeHb! penpe3eHTaTMBHbIE
3KCNMyaTauMOHHblE  XapaKTepuCTukK, pesynbrartbl,
noslyYeHHble B OTAEMbHbIX Nabopatopusix, MoryT
oTnnYaThbCs.

npeLlM:!MOHHOCTb

MpeunsnoHHoCTb iFlash onpegenanuce B
cooTBeTCcTBMM C TpeboBaHuamm EPO05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeyeHve 5 gHen, B 3 mecTax, 2 nNporoHa B AeHb, 3
noBTopa B  KaXaom NpOroHe. PesyneraTthl
nceneaoBaHus NpeacTaBleHbl HUXKE:

AHnanutuyeckasn YyBCTBUTEJNIbHOCTb

Mpenen obHapyxxeHWs doHa, Npeden obHapy>XeHWs 1
npegen  KONWYeCTBEHHOrO  onpedeneHns  Gbinn
onpeaeneHbl B COOTBETCTBUM C TpeboBaHusimMu CLSI
(Clinical and Laboratory Standards Institute) EP17-
A2.

Mpenen obHapyxeHus dpoHa = 0,5 (Hr/mn)

Mpenen obHapyxeHns = 1,5 (Hr/mn)

Mpenen konuyecTBeHHOro onpegenenus = 2,5 (Hr/mn)

Onana3oH NUHENHOCTH

1,5-50 000 Hr/n

JInHenHoCTb  Oonpegensanacb B COOTBETCTBMM  C
TpeboBanusammn CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTuyeckas cneumuryHOCTb

AHanuTnyeckasa cneunduyHocTb aHanusa iFlash-hs-
cTnl oueHuBanacb ¢ ucnonb3oBaHvem cTnC, cTnT,
sTnlunsTnT.

BapuaHT KOHLIEHTpaLMst nepekpecTHas
peakTUBHOCTL

cTnC 1000 Hr/mn <0.01%

cTnT 1000 Hr/mn <0.01%

sTnl 1000 Hr/mn <0.01%

sTnT 1000 Hr/mn <0.01%

O6pa3 CpenH MoBTOpPsieMOCTb BocnponasogmMMocTb
ey ee CraHgapt koadhpuume CraHpgapt koachuve
3HaueH Hoe HTa Hoe HTa
ve OTKIOHEHN Bapuaumum OTKIOHEHN Bapuauum
(Hr/mn) e % e %
(Hr/mn) (Hr/mn)
L 18.0 0.93 5.16% 0.95 5.27%
M 1295.1 35.15 2.71% 38.41 2.97%
H 35846. 683.99 1.91% 699.62 1.95%
4
KK1 6.0 0.26 4.36% 0.28 4.69%
KK2 21.1 0.86 4.08% 0.94 4.46%
KK3 36921. 751.97 2.04% 772.65 2.09%
0
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KnuHuyeckue nokasarenu

Bbino npoBeaeHo cpaBHeHWe aHanmaa iFlash-hs-cTnl
(y) ¢ koMmep4Yeckn JOCTyMHbIM aHanu3om hs-cTnl (X)
C MCNOnb30BaHMEM KITMHUYECKUX 06pasLoB, U Kpueas
annpokcMMmpoBaHa TNIMHENHON perpeccuen
(perpeccus MaccuHra-babnoka).

y =1,015x - 1,922

T=0,952

KoHueHTpauusi obpasua 5,4-47,498.7 Hr/n
KonunuectBo nsmepeHHbIx obpasuos: 161

0630p 6e30NacCHOCTU U NPOU3BOAUTENILHOCTU
CBogka no 6GesonacHocTn ©  3dEKTUBHOCTU
JocTynHa no agpecy
https://ec.europa.eu/tools/eudamed
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®PparmeHThbl uutTokepaTtnHa 19 (CYFRA 21-1)

C86028 C86028-L

REF C86028-S

W 1x50 2x50 2x150
TecToB/yn. TecToB/yn. TecToB/yn.

Cucremsl: iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

| IVD [ns gnarHocTtuku in vitro

C €2797

HasBanue
®dparmeHTbl unTokepatnHa 19 (CYFRA 21-1)

YHuKanbHbIN naeHTUdMKaTop ycTpOMCTBa
GMN: 692591270027H5

MNpeanonaraemoe ucnonb3oBaHue

AHanus iFlash-CYFRA 21-1 — 3TO0 XeMUIMIOMUHECLIEHTHbIN
MMMYHOMEPMEHTHbIV aHanM3 € MapaMarHWTHbIMU
yactuyamm (CLIA) gns konuyecTBEHHOro onpegeneHuns
uutokepatuHa 19 (CYFRA21-1) B cbiBOpOTke K nnasme
KPOBM YernoBeka, B3STbIX Y UL C MNOJO3PEHUEM Wnn
noaTBepXAeHNEM paka nerkoro c NMOMOLLbI0
aBTOMaTU3NPOBAHHOTO aHanusartopa
XEMUITIIOMUHECLIEHTHOTO  UMMYHO(EPMEHTHOrO  aHanuaa.
AHanus iFlash-CYFRA  21-1 npegHasHavyeH  Ans
MCMONb30BaHWs cneuvanuctamu nabopartopuii B kavyecTse
BCMOMOraTernlbHOro CpeAacTeBa Mpu  NPOrHO3MPOBAHWU U
MOHWUTOPUHIE  HEMENKOKNETOYHOro  paka  nerkoro B
coyeTaHun ¢ APYrMMU KMMHUYECKUMU MeTodamm.

OnucaHue n 06bsAICHEHNe

®dparmeHT untokepatnHa 19 (CYFRA 21-1) - ato dpparmeHT
uutokepatuHa (CK) 19. CK npucyTCTBylOT BO MHOMMX
HOPMarbHbIX U 3MOKaYeCTBEHHbIX 3NUTENManbHbIX KIeTkax.
LK knaccndmumpoBaHbl Ha 20 NogTMNoB, OCHOBaHHbLIX Ha
pasnuuusax B MOMEKYNSIPHOM Macce U M303MeKTpU4ecKkon
TOuKe, onpedensieMblXx C  MOMOLUbO  ABYMEPHOro
anekTtpodpopesa. CK19 - ato pacteopumbii CK | Tuna,
MMEILNIA CaMylo HU3KYI0 MornekynspHyio maccy (40 k[a)
cpean CK. AKTMBUpPOBaHHbIE NPOTEa3bl B 3M0KaYeCTBEHHbIX
anuTenuanbHbIX  KMNeTkax  ycunuealoT  Aerpajaumio
uuToKepaTtMHa C nocregylowum BbIGpocomM dparmeHToB
uuToKkepaTtuHa, B YactHocTu pparmenTa 19 (CYFRA 21-1), B
KpoBb [1,2].

Pak nerkux siBNsieTcst 04HON U3 OCHOBHbIX MPUYUH CMEPTH BO
BCEM MWpE U MMEET CaMylo BbICOKYD CMEPTHOCTb Cpeau
BCEX OHKomnoruyeckux 3abonesaHuii. [MpumepHo 85% Bcex
cnyyaeB paka  nerkux  knaccuduumpyoTcs Kak
HeMernKokneTouHbin  pak nerkux (HMPJT),  Bknioyas
NNOCKOKNETOuHY0  kapumHomy (CKK), ageHokapumHomy
nerkoro (AKJ1) un kpynHokneTouHyto kapuuHomy (KKK).
OtcyTtcTBUE  3PEKTUBHBIX METOAOB  AMArHOCTUKM 1
YCMELWHOro  NieYyeHnust MNpu  paHHEM  BbISIBNEHUU U
MeTacTaTnyeckon 6onesHn obycnoBmnnm NNoxomn nporHos.[3]
B Hactosiwiee Bpema CYFRA21-1 n CEA saBnsitotcs aByms
LUIMPOKO  U3YYeHHbIMW Buomapkepamu, MWCMonb3yeMbIMU
BMeCTe ANsi MOHUTOpPUMHra TeveHus 3abonesanHus HCKI.[4]
CYFRA 21-1 xopowo [JOKYMEHTMPOBAH KaK OTMWYHbIN
onyxoneBbin Mapkep ana HCKI.[3] O B wu306unum
cofepXuTCs B NlerodHomn TkaHu. KoHUeHTpaums B CbIBOPOTKE
KpOBM 0COBEHHO MOBbILLEHa B KAapLMHOUAHBIX OMyXOnsiX U B
SCC nerkux, rge OHa Koppenupyet C pa3mMepoMm OMnyXonw,
COCTOSIHMEM  numdpaTvyeckux  y3noB U craguen
3abonesaHus. B pesynsrate CYFRA21-1 6b1nv onpeaeneHbl
Kak rmonesHble nporHoctudeckue daktopbl npyu HCKIJI, kak
npegukTopbl  3{EKTUBHOCTN TapreTHOM Tepanuum unm
XMMMoTepanum, a Takke Kak Mapkepbl nocneonepaunoHHOro
peumamBa n MeTactasmpoBaHus[5].

MpuHuMn aHanusa
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Ananus iFlash-CYFRA 21-1 - 3T0 COHABUY-MMMYyHOAHanu3 ¢
MCMONb30BaHNEM npsAMoO  XEMUITIOMUHOMETPUYECKON
TEXHUKU.

. WHkybauus: CYFRA 21-1 B obpasue pearvpyeT ¢

aHTU-CYFRA  21-1 @HTUTENOM,  MOKPbITbIM
napamMarHuTHbIMU MUKpoYacTuLamu, "
koHbloratom  aHTM-CYFRA  21-1  aHTuTena,

MEYEHHbIM  aKpUauHUEM, obpasysi C3HABWY-
KOMMrieKkc achnupoM, obpasysi CaHOABMUY-KOMIIEKC.
. MpombiBka: [Mog OewcTBneM MarHWTHOrO nons
MarHUTHble 4YacTuUbl MPUMUMAT K CTEHKam

peakuMoHHONW  npobupky, a  HecBA3aHHble
maTepuansl CMblBaOTCS NPOMbIBOYHbBIM
Bydepom.

. 3anyck u usmepeHue curHana: B peakumoHHyto
cMecb [06aBnsloT pacTBOpbl MpeaTpurrepa u
Tpurrepa. Pesynstupytowas
XEMUIIOMUHECLIEHTHAs peakuusi M3MepsieTcs B
OTHOCUTENbHbIX CBETOBbIX eanHuuax (RLUs).

e CywecTtByeT npsMasi 3aBUCUMOCTb  Mexay

konmyectBom CYFRA 21-1 B obpasue w
konmyectBom RLU, onpegensiembiM onTuyeckomn
cuctemoi iFlash.
Pesynbrathl onpegenstotca Mo kanubpoBOYHOWM
KPUBOW,  KOTOpasi CTPOUTCA C  MOMOLLbLO
TPEXTOYEYHOWN KanubpOBKU N 3TANOHHOW KPUBOW,
npegocrasnsemon yepes QR-kof peareHTa.

PeareHThbl

Komn 1x50 2x50 Copepxumoe

OHEHT TecToB/yn. TecToB/yn.

R1 1 2 2 AHTU-CYFRA 211
ynakoBka, ynaKoBKM, ynaKoBKM, aHTMTena,  MOKphITbie
3,5 mn Ha 3,5 mn Ha 8,5 mn Ha napamarHuTHbIMU
ynaKkoBKy ynaKkoBKy ynaKkoBKy MUKpoYacTULaMM

(Mbiwb, 0,15  mr/mn),
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTA.

R2 1 2 ynakoBku 2 KoHbtorat aHTuTen
ynakoBka, no4,0mns ynaKkoBKy, npotue  CYFRA 21-1
40 mn B ynakoBke 7,8 Mn Ha (Mbiwb, 0,4 MKr/mn),
ynakoBke ynaKoBKy MeUeHHbIN

aKpUAVHOBbIM 3P1POM,
0,05% ProClin 300 B
Ka4ecTBe KOHCEpBaHTA.

R3 1 2 ynakoBku 2 PeakunoHHbIn  Bycep,
ynakoBka, no4,0mne ynaKkoBK#u, MES-6ydep, 0,1%
40 mn B ynakoBke 7,8 Mn Ha ProClin 300 B kayecTBe
ynakoBke ynakoBKy KOHCEpBaHTa.

CAL1 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 1, 6ycdep
1,0 mMn Ha 1,0 mn / 1,0 mn / TRIS co
bnakoH bnakoH bnakoH crabunuaatopom Genka

(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDINA.

CAL2 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop 2 CYFRA
1,0 mMn Ha 1,0 mn / 1,0 mn / 21-1 (4enoBek) B
bnakoH bnakoH bnakoH Bydepe TRIS co

crabunuaatopom Genka
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,

NMOOUIN3NPOBAHHDI

CAL3 1 cpnakoH, 1 cbnakoH, 1 cpnakoH, Kanubpatop CYFRA 3,
1,0 mMn Ha 1,0 mn / 1,0 mn / (4enoseveckuit)  21-1
bnakoH bnakoH bnakoH TRIS Bydep c

6enkoBbIM
crabunuaaropom
(BSA), 0,05% ProClin
300 B KavecTee
KOHCEepBaHTa,
NMOOUIN3NPOBAHHDINA.

Heobxoaumebie (HO He NocTaBnsieMbie B KOMMJIEKTE
marepuanbl)
REF| | €89999/C89959/C89949, Mpe-
TpurrepHbln ~ pactBop  (1x):  pacTBop
nepekuncu Bogoposa.
C89998/C89958/C89948, TpurrepHeii
pactBop (1x): pacTtBop rugpokcuaa
HaTpusi.
C89997, TMMpombiBouHbIA Bydep  (1x):
docaTHO-6ydepHbI coneBon pacTBop.
REF| | C80001, TMMpombiBouHbI Bycpep (10x):
docaTHO-6ydepHbI coneBown pacTBop.
REF
EF

C6100, PeakumnoHHbIV cocya,.
CC368, CYFRA21-1 KoHTpornb.

R ZCC082, CYFRA 21-1 KoHTponb.




®PparmeHThbl uutTokepaTtnHa 19 (CYFRA 21-1)

Cucrema
PeareHtel 1x50 TectoB/yn. wn 2x50 TecToB/yN.
NpUMeHsiIoTCA ans XEeMUITIOMUHECLIEHTHOTO

MMmMyHoaHanmsartopa: iFlash 3000-C, iFlash 1200-A,
iFlash 1800-A n iFlash 9000 CLIA-aHanu3satopa: iFlash
9000-A.

2x150 TecToB/Habop peareHTOB npumeHsietcst k CLIA-
aHanusaropy iFlash 9000: iFlash 9000-A.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTH

e Hu oouH M3 N3BECTHbIX METOAOB WCMbITAHUA He
MOXeT AaTb MOMHOW rapaHTUM TOro, YTO MPOAYKTHI,
nony4yeHHble U3 OMONMOrMYecKUX  UCTOYHWMKOB
(4enoBeYveCKMXKUBOTHBIX/MUKPOBHbIX), He nepeaaayT
Hdekuuto. Noatomy Bce buonornyeckme marepuanbl
crnepgyet  paccmaTtpuBaTb  kak  MOTEHLManbHO
MHAEKLMOHHBIE.

o CobniopaiTte 06bl4YHbIE MePbl MPEAOCTOPOXHOCTH,
Heobxoaumble Ans paboTbl co Bcemu nabopaTtopHbIMy
peareHTamu.

e YTunusauus BCEX OTXOA0B [OMmKHa
OCYLLEeCTBNSATbCS B COOTBETCTBUM C  MECTHbIMU
npaemnamu.

e HapgesanTte nepyatku npu pabote ¢ obpasuamu n
peareHTamu.

o Ouuctute M NpoaesvHUUNPYINTE BCE NPONUTbLIE
obpasubl WnM peareHTbl MCMoONb3ys noaxoasiiee
Ae3nHduumpyoLlee CpeacTBo.

e TpurrepHbln pacTBOp COOEPXUT  MAPOKCUA
Hatpua (NaOH), cnegyer usberaTb nonagaHusi B
rnasa.

e Bce cotpygHuku nabopatopuu, ucnonb3yowne
AaHHbIA NPOAYKT, AOMKHbI BbITb COOTBETCTBYHOLUM
obpasom 0Oy4yeHbl MeTogam aBTOMAaTU3MPOBAHHOIO
UMMYHOMEPMEHTHOTO  aHanuM3a W MCNonb3oBaTb
COOTBETCTBYOLLME nabopaTopHble "
vHOvBMAYyanbHble CPeAcTBa 3almuThl npu paboTe ¢
AaHHbIM HabopoMm, a TakKe MCNonb3oBaTb AaHHbIN
npogykT B COOTBETCTBUMM C MapkvMpoBkou. Becb
nabopaTtopHbil  NepcoHan, UCMONb3YLWMUin  3TOT
Habop, AomKeH ObITb Takke 0Oy4YeH M 03HAKOMIIEH C
WHTeprpeTaunen pe3ynsTaToB aHanusa.

e [1nA nony4eHunss 4ONONMHUTENBHON MHGOPMaLUn O
npeaynpexaeHnsix 1 Mepax NpefoCcTOPOXHOCTH, CM.
npunoxexue b.

¢ O nbom cepbe3HOM UHLMAEHTE, MPOU3OLLEALLEM
c YCTPONCTBOM Heobxoanmo coooWmnTh
Npou3BOAUTENIO " KOMMNETeHTHOMY opraHy
rocynapcrBa-unieHa EC, B «koTopom HaxoauTcs
nonb3oBaTesb U/UNu NaumneHT.

e [lacnopt 6e30nacHOCTM OTHOCUTCSt K Nacropry
6esonacHocTn (SDS). MNoxanyncra, obpawanTtecb K
MECTHbIM TOProBbIM MPeACTaBUTENSIM WMNW Ha caunT
marketing@szyhlo.com. [lo 3anpocy SDS 6yger
npeaocTaBrieH No SNEeKTPOHHON noyTe.

Pa6ora c peareHTamu

e PeareHTbl He [AOMKHbI MCMONb30BaTbCsA MocHe
YKa3aHHOro CpoKa rofHOCTY.

e l3bBerante obpa3oBaHus My3bIpbKOB Npu paboTe
CO BCeMV peareHTamu.

e PeareHTbl B ynakoBKe roToBbl K MCMOMb30BaHUIO.
e OCTOpPOXHO pacTBOPUTE COAEPXMMOE KaX[oro
dnakoHa kanubpaTtopa, AgobasuB poBHO 1,0 Mn
OUCTUININNPOBAHHON WM OEWOHU3MPOBAHHOW BOAbI.
OcTaBbTe Ha 15 MUHYT B 3aKpbITOM COCTOSIHUM OIS
BOCCTaAHOBMEHUs. TlaTenbHO nepemellante u He
ponyckanTe 06pa3oBaHUs Ny3blPbKOB.

e KanubpaTtopbl 4OMKHbI ObITb U3MEPEHDI B TEYEHNE
30 MUHYT nocne pacTBOpPeHWsi, B MPOTUBHOM Cly4yae
OHU AOMKHbBI XPaHWUTLCS B 3aMOPOXXEHHOM BUAE.
CT1abunbHOCTb pa3BefeHHOro kanubpaTopa:

2-8°C: 9 gHewn;
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20-25°C: 90 MUHyT;

-20°C: 56 aHen;

Mpouecc 3amMopo3ku kanubpatopa BO3MOXEH He
bonee Tpex pas.

e He cwmewwvBanTe peareHTbl BHYTpUM Habopa
peareHToB Unu Mexay Habopamu peareHToB.

o [lepen 3arpyskon Habopa peareHToB iFlash B
CMCTEMY MOBTOPHO B3BECLTE MMKPOYacTWLbl, crerka
nepeBepHyB NakeT C peareHToM. BusyanbHo
npoBepbTe (rakoH, 4YToObl yb6eguTbcs B TOM, 4TO
MUKpoYacTULLbI pecycneHampoBaHbI. Ecnn
MUKpOYacTULbl BCE eLle MpUnunalT K rakoHy,
npogomkanTe nepeeopaynBaTtb priakoH A0 Tex nop,
noka  MUKpoYacTuMubl  He  ByayT  MOMHOCTbIO
pecycneHampoBaHbl.  Ecnv  MukpodacTuubl  He
pecycneHampyoTcs, He UCTONb3YNTe UX.

e [lononHuTenbHylw  uHGOpMaUuK O  Mepax
npeaoCcTOPOXHOCTU Npy 06paLLeHnn ¢ peareHTamu BO
Bpemsi paboTbl CUCTEMbl CM. B WHCTPYKUUM MO
akcnnyartaumm cuctemsl iFlash.

XpaHeHue n cTabunbHOCTb

XpaHeHue

e XpaHutb npu Temneparype 2-8°C B
BEPTUKaNbHOM MONOXEHWUU.

e Habop cnegyer wucnonb3oBaTb cpasy nocrne
M3BMeYeHNsi U3 xpaHunuiia npu temnepartype 2-8°C.
PeareHT He cneayeT 3aMopaxwuBarTb.

CtabunbHoCTb

e HeBCKpbITble YNaKOBKU COXPaHSAIOT CTabunbHOCTb
npu Temnepatype 2-8°C: OO0 yKa3aHHOrO Cpoka
rofHOCTM.

e BcKpbiTble yNakoBKM COXpaHSAT CTabunbHOCTb
npu Temnepartype 2-8°C: 56 gHen.

e YnakoBku, Haxogsimecsi Ha 6opTy: 56 gHew.

B3sATue n nogrotoBka o6pa3uoB

e PekomeHayemble o6pasLbl - CbIBOPOTKA U Nra3ma
(remapwuH nuTus, renapuvH Hatpus u K2-EDTA).

o T[lepen nposefeHnem npoueanypbl
LeHTpudyrnpoBaHusa ybegntech, 4To B obpasuax
CbIBOPOTKM KPOBWM MOSHOCTBIO ChopmumpoBancs
cryctok. Ans naumeHToB, NPOXOASLUMX fleYeHue
renapmHoM (aHTUKOArymnsHTOM), Bpems
obpasoBaHusl cryctka B o6pasuax CbIBOPOTKU
[OMKHO GbITb YBENUYEHO.

e LleHTpudyrmpynTte obpasLbl.

e O6pasubl MOryT XpaHWTbCS MPU  KOMHAaTHOM
Temneparype (20-25°C) B Te4eHue 8 4acos.

e O6pasubl MOTyT XpaHWUTbLCS Npu Temnepartype 2-
8°C B TeueHue 12 aHen.

e O6pasubl MOryT XpaHUTbCH Mpu TemnepaType -
20°C B TedeHue 90 aHen.

e 3aMOpOXeHHble 06pa3subl Heobxoanmo
TLWaTeNbHO NnepemMeLlaTb nocrie oTTauBaHus.

e O6pasubl pekoMeHOyeTCcsi 3amMopaxuBaTb He
bonee yem 3 pasa.

e LleHTpudyrupynte o6pasupbl C MUNMAHBIM CIIOEM
Ha BepxHeW YacTu W nepeHocuUTe TOMbKO
OUMLLEHHbI  obpasey 6e3  nMNeMuM4eckoro
maTepuana.

e [lpy Hanuuum cryctkoB uOpMHaA U KIETOYHOrO
maTepuana unuM  nocrie  3aMopaxvBaHWs-
pa3mMopaxwuBaHusi obpasubl nepep WUCMbITaHUEM
cnepyet LeHTpudyruposartb.

e [lepeg aHanu3om ybegutecb, YTO OCTaTKu
rnbpUHa 1 KINETOYHOTO BELLEeCTBa yaareHsbl.

e lcrnonb3ynte C OCTOPOXHOCTbIO Mpu pabote C
obpasuamu nauueHToB BO n3bexaHue
NepeKpecTHOro 3arpsi3HeHus!.

e He ncnonb3ayite TEPMUYECKN MHAKTUBUPOBAHHbIE
ob6pasupl.



o [lepea usmepeHuem ybegutecb, 4YTO 06pasubl
nauveHTa, kanubpaTopbl U KOHTPONb HaxoasTcs
npu Temnepartype okpyxatowlen cpegbl (20-25°C).

e [pyrue Tunbl Nnpobupok ans cbopa obpasLoB noka
He vccrnefoBanucb 3TUM METOAOM.

e Tun npobupkun ans cbopa o06pa3LOB [AOIMKEH
0CTaBaTbCs HEU3MEHHbIM Ha MPOTSHKEHUU BCEro
npouecca OLEeHKM MOHUTOPWMHra nauueHTa wnm
OLEHKN CEepUiiHbIX 06pasLoB.

o XapaKkTepuctukm TEeCTUpOBaHMUS obpasuoB
XUOKOCTW YeroBe4eckoro Tena (kpome
CblBOPOTKW/MNa3mbl) UMM  ayToOMCMM MNOKa He
yTouHeHbl. [lpubop He cnocobeH npoBepsTb
pasnunyHble Tunbl o6pasLoB, NO3TOMY onepaTop
[AOMKEH WCMNOoNb30BaTb COOTBETCTBYIOLUME TUMbI
06pasuoB ANns TeCTMPOBAHUS.

Mpoueaypa aHanu3sa

. MogpobHyo  mMHdOpMauuMio O  NOAroToBKe
CUCTEMBI CM. B MHCTPYKLMM MO 3KCniyatauuu
CUCTEMbl UNN B WHTEPAKTUBHOW CNpaBOYHOM
cucteme.

. MapameTpbl KOHKPETHOIO TECTa, COXPaHEHHbIE B
WITPUXKOAE Ha YNakoBKe C  peareHToM,
cuuTbIBaOTCS aBTOMaTuyeckn. Ecnum wrpmx-kog
He ypdaeTca cunTaTh, BBeAWTe MOPSAKOBbIE
HOMepa BPY4HY!H.

. 3arpysuTte peareHT. MwukpoyacTuubl OOMKHbI
OblTb  MOMHOCTBIO  CyCcNeHAUpOBaHbl  nepen
3arpyskou peareHTa.

. Mepen TectnpoBaHnem npubop aBTOMaTUYECKM
pecycneHampyeT MUKpOYacTulbl, 4TOObl OHU
XOpOLLO nepemeLLanuchb.

. [Mpu HeobxoaNMOCTU BbINONHUTE KanubpoBKy.

. MomecTute kannbpatopsbl CAL1, CAL2, CAL3, B
CTOVKY Ans kanubpatopoB B 30He o6pa3sua.
Oepxute kanubpaTopbl OTKPbITEIMU TOMbKO BO
BpeMs kKanubpoBku.

. Cpenavite kanubpoBKy, a 3aTrem cpaenamnTe
NPo6HbIN  TECT C MNOMOLLBbIO MPOrpamMmMHOro
obecneveHus iFlash.

. 3arpyauTe 06pasupl (4N kKaXxgoro onpeaeneHust
Heobxoammo 10 mkn obpasua B AOMNOMHEHME K
eMKocTM Ans obpasua u mepTBoMy obbemy
CUCTEMBI).

. Haxmute «kHonky RUN, cuctema iFlash
aBTOMaTUYECKN BbIMOMHUT Bce (OYHKUMKU 1
noacyMTaeT pesynsraThbl.

Kanu6poBka

. MpocnexmBaemoctb: [OaHHbIi  MeTog  Obin
CTaHAapTU3NpPOBaH C MOMOLLbI BHYTPEHHEro
ctaHgapta YHLO ana CYFRA 21-1.
. Kaxgbin Habop peareHtoB iFlash cHabxeH
3TUKETKOMN c QR-kogom, cofepxalei
MHOpMaLMI0O O  KanubpoBKe  KOHKPETHOW
napTWu peareHToB.
. YT100bI BbINONHUTL Kanubposky iFlash- CYFRA
21-1, npoBegute aybnupoBaHue TtectoB CAL1,
CAL2 un CAL3, nonyuumB RLU oT 3HayeHus
OTCEYKM.
. lMocne Toro kak KanubpoBka MpuHATa U
coxpaHeHa, Bce nocnegytoLme obpasLibl MOXHO
TecTupoBaTb 6€3 4ONONHUTENbHOM KanMbpoBKU:
. Yepes 56 gHen npu ncnonb3oBaHUKU TON e
napTuu peareHToB.

. Mcnonb3yeTtcsi Habop peareHToB C HOBbIM
HOMepOoM napTuu.

e  OpraHbl ynpaBneHUsi HaxoasiTCs BHE 30HbI
nencTeus.

e  Tpebyetca B COOTBETCTBUM c
OEeNCTBYIOLLMMUN HOPMaMU.
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®PparmeHThbl uutTokepaTtnHa 19 (CYFRA 21-1)

Ovana3oH namepeHus

0.4-500 Hr/mn

3HaueHNs1 HKE HWXKHEro npefjena [AuanasoHa
n3MepeHun npeacrasneHbl kak <0.4 Hr/mn. 3HadveHus,
npeBbllLAOLIME  BEPXHUA  Mpeden  AuanasoHa
n3MepeHun, npeacrasnsaTcs kak >500 Hr/mn.

Pas6aBneHue
Obpasubl C  KOHUEeHTpauuew CYFRA 21-1,
npeBbllLalOWe  AuanasoH  U3MEpPEeHun,  MOXHO

pa36aBuTb pasbaButenem ans o6pasLoB.
MakcumanbHbIn KoacpmLmeHT pa3baBneHuns
cocTaBnser 1:10, nm6o aBTOMaTUYeECKn

aHanM3aTopoMm, NMnMbo BPy4HYIO.

Mocne py4yHoro pa3baBneHus yMHOXbTE pe3yrbTaT Ha
KoadppurLmMeHT pa3baBneHus.

Mocne pasbaBneHuss aHanM3aTopoM MNpPOrpaMMHOe
obecneveHne aBTOMaTUYeCcku yunTbIBaET
pasbaBneHue nNpu pacyeTe KOHLEHTpaummn obpasua.

KoHTponb kayecTBa

Ons koHTponsa kadyectBa pekomeHaywTcs YHLO
CYFRA21-1  KoHuTponb. Kpome TOro, MOXHO
MCMomnb30BaTb  [PYyrMe KOMMEPYECKU [OOCTYMHble
maTepuanbl KOHTPONS KayecTBa C HE MeHee 4eMm
OBYMSI  YPOBHSIMM ~ aHanuta, MpOBEpPEeHHbIMU B
nabopatopun.

KoHTponu ans pasHbix ypoBHEN AOMKHbLI MPOBOAUTLCS
MHOMBMAYaNbHO He pexe ofHoro pasa B 24 uvaca,
Korga TecT WCMomnb3yeTcsi, OAWH pas ANs KaXaoro
Habopa peareHTOB 1 MOCne Kaxaow KanubpoBku unu
B COOTBETCTBMM C  MECTHbIMW  NpaBunamu,
VHCTPYKUMSIMA Mnn TpeboBaHWsIMKU akkpeauTaumm u
TpeboBaHusIMM KOHTponsi KadyectBa nabopatopum
nonb3oBaTensi. Cnepgyite MNHCTPYKUMAM no
obpalleHnto 1 XpaHeHUo MaTepuanoB AJf1si KOHTPONs
kayecTBa. Kaxxgas nabopartopusi JOMmKHA YCTaHOBUTb
CBOW COBCTBEHHbIE LieNneBble 3HAYEHWS U JOMYyCTUMbIE
AnanasoHbl aAnst obecnedeHnss Hagnexaten paboTbl.
PesynbtaTbl KOHTpONs kadecTBa, BbIXoAslMe 3a
npegernbl 4OMYCTUMbIX ANanasoHoB, MOTYT yka3biBaTb
Ha HedelCTBUTENbHOCTL Pe3ynbTaToB TecTa, B 9TOM
cnyyae MOXHO NPeAnpuHaTb creayowne 4eicTBUS:

. Y6egutecb, YTO CPOK rOQHOCTU MaTepuanoB He
WCTEK.

. Y6egutech, 4To ObINI0 NpoBeAeHO HeobxoanmMmoe
TEXHUYECKOe 0GCnyKMBaHMWE.

. Yb6egutecb, 4TO aHanu3 Obin nNpoBedeH B
COOTBETCTBUM C UHCTPYKLMEW MO NMPUMEHEHMIO.

. MoBTOpPHO npoBeaMTe aHanM3 co CBEXWUMU

obpasuamm KOHTPOrs KavyecTBa.
Mpn HeobxogMmocTn obpaTutecb 3a MOMOLLBI K
MECTHOMY NocTaBLUUKY yenyr TEXHUYECKOM
noaaepkkv Unv AUCTpubbIoTOpY.

Pe3ynbrar

Pacuer

Cuctema iFlash wucnonb3yer 4-napameTpuyeckui
MeTOf, NOATOHKN AAHHbBIX K NOMMCTUYECKON KpUBOWA Anst
NnocTpoeHust KanubépoBOYHOMN KpMBOM "
aBTOMaTUYECKOro pacyeTa KOHLEeHTpauuu aHanuta B
Kaxxgom obpasue.

PesynbraThl BbIAAOTCS B HI/MI.

Oxupgaemble 3Ha4YeHUs

WccneposaHne aHanusa iFlash-CYFRA 21-1 Ha
obpasuax oT 215 BHelwHe 300pPOBbLIX NoAen Aano
cnegyrowmn pesynerat (nr/mn):

< 3,30 Hr/mn (95-1 npoueHTunb)

B cooTBeTcTBMM € pekomeHAaUMSMU  Kaxaas
nabopartopusi ycTaHaBMnMBaeT CBOM  OXwWAaembln
pedepeHCHbI  auanasoH Ans  paccMmaTpuBaemomn
rpynnbl



OrpaHuyeHusi

. Ananus iFlash-CYFRA 21-1 npegHasHayeH
Tonbko Ansi onpegenenvs CYFRA 21-1 B
YernoBeYeCcKon CbIBOPOTKE UK MrasmMe (renapuvH
nuTtug, renapviH Hatpusi u K2-EDTA). OH He 6bIn
BanMaMpoBaH Ans UCMoNb30BaHWsA B nnasme c
APYrMMU TUNaMy aHTUKOArymnsHTOB.

. Ecnn  pesynbratel  He  cormacyiTcs  C
KMUHUYECKUMM OaHHbIMK, npepnaraercs
NpoBeCTU [OMNOMHUTENbHOE TECTUPOBaHWE ANs
noaTBEPXAEHNS pe3ynbTaTa.

. B punarHoctuyeckux Lensx pesynstaTbl cneayet
VMHTEpPNpeTUpoBaTh B CBETE 06LLEN KITMHUYECKOM
KapTWHbl NauuMeHTa, BKMYas CUMNTOMbI U
pe3ynbsTaThl KNUMHUYECKON MCTOPUN.

. O6pasupl, cogepxaliMe BUOUMBIA YPOBEHb
CYFRA 21-1 po 6000 Hr/mn, He nposiBnsnu
acpdekTa 3axBarta B aHanuse iFlash-CYFRA 21-
1.

. Ha aHanus He BnustoT (pasHuua meHee 10%)
VKTEPUYHOCTb (brnnupybunH<40 mr/gn), remonus
(remorno6buH <1500 mr/an), ninemus
(Tpurnuuepunapi<3000 mr/gn), obwun Genok
CbIBOPOTKU KpoBu (£12 r/an).

. BmeluatenbctBa CO CTOPOHbI PEBMATOUAHOMO
dakTopa He Habnoganocb A0 KOHLUEHTpauuu
2000 ME/mn.

. BmewarensctBa co ctopoHsl HAMA He
Habnioganocb BMNOTb A0 KOHUeHTpauuu 600
Hr/MI.

. BmewartensctBa co ctopoHel  ANA  He

Habnioganocb BMNOTb A0 KOHUeHTpauuu 500
NPOW3BOMbHbIX €ANHWL, /MIT.

®DyHKUMOHamNbHble XapakTepPUCTUKN

Hwxe npvBeaeHsbl penpe3eHTaTUBHbIE
3KCMyaTaUWOHHbIE  XapaKTEPUCTWKKM, —pesynbTaThl,
nonyyeHHble B OTAENbHbIX nabopaTopusx, MOryT
oTnnYaThes.

MpeunsmoHHoOCTb

MpeuwnsmoHHocTb iFlash-CYFRA 21-1 onpegensinuch
B COOTBETCTBUM C TpeboBaHmamu EP05-A3 CLSI
(Clinical and Laboratory Standards Institute): Tect B
TeueHve 5 gHewl, B 3 mecTax, 2 nNporoHa B AeHb, 3
nosTopa B Kaxaom NpOroHe. Pesynsrathl
uccriefoBaHusl NpeacTaBneHbl HUXeE:

Obpas CpenH MoBTOPSEMOCTD Bocnpon3soaMmMocTb
ey ee CraHpapt koacbuum CraHpapt koacpuumn
3Have Hoe eHTa Hoe eHTa
Hue OTKIOHEH Bapuauvn OTKIOHEH Bapuauuu
(Hr/mn) ne % ne %
(Hr /mn) (Hr /mn)
1 3.55 0.09 2.56% 0.19 5.29%
2 120.78 2.95 2.44% 599 4.96%
3 354.03 7.13 2.01% 13.90 3.93%
KK1 20.91 0.72 3.42% 1.00 4.78%
KK2 210.05 6.99 3.33% 10.48 4.99%

AHanutuyeckasn 4YyBCTBUTENbHOCTb

Mpepen obHapyxeHusi poHa, npegen obHapyxeHus n
npegen  KONMWYeCTBEHHOro  onpefeneHns  Gbinu
onpegeneHbl B COOTBETCTBUM C TpeboBaHuamu CLSI
(Clinical and Laboratory Standards Institute) EP17-A2.
Mpepen obHapyxeHusi poHa = 0.1 Hr/mn

Mpepen obHapyxeHusi = 0.4 Hr/mMn

Mpepen konuyecTBeHHoro onpeaeneHnst = 0.6 Hr/mn

Ouana3oH NMHEeNHOCTH

0.4- 500 Hr/mn

JInHeriHOCTb  onpegensinacb B COOTBETCTBUMM C
TpeboBaHusimm CLSI (Clinical and Laboratory
Standards Institute) EP6-A.

AHanuTtuyeckas cneumprU4HOCTb
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AHanutudeckasi cneuuduyHocTb aHanu3a iFlash-
CYFRA 21-1 ©Obina ougHeHa C WCMonb3oBaHWEM
crnegywolmx peareHToB, M He Obino obHapyxeHo
HUKaKMX NMoMex AN aHanmaa.

BapuaHT KOHLiEHTpauust

B-cybbeanHula XOPVOHUYECKOTO 500 MME/mMn

roHagoTponuHa yenoseka (BhCG)

Anbda-cetonporenH (AFP) 1000 Hr/mn

PakoBbli aHTurex 19-9 (CA 19-9) 1000 Eg/mn

PakoBo-3MBpuoHanbHbIi aHTureH 10000 Hr/mn

(CEA)

HeiipoHcneundudeckas aHonasa (NSE) 5000 Hr/mn

DepputuH (Ferritin) 10000 Hr/mn

PakoBblIit aHTureH 15-3 (CA-15-3) 100 MME/mn
Bbinn npoTecTupoBaHbl crnegyouime npoTMBopakoBble
npenapartbl, BMellaTenbCcTBa B aHanua He
0oBHapyXeHo.

npenapat KOHLiEHTpauust

AnprammumH 75 Mkr/mMn

Linknocpocchamma 1000 mkr/mn

LincnnartmH 250 mkr/mn

5-®Topypauun 500 mkr/mn

MeToTpekcar 1500 mkr/mn

KapBonnatuH 1000 mkr/mn

MaknuTakcen 5.5 mkr/mn

Ortonosug 400 mkr/mn

unTo3uHapabuHosua 30 mkr/mMn

TamokcudeH 50 mkr/mn

BunbnacTtuna cynbdar 500 mKr/mn

MutomMuuuH-C 100 mkr/mn

KnuHu4yeckne nokasatenm

Bbino npoBeneHo cpaBHeHue aHanu3atopa iFlash-
CYFRA 21-1 (y) c KkOMMep4Yeckun [OCTYMHbIM
aHanm3om CYFRA 21-1 (x) Ha knMHn4yeckmx obpasuax,
N KpuBas Obina nogorHaHa C MOMOLLbIO MMHEWHOW
perpeccun (perpeccus NaccuHra-babnoka).

y =0.994x + 0.108

T=0.989

KoHueHTpauus obpasua: 0.47-486.71 Hr/Mn
KonnyectBo namepeHHbix o6pasuos: 121

Kpatkas wuHdopmauma o 6GesonacHocTu u
NpPon3BOAUTENILHOCTH

Kpatkas  wHdopmaumss o  6GesomacHocTM  u
NPOVU3BOAUTENBHOCTU OOCTynHa Ha cainTe
https://ec.europa.eu/tools/eudamed.
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Shenzhen YHLO Biotech Co., Ltd.,

Building 1, YHLO Biopark, Baolong 2nd Road,
Longgang District,

Baolong

Subdistrict,

Shenzhen, Guangdong, 518116, Kutan
Ten.: +86-0755-26473359

LWanxan WHTepHewnn XongumHr Kopn., MvbX
(EBpona). OwudewTpacce 80, 20537 ambypr,
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Total PSA
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Chemiluminescence Immunoassay Analyzer

C86000-5  C86000  C86000-L
N7 2x50 2x150 CE2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-Total PSA

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270097HS

INTENDED USE

The iFlash-Total PSA assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the
quantitative determination of total PSA in human serum
and plasma collected from individuals suspected of
prostate cancer using the automated Chemiluminescence
Immunoassay Analyzer. The iFlash-Total PSA assay is to
be used by laboratory professionals as an aid in diagnosis
of prostate cancer together with other clinical methods.

SUMMARY AND EXPLANATION

Prostate-specific antigen (PSA) is a 33 kD protein
synthesized in the epithelial cells of the prostate gland. It
is a serine protease that belongs to the subgroup of
kallikreins.I"! PSA is predominantly found in serum in 3
different molecular forms: free PSA (molecular mass 30
kD), bound to alpha-2-macroglobulin (molecular mass 780
kD) and bound to alpha-anti-chymotrypsin (molecular
mass 90 kD).

PSA test allows doctors to detect prostate cancer, while
they are still small, low grade and localized.?! PSA testing
is effective in reducing prostate cancer related mortality./*)
European Association of Urology (EAU) guideline
recommends offer early PSA testing in well-informed men
at elevated risk of having prostate cancer (PCa).!s!

PSA is a prostate-specific, but not specific to prostate
cancer, and is also increased in other diseases of the
prostate (prostatitis, benign prostatic hyperplasia), and in
diagnostic procedures, as well as some of the
physiological processes. Total PSA at values of <2 ng/mL
and >10 ng/mL are at high levels of specificity, and a
value >10 ng/mL is also of high sensitivity in the detection
of prostate cancer, and in this moment these values
represent the optimal mode for the subsequent
treatment.¥!

A number of studies have found that the % Free PSA
(FPSA) was significantly lower in patients having prostate
cancer than those with benign disease or normal controls.
The ratio FPSA/TPSA has been demonstrated to improve
the sensitivity and specificity for diagnosis of prostate
cancer.®

ASSAY PRINCIPLE

The iFlash-Total PSA assay is a sandwich immunoassay
using direct chemiluminometric technique.

Incubation: Total PSA in the sample reacts with
anti-total PSA  antibody-coated paramagnetic
microparticles and acridinium-ester-labeled anti-total
PSA antibody conjugate to form a sandwich complex.
Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction vessel, and the
unbound materials are washed away by the wash
buffer.

Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e Adirect relationship exists between the amount of total

PSA in the sample and the RLUs detected by the
iFlash optical system.

Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content
Tests/kit  Tests/kit  Tests/kit

Anti-total PSA
antibody-coated

1pack, 2packs, 2 packs, paramagnetic
R1 35 3.5 85 microparticle
(mouse, 0.1

ml/pack ml/pack mL/pack mg/mL),  0.05%

ProClin 300 as
preservative.

Acridinium-ester-|
abeled anti-total
PSA antibody
conjugate
(mouse, 0.05
pg/mL),  0.05%
ProClin 300 as
preservative.

1 pack, 2 packs, 2 packs,
R2 4.0 4.0 7.8
ml/pack ml/pack mL/pack

CAL1 1.0 1.0mL 1.0mL

Calibrator 1,
TRIS buffer with
protein stabilizer
(BSA),  0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,

mL/bottle  /bottle /bottle

Calibrator 2, total
PSA protein
(human) in TRIS
buffer with
protein stabilizer
(BSA),  0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,

CAL2 1.0 1.0mL 1.0mL

mb/bottle  /bottle /bottle

CAL3 1.0 1.0mL 1.0mL

Calibrator 3, total
PSA protein
(human) in TRIS
buffer with
protein stabilizer
(BSA),  0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,

mL/bottle  /bottle /bottle

MATERIALS REQUIRED BUT NOT PROVIDED
089999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.
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[REF] (C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCCO058, Tumor Marker Multi Control.

CC816, Tumor Marker Multi Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.
e The reagents and calibrators in the pack are ready to

use.

« Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-Total PSA reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
e Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

« The reagent should be avoided from frozen.
Stability

* Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, K-EDTA and
sodium heparin) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

« Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 24 hours.

e Specimens can be preserved at 2-8°C for 5 days.

* Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than once.

« Transfer only the clarified specimen without the lipemic
material if the centrifuged specimens has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

* Do not use heat-inactivated samples.

Perucrpanus MU B PocappasEanzope
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e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

* Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-Total PSA reagent. The microparticles
must be fully suspended before the reagent is loaded.

o Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (10 uL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This assay has been standardized
against the WHO International Standard Prostate
specific antigen (human) (total: PSA-ACT + free PSA),
NIBSC code: 17/100.

e Every iFlash-Total PSA reagent kit has a QR code
label containing the specific information for calibration
of the particular reagent lot.

e To perform an iFlash-Total PSA calibration, test CAL1,
CAL2 and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-Total PSA calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:
 After 56 days when using the same reagent lot.

« Areagent kit with a new lot number is used.
« Controls are out of range.
* Required by pertinent regulations.

MEASURING RANGE

0.01-100 ng/mL

Values below the lower limit of measuring range are
reported as <0.01 ng/mL. Values above the upper limit of
measuring range are reported as >100 ng/mL.

DILUTION

Samples with total PSA concentrations above the
measuring range can be diluted with sample diluent. The
maximum dilution ratio is 1:5, either automatically by the
analyzer or manually.

After manual dilution, multiply the result by the dilution
factor.

After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the
sample concentration.

QUALITY CONTROL
For quality control, YHLO Tumor Marker Multi Control,
EVER-BLUE  Tumor Marker Multi Control are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.

e Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in ng/mL.

Expected Values

A study of iFlash-Total PSA assay on samples from 630
apparently healthy males of various age group yielded the
following result:

Age (years) N 95" percentile (ng/mL)
<40 121 1.39
40-49 122 2.05
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50-59 124 3.24

60-69 135 4.22
270 128 4.52
Total 630 4

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-Total PSA assay is limited to the
determination of total PSA in human serum or plasma
(lithium heparin, K2-EDTA and sodium heparin). It has
not been validated for use on plasma with other types
of anticoagulants.

e If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent total PSA level as high
as 17,000 ng/mL did not exhibit a hook effect in the
iFlash-Total PSA assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin<65 mg/dL), hemolysis (hemoglobin
<2000 mg/dL), lipemia (triglycerides1500 mg/dL) and
serum total protein (£12 g/dL).

« No interference was observed from rheumatoid factors
up to a concentration of 2000 1U/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-Total PSA, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 20
days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Sampl Mean Repeatability Reproducibility

e (ng/mL) . gs/?nL) %V o QS/E;L) %CV
1 388 0007 250% 04155  3.99%
2 248 0500 2.01% 0943  3.79%
3 6833 1061 1.55% 1656  242%
QC1 58 0128 220% 0207  3.56%

QC2 17.22 0.419 2.43% 0.683 3.97%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute)  EP17-A2

requirements.

Limit of Blank = 0.005 ng/mL
Limit of Detection = 0.01 ng/mL
Limit of Quantitation = 0.03 ng/mL

Linearity Range
0.01-100 ng/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards

requirements.
Analytical Specificity

The analytical specificity of iFlash-Total PSA assay was

evaluated with PAP.
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Institute) EP6-A

Analogue Concentration

Cross Reactivity

PAP 1000 ng/mL

0.05%

Equimolar reactivity of matching antibody

Samples with same total PSA concentration and different
ratio of free PSA and PSA-ACT were tested, the bias of
test result was no more than +15%.

The following drugs and substances were tested, no
interference with the assay was found.

Drug/Substance Concentration
Cyclophosphamide 1000 pg/mL
Cisplatin 225 pug/mL
5-Fluorouracil 500 pg/mL
Methotrexate 1000 pg/mL
Carboplatin 1000 pg/mL
Etoposide 400 pg/mL
Tamoxifen 50 pg/mL
Mitomycin 25 pg/mL
Flutamide 1000 pg/mL
Taxol 5.5 ug/mL
Doxorubicin 75 pg/mL
AFP 1000 ng/mL
CA12-5 500 U/mL
CA19-9 600 U/mL
CEA 200 ng/mL
HCG 1000 IU/mL
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ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Clinical Performance

A comparison of the iFlash-Total PSA assay (y) with a
commercially available total PSA assay (x) using clinical
samples was performed, and the curve is fitted with linear

regression (Passing-Bablok regression).

y=1.060x-0.103
T=0.995

Sample concentration: 0.24-99.46 ng/mL

Number of samples measured: 128

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Li<B B

Authorized representative in the

European Community
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@ Importer

c € CE Marking of Conformity with
2797 notified body ID number

Caution

Consult instructions for use

In vitro diagnostic medical
device

8= B>

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

HIE3E

Use-by date

Temperature limit
(2-8°C)

L %

0

Biological risks

Pictograms for caution

= |t

This way up

ANNEX B:

WARNINGS AND PRECAUTIONS

e Hazardous Component: 0.05% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

* Signal word: Warning

* Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated clothing and wash
it before reuse.
P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.
P321: Seek immediate care from a doctor.
P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.

Perucrpanus MU B PocappasEanzope
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C86001-S C86001  C86001-L
N7 2x50 2x150 CE2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-Free PSA

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270098HU

INTENDED USE

The iFlash-Free PSA assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the
quantitative determination of free PSA in human serum
and plasma collected from individuals suspected of
prostate cancer using the automated Chemiluminescence
Immunoassay Analyzer. The iFlash-Free PSA assay is to
be used by laboratory professionals as an aid in diagnosis
of prostate cancer together with other clinical methods.

SUMMARY AND EXPLANATION

Prostate-specific antigen (PSA) is a 33 kD protein
synthesized in the epithelial cells of the prostate gland. It
is a serine protease that belongs to the subgroup of
kallikreins.!"! PSA is predominantly found in serum in 3
different molecular forms: free PSA (molecular mass 30
kD), bound to alpha-2-macroglobulin (molecular mass 780
kD) and bound to alpha-anti-chymotrypsin (molecular
mass 90 kD)2

PSA test allows doctors to detect prostate cancer, while
they are still small, low grade and localized.”®! PSA testing
is effective in reducing prostate cancer related mortality.*!
European Association of Urology (EAU) guideline
recommends offer early PSA testing in well-informed men
at elevated risk of having prostate cancer (PCa).”!

PSA is a prostate-specific, but not specific to prostate
cancer, and is also increased in other diseases of the
prostate (prostatitis, benign prostatic hyperplasia), and in
diagnostic procedures, as well as some of the
physiological processes. Total PSA at values of <2 ng/mL
and >10 ng/mL are at high levels of specificity, and a
value >10 ng/mL is also of high sensitivity in the detection
of prostate cancer, and in this moment these values
represent the optimal mode for the subsequent
treatment.¥!

A number of studies have found that the % Free PSA
(FPSA) was significantly lower in patients having prostate
cancer than those with benign disease or normal controls.
The ratio FPSA/TPSA has been demonstrated to improve
the sensitivity and specificity for diagnosis of prostate
cancer.®

ASSAY PRINCIPLE

The iFlash-Free PSA assay is a sandwich immunoassay
using direct chemiluminometric technique.

e Incubation: Free PSA in the sample reacts with
anti-free  PSA  antibody-coated = paramagnetic
microparticles and acridinium-ester-labeled anti-free
PSA antibody conjugate to form a sandwich complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction vessel, and the
unbound materials are washed away by the wash
buffer.

* Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e Adirect relationship exists between the amount of free
PSA in the sample and the RLUs detected by the
iFlash optical system.

e Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.

REAGENTS
C Specification
omp
onent 1x50 2x50 2x150 Content
Tests/kit  Tests/kit  Tests/kit

Anti-free PSA
antibody-coated

1pack,  2packs, 2 packs, paramagrtr]eltic
R1 3.5 3.5 8.5 ?’r:%fosil: icle o2
U y ..
ml/pack mlL/pack mL/pack mg/mL),  0.05%
ProClin 300 as

preservative.
Acridinium-ester-
labeled anti-free
1pack, 2packs, 2 packs, PSA tamlbody
R2 A0 o g (mouss, 04
U y .
ml/pack ml/pack mL/pack ugiml),  0.05%
ProClin 300 as

preservative.
Calibrator 1,

CAL1 1.0 1.0 1.0

(BSA), 0.05%
ProClin 300 as
preservative.

mL/bottle mL/bottle mL/bottle

Calibrator 2, free
PSA protein
(human) in TRIS
buffer with
protein stabilizer
(BSA),  0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,

CAL2 1.0 1.0 1.0

ml/bottle  mL/bottle mL/bottle

Calibrator 3, free
PSA protein
(human) in TRIS
buffer with
protein stabilizer
(BSA),  0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,

CAL3 1.0 1.0 1.0

ml/bottle mL/bottle mL/bottle

MATERIALS REQUIRED BUT NOT PROVIDED
C89999/(389959/(389949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.
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[REF] (C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCCO058, Tumor Marker Multi Control.

CC816, Tumor Marker Multi Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

e Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

« Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.
e The reagents and calibrators in the pack are ready to

use.

« Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-Free PSA reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage

e Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

e The reagent should be avoided from frozen.

Stability

* Unopened at 2-8°C: up to the stated expiration date.

e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

« Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

e Specimens can be preserved at 2-8°C for 3 days.

* Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than twice.

« Transfer only the clarified specimen without the lipemic
material if the centrifuged specimens has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

* Do not use heat-inactivated samples.
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Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

Other types of sample collection tubes have not been
examined by this method yet.

The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

Load the iFlash-Free PSA reagent. The microparticles
must be fully suspended before the reagent is loaded.

Before testing, the instrument will automatically
resuspend the microparticles to mix well.

Carry out calibration, if necessary.

Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

Order calibration, and then order sample test through
the iFlash software.

Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

Traceability: This assay has been standardized
against the WHO International Standard Prostate
specific antigen (human) (free) NIBSC code: 17/102.
Every iFlash-Free PSA reagent kit has a QR code
label containing the specific information for calibration
of the particular reagent lot.

To perform an iFlash-Free PSA calibration, test CAL1,
CAL2 and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

Once an iFlash-Free PSA calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:

« After 56 days when using the same reagent lot.

« Areagent kit with a new lot number is used.

« Controls are out of range.

« Required by pertinent regulations.

MEASURING RANGE
0.02-30 ng/mL

Values below the lower limit of measuring range are
reported as <0.02 ng/mL. Values above the upper limit of
measuring range are reported as >30 ng/mL.

DILUTION

Samples with free PSA concentrations above the
measuring range can be diluted with sample diluent. The
maximum dilution ratio is 1:10, either automatically by the
analyzer or manually.

After manual dilution, multiply the result by the dilution
factor.

After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the
sample concentration.

QUALITY CONTROL
For quality control, YHLO Tumor Marker Multi Control,
EVER-BLUE  Tumor Marker Multi Control are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.

e Rerun the assay with fresh quality control samples.
If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in ng/mL.

Expected Values

A study was conducted on samples from 478 males (141
prostate cancer samples with positive biopsy results and
337 non-prostate cancer samples with negative biopsy
results) aged 250, with a total PSA range of 4 to 10 ng/mL
and a digital rectal examination (DRE) non-suspicious for
prostate cancer, % Free PSA (%
FPSA=FPSA/TPSA*100%) values was calculated.

The % FPSA result may be used in evaluating the need for
prostate biopsy in one of two ways:

1. The relative risk of prostate cancer in individual men
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may be considered; or
2. Patients may be managed using a single cut-off.
1) Individual risk assessment

The probability of finding PCA with TPSA in the gray zone
(4-10 ng/mL) increases with increasing age and with
decreasing FPSA/TPSA ratio:

Age in years
% FPSA
50-59 260
<10% 50.8% 59.7%
10%-20% 25.8% 36.5%
20%-25% 13.1% 23.4%
>25% 7.3% 12.5%

2) Single cut-off

A single cut-off may be used for men in all age groups.
A % FPSA single cut-off of 16% yield a sensitivity of 75.9%
and a specificity of 72.4%. A % FPSA single cut-off of 25%
yield a sensitivity of 92.9% and a specificity of 27.6%.

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-Free PSA assay is limited to the
determination of free PSA in human serum or plasma
(lithium heparin, sodium heparin and K>-EDTA). It has
not been validated for use on plasma with other types
of anticoagulants.

e If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent free PSA level as high
as 4,000 ng/mL did not exhibit a hook effect in the
iFlash-Free PSA assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=65 mg/dL), hemolysis
(hemoglobin£1500 mg/dL), lipemia (triglyceride<3000
mg/dL) and serum total protein (<15 g/dL).

* No interference was observed from rheumatoid factors
up to a concentration of 2000 1U/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-Free PSA, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 20
days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility

Sample (r:vgl,?r?]rll_) sD SD
(ng/mL) wCV (ng/mL) %wCv
1 0.71 0.027 3.80% 0.042 5.92%
2 4.53 0124 274% 0.224 4.94%
3 18.37 0438 2.38% 0.808 4.40%

QC1 2.06 0.073 3.54% 0.113 5.49%
QcC 2 5.69 0.153 269% 0.276  4.85%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute) EP17-A2
requirements.

Limit of Blank = 0.01 ng/mL

Limit of Detection = 0.02 ng/mL

Limit of Quantitation = 0.04 ng/mL

Linearity Range

0.02-30 ng/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-Free PSA assay was
evaluated with PAP and PSA-ACT.

Analogue Concentration Cross Reactivity
PAP 1000 ng/mL 0.03%
PSA-ACT 100 ng/mL 0.24%

The following drugs and substances were tested, no
interference with the assay was found.

Drug/Substance Concentration
Cyclophosphamide 1000 pg/mL
Cisplatin 225 pug/mL
5-Fluorouracil 500 pg/mL
Methotrexate 1000 pg/mL
Carboplatin 1000 pg/mL
Etoposide 400 pg/mL
Tamoxifen 50 pg/mL
Mitomycin 25 pg/mL
Flutamide 1000 pg/mL
Taxol 5.5 ug/mL
Doxorubicin 75 pg/mL
AFP 1000 ng/mL
CA12-5 500 U/mL
CA19-9 600 U/mL
CEA 200 ng/mL
HCG 1000 1U/mL

Clinical Performance
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A comparison of the iFlash-Free PSA assay (y) with a
commercially available free PSA assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing-Bablok regression).

y =1.011x + 0.039

T=0.989

Sample concentration: 0.23-29.87ng/mL

Number of samples measured: 120

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Free PSA

iFlash

Chemiluminescence Immunoassay Analyzer

[CAL] Calibrator
[R] Reagent
W Contains sufficient for <n> tests

Analyzers/Instruments on which

reagents can be used

d Manufacturer

Authorized representative in the

European Community

% Importer

c € CE Marking of Conformity with
2797 notified body ID number

Caution

Consult instructions for use

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

HIENEIE =]

Use-by date

Temperature limit
(2-8°C)

S %

%0)

Biological risks

GHS07

Pictograms for caution

=|©

This way up

ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.05% ProClin 300

(reaction mass of:

5-chloro-2-methyl-4-isothiazolin-3-one [EC no.

247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

« Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:

Perucrpanus MU B PocappasEanzope
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P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.

6/6

04,2024-01-12



AFP

iFlash

Chemilumi Immunoassay Analyzer

C86003-5  C86003  C86003-L
C €2797

W 1x50 2x50 2x150
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-AFP

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270022GT

INTENDED USE

The iFlash-AFP assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for quantitative
determination of alpha1-fetoprotein (AFP) in human serum
and plasma collected from individuals suspected or
confirmed of non-seminomatous testicular cancer or
hepatocellular ~ carcinoma using the automated
Chemiluminescence Immunoassay Analyzer. The
iFlash-AFP assay is to be used by laboratory professionals
as an aid in the management of patients with
non-seminomatous testicular cancer and the diagnosis of
patients with hepatocellular carcinoma together with other
clinical methods.

SUMMARY AND EXPLANATION

Alpha-fetoprotein is a kind of glycoprotein, derived from
embryonic endoderm tissue cells.[!  AFP is synthesized by
the liver, the yolk sac and gastrointestinal epithelial cells.
Under physiological conditions, AFP synthesis is restricted to
the fetal development, whereasin adults, elevated levels are
indicative for either a malignant process (TGCTs, hepatic
tumors) orchronic liver disease.?! AFP content in fetal serum
is high and gradually decreases to the level of adults afer
birth.[

Testicular germ cell tumors (TGCTs) are the most commonly
diagnosed malignancies in younger men. In terms of
treatment and prognosis, TGCTs are subdivided into two
major groups: Seminoma and non-seminomatous germ cell
tumors.

Alpha-fetoprotein (AFP) is an essential tumor marker for the
management of nonseminomatous germ cell tumors
(NSGCTs). Elevated AFP levels have been identified in 60%
to 80% cases of advanced NSGCT.F!

Nonseminomas display a very heterogeneous histology and
are usually composed of mixtures of embryonal carcinoma,
mature or immature teratoma, choriocarcinoma and yolk sac
tumour (also known as endodermal sinus tumour), although
in rare cases these components may occur in a pure form."!
Hepatocellular carcinoma (HCC) is one of the most
commontumors in the world, with a new incidence of up to
600,000 cases per year.!'S Alpha-fetoprotein (AFP) is
considered as a diagnostic and prognostic tumorous marker

ASSAY PRINCIPLE

The AFP assay is a sandwich immunoassay using direct

chemiluminometric technique.

¢ Incubation: The AFP in the pretreated sample reacts with
the Anti-AFP antibody coated on the paramagnetic
particles and the acridinium-ester-labeled anti-AFP
antibody conjugate to form a sandwich
(antibody-antigen-antibody) complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash buffer.

« Signal triggering and measuring: Add pre-trigger solution
and trigger solution to the reaction complex, and
measure the chemiluminescence reaction by relative
luminescence intensity.

e The amount of AFP in the sample is positively correlated
with the relative light intensity (RLU) measured by the
analyzer's optical system.

e Results are determined from a calibration curve, which is
generated by 3-point calibration and a master curve
provided via the reagent QR code.

AFP

iFlash

Chemiluminescence Immunoassay Analyzer

Calibrator 3,
AFP protein
(human) in TRIS

1 bottle, 1 bottle, 1 bottle,  buffer with

CAL3 1.0 1.0 1.0 protein

mb/bottle  mL/bottle  mL/bottle  stabilizer(BSA),
0.05%  ProClin
300 as
preservative.

REAGENTS
Com Specification

P T1x50 2x50 2x150 Content
onent

Tests/kit Tests/kit  Tests/kit

Anti-AFP
antibody-coated
paramagnetic
micro-particles
(mouse, 0.20
mg/mL), 0.08%
ProClin 300 as
preservative.

1 pack, 2 packs, 2 packs,
R1 3.5 3.5 8.5
mL/pack mL/pack  mL/pack

Acridinium-ester

-labeled

anti-AFP

1 pack, 2 packs, 2 packs, antibody
R2 4.0 4.0 7.8 conjugate

ml/pack  mlL/pack ml/pack (mouse, 0.267
pg/mL),  0.1%
ProClin 300 as
preservative.

1 pack, 2 packs, 2 packs, Sample treating

R3 6.5 6.5 15.3 agent, PBS
ml/pack  mlL/pack  ml/pack buffer.
Calibrator 1,

TRIS buffer with
1 bottle, 1 bottle, 1 bottle,  protein

CAL1 1.0 1.0 1.0 stabilizer(BSA),
mL/bottle  mL/bottle  mL/bottle  0.05%  ProClin
300 as
preservative.
Calibrator 2,
AFP protein
(human) in TRIS
1 bottle, 1 bottle, 1 bottle,  buffer with
CAL2 1.0 1.0 1.0 protein

mL/bottle  mL/bottle mL/bottle stabilizer(BSA),
0.05%  ProClin
300 as
preservative.

for HCC, and up to 70% of HCC patients showed elevated
serum levels of AFP.F!
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution (1x): sodium
hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered saline
solution.

C80001, Wash Buffer (10x): phosphate buffered saline
solution.

C6100, Reaction Vessel.

©89920, Sample Diluent.

ZCCO058, Tumor Marker Multi Control.

CC816, Tumor Marker Multi Control.

INSTRUMENT
1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash 3000-C,
iFlash 1200-A, iFlash 1800-A and iFlash 9000 CLIA Analyzer:
iFlash 9000-A.
2x150 Tests/kit reagents apply to iFlash 9000 CLIA Analyzer:
iFlash 9000-A.

WARNINGS AND PRECAUTIONS

* No known test method can offer the complete assurance
that products derived from biological sources
(human/animal/microbial) will not transmit infection.
Therefore, all biological materials should be considered
potentially infectious.

« Exercise the normal precautions required for handling all
laboratory reagents.

e Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

« Trigger solution contains sodium hydroxide (NaOH) and
should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and personal
protective equipment when handling this kit, and use this
product in accordance with the labelling. All laboratory
personnel using the assay must also be trained in and be
familiar with the interpretation of results of the product.

e For further information on warnings and precautions, see
Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the

competent authority of the Member State in which the
user and/or the patient is administrated.

« Safety data sheet refers to the Safety Data Sheet (SDS).
Please contact the local sales representatives or
marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.

e The reagents and calibrators in the pack are ready for
use.

« Close the bottles of calibrators right after calibration and
store at 2-8°C.

e Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-AFP reagent pack on the
system for the first time, resuspend the microparticles by
inverting the reagent pack slightly. Visually inspect the
bottle to ensure microparticles are resuspended. If
microparticles are still sticking to the bottle, continue to
invert the bottle until the microparticles are completely
resuspended. If the microparticles do not resuspend, do
not use.

e For further information on reagent handling precautions
during system operation, refer to the iFlash system
operating instruction.

STORAGE AND STABILITY

Storage

« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out from
2-8°C storage.

* The reagent should be avoided from frozen.

Stability

* Unopened at 2-8°C: up to the stated expiration date.

e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION
e Serum or plasma (lithium heparin, sodium heparin, and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should be
prolonged.

* Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 24 hours.

e Specimens can be preserved at 2-8°C for 10 days.
e Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.
e The samples are suggested to be frozen for no more than
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3 times.

e Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer on
top.

« Centrifuge the specimens prior to test if clotted fibrin and
cellular material exist, or after freeze-thawing.

o Ensure that residual fibrin and cellular matter have been
removed prior to analysis.

e Use with caution in handling patient specimens to prevent
cross-contamination.

¢ Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and controls
are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained the
same throughout the whole evaluation process of patient
monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet clarified.
The instrument is not able to verify different sample types,
so the operator should apply the appropriate sample types
to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcodes on the reagent bottles. If the barcode cannot be
read, enter the sequence number manually.

e Load the iFlash-AFP reagent. The microparticles must be
fully suspended before the reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep calibrators
open during calibration.

e Order calibration, and then order sample test through the
iFlash software.

e Load samples (10 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the functions
automatically and calculates the results.

CALIBRATION

e Traceability: This assay has been standardized against
WHO International Standard Alphafoetoprotein, Human,
100,000 IU NIBSC code: AFP.

e Every iFlash-AFP reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-AFP calibration, test CAL1, CAL2,

and CAL3 in duplicate, and the predefined master curve
is adapted to the analyzer.

e Once an iFlash-AFP calibration is accepted and stored,
all subsequent samples can be tested without further
calibration unless:

» After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

MEASURING RANGE

0.5-2000 ng/mL.

Values below the lower limit of measuring range are reported
as< 0.5 ng/mL. Values above the upper limit of measuring
range are reported as> 2000 ng/mL.

DILUTION

Samples with AFP concentrations above the measuring
range can be diluted with sample diluent. The maximum
dilution ratio is 1:50 (either automatically by the analyzer or
manually). After manual dilution, multiply the result by the
dilution factor.

After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the sample
concentration.

QUALITY CONTROL
For quality control, YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control are recommended.
In addition, other commercially available quality control
materials with at least two levels of analyte that have been
verified by the laboratory can be used.
Controls for different levels should be run individually at least
once every 24 hours when the test is in use, once per
reagent kit and after every calibration or in accordance with
local regulations, guidelines or accreditation requirements
and the user’s laboratory quality control requirements. Follow
the quality control material's instruction for handling and
storage. Each laboratory should establish its own target
value and acceptable ranges to assure proper performance.
Quality control results that fall outside acceptable ranges
may indicate invalid test results, the following actions can be
taken:

« Verify that the materials are not expired.

* Verify that required maintenance was performed.

« Verify that the assay was performed according to the

instruction for use.
« Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider or
distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.
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The results are given in ng/mL.
Expected Values
A study of iFlash-AFP assay on samples from 280 apparently
healthy persons of various age groups yielded the following
result:

< 7.00 ng/mL (95" percentile)

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-AFP assay is limited to the determination of
AFP in human serum or plasma (lithium heparin, sodium
heparin, K2-EDTA). It has not been validated for use on
plasma with other types of anticoagulants.

e If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

* For diagnostic purposes, the results should be interpreted
in light of the total clinical presentation of the patient,
including symptoms and clinical history results.

e Samples containing an apparent AFP level as high as
1,000,000 ng/mL did not exhibit a hook effect in the
iFlash-AFP assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubins 40 mg/dL), hemolysis (hemoglobins
1000 mg/dL), lipemia (triglycerides 1500 mg/dL) and
serum total protein (< 10 g/dL).

« No interference was observed from rheumatoid factors up
to a concentration of 2,000 IU/mL.

« No interference was observed from HAMA up to a
concentration of 600 ng/mL.

« No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-AFP, clinical samples
and controls according to EP05-A3 of CLSI (Clinical and
Laboratory Standards Institute): test for 5 days in 3 sites, 2
runs per day, 3 replicates per run.The results of the study are
shown below:

Repeatability Reproducibility

Sample (r’:g(/e:qul_) sD . sD
ngimb)  *V  (ngimi) %GV
1 7.02 0212 302% 0363 5.17%
2 49095 7310 146% 14.065 2.81%
3 159844  31.027 1.94% 55127 3.45%
ac1 783 0250 3.24% 0540 6.86%

QC2 132.68 3.780 2.85% 10.080 7.60%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical and

Laboratory Standards Institute) EP17-A2 requirements.

Limit of Blank = 0.3 ng/mL

Limit of Detection = 0.5 ng/mL

Limit of Quantitation = 1.5 ng/mL

Linearity Range

0.5-2000 ng/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The following cancer drugs and substances were tested, no
interference with the assay were found.

Drug/Substance Concentration
Adriamycin 75 pg/mL
Cyclophosphamide 1000 pg/mL
Cisplatin 250 pg/mL
5-Fluorouracil 500 pg/mL
Methotrexate 1500 pug/mL
Carboplatin 1000 ug/mL
Paclitaxel 5.5 ug/mL
Etoposide 400 pg/mL
Cytosine arabinoside 30 pg/mL
Tamoxifen 50 pg/mL
Vinblastine sulfate 500 ug/mL
Mitomycin-C 100 pg/mL
CEA 200 ng/mL
HCG 1000 1U/mL

Clinical Performance

A comparison of the iFlash-AFP assay (y) with a
commercially available AFP assay (x) using clinical samples
was performed, and the curve is fitted with linear regression
(Passing-Bablok regression).

y = 0.997x+0.547

T=0.998

Sample concentration: 1.07-1915 ng/mL

Number of samples measured: 105

Summary of Safety and Performance
Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

R Reagent

W Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

% Importer

CE Marking of Conformity with
notified body ID number

Caution

Uzl Consult instructions for use
In vitro diagnostic medical

device

Batch code

Country of manufacture, date of
manufacture

iz

Unique device identifier

Use-by date

Temperature limit
(2-8°C)

L %

Biological risks

Pictograms for caution

This way up
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ANNEX B:

WARNINGS AND PRECAUTIONS (Proclin 300)
e Hazardous Component: 0.1% ProClin 300

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and 2-methyl-2H-isothiazol-3-one
[EC no. 220-239-6] (3:1))

« Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin reaction.
H412: Harmful to aquatic life with long lasting effects.
e Precautionary Statements:
P261: Avoid breathing dust/fume/gas/mist/vapour/spray.
P273: Avoid release to the environment.
P280: Wear protective gloves.

P333+P313: If skin irritation or rash occurs: get medical
advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance with
local/regional/national/international regulations.

Perucrpanus MU B PocappasEanzope
www.nevacert.ru | info@nevacert.ru

5/5 05,2024-01-12



CEA

iFlash

Chemiluminescence Immunoassay Analyzer

C86004-5  C86004  C86004-L
N7 2x50 2x150 CE2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-CEA

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270023GV

INTENDED USE

The iFlash-CEA assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for quantitative
determination of carcinoembryonic antigen (CEA) in human
serum and plasma collected from individuals suspected of
cancer using the automated Chemiluminescence
Immunoassay Analyzer. The iFlash-CEA assay is to be used
by laboratory professionals as an aid in the assessment of
cancer patients together with other clinical methods.

SUMMARY AND EXPLANATION

Carcinoembryonic antigen (CEA) is a B-glycoprotein with a
molecular weight of 180-200 kDa, it was first identified from
extracts of human adencarcinoma of the colon by Gold and
Freedman.!"2l CEA is comprises 29 genes of which 18 are
expressed: 7 belonging to CEA sbugroup and 11 to the
pregancy specific glocoprotein  subgroup.® CEA is
predominant expression on the cell surface is increased in a
variety of carcinomas, particularly of the gastrointestinal tract,
as well as in fetal gastrointestinal tissues and in certain
inflammatory states, such as inflammatory bowel disease.**!
CEA, which exhibits extensive heterogeneity in its
physicochemical and immunologic properties.''¢! It has been
used as a serum marker for monitoring disease status in
patients who have various CEA- secreting tumors
(gastrointestinal, lung, medullary, thyroid, uterine, ovarian,
and bladder carcinomas). "]

CEA is already clinically used to monitor CRC patients, and it
is a very promising targeting biomarker for multiple
biotechnological applications, high CEA levels are
specifically associated with Colorectal Cancer(CRC)
progression, it is a recommended prognostic maker for
CRC.1® Indeed, serum CEA levels are not only increased in
colorectal cancer but also increased in other types of
cancers and noncancer diseases. Moreover, patients with
lung fibrosis, pancreatic cancer, uremia, chronic obstructive
pulmonary disease, colon cancer, Alzheimer's disease,
rectum cancer, and lung cancer had highest media levels of
serum CEA in a descending order.!®)

ASSAY PRINCIPLE

The iFlash-CEA assay is a sandwich immunoassay using

direct chemiluminometric technique.

e Incubation: CEA in the sample reacts with anti-CEA
antibody-coated  paramagnetic  microparticles  and

acridinium-ester-labeled anti-CEA antibody conjugate to
form a sandwich complex

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash buffer.

e Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

o Adirect relationship exists between the amount of CEA in
the sample and the RLUs detected by the iFlash optical
system.

¢ Results are determined from a calibration curve, which is
generated by 3-point calibration and a master curve
provided via the reagent QR code.

REAGENTS
Comp Specification
onent 1%x50 2x50 2x150 Content

Tests/kit  Tests/kit  Tests/kit

Anti-CEA-antibody

-coated
paramagnetic
R1 1 gasck, 2 psagks, 2 psagks, micro-particles
i . : (mouse, 0.15

mbL/pack mL/pack  mL/pack mg/mL). 0.05%

ProClin 300 as
preservative.

Acridinium-ester-la
beled anti-CEA
1 pack, 2 packs, 2packs, antibody conjugate
R2 4.0 4.0 7.8 (mouse, 0.08
ml/pack ml/pack mL/pack pg/mL). 0.05%
ProClin 300 as

preservative.

CAL1 1.0 1.0 1.0

Calibrator 1, TRIS
1 bottle, 1 bottle, 1 bottle, buffer with protein
stabilizer  (BSA),
mL/bottle  mL/bottle mL/bottle  0.05% ProClin 300
as preservative.

Calibrator 2, CEA
protein  (mammal)
1 bottle, 1 bottle, 1 bottle, in TRIS buffer with

CAL2 1.0 1.0 1.0 protein  stabilizer

mL/bottle mL/bottle mL/bottle (BSA), 0.05%
ProClin 300 as
preservative.

Calibrator 3, CEA
protein  (mammal)
1 bottle, 1 bottle, 1 bottle, in TRIS buffer with

CAL3 1.0 1.0 1.0 protein  stabilizer
mL/bottle mL/bottle mL/bottle (BSA), 0.05%
ProClin 300 as

preservative.

MATERIALS REQUIRED BUT NOT PROVIDED
(C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.
C89998/C89958/C89948,Trigger Solution (1x): sodium
hydroxide solution.

089997, Wash Buffer (1x): phosphate buffered saline
solution.

C80001, Wash Buffer (10x): phosphate buffered saline
solution.
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|E_F| C6100, Reaction Vessel.

©89920, Sample Diluent.

ZCCO058, Tumor Marker Multi Control.
CC816, Tumor Marker Multi Control.

INSTRUMENT
1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash 3000-C,
iFlash 1200-A, iFlash 1800-A and iFlash 9000 CLIA Analyzer:
iFlash 9000-A.
2x150 Tests/kit reagents apply to iFlash 9000 CLIA Analyzer:
iFlash 9000-A.

WARNINGS AND PRECAUTIONS

« No known test method can offer the complete assurance
that products derived from biological sources
(human/animal/microbial) will not transmit infection.
Therefore, all biological materials should be considered
potentially infectious.

« Exercise the normal precautions required for handling all
laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

« Trigger solution contains sodium hydroxide (NaOH) and
should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and personal
protective equipment when handling this kit, and use this
product in accordance with the labelling. All laboratory
personnel using the assay must also be trained in and be
familiar with the interpretation of results of the product.

e For further information on warnings and precautions, see
Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

« Safety data sheet refers to the Safety Data Sheet (SDS).
Please contact the local sales representatives or
marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.

e The reagents and calibrators in the pack are ready to
use.

e Close the bottles of calibrator right after calibration and
store at 2-8°C.

* Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-CEA reagent pack on the

system for the first time, resuspend the microparticles by
inverting the reagent pack slightly. Visually inspect the
bottle to ensure microparticles are resuspended. If
microparticles are still sticking to the bottle, continue to
invert the bottle until the microparticles are completely
resuspended. If the microparticles do not resuspend, do
not use.

* For further information on reagent handling precautions
during system operation, refer to the iFlash system
operating instruction.

STORAGE AND STABILITY

Storage

« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out from
2-8°C storage.

« The reagent should be avoided from frozen.

Stability

* Unopened at 2-8°C: up to the stated expiration date.

e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin, and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should be
prolonged.

« Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 24 hours.

e Specimens can be preserved at 2-8°C for 10 days.

* Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

* The samples are suggested to be frozen for no more than
2 times.

e Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer on
top.

« Centrifuge the specimens prior to test if clotted fibrin and
cellular material exist, or after freeze-thawing.

* Ensure that residual fibrin and cellular matter have been
removed prior to analysis.

e Use with caution in handling patient specimens to prevent
cross-contamination.

* Do not use heat-inactivated samples.

« Ensure that the patient samples, calibrators and controls
are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

* The type of sample collection tube should be remained the

Perucrpanus MU B PocappasEanzope
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same throughout the whole evaluation process of patient
monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet clarified.
The instrument is not able to verify different sample types,
so the operator should apply the appropriate sample types
to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcodes on the reagent bottles. If the barcode cannot be
read, enter the sequence numbers manually.

e Load the iFlash-CEA reagent. The microparticles must be
fully suspended before the reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep calibrators
open during calibration.

e Order calibration, and then order sample test through the
iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the functions
automatically and calculates the results.

CALIBRATION
e Traceability: This assay has been standardized against
the 1t IRP WHO Reference Standard 73/601.

e Every iFlash-CEA reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-CEA calibration, test CAL1, CAL2,
and CAL3 in duplicate, and the predefined master curve
is adapted to the analyzer.

e Once an iFlash-CEA calibration is accepted and stored,
all subsequent samples can be tested without further
calibration unless:

 After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

« Required by pertinent regulations.

MEASURING RANGE
0.6-1000 ng/mL

Values below the lower limit of measuring range are reported
as <0.6 ng/mL. Values above the upper limit of measuring
range are reported as >1000 ng/mL.

DILUTION

Samples with CEA concentrations above the measuring
range can be diluted with sample diluent. The maximum

dilution ratio is 1:50, either automatically by the analyzer or
manually.

After manual dilution, multiply the result by the dilution factor.
After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the sample
concentration.

QUALITY CONTROL
For quality control, YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control are recommended.
In addition, other commercially available quality control
materials with at least two levels of analyte that have been
verified by the laboratory can be used.
Controls for different levels should be run individually at least
once every 24 hours when the test is in use, once per
reagent kit and after every calibration or in accordance with
local regulations, guidelines or accreditation requirements
and the user’s laboratory quality control requirements. Follow
the quality control material's instruction for handling and
storage. Each laboratory should establish its own target
value and acceptable ranges to assure proper performance.
Quality control results that fall outside acceptable ranges
may indicate invalid test results, the following actions can be
taken:

« Verify that the materials are not expired.

* Verify that required maintenance was performed.

« Verify that the assay was performed according to the

instruction for use.
* Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider or
distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in ng/mL.
Expected Values

A study of iFlash-CEA assay on samples from 498
apparently healthy persons of various age groups yielded the
following resuilt:

N Non-smokers Smokers
125 126 125 122
Age (year) 20-39 | 40-69 | 20-39 | 40-69
95" percentile
(ng/mL) 4.2 517 5.62 6.65

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-CEA assay is limited to the determination of
CEA in human serum or plasma (lithium heparin, sodium
heparin, K>-EDTA). It has not been validated for use on
plasma with other types of anticoagulants.

e If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the resuilt.
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* For diagnostic purposes, the results should be interpreted
in light of the total clinical presentation of the patient,
including symptoms and clinical history results.

e Samples containing an apparent CEA level as high as
50,000 ng/mL did not exhibit a hook effect in the
iFlash-CEA assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin<40 mg/dL), hemolysis (hemoglobin<1500
mg/dL), lipemia (triglyceride<2000 mg/dL) and serum total
protein (10 g/dL).

« No interference was observed from rheumatoid factors up
to a concentration of 2,000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-CEA, clinical samples
and controls according to EP05-A3 of CLSI (Clinical and
Laboratory Standards Institute): test for 5 days in 3 sites, 2
runs per day, 3 replicates per run.The results of the study are
shown below:

Repeatability Reproducibility

Mean
Sample (ng/mL) (ngs/aL) oy (ngs/?nl_) eV
L 297 0.148  4.98% 0231 7.78%
M 12.58 0.531 422% 0912 7.25%
H 559.31 28.787 5.15% 45.012 8.05%
QcC1 2.96 0.132 4.46% 0.228 7.70%
QC2 9.57 0.511 5.34% 0.832 8.70%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical and
Laboratory Standards Institute) EP17-A2 requirements.

Limit of Blank = 0.2 ng/mL

Limit of Detection = 0.6 ng/mL

Limit of Quantitation = 1 ng/mL

Linearity Range

0.6-1000 ng/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The following cancer drugs and substances were tested, no
interference with the assay were found.

Drug/Substance Concentration
Adriamycin 75 ug/mL
Cyclophosphamide 1000 pg/mL

Cisplatin 250 pg/mL
5-Fluorouracil 500 pg/mL
Methotrexate 1500 pg/mL

Carboplatin 1000 pg/mL
Paclitaxel 5.5 pg/mL
Etoposide 400 pg/mL

Cytosine arabinoside 30 pg/mL
Tamoxifen 50 pg/mL
Vinblastine sulfate 500 pg/mL

Mitomycin-C 100 pg/mL

CA12-5 <500 U/mL

CA15-3 <500 U/mL

CA19-9 <500 U/mL

HCG <1000 IU/mL

Clinical Performance

A comparison of the iFlash-CEA assay (y) with a
commercially available CEA assay (x) using clinical samples
was performed, and the curve is fitted with linear regression
(Passing Bablok regression).

y =0.953x - 0.999

T=0.993

Sample concentration: 0.79-963.1 ng/mL

Number of samples measured: 122

SUMMARY OF SAFETY AND PERFORMANCE
Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

@ik <40 E B

CE Marking of Conformity with
notified body ID number

I8
m

Caution

Consult instructions for use

In vitro diagnostic medical
device

H|iE{e

Batch code

Country of manufacture, date of
manufacture

8]

Unique device identifier

2 Use-by date

/ﬁ/m Temperature limit
2°¢C (2-8°C)

Griso7

® Pictograms for caution

T T This way up

ANNEX B:

WARNINGS AND PRECAUTIONS

Hazardous Component: 0.05% Proclin 300

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and 2-methyl-2H-isothiazol-3-one
[EC no. 220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin reaction.
Precautionary Statements:

P261: Avoid breathing dust/fume/gas/mist/vapour/ spray.
P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash it
before reuse.

P333+P313: If skin irritation or rash occurs: get medical
advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance with
local/regional/national/international regulations.
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C86005-S C86005 C86005-L

W 1x50 2x50 2x150. c €2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

In vitro diagnostic medical device

acridinium-ester-labeled ~ anti-CA 125  antibody
conjugate to form a sandwich complex.
Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

« Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The

CA 125

iFlash

Chemiluminescence Immunoassay Analyzer

@089997, Wash Buffer (1x): phosphate buffered
saline solution.

[REF] c80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

©89920, Sample Diluent.

ZCCO058, Tumor Marker Multi Control.
CC816, Tumor Marker Multi Control.

« Close the bottles of calibrator right after calibration and
store at 2-8°C.

* Do not pool reagents within a reagent kit or between
reagent kits.

* Prior to loading the iFlash-CA 125 reagent pack on the
system for the first time, resuspend the microparticles
by inverting the reagent pack slightly. Visually inspect
the bottle to ensure microparticles are resuspended. If
microparticles are still sticking to the bottle, continue to

CA 125

iFlash

Chemilumi Immunoassay Analyzer

controls are at ambient temperature (20-25°C) before
measurement.

Other types of sample collection tubes have not been
examined by this method yet.

The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

The testing performance of samples from human body

reported as <1.2 U/mL. Values above the upper limit of
measuring range are reported as >5000 U/mL.

DILUTION

Samples with CA 125 concentrations above the
measuring range can be diluted with sample diluent. The
maximum dilution ratio is 1:5 (either automatically by the
analyzer or manually).

After manual dilution, multiply the result by the dilution

NAME resulting chemiluminescent reaction is measured as fluid (except serum/plasma) or autopsy is not yet fact
iFlash-CA 125 relative light units (RLUs). INSTRUMENT invert the bottle until the microparticles are completely clarified. The instrument is not able to verify different actor.
i i i i N . resuspended. If the microparticles do not resuspend, After dilution by the analyzer, the software automatically
o« A dlrlect relationship exists between the amount.of CA 1x50 Tests/kit and 2x50 Tests/kit reagents apply to ) p P P! sample. types, so the operator should apply the takes the. diltion e e Ut e
BASIC UDI-DI 125 in the sample and the RLUs detected by the iFlash Chemiluminescence Immunoassay Analyzer: iFlash 0 not use. appropriate sample types to the test. Ie}

GMN:692591270024GX

INTENDED USE

The iFlash-CA 125 assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for quantitative

optical system.

¢ Results are determined from a calibration curve, which
is generated by 3-point calibration and a master curve
provided via the reagent QR code.

3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

ASSAY PROCEDURE

Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

sample concentration.

QUALITY CONTROL

For quality control, YHLO Tumor Marker Multi Control,
EVER-BLUE  Tumor Marker Multi Control are
recommended. In addition, other commercially available

determination of C Anti 125 (CA 125)in h REAGENTS Storage i i i in vi
e ermlnadIOT of anﬁat gflgen. " g | )in tU';an Specification WARNINGS AND PRECAUTIONS g o . - *  Reagent information are automatically read in via the quality control materials with at least two levels of analyte
serum and plasma collected irom individuals suspected or Comp e No known test method can offer the complete * Store at 2-8°C in an upright position. barcodes on the reagent bottles. If the barcode cannot that have been verified by the laboratory can be used.
confirmed of ovarian cancer using the automated 1x50 2x50 2x150 Content be read h b Il Y Y
9 onent e The kit should be used immediately after taken out e read, enter the sequence number manually.

Chemiluminescence  Immunoassay  Analyzer. The
iFlash-CA 125 assay is to be used by laboratory
professionals as an aid in monitoring treatment for
patients with ovarian cancer together with other clinical
methods.

SUMMARY AND EXPLANATION

Cancer antigen 125 (CA 125) is a repetitive epitope of
muc-16, which plays key role in enhancing the
proliferation of cancer cells and inhibiting anticancer
immune responses. Biochemically, the CA 125 is O-linked
type glycoprotein and its molecular weight is estimated to
be 2.5 to 5 miloDaltons.!"! Increased levels of CA 125 have
been observed in 90 percent of patients with advanced
level of ovarian cancer and in 50 percent of cases with
early stage of disease.’® Because CA 125 is easily
measured, simple to evaluate, and reflective of tumor

Tests/kit  Tests/kit  Tests/kit

Anti-CA 125

antibody-coated
paramagnetic

1 pack, 2 packs, 2 packs, micro-particles

R1 35 3.5 8.5
mL/pack mL/pack mL/pack

preservative.

(mouse, 0.1
mg/mL), 0.05%
ProClin 300 as

Acridinium-ester-|
abeled  anti-CA
125 antibody

N R
mL/pack mL/pack mL/pack

preservative.

(mouse, 0.2
pg/mL),  0.05%
ProClin 300 as

Calibrator

1,
1 bottle, 1 bottle, 1 bottle, TRIS buffer with
1.0 1.0 1.0 protein stabilizer

assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

e Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and

from 2-8°C storage.
« The reagent should be avoided from frozen.
Stability
e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.
e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin,
and K-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

Load the iFlash--CA 125 reagent. The microparticles
must be fully suspended before the reagent is loaded.

Before testing, the instrument will automatically
resuspend the microparticles to mix well.

Carry out calibration, if necessary.

Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

Order calibration, and then order sample test through
the iFlash software.

Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

Click RUN, the iFlash System performs all the
functions automatically and calculates the results.

Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.

e Rerun the assay with fresh quality control samples.

growth, it is considered a particularly efficient method to CALT L i/bottl  mLjbotti  mL/bott (BSA),  0.05% personal protective equipment when handling this kit, e Centrifuge the specimens. CALIBRATION If necessary, contact your local technical support provider
evaluate treatment efficacy and detect disease e e e ProClin 300 as and use this product in accordance with the labelling. e Specimens can be preserved at room temperature T bility: hi hod has b dardized by th or distributor for assistance.
recurrence ) Reductions in CA 125 levels before and preservative. All laboratory personnel using the assay must also be (20-25°C) for 24 hours. ° YrHaEga, 't'ty' tllstmzt Zf aéAefzznsstan ardized by the RESULT
after primary treatment could predict the prognoses of Calibrator 2, CA trained in and be familiar with the interpretation of «  Specimens can be preserved at 2-8°C for 5 days. .|n ernal standard for 14
ovarian cancer patients. 10! 125 protein results of the product. ) e Every iFlash-CA 125 reagent kit has a QR code label Calculation
’ 1 bottle 1 bottle 1 bottle, (human) in TRIS ) . . X * Specimens can be preserved at -20°C for 90 days. . o . S
Elevations of CA 125 assay values may be found in 10 10 10 . buff ith e For further information on warnings and precautions, containing the specific information for calibration of the The iFlash system utilizes a 4 Parameter Logistic Curve fit
- e ) CAL2 : : : urrer wi e Frozen specimens must be mixed thoroughly after particular reagent lot. ) o
approximately 1-2% of healthy individuals'' and in 5% of mL/bottl  mL/bottl  mL/bottl  protein stabilizer see Annex B. thawin ' o data reduction method to generate a calibration curve and
individuals with nonmalignant conditions such as in e e e (BSA), 0.05% o Any serious incident that has occurred in relation to the 9 e To perform an iFlash-CA 125 calibration, test CAL1, automatically calculates the analyte concentration of each
women in the follicular phase of the menstrual cycle!'? and ProClin 300 as device shall be reported to the manufacturer and the * The samples are suggested to be frozen for no more CAL2, and CAL3 in duplicate, and the predefined sample.
in individuals with benign liver diseases such as cirrhosis ;():re|§k)er\/tat|vz. CA competent authority of the Member State in which the than 1 time. master curve is adapted to the analyzer. The results are given in U/mL.
and hepatitis.'*"4] Increased CA 125 values have also 1285| rator protein user and/or the patient is administrated. e Transfer only the clarified specimen without the lipemic » Once an iFlash-CA 125 calibration is accepted and Expected Values
been reported in 28% of subjects with non-ovarian 1bottle, 1bottle, 1bottle, (human) in TRIS o Safety data sheet refers to the Safety Data Sheet ma:enal if the centrifuged specimen has a lipid layer stored, all subsequent samples can be tested without A study of iFlash-CA 125 assay on samples from 220
malignancies.'"'"l Due to its limited specificity and CAL3 1.0 1.0 1.0 buffer ‘with (SDS). Please contact the local sales representatives ontop further calibration unless: apparently healthy persons of various age groups yielded
sensitivity, CA 125 alone is not useful as a screening mL/bottl  mL/bottl  mL/bottl E)ététil)n staé)l(l)lg;r or marketing@szyhlo.com. The SDS will be provided « Centrifuge the specimens prior to test if clotted fibrin o After 56 days when using the same reagent lot. the following result:
) o : e e e : ) ¢ o P, :
assaf t.for ovarian cancer detection in asymptomatic ProGin 300 a; through e-mail upon request. and cellular material exist, or after freeze-thawing. « Areagent kit with a new lot number is used. <35 UfmL (95" percentile)
population. : e Ensure that residual fibrin and cellular matter have
preservative. REAGENT HANDLING * Controls are out of range. It is recommended that each laboratory establish its own

ASSAY PRINCIPLE

The CA 125 assay is a sandwich immunoassay using

direct chemiluminometric technique.

e Incubation: CA 125 in the sample reacts with anti-CA
125 antibody-coated paramagnetic microparticles and

MATERIALS REQUIRED BUT NOT PROVIDED
089999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

(C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

05,2024-01-12

e The reagents should not be used after the stated
expiration date.

« Avoid the formation of bubbles with all reagents.

e The reagents and calibrators in the pack are ready for
use.

been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

e Do not use heat-inactivated samples.
e Ensure that the patient samples, calibrators and

Perucrpanus MU B PocappasEanzope
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* Required by pertinent regulations.

MEASURING RANGE
1.2-5000 U/mL
Values below the lower limit of measuring range are

expected reference range for the specific population.

LIMITATIONS

e The iFlash-CA 125 assay is limited to the
determination of CA 125 in human serum or plasma
(lithium heparin, sodium heparin, K>-EDTA). It has not

05,2024-01-12
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been validated for use on plasma with other types of
anticoagulants.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent CA 125 level as high
as 80,000 U/mL did not exhibit a hook effect in the
iFlash-CA 125 assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=40 mg/dL), hemolysis
(hemoglobin<2,000 mg/dL), lipemia (triglyceride<2,000
mg/dL) and serum total protein (12 g/dL).

* No interference was observed from rheumatoid factors
up to a concentration of 2,000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-CA 125, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 5
days in 3 sites, 2 runs per day, 3 replicates per run.The
results of the study are shown below:

Repeatability Reproducibility

Sample ('\Llllfr:E) sD SD
\ .
wmt)  *V Ly %V
1 3601 078  216% 173  4.79%

2 470.25 10.78  2.29% 21.09 4.48%
3 2279.71 4193 1.84% 8150 3.57%
QC1 42.02 1.03 245% 222 529%
QC2 125.06 2.32 1.86% 484 3.87%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute) EP17-A2
requirements.

Limit of Blank = 0.6 U/mL
Limit of Detection = 1.2 U/mL
Limit of Quantitation = 2 U/mL
Linearity Range

1.2-5000 U/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The following cancer drugs and substances were tested,
no inteference with the assay were found.

Drug/Substance Concentration
Adriamycin 75 pg/mL
Cyclophosphamide 1000 pg/mL
Cisplatin 250 pug/mL
5-Fluorouracil 500 pg/mL
Methotrexate 1500 pg/mL
Carboplatin 1000 pg/mL
Paclitaxel 5.5 ug/mL
Etoposide 400 pg/mL
Cytosine arabinoside 30 pg/mL
Tamoxifen 50 pg/mL
Vinblastine sulfate 500 pg/mL
Mitomycin-C 100 pg/mL
CEA 200 ng/mL
CA15-3 500 U/mL
CA19-9 500 U/mL
HCG 1000 1U/mL

Clinical Performance

A comparison of the iFlash-CA 125 assay (y) with a
commercially available CA 125 assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing-Bablok regression).

y =0.963x+0.515

T=0.999

Sample concentration: 1.24-4965 U/mL

Number of samples measured: 111

SUMMARY OF SAFETY AND PERFORMANCE
Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

@ikl <8 BB

CE Marking of Conformity with
notified body ID number

N
m

Caution

Consult instructions for use

In vitro diagnostic medical
device

gl|i=|>

Batch code

Country of manufacture, date of
manufacture

Hi(E2

Unique device identifier

Use-by date

Temperature limit
(2-8°C)

L %

Biological risks

%0

Pictograms for caution

O

This way up

—
—
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ANNEX B:

WARNINGS AND PRECAUTIONS

¢ Hazardous Component: 0.05% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

e Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated clothing and wash
it before reuse.
P333+P313: If skin irritation or rash occurs: get
medical advice/attention.
P321: Seek immediate care from a doctor.
P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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C86006-S  CB86006  C86006-L
N7 2%50 2x150 ce2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME

In vitro diagnostic medical device

iFlash-CA 15-3
BASIC UDI-DI
GMN:692591270025GZ

INTENDED USE

The iFlash-CA 15-3 assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for quantitative
determination of Cancer Antigen 15-3 (CA 15-3) in human
serum and plasma collected from individuals with
confirmed breast cancer using the automated
Chemiluminescence  Immunoassay  Analyzer. The
iFlash-CA 15-3 assay is to be used by both healthcare
professionals and trained personnel in laboratory as an
aid in monitoring response to treatment in breast cancer
patients and in the early detection of recurrence in
previously treated stage Il and Il breast cancer patients
together with other clinical methods.

SUMMARY AND EXPLANATION

Cancer Antigen 15-3 (CA 15-3) is termed MAM-6 and
belongs to a subgroup of sialylated glycoproteins
designated polymorphic epithelial mucin (PEM).["" The
extracellular domain of mucin 1 can be released by
ADAM17 and MT-MMP1 proteases into the extracellular
matrix and thus shed into serum.”? Research studies have
indicated that CA 15-3 assay values are frequently
elevated in patients with breast cancer.?! Elevations of CA
15-3 assay values have been reported in individuals with
nonmalignant conditions such as cirrhosis, hepatitis,
autoimmune disorders,! benign diseases of the ovary and
breast,® and recurrence of breast cancer.®!

The CA 15-3 assay may be of clinical value for monitoring
the response of patients undergoing therapy because
increasing and decreasing values correlated with disease
progression and regression, respectively.”! Due to its high
sensitivity for metastatic breast cancer, determination of
CA 15-3 assay values is particularly important in the
diagnosis of relapses and in monitoring relapse therapy.®!

ASSAY PRINCIPLE

The iFlash-CA 15-3 assay is a sandwich immunoassay

using direct chemiluminometric technique.

e Incubation: CA 15-3 in the sample reacts with CA 15-3
antibody-coated paramagnetic microparticles and
acridinium-ester-labeled CA 15-3 antibody conjugate
to form a sandwich complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction vessel, and the

unbound materials are washed away by the wash
buffer.

Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

A direct relationship exists between the amount of CA
15-3 in the sample and the RLUs detected by the
iFlash optical system.

Results are determined from a calibration curve, which
is generated by 3-point calibration and a master curve
provided via the reagent QR code.

REAGENTS
Com Specification
pone 1x50 2x50 2x150 Content
nt Tests/kit  Tests/kit  Tests/kit
Monoclonal CA 15-3
antibody-coated
paramagnetic
1pack, 2packs, 2packs, micro-particles
R1 3.5 3.5 9.1 (mouse, 0.12
mL/pack mL/pack mL/pack mg/mL); 0.05%
ProClin 300 as
preservative. BSA
as protein stabilizer.
Acridinium-ester-lab
eled monoclonal CA
1 pack 2 packs, 2 packs 153 antibody
R2 b5 fos “Hea (mouse,
mbL/pack mL/pack  mL/pack 0.40ug/mL); 0.05%
ProClin 300 as
preservative. BSA
as protein stabilizer.
Sample diluent;
1pack, 2packs, 2packs, Phosphate buffer,
R3 4.0 4.0 9.5 surfactant,  0.05%
ml/pack ml/pack mL/pack ProClin 300 as
preservative.
Calibrator 1, TRIS
1bottle, 1bottle, 1 bottle, buffer with protein
CAL1 1.0 1.0 1.0 stabilizer, 0.05%
mL/bottle  mL/bottle mL/bottle ProClin 300 as
preservative.
Calibrator 2, CA
15-3 (human
1bottle,  1bottle, 1 bottle, Plasma) in TRIS
CAL2 1.0 1.0 1.0 buffer with protein

ml/bottle  mL/bottle mL/bottle  stabilizer (BSA),
0.05% ProClin 300
as preservative.

CAL3 1.0 1.0 1.0

Calibrator 3, CA

15-3 (human

plasma) in TRIS

buffer with protein

mL/bottle  mL/bottle mL/bottle stabilizer (BSA),
0.05% ProClin 300
as preservative.

1 bottle, 1 bottle, 1 bottle,

1/5
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC058, Tumor Marker Multi Control.

CC816, Tumor Marker Multi Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer complete assurance
that products derived from biological sources
(human/animal/microbial) will not transmit infection.
Therefore, all biological materials should be
considered potentially infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

* Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

« Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

« For material safety data, refer to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING
e The reagents may not be used after the stated

expiration date.

* Avoid the formation of bubbles with all reagents.

e The reagents in the pack and calibrators are ready to
use.

« Close the bottles of calibrator right after calibration and
store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-CA 15-3 reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage:

* Store at 2-8°C in an upright position.

e The kit may be used immediately after taken out from
2-8°C storage.

e The R2 component should be preserved from light
source.

Stability:

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma in dipotassium EDTA, heparin lithium,
and heparin sodium are recommended.

e The criteria of the sample type agreement: The 95%
confidence interval of bias has an intersection with
-8%~8%. The slope of the regression equation should
be between 0.9~1.1 and the correlation coefficient
should be greater than 0.95.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

« Centrifuge the specimens.

e Store serum & plasma (potassium EDTA, heparin
lithium, and heparin sodium) specimens are stable for
21 hours at 20-25°C, 8 days at 2-8°C, 36 days at
-20°C or below.

e If the serum or the plasma specimens testing will not
be completed within 21 hours, refrigerate the samples
at 2-8°C.

e |If the serum or plasma specimens testing will not be
completed within 8 days, or for the need of sample
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shipment, freeze the sample at -20°C or below.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 1 time.

e Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

e Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

* Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e The test-specific parameters stored in barcode on the
reagent pack are read in. In case the barcode cannot
be read, enter the sequence numbers manually.

e Load the iFlash-CA 15-3 reagent. The microparticles
must be fully suspended before the reagent is loaded.

o Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (6 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the
functions automatically and calculates the results.

e CA 15-3 in the sample concentration is lower than
40,000 U/mL, there will be no hook effect.

CALIBRATION
e Traceability: This method has been standardized by

the YHLO internal standard for CA 15-3. Currently
there is no reference materials or reference
measurement procedure for this assay. Assigned
values for calibrators are traceable to this
standardization.

e Every iFlash-CA 15-3 reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-CA 15-3 calibration, test CAL1.
CAL2 and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-CA 15-3 calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:
 After 56 days when using the same reagent lot.

» Areagent kit with a new lot number is used.
« Controls are out of range.
« Required by pertinent regulations.

MEASURING RANGE

0.5-500 U/mL.

Values below the Lower Limit of Measuring Range are
reported as < 0.5 U/mL. Values above the measuring
range are reported as > 500 U/mL.

QUALITY CONTROL
For quality control, YHLO Tumor Marker Multi Control,
EVER-BLUE Tumor Marker Multi Control are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

« Verify that the materials are not expired.

« Verify that required maintenance was performed.

« Verify that the assay was performed according to the

instruction for use.
« Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT
Calculation:

The iFlash system automatically calculates the analyte
concentration of each sample. The iFlash-CA 15-3 assay
utilizes a 4 Parameter Logistic Curve fit data reduction
method to generate a calibration curve. The results are
given in U/mL.

3/5

04,2024-01-12



CA15-3

iFlash

Chemiluminescence Immunoassay Analyzer

Expected Values:

A study of iFlash-CA 15-3 assay on samples from 286
apparently healthy persons of various age groups yielded
the following result:

< 25.00 U/mL (95" percentile)

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of
the patient, including symptoms, clinical history
results.

e The results from alternative assays (i.e. EIA or RIA)
may not be equivalent and cannot be used
interchangeably.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin < 30 mg/dL), hemolysis (hemoglobin <
1,500 mg/dL), lipemia (triglyceride < 3,000 mg/dL),
serum total protein (< 12 g/dL) and biotin (100 ng/mL).

* No interference was observed from rheumatoid factors
up to a concentration of 2,000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

« No interference was observed from carboplatin (<200
pg/mL), cyclophosphamide (<1000 pg/mL), cisplatin (<
225 pg/mL), doxorubicin (£75 pg/mL), etoposide (<400
pg/mL), 5-fluorouracil (€500 pg/mL), flutamide (<1000
dg/mL), methotrexate (<200 pg/mL), mitomycin (25
ug/mL), tamoxifen (50 ug/mL) and taxol (< 5.5 pg/mL).

e Samples containing an apparent CA 15-3 level as high
as 40,000 U/mL did not exhibit a hook effect in the
iFlash-CA 15-3 assay.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.

Precision

The precision of iFlash-CA 15-3 was determined using CA
15-3 reagents and controls. Three mixing serum with
different concentration levels of CA 15-3 and two quality
control materials were tested using iFlash-CA 15-3.

The repeatability and within-Laboratory precision were
determined according to EP5-A3 of CLSI (Clinical and
Laboratory Standards Institute) requirement which test 20
days with duplicate in each run and two runs per day. The
results of the study are shown below:

Within-Laboratory
Repeatability
Mean Precision

(UmL)  SD SD
%CV %CV
(UimL) (UimL)

Sample

1 24.8 0.80 3.23% 1.64 6.64%

2 128 3.10 2.42% 6.71 5.23%
3 412 156.3 3.71% 227 5.52%
QC1 317 1.50 4.75% 2.32 7.32%
QC2 925 3.48 3.77% 6.64 7.18%

The reproducibility was confirmed according to EP5-A3 of
CLSI which performed test for 5 days in three sites and
the 5 replicates per day per site, and calculating percent
coefficient of variation (%CV). The results of the study are
shown below:

Reproducibility

Sample Mean (U/mL)
SD (U/mL) %CV
1 33.1 2.52 7.63
2 116 9.23 7.97
3 415 31.0 7.47
QC1 30.4 2.34 7.72
QC2 88.5 6.41 7.24

Linearity Range

0.59-500 U/mL.

The Linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Sensitivity

The Limit of Blank, Limit of Detection and Limit of
Quantitation were determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP17-A2
requirements.

Limit of Blank = 0.195 U/mL

Limit of Detection = 0.288 U/mL

Limit of Quantitation = 2.0 U/mL

Clinical Performance

A comparison of the iFlash-CA 15-3 assay (y) with a
commercially available CA 15-3 assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing-Bablok)

y = 0.862x+2.109
T=0.968
SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which

YSTEM reagents can be used

Manufacturer

Authorized representative in the
European Community

iEi<4BEE

% Importer

c € CE Marking of Conformity with
2797 notified body ID number

Caution

Consult instructions for use

In vitro diagnostic medical
device

8l &=|>

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

HiEE

Use-by date

Temperature limit
(2-8°C)

~|I

&

Biological risks

Pictograms for caution

This way up

= ot

ANNEX B:
WARNINGS AND PRECAUTIONS

Hazardous Component: 0.05% ProClin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin reaction.
Precautionary Statements:

P261: Avoid
dust/fume/gas/mist/vapour/spray.

breathing

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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C86007-S  CB86007  C86007-L
</ 1x50 2x50 2x150 C €2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

In vitro diagnostic medical device

NAME
iFlash-CA 19-9

BASIC UDI-DI
GMN:692591270026H3

INTENDED USE

The iFlash-CA 19-9 assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for quantitative
determination of Carbohydrate Antigen 19-9 (CA19-9) in
human serum and plasma collected from individuals
suspected or confirmed of pancreatic cancer using the
automated Chemiluminescence Immunoassay Analyzer.
The iFlash-CA 19-9 assay is to be used by laboratory
professionals as an aid in the management of pancreatic
cancer patients together with other clinical methods.

SUMMARY AND EXPLANATION

Carbohydrate  Antigen 19-9 (CA 19-9) is a
monosialoganglioside which exists as a glycolipid
attached to a sialylated Lewis A blood group antigen. In
serum, CA 19-9 occurs as a circulating high molecular
weight, carbohydrate-rich  glycoprotein  associated
primarily with mucin with a half-life of approximately 14 h.["}
CA 19-9 is synthesized by normal human pancreatic and
biliary ductal cells and by gastric, colon, endometrial and
salivary epithelia.”! Elevated CA 19-9 levels have been
found in the serum of subjects with pancreatic cancer.?3
CA 19-9 assay is useful for differential diagnosis and
monitoring of patients with pancreatic carcinoma.*s A
persistent elevation in CA 19-9 assay value following
treatment may be indicative of occult metastatic and/or
residual disease. A persistently rising CA 19-9 assay value
may be associated with progressive malignant disease
and poor therapeutic response. A declining CA 19-9 assay
value may be indicative of a favorable prognosis and good
response to treatment.[6.7

ASSAY PRINCIPLE

The CA 19-9 assay is a sandwich immunoassay using

direct chemiluminometric technique.

e Incubation: CA 19-9 in the sample reacts with anti-CA
19-9-coated  paramagnetic ~ microparticles  and
acridinium-labeled anti-CA 19-9 conjugate to form a
sandwich complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

* Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The

resulting chemiluminescent reaction is measured as
relative light units (RLUs).

A direct relationship exists between the amount of CA
19-9 in the sample and the RLUs detected by the
iFlash optical system.

Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content
Tests/kit  Tests/kit  Tests/kit
CA 19-9-coated
paramagnetic
1pack, 2packs, 2packs, micro-particles
R1 3.5 3.5 8.5 (mouse, 0.2
ml/pack mL/pack mL/pack mg/mL), 0.05%
ProClin 300 as
preservative.
Acridinium-ester-la
beled anti-CA 19-9
1 pack, 2 packs, 2packs, antibody conjugate
R2 4.0 4.0 7.8 (mouse, 0.16
mbL/pack mL/pack ml/pack pg/mL), 0.05%
ProClin 300 as
preservative.
Calibrator 1, TRIS
1 bottle, 1 bottle, 1 bottle, buffer with protein
CAL1 1.0 1.0 1.0 stabilizer (BSA),
mL/bottl mL/bottl  mL/bottl 0.05% ProClin 300
e e e as  preservative,
lyophilized product.
Calibrator 2, CA
19-9 protein
1 bottle, 1 bottle, 1 bottle, (human) in TRIS
CAL2 1.0 1.0 1.0 buffer with protein
mL/bottl  mL/bottl  mL/bottl  stabilizer (BSA),
e e e 0.05% ProClin 300
as preservative,
lyophilized product.
Calibrator 3, CA
19-9 protein
1 bottle, 1 bottle, 1 bottle, (human) in TRIS
CAL3 1.0 1.0 1.0 buffer with protein
mb/bottl  mL/bottl  mL/bottl  stabilizer (BSA),
e e e 0.05% ProClin 300

as preservative,
lyophilized product.

MATERIALS REQUIRED BUT NOT PROVIDED
C89999/089959/089949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

(C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered

sali

ne solution.

080001, Wash Buffer (10x): phosphate buffered

sali

ne solution.

C6100, Reaction Vessel.

89920, Sample Diluent.

ZCCO058, Tumor Marker Multi Control.
CC816, Tumor Marker Multi Control.
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INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

e Wear gloves when handling specimens or reagents.

* Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labelling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

« Avoid the formation of bubbles with all reagents.

« The reagents in the pack are ready for use.

e Carefully dissolve the contents of each bottle of
calibrator by adding exactly 1.0 mL of distilled or
deionized water. Remain standing-up and closed for
15 minutes to reconstitute. Mix thoroughly and avoid
bubble formation.

e Calibrators should be measured within 30 minutes
after being dissolved, otherwise preserved as frozen.

« Stability of reconstituted calibrator:
2-8°C: 9 days;
20-25°C: 90 mins;

-20°C: 56 days;
Freeze-thaw: no more than 3 times.

« Do not pool reagents within a reagent kit or between
reagent Kits.

e Prior to loading the iFlash-CA 19-9 reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
e Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

« The reagent should be avoided from frozen.
Stability

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin,
and K»-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

« Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 24 hours.

e Specimens can be preserved at 2-8°C for 10 days.

* Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 2 times.

« Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

* Do not use heat-inactivated samples.
e Ensure that the patient samples, calibrators and
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controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-CA 19-9 reagent. The microparticles
must be fully suspended before the reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for CA 19-9.

e Every iFlash-CA 19-9 reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-CA 19-9 calibration, test CAL1,
CAL2 and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-CA 19-9 calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:

 After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

MEASURING RANGE
2-1200 U/mL
Values below the lower limit of measuring range are

reported as <2 U/mL. Values above the upper limit of
measuring range are reported as >1200 U/mL.

DILUTION

Samples with CA 19-9 concentrations above the
measuring range can be diluted with sample diluent. The
maximum dilution is 1:10, either automatically by the
analyzer or manually.

After manual dilution, multiply the result by the dilution
factor.

After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the
sample concentration.

QUALITY CONTROL
For quality control, YHLO Tumor Marker Multi Control,
EVER-BLUE  Tumor Marker Multi Control are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.
e Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in U/mL.
Expected Values
A study of iFlash-CA 19-9 assay on samples from 277
apparently healthy persons of various age groups yielded
the following result:

< 37 U/mL (97.5" percentile)
It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-CA 19-9 assay is limited to the
determination of CA 19-9 in human serum or plasma
(lithium heparin, sodium heparin and K>-EDTA). It has
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not been validated for use on plasma with other types
of anticoagulants.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent CA 19-9 level as high
as 12000 U/mL did not exhibit a hook effect in the
iFlash-CA 19-9 assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=40 mg/dL), hemolysis
(hemoglobin<1500 mg/dL), lipemia (triglyceride<2000
mg/dL) and serum total protein (10 g/dL).

* No interference was observed from rheumatoid factors
up to a concentration of 2,000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-CA 19-9, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 5
days in 3 sites, 2 runs per day, 3 replicates per run.The
results of the study are shown below:

R« il Repr
Sample  Mean (U/mL)
SD (U/mL)  %CV  SD (UmL) %CV

1 30.10 1.183 3.93% 1.844 6.13%
2 239.80 9.176 3.83% 17.726 7.39%
3 795.43 30.931 3.89% 49386  6.21%
Qc1 16.00 0.656 4.10% 0.846 5.29%
Qc2 79.88 2.946 3.69% 5.721 7.16%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute) EP17-A2
requirements.

Limit of Blank = 1 U/mL

Limit of Detection = 2 U/mL

Limit of Quantitation = 3 U/mL

Linearity Range

2-1200 U/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The following cancer drugs and substances were tested,

no interference with the assay was found.

Drug/substance Concentration
Adriamycin 75 pg/mL
Cyclophosphamide 1000 pg/mL
Cisplatin 250 pug/mL
5-Fluorouracil 500 pg/mL
Methotrexate 1500 pg/mL
Carboplatin 1000 pg/mL
Paclitaxel 5.5 ug/mL
Etoposide 400 pg/mL
Cytosine arabinoside 30 pg/mL
Tamoxifen 50 pg/mL
Vinblastine sulfate 500 pg/mL
Mitomycin-C 100 pg/mL
CA12-5 500 U/mL
CA15-3 500 U/mL
CEA 200 ng/mL
HCG 1000 1U/mL

Clinical Performance

A comparison of the iFlash-CA 19-9 assay (y) with a
commercially available CA 19-9 assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing Bablok regression).

y=0.935x-0.681

T=0.989

Sample concentration: 2.06-1198.4 U/mL

Number of samples measured: 106

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

@R <0 B E

CE Marking of Conformity with
notified body ID number

I8
m

Caution

Consult instructions for use

In vitro diagnostic medical
device

Batch code

&8 = >

Country of manufacture, date of
manufacture

Unique device identifier

glz2

Use-by date

Temperature limit
(2-8°C)

L %

Biological risks

%0

GHS07

Pictograms for caution

©

—
—

This way up

ANNEX B:

WARNINGS AND PRECAUTIONS

e Hazardous Component: 0.05% Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

* Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
P261: Avoid
dust/fume/gas/mist/vapour/spray.

breathing

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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CYFRA 21-1

iFlash

Chemiluminescence Immunoassay Analyzer

C86028-5  C86028  C86028-L
N7 2x50 2x150 CE2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-CYFRA 21-1

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270027H5

INTENDED USE

The iFlash-CYFRA 21-1 assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for quantitative
determination of cytokeratin 19 (CYFRA21-1) in human
serum and plasma collected from individuals suspected or
confirmed of lung cancer using the automated
Chemiluminescence  Immunoassay Analyzer. The
iFlash-CYFRA 21-1 assay is to be used by laboratory
professionals as an aid in the prognosis and monitoring of
non-small cell lung cancer together with other clinical
methods.

SUMMARY AND EXPLANATION

Cytokeratin 19 fragment (CYFRA 21-1) is a fragment of
cytokeratin (CK) 19. CKs exist in many normal and
malignant epithelial cells. CK have been classified into 20
subtypes based on differences in the molecular mass and
isoelectric point as determined by 2-dimensional
electrophoresis. CK19 is a soluble type | CK, and has the
lowest molecular mass (40 kDa) among the CKs.
Activated proteases in malignant epithelial cells increase
cytokeratin degradation, with the consequent release of
cytokeratin fragments, particularly fragment 19 (CYFRA
21-1), into the blood.['2

Lung cancer is one of the leading causes of death
throughout the world and has the highest mortality of all
cancers. Approximately 85% of all lung cancers are
classified as non-small-cell lung cancer (NSCLC),
including squamous cell carcinoma (SCC), lung
adenocarcinoma (LAD), and large cell carcinoma (LCC).
The lack of efficient diagnostic methods and successful
treatment for early detection and metastatic disease have
caused the poor prognosis.®®! Currently, CYFRA21-1 and
CEA are two widely researched biomarkers used together
in monitoring the course of disease of NSCLC.") CYFRA
21-1 has been well documented as an excellent tumor
marker for NSCLC.P! It is abundant in the pulmonary
tissue. Serum concentrations are particularly elevated in
the carcinoid tumors and in SCC of the lung where it
correlates with the tumor size, lymph node status and the
stage of disease. As a result, CYFRA21-1 have been
identified as useful prognostic factors in NSCLC, as
predictors of efficacy for targeted therapy or
chemotherapy and as markers of postoperative
recurrence and metastasis.!®!

ASSAY PRINCIPLE

The CYFRA 21-1 assay is a sandwich immunoassay using

direct chemiluminometric technique.

e Incubation: CYFRA 21-1 in the sample reacts with
anti-CYFRA  21-1  antibody-coated paramagnetic
microparticles and acridinium-labeled anti-CYFRA
21-1 antibody conjugate to form a sandwich complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

« Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e A direct relationship exists between the amount of
CYFRA 21-1 in the sample and the RLUs detected by
the iFlash optical system.

e Results are determined from a calibration curve, which
is generated by a 3-point calibration and a master
curve provided via the reagent QR code.

CYFRA 211

iFlash

Chemil 1ce Inmunoassay Analyzer

Calibrator 2,
CYFRA  21-1
(human) in
TRIS buffer
with protein
stabilizer
(BSA), 0.05%
ProClin 300 as
preservative,
lyophilized.

1 bottle, 1 bottle, 1 bottle,
CAL2 1.0 1.0 1.0
ml/bottle  mL/bottle  mL/bottle

Calibrator 3,
CYFRA  21-1
(human) in
TRIS buffer
with protein
stabilizer
(BSA), 0.05%
ProClin 300 as
preservative,
lyophilized.

1 bottle, 1 bottle, 1 bottle,
CAL3 1.0 1.0 1.0
ml/bottle  mL/bottle  mL/bottle

REAGENTS
Com Specification
pone 1x50 2x50 2x150 Content
nt Tests/kit Tests/kit Tests/kit
Anti-CYFRA
211
antibody-coate
1 pack, 2 packs, 2 packs, d paramagnetic
R1 3.5 3.5 8.5 microparticles
mbl/pack  mlL/pack ml/pack (mouse, 0.15
mg/mL), 0.05%
ProClin 300 as
preservative.
Acridinium-este
r-labeled
anti-CYFRA
1 pack, 2 packs, 2 packs, 21-1 antibody
R2 4.0 4.0 7.8 conjugate
mL/pack mL/pack  mL/pack (mouse, 0.4
pg/mL), 0.05%
ProClin 300 as
preservative.
Reaction
1 pack, 2 packs, 2 packs, buffer, MES
R3 4.0 4.0 7.8 buffer, 0.1%
ml/pack  mlL/pack mL/pack ProClin 300 as
preservative.
Calibrator 1,
TRIS buffer
1bottle,  1bottle, 1 bottle, ‘;‘;‘;‘:inzefr"‘e'”
CAL1 1.0 1.0 1.0 (BSA), 0.05%
mL/bottle  mL/bottle  mL/bottle ProClin 300 as
preservative,
lyophilized.
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

CC368, CYFRA21-1 Control.

ZCC082, CYFRA 21-1 Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potential infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

e Disposal of all waste materials should be in
accordance with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and

personal protective equipment when handling this kit,
and use this product in accordance with the label. All
laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.

« The reagents in the pack are ready for use.

e Carefully dissolve the content of each bottle of
calibrator by adding exactly 1.0 mL of distilled or
deionized water. Remain standing-up position and
closed for 15 minutes to reconstitute. Mix thoroughly
and avoid bubble formation.

e Calibrators should be measured within 30 minutes
after being dissolved.

« Stability of reconstituted calibrator:
2-8°C: 9 days;
20-25°C: 90 mins;

-20°C: 56 days;
Freeze-thaw: no more than 3 times.

« Do not pool reagents within a reagent kit or between
reagent Kits.

e Prior to loading the iFlash-CYFRA 21-1 reagent pack
on the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

* The reagent should be avoided from frozen.
Stability

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

Perucrpanus MU B PocappasEanzope
www.nevacert.ru | info@nevacert.ru
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Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

Centrifuge the specimens.

Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

Specimens can be preserved at 2-8°C for 12 days.
Specimens can be preserved at -20°C for 90 days.
Frozen specimens must be mixed thoroughly after
thawing.

The samples are suggested to be frozen for no more
than 3 times.

Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.
Ensure that residual fibrin and cellular matters have
been removed prior to analysis.

Use with caution in handling patient specimens to
prevent cross-contamination.

Do not use heat-inactivated samples.

Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

Other types of sample collection tubes have not been
examined by this method yet.

The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

Reagent information are automatically read in via the
barcodes on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

Load the iFlash-CYFRA 21-1 reagent. The
microparticles must be fully suspended before the
reagent is loaded.

Before testing, the instrument will automatically
resuspend the microparticles to mix well.

Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (10 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for CYFRA 21-1.

e Every iFlash-CYFRA 21-1 reagent kit has a QR code
label containing the specific information for calibration
of the particular reagent lot.

e To perform an iFlash-CYFRA 21-1 calibration, test
CAL1, CAL2 and CAL3 in duplicate, and the
predefined master curve is adapted to the analyzer.

e Once an iFlash-CYFRA 21-1 calibration is accepted
and stored, all subsequent samples can be tested
without further calibration unless:

« After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

« Required by pertinent regulations.

MEASURING RANGE

0.4 - 500 ng/mL

Values below the lower limit of measuring range are
reported as <0.4 ng/mL. Values above the upper limit of
measuring range are reported as >500 ng/mL.

QUALITY CONTROL
For quality control, YHLO CYFRA21-1 Control,
EVER-BLUE CYFRA 21-1 Control are recommended. In
addition, other commercially available quality control
materials with at least two levels of analyte that have been
verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

« Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the
instruction for use.

* Rerun the assay with fresh quality control samples.
If necessary, contact your local technical support provider
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or distributor for assistance.

RESULT
Calculation
The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.
The results are given in ng/mL.
Expected Values
A study of iFlash-CYFRA 21-1 assay on samples from 215
apparent healthy persons yielded the following result:

< 3.30 ng/mL (95" percentile)
It is recommended that each laboratory establishes its
own expected reference range for the specific population.

LIMITATIONS

e The iFlash-CYFRA 21-1 assay is limited to the
determination of CYFRA 21-1 in human serum or
plasma (lithium heparin, sodium heparin and K>-EDTA).
It has not been validated for use on plasma with other
types of anticoagulants.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent CYFRA 21-1 level as
high as 6000 ng/mL did not exhibit a hook effect in the
iFlash-CYFRA 21-1 assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=40 mg/dL), hemolysis
(hemoglobin£1500 mg/dL), lipemia (triglyceride<s3000
mg/dL) and serum total protein (<12 g/dL) .

¢ No interference was observed from rheumatoid factors
up to a concentration of 2000 1U/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-CYFRA 21-1,
clinical samples and controls according to EP05-A3 of
CLSI (Clinical and Laboratory Standards Institute): test for
5 days in 3 sites, 2 runs per day, 3 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility

Sample (rﬁf;?i"u ) sD
o o
(ng/mL) %V (ng/mL) wCv
1 3.55 0.09 2.56% 0.19 5.29%

2 120.78 2.95 2.44% 5.99 4.96%

3 354.03 7.13 2.01% 13.90 3.93%
QC1 20.91 0.72 3.42% 1.00 4.78%
QC2 210.05 6.99 3.33% 10.48 4.99%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and  Laboratory  Standards Institute) EP17-A2
requirements.

Limit of Blank = 0.1 ng/mL

Limit of Detection = 0.4 ng/mL

Limit of Quantitation = 0.6 ng/mL

Linearity Range

0.4- 500 ng/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-CYFRA 21-1 assay was
evaluated with B-HCG, AFP, CA19-9, CEA, NSE, Ferritin
and CA15-3, no interference with the assay was found.

Analogue Concentration
B-HCG 500 mlU/mL
AFP 1000 ng/mL
CA19-9 1000 U/mL
CEA 10000 ng/mL
NSE 5000 ng/mL
Ferritin 10000 ng/mL
CA15-3 100 mIU/mL

The following cancer drugs were tested, no interference
with the assay was found.

Drug Concentration
Adriamycin 75 pg/mL
Cyclophosphamide 1000 pg/mL
Cisplatin 250 pug/mL
5-Fluorouracil 500 pg/mL
Methotrexate 1500 pg/mL
Carboplatin 1000 pg/mL
Paclitaxel 5.5 ug/mL
Etoposide 400 pg/mL
Cytosine arabinoside 30 pg/mL
Tamoxifen 50 pg/mL
Vinblastine sulfate 500 pg/mL
Mitomycin-C 100 pg/mL

Clinical Performance

A comparison of the iFlash-CYFRA 21-1 assay (y) with a
commercially available CYFRA 21-1 assay (x) using
clinical samples was performed, and the curve is fitted
with linear regression (Passing-Bablok regression).

y =0.994x + 0.108

T=0.989
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Sample concentration: 0.47-486.71 ng/mL
Number of samples measured: 121

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed

REFERENCES

1. Yu Z, Zhang G, et al. Systematic review of CYFRA
21-1 as a prognostic indicator and its predictive
correlation  with  clinicopathological ~features in
Non-small Cell Lung Cancer: A
meta-analysis.Oncotarget. 2017;8(3):4043-50.

2. Takeuchi A, Oguri T, et al. Predictive and Prognostic
Value of CYFRA 21-1 for Advanced Non-small Cell

Lung Cancer Treated with EGFR-TKIs. Anticancer Res.

2017;37(10):5771-6.

3. Ful,WangR, etal. CYFRA21-1 tests in the diagnosis
of non-small cell lung cancer: A meta-analysis. Int J
Biol Markers. 2019;34(3):251-61.

4. Zhao T, Mao G, et al. The Role of Change Rates of
CYFRA21-1 and CEA in Predicting Chemotherapy
Efficacy for Non-Small-Cell Lung Cancer. Comput
Math Methods Med. 2021 Sep 21;2021:1951364.

5. Dal Bello MG, Filiberti RA, et al. The role of CEA,
CYFRA21-1 and NSE in monitoring tumor response to
Nivolumab in advanced non-small cell lung cancer
(NSCLC) patients. J Transl Med. 2019 Mar 8;17(1):74.

SHENZHEN YHLO BIOTECH CO., LTD.
MBuilding 1, YHLO Biopark, Baolong 2nd Road,
Baolong Subdistrict, Longgang District,

Shenzhen, Guangdong, 518116, China
TEL: +86-0755-26473359

Shanghai International Holding Corp. GmbH

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

ANNEX A:
EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Li<B 8@

Authorized representative in the
European Community

@

Importer

CE Marking of Conformity with
notified body ID number

c €2797

Caution

Consult instructions for use

il

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

Use-by date

Temperature limit
(2-8°C)

1 %

Biological risks

%0

Pictograms for caution

O

This way up
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ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.1% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
* Signal word: Warning
* Hazard Statements:
H317: May cause an allergic skin reaction.
H412: Harmful to aquatic life with long lasting effects.
e Precautionary Statements:

P261: Avoid
dust/fume/gas/mist/vapour/spray.

breathing

P273: Avoid release to the environment.
P280: Wear protective gloves.

P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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iFlash

Chemilumi Immunoassay Analyzer

C86029-5  CB86029  C86029-L

N7 2%50 2x150 C €2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;

iFlash 1200-A; iFlash 9000-A

NAME
iFlash-NSE

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270028H7

INTENDED USE

The iFlash-NSE assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for quantitative
detection of neuron-specific enolase (NSE) in human
serum collected from individuals suspected or confirmed
of lung cancer using the automated Chemiluminescence
Immunoassay Analyzer. The iFlash-NSE assay is to be
used by laboratory professionals as an aid in monitoring
patients with small cell lung cancer together with other
clinical methods.

SUMMARY AND EXPLANATION

Neuron-specific  enolase (NSE) is a  dimeric
metalloenzyme which functions as a cell specific
isoenzyme of the glycolytic enzyme enolase. It is
comprised of yy homodimers and ay heterodimers that are
predominantly expressed in mature neurons and cells of
neuronal origin, although the ay heterodimer can also be
found in erythrocytes and platelets and released upon
hemolysis.[! NSE concentration in serum was shown to
correlate with tumor burden, metastasis and treatment
response in tumors of neuroendocrine origin such as
small-cell lung cancer (SCLC).234 Morever, NSE
measurements have high diagnostic efficacy for early
SCLC screening."® And the combination of NSE and
pro-gastrin-releasing peptide (ProGRP) is helpful to
differentiate SCLC from non-small cell lung cancer
(NSCLC).l NSE also has prognostic value in all SCLC
patients, ES-SCLC (extensive-stage SCLC) patients and
LS-SCLC (limited-stage SCLC) patients.[:89

ASSAY PRINCIPLE

The NSE assay is a sandwich immunoassay using direct

chemiluminometric technique.

e Incubation: NSE in the sample reacts with anti-NSE
antibody coated paramagnetic microparticles and
acridinium-ester-labeled anti-NSE antibody conjugate
to form a sandwich complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

e Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as

relative light units (RLUs).

A direct relationship exists between the amount of
NSE in the sample and the RLUs detected by the
iFlash optical system.

Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.

REAGENTS

Comp

one

Specification
nt  1x50 2x50 2x150 Content
Tests/kit  Tests/kit  Tests/kit

Anti-NSE antibody

coated
1 pack, 2 packs, 2 packs, pqramagnfetllc
R1 35 35 8.5 Emcro—partlc eso 25
mouse, .
mbl/pack mL/pack  mL/pack mg/mL), 0.05%
ProClin 300 as
preservative.
Acridinium-ester-|
abeled anti-NSE
1 pack, 2 packs, 2 packs, ant|pody
R2 2.0 4.0 78 conjugate (mouse,

0.400 ug/mL),
0.08% ProClin
300 as
preservative.

mbl/pack mL/pack mL/pack

Calibrator 1, PBS
buffer with protein
1 bottle, 1 bottle, 1 bottle, stabilizer (BSA),

CAL1 1.0mL 1.0mL 1.0mL  0.05% ProClin

/bottle /bottle /bottle 300 as
preservative,
lyophilized.

CAL2 1.0 mL 1.0mL 1.0mL

Calibrator 2, NSE
(E.coli) in PBS
buffer with protein
stabilizer  (BSA),
0.05% ProClin
300 as
preservative,
lyophilized.

1 bottle, 1 bottle, 1 bottle,

/bottle /bottle /bottle

CAL3 1.0 mL 1.0mL 1.0mL

Calibrator 3, NSE
(E.coli) in PBS
buffer with protein
stabilizer  (BSA),
0.05% ProClin
300 as
preservative,
lyophilized.

1 bottle, 1 bottle, 1 bottle,

/bottle /bottle /bottle

MATERIALS REQUIRED BUT NOT PROVIDED
089999/C89959/089949, Pre-Trigger Solution (1x):

hyd

rogen peroxide solution.

C89998/(389958/(389948, Trigger Solution  (1x):

sod

ium hydroxide solution.

089997, Wash Buffer (1x): phosphate buffered

sali

ne solution.

080001, Wash Buffer (10x): phosphate buffered

sali

ne solution.

C6100, Reaction Vessel.
ZCC122, NSE Control.
CC369, NSE Control.
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INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

e Disposal of all waste materials should be in
accordance with local guidelines.

* Wear gloves when handling specimens or reagents.

* Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labelling
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

« Avoid the formation of bubbles with all reagents.

« The reagents in the pack are ready for use.

e Carefully dissolve the content of each bottle of
calibrator by adding exactly 1.0 mL of distilled or
deionized water. Remain standing-up position and
closed for 15 minutes to reconstitute. Mix thoroughly
and avoid bubble formation.

e Calibrators should be measured within 30 minutes
after being dissolved, otherwise preserved as frozen.

« Stability of reconstituted calibrator:
2-8°C: 12 hours;
20-25°C: 90 mins;

-20°C: 28 days;
Freeze-thaw: no more than once.

« Do not pool reagents within a reagent kit or between
reagent Kits.

e Prior to loading the iFlash-NSE reagent pack on the
system for the first time, resuspend the microparticles
by inverting the reagent pack slightly. Visually inspect
the bottle to ensure microparticles are resuspended. If
microparticles are still sticking to the bottle, continue to
invert the bottle until the microparticles are completely
resuspended. If the microparticles do not resuspend,
do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
* Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

« The reagent should be avoided from frozen.
Stability

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum are the recommended sample.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

« Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

e Specimens can be preserved at 2-8°C for 24 hours.

* Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 1 time.

« Centrifuge specimens with a lipid layer on the top, and
transfer only the clarified specimen without the lipemic
material.

* Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matters have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

* Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
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measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum) or autopsy is not yet clarified. The
instrument is not able to verify different sample types,
so the operator should apply the appropriate sample
types to the test.

ASSAY PROCEDURE

* Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcodes on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-NSE reagent. The microparticles must
be fully suspended before the reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This assay has been standardized by the
YHLO internal standard for NSE.

e Every iFlash-NSE reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-NSE calibration, test CAL1,
CAL2, and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-NSE calibration is accepted and stored,
all subsequent samples can be tested without further
calibration unless:

« After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.
 Controls are out of range.

« Required by pertinent regulations.

MEASURING RANGE
0.1-400 ng/mL

Values below the lower limit of measuring range are
reported as <0.10 ng/mL. Values above the upper limit of

measuring range are reported as >400 ng/mL.

QUALITY CONTROL
For quality control, YHLO NSE Control, EVER-BLUE NSE
Control are recommended. In addition, other commercially
available quality control materials with at least two levels
of analyte that have been verified by the laboratory can be
used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

« Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.

¢ Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT
Calculation
The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.
The results are given in ng/mL.
Expected Values
A study of iFlash-NSE assay on samples from 150
apparent healthy persons yielded the following resuilt:

< 16.3 ng/mL (95" percentile)

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-NSE assay is limited to the determination
of NSE in human serum. It has not been validated for
use on plasma.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent NSE level as high as
100000 ng/mL did not exhibit a hook effect in the
iFlash-NSE assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubins40 mg/dL), lipemia (triglyceride<1500
mg/dL) and serum total protein (10 g/dL).

e Hemolysis interferes because erythrocytes contain
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NSE. Cyclophosphamide 1000 pg/mL
¢ No interference w.as observed from rheumatoid factors Cisplatin 250 pg/mL
up tc'> a concentration of 2,000 IU/mL. 5-Fluorouracil 500 pg/mL
e No mterfelrence was observed from HAMA up to a Methotrexate 1500 pg/mL
concentration of 600 ng/mL. Carboplafi 1000 ug/mL
e No interference was observed from ANA up to a ar ?patln Hoim
concentration of 500 AU/mL. Paclitaxel 5.5 pg/mL
Etoposide 400 pg/mL
PERFORMANCE CHARA(.:TERISTICS Cytosine arabinoside 30 pg/mL
Below are t.he r.ep.res.ell'ltatlve perfomjance da?a, and the Tamoxifen 50 pg/mL
results obtained in individual laboratories may differ. ) i
. Vinblastine sulfate 500 pg/mL
Precision Mit inC 100 ug/mL
omycin- m
Precision was determined using iFlash-NSE, clinical tomy Hg
samples and controls according to EP05-A3 of CLSI CA12-5 500 U/mL
(Clinical and Laboratory Standards Institute): test for 5 CA15-3 500 U/mL
days in 3 sites, 2 runs per day, 3 replicates per run. The CA19-9 500 U/mL
results of the study are shown below: HCG 1000 U/mL
Mean Repeatability Reproducibility CEA 500 U/mL
Sample sD sD .
(ng/mL) %CV %CV Clinical Performance
(ng/mL) (ng/mL) ) ; )
N N A comparison of the iFlash-NSE assay (y) with a
1 15.96 0.541 3.39% 1.047  6.56% commercially available NSE assay (x) using clinical
2 80.94 2160 2.67% 3.934 4.86% samples was performed, and the curve is fitted with linear
regression (Passing-Bablok regression).
3 289.43 7.684 2.65% 13.398 4.63%

Qc1 10.72 0376 3.51% 0.650 6.07%
Qc2 45.79 1404 3.07% 2945 6.43%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute) EP17-A2
requirements.

Limit of Blank = 0.03 ng/mL

Limit of Detection = 0.10 ng/mL

Limit of Quantitation = 0.50 ng/mL

Linearity Range

0.1-400 ng/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-NSE assay was
evaluated with CYFRA 21-1 and non-specific neuronal
enolase.

Analogue Concentration  Cross Reactivity
CYFRA 21-1 100 pg/L 0.09%
Non-spedific 500 pg/l 0.08%

neuronal enolase

The following cancer drugs were tested, no interference
with the assay was found.

Drug Concentration

Adriamycin 75 pg/mL

y=1.014x + 0.104

T=0.983

Sample concentration: 0.28-372.2 ng/mL
Number of samples measured: 110

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

@R <E BB

CE Marking of Conformity with
notified body ID number

I8
m

Caution

Consult instructions for use

i

In vitro diagnostic medical
device

Country of manufacture, date of
manufacture

Unique device identifier

Batch code

g Use-by date

/ﬂ/a“c Temperature limit
2c (2-8°C)

Griso7

@ Pictograms for caution

TT This way up

ANNEX B:

WARNINGS AND PRECAUTIONS

e Hazardous Component: 0.08% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

« Signal word: Warning

* Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.
P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.
P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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C86317  C86039  CB86039-L
N7 2%50 2x150 C €2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

Name
iFlash-PCT

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270050GY

INTENDED USE

The iFlash-PCT assay is a paramagnetic particle
chemiluminescent  immunoassay (CLIA) for the
quantitative determination of procalcitonin (PCT) in human
serum and plasma collected from individuals with
suspected or confirmed clinical bacterial infections using
the automated Chemiluminescence Immunoassay
Analyzer. The iFlash-PCT assay is to be used by
healthcare professionals or trained personnel in laboratory
as an aid in diagnosis and monitoring of clinically bacterial
infections together with other clinical methods.

SUMMARY AND EXPLANATION
Procalcitonin (PCT) is the inactive propeptide of calcitonin,
which is released by C cells of the thyroid gland,
hepatocytes, and peripheral monocytes.!"! Because PCT
is decomposed by proteolysis in individuals with a normal
metabolism, its level is normally undetectable in healthy
people.? In severe infections due to bacteria, fungi and
parasites as well as in sepsis, PCT serum titres may
increase.

Clinical evaluations have shown that PCT is an excellent

parameter for below applications:456]

e Assess the degree of severity and prognostic outcome
of systemic infection, sepsis, and multiple organ
failure.

e Early diagnosis of bacterial and mycotic infection and
sepsis.

« Differential diagnosis between systemic infection and
acute inflammatory disease.

e Monitoring high-risk patients for the development of
infections, e.g. after surgery or organ transplantation,
under immune-suppression, or in patients with multiple
trauma.

« Differential diagnosis between bacterial and viral
infection.

ASSAY PRINCIPLE

The PCT assay is a sandwich immunoassay using direct

chemiluminometric technique.

e Incubation: PCT in the sample reacts with
anti-PCT-coated paramagnetic microparticles and
acridinium-ester-labeled anti-PCT conjugate to form a
sandwich complex.

Washing: Under magnetic field, magnetic particles are
adsorbed to the wall of the reaction vessel, and
unbound materials are washed away by the wash
buffer.

Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

A direct relationship exists between the amount of PCT
in the sample and the RLUs detected by the iFlash
optical system.

Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.

REAGENTS
Comp Specification
onent 1><50l 2><50l 2><150A Content
Tests/kit  Tests/kit  Tests/kit
Anti-PCT

antibody-coated
paramagnetic
1 pack, 2 packs, 2 packs, microparticles

R1 3.5 3.5 9.1 (mouse, 0.12
mL/pack  mL/pack mL/pack mg/mL), 35
mL/pack; 0.08%
ProClin 300 as
preservative.
Acridinium-ester-|
abeled anti-PCT
antibody
1pack, 2packs, 2packs, conjugate
R2 4.0 4.0 8.8 (mouse, 0.182
mL/pack  mL/pack mL/pack yg/mL); 4.0

ml/pack;  0.1%
ProClin 300 as
preservative.

CAL1 1.0 1.0

Calibrator 1, 1

bottle, lyophilized

1 bottle, powder, TRIS
1.0 buffer with protei
mUjpoty  Puffer with protein
e stabilizer, 0.05%
ProClin 300 as

preservative.

1 bottle, 1 bottle,

mL/bottle  mL/bottle

Calibrator 2, 1
bottle, lyophilized
1 bottle, powder, PCT

Tbottle,  1bottle, " 'h™  (Ecoly in TRIS

CAL2 1.0 1.0 . R
mUbotle mibottle M-/POt  buffer with protein
€ stabilizer, 0.05%
ProClin 300 as
preservative.

Calibrator 3, 1
bottle, lyophilized
1 bottle, ~Ppowder, PCT

1botlle,  1bottle, "™ (£ ooy in TRIS

CAL3 1.0 1.0 . )
mUbotle mibottle M-/POt  buffer with protein
€ stabilizer, 0.05%
ProClin 300 as
preservative.
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCCO036, PCT Control.

CC820, Procalcitonin Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer complete assurance
that products derived from biological sources
(human/animal/microbial) will not transmit infection.
Therefore, all biological materials should be
considered potentially infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

« For material safety data, refer to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING
e The reagents should not be used after the stated

expiration date.

* Avoid formation of bubbles with all reagents.

* The reagents in the pack are ready for use.

« Each tube of lyophilized powder, as a calibrator, needs
adding 1.0 mL deionized water, dissolving for 15
minutes and gently blending for the first time.

e Calibrators should be measured within 30 minutes
after dissolving, otherwise preserved as frozen.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-PCT reagent pack on the
system for the first time, resuspend the microparticles
by inverting the reagent pack slightly. Visually inspect
the bottle to ensure microparticles are resuspended. If
microparticles are still sticking to the bottle, continue to
invert the bottle until the microparticles are completely
resuspended. If the microparticles do not resuspend,
do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage:
* Store at 2-8°C in an upright position.

« The kit may be used immediately after taken out from
2-8°C storage.

Stability:

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (heparin lithium, and heparin sodium)
are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

* Centrifuge the specimens.

e Serum, heparin lithium plasma and Heparin sodium
plasma can be preserved for 8 hours under 20-25°C;
Sample should be kept under 2-8°C if an extension of
preserving time is needed. Serum, heparin lithium
plasma and Heparin sodium plasma can be preserved
for 1 day. Please keep the sample under -20°C if
another extension of preserving time is needed.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 3 times.

« Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.
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e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

e Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-PCT reagent. The microparticles must
be fully suspended before loading the reagent.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples 20 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for PCT.

e Every iFlash-PCT reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-PCT calibration, test CAL1, CAL2
and CAL3 in duplicate, and the predefined master
curve is adapted to the analyzer.

e Once an iFlash-PCT calibration is accepted and stored,
all subsequent samples can be tested without further
calibration unless:

» After 56 days when using the same reagent lot.
» Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

MEASURING RANGE

0.03-100 ng/mL. Values below the Lower Limit of
Measuring Range are reported as <0.03 ng/mL. Values
above the measuring range are reported as >100 ng/mL.

QUALITY CONTROL
For quality control, YHLO Procalcitonin  Control,
EVER-BLUE PCT Control are recommended. In addition,
other commercially available quality control materials with
at least two levels of analyte that have been verified by the
laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

« Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.
e Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in ng/mL.

Expected Values:
A study of iFlash-PCT assay on samples from 227
apparently healthy persons of various age groups yielded
the following result:

< 0.05 ng/mL (95" percentile)

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of
the patient, including symptoms, clinical history
results.

e Specimens from heparinized patients may be partially
coagulated and erroneous results could occur due to

3/5

04,2024-01-12



PCT

iFlash

Chemil Immunoassay Analyzer

the presence of fibrin.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e Samples containing an apparent PCT level as high as
500 ng/mL did not exhibit a hook effect in the iFlash
PCT assay.

e The assay is unaffected by icterus (bilirubin < 25
mg/dL), hemolysis (hemoglobin < 500 mg/dL), lipemia
(Intralipid < 1,800 mg/dL) and total protein (< 9 g/dL).

¢ No interference was observed from rheumatoid factors
up to a concentration of 1,000 IU/mL.

e No interference was observed from biotin up to a
concentration of 30 ng/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.

Precision

The precision of iFlash-PCT was determined using PCT
reagents and controls. Three mixing serum with different

concentration levels of PCT and two quality control
materials were tested using iFlash-PCT.

The repeatability and within-Laboratory precision were
determined according to EP5-A3 of CLSI (Clinical and
Laboratory Standards Institute) requirement which test 20
days with duplicate in each run and two runs per day. The
results of the study are shown below:

Within-Laboratory

sample Mean Repeatibility Precision
(ng/mL)  SD (ng/mL) %CV  SD (ng/mL) %CV
1 0.47 0.02 4.50% 0.05 9.79%
2 252 0.12 4.80% 0.21 8.44%
3 425 1.07 2.52% 1.34 3.15%
QC1 0.49 0.02 4.29% 0.04 7.42%
Qc2 9.44 0.26 2.76% 0.33 3.45%

The reproducibility was confirmed according to EP5-A3 of

CLSI which performed test for 5 days in three sites and
the 5 replicates per day per site, and calculating percent
coefficient of variation (%CV). The results of the study are
shown below:

Reproducibility

Sample Mean (ng/mL)
SD (ng/mL) %CV
1 0.07 0.009 13.02%
2 0.49 0.03 5.5%
3 47.3 1.25 2.65%
Qc1 0.58 0.03 5.50%
Qc2 10.4 0.61 5.91%

Analytical Sensitivity

The Limit of Blank, Limit of Detection and Limit of

Quantitation were determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP17-A2
requirements.

Limit of Blank =0.02 ng/mL
Limit of Detection =0.03 ng/mL
Limit of Quantitation =0.05 ng/mL

Analytical Specificity

The cross reaction of iFlash-PCT assay was evaluated.
The nonreactive PCT status of each specimen was

verified using a commercially available PCT assay.

Analogue Concentration (ng/mL) %Cross-reactivity
PTH 3,000 N.D.
Human katacalcin 30 N.D.
Human calcitonin 10 N.D.
Human
10000 N.D.
alpha-CGRP
Human beta-CGRP 10000 N.D.
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Medicinski Glasnik. 2018;15(2).

SHENZHEN YHLO BIOTECH CO., LTD.
Building 1, YHLO Biopark, Baolong 2nd Road,
Baolong  Subdistrict, Longgang  District,
Shenzhen, Guangdong, 518116, China

TEL: +86-0755-26473359

Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

ANNEX A:
Explanation of abbreviation

Abbreviation Explanation

Catalogue number

N.D.=not detectable

Method Comparison

A comparison of the iFlash-PCT assay (y) with a
commercially available PCT assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing-Bablok)

y = 1.006x-0.00194

T=0.994

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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Consult instructions for use
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Batch code
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manufacture

Unique device identifier

Use-by date

J/B’C Temperature limit

(2-8°C)

® Pictograms for caution

TT This way up

ANNEX B:
WARNINGS AND PRECAUTIONS (Proclin 300)

Hazardous Component: 0.1% Proclin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin reaction.

H412: Harmful to aquatic life with long lasting effects.
Precautionary Statements:

P261: Avoid
dust/fume/gas/mist/vapour/spray.

breathing

P273: Avoid release to the environment.
P280: Wear protective gloves.

P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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©86304
N/ 2x50 Tests/kit

SYSTEM iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

C86305

C €2797

1x50 Tests/kit

In vitro diagnostic medical device

NAME
iFlash-hs-cTnl

BASIC UDI-DI
GMN:692591270266HR

INTENDED USE

The iFlash-hs-cTnl assay is a paramagnetic particle
chemiluminescent  immunoassay (CLIA) for the
quantitative determination of cardiac troponin | (cTnl) in
human serum and plasma collected from individuals
suspected or confirmed of myocardial infarction (Ml) and
cardiac muscle damage using the automated
Chemiluminescence  Immunoassay Analyzer. The
iFlash-hs-cTnl assay is to be used by laboratory
professionals as an aid in the diagnosis and monitoring of
myocardial infarction and cardiac muscle damage
together with other clinical methods.

SUMMARY AND EXPLANATION

Cardiac troponin (cTn) complex consists of three proteins:
c¢TnC: Ca?* binding, cTnT: tropomyosin binding and cTnl:
inhibitory subunits, it is a key molecule in the regulation of
human cardiac muscle contraction.[? Cardiac troponins
are complexed with actin in cardiac myofibrils, with a
smaller fraction (3%-6%) soluble in the cytoplasm.! The
¢Tnl subunit comprises of a protein N terminus, IT arm,
inhibitory and switch peptides and C terminus. There are
three distinct tissue-specific isoforms of troponin |
identified from skeletal and cardiac muscles and it has a
molecular weight of approximately 24000 daltons. 5!

Biochemical markers, including total creatine kinase (total
CK), creatine kinase-MB (CK-MB), the MB isoforms and
myoglobin, as well as the troponins-cardiac troponin T and
cardiac troponin | are all used for assessment of the
suspected acute myocardial infarction (AMI) patients.[”)
Cardiac troponins are more sensitive and specific markers
of cardiomyocyte injury than creatine kinase, its
myocardial band isoenzyme, and myoglobin. For initial
diagnostic purposes, it is not recommended to routinely
measure additional biomarkers such as heart-type fatty
acid-binding protein or copeptin, in addition to hs-cTn.®!
Although troponins are generally specific for myocardial
injury, they are not specific for a particular mechanism of
myocardial injury. International guidelines recommend that
c¢Tn methods with high-sensitivity performance (hs-cTn)
should be preferred for the diagnosis of myocardial injury
and infarction.!

Any condition (acute or chronic) that injures
cardiomyocytes may lead to measurable increases in
levels of circulating troponins.['?!

Persistent low-level elevation of cardiac troponin is

commonly seen in patients with chronic cardiac conditions,

including patients stabilized months after an ACS event
and those with chronic ambulatory heart failure.['12]
Andrews et al observed that cardiac hs-cTnl elevation
occurred in patients with all cardiac complications, not just
MI, and suggested routine monitoring of cardiac hs-cTnl
as an effective and inexpensive way to predict cardiac
complications.["¥ Studies indicated that cTnT and cTnl
detect acute myocardial injury with equal clinical
performance in AMI patients classified by WHO criteria
and cardiovascular disease (CVD). cTnl demonstrated
lower initial sensitivity and higher specificity compared
with ¢cTnT. cTnT was increased to higher relative values
than cTnl. cTnT was more frequently increased in patients
with unstable angina pectoris (UAP) than cTnl.l'41]

Definition of a High-Sensitivity Assay

The International Federation of Clinical Chemistry and
Laboratory Medicine Task Force on Clinical Applications of
Bio-Markers (IFCC TF-CB) proposed that for an assay to
be defined as high-sensitivity (hs), 2 analytical criteria
need to be met as follows.['®]

The %CV at the 99" percentile upper reference limit
(URL) should be £10%.

Measurable concentrations should be attainable at a
concentration at or above the assay’s LoD for >50% of
healthy individuals.

Besides, IFCC Committee on Clinical Application of
Cardiac  Bio-Markers recommend to perform the
statistics base on measuring 50% of normal males and
50% normal females individually, not combined.!"”]

ASSAY PRINCIPLE

The iFlash-hs-cTnl assay is a sandwich immunoassay
using direct chemiluminometric technique.

Incubation: cTnl in the sample reacts with anti-cTnl
antibody-coated paramagnetic microparticles,
biotin-labeled anti-cTnl antibody and
acridinium-ester-labeled  streptavidin to form a
sandwich complex.

Washing: Under the magnetic field, paramagnetic
microparticles are adsorbed to the wall of the reaction
tube, and the unbound materials are washed away by
the wash buffer.

Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

A direct relationship exists between the amount of cTnl
in the sample and the RLUs detected by the iFlash
optical system.

Results are determined from a calibration curve, which
is generated by 3-point calibration and a master curve
provided via the reagent QR code.

REAGENTS
Compo Specification
nent 2x50 1x50 Content

Tests/kit  Tests/kit
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Anti-cTnl antibody-coated

paramagnetic
" 2p3agks, 12350"' microparticles (goat,
mUpack mL/pack o MM 0%
ProClin 300 as

preservative.

Acridinium-ester-labeled
streptavidin (E.coli, ~0.5
pyg/mL); 0.05% ProClin
300 as preservative.

2 packs, 1 pack,
R2 4.0 4.0
mb/pack mL/pack

Biotin-labeled anti-cTnl
antibody (mouse, ~0.4
pg/mL) with protein
stabilizer (BSA); 0.05%
ProClin 300 as
preservative.

2 packs, 1 pack,
R3 4.0 4.0
mb/pack mL/pack

Calibrator 1, TRIS buffer

1 bottle, 1 bottle, with  protein  stabilizer

CAL1 1.0 1.0 (BSA), 0.05% ProClin 300

mL/bottle mL/bottle as preservative,
lyophilized.

Calibrator 2, cTnl protein

1 bottle, 1 bottle, (E.coli) in TRIS buffer with

CAL2 1.0 1.0 protein stabilizer (BSA),

mL/bottle mL/bottle 0.05% ProClin 300 as
preservative, lyophilized.

Calibrator 3, cTnl protein

1 bottle, 1 bottle, (E.coli) in TRIS buffer with

CAL3 1.0 1.0 protein stabilizer (BSA),

mL/bottle mL/bottle 0.05% ProClin 300 as
preservative, lyophilized.

MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

WARNINGS AND PRECAUTIONS

No known test method can offer complete assurance
that products derived from biological sources
(human/animal/microbial) will not transmit infection.
Therefore, all biological materials should be
considered potentially infectious.

Exercise the normal precautions required for handling
all laboratory reagents.

Disposal of all waste materials should be in
accordance with local guidelines.

Wear gloves when handling specimens or reagents.
Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,

and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

For further information on warnings and precautions,
see Annex B.

Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

For material safety data, refer to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

The reagents should not be used after the stated
expiration date.

Avoid formation of bubbles with all reagents.

The reagents in the pack are ready for use.

Carefully dissolve the content of each bottle of
calibrator by adding exactly 1.0 mL of distilled or
deionized water. Remain standing-up and closed for
15 minutes to reconstitute. Mix thoroughly and avoid
bubble formation.

Calibrators should be measured within 30 minutes
after being dissolved, otherwise preserved as frozen.
Stability of reconstituted calibrator:

2-8°C: 8 hours;

20-25°C: 2 hours;

-20°C: 28 days;

Freeze-thaw: no more than once.

Do not pool reagents within a reagent kit or between
reagent kits.

Prior to loading the iFlash-hs-cTnl reagent pack on the
system for the first time, resuspend the microparticles
by inverting the reagent pack slightly. Visually inspect
the bottle to ensure microparticles are resuspended. If
microparticles are still sticking to the bottle, continue to
invert the bottle until the microparticles are completely
resuspended. If the microparticles do not resuspend,
do not use.

For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage

Store at 2-8°C in an upright position.

The kit should be used immediately after taken out
from 2-8°C storage.

The reagent should be avoided from frozen.

Stability

Unopened at 2-8°C: up to the stated expiration date.
Opened at 2-8°C: 28 days.
Store on-board: 28 days.
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SPECIMEN COLLECTION AND PREPARATION

Serum and plasma (lithium heparin, sodium heparin
and K.-EDTA) are the recommended samples.

Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

Centrifuge the specimens.

Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

Specimens can be preserved at 2-8°C for 48 hours.
Specimens can be preserved at -20°C for 6 months.
Frozen specimens must be mixed thoroughly after
thawing.

The samples are suggested to be frozen for no more
than once.

Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.
Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

Use with caution in handling patient specimens to
prevent cross-contamination.

Do not use heat-inactivated samples.

Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

Other types of sample collection tubes have not been
examined by this method yet.

The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

Load the iFlash-hs-cTnl reagent. The microparticles
must be fully suspended before the reagent is loaded.

Before testing, the instrument will automatically
resuspend the microparticles to mix well.

Carry out calibration, if necessary.

Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (100 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for cTnl.

e Every iFlash-hs-cTnl reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-hs-cTnl calibration, test CAL1,
CAL2 and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-hs-cTnl calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:

» After 28 days when using the same reagent lot.
* Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

MEASURING RANGE

0.6-50,000 ng/L

Values below the lower limit of measuring range are
reported as <0.6 ng/L. Values above the upper limit of
measuring range are reported as >50,000 ng/L.

DILUTION

Samples with cTnl concentrations above the measuring
range can be diluted with sample diluent. The maximum
dilution ratio is 1:10, the recommended dilution ratio is 1:5,
either automatically by the analyzer or manually.

After manual dilution, multiply the result by the dilution
factor.

After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the
sample concentration.

QUALITY CONTROL

Quality control materials should be run as single
determinations at least once every 24 hours when the test
is in use, once per reagent kit and after every calibration.
Using commercially available quality control materials that
cover at least two levels of analyte. Follow manufacturer’s
instructions for reconstitution and storage. Each laboratory
should establish mean values and acceptable ranges to
assure proper performance. Quality control results that do
not fall within acceptable ranges may indicate invalid test
results.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
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automatically calculates the analyte concentration of each
sample.

The results are given in ng/L.

Alternate Result Unit

Conversion formula:

(Concentration in Test Result Unit) x (Conversion factor) =
(Concentration in Alternate Result Unit)

Test Result Unit Conversion Alternate Result Unit
Factor
ng/L 1 pg/mL

Expected Values

A study of iFlash-hs-cTnl assay on samples from 878
apparently healthy persons (age range: 20-89 vyears),
using a non-parametric approach, the 99" percentile of
the measurement results was statistically analyzed
yielded the following result:

Population N 99" percentile (ng/L)
Female 442 11.1 ng/L
Male 436 18.5 ng/L
Overall 878 16.8 ng/L

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-hs-cTnl assay is limited to the
determination of cTnl in human serum or plasma
(lithium heparin, sodium heparin and K2-EDTA). It has
not been validated for use on plasma with other types
of anticoagulants.

e If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of
the patient, including symptoms and clinical history
results.

e Samples containing an apparent cTnl level as high as
500,000 ng/L did not exhibit a hook effect in the
iFlash-hs-cTnl assay.

e The assay is unaffected (difference within +10%) by
icterus (bilirubin< 20 mg/dL), hemolysis (hemoglobin<
1000 mg/dL), lipemia (triglycerides 2000 mg/dL), and
serum total protein (< 10 g/dL).

* No interference was observed from rheumatoid factors
up to a concentration of 2000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

e Below are the representative performance data, and
the results obtained in individual laboratories may
differ.

Precision

Precision was determined using iFlash-hs-cTnl, clinical

samples and controls according to EP05-A3 of CLSI

(Clinical and Laboratory Standards Institute): test for 20
days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Mean Repeatability Reproducibility

Sample
Pe (ngl) sp (hgll) CV  SD(ng/L) CV

L 18.2 0.531 292% 0.770 4.23%
M 13054 23.181 1.78% 44.000 3.37%
H 35895.5 593.002 1.65% 1122.708 3.13%
QC1 6.3 0.262 4.16% 0.394 6.26%
QC 2 21.4 0.583 2.72% 0.885 4.14%
QC3 36806.8 700.899 1.90% 1296.522 3.52%

Detection Capability

The Limit of Blank (LoB), Limit of Detection (LoD) and
Limit of Quantitation (LoQ) were determined in
accordance with the CLSI (Clinical and Laboratory
Standards Institute) EP17-A2 requirements. Testing was
performed using 4 instruments and 3 reagent lots. The
LoQ, LoB, and LoD were determined for each of 12
reagent lot and instrument combinations.

Limit of Quantitation

The iFlash-hs-cTnl is designed to have a LoQ of < 1.0
ng/L at 20% CV and LoQ of < 2.0 ng/L at 10% CV.

The observed LoQ for the iFlash-hs-cTnl ranged from 0.6
to 0.9 ng/L at 20% CV, and the observed LoQ ranged from
1.5 to 1.9 ng/L at 10% CV across the 12 reagent
lot/instrument combinations.

Limit of Blank, Limit of Detection

The iFlash-hs-cTnl is designed to have a LoB of < 0.3 ng/L,
the observed LoB ranged from 0.1 to 0.3 ng/L across the
12 reagent lot/instrument combinations;

The iFlash-hs-cTnl is designed to have a LoD of < 0.6 ng/L
the observed LoD ranged from 0.4 to 0.6 ng/L across the
12 reagent lot/instrument combinations.

Linearity Range

2-50,000 ng/L

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-hs-cTnl assay was
evaluated with cTnC, cTnT, sTnl and sTnT.

Analogue Concentration Cross Reactivity
cTnC 1000 ng/mL <0.01%
cTnT 1000 ng/mL <0.01%
sTnl 1000 ng/mL <0.01%
sTnT 1000 ng/mL <0.01%

The following drugs were tested, no interference with the
assay was found.

Drug Concentration
Phenylbutazone 400 pg/mL
Aspirin 1000 pg/mL
Acetaminophen 200 pg/mL
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Ibuprofen 500 pg/mL
N-acetylcysteine 150 pg/mL
Methyldopa 25 pg/mL
Theophylline 60 pg/mL
Metformin 12 ug/mL
Isosorbide dinitrate 6 pg/mL
Rifampicin 48 pg/mL
Tetracycline hydrochloride 24 pg/mL
Cefoxitin 6600 pg/mL
Cyclosporine 2 pg/mL
Metronidazole 125 pg/mL
Ascorbic acid 60 ug/mL
Ampicillin-Na 100 pg/mL
Levodopa 20 pyg/mL
Allopurinol 400 pg/mL
Cinnarizine 400 pg/mL
Clopidogrel 75 ug/mL
Erythromycin 200 pg/mL
Low MW heparin 30 U/mL
Methylprednisolone 40 pyg/mL
Warfarin 100 pg/mL
Simvastatin 20 yg/mL
Valsartan 120 pg/mL
Metoprolol 20 pyg/mL

High-Sensitivity Determination

The iFlash-hs-cTnl assay meets the definition of IFCC

TF-CB of a high-sensitivity troponin assay.!'®!

e The iFlash-hs-cTnl have an female, male and overall
imprecision (CV) at the 99" percentile value of 11.1
ng/L, 18.5 ng/L, 16.8 ng/L are 3.50%, 2.57% and
2.73% respectively.

e In the female, male and overall healthy populations
used to determine the 99" percentile value, the
proportion of cTnl concentration = LoD (0.6 ng/L) is
90.50%, 96.56% and 93.51% respectively.

Clinical Performance

A comparison of the iFlash-hs-cTnl assay (y) with a
commercially available hs-cTnl assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing-Bablok regression).

y =1.015x - 1.922

T=0.952

Sample concentration: 5.4-47,498.7 ng/L
Number of samples measured: 161

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A: EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

@k <488 E

CE Marking of Conformity with
notified body ID number

I8
m

Caution

Consult instructions for use

il

In vitro diagnostic medical device

<
O]

Batch code

-
o
-

Country of manufacture, date of
manufacture

HiE

Unique device identifier

Use-by date

Temperature limit
(2-8°C)

LY

GHS07

Pictograms for caution

=€

This way up

ANNEX B: WARNINGS AND PRECAUTIONS

e Hazardous Component: 0.05% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

e Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.
P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.

CHANGE HISTORY

Revision Date Change Summary

1. Add Basic UDI-DI;

2. Add Clinical Performance
section;

3. Add authorized representative
02 2023-03-27 |information;

4. Update related symbols and
corresponding explanation;

5. Add SUMMARY OF SAFETY|
IAND PERFORMANCE.
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C88003G-S CB88003G C88003G-L
N7 2x50 2x150
Tests/kit Tests/kit Tests/kit
iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-Mycoplasma pn. IgG

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270093HJ

INTENDED USE

The iFlash-Mycoplasma pn. IgG assay is a paramagnetic
particle chemiluminescent immunoassay (CLIA) for the
quantitative  determination of IgG antibodies to
Mycoplasma Pneumoniae (Mycoplasma pn.) in human
serum and plasma collected from individuals suspected of
mycoplasma  pneumonia using the  automated
Chemiluminescence  Immunoassay Analyzer. The
iFlash-Mycoplasma pn. IgG assay is to be used by
laboratory professionals as an aid in diagnosis of
mycoplasma pneumonia together with other clinical
methods.

SUMMARY AND EXPLANATION

Mycoplasma is the smallest and simplest self limiting
bacterial” It belongs to the class Mollicutes and family
Mycoplasmataceae. Mycoplasma pneumoniae (MP) is a
common respiratory pathogen that produces diseases of
varied severity ranging from mild upper respiratory tract
infection to severe atypical pneumonia.’! MP infection is
transmitted via aerosols from person to person. The
prevalence of infection with MP is widely underestimated,
as most patients infected with MP are seldom
symptomatic and they rarely seek medical attention.??! In
most studies, 10-30% of cases of community-acquired
pneumonia are due to MP. It is an atypical respiratory
bacteria causing CAP in children and adults of all ages.*5!
Serology has historically been the most common
laboratory means for diagnosis of Mycoplasma
pneumoninae infections. The use of various
immunoglobulin classes (IgG, IgM and IgA) is important
for the serodiagnosis of mycoplasma pneumonina
infections. The gold standard for serological diagnosis is a
four-fold change in antibody titers over time (IgM antibody
titers rise earlier than IgG antibodies).®) MP IgM appears
at the 1% week, and achieves the peak at 3 weeks after
MP infection. MP IgM positive is of important reference
significance for the early or acute diagnosis of MP
infection, especially in children, but IgM is difficult to detect
in adults.®” MP IgM may persist for up to a year after
infection, while IgA might be useful to detect current
infection, possibly in combination with IgM.!-'? Owing to
the potential lack of an IgM response in adults re-infected
with mycoplasma pneumonia, the IgG level is particularly
important for the diagnosis of MP reinfection.['34

C €2797

Determination of IgG antibodies is valuable for
demonstrating past or recent infection if paired sera are
used (acute and convalescent specimens).l's!

ASSAY PRINCIPLE

The iFlash-Mycoplasma pn. IgG assay is an indirect

immunoassay using direct chemiluminometric technique.

e 1%t incubation: Prediluted sample is incubated with
Mycoplasma pn. IgG antigen coated paramagnetic
microparticles. Mycoplasma pn. IgG in the sample
binds to the Mycoplasma pn. IgG antigen coated
particles and forms an antigen-antibody complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction vessel, and the
unbound materials are washed away by the wash
buffer.

e 2 incubation: Acridinium-ester-labeled mouse
anti-human IgG is added and forms a new complex.

e Repeat the previous washing step.

e Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e A direct relationship exists between the amount of
Mycoplasma pn. IgG in the sample and the RLUs
detected by the iFlash optical system.

e Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.
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Calibrator
Mycoplasma

2,

pn.

1I9G  (mammalian
1 bottle, 1 bottle, 1 bottle, cell) in TRIS buffer

CAL2 1.0mL 1.0mL 1.0mL with protein
/bottle /bottle /bottle stabilizer (BSA),
0.05% ProClin
300 as
preservative.
Calibrator 3,
Mycoplasma  pn.

I9G  (mammalian

1 bottle, 1 bottle, 1 bottle, cell) in TRIS buffer

CAL3  1.0mL 1.0mL 1.0mL  with protein
/bottle /bottle /bottle stabilizer (BSA),

0.05% ProClin

300
preservative.

as

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content

Tests/kit  Tests/kit Tests/kit

Mycoplasma
antigen-coated
paramagnetic
microparticle
(E.coli,

1 pack, 2 packs, 2 packs,
R1 3.5 35 8.5
mbL/pack mL/pack  mL/pack

preservative.

mg/mL), 0.1%
ProClin 300 as

Acridinium-ester-|
abeled mouse

anti-human
1 pack, 2 packs, 2 packs, antibody
R2 6.5 6.5 15.3

300
preservative.

conjugate (mouse,
mbl/pack ml/pack  mL/pack 0.042 Hg/mL),
0.05% ProClin

Sample diluent
1 pack, 2 packs, 2packs, (for predilution),
PBS buffer, 0.05%
mbL/pack mL/pack mL/pack ProClin 300 as

R3 6.5 6.5 15.3

preservative.

Calibrator 1, TRIS
buffer with protein
stabilizer (BSA),
05% ProClin

1 bottle, 1 bottle, 1 bottle,
CAL1 1.0mL 1.0mL 1.0mL 0
/bottle /bottle /bottle 300
preservative.
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC020, Mycoplasma pn. IgG Control.

€C847, M. Pneumoniae IgG Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

* Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.

All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

« Avoid the formation of bubbles with all reagents.

e The reagents and calibrators in the pack are ready to
use.

e Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-Mycoplasma pn. IgG
reagent pack on the system for the first time,
resuspend the microparticles by inverting the reagent
pack slightly. Visually inspect the bottle to ensure
microparticles are resuspended. If microparticles are
still sticking to the bottle, continue to invert the bottle
until the microparticles are completely resuspended. If
the microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage

« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

* The reagent should be avoided from frozen.

Stability

e Unopened at 2-8°C: up to the stated expiration date.

e Opened at 2-8°C: 28 days.

« Store on-board: 28 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

* Centrifuge the specimens.

Perucrpanus MU B PocappasEanzope
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Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

Specimens can be preserved at 2-8°C for 7 days.
Specimens can be preserved at -20°C for 90 days.
Frozen specimens must be mixed thoroughly after
thawing.

The samples are suggested to be frozen for no more
than 3 times.

Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.
Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

Use with caution in handling patient specimens to
prevent cross-contamination.

Do not use heat-inactivated samples.

Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

Other types of sample collection tubes have not been
examined by this method yet.

The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

Load the iFlash-Mycoplasma pn. IgG reagent. The
microparticles must be fully suspended before the
reagent is loaded.

Before testing, the instrument will automatically
resuspend the microparticles to mix well.

Carry out calibration, if necessary.

Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

Order calibration, and then order sample test through
the iFlash software.

Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This assay has been standardized by the
YHLO internal standard for Mycoplasma pn. IgG

e Every iFlash-Mycoplasma pn. IgG reagent kit has a
QR code label containing the specific information for
calibration of the particular reagent lot.

e To perform an iFlash-Mycoplasma pn. IgG calibration,
test CAL1, CAL2 and CAL3 in duplicate, and the
predefined master curve is adapted to the analyzer.

e Once an iFlash-Mycoplasma pn. IgG calibration is
accepted and stored, all subsequent samples can be
tested without further calibration unless:

« After 28 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

MEASURING RANGE

2-800 AU/mL

Values below the lower limit of measuring range are
reported as <2 AU/mL. Values above the upper limit of
measuring range are reported as >800 AU/mL.

DILUTION

Samples with Mycoplasma pn. IgG concentrations above
the measuring range can be diluted with sample diluent.
The maximum dilution ratio is 1:5, either automatically by
the analyzer or manually.

After manual dilution, multiply the result by the dilution
factor.

After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the
sample concentration.

QUALITY CONTROL
For quality control, YHLO M. Pneumoniae IgG Control,
EVER-BLUE Mycoplasma pn. 1gG Control are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

« Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the
instruction for use.

* Rerun the assay with fresh quality control samples.
If necessary, contact your local technical support provider
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or distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in AU/mL.

Expected Values

A study was conducted on samples from 200 patients
confirmed with Mycoplasma pn. IgG positive and 200
healthy individuals, ROC curve method was used to
analyze the test results and the cut-off value of
iFlash-Mycoplasma pn. IgG was determined as 30 AU/mL.

Interpretation of Results
Cut-off value: 30 AU/mL
Nonreactive: <24 AU/mL;
Equivocal: 24-36 AU/mL;
Reactive: 236 AU/mL.

Individuals with nonreactive results are presumed to be
not infected with Mycoplasma pn. IgG and susceptible to
primary infection.

Samples with indeterminate result should be retested. In
case the result is still indeterminate, a second sample
should be collected within an appropriate period of time
(e.g. 2 weeks).

A reactive result indicates past or acute infection. Such
individuals are potentially at risk of transmitting
Mycoplasma pn. infection.

It is recommended that each laboratory establishes its
own expected reference range for the specific population.

LIMITATIONS

e The iFlash-Mycoplasma pn. IgG assay is limited to the
determination of Mycoplasma pn. IgG in human serum
or plasma (lithium heparin, sodium heparin and
K2-EDTA). It has not been validated for use on plasma
with other types of anticoagulants.

e If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent Mycoplasma pn. IgG
level as high as 4000 AU/mL did not exhibit a hook
effect in the iFlash-Mycoplasma pn. IgG assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=30 mg/dL), hemolysis
(hemoglobin<1500 mg/dL), lipemia (triglyceride<1500
mg/dL) and serum total protein (<12 g/dL).

* No interference was observed from rheumatoid factors
up to a concentration of 2000 1U/mL.

e No interference was observed from HAMA up to a
concentration of 500 ng/mL.

e No interference was observed from ANA up to a

concentration of 500 AU/mL.

e No interference was observed from total IgG up to a
concentration of 7 g/dL.

* No interference was observed from total IgM up to a
concentration of 0.4 g/dL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-Mycoplasma pn.
1gG, clinical samples and controls according to EP05-A3 of
CLSI (Clinical and Laboratory Standards Institute): test for
20 days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility
Sample (ﬁ’\\ﬂJe/zwnL) sD

SD(AUML)  %CY  (agm,y %OV

1 13.56 0.378 2.79% 0.569 4.20%

2 33.45 0.806 2.41% 1.309 3.91%

3 611.09 8.536 1.40% 17.330 2.84%
Qc1 721 0.196 2.72% 0.300 4.16%
Qc2 57.07 1.448 2.54% 1.992 3.49%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute) EP17-A2
requirements.

Limit of Blank = 1.5 AU/mL

Limit of Detection = 2 AU/mL

Limit of Quantitation = 2.5 AU/mL

Linearity Range

2-800 AU/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-Mycoplasma pn. 1gG
assay was evaluated with Mycoplasma pneumoniae IgM,
ureaplasma urealyticum IgG, Mycoplasma genitalium IgG,
Mycoplasma hominis 1gG, Chlamydia pneumoniae IgG,
Streptococcus pneumoniae IgG, Haemophilus influenzae
IgG, Klebsiella pneumoniae IgG, Staphylococcus aureus
IgG, Mycobacterium tuberculosis 1gG, Legionella
pneumophila 1gG, Pseudomonas aeruginosa IgG,
Bordetella pertussis 1gG, Acinetobacter baumannii 1gG,
Group A Streptococcus IgG, human adenovirus IgG,
influenza A virus IgG, influenza B virus IgG, human
parainfluenza virus 1gG, respiratory syncytial virus IgG,
escherichia coli IgG.

Number of Number of
Analogue Specimens  Specimens Found
Tested Nonreactive with
4/ 04,2024-01-12
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iFlash-Mycoplasm

Minocycline 0.9 mg/dL.

apn.lgG
Mycoplasma
) 5 5
pneumoniae IgM
Ureaplasma 5 5
urealyticum IgG
Mycoplasma 5 5
genitalium IgG
Mycqp.lasma 5 5
hominis IgG
Chlamydia
N 5 5
pneumoniae IgG
Streptococcus
. 5 5
pneumoniae IgG
Haemophilus 5 5
influenzae 1gG
KlebS|.eIIa 5 5
pneumoniae IgG
Staphylococcus
5 5
aureus IgG
Mycobacterium 5 5
tuberculosis 1IgG
Leglonglla 5 5
pneumophila IgG
Pseudomonas
) 5 5
aeruginosa IgG
Bordetella pertussis 5 5
19G
Acinetobacter 5 5
baumannii IgG
Group A 5 5
streptococcus 1gG
Human adenovirus 5 5
19G
Influenza A virus
19G 5 5
Influenza B virus
196 5 5
Human
parainfluenza virus 5 5
19G
Respiratory 5 5
syncytial virus IgG
Escherichia coli IgG 5 5

The following drugs were tested, no interference with the
assay was found.

Drug Concentration
Levofloxacin 3.6 mg/dL
Moxifloxacin 0.4mg/dL
Gemifloxacin 7 mg/dL
Azithromycin 1.11 mg/dL

Clarithromycin 0.72 mg/dL
Erythromycin 13.8 mg/dL
Doxycycline 1.8 mg/dL

Clinical Performance

A comparison of the iFlash-Mycoplasma pn. IgG assay
with a commercially available Mycoplasma pn. IgG assay
using clinical samples was performed.

The positive coincidence rate is 87.80% (95%Cl:
83.51%-91.10%).

The negative coincidence rate is 96.11% (95%Cl:
93.86%-97.56%) .

The total coincidence rate is 92.82% (95%Cl:
90.70%-94.48%).

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
EXPLANATION OF ABBREVIATION

Caution

Consult instructions for use

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

BIENEE =]

Use-by date

Temperature limit
(2-8°C)

KK

GHS07

Pictograms for caution

This way up

=&

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

CE Marking of Conformity with
notified body ID number

ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.1% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin reaction.
H412: Harmful to aquatic life with long lasting effects.
e Precautionary Statements:

P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.

P273: Avoid release to the environment.
P280: Wear protective gloves.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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C88004M-S C88004M  C88004M-L
e 2x50 2x150
Tests/kit Tests/kit Tests/kit
iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-Mycoplasma pn. IgM

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270094HL

INTENDED USE

The iFlash-Mycoplasma pn. IgM assay is a paramagnetic
particle chemiluminescent immunoassay (CLIA) for the
qualitative determination of IgM antibodies to Mycoplasma
Pneumoniae (Mycoplasma pn.) in human serum and
plasma collected from individuals suspected of
mycoplasma  pneumonia using the  automated
Chemiluminescence  Immunoassay Analyzer. The
iFlash-Mycoplasma pn. IgM assay is to be used by
laboratory professionals as an aid in diagnosis of
mycoplasma pneumonia together with other clinical
methods.

SUMMARY AND EXPLANATION

Mycoplasma is the smallest and simplest self limiting
bacterial” It belongs to the class Mollicutes and family
Mycoplasmataceae. Mycoplasma pneumoniae (MP) is a
common respiratory pathogen that produces diseases of
varied severity ranging from mild upper respiratory tract
infection to severe atypical pneumonia.’! MP infection is
transmitted via aerosols from person to person. The
prevalence of infection with MP is widely underestimated,
as most patients infected with MP are seldom
symptomatic and they rarely seek medical attention.??! In
most studies, 10-30% of cases of community-acquired
pneumonia are due to MP. It is an atypical respiratory
bacteria causing CAP in children and adults of all ages.*5!
Serology has historically been the most common
laboratory means for diagnosis of Mycoplasma
pneumoninae infections. The use of various
immunoglobulin classes (IgG, IgM and IgA) is important
for the serodiagnosis of mycoplasma pneumonina
infections. The gold standard for serological diagnosis is a
four-fold change in antibody titers over time (IgM antibody
titers rise earlier than do 1gG antibodies).®’! MP IgM
appears at the 1t week, and achieves the peak at 3 weeks
after MP infection. MP IgM positive is of important
reference significance for the early or acute diagnosis of
MP infection, especially in children, but IgM is difficult to
detect in adults.®”) MP IgM may persist for up to a year
after infection, while IgA might be useful to detect current
infection, possibly in combination with IgM.!-'? Owing to
the potential lack of an IgM response in adults re-infected
with mycoplasma pneumonia, the IgG level is particularly
important for the diagnosis of MP reinfection.l'34

c €2797

Determination of IgG antibodies is valuable for
demonstrating past or recent infection if paired sera are
used (acute and convalescent specimens).l's!

ASSAY PRINCIPLE

The iFlash-Mycoplasma pn. IgM assay is an indirect

immunoassay using direct chemiluminometric technique.

e 1%t Incubation: Mycoplasma pn. IgM in the sample is
reacted with Mycoplasma pn. antigen coated
paramagnetic microparticles to form an
antigen-antibody complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction vessel, and the
unbound materials are washed away by the wash
buffer.

e 2 Incubation: Acridinium-ester-labeled mouse
anti-human IgM is added and formed a new complex.

* Repeat the previous washing step.

e Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e A direct relationship exists between the amount of
Mycoplasma pn. IgM in the sample and the RLUs
detected by the iFlash optical system.

e Results are determined automatically by comparing
the relative light units (RLUs) produced by the sample
with the RLUs of the cut-off value previously obtained
by calibration.

Mycoplasma pn. IgM

iFlash

Chemiluminescence Immunoassay Analyzer

Calibrator 1,
TRIS buffer with
1 bottle, 1 bottle, 1 bottle, protein
CAL1 1.0 1.0 1.0 stabilizer
mlL/bottle mL/bottle mL/bottle  (BSA), 0.05%
ProClin 300 as

preservative.

Calibrator 2,

Mycoplasma

pn. IigM

(human) in

calz | Crile. Tbotte,  1bolle.  TRIS buffer with
mLibottle mlibottle mLsbottle  PTO!EIN
stabilizer

(BSA), 0.05%
ProClin 300 as
preservative.

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content
Tests/kit  Tests/kit  Tests/kit
Mycoplasma
pn.

antigen-coated
1 pack, 2 packs, 2 packs, paramagnetic

R1 3.5 3.5 8.5 microparticle
ml/pack ml/pack mL/pack (E.coli, 0.15
mg/mL), 0.1%
ProClin 300 as
preservative.
Acridinium-este
r-labeled
mouse
1 pack, 2 packs, 2 packs, anti-human IgM
R2 6.5 6.5 15.3 conjugate

ml/pack mL/pack mL/pack (mouse, 0.006
Hg/mL), 0.05%
ProClin 300 as

preservative.
Sample diluent
(for
1 pack, 2 packs, 2 packs, pre-dilution),
R3 6.5 6.5 15.3 PBS buffer,
ml/pack mL/pack mL/pack 0.05% ProClin
300 as
preservative.
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

(C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC021, Mycoplasma pn. IgM Control.

CC848, M. Pneumoniae IgM Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

e Wear gloves when handling specimens or reagents.

* Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be

trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.

e The reagents and calibrators in the pack are ready to
use.

e Close the bottles of calibrators right after calibration
and store at 2-8°C.

* Do not pool reagents within a reagent kit or between
reagent Kits.

e Prior to loading the iFlash-Mycoplasma pn. IgM
reagent pack on the system for the first time,
resuspend the microparticles by inverting the reagent
pack slightly. Visually inspect the bottle to ensure
microparticles are resuspended. If microparticles are
still sticking to the bottle, continue to invert the bottle
until the microparticles are completely resuspended. If
the microparticles do not resuspend. Do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage

« Store at 2-8°C in an upright position.

e The kit should be used immediately after removal from
2-8°C storage.

* The reagent should be avoided from frozen.

Stability

e Unopened at 2-8°C: up to the stated expiration date.

e Opened at 2-8°C: 28 days.

« Store on-board: 28 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

* Centrifuge the specimens.

e Specimens can be preserved at room temperature
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(20-25°C) for 8 hours.

e Specimens can be preserved at 2-8°C for 14 days.

e Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 3 times.

e Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

e Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-Mycoplasma pn. IgM reagent. The
microparticles must be fully suspended before the
reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

¢ Place the calibrators CAL1 and CAL2 in the calibrator
rack in the sample zone. Only keep calibrators open
during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Every iFlash-Mycoplasma pn. IgM reagent kit has a
QR code label containing the specific information for
calibration of the particular reagent lot.

e To perform an iFlash-Mycoplasma pn. IgM calibration,
test CAL1 and CAL2 in duplicate, RLU of the cutoff
value is obtained.

e Once an iFlash-Mycoplasma pn. IgM calibration is
accepted and stored, all subsequent samples can be
tested without further calibration unless:
 After 28 days when using the same reagent lot.

* Areagent kit with a new lot number is used.
« Controls are out of range.
« Required by pertinent regulations.

QUALITY CONTROL
For quality control, YHLO M. Pneumoniae IgM Control,
EVER-BLUE Mycoplasma pn. IgM Control are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

o Verify that required maintenance was performed.

« Verify that the assay was performed according to the

instruction for use.
* Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The analyzer automatically calculates the cutoff based on
the measurement of CAL1 and CAL2. The result of a
sample is given either as reactive or nonreactive as well
as in the form of a cutoff index.

The results are given in COIl.

Interpretation of Results

Cut-off value: 1.0 COI

Nonreactive: <0.9 COI;

Equivocal: 0.9-1.1 COl;

Reactive: 2 1.1 COIl.

Individuals with nonreactive results indicate the absence
of acute infection.

Samples with indeterminate result should be retested. In
case the result is still indeterminate, a second sample
should be collected within an appropriate period of time
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(e.g. 2 weeks).

Areactive result indicates acute infection. Such individuals
are potentially at risk of transmitting mycoplasma
pneumonia.

LIMITATIONS

e The iFlash-Mycoplasma pn. IgM assay is limited to the
determination of Mycoplasma pn. IgM in human serum
or plasma (lithium heparin, sodium heparin and
K2-EDTA). It has not been validated for use on plasma
with other types of anticoagulant.

e If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=30 mg/dL), hemolysis
(hemoglobin£1500 mg/dL), lipemia (triglyceride<1500
mg/dL) and serum total protein (<10 g/dL).

« No interference was observed from rheumatoid factors
up to a concentration of 2000 1U/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

* No interference was observed from total IgG up to a
concentration of 7 g/dL.

e No interference was observed from total IgM up to a
concentration of 0.4 g/dL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-Mycoplasma pn.
IgM, clinical samples and controls according to EP05-A3 of
CLSI (Clinical and Laboratory Standards Institute): test for
20 days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

ilit R

Sample Mean (COI)
SD(COl)  %CV  SD(COl)  %CV

L 0.56 0.031 5.54% 0.048 8.57%
M 1.37 0.065 4.74% 0.110 8.03%
H 3.97 0.187 4.75% 0.298 7.56%
QC1 0.33 0.018 5.45% 0.030 9.09%
Qc2 3.24 0.148 4.57% 0.252 7.78%

Analytical Specificity

The analytical specificity of iFlash-Mycoplasma pn. IgM
assay was evaluated with below analogues, no reactive
result was found.

Mycoplasma pn. IgM

iFlash

Chemiluminescence Immunoassay Analyzer

Clarithromycin 0.72 mg/dL
Erythromycin 13.8 mg/dL
Doxycycline 1.8 mg/dL
Minocycline 0.9 mg/dL.

Number of
Number of  gpecimens Found
Analogue Specimens Nonreactive with
Tested iFlash-Mycoplasm
apn. IgM
RF IgM 5 5
Chlam}/dla 4 4
pneumoniae IgM
Mycoplasma
K 6 6
pneumoniae IgG
Influenza A virus
IgM 6 6
Influenza B virus 4 4
IgM
Human
parainfluenza virus 6 6
IgM
Respiratory
- 7 7
syncytial virus IgM
Ureaplasma 5 5
urealyticum IgM
My.co;_)Iasma 4 4
genitalium IgM
MyccA)pAIasma 6 6
hominis IgM
Streptococcus
. 6 6
pneumoniae IgM
Haemophilus 6 6
influenzae IgM
KIebs@Ila 7 7
Pneumoniae IgM
Staphylococcus
8 8
aureus IgM
Mycobacterium 5 5
tuberculosis IgM
Leglonélla 4 4
pneumophila IgM
Pseudomonas
X 5 5
aeruginosa IgM
Bordetella
pertussis IgM 6 6
Acinetobacter 6 6
baumannii IgM
Group A 4 4
streptococcus IgM
E.coli antibody 8 8
Total 118 118

The following drugs were tested, no interference with the

assay was found.

Drug Concentration
Levofloxacin 3.6 mg/dL
Moxifloxacin 0.4mg/dL
Gemifloxacin 7 mg/dL
Azithromycin 1.11 mg/dL
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Clinical Performance

A comparison of the iFlash-Mycoplasma pn. IgM assay
with a commercially available Mycoplasma pn. IgM assay
using clinical samples was performed.

The positive coincidence rate is 94.32% (95%Cl:
87.38%-97.55%).

The negative coincidence rate is 95.74% (95%Cl:
93.51%-97.22%).

The total coincidence rate is 95.51% (95%Cl:
93.46%-96.94%).

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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manufacture

Unique device identifier

HIENBE
| (|9

Use-by date

Temperature limit
(2-8°C)

L

%0

Biological risks

Pictograms for caution

= | Ot

This way up

ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.1% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin reaction.
H412: Harmful to aquatic life with long lasting effects.
e Precautionary Statements:
P261: Avoid
dust/fume/gas/mist/vapour/spray.
P273: Avoid release to the environment.

breathing

P280: Wear protective gloves.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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Chlamydia pn. IgG

iFlash

Chemiluminescence Immunoassay Analyzer

C88013G-S C88013G  C88013G-L
N7 2x50 2x150
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

In vitro diagnostic medical device

NAME
iFlash-Chlamydia pn. IgG

BASIC UDI-DI
GMN:692591270099HW

INTENDED USE

The iFlash-Chlamydia pn. IgG assay is a paramagnetic
particle chemiluminescent immunoassay (CLIA) for the
quantitative determination of IgG antibodies to Chlamydia
Pneumoniae (Chlamydia pn.) in human serum and plasma
collected from individuals suspected of chlamydia
pneumonia using the automated Chemiluminescence
Immunoassay Analyzer. The iFlash-Chlamydia pn. IgG
assay is to be used by laboratory professionals as an aid
in diagnosis of chlamydia pneumonia together with other
clinical methods.

SUMMARY AND EXPLANATION

Pneumonia is an infection of lung parenchyma caused by
a variety of pathogens such as bacteria, viruses, fungi,
and parasites. One type of bacteria includes Chlamydia
species. Chlamydia pneumoniae (C. pneumoniae),
belongs to the genus Chlamydia. The other two
chlamydial species infecting humans are C. psittaci and C.
trachomatis.l"? The first C. pneumoniae isolates were
obtained from conjunctival cultures of children during
trachoma vaccine studies in the 1960s.5!

Chlamydia pneumoniae is an obligate intracellular
bacterium and a cause of upper and lower respiratory tract
infections.”) C. pneumoniae and C. psittaci cause
respiratory tract infections in adults, and Chlamydia
trachomatis causes pneumonia mostly in children.
Humans are the only known reservoir of C. pneumoniae.
Most of the respiratory tract infections (about 70%) caused
by C. pneumoniae are asymptomatic or only with mild
symptoms, but a minority (30%) of them are responsible
for more severe respiratory illnesses such as
community-acquired pneumonia (CAP) with atypical
symptoms, bronchitis and upper respiratory tract
infections (URTIs).®

Elevation in C. pneumoniae IgM titer in a patient with CAP
is diagnostic of acute infection, whereas an increase in
1gG (by four times) is suggestive of a previous infection.”?!
Antibody in the IgM fraction may not appear for three
weeks after the onset of symptoms. Antibody in the IgG
fraction may not reach diagnostic titer levels for six to eight
weeks. In reinfection there is often no complement fixation
(CF) antibody and no IgM antibody response. On the other
hand, the IgG antibody response may appear within one

c €2797

to two weeks and often rises to a high titer. Not all infected
individuals have such distinctive response patterns. As
with all biological tests there are individual variations.
Further, in reinfection disease, when IgG antibody is
already present, there may be a low IgM antibody titer rise
with or without a rise in the IgG antibody titer.!%!

ASSAY PRINCIPLE

The iFlash-Chlamydia pn. IgG assay is an indirect

immunoassay using direct chemiluminometric technique.

e 1%t Incubation: Pre-diluted sample is incubated with
paramagnetic microparticle reagent. Chlamydia pn.
1gG in the sample binds to the chlamydia pn. natural
antigen coated paramagnetic microparticles and forms
an antigen-antibody complex.

e Washing: Under the magnetic field, paramagnetic
microparticles are adsorbed to the wall of the reaction
vessel, and the unbound materials are washed away
by the wash buffer.

e 2 Incubation: Acridinium-ester-labeled mouse
anti-human IgG is added and forms a new complex.

e Repeat the previous washing step.

« Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e A direct relationship exists between the amount of
chlamydia pn. IgG in the sample and the RLUs
detected by the iFlash optical system.

e Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.

Chlamydia pn. IgG

iFlash

Chemiluminescence Immunoassay Analyzer

Calibrator 1,
PBS buffer
1 bottle, 1 bottle, 1 bottle, with protein
CAL1 1.0mL 1.0mL 1.0mL  stabilizer
/bottle /bottle /bottle  (BSA), 0.05%
ProClin 300 as
preservative.

Calibrator 2,
chlamydia pn.
IgG (human) in
1 bottle, 1 bottle, 1 bottle, PBS buffer
CAL2 1.0mL 1.0mL 1.0mL  with protein
/bottle /bottle /bottle  stabilizer
(BSA), 0.05%
ProClin 300 as
preservative.

Calibrator 3,
chlamydia pn.
1gG (human) in
1 bottle, 1 bottle, 1 bottle, PBS buffer
CAL3 1.0mL 1.0mL 1.0mL  with protein
/bottle /bottle /bottle  stabilizer
(BSA), 0.05%
ProClin 300 as
preservative.

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content
Tests/kit  Tests/kit  Tests/kit
Chlamydia pn.
natural antigen
coated
1pack, 2packs, 2packs, paramagnetic
R1 3.5 3.5 8.5 microparticle
ml/pack mL/pack mL/pack (HL cells, 0.15
mg/mL), 0.1%
ProClin 300 as
preservative.
Acridinium-est
er-labeled
mouse
1pack, 2packs, 2packs, anti-human
R2 6.5 6.5 15.3 IgG conjugate
mL/pack mL/pack mL/pack (mouse, 0.05
Hg/mL), 0.05%
ProClin 300 as
preservative.
Sample diluent
(for
1pack, 2packs, 2packs, pre-dilution),
R3 6.5 6.5 15.3 PBS  buffer,
mL/pack mL/pack mL/pack 0.05% ProClin
300 as

preservative.
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

(C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC022, Chlamydia pn. IgG Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

« Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.

e The reagents and calibrators in the pack are ready to
use.

« Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-Chlamydia pn. IgG reagent
pack on the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

* The reagent should be avoided from frozen.
Stability

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2>-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
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patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

Centrifuge the specimens.

Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

Specimens can be preserved at 2-8°C for 14 days.
Specimens can be preserved at -20°C for 90 days.
Frozen specimens must be mixed thoroughly after
thawing.

The samples are suggested to be frozen for no more
than 3 times.

Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.
Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

Use with caution in handling patient specimens to
prevent cross-contamination.

Do not use heat-inactivated samples.

Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

Other types of sample collection tubes have not been
examined by this method yet.

The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

Load the iFlash-Chlamydia pn. IgG reagent. The
microparticles must be fully suspended before the
reagent is loaded.

Before testing, the instrument will automatically
resuspend the microparticles to mix well.

Carry out calibration, if necessary.

Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

Order calibration, and then order sample test through
the iFlash software.

Load samples (5 pL of sample is needed for each
determination in addition to the sample container and

system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for Chlamydia pn. IgG.

e Every iFlash-Chlamydia pn. IgG reagent kit has a QR
code label containing the specific information for
calibration of the particular reagent lot.

e To perform an iFlash-Chlamydia pn. IgG calibration,
test CAL1, CAL2 and CAL3 in duplicate, and the
predefined master curve is adapted to the analyzer.

e Once an iFlash-Chlamydia pn. IgG calibration is
accepted and stored, all subsequent samples can be
tested without further calibration unless:

« After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

MEASURING RANGE

3-400 AU/mL

Values below the lower limit of measuring range are
reported as <3 AU/mL. Values above the upper limit of
measuring range are reported as >400 AU/mL.

DILUTION

Samples with Chlamydia pn. IgG concentrations above
the measuring range can be diluted with sample diluent.
The maximum dilution ratio is 1:10, either automatically by
the analyzer or manually.

After manual dilution, multiply the result by the dilution
factor.

After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the
sample concentration.

QUALITY CONTROL
For quality control, EVER-BLUE Chlamydia pn. IgG
Control is recommended. In addition, other commercially
available quality control materials with at least two levels
of analyte that have been verified by the laboratory can be
used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

« Verify that required maintenance was performed.
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« Verify that the assay was performed according to the
instruction for use.

* Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in AU/mL.

Expected Values

A study was conducted on samples from 200 chlamydia
pneumonia patients and 200 healthy individuals, ROC
curve method was used to analyze the test results and the
cut-off value of iFlash-Chlamydia pn. IgG was determined
as 22.5AU/mL.

Interpretation of Results

Cut-off value: 22.5 AU/mL

Interpretation of Results

Nonreactive: <20 AU/mL;

Equivocal: 20 - 25 AU/mL;

Reactive: 225 AU/mL.

Individuals with nonreactive results are presumed to be
not infected with Chlamydia pn. and susceptible to primary
infection.

Samples with equivocal results indicate the possible
exposure to Chlamydia pn. and should be retested. In
case, the result is still indeterminate, a second sample
should be collected within an appropriate period of time
(e.g. 2 weeks).

A reactive result indicates current or past infection. Such
individuals are potentially at risk of transmitting Chlamydia
pn. infection.

LIMITATIONS

e The iFlash-Chlamydia pn. IgG assay is limited to the
determination of Chlamydia pn. IgG in human serum
or plasma (lithium heparin, sodium heparin and
K2-EDTA). It has not been validated for use on plasma
with other types of anticoagulants.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent Chlamydia pn. 1gG
level as high as 4000 AU/mL did not exhibit a hook
effect in the iFlash-Chlamydia pn. IgG assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=20 mg/dL), hemolysis
(hemoglobins800 mg/dL), lipemia (triglyceride<3000
mg/dL) and serum total protein (<12 g/dL).

* No interference was observed from rheumatoid factors

up to a concentration of 2000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-Chlamydia pn. IgG,
clinical samples and controls according to EP05-A3 of
CLSI (Clinical and Laboratory Standards Institute): test for
20 days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility
Mean
Sample (AU/mL)

SD (AU/mL)  %CV  SD (AU/mL)  %CV

1 10.37 0.292 2.82% 0.575 5.54%

2 28.26 0.709 2.51% 1.536 5.44%

3 199.87 5.474 2.74% 9.572 4.79%
Qc1 8.17 0.240 2.94% 0.493 6.03%
Qc2 60.86 1.880 3.09% 3.194 5.25%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute) EP17-A2
requirements.

Limit of Blank = 1.5 AU/mL

Limit of Detection = 3 AU/mL

Limit of Quantitation = 5 AU/mL

Linearity Range

3-400 AU/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-Chlamydia pn. 1gG
assay was evaluated with Chlamydia pn. IgM,
Mycoplasma pn. IgG, EB VCA IgG, EB EA IgG, CMV IgG,
HSV 1+2 1gG, RV IgG, Toxo IgG and anti-TP.

Number of

Number of Specimens Found

Analogue Specimens Nonreactive with

Tested iFlash-Chlamydia

pn. IgG
Chlamydia pn. 12 12
IgM
Mycoplasma 12 12
pn. IgG

EB VCAIgG 7 7
EB EAIgG 7 7
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CMV IgG 8 8
HSV 1+2 1gG 9 9
RV IgG 10 10
Toxo IgG 10 10
Anti-TP 6 6

[CAL] Calibrator

2

[R] Reagent

Clinical Performance

A comparison of the iFlash-Chlamydia pn. IgG assay with
a commercially available Chlamydia pn. IgG assay using
clinical samples was performed.

The positive coincidence rate is 93.40% (95%Cl:
89.22%-96.03%).

The negative coincidence rate is 94.85% (95%Cl:
92.32%-96.57%).

The total coincidence rate is 94.37% (95%Cl:
92.30%-95.90%).
SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
EXPLANATION OF ABBREVIATION

” Analyzers/Instruments on which

reagents can be used

Manufacturer

W Contains sufficient for <n> tests

Authorized representative in the
European Community

Importer

CE Marking of Conformity with
notified body ID number

c €2797

Caution

Consult instructions for use

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

HIENEIE =

Use-by date

Temperature limit
(2-8°C)

S %

%0)

Biological risks

GHS07

Pictograms for caution

=©

This way up

Abbreviation Explanation

Catalogue number

ANNEX B:

WARNINGS AND PRECAUTIONS

e Hazardous Component: 0.1% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

« Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.
H412: Harmful to aquatic life with long lasting effects.
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e Precautionary Statements:

P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.

P273: Avoid release to the environment.

P280: Wear protective gloves.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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Chlamydia pn. IgM

iFlash

Chemiluminescence Immunoassay Analyzer

C88014M-S C88014M  C88014M-L
s 2x50 2x150
Tests/kit Tests/kit Tests/kit
iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-Chlamydia pn. IgM

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270100GN

INTENDED USE

The iFlash-Chlamydia pn. IgM assay is a paramagnetic
particle chemiluminescent immunoassay (CLIA) for the
qualitative determination of IgM antibodies to Chlamydia
Pneumoniae (chlamydia pn.) in human serum and plasma
collected from individuals suspected of chlamydia
pneumonia using the automated Chemiluminescence
Immunoassay Analyzer. The iFlash-Chlamydia pn. IgM
assay is to be used by laboratory professionals as an aid
in diagnosis of chlamydia pneumonia together with other
clinical methods.

SUMMARY AND EXPLANATION

Pneumonia is an infection of lung parenchyma caused by
a variety of pathogens such as bacteria, viruses, fungi,
and parasites. One type of bacteria includes Chlamydia
species. Chlamydia pneumoniae (C. pneumoniae),
belongs to the genus Chlamydia. The other two
chlamydial species infecting humans are C. psittaci and C.
trachomatis.l"? The first C. pneumoniae isolates were
obtained from conjunctival cultures of children during
trachoma vaccine studies in the 1960s.°!

Chlamydia pneumoniae is an obligate intracellular
bacterium and a cause of upper and lower respiratory tract
infections.) C. pneumoniae and C. psittaci cause
respiratory tract infections in adults, and Chlamydia
trachomatis causes pneumonia mostly in children.
Humans are the only known reservoir of C. pneumoniae.
Most of the respiratory tract infections (about 70%) caused
by C. pneumoniae are asymptomatic or only with mild
symptoms, but a minority (30%) of them are responsible
for more severe respiratory illnesses such as
community-acquired pneumonia (CAP) with atypical
symptoms, bronchitis and upper respiratory tract
infections (URTIs).?!

Specific diagnostic testing is serological, which is
regarded as the gold standard. Elevation in C.
pneumoniae IgM titer in a patient with CAP is diagnostic of
acute infection, whereas an increase in IgG (by four times)
is suggestive of a previous infection.?! Antibody in the IgM
fraction may not appear for three weeks after the onset of
symptoms. Antibody in the IgG fraction may not reach
diagnostic titer levels for six to eight weeks. In reinfection
there is often no complement fixation (CF) antibody and
no IgM antibody response. On the other hand, the I1gG
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antibody response may appear within one to two weeks
and often rises to a high titer. Not all infected individuals
have such distinctive response patterns. As with all
biological tests there are individual variations. Further, in
reinfection disease, when IgG antibody is already present,
there may be a low IgM antibody titer rise with or without a
rise in the IgG antibody titer.!%!

ASSAY PRINCIPLE

The iFlash-Chlamydia pn. IgM assay is an indirect

immunoassay using direct chemiluminometric technique.

e 1%t Incubation: Prediluted sample is incubated with
Chlamydia pn. natural antigen-coated paramagnetic
microparticles. Chlamydia pn. IgM antibody in the
sample binds to the Chlamydia pn. native antigen
coated particles and forms an antigen-antibody
complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the walll of the reaction vessel, and the
unbound materials are washed away by the wash
buffer.

e 2 Incubation: Acridinium-ester-labeled mouse
anti-human Chlamydia pn. IgM antibody conjugate is
added and forms a new complex.

* Repeat the previous washing step.

e Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e A direct relationship exists between the amount of
Chlamydia pn. IgM antibody in the sample and the
RLUs detected by the iFlash optical system.

e Results are determined automatically by comparing
the relative light units (RLUs) produced by the sample
with the RLUs of the cut-off value previously obtained
by calibration.

Chlamydia pn. IgM

iFlash

Chemiluminescence Immunoassay Analyzer

Sample diluent

1 pack, 2 packs, 2 packs,

(for pre-dilution),

R3 65 6.5 153 PBS ~ bufler

ml/pack mL/pack  mL/pack 300 as
preservative.

Calibrator 1,

PBS buffer with

1 bottle, 1 bottle, 1 bottle,
CAL1 1.0 1.0 1.0
mL/bottle  mL/bottle  mL/bottle

preservative.

protein stabilizer
(BSA),  0.05%
ProClin 300 as

Calibrator
Chlamydia

2,

IgM (Mammalian

1 bottle, 1 bottle, 1 bottle, cell) in PBS
CAL2 1.0 1.0 1.0 buffer with
ml/bottle  mL/bottle  mL/bottle protein stabilizer
(BSA),  0.05%

ProClin 300 as

preservative.

REAGENTS
Com Specification
pone 1x50 2x50 2x150 Content
nt Tests/kit  Tests/kit  Tests/kit
Chlamydia  pn.
natural

antigen-coated

1 pack, 2 packs, 2 packs, paramagnetic
R1 3.5 3.5 8.5 microparticle (HL
mbL/pack  ml/pack  mL/pack cell, 0.15
mg/mL), 0.05%
ProClin 300 as

preservative.

Acridinium-ester-
labeled mouse

anti-human
Chlamydia  pn.
1pack,  2packs, 2 packs, )
R2 o5 o5 R2%> lgM  antibody
ml/pack mL/pack  mL/pack conjugate

(mouse, 0.006
pg/mL), 0.05%
ProClin 300 as
preservative.
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MATERIALS REQUIRED BUT NOT PROVIDED
(C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC023, Chlamydia pn. IgM Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

* Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,

and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

« Avoid the formation of bubbles with all reagents.

* The reagents and calibrators in the pack are ready to
use.

e Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-Chlamydia pn. IgM reagent
pack on the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage

« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

* The reagent should be avoided from frozen.

Stability

e Unopened at 2-8°C: up to the stated expiration date.

e Opened at 2-8°C: 28 days.

e Store on-board: 28 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

* Centrifuge the specimens.
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e Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

e Specimens can be preserved at 2-8°C for 14 days.

e Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 3 times.

e Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

¢ Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

« Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-Chlamydia pn. IgM reagent. The
microparticles must be fully suspended before the
reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

¢ Place the calibrators CAL1 and CAL2 in the calibrator
rack in the sample zone. Only keep calibrators open
during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for Chlamydia pn. IgM.

e Every iFlash-Chlamydia pn. IgM reagent kit has a QR
code label containing the specific information for
calibration of the particular reagent lot.

e To perform an iFlash-Chlamydia pn. IgM calibration,
test CAL1 and CAL2 in duplicate, RLU of the cutoff
value is obtained.

e Once an iFlash-Chlamydia pn. IgM calibration is
accepted and stored, all subsequent samples can be
tested without further calibration unless:

« After 28 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

QUALITY CONTROL
For quality control, EVER-BLUE Chlamydia pn. IgM
Control is recommended. In addition, other commercially
available quality control materials with at least two levels
of analyte that have been verified by the laboratory can be
used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

« Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.

e Rerun the assay with fresh quality control samples.
If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The analyzer automatically calculates the cutoff based on
the measurement of CAL1 and CAL2. The result of a
sample is given either as reactive or nonreactive as well
as in the form of a cutoff index.

The results are given in COIl.

Interpretation of Results

Cut-off value: 1.0 COI

Nonreactive: <0.9 COI;

Equivocal: 0.9-1.1 COI;

Reactive: 2 1.1 COI.

Individuals with nonreactive results indicate the absence
of acute infection.
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Samples with indeterminate results indicate the possible
exposure to Chlamydia pn. and should be retested. In
case, the result is still indeterminate, a second sample
should be collected within an appropriate period of time
(e.g. 2 weeks).

A reactive result indicates an acute infection. Such
individuals are potentially at risk of transmitting Chlamydia
pn. infection.

LIMITATIONS

The iFlash-Chlamydia pn. IgM assay is limited to the
determination of Chlamydia pn. IgM in human serum
or plasma (lithium heparin, sodium heparin and
K2-EDTA). It has not been validated for use on plasma
with other types of anticoagulants.

If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.
The assay is unaffected (difference less than 10%) by
icterus (bilirubin=30 mg/dL), hemolysis
(hemoglobin<1500 mg/dL), lipemia (triglyceride<1500
mg/dL) and serum total protein (<10 g/dL).

No interference was observed from rheumatoid factors
up to a concentration of 2000 1U/mL.

No interference was observed from HAMA up to a
concentration of 600 ng/mL.

No interference was observed from ANA up to a
concentration of 500 AU/mL.

No interference was observed from AMA up to a
concentration of 500 AU/mL.

No interference was observed from total IgG up to a
concentration of 7 g/dL.

No interference was observed from total IgM up to a
concentration of 0.4 g/dL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.

Precision

Precision was determined using iFlash-Chlamydia pn. IgM,
clinical samples and controls according to EP05-A3 of
CLSI (Clinical and Laboratory Standards Institute): test for
20 days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Sample Meai
(corny

Repeatability Reproducibility

n

SD (Col) %CV SD (Col) %CV

1 0.24 0.011 4.58% 0.019 7.92%
2 1.36 0.052 3.82% 0.089 6.54%
3 11.03 0.306 277% 0.553 5.01%
Qc1 0.43 0.020 4.65% 0.032 7.44%
Qc2 279 0.112 4.01% 0.188 6.74%

Analytical Specificity

The analytical specificity of iFlash-Chlamydia pn. IgM
assay was evaluated with Chlamydia pn. IgG,
Mycoplasma pn. IgM, EB VCA IgM, EB EA IgM, CMV IgM,
HSV 1+2 IgM, RV IgM, HBV core antibody IgM, HAV IgM,

Toxo IgM and Anti-TP.

Number of Specimens

Number of
Analogue Specimens Fpund Nonreactiye with
iFlash-Chlamydia pn.
Tested IgM
Chlamydia pn.
IQVG p 7 7
Mycoplasma
ypn.pIgM 7 7
EB VCA IgM 6 6
EB EA IgM 6 6
CMV IgM 11 11
HSV 1+2 IgM
RV IgM 10 10
oy 7 7
HAV IgM 4 4
Toxo IgM 8 8
Anti-TP 8 8
Total 78 78

Chlamydia pn. IgM

iFlash

Chemiluminescence Immunoassay Analyzer

1989;8(3):191-202.

SHENZHEN YHLO BIOTECH CO., LTD.
“Building 1, YHLO Biopark, Baolong 2nd Road,

District,

Baolong Subdistrict, Longgang
Shenzhen, Guangdong, 518116, China
TEL: +86-0755-26473359

Shanghai International Holding Corp. GmbH

(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

[CAL] Calibrator
R Reagent

Clinical Performance

A comparison of the iFlash-Chlamydia pn. IgM assay with

a

commercially available Chlamydia pn. IgM assay using

clinical samples was performed.
The positive coincidence rate is 92.45% (95%Cl:
85.81%-96.13%).

The negative coincidence rate is 96.53% (95%Cl:
94.44%-97.85%).

The total

coincidence rate is 95.77% (95%Cl:

93.78%-97.14%).

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.05% ProClin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin reaction.
Precautionary Statements:

P261: Avoid
dust/fume/gas/mist/vapour/spray.

breathing

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.
P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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C88033M-S C88033M  C88033M-L
e 2x50 2x150
Tests/kit Tests/kit Tests/kit
iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-CMV IgM

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270104GW

INTENDED USE

The iFlash-CMV IgM assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the qualitative
determination of IgM antibodies to cytomegalovirus (CMV)
in human serum and plasma collected from individuals
suspected of cytomegalovirus infection using the
automated Chemiluminescence Immunoassay Analyzer.
The iFlash-CMV IgM assay is to be used by laboratory
professionals as an aid in diagnosis of cytomegalovirus
infection together with other clinical methods.

SUMMARY AND EXPLANATION

Cytomegalovirus (CMV) is a DNA herpesvirus that is
common wordewide. CMV is transmition can occur by
direct or indirect person-to-person contact with infectious
bodily fluids, including semen, cervical or vaginal
secretions, saliva, urine, and blood products."23 CMV
infection is usually mild and asymptomatic in man.
However, in pregnant women, newborns, and
immunocompromised individuals, CMV infections may
pose a significant medical risk.[*567]

Serologic testing is used to diagnose CMV infection.
Recent or prior CMV infection can be diagnosed by
measuring the presence of anti-CMV IgM and IgG.
Typically, CMV infection induces IgM production first,
followed by an IgG response.®! IgG avidity measures
antibody maturity, which is very low in the first weeks after
a primary infection, and gradually increases with time.
Primary infections can be defined by seroconversion of
CMV-specific IgG in paired acute and convalescent sera
collected 3 to 4 weeks apart, or a positive IgM combined
with a low avidity 1gG result.”! Detection of IgM and IgG
combined with low IgG avidity suggests a primary infection
within the past 2 to 4 months.l"% High IgG avidity suggests
that CMV infection occurred more than five months
earlier.["12

ASSAY PRINCIPLE

The iFlash-CMV IgM assay is an indirect immunoassay

using direct chemiluminometric technique.

e 1% Incubation: Sample is incubated with CMV
antigen-coated paramagnetic microparticles. CMV IgM
in the sample binds to the CMV antigen coated
particles and forms an antigen-antibody complex.

e Washing: Under the magnetic field, magnetic particles

c €2797

are adsorbed to the wall of the reaction vessel, and the
unbound materials are washed away by the wash
buffer.

e 2" Incubation: Acridinium-ester-labeled mouse
anti-human IgM conjugate is added and forms a new
complex.

e Repeat the previous washing step.

e Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e A direct relationship exists between the amount of
CMV IgM in the sample and the RLUs detected by the
iFlash optical system.

e Results are determined automatically by comparing
the relative light units (RLUs) produced by the sample
with the RLU of the cut-off value previously obtained
by calibration.

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content

Tests/kit Tests/kit  Tests/kit

CMV
antigen-coated
paramagnetic
microparticle
(E.coli, 0.1
mg/mL), 0.08%
ProClin 300 as
preservative.

1pack, 2packs, 2 packs,
R1 35 35 8.5
ml/pack mL/pack mL/pack

Acridinium-ester
-labeled mouse
anti-human IgM
conjugate
(mouse, 0.04
pg/mL), 0.05%
ProClin 300 as
preservative.

1pack, 2packs, 2 packs,
R2 6.5 6.5 15.3
ml/pack mL/pack mL/pack

Sample diluent
(for pre-dilution),
1pack, 2packs, 2packs, goat anti-human
R3 6.5 6.5 15.3 IgG in PBS
ml/pack mL/pack mL/pack buffer,  0.05%
ProClin 300 as

preservative.

Calibrator 1,
TRIS buffer with
protein stabilizer
(BSA), 0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,
CAL1 1.0mL 1.0mL 1.0mL
/bottle /bottle /bottle

Calibrator 2,
cMV IgM
(human) in TRIS
buffer with
protein stabilizer
(BSA), 0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,
CAL2 1.0mL 1.0mL 1.0mL
/bottle /bottle /bottle

MATERIALS REQUIRED BUT NOT PROVIDED

£89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

15
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[REF] (C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC047, CMV IgM Control.

CC844, CMV IgM Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

« Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.
e The reagents and calibrators in the pack are ready to

use.

« Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-CMV IgM reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
* Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

« The reagent should be avoided from frozen.
Stability

* Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 28 days.

e Store on-board: 28 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

« Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

e Specimens can be preserved at 2-8°C for 14 days.

* Specimens can be preserved at -20°C for 3 months.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 3 times.

« Transfer only the clarified specimen without the lipemic
material if the centrifuged specimens has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

* Do not use heat-inactivated samples.
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e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

* Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-CMV IgM reagent. The microparticles
must be fully suspended before the reagent is loaded.

o Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1 and CAL2 in the calibrator
rack in the sample zone. Only keep calibrators open
during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (10 uL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Every iFlash-CMV IgM reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-CMV IgM calibration, test CAL1
and CAL2 in duplicate, RLU of the cutoff value is
obtained.

e Once an iFlash-CMV IgM calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:

« After 28 days when using the same reagent lot.
* Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

QUALITY CONTROL

For quality control, YHLO CMV IgM Control, EVER-BLUE
CMV IgM Control are recommended. In addition, other
commercially available quality control materials with at
least two levels of analyte that have been verified by the

laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

« Verify that the materials are not expired.

o Verify that required maintenance was performed.

« Verify that the assay was performed according to the

instruction for use.
« Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The analyzer automatically calculates the cutoff based on
the measurement of CAL1 and CAL2. The result of a
sample is given either as reactive or nonreactive .

The results are given in AU/mL.

Interpretation of Results

Cut-off value: 20 AU/mL

Nonreactive: <18 AU/mL;

Equivocal: 18 - 22 AU/mL;

Reactive: 222 AU/mL.

Individuals with nonreactive results indicate the absence
of acute infection.

Samples with equivocal result should be retested. In case
the result is still indeterminate, a second sample should be
collected within an appropriate period of time (e.g. 2
weeks).

A reactive result indicates past or acute infection. Such
individuals are potentially at risk of transmitting CMV
infection.

LIMITATIONS

e The iFlash-CMV IgM assay is limited to the
determination of CMV IgM in human serum or plasma
(lithium heparin, sodium heparin and K»-EDTA). It has
not been validated for use on plasma with other types
of anticoagulants.

e |f the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin<30 mg/dL), hemolysis
(hemoglobin<1500 mg/dL), lipemia (triglyceride<1500
mg/dL) and serum total protein (<10 g/dL).
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* No interference was observed from rheumatoid factors
up to a concentration of 2000 I1U/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

e No interference was observed from AMA up to a
concentration of 500 AU/mL.

* No interference was observed from total IgG up to a
concentration of 7 g/dL.

e No interference was observed from total IgM up to a
concentration of 0.4 g/dL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-CMV IgM, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 20
days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility

Sample (AthG;aan) SD
SD(AUML)  %CV oy %OV
1 10.61 0594  560% 0985  9.28%
2 23.07 1.131 490% 1780  7.72%
3 156.27 6784  434% 10042  6.43%
ac1 9.10 0538  591% 0801  8.80%
Qc2 5583 2436 436% 4063  7.28%

Analytical Specificity

The analytical specificity of iFlash-CMV IgM assay was
evaluated with systemic lupus erythematosus patient
blood, CMV IgG, Toxo IgM, Rubella IgM, HSV-1 IgM,
HSV-2 IgM, HBV IgM, HAV IgM, Mycoplasma pneumoniae
IgM, EB VCA IgM, EB EA IgM, VZV IgM, Influenza A virus
IgM and Influenza B virus IgM.

Number of  Number of Samples
Analogue Samples Found Nonreactive
Tested  With iFlash-CMV IgM

Systemic lupus

erythematosus 12 12
patient blood
CMV IgG 13 13
Toxo IgM 1 "
Rubella IgM 10 10
HSV-1 IgM 12 12
HSV-2 IgM 11 "
HBV IgM 13 13
HAV IgM 10 10
Mycoplasma 1 1

pneumoniae IgM

EB VCA IgM 13 13

EB EA IgM 12 12

V2V igM 1 11
Influenza A virus

1gM 13 13
Influenza B virus

IgM 10 10

Total 162 162

The following drugs were tested, no interference with the
assay was found.

Drug Concentration
Ganciclovir 800 mg/L
Valganciclovir 900 mg/L

Clinical Performance

A comparison of the iFlash-CMV IgM assay with a
commercially available CMV IgM assay using clinical
samples was performed.

The positive coincidence rate is 97.16% (95%Cl:
93.94%-98.69%).

The negative coincidence rate is 99.76% (95%Cl:
98.63%-99.96%).

The total coincidence rate is 98.87% (95%Cl:
97.69%-99.45%).

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
EXPLANATION OF ABBREVIATION

Consult instructions for use

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

Use-by date

Temperature limit
(2-8°C)

L %

Biological risks

%0

Pictograms for caution

This way up

= ot

Abbreviation Explanation
- Catalogue number
Calibrator
Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

CE Marking of Conformity with
notified body ID number

Caution

S IR

ANNEX B:

WARNINGS AND PRECAUTIONS

* Hazardous Component: 0.08% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

« Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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Rubella IgG

iFlash

Chemiluminescence Immunoassay Analyzer

C88035G-S CB88035G C88035G-L
N7 2x50 2x150
Tests/kit Tests/kit Tests/kit
iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

Name
iFlash-Rubella IgG

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270105GY

INTENDED USE

The iFlash-Rubella IgG assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the
quantitative determination of IgG antibodies to Rubella
virus (RV) in human serum and plasma collected from
individuals suspected of rubella infection using the
automated Chemiluminescence Immunoassay Analyzer.
The iFlash-Rubella IgG assay is to be used by laboratory
professionals as an aid in diagnosis of rubella infection
together with other clinical methods.

SUMMARY AND EXPLANATION

Rubella is a member of the togaviridae family, usually
causing a benign systemic illness resembling a mild case
of measles, and previously known as German measle.
Normally, the infection is characterized by rash, fever and
lymphadenopathy. It can, however, cause severe birth
defects when infection occurs early in pregnancy.!'!
Rubella virus is a spherical, enveloped, 40 to 80 nm,
9.6-kb, positive-sense, single-stranded RNA virus.
Transmission of Rubella virus from person to person
usually occurs via respiratory aerosols. Following
inhalation of infected droplets, the virus replicates in the
mucosal membranes of the upper respiratory tract, later
spreading to regional lymph nodes, leading to the infection
of multiple organ systems, including the placenta in cases
of infection occurring early in pregnancy. In the absence of
pregnancy, rubella is generally a mild, self-limited, and
relatively benign infection. However, maternal rubella
infection during early pregnancy, may lead to miscarriage,
intrauterine fetal death and congenital rubella syndrome
(CRS).4

The humoral immune response to Rubella virus infection
produces specific antibodies. Rubella IgM is usually
detectable within 2 to 5 days after the appearance of a
rash and persists for 1 to 3 months, which is the main
method of diagnosis of acute rubella virus infection.
Rubella 1gG becomes detectable shortly after the

appearance of IgM and usually remains detectable lifelong.

IgG can be used for the diagnosis of recent rubella
infection and CRS. In general, IgG testing is more

common in prenatal testing for women of childbearing age.

A positive result indicates that the individual has
detectable antibodies and therefore is protected against
infection. A negative or low-positive result may indicate the

c €2797

need for vaccination. Vaccination of all susceptible
patients with rubella vaccine to decrease circulation of the
virus are the cornerstones to prevention of Rubella and,
more importantly, CRS.[245]

ASSAY PRINCIPLE

The iFlash-Rubella IgG assay is an indirect immunoassay
using direct chemiluminometric technique.

18t Incubation: Prediluted sample is incubated with
biotinylated rubella virus antigen and
streptavidin-coated  paramagnetic  microparticles.
Rubella IgG in the sample binds to the biotinylated
rubella virus antigen and forms an antigen-antibody
complex.

Washing: Under the magnetic field, magnetic particles
are adsorbed to the walll of the reaction vessel, and the
unbound materials are washed away by the wash
buffer.

2" Incubation:  Acridinium-ester-labeled mouse
anti-human IgG conjugate is added and forms a new
complex.

Repeat the previous washing step.

Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

A direct relationship exists between the amount of
Rubella IgG in the sample and the RLUs detected by
the iFlash optical system.

Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.

Rubella IgG

iFlash

Chemiluminescence Immunoassay Analyzer

CAL1 1.0mL

Calibrator 1, TRIS
buffer with protein
stabilizer  (BSA),
0.05% ProClin 300
as preservative.

1 bottle, 1 bottle, 1 bottle,
1.0 mL 1.0 mL

/bottle /bottle /bottle

Calibrator 2,

Rubella 19G

1 bottle, 1 bottle, 1 bottle, (human) in TRIS

CAL2 1.0mL 1.0 mL 1.0mL  buffer with protein

/bottle /bottle /bottle stabilizer  (BSA),
0.05% ProClin 300

as preservative.

Calibrator 3,

Rubella 19G

1 bottle, 1 bottle, 1 bottle, (human) in TRIS

CAL3 1.0mL 1.0 mL 1.0mL  buffer with protein

/bottle /bottle /bottle  stabilizer ~ (BSA),
0.05% ProClin 300

as preservative.

REAGENTS
Com Specification
pone 1x50 2x50 2x150 Content
nt Tests/kit  Tests/kit  Tests/kit
Streptavidin-coate
d paramagnetic
R1 1 gasck, 2 p3agks, 2 psagks, mic/roE:)articleo O(gn/z
mg/mL), .08%
ml/pack ml/pack mL/pack ProClin. 300 as
preservative.
Acridinium-ester-la
beled mouse
1 pack, 2 packs, 2 packs, anti-human 1gG
R2 6.5 6.5 15.3 conjugate (mouse,
ml/pack ml/pack mL/pack 0.1 pg/mL), 0.05%
ProClin 300 as
preservative.
Biotinylated rubella
1 pack, 2 packs, 2 packs, virus antigen (vero
R3 35 35 8.5 cell, 0.267 ug/mL),
mbl/pack ml/pack mL/pack 0.08% ProClin 300
as preservative.
Sample diluent (for
1 pack, 2 packs, 2 packs, pre-dilution), PBS
R4 6.5 6.5 15.3 buffer, 0.05%
mbl/pack ml/pack mL/pack ProClin 300 as

preservative.
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MATERIALS REQUIRED BUT NOT PROVIDED
(C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC018, Rubella IgG Control.

CC845, Rubella IgG Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

Exercise the normal precautions required for handling
all laboratory reagents.

Disposal of all waste material should be in accordance
with local guidelines.

Wear gloves when handling specimens or reagents.
Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,

and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

« Avoid the formation of bubbles with all reagents.

* The reagents and calibrators in the pack are ready to
use.

e Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-Rubella 1gG reagent pack
on the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage

« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

* The reagent should be avoided from frozen.

Stability

e Unopened at 2-8°C: up to the stated expiration date.

e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

* Centrifuge the specimens.
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e Specimens can be preserved at room temperature
(20-25°C) for 24 hours.

e Specimens can be preserved at 2-8°C for 12 days.

e Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 3 times.

e Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

¢ Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

« Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-Rubella IgG reagent. The
microparticles must be fully suspended before the
reagent is loaded.

e Before testing, the instrument will
resuspend the microparticles to mix well.

automatically

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This assay has been standardized
against the 1t WHO Reference Standard, NIBSC code:
RUBI-1-94.

e Every iFlash-Rubella IgG reagent kit has a QR code
label containing the specific information for calibration
of the particular reagent lot.

e To perform an iFlash-Rubella IgG calibration, test
CAL1, CAL2 and CAL3 in duplicate, and the
predefined master curve is adapted to the analyzer.

e Once an iFlash-Rubella IgG calibration is accepted
and stored, all subsequent samples can be tested
without further calibration unless:

» After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

MEASURING RANGE

0.7-350 IU/mL

Values below the lower limit of measuring range are
reported as <0.7 IU/mL. Values above the upper limit of
measuring range are reported as >350 |U/mL.

QUALITY CONTROL
For quality control, YHLO Rubella IgG Control,
EVER-BLUE Rubella IgG Control are recommended. In
addition, other commercially available quality control
materials with at least two levels of analyte that have been
verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

« Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.
e Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in [U/mL.

Expected Values
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A study was conducted on samples from 200 patients
confirmed with Rubella IgG positive and 200 healthy
individuals, ROC curve method was used to analyze the
test results and the cut-off value of iFlash-Rubella IgG was
determined as 10 IU/mL.

Interpretation of Results

Nonreactive: < 10 IU/mL;

Reactive: = 10 [U/mL.

A nonreactive result indicates the sample is considered
negative for Rubella IgG.

A reactive result indicates the sample is considered
positive for Rubella IgG. The presence of Rubella IgG is
an indication of previous exposure either by prior infection
or by vaccination.

It is recommended that each laboratory establish its own
cut-off value for the specific population.

LIMITATIONS

e The iFlash-Rubella IgG assay is limited to the
determination of Rubella IgG in human serum or
plasma (lithium heparin, sodium heparin and K>-EDTA).
It has not been validated for use on plasma with other
types of anticoagulants.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin<30 mg/dL), hemolysis (hemoglobin
<1500 mg/dL), lipemia (triglyceride<3000 mg/dL), biotin
(<200 ng/mL), serum total protein (<10 g/dL), serum
total IgG(<5 g/dL) and serum total IgM(<0.4 g/dL).

« No interference was observed from rheumatoid factors
up to a concentration of 2000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

e No interference was observed from AMA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-Rubella IgG, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 20
days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility

Sample Mean
(IU/mL) SD SD
umt)  *V oy %GV
1 4.1 0.205 4.99% 0.318 7.74%

2 12.80 0.432 3.38% 0.795  6.21%
3 22236 5738 258% 10.833 4.87%
QC1 5.48 0260 4.74% 0.427 7.79%
QC2 2774 0.911 3.28% 1.644 5.93%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute)  EP17-A2
requirements.

Limit of Blank = 0.2 1U/mL

Limit of Detection = 0.7 IU/mL

Limit of Quantitation = 1.5 IU/mL

Linearity Range

0.7-350 IU/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-Rubella IgG assay was
evaluated with the following analogues.

Number of Number of

Analogue Specimens Specimen§ FoL{nd

Nonreactive with

Tested iFlash-Rubella IgG
SLE 12 12
Toxo IgG 15 15
Rubella IgM 14 14
CMV IgG 12 12
CMV IgM 13 13
EB VCA IgM 12 12
EB VCAIgG 12 12
EB VCA IgA 12 12
EB EA IgM 13 13
EB NAIgG 10 10
EB NA IgM 10 10
HSV 1+2 1gG 1 1
HSV 142 IgM 12 12
Anti-HAV 1gG 9 9
Anti-HBc IgG 20 20

C.Pneumonia
oM 14 14
C.Pnlegugonla 13 13
M.Pneumonia

IgM 12 12
M.Pnlz;uemoma 12 12
Inﬂ:ﬁzaA 10 10
Inﬂ:ﬁ:? B 10 10
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ADV 10 10
HIV 10 10
vzv 13 13
Anti-TP 8 8
Total 299 299

Clinical Performance

A comparison of the iFlash-Rubella IgG assay with a
commercially available Rubella IgG assay using clinical
samples was performed.

The positive coincidence rate is 95.89% (95%Cl:
93.79%-97.44%).

The negative coincidence rate is 96.64% (95%Cl:
93.19%-98.64%).

The total coincidence rate is 96.11% (95%Cl:
94.43%-97.29%).

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Rubella IgG

iFlash

Chemiluminescence Immunoassay Analyzer

[CAL] Calibrator
[R] Reagent
W Contains sufficient for <n> tests

Analyzers/Instruments on which

reagents can be used

d Manufacturer

Authorized representative in the

European Community

% Importer

c € CE Marking of Conformity with
2797 notified body ID number

Caution

Consult instructions for use

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

HIENEIE =]

Use-by date

Temperature limit
(2-8°C)

S %

%0)

Biological risks

GHS07

Pictograms for caution

=|©

This way up

ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.08% ProClin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.

220-239-6] (3:1))
« Signal word: Warning
e Hazard Statements:

H317: May cause an allergic skin reaction.
e Precautionary Statements:
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P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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HSV-2 IgG

iFlash

Chemilumi Immunoassay Analyzer

C88038G-S CB88038G C88038G-L
N7 2x50 2x150
Tests/kit Tests/kit Tests/kit
iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

Name
iFlash-HSV-2 IgG

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270059HJ

INTENDED USE

The iFlash-HSV-2 IgG assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the qualitative
determination of IgG antibody to herpes simplex virus-2
(HSV-2) in human serum and plasma collected from
individuals suspected of HSV-2 infection and women in
the early stages of pregnancy using the automated
Chemiluminescence  Immunoassay Analyzer. The
iFlash-HSV-2 1gG is to be wused by laboratory
professionals as an aid in the diagnosis and assessment
of HSV-2 infection together with other clinical methods.

SUMMARY AND EXPLANATION

Herpes simplex virus (HSV) is an enveloped,
double-stranded DNA virus morphologically similar to
other members of the Herpetoviridae family, containing
HSV Type 1 (HSV-1) and HSV Type 2 (HSV-2).1 HSV-1
generally infects the mucous membrane of the eye, mouth
and mucocutaneous junctions of the face, and is also one
of the most common causes of severe sporadic
encephalitis in adults.®?!

In order to adequately contain the spread of HSV, efficient
serological testing is important because the existence of
type-specific IgG and IgM antibodies in the blood serum
offers evidence of HSV-1, HSV-2, or HSV-1 and HSV-2
coinfection.>4l Specific IgG antibody generally appears
two to three weeks after primary infection, but may fall in
titre after a few months.®! Detection of IgG allows
assessment of the patient's immune status and provides
serological evidence of prior exposure to HSV. This may
aid in the diagnosis of recent HSV infection in paired sera
by the presence of seroconversion to HSV-1 or HSV-2
antibody. 6.7

ASSAY PRINCIPLE

The iFlash-HSV-2 IgG assay is an indirect immunoassay

for the qualitative determination of IgG antibody to herpes

simplex virus-2 (HSV-2) in human serum and plasma
using direct chemiluminometric technique.

o 1%t Incubation: Sample is incubated with HSV-2 antigen
coated paramagnetic microparticles and sample
treating agent. HSV-2 IgG in the sample binds to
HSV-2 antigen coated particles and forms an
antigen-antibody complex.

e Washing: Under the magnetic field, magnetic particles

c €2797

are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

2 Incubation:  Acridinium-ester-labeled  mouse
anti-human IgG is added and forms a new complex.
Repeat the previous washing step.

Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

A direct relationship exists between the amount of
HSV-2 IgG in the sample and the RLUs detected by
the iFlash optical system.

e Results are determined automatically by comparing

the relative light units (RLUs) produced by the sample
with the RLU of the cutoff value previously obtained
by calibration.

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content
Tests/kit  Tests/kit  Tests/kit
HSV-2
antigen-coated
paramagnetic

1 pack, 2 packs, 2 packs,
R1 35 35 85
mbL/pack mL/pack  mL/pack

microparticle (S.
cerevisiae, 0.1
mg/mL), 0.1%
ProClin 300 as
preservative.

Acridinium-ester-|
abeled mouse
anti-human  1gG
conjugate
(mouse, 0.02
pg/mL),  0.05%
ProClin 300 as
preservative.

1 pack, 2 packs, 2 packs,
R2 6.5 6.5 15.3
ml/pack ml/pack mL/pack

Sample treating
1 pack, 2 packs, 2packs, agent, phosphate

R3 6.5 6.5 15.3 buffer, 0.05%
ml/pack mL/pack mL/pack ProClin 300 as
preservative.

CAL1 1.0 1.0mL 1.0mL

Calibrator 1,
TRIS buffer with
protein stabilizer
(BSA),  0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,

mL/bottle  /bottle /bottle

CAL2 1.0 1.0mL 1.0mL

Calibrator 2,
HSV-2 19G
(human) in TRIS
buffer with
protein stabilizer
(BSA),  0.05%
ProClin 300 as
preservative.

1 bottle, 1 bottle, 1 bottle,

mlL/bottle  /bottle /bottle

MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/089949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered

15
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saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC013, HSV-2 IgG Control.

CC839, HSV-2 IgG Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labelling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

« Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

* Avoid the formation of bubbles with all reagents.

e The reagents and calibrators in the pack are ready for
use.

* Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-HSV-2 IgG reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage

* Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

e The reagent should be avoided from frozen.

Stability

* Unopened at 2-8°C: up to the stated expiration date.

e Opened at 2-8°C: 56 days.

« Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

« Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 24 hours.

« Specimens can be preserved at 2-8°C for 7 days.

e Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 3 times.

« Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

* Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

* Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

Perucrpanus MU B PocappasEanzope
www.nevacert.ru | info@nevacert.ru

2/5

05,2024-01-12

HSV-2 IgG

iFlash

Chemilumi Immunoassay Analyzer

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

* Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

« Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-HSV-2 IgG reagent. The
microparticles must be fully suspended before the
reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1 and CAL2 in the calibrator
rack in the sample zone. Only keep calibrators open
during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for HSV-2 IgG.

e Every iFlash-HSV-2 IgG reagent kit has a QR code
label containing the specific information for calibration
of the particular reagent lot.

e To perform an iFlash-HSV-2 IgG calibration, test CAL1
and CAL2 in duplicate, RLU of the cutoff value is
obtained.

e Once an iFlash-HSV-2 IgG calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:

« After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

QUALITY CONTROL

For quality control, YHLO HSV-2 IgG Control,
EVER-BLUE HSV-2 IgG Control are recommended. In
addition, other commercially available quality control
materials with at least two levels of analyte that have been

verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

« Verify that the materials are not expired.

o Verify that required maintenance was performed.

« Verify that the assay was performed according to the

instruction for use.
« Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The analyzer automatically calculates the cutoff based on
the measurement of CAL1 and CAL2. The result of a
sample is given either as reactive or nonreactive as well
as in the form of a cutoff index.

The results are given in COI.

Interpretation of Results

Cut-off value: 1.0 COI

Nonreactive: < 0.9 COI;

Equivocal: 0.9 - 1.1 COl;

Reactive: 2 1.1 COI.

Nonreactive results indicate the absence of acute
infection.

Samples with equivocal results should be retested. In
case the retested result is still indeterminate, a second
sample should be collected within an appropriate period of
time (e.g. 2 weeks).

A reactive result indicates past or acute infection. Such
individuals are potentially at risk of transmitting HSV-2
infection.

LIMITATIONS

e The iFlash-HSV-2 IgG assay is limited to the
determination of HSV-2 IgG in human serum or
plasma (lithium heparin, sodium heparin and K>-EDTA).
It has not been validated for use on plasma with other
types of anticoagulants.

e |f the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e The iFlash-HSV-2 IgG kit will not affect the negative or
positive judgment of the test result due to the hook
effect.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin<30 mg/dL), hemolysis
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(hemoglobin£1500 mg/dL), lipemia (triglycerides2000
mg/dL) and serum total protein (<10 g/dL).

¢ No interference was observed from rheumatoid factors
up to a concentration of 2000 1U/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-HSV-2 IgG, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 20
days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility

Mean

Sample
(ol  sb sD
con  *CV  cop %OV
1 030 0011 367% 0023 7.67%
2 144 0056 389% 0098 6.81%

3 18.03  0.683 3.79% 1.136 6.30%
QC1 0.57 0.023 4.04% 0.044 7.72%
QC2 2.46 0.085 3.46% 0.157 6.38%

Analytical Specificity

The analytical specificity of iFlash-HSV-2 IgG assay was
evaluated with EB VCA IgG, HSV-1 IgG, HIV-1/2, Toxo IgG,
Rubella 1gG, CMV IgG, VZV IgG, Anti-TP, HBsAg,
Anti-HAV IgG, Mycoplasma pn. IgG and HSV-2 IgM.

Number of Number of
Analogue Specimens Specimens Found
Nonreactive with
Tested iFlash-HSV-2 IgG
EB VCA IgG 6 6
HSV-1IgG 9 o
HIV-1/2 10 10
Toxo 1gG 7 7
Rubella IgG 11 1
CMV IgG 13 13
vzV IgG 11 "
Anti-TP 8 s
HBsAg 10 10
Anti-HAV IgG 4 4
e ;
HSV-2 IgM 4 4
Total 100 100

Clinical Performance

A comparison of the iFlash-HSV-2 IgG assay with a
commercially available HSV-2 IgG assay using clinical

samples was performed.

The positive coincidence rate is 96.26% (95%Cl:
92.80%-98.09%).

The negative coincidence rate is 95.85% (95%Cl:
93.46%-97.40%).

The total coincidence rate is 95.99% (95%Cl:
94.15%-97.27%).

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation

Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

@i <08 E

Importer

I8
m

CE Marking of Conformity with
notified body ID number

Caution

Consult instructions for use

gll= >

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

HiENE

Unique device identifier

Use-by date

i

Temperature limit
(2-8°C)

@

Biological risks

Pictograms for caution

= |t

This way up

ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.1% ProClin 300

(reaction

mass of:

5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin reaction.

H412: Harmful to aquatic life with long lasting effects.
Precautionary Statements:

P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.

P273: Avoid release to the environment.

P280: Wear protective gloves.

P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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C88040G  C88040G-L

C88040G-S
W 1x50 2x50 2x150.
Tests/kit Tests/kit Tests/kit
iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

c €2797

In vitro diagnostic medical device

Name

iFlash-HSV-1 IgG
BASIC UDI-DI
GMN:692591270061H5
INTENDED USE

The iFlash-HSV-1 IgG assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the qualitative
determination of IgG antibody to herpes simplex virus-1
(HSV-1) in human serum and plasma collected from
individuals with suspected or confirmed HSV-1 infection
and women in the early stages of pregnancy using the
automated Chemiluminescence Immunoassay Analyzer.
The iFlash-HSV-1 IgG is to be used by laboratory
professional as an aid in the diagnosis and assessment of
HSV-1 infection together with other clinical methods.

SUMMARY AND EXPLANATION

Herpes simplex virus (HSV) is an enveloped,
double-stranded DNA virus morphologically similar to
other members of the Herpetoviridae family, containing
HSV Type 1 (HSV-1) and HSV Type 2 (HSV-2).1
Recurrent infections often occur with both viral types
despite the presence of circulating antiviral antibodies.
HSV-1 generally infects the mucous membrane of the eye,
mouth and mucocutaneous junctions of the face, and is
also one of the most common causes of severe sporadic
encephalitis in adults.”! An increasing proportion of genital
herpes infections caused by HSV-1 are also preceived in
the developed world.!

Rapid and accurate diagnosis of HSV infection is
necessary to ensure early implementation of selective
antiviral chemotherapy and to minimize spread of infection.
The first humoral immune response to infection is the
synthesis of specific anti-HSV IgM antibody which
becomes detectable one week after infection.! Specific
1gG antibody generally appears two to three weeks after
primary infection, but may fall in titre after a few months.[®
Detection of IgG allows assessment of the patient's
immune status and provides serological evidence of prior
exposure to HSV.! This may aid in the diagnosis of recent
HSV infection in paired sera by the presence of
seroconversion to HSV-1 or HSV-2 antibody.

ASSAY PRINCIPLE

The iFlash-HSV-1 IgG assay is an indirect immunoassay
for the qualitative determination of HSV-1 IgG in human
serum and plasma using chemiluminometric technique.

e First Incubation: Sample diluted by assay diluent are

incubated with paramagnetic micro-particles coated
with HSV-1 antigen. The specific HSV-1 IgG, if exists
in the sample, binds to the HSV-1 antigen coated
particles and forms an antigen-antibody complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction vessel, and the
unbound materials are washed away by the wash
buffer.

e Second Incubation: Acridinium-ester-labeled
mouse-anti-human IgG is added and form a new
complex.

* Repeat the previous washing step.

* Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e Adirect relationship exists between the amount of total
HSV-1 IgG in the sample and the RLUs detected by
the iFlash optical system.

e Results are determined via a calibration curve, which
is generated by 2-point calibration and a master curve
provided via the reagent QR code.

HSV-1 IgG

iFlash

Chemiluminescence Immunoassay Analyzer

Calibrator 2,

HSV-1 (human

plasma) in

1 bottle, 1 bottle, 1 bottle, TRIS buffer

CAL2 1.0 1.0 1.0 with protein

mL/bottle  stabilizer
(BSA), 0.05%
ProClin 300 as
preservative.

mL/bottle  mLbottle

REAGENTS
Comp Specification
onent 1x50 ) 2x50 ) 2><150_ Content
Tests/kit  Tests/kit  Tests/kit
HSV-1-antigen-
coated
paramagnetic
1pack, 2packs, 2packs, microparticles
R1 35 3.5 9.1 (S. cerevisiae,
mbL/pack  ml/pack mL/pack (.12 mg/mL),
0.1%  ProClin
300 as
preservative.
Acridinium-este
r-labeled
1 pack 2 packs, 2 packs, mouse-ant-hu
R2 65 e “fHea men IgG
mL/pack ml/pack mlL/pack (mouse, 0.01
ug/mL), 0.05%
ProClin 300 as
preservative.
Sample diluent,
1 pack, 2packs, 2packs, Phosphate
R3 6.5 6.5 16.3 buffer, 0.05%
ml/pack ml/pack mL/pack  ProClin 300 as
preservative.
Calibrator 1,
TRIS buffer
1bottle, ~ 1bottle,  1bottle, with  protein
CAL1 1.0 1.0 1.0 stabilizer

mL/bottle  mL/bottle mL/bottle (BSA), 0.05%
ProClin 300 as

preservative.
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MATERIALS REQUIRED BUT NOT PROVIDED
(C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC012, HSV-1 IgG Control.

CC837, HSV-1 IgG Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer complete assurance
that products derived from biological sources
(human/animal/microbial) will not transmit infection.
Therefore, all biological materials should be
considered potentially infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

* All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the

device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

For material safety data, refer to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

The reagents should not be used after the stated
expiration date.

Avoid the formation of bubbles with all reagents.

The reagents in the pack and calibrators are ready for
use.

Close the bottles of calibrator right after calibration and
store at 2-8°C.

Do not pool reagents within a reagent kit or between
reagent kits.

Prior to loading the iFlash-HSV-1 IgG reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage:

Store at 2-8°C in an upright position.

The kit may be used immediately after taken out from
2-8°C storage.

Stability:

Unopened at 2-8°C: up to the stated expiration date.
Opened at 2-8°C: 56 days.
Store on-board: 56 days.

SPECIMEN COLLECTION AND PREPARATION

Serum or plasma (potassium EDTA, heparin lithium,
and heparin sodium) are the recommended samples.
Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

Serum and plasma in heparin lithium plasma, heparin
sodium and EDTA can be preserved at 25°C for 21
hours.

Serum can be preserved at 2-8°C for 13 days and
plasma in heparin lithium plasma, heparin sodium and
EDTA can be preserved at 2-8°C for 10 days.

Serum and plasma in heparin lithium plasma, heparin
sodium and EDTA can be preserved at -20°C for 54
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days.

e Centrifuge the specimens.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen and thaw for
no more than twice.

« Centrifuge specimens with a lipid layer on the top, and
transfer only the clarified specimen without the lipemic
material.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

¢ Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-HSV-1 IgG reagent. The
microparticles must be fully suspended before loading
the reagent.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1 and CAL2 in the calibrator
rack in the sample zone. Only keep calibrators open
during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the
functions automatically and calculates the results.

CALIBRATION
e Traceability: This method has been standardized by

the YHLO internal standard for HSV-1 IgG.

e To perform an iFlash-HSV-1 IgG calibration, test CAL1
and CAL2 in duplicate, the predefined master curve is
adapted to the analyzer.

e Once an iFlash-HSV-1 IgG calibration is accepted and
stored, all subsequent samples may be tested without
further calibration unless:

» After 56 days when using the same reagent lot.
» Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

QUALITY CONTROL
For quality control, YHLO HSV-1 IgG Control,
EVER-BLUE HSV-1 IgG Control are recommended. In
addition, other commercially available quality control
materials with at least two levels of analyte that have been
verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

« Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the
instruction for use.
e Rerun the assay with fresh quality control samples.
If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation:

The analyzer automatically calculates the cutoff based on
the measurement of CAL1 and CAL2. The result of a
sample is given either as reactive or nonreactive as well
as in the form of a cut-off index.

The results are given in COL.

Interpretation of Results

Cut-off value: 1.0 COI

Nonreactive: < 0.9 COI

Indeterminate: 0.9 -1.1 COI

Reactive: 2 1.1 COI

Nonreactive results indicate the absence of acute
infection.

Samples with equivocal result should be retested. In case
the result is still indeterminate, a second sample should be
collected within an appropriate period of time (e.g. 2
weeks).

A reactive result indicates past or acute infection. Such
individuals are potentially at risk of transmitting HSV-1
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infection.

LIMITATIONS

e The iFlash-HSV-1 IgG assay is limited to the
determination of HSV-1 IgG in human serum or
plasma (lithium heparin, sodium heparin, and
potassium EDTA). It has not been validated for use
with other types of plasma with other types of
anticoagulants.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of
the patient, including symptoms, clinical history
results.

* The assay is unaffected (difference less than 10%) by
icterus (bilirubin < 30 mg/dL), hemolysis (hemoglobin <
1,500 mg/dL), lipemia (Intralipid < 1,500 mg/dL), total
protein (210 g/dL) and biotin (< 100 ng/mL).

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.

Precision

The precision of iFlash HSV-1 IgG was determined using
HSV-1 IgG reagents, samples and controls. Three serum
samples, consisting low, median, and high concentration
of HSV-1 IgG and two quality control materials were
assayed using iFlash-HSV-1 IgG.

The repeatability and within-Laboratory precision were
determined according to EP5-A3 of CLSI (Clinical and
Laboratory Standards Institute) requirement which test 20
days with duplicate in each run and two runs per day. The
results of the study are shown below:

Within-Laboratory

Repeatability Precision

Sample Mean (COI)

SD(COl)  %CV ~ SD(COl)  %CV

QC1 0.71 0.03 4.01% 0.04 5.20%
Qc2 2.62 0.12 4.63% 0.12 4.63%
1 0.85 0.04 5.04% 0.04 5.09%
2 1.48 0.07 4.69% 0.08 5.15%
3 22.97 1.05 4.58% 1.07 4.63%

The reproducibility was confirmed according to EP5-A3 of
CLSI which performed test for 5 days in three sites and
the 5 replicates per day per site, and calculating percent
coefficient of variation (%CV). The results of the study are
shown below:

Reproducibility

Sample Mean (COIl)
SD (COl) %CV
Qc1 0.62 0.04 6.49%
Qc2 2.51 0.15 6.08%
1 0.66 0.03 6.03%
2 1.76 0.08 5.06%

3 36.39 1.97 5.43%

Clinical Performance

A comparison of the iFlash-HSV-1 IgG assay with a
commercially available HSV-1 IgG assay using clinical
samples was performed.

The positive clinical accordance rate is 100% (95% Cl:
93.1%-100%).

The negative clinical accordance rate is 90.9% (95%Cl:
81.6%-95.8%).

The total clinical accordance rate is 93.3% (95%Cl:
87.4%-96.6%).

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
Explanation of abbreviation

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

CE Marking of Conformity with
notified body ID number

Caution

Consult instructions for use

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

HIENEHE=l

Use-by date

Temperature limit
(2-8°C)

s

o)

Biological risks

Pictograms for caution

1= |

This way up

ANNEX B:
WARNINGS AND PRECAUTIONS (Proclin 300)

e Hazardous Component: 0.1% ProClin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
« Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin reaction.
H412: Harmful to aquatic life with long lasting effects.
e Precautionary Statements:

P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.

P273: Avoid release to the environment.
P280: Wear protective gloves.

P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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C88041M-S C88041M  C88041M-L
N7 2x50 2x150
Tests/kit Tests/kit Tests/kit
iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-HSV-1 IgM

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270062H7

INTENDED USE

The iFlash-HSV-1 IgM assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the qualitative
determination of IgM antibody to herpes simplex virus-1
(HSV-1) in human serum and plasma collected from
individuals suspected of HSV-1 infection and women in
the early stages of pregnancy using the automated
Chemiluminescence  Immunoassay Analyzer. The
iFlash-HSV-I IgM is to be used by laboratory professionals
as an aid in the diagnosis and assessment of HSV-1
infection together with other clinical methods.

SUMMARY AND EXPLANATION

Herpes simplex virus (HSV) is an enveloped,
double-stranded DNA virus morphologically similar to
other members of the Herpetoviridae family, containing
HSV Type 1 (HSV-1) and HSV Type 2 (HSV-2). HSV-1 is
mainly transmitted by oral to oral contact to cause
infection. However, HSV-1 can also be transmitted
through oral-genital contact to cause infection in or around
the genital area (genital herpes). HSV-2 is almost
exclusively transmitted through genital-to-genital contact
during sex, causing infection in the genital or anal area
(genital herpes).? In order to adequately control the
spread of HSV, efficient serological testing is important
because the existence of type-specific IgG and IgM
antibodies in the blood serum offers evidence of HSV-1,
HSV-2, or HSV-1 and HSV-2 coinfection.®4 IgM
antibodies to HSV are increased to four times the normal
value 2-4 weeks after the infection.”! The presence of
HSV-1 IgM antibody in blood is an indicator of active
Herpes Type 1 infection. Specific IgG antibody generally
appears two to three weeks after primary infection, but
may fall in titre after a few months. Detection of IgG allows
assessment of the patient's immune status and provides
serological evidence of prior exposure to HSV. This may
aid in the diagnosis of recent HSV infection in paired sera
by the presence of seroconversion to HSV-1 or HSV-2
antibody..71

ASSAY PRINCIPLE

The iFlash-HSV-1 IgM assay is an indirect immunoassay

using direct chemiluminometric technique.

e 18t Incubation: Prediluted sample is incubated with
HSV-1 antigen coated paramagnetic microparticles.

c € 2797

HSV-1 IgM in the sample binds to the HSV-1 antigen
coated particles and forms an antigen-antibody
complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

e 2nd Incubation:  Acridinium-ester-labeled goat
anti-human IgM conjugate is added and forms a new
complex.

* Repeat the previous washing step.

« Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e A direct relationship exists between the amount of
HSV-1 IgM in the sample and the RLUs detected by
the iFlash optical system.

e Results are determined automatically by comparing
the relative light units (RLUs) produced by the sample
with the RLU of the cut-off value previously obtained
by calibration.

REAGENTS
Com Specification
pone 1x50 2x50 2x150 Content
nt Tests/kit  Tests/kit  Tests/kit
HSV-1
antigen-coated
1pack, 2packs, 2 packs, pqramagr}etlc
R1 35 35 8.5 microparticle
(Saccharomyces,

mbl/pack mL/pack mL/pack 0.1 mg/mL), 0.1%

ProClin 300 as
preservative.

Acridinium-ester-la

beled goat

1pack, 2packs, 2packs, anti-human IgM

R2 6.5 6.5 15.3 conjugate  (goat,
mL/pack mL/pack mL/pack 0.04 Hg/mL),

0.05% ProClin 300
as preservative.

Sample treating
agent, PBS buffer
with goat
anti-human  1gG,
0.05% ProClin 300
as preservative.

1pack, 2packs, 2 packs,
R3 6.5 6.5 15.3
mbl/pack mL/pack mL/pack

Calibrator 1,
HSV-1 IgM
1 bottle, 1bottle, 1bottle, negative human
CAL1 1.0 1.0 1.0 plasma in MES
mL/bottl  mL/bottl mL/bottl buffer with protein
e e e stabilizer  (BSA),
0.05% ProClin 300
as preservative.
Calibrator 2,
Thottle, 1bottle, 1bottle, HorZc!IM (CHO)
CAL2 L1/t? m L1/b0 il L1/t? m protein  stabilizer
Moot muDo MRS (BsA),  0.05%

ProClin 300 as
preservative.
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC040, HSV-1 IgM Control.

€C838, HSV-1 IgM Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

* Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

« Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labelling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING
e The reagents should not be used after the stated

expiration date.

* Avoid formation of bubbles with all reagents.

e The reagents and calibrators in the pack are ready to
use.

e Close the bottles of calibrators right after calibration
and store at 2-8°C.

« Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-HSV-1 IgM reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

* The reagent should be avoided from frozen.
Stability

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 28 days.

e Store on-board: 28 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma (lithium heparin, sodium heparin and
K2-EDTA) are the recommended samples.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

e Centrifuge the specimens.

e Specimens can be preserved at room temperature
(20-25°C) for 8 hours.

e Specimens can be preserved at 2-8°C for 5 days.

e Specimens can be preserved at -20°C for 90 days.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than 3 times.

o Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

« Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.
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e Use with caution in handling patient specimens to
prevent cross-contamination.

e Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

« Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

* Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

e Load the iFlash-HSV-1 IgM reagent. The
microparticles must be fully suspended before the
reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

¢ Place the calibrators CAL1 and CAL2 in the calibrator
rack in the sample zone. Only keep calibrators open
during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (5 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Every iFlash-HSV-1 IgM reagent kit has a QR code
label containing the specific information for calibration
of the particular reagent lot.

e To perform an iFlash-HSV-1 IgM calibration, test CAL1
and CAL2 in duplicate, RLU of the cutoff value is
obtained.

e Once an iFlash-HSV-1 IgM calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:
 After 28 days when using the same reagent lot.

« Areagent kit with a new lot number is used.
« Controls are out of range.
« Required by pertinent regulations.

QUALITY CONTROL
For quality control, YHLO HSV-1 IgM Control,
EVER-BLUE HSV-1 IgM Control are recommended. In
addition, other commercially available quality control
materials with at least two levels of analyte that have been
verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

« Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.

e Rerun the assay with fresh quality control samples.
If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The analyzer automatically calculates the cutoff based on
the measurement of CAL1 and CAL2. The result of a
sample is given either as reactive or nonreactive as well
as in the form of a cut-off index.

The results are given in COIl.

Interpretation of Results

Cut-off value: 1.0 COI

Nonreactive: < 0.9 COI

Equivocal: 0.9-1.1 COI

Reactive: 21.1 COI

Nonreactive results indicate the absence of acute
infection.

Samples with equivocal results should be retested. In
case the retested result is still equivocal, a second sample
should be collected within an appropriate period of time
(e.g. 2 weeks).

A reactive result indicates past or acute infection. Such
individuals are potentially at risk of transmitting HSV-1
infection.

LIMITATIONS

e The iFlash-HSV-1 IgM assay is limited to the
determination of HSV-1 IgM in human serum or
plasma (lithium heparin, sodium heparin and K2-EDTA).
It has not been validated for use on plasma with other
types of anticoagulants.

e |f the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.
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e For diagnostic purposes, the results should be HIV-1/2
interpreted in light of the total clinical presentation of the antibody 10 10
patient, including symptoms and clinical history results. Anti-TP 9 9
e The assay is unaffected (difference less than 10%) by Total 82 82

icterus (bilirubin=30 mg/dL), hemolysis
(hemoglobin<1500 mg/dL), lipemia (triglyceride<1500
mg/dL) and serum total protein (<10 g/dL).

* No interference was observed from rheumatoid factors
up to a concentration of 2000 1U/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-HSV-1 IgM, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 20
days in 3 sites, 2 runs per day, 2 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility

Sample ??:eoalr;
SD(COl)  %CV ~ SD(COl)  %CV
1 0.40 0.016 4.00% 0.031 7.75%
2 1.53 0.048 3.14% 0.081 5.29%
3 3.10 0.104 3.35% 0.169 5.45%
Qc1 0.59 0.023 3.90% 0.034 5.76%
Qc2 2.89 0.095 3.29% 0.140 4.84%

Analytical Specificity

The analytical specificity of iFlash-HSV-1 IGM assay was
evaluated with Toxo IgM, Rubella IgM, CMV IgM, EB VCA
IgM, HSV-2 IgM, HBc IgM, HAV IgM, VzV IgM,
Mycoplasma pn. IgM, HSV-1 IgG, HIV-1/2 antibody and
Anti-TP.

Number of Number of

Analogue Specimens  SPecimens Found

Nonreactive with

Tested iFlash-HSV-1 IgM
Toxo IgM 5 5
Rubella IgM 6 6
CMV IgM 11 1
EB VCA IgM 4 4
HSV-2 IgM 6 5
HBc IgM 6 6
HAV IgM 4 4
VzZV IgM 6 6
My::lpllga;lma 7 ;
HSV-11gG 8 s
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ANNEX A:

EXPLANATION OF ABBREVIATION

Clinical Performance

A comparison of the iFlash HSV-1 IgM assay with a
commercially available HSV-1 IgM assay using clinical
samples was performed.

The positive coincidence rate is 87.56% (95%Cl:
82.40%-91.37%)

The negative coincidence rate is 88.92% (95%Cl:
85.49%-91.61%).

The total coincidence rate is 88.46% (95%Cl:
85.69%-90.75%).

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX B:

WARNINGS AND PRECAUTIONS
e Hazardous Component: 0.1% ProClin 300

(reaction mass of:

5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin reaction.

H412: Harmful to aquatic life with long lasting effects.
Precautionary Statements:

P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.

P273: Avoid release to the environment.
P280: Wear protective gloves.

P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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BNP

iFlash

Chemiluminescence Inmunoassay Analyzer

C89240-S C89240  C89240-L
W 1x50 2x50 2%150 C€2797
Tests/kit Tests/kit Tests/kit

SYSTEM iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

In vitro diagnostic medical device

NAME
iFlash-BNP

BASIC UDI-DI
GMN:692591270040GV

INTENDED USE

The iFlash-BNP assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the
quantitative determination of B-type natriuretic peptide
(BNP) in human plasma collected from individuals
suspected or confirmed of heart failure using the
automated Chemiluminescence Immunoassay Analyzer.
The iFlash-BNP assay is to be used by laboratory
professionals as an aid in the diagnosis and monitor of
heart failure together with other clinical methods.

SUMMARY AND EXPLANATION

The B-type natriuretic peptide (BNP) belongs to the
natriuretic peptide family and it was originally isolated from
pig brain tissue in 1988, its synthesis and secretion are
mainly in ventricular myocytes.['? Human BNP is a 32
amino acid polypeptide containing a 17 amino acid ring
structure with a disulfide bond connecting two cysteine
residues.4 The half-life of BNP in human is 20 min and
instead of storage in normal physiological myocardial
tissue, the synthesis and secretion of BNP protein occur in
an explosive way and are rapidly released into
surrounding tissues after myocardial synthesis.5"! It is
now generally accepted that mechanical stretch is the
main cause of BNP rise in the myocardium. After
mechanical stress acts on cardiomyocytes, BNP may be
induced by an endotheline (ET)-independent or an
ET-dependent pathway.’*!

Heart Failure (HF) and cardiac dysfunction —caused by
various causes, such as ischemic heart disease, different
types of arrhythmia, and cardiomyopathy—can lead to an
increase in BNP and NT-proBNP.['Y BNP and NT-proBNP
are highly sensitive and specific indicators of the size of a
myocardial infarction, and they are also valuable markers
for predicting the prognosis and severity of ischemic heart
disease in patients with acute coronary syndrome.[''12
New York Heart Association (NYHA) classification system,
in which patients considered to have NYHA classes | - IV
were observed to have gradually increasing plasma BNP
concentrations, suggesting  that  plasma BNP
concentration increases with the severity of HF.["3!

Plasma BNP and NT-proBNP levels have prognostic
values in patients with cardiovascular diseases, and the
reduction of BNP and NT-proBNP level predicts an
improvement in clinical symptoms. There is a positive

correlation between the risk of death and evaluated BNP
or NT-proBNP.I'Yl Plasma BNP and NT-proBNP are also
used clinically to guide the management of patients with
HF and cardiac dysfunction, and they are also used as
prognostic indicators which can help clinicians adjust their
therapy strategy and determine therapy effectiveness to

BNP

iFlash

Chemiluminescence Inmunoassay Analyzer

Calibrator 3, BNP
protein (human) in
TRIS buffer with

imp

rove a patient’ s survival.l'516]

ASSAY PRINCIPLE
The BNP assay is a sandwich immunoassay using direct

che

miluminometric technique.

Incubation: BNP antigen in the sample reacts with
anti-BNP-coated paramagnetic microparticles and
acridinium-ester-labeled anti-BNP conjugate to form a
sandwich complex.

Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUSs).

A direct relationship exists between the amount of BNP
in the sample and the RLUs detected by the iFlash
optical system.

Results are determined from a calibration curve, which

is generated by 3-point calibration and a master curve
provided via the reagent QR code.

1 bottle, 1 bottle, 1 bottle, . N
CAL3 10mL 10mL 1omL PLoten  steblzer
/bottle /bottle /bottle (BSA), 0.05%
ProClin 300 as
preservative,
lyophilized.

REAGENTS
Com Specification
ooy x50 2x50 2x150 Content
Tests/kit  Tests/kit  Tests/kit
Anti-BNP
antibody-coated
1 pack, 2 packs, 2 packs, &?2?2222%’;8
R1 3.5 3.5 8.5 (mouse, 0.2

mL/pack mL/pack mL/pack mg/mL): 0.05%

ProClin 300 as
preservative.

R2

Acridinium-ester-la
beled anti-BNP
1 pack, 2 packs, 2 packs, antibody conjugate
4.0 4.0 7.8 (mouse, 0.16
mL/pack mL/pack mL/pack pg/mL); 0.05%
ProClin 300 as
preservative.

CAL1 1.0 mL 1.0 mL 1.0 mL

Calibrator 1, TRIS
buffer with protein
stabilizer  (BSA),
0.05% ProClin 300
as preservative,
lyophilized.

1 bottle, 1 bottle, 1 bottle,

/bottle /bottle /bottle

Calibrator 2, BNP
protein (human) in
TRIS buffer with

1 bottle, 1 bottle, 1 bottle, protein _ stabilizer
A2 hotle ot fotls  (BSA) 005%
ProClin 300 as

preservative,

lyophilized.
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MATERIALS REQUIRED BUT NOT PROVIDED

C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

[REF] c89008/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

089997, Wash Buffer (1x): phosphate buffered
saline solution.

080001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.
ZCC081, BNP Control.
CC372, BNP Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

o Exercise the normal precautions required for handling
all laboratory reagents.

o Disposal of all waste material should be in accordance
with local guidelines.

e Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labelling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

e Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the

user and/or the patient is administrated.

o Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

e Avoid the formation of bubbles with all reagents.
e The reagents in the pack are ready to use.

e Carefully dissolve the content of each bottle of
calibrator by adding exactly 1.0 mL of distilled or
deionized water. Remain standing-up and closed for
15 minutes to reconstitute. Mix thoroughly and avoid
bubble formation.

e Calibrators should be measured within 30 minutes
after being dissolved, otherwise preserved as frozen.

o Stability of reconstituted calibrator:
2-8°C: 18 hours;
20-25°C: 120 mins;
-20°C: 30 days;
Freeze-thaw: no more than 2 times.

e Do not pool reagents within a reagent kit or between
reagent kits.

e Prior to loading the iFlash-BNP reagent pack on the
system for the first time, resuspend the microparticles
by inverting the reagent pack slightly. Visually inspect
the bottle to ensure microparticles are resuspended. If
microparticles are still sticking to the bottle, continue to
invert the bottle until the microparticles are completely
resuspended. If the microparticles do not resuspend,
do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
e Store at 2-8°C in an upright position.

e The kit should be used immediately after removal from
2-8°C storage.

e The reagent should be avoided from frozen.
Stability

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

e Store on-board: 28 days.

SPECIMEN COLLECTION AND PREPARATION
o EDTA-plasma is the recommended sample.

e Specimens can be preserved at room temperature
(20-25°C) for 4 hours.

e Specimens can be preserved at 2-8°C for 24 hours.
e Specimens can be preserved at -20°C for 90 days.
e Frozen specimens must be mixed thoroughly after

Peructpamua MH & Pocagpaeranzope
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thawing.

e The samples are suggested to be frozen for no more
than 2 times.

e Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

e Use with caution in handling patient specimens to
prevent cross-contamination.

¢ Do not use heat-inactivated samples.

e Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except plasma) or autopsy is not yet clarified. The
instrument is not able to verify different sample types,
so the operator should apply the appropriate sample
types to the test.

ASSAY PROCEDURE

e Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e Reagent information are automatically read in via the
barcodes on the reagent bottles. If the barcode cannot
be read, enter the sequence numbers manually.

e Load the iFlash-BNP reagent. The microparticles must
be fully suspended before the reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (100 yL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash system performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for BNP.

e Every iFlash-BNP reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-BNP calibration, test CALA1,
CAL2 and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-BNP calibration is accepted and stored,
all subsequent samples can be tested without further
calibration unless:
¢ After 28 days when using the same reagent lot.
¢ A reagent kit with a new lot number is used.
¢ Controls are out of range.
¢ Required by pertinent regulations.

MEASURING RANGE
15-5000 pg/mL

Values below the lower limit of measuring range are
reported as <15 pg/mL. Values above the upper limit of
measuring range are reported as >5000 pg/mL.

QUALITY CONTROL

For quality control, YHLO BNP Control, EVER-BLUE BNP
Control are recommended. In addition, other commercially
available quality control materials with at least two levels
of analyte that have been verified by the laboratory can be
used.

Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.
o Verify that required maintenance was performed.

o Verify that the assay was performed according to the
instruction for use.

e Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT
Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.
The results are given in pg/mL.
Expected Values
A study of iFlash-BNP assay on samples from 300
apparently healthy persons of various age groups yielded
the following result:

< 100 pg/mL (95" percentile)

It is recommended that each laboratory establish its own
expected reference range for the specific population.
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LIMITATIONS

e The iFlash-BNP assay is limited to the determination of
BNP in human EDTA-plasma. It has not been validated
for use on plasma with other types of anticoagulants.

e |f the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the resuilt.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent BNP level as high as
150000 pg/mL did not exhibit a hook effect in the
iFlash-BNP assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=40 mg/dL), hemolysis
(hemoglobin<1500 mg/dL), lipemia (triglyceride<3000
mg/dL) and serum total protein (<10 g/dL).

¢ No interference was observed from rheumatoid factors
up to a concentration of 2000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was conducted from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.

Precision

Precision was determined using iFlash-BNP, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 5
days in 3 sites, 2 runs per day, 3 replicates per run. The
results of the study are shown below:

Repeatability Reproducibility

Mean
Sample (pg/mL)

SD (pg/mL) %CV SD (pg/mL) %CV

1 29.963 1.225 4.09% 2.924 9.76%

2 99.974 2.524 2.52% 5.799 5.80%

3 3007.128 55.02 1.83% 115.682 3.85%
QC1 124.538 2.893 2.32% 7.225 5.80%
QC 2 435.79 15.313 3.51% 31.982 7.34%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute) EP17-A2
requirements.

Limit of Blank = 10 pg/mL

Limit of Detection = 15 pg/mL
Limit of Quantitation = 25 pg/mL
Linearity Range

15-5000 pg/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity
The analytical specificity of iFlash-BNP assay was

evaluated with ANP, Angiotensin |, Angiotensin I,
Angiotensin Ill, CNP, NT-proBNP(1-76) and Adrenaline.
Analogue Concentration Cross Reactivity
ANP 1000 pg/mL 0.05%
Angiotensin | 600 pg/mL 0.02%
Angiotensin Il 600 pg/mL 0.04%
Angiotensin Il 1000 pg/mL 0.04%
CNP 1000 pg/mL 0.03%
NT-proBNP
1000 pg/mL 0.03%
(1-76)
Adrenaline 1000 pg/mL <0.01%

The following drugs were tested, no interference with the
assay was found.

Drug Concentration
Phenylbutazone 400 pg/mL
Aspirin 1000 pg/mL
Acetaminophen 200 pg/mL
Ibuprofen 500 pg/mL
N-acetylcysteine 150 ug/mL
Methyldopa 25 pg/mL
Theophyline 60 pg/mL
Metformin 12 pg/mL
Isosorbide dinitrate 6 ug/mL
Rifampicin 48 pg/mL
Tetracycline hydrochloride 24 pug/mL
Cefoxitin 6600 pg/mL
Cyclosporine 2 pg/mL
Metronidazole 125 ug/mL
Ascorbic acid 60 pg/mL
Ampicillin-Na 100 yg/mL
Levodopa 20 pg/mL

Clinical Performance

A comparison of the iFlash-BNP assay (y) with a
commercially available BNP assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing-Bablok regression).

y = 1.046x + 1.148

T=0.993

Sample concentration: 15.2-4786.9 pg/mL
Number of samples measured: 193

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX B:

WARNINGS AND PRECAUTIONS

Hazardous Component: 0.05% ProClin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin reaction.
Precautionary Statements:

P261: Avoid
dust/fume/gas/mist/vapour/spray.

breathing

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501 :Dispose of contents/container in accordance
with local/regional/national/international regulations.
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€89241-S 89241  C89241-L

W 1x50 2x50 2x150
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

c €2797

NAME
iFlash-Myoglobin

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270041GX

INTENDED USE

The iFlash-Myoglobin assay is a paramagnetic particle
chemiluminescent  immunoassay (CLIA) for the
quantitative determination of myoglobin in human serum
and plasma collected from individuals suspected or
confirmed of myocardial infarction (MI) using the
automated Chemiluminescence Immunoassay Analyzer.
The iFlash-Myoglobin assay is to be used by laboratory
professionals as an aid in the diagnosis and monitor of
myocardial infarction together with other clinical methods.

SUMMARY AND EXPLANATION

Myoglobin is a dark red cytoplasmic hemoprotein found
only in cardiac myocytes and oxidative skeletal muscle
fibers. Similar to hemoglobin, myoglobin functions to
reversibly bind oxygen and can form oxymyoglobin,
carboxy myoglobin, or metmyoglobin, and either store
oxygen or deliver it to muscle cells during periods of
hypoxia, anoxia, or increased metabolic activity. 123 Due
to its low molecular weightt (17.8 kDa), myoglobin is
released into the blood circulation soon following
myocardial injury and is the earliest marker of myocardial
infarction (MI) .15

Myoglobin, starts to increase 2 - 3h after the onset of
acute myocardial infarction (AMI), peaks at 6 - 9h after
onset and then disappears at 18 - 24 h. Because
myoglobin shows such a specific pattern of increase and
disappearance, it has been used for the diagnosis of
hyper AMI and has received much attention as a
parameter of reperfusion after thrombolytic therapy.¥!
While myoglobin is sensitive for cardiac death within the
first 24 h, it is not specific for myocardial death. In the
absence of skeletal muscle injury and renal failure,
however, serial myoglobin testing has been helpful in
diagnosing acute ML.[")

According to National Academy of Clinical Biochemistry
Standards of Laboratory Practice: Recommendations for
the use of cardiac markers in coronary artery diseases,
myoglobin is the marker that most effectively fits the role
as an early marker of AMI. A rise in myoglobin is
detectable in blood as early as 1-2 h after onset and can
be highly effective for AMI rule-out. When an early marker
such as myoglobin is used, acute myocardial necrosis can
be effectively ruled out within 6-9 h after emergency
department (ED) presentation, and a decision to

discharge the patient to home or a to low care level bed
can be considered.®!

ASSAY PRINCIPLE

The iFlash-Myoglobin assay is a sandwich immunoassay

using direct chemiluminometric technique.

e Incubation: Myoglobin in the sample reacts with
anti-myoglobin-coated paramagnetic microparticles
and acridinium-labeled  anti-myoglobin  antibody
conjugate to form a sandwich complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

« Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e An direct relationship exists between the amount of
myoglobin in the sample and the RLUs detected by the
iFlash optical system.

e Results are determined via a calibration curve, which
is generated by 3-point calibration and a master curve
provided from the reagent QR code.
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Calibrator 2,

myoglobin
(human) in TRIS
1 bottle, 1 bottle, 1 bottle, buffer with

CAL2 1.0 1.0 1.0 protein stabilizer
mL/bottle  mL/bottle mL/bottle (BSA), 0.08%
ProClin 300 as

preservative,
lyophilized.
Calibrator 3,
myoglobin
(human) in TRIS
1 bottle, 1 bottle, 1 bottle, buffer with

CAL3 1.0 1.0 1.0 protein stabilizer
mL/bottle  mL/bottle mL/bottle (BSA), 0.08%
ProClin 300 as

preservative,

lyophilized.

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content

Tests/kit  Tests/kit  Tests/kit

Anti-myoglobin
antibody-coated
paramagnetic

1 pack, 2 packs, 2 packs, micro-particles

R1 3.5 3.5 8.5
ml/pack mL/pack mL/pack

preservative.

(mouse, 0.15
mg/mL), 0.05%
ProClin 300 as

Acridinium-ester-

labeled
anti-myoglobin
1 pack, 2 packs, 2packs, antibody

R2 4.0 4.0 7.8 conjugate
mbL/pack mlL/pack mL/pack (mouse, 0.4
pg/mL),  0.05%
ProClin 300 as
preservative.
Sample treating
1 pack, 2 packs, 2packs, agent, PBS
R3 6.5 6.5 15.3 buffer, 0.05%
mbl/pack mL/pack mL/pack ProClin 300 as
preservative.

Calibrator 1,

TRIS buffer, with

1 bottle, 1 bottle, 1 bottle, protein stabilizer
1.0 1.0

CAL1 1.0 X . (BSA),  0.05%
mL/bottle  mL/bottle mL/bottle ProClin 300 as
preservative,
lyophilized.
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

C89998/C89958/C89948, Trigger Solution  (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCCO057, Immunoassay Multi Control.

CC817, Immunoassay Multi Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

e Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labelling.

All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

« Avoid the formation of bubbles with all reagents.

« The reagents in the pack are ready for use.

e Carefully dissolve the contents of each bottle of
calibrator by adding exactly 1.0 mL of distilled or
deionized water. Remain standing-up and closed for
15 minutes to reconstitute. Mix thoroughly and avoid
bubble formation.

e Calibrators should be measured within 30 minutes
after being dissolved, otherwise preserved as frozen.

« Stability of reconstituted calibrator:
2-8°C: 48 hours;
20-25°C: 90 minutes;

-20°C: 56 days;
Freeze-thaw: no more than 3 times.

* Do not pool reagents within a reagent kit or between
reagent Kits.

e Prior to loading the iFlash-Myoglobin reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
* Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

* The reagent should be avoided from frozen.
Stability

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 56 days.

e Store on-board: 56 days.
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SPECIMEN COLLECTION AND PREPARATION

Serum or plasma (lithium heparin, sodium heparin,
and K>-EDTA) are the recommended samples.

Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

Centrifuge the specimens.

Specimens can be preserved at room temperature
(20-25°C) for 24 hours.

Specimens can be preserved at 2-8°C for 10 days.
Specimens can be preserved at -20°C for 90 days.
Frozen specimens must be mixed thoroughly after
thawing.

The samples are suggested to be frozen for no more
than 2 times.

Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.
Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

Use with caution in handling patient specimens to
prevent cross-contamination.

Do not use heat-inactivated samples.

Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

Other types of sample collection tubes have not been
examined by this method yet.

The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

Reagent information are automatically read in via the
barcodes on the reagent bottles. If the barcode cannot
be read, enter the sequence number manually.

Load the iFlash-Myoglobin reagent. The microparticles
must be fully suspended before the reagent is loaded.
Before testing, the instrument will automatically
resuspend the microparticles to mix well.

Carry out calibration, if necessary.

Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (10 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for myoglobin.

e Every iFlash-Myoglobin reagent kit has a QR code
label containing the specific information for calibration
of the particular reagent lot.

e To perform an iFlash-Myoglobin calibration, test CAL1,
CAL2, and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-Myoglobin calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:

« After 56 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

* Required by pertinent regulations.

MEASURING RANGE

1-1200 ng/mL

Values below the lower limit of measuring range are
reported as <1 ng/mL. Values above the upper limit of
measuring range are reported as >1200 ng/mL.

QUALITY CONTROL
For quality control, YHLO Immunoassay Multi Control and
EVER-BLUE  Immunoassay  Multi  Control  are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

« Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.
e Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.
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RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in ng/mL.

Expected Values

A study of iFlash-Myoglobin assay on samples from 262
apparently healthy persons of various age groups yielded
the following result:

Reference Group | Number 2.5!-97 .5 Percentile

Female 125 14.2-61.2 ng/mL

Male 137 17.8-106.4 ng/mL

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-Myoglobin assay is limited to the
determination of myoglobin in human serum or plasma
(lithium heparin, sodium heparin, K>-EDTA). It has not
been validated for use on plasma with other types of
anticoagulants.

e |If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent myoglobin level as
high as 1,000,000 ng/mL did not exhibit a hook effect in
the iFlash-Myoglobin assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin=40 mg/dL), hemolysis
(hemoglobin<1,000 mg/dL), lipemia (triglyceride<2,000
mg/dL) and serum total protein (<10 g/dL) .

¢ No interference was observed from rheumatoid factors
up to a concentration of 2,000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-Myoglobin, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 5
days in 3 sites, 2 runs per day, 3 replicates per run.The
results of the study are shown below:

Repeatability Reproducibility

Sample Mean sSD sD
(ng/mL) (ng/mL) %CV (ng/mL) %CV
1 59.64 4336 7.27% 6460 10.83%

2 123.08 6.856 557% 11.800 9.59%
3 711.73 33.659 4.73% 56.170 7.89%
QC1 36.35 2314 6.37% 4376 12.04%

QC2 164.96 9.096 551% 15910 9.64%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute)  EP17-A2
requirements.

Limit of Blank = 0.5 ng/mL

Limit of Detection = 1 ng/mL

Limit of Quantitation = 2 ng/mL

Linearity Range

1-1200 ng/mL

The linearity was determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-Myoglobin assay was
evaluated with hemoglobin.

Analogue Concentration Cross Reactivity

Hemoglobin 1000 mg/dL <0.01%

Clinical Performance

A comparison of the iFlash-Myoglobin assay (y) with a
commercially available myoglobin assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing-Bablok regression).

Y =1.033x + 1.351

T=0.996

Sample concentration: 21.1-1115 ng/mL

Number of samples measured: 105

SUMMARY OF SAFETY AND PERFORMANCE
Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:

EXPLANATION OF ABBREVIATION

Abbreviation Explanation

- Catalogue number
[CAL] Calibrator
[R] Reagent

W Contains sufficient for <n> tests

H

g
:

Analyzers/Instruments on which

reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

CE Marking of Conformity with
notified body ID number

c €2797

Caution

Consult instructions for use

In vitro diagnostic medical
device

Batch code

Country of manufacture, date of
manufacture

Unique device identifier

HiENENEh=

Use-by date

Temperature limit
(2-8°C)

(K0

%0

Biological risks

Pictograms for caution

= |t

This way up

ANNEX B:

WARNINGS AND PRECAUTIONS

e Hazardous Component: 0.08% Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

* Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin reaction.

e Precautionary Statements:
P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated clothing and wash
it before reuse.
P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.
P321: Seek immediate care from a doctor.
P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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©89242-S  C89242  C89242-L
N7 2x50 2x150 c€2797
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

In vitro diagnostic medical device

Name
iFlash-CK-MB
BASIC UDI-DI

GMN:692591270042GZ

INTENDED USE

The iFlash-CK-MB assay is a paramagnetic particle
chemiluminescent  immunoassay (CLIA) for the
quantitative determination of MB isoenzyme of creatine
kinase (CK-MB) in human serum and plasma collected
from individuals suspected with myocardial infarction (MI)
using the automated Chemiluminescence Immunoassay
Analyzer. The iFlash-CK-MB assay is to be used by either
the healthcare professionals in laboratory or trained
personnel in laboratory as an aid in the diagnosis and
monitor of myocardial infarction (Ml) together with other
clinical methods.

SUMMARY AND EXPLANATION

In the cells, the "cytosolic" CK enzymes consist of two
subunits, which can be either B (brain type) or M (muscle
type).'l There are, therefore, three different isoenzymes:
CK-MM, CK-BB and CK-MB. The functional entity of the
latter two mitochondrial CK isoforms is an octamer
consisting of four dimers each.?! The myocardium (heart
muscle) expresses CK-MM at 70% and CK-MB at
25-30%.°1 CK-BB is predominantly expressed in brain
and smooth muscle, including vascular and uterine
tissue.”) The CK-MB is a cardiac marker used to assist
diagnosis of an acute myocardial infarction. It measures
the blood level of CK-MB, the bound combination of two
variants (isoenzymes CKM and CKB) of the enzyme
phosphocreatine kinase.®! Some diseases also lead to the
blood level of CK-MB rising, such as Skeletal muscle
damage, Dermatomyositis, Duchenne muscular dystrophy,
RAE's syndrome, striated muscle disintegration, drug
overdose, delirium tremens or chronic alcoholism.!*6-8

In the early 1970s, the World Health Organization (WHO)
indicates the combination of total creatine kinase (total
CK), CK-myocardial band (CK-MB) are the laboratory
biomarkers of myocardial infarction. In 1999, cardiac
troponins (cTn) are introduced because of higher
sensitivity and specificity.”) Cardiac troponins (cTn), are
the preferred biomarkers to define myocardial infarction
and if a cardiac troponin (cTn) assay is not available, the
best alternative is CK-MB measured by a mass assay.['”

ASSAY PRINCIPLE

The CK-MB assay is a sandwich immunoassay using

direct chemiluminometric technique.

e Incubation: CK-MB in the sample reacts with
anti-CK-MB-coated paramagnetic microparticles and
acridinium-ester-labeled anti-CK-MB conjugate to form
a sandwich complex

e Washing: Under the magnetic field, magnetic particles

are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

A direct relationship exists between the amount of
CK-MB in the sample and the RLUs detected by the
iFlash optical system.

Results are determined from a calibration curve, which
is generated by 3-point calibration and a master curve
provided via the reagent QR code.

REAGENTS
Comp Specification
onent 1x50 2x50 2x150 Content
Tests/kit Tests/kit Tests/kit
Monoclonal CK-MB
antibody-coated
1 pack, 2 packs, 2 packs, paframagnletlc
R1 35 35 9.1 micro-particles
mbl/pack  mL/pack  mL/pack (mouse, 0.27
mg/mL); 0.05%
ProClin 300 as
preservative.
Acridinium-ester-la
beled monoclonal
1 pack, 2 packs, 2 packs, anti-CK-MB
R2 4.0 4.0 8.8 conjugate (mouse,
mbl/pack  mL/pack mL/pack 0.27 mg/mL);
0.05% ProClin 300
as preservative.
Calibrator 1, TRIS
buffer with protein
1 bottle, 1 bottle, 1 bottle, stabilizer,  0.05%
CAL1 1.0 1.0 10 ProClin 300 as
mL/bottle  mL/bottle  mL/bottle .
preservative,
lyophilized powder.
Calibrator 2,
CK-MB (Pichia
pastoris
1 bottle, 1 bottle, 1 bottle, expressed) in TRIS
CAL2 1.0 1.0 1.0 buffer with protein
mb/bottle  mL/bottle  mL/bottle stabilizer, 0.05%
ProClin 300 as
preservative,
lyophilized powder.
Calibrator 3,
CK-MB (Pichia
pastoris
1 bottle, 1 bottle, 1 bottle, expressed) in TRIS
CAL3 1.0 1.0 1.0 buffer with protein
mL/bottle  mL/bottle  mL/bottle stabilizer, 0.05%

ProClin 300 as
preservative,
lyophilized powder.

MATERIALS REQUIRED BUT NOT PROVIDED
089999/C899591089949, Pre-Trigger Solution (1x):

hyd

rogen peroxide solution.

[REF] c39998/C89958/C89948, Trigger Solution  (1x):

sod

ium hydroxide solution.

089997, Wash Buffer (1x): phosphate buffered

sali

ne solution.
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[REF] C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCC057, Immunoassay Multi Control.

E CC817, Immunoassay Multi Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer complete assurance
that products derived from biological sources
(human/animal/microbial) will not transmit infection.
Therefore, all biological materials should be
considered potentially infectious.

« Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

e Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labeling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the product.

e For further information on warnings and precautions,
see Annex B.

« Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

« For material safety data, refer to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents may not be used after the stated
expiration date.

* Avoid the formation of foam with all reagents.

* The reagents in the pack are ready to use.

e Each tube of lyophilized powder, as a calibrator, needs
adding 1.0 mL deionized water, dissolving for 15
minutes and gently blending for the first time.

e Calibrators should be measured within 30 minutes
after dissolving, otherwise preserved as frozen.

« Do not pool reagents within a reagent kit or between

reagent kits.

e Prior to loading the iFlash-CK-MB reagent pack on the
system for the first time, suspend the microparticles by
inverting the reagent pack slightly. Visually inspect the
bottle to ensure microparticles are resuspended. If
microparticles are still sticking to the bottle, continue to
invert the bottle until the microparticles are completely
resuspended. If the microparticles do not resuspend.
Do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY

Storage:

* Store at 2-8°C in an upright position.

e The kit may be used immediately after removal from
2-8°C storage.

e The R2 component should be preserved from light
source.

* Do not freeze.

Stability:

e Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 54 days.

e Store on-board: 54 days.

SPECIMEN COLLECTION AND PREPARATION

e Serum or plasma in heparin lithium, heparin sodium,
potassium EDTA samples are recommended.

* The criteria of the sample type agreement: The 95%
confidence interval of bias has an intersection with
-7.5%~7.5%. The slope of the regression equation
should be between 0.9~1.1 and the correlation
coefficient should be greater than 0.95.

e Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

e Centrifuge the specimens.

e Serum and plasma in heparin lithium or in heparin
sodium can be preserved for 3 hours under 20-25°C;
plasma in potassium EDTA can be preserved for 21
hours under 20-25°C.

e Serum can be preserved for 8 days under 2-8°C;
plasma in heparin lithium, heparin sodium or
potassium EDTA can be preserved for 10 days under
2-8°C.

e Serum and plasma in heparin lithium or in heparin
sodium can be preserved for 81 days under -20°C;
plasma in potassium EDTA can be preserved for 54
days under -20°C.

e Frozen specimens must be mixed thoroughly after
thawing.

e The samples are suggested to be frozen for no more
than twice.

« Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
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on top.

e Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.

e Use with caution in handling patient specimens to
prevent cross-contamination.

e Do not use heat-inactivated samples.

e Ensure the patient samples, calibrators and controls
are at ambient temperature (20-25°C) before
measurement.

e Other types of sample collection tubes have not been
examined by this method yet.

e The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

e The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

* Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

e The test-specific parameters stored in barcode on the
reagent pack are read in. In case the barcode cannot
be read, enter the sequence numbers manually.

e Load the iFlash-CK-MB reagent. The microparticles
must be fully suspended before the reagent is loaded.

e Before testing, the instrument will automatically
resuspend the microparticles to mix well.

e Carry out calibration, if necessary.

e Place the calibrators CAL1, CAL2, and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

e Order calibration, and then order sample test through
the iFlash software.

e Load samples (50 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for CK-MB.

o Every iFlash-CK-MB reagent kit has a QR code label
containing the specific information for calibration of the
particular reagent lot.

e To perform an iFlash-CK-MB calibration, test CAL1,
CAL2 and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-CK-MB calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:

« After 56 days when using the same reagent lot.

» Areagent kit with a new lot number is used.
« Controls are out of range.
* Required by pertinent regulations.

MEASURING RANGE

0.3-280 ng/mL.

Values below the Lower Limit of Measuring Range are
reported as < 0.3 ng/mL. Values above the measuring
range are reported as > 280 ng/mL

QUALITY CONTROL
For quality control, YHLO Immunoassay Multi Control,
EVER-BLUE  Immunoassay  Multi  Control  are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.

o Verify that required maintenance was performed.

o Verify that the assay was performed according to the

instruction for use.

e Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation:

The iFlash-CK-MB assay utilizes a 4 Parameter Logistic
Curve fit data reduction method to generate a calibration
curve . The results are given in ng/mL.

Expected Values:

A study of with iFlash-CK-MB assay on samples from 276
apparently healthy males (146) and females (130) of
various age groups yielded the following resuilt:

Males < 5.6 ng/mL (95™ percentile)

Females < 3.10 ng/mL (95" percentile)

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-CK-MB assay is limited to the
determination of CK-MB in human serum or plasma
(lithium heparin, sodium heparin and potassium EDTA).
It has not been validated for use with other types of
plasma.

e |f the results are inconsistent with clinical evidence,
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additional testing is suggested to confirm the result. 2 44.80 2.36 5.27%
e For diagnostic purposes, the results should be 3 93.70 4.45 4.75%
interpreted in light of the total clinical presentation of ) ’ ’
the patient, including symptoms, clinical history QC1 5.62 0.22 3.97%
results. Qc2 17.20 0.71 4.16%

e The results from an alternative assays (i.e. EIA or RIA)
may not be equivalent and cannot be used
interchangeably.

e Samples containing an apparent CK-MB level as high
as 20000 ng/mL did not exhibit a hook effect in the
iFlash-CK-MB assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubin < 40 mg/dL), hemolysis (hemoglobin
<1000 mg/dL), lipemia (triglyceride <3000 mg/dL),
serum total protein (< 20g/dL) and biotin (50 ng/mL).

* No interference was observed from rheumatoid factors
up to a concentration of 1000 1U/mL.

e No interference was observed from CK-MM and
CK-BB up to a concentration of 1000 ng/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.

Precision

The precision of iFlash-CK-MB was determined using
CK-MB reagents, samples and controls. Four serum
samples, consisting low, median and high concentration of
CK-MB and two quality materials were assayed.

The repeatability and within-Laboratory precision were
determined according to EP5-A3 of CLSI (Clinical and
Laboratory Standards Institute) requirement which test 20
days with duplicate in each run and two runs per day. The
results of the study are shown below:

Repeatability Within-Laboratory

Sample Mean Precision
(ngm) SO, o,

(ngiml)  *V  (ngm) %SV

1 283 005 171% 009  3.11%

2 542 011  206% 019  3.42%

3 5240 100 208% 172  3.28%

4 185.00 3.95 2.13% 6.56 3.54%
QC1 4.63 0.09 2.04% 0.14 3.02%
QC2 14.20 0.16 1.12% 0.28 1.97%

The reproducibility was confirmed according to EP5-A3 of
CLSI which performed test for 5 days in three sites and
the 5 replicates per day per site, and calculating percent
coefficient of variation (%CV). The results of the study are
shown below:

Reproducibility

Sample Mean (ng/mL) )
%CV
(ng/mL)
1 3.29 0.14 4.32%

Analytical Sensitivity

The Limit of Blank, Limit of Detection and Limit of
Quantitation were determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP17-A2
requirements.

Limit of Blank = 0.06 ng/mL
Limit of Detection = 0.17 ng/mL
Limit of Quantitation = 0.88 ng/ml

Clinical Performance

A comparison of the iFlash-CK-MB assay (y) with a
commercially available CK-MB assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing Bablok Regression).

y = 1.130x-0.0568
T=0.996

Inter-batch Variation

The inter-batch variation of 3 lots of reagents should be no
more than 10%.

SUMMARY OF SAFETY AND PERFORMANCE

Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
Explanation of abbreviation

Abbreviation Explanation

Catalogue number

Calibrator

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

(7]
L <88

Authorized representative in the
European Community

m
H

Importer

&

CE Marking of Conformity with
notified body ID number

o
m

Caution

Consult instructions for use

In vitro diagnostic medical
device

8l &= (>

Batch code

Country of manufacture, date of
manufacture

8

Unique device identifier

Use-by date

/ﬂ/a‘c Temperature limit

2¢ (2-8°C)
Gisor
® Pictograms for caution
T T This way up
ANNEX B:

WARNINGS AND PRECAUTIONS (Proclin 300)

Hazardous Component: 0.05% ProClin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin reaction.
Precautionary Statements:

P261: Avoid
dust/fume/gas/mist/vapour/spray.

breathing

P280: Wear protective gloves.
P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritaton or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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C89243-S 89243 C89243-L occurred in patients Wlt!’l all carf:hat.: compllcat.lons, not J.ust
c E MI, and suggested routine monitoring of cardiac troponin-I
W 1x50 2x50 2x150 2797 as an effective and inexpensive way to predict cardiac
Tests/kit Tests/kit Tests/kit

iFlash 3000-C; iFlash 1800-A;
iFlash 1200-A; iFlash 9000-A

NAME
iFlash-Troponin-|

In vitro diagnostic medical device

BASIC UDI-DI
GMN:692591270043H3

INTENDED USE

The iFlash-Troponin-I assay is a paramagnetic particle
chemiluminescent immunoassay (CLIA) for the
quantitative determination of Troponin-I in human serum
and plasma collected from individuals suspected or
confirmed of myocardial infarction (MI) and cardiac
muscle damage using the automated Chemiluminescence
Immunoassay Analyzer. The iFlash-Troponin-| assay is to
be used by laboratory professionals as an aid in the
diagnosis and monitor of myocardial infarction and cardiac
muscle damage together with other clinical methods.

SUMMARY AND EXPLANATION

Cardiac troponin (cTn) complex consists of three proteins:
Ca?* binding (cTnC), tropomyosin binding (cTnT) and
inhibitory (cTnl) subunits, it is a key molecule in the
regulation of human cardiac muscle contraction.!-?
Cardiac troponins are complexed with actin in cardiac
myofibrils, with a smaller fraction (3%-6%) soluble in the
cytoplasm.B®! The cTnl subunit comprises of a protein N
terminus, IT arm, inhibitory and switch peptides and C
terminus.®) There are three distinct tissue-specific
isoforms of troponin | identified from skeletal and cardiac
muscles and it has a molecular weight of approximately
24000 daltons.!5¢!

Biochemical markers, including total creatine kinase (total
CK), creatine kinase-MB (CK-MB), the MB isoforms and
myoglobin, as well as the tropoonis--cardiac troponin |
(cTnT) and cardiac troponin | (CTnl) are all used for
assessment of the suspected acute myocardial infarction
(AMI) patients.”! Cardiac troponin-I is more sensitive than
creatine kinase-MB (CK-MB), and remains elevated after
myocardial damage for a longer time.®® Although
troponins are generally specific for myocardial injury, they
are not specific for a particular mechanism of myocardial
injury. Any condition-acute or chronic-that injures
cardiomyocytes may lead to measurable increases in
levels of circulating troponins.acute conditions that can
elevate troponin levels include heart failure, sepsis, and
pulmonary embolism.["%!

Persistent low-level elevation of cardiac troponin is
commonly seen in patients with chronic cardiac conditions,
including patients stabilized months after an ACS event
and those with chronic ambulatory heart failure.['"'2
Andrews et al observed that cardiac troponin-I elevation

complications.'¥ Studies indicated that ¢cTnT and cTnl
detect acute myocardial injury with equal clinical
performance in AMI patients classified by WHO criteria
and cardiovascular disease (CVD). Compare to cTnT,
cTnl demonstrated lower initial sensitivity and higher
specificity compared with ¢cTnT. cTnT was increased to
higher relative values than cTnl. cTnT was more
frequently increased in patients with unstable angina
pectoris (UAP) than cTnl.[14.19]

ASSAY PRINCIPLE

The iFlash-Troponin-l assay is a sandwich immunoassay

using direct chemiluminometric technique.

e Incubation: Troponin-l antigen in the sample reacts
with anti-Troponin  antibody-coated paramagnetic

microparticles and acridinium-ester-labeled
anti-Troponin-I antibody conjugate to form a sandwich
complex.

e Washing: Under the magnetic field, magnetic particles
are adsorbed to the wall of the reaction tube, and the
unbound materials are washed away by the wash
buffer.

« Signal triggering and measuring: The pre-trigger and
trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is measured as
relative light units (RLUs).

e An direct relationship exists between the amount of
Troponin-1 in the sample and the RLUs detected by the
iFlash optical system.

e Results are determined from a calibration curve, which
is generated by 3-point calibration and a master curve
provided via the reagent QR code.

Troponin-l

iFlash

Chemiluminescence Immunoassay Analyzer

Calibrator

2,

Troponin-l protein

1 bottle, 1 bottle, 1 bottle,
CAL2 1.0 1.0 1.0
mlL/bottle mL/bottle  mL/bottle

(E.coli) in TRIS
buffer with protein
stabilizer ~ (BSA),

0.05% ProClin 300
as preservative,

lyophilized.

Calibrator

3,

Troponin-l protein

1 bottle, 1 bottle, 1 bottle,
CAL3 1.0 1.0 1.0
ml/bottle  mL/bottle  mL/bottle

(E.coli) in TRIS
buffer with protein
stabilizer  (BSA),

0.05% ProClin 300
as preservative,

lyophilized.

REAGENTS
Comp Specification Content
onent 1x50 2x50 2x150

Tests/kit  Tests/kit  Tests/kit

Anti-Troponin-|

antibody- coated

paramagnetic
R1 1 gaé:k, 2 p;gks, 2 psagks, micro-particles
i . . (goat,

mbl/pack mL/pack  mL/pack

preservative.

0.25
mg/mL), 0.05%
ProClin 300 as

Acridinium-ester-la

beled

1pack, 2packs, 2 packs, anti-Troponin-|

antibody conjugate

R2 4.0 4.0 7.8

(mousel, 0.2
pg/mL), 0.05%
ProClin 300 as
preservative.

mbl/pack mL/pack  mL/pack

CAL1 1.0 1.0 1.0

Calibrator 1, TRIS
buffer with protein
stabilizer  (BSA),
0.05% ProClin 300
as preservative,
lyophilized.

1 bottle, 1 bottle, 1 bottle,

ml/bottle  mL/bottle mL/bottle
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MATERIALS REQUIRED BUT NOT PROVIDED
C89999/C89959/C89949, Pre-Trigger Solution (1x):
hydrogen peroxide solution.

(C89998/C89958/C89948, Trigger Solution (1x):
sodium hydroxide solution.

C89997, Wash Buffer (1x): phosphate buffered
saline solution.

C80001, Wash Buffer (10x): phosphate buffered
saline solution.

C6100, Reaction Vessel.

ZCCO057, Immunoassay Multi Control.

CC817, Immunoassay Multi Control.

INSTRUMENT

1x50 Tests/kit and 2x50 Tests/kit reagents apply to
Chemiluminescence Immunoassay Analyzer: iFlash
3000-C, iFlash 1200-A, iFlash 1800-A and iFlash 9000
CLIA Analyzer: iFlash 9000-A.

2x150 Tests/kit reagents apply to iFlash 9000 CLIA
Analyzer: iFlash 9000-A.

WARNINGS AND PRECAUTIONS

e No known test method can offer the complete
assurance that products derived from biological
sources (human/animal/microbial) will not transmit
infection. Therefore, all biological materials should be
considered potentially infectious.

* Exercise the normal precautions required for handling
all laboratory reagents.

« Disposal of all waste material should be in accordance
with local guidelines.

* Wear gloves when handling specimens or reagents.

e Clean and disinfect all spills of specimens or reagents
using a suitable disinfectant.

e Trigger solution contains sodium hydroxide (NaOH)
and should be avoided contacting with eyes.

e All laboratory personnel using this product must be
appropriately trained in automated immunoassay
techniques and use appropriate laboratory and
personal protective equipment when handling this kit,
and use this product in accordance with the labelling.
All laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of

results of the product.

e For further information on warnings and precautions,
see Annex B.

* Any serious incident that has occurred in relation to the
device shall be reported to the manufacturer and the
competent authority of the Member State in which the
user and/or the patient is administrated.

e Safety data sheet refers to the Safety Data Sheet
(SDS). Please contact the local sales representatives
or marketing@szyhlo.com. The SDS will be provided
through e-mail upon request.

REAGENT HANDLING

e The reagents should not be used after the stated
expiration date.

« Avoid the formation of bubbles with all reagents.

* The reagents in the pack are ready to use.

e Carefully dissolve the content of each bottle of
calibrator by adding exactly 1.0 mL of distilled or
deionized water. Remain standing-up and closed for
15 minutes to reconstitute. Mix thoroughly and avoid
bubble formation.

e Calibrators should be measured within 30 minutes
after being dissolved, otherwise preserved as frozen.

« Stability of reconstituted calibrator:
2-8°C: 3 days;
20-25°C: 90 mins;
-20°C: 56 days;
Freeze-thaw: no more than 3 times.

« Do not pool reagents within a reagent kit or between
reagent Kits.

e Prior to loading the iFlash-Troponin-l reagent pack on
the system for the first time, resuspend the
microparticles by inverting the reagent pack slightly.
Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still sticking to the
bottle, continue to invert the bottle until the
microparticles are completely resuspended. If the
microparticles do not resuspend, do not use.

e For further information on reagent handling
precautions during system operation, refer to the
iFlash system operating instruction.

STORAGE AND STABILITY
Storage
« Store at 2-8°C in an upright position.

e The kit should be used immediately after taken out
from 2-8°C storage.

* The reagent should be avoided from frozen.
Stability

* Unopened at 2-8°C: up to the stated expiration date.
e Opened at 2-8°C: 42 days.

* Store on-board: 28 days.

SPECIMEN COLLECTION AND PREPARATION
e Serum or plasma (lithium heparin, sodium heparin and

Perucrpanus MU B PocappasEanzope
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K2-EDTA) are the recommended samples.

Ensure that a complete clot formation in serum
specimens has occurred prior to centrifugation. For
patients undergoing heparin (anticoagulant) treatment,
the time for clot formation in serum specimens should
be prolonged.

Centrifuge the specimens.

Specimens can be preserved at room temperature
(20-25°C) for 7 hours.

Specimens can be preserved at 2-8°C for 5 days.
Specimens can be preserved at -20°C for 90 days.
Frozen specimens must be mixed thoroughly after
thawing.

The samples are suggested to be frozen for no more
than1 time.

Transfer only the clarified specimen without the lipemic
material if the centrifuged specimen has a lipid layer
on top.

Centrifuge the specimens prior to test if clotted fibrin
and cellular material exist, or after freeze-thawing.
Ensure that residual fibrin and cellular matter have
been removed prior to analysis.

Use with caution in handling patient specimens to
prevent cross-contamination.

Do not use heat-inactivated samples.

Ensure that the patient samples, calibrators and
controls are at ambient temperature (20-25°C) before
measurement.

Other types of sample collection tubes have not been
examined by this method yet.

The type of sample collection tube should be remained
the same throughout the whole evaluation process of
patient monitoring or serial sample evaluation.

The testing performance of samples from human body
fluid (except serum/plasma) or autopsy is not yet
clarified. The instrument is not able to verify different
sample types, so the operator should apply the
appropriate sample types to the test.

ASSAY PROCEDURE

Refer to the system operating instruction or the online
help system for detailed information on preparing the
system.

Reagent information are automatically read in via the
barcode on the reagent bottles. If the barcode cannot
be read, enter the sequence numbers manually.

Load the iFlash-Troponin-I reagent. The microparticles
must be fully suspended before the reagent is loaded.
Before testing, the instrument will automatically
resuspend the microparticles to mix well.

Carry out calibration, if necessary.

Place the calibrators CAL1, CAL2 and CAL3 in the
calibrator rack in the sample zone. Only keep
calibrators open during calibration.

Order calibration, and then order sample test through
the iFlash software.

e Load samples (100 pL of sample is needed for each
determination in addition to the sample container and
system dead volumes).

e Click RUN, the iFlash System performs all the
functions automatically and calculates the results.

CALIBRATION

e Traceability: This method has been standardized by
the YHLO internal standard for Troponin-I.

e Every iFlash-Troponin-I reagent kit has a QR code
label containing the specific information for calibration
of the particular reagent lot.

o To perform an iFlash-Troponin-I calibration, test CAL1,
CAL2 and CAL3 in duplicate, and the predefined
master curve is adapted to the analyzer.

e Once an iFlash-Troponin-| calibration is accepted and
stored, all subsequent samples can be tested without
further calibration unless:

« After 28 days when using the same reagent lot.
« Areagent kit with a new lot number is used.

« Controls are out of range.

« Required by pertinent regulations.

MEASURING RANGE

0.02-50 ng/mL.

Values below the lower limit of measuring range are
reported as <0.02 ng/mL. Values above the upper limit of
measuring range are reported as >50 ng/mL.

DILUTION

Samples with Troponin-l concentrations above the
measuring range can be diluted with sample diluent. The
maximum dilution ratio is 1:10, either automatically by the
analyzer or manually.

After manual dilution, multiply the result by the dilution
factor.

After dilution by the analyzer, the software automatically
takes the dilution into account when calculating the
sample concentration.

QUALITY CONTROL

For quality control, YHLO Immunoassay Multi Control,
EVER-BLUE  Immunoassay  Multi  Control  are
recommended. In addition, other commercially available
quality control materials with at least two levels of analyte
that have been verified by the laboratory can be used.
Controls for different levels should be run individually at
least once every 24 hours when the test is in use, once
per reagent kit and after every calibration or in accordance
with local regulations, guidelines or accreditation
requirements and the user’s laboratory quality control
requirements. Follow the quality control material's
instruction for handling and storage. Each laboratory
should establish its own target value and acceptable
ranges to assure proper performance. Quality control
results that fall outside acceptable ranges may indicate
invalid test results, the following actions can be taken:

o Verify that the materials are not expired.
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« Verify that required maintenance was performed.

« Verify that the assay was performed according to the
instruction for use.

« Rerun the assay with fresh quality control samples.

If necessary, contact your local technical support provider
or distributor for assistance.

RESULT

Calculation

The iFlash system utilizes a 4 Parameter Logistic Curve fit
data reduction method to generate a calibration curve and
automatically calculates the analyte concentration of each
sample.

The results are given in ng/mL.

Expected Values
A study of iFlash-Troponin-I assay on samples from 248
apparently healthy persons of various age groups yielded
the following result:

< 0.03 ng/mL (99" percentile)

It is recommended that each laboratory establish its own
expected reference range for the specific population.

LIMITATIONS

e The iFlash-Troponin-l assay is limited to the
determination of Troponin-I in human serum or plasma
(lithium heparin, sodium heparin and K>-EDTA). It has
not been validated for use on plasma with other types
of anticoagulants.

e If the results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e For diagnostic purposes, the results should be
interpreted in light of the total clinical presentation of the
patient, including symptoms and clinical history results.

e Samples containing an apparent Troponin-l level as
high as 500 ng/mL did not exhibit a hook effect in the
iFlash-Troponin-I assay.

e The assay is unaffected (difference less than 10%) by
icterus (bilirubins20 mg/dL), hemolysis
(hemoglobins500 mg/dL), lipemia (triglyceride<2,000
mg/dL) and serum total protein (10 g/dL).

* No interference was observed from rheumatoid factors
up to a concentration of 2,000 IU/mL.

e No interference was observed from HAMA up to a
concentration of 600 ng/mL.

e No interference was observed from ANA up to a
concentration of 500 AU/mL.

PERFORMANCE CHARACTERISTICS

Below are the representative performance data, and the
results obtained in individual laboratories may differ.
Precision

Precision was determined using iFlash-Troponin-I, clinical
samples and controls according to EP05-A3 of CLSI
(Clinical and Laboratory Standards Institute): test for 5
days in 3 sites, 2 runs per day, 3 replicates per run.The
results of the study are shown below:

Repeatability Reproducibility

Mean
Sample  (hgjm) SD oy SD cv
(ng/mL) (ng/mL)
L 0.560 0.0248 4.43% 0.0369 6.59%
M 1.302 0.0268 2.06% 0.0594 4.56%

H 34.790 0.6711 1.93% 2.0236 5.82%
Qc1 0.100 0.0040 4.00% 0.0087 8.70%
Qc2 12538  0.3517 2.81% 0.7640 6.09%

Analytical Sensitivity

The limit of blank, limit of detection and limit of quantitation
were determined in accordance with the CLSI (Clinical
and Laboratory  Standards Institute)  EP17-A2
requirements.

Limit of Blank = 0.004 ng/mL

Limit of Detection = 0.01 ng/mL

Limit of Quantitation = 0.02 ng/mL

Linearity Range

0.02-50 ng/mL

The linearity were determined in accordance with the CLSI
(Clinical and Laboratory Standards Institute) EP6-A
requirements.

Analytical Specificity

The analytical specificity of iFlash-Troponin-I assay was
evaluated with cTnC, ¢cTnT and sTnl.

Analogue Concentration Cross Reactivity
cTnC 1000 ng/mL 0.07%
cTnT 1000 ng/mL 0.03%
sTnl 1000 ng/mL 0.05%

Clinical Performance

A comparison of the iFlash-Troponin-lI assay (y) with a
commercially available Troponin-I assay (x) using clinical
samples was performed, and the curve is fitted with linear
regression (Passing-Bablok regression).

y =0.955x + 0.003

T=0.975

Sample concentration: 0.02-48.97 ng/mL

Number of samples measured: 122

SUMMARY OF SAFETY AND PERFORMANCE
Summary of safety and performance is available at
https://ec.europa.eu/tools/eudamed
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ANNEX A:
EXPLANATION OF ABBREVIATION

Abbreviation Explanation

Catalogue number

Calibrator

O
>
fet

Reagent

Contains sufficient for <n> tests

Analyzers/Instruments on which
reagents can be used

Manufacturer

Authorized representative in the
European Community

Importer

@ik i <E

CE Marking of Conformity with
notified body ID number

e
m

Caution

Consult instructions for use

In vitro diagnostic medical
device

8= B>

Batch code

Country of manufacture, date of
manufacture

HIENE

Unique device identifier

Use-by date

Temperature limit
(2-8°C)

L

GHS07

Pictograms for caution

=€

This way up

ANNEX B:
WARNINGS AND PRECAUTIONS

* Hazardous Component: 0.05% Proclin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one [EC no.
247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

« Signal word: Warning
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Hazard Statements:
H317: May cause an allergic skin reaction.
Precautionary Statements:

P261: Avoid breathing
dust/fume/gas/mist/vapour/spray.

P280: Wear protective gloves.

P362+P364: Take off contaminated clothing and wash
it before reuse.

P333+P313: If skin irritation or rash occurs: get
medical advice/attention.

P321: Seek immediate care from a doctor.

P501: Dispose of contents/container in accordance
with local/regional/national/international regulations.
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