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Nno npumeHeHno Habopa peareHToB

ans sbigBneHns n andpdepeHumaumm HK 6aktepnin poaa

Llueenna (Shigella spp.) n aHTeponHBasusHbix E.coli (EIEC),
CanbmoHersna (Salmonella spp.), TepMoUIibHbIX
Kamnunobakmeputu (Campylobacter spp.) B o0bekTax

oKpyXkatoLen cpefbl U KNMMHUYECKOM MaTepuane MeTogoMm

nonnmMmepasHon uenHon peakumn (MNUP) ¢ rmubpmngmnsaumoHHo-
donyopecueHTHON geTeKkumen
«AmnnuCeHc® Shigella spp. n EIEC / Salmonella spp. /
Campylobacter spp.-FL»
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CMUCOK COKPALLEHUN
B HacToSLLEN NHCTPYKLINK NPUMEHSAOTCA  creayroume
cokpalleHusi 1 0603Ha4YeHUs:

BKO - BHYTPEHHMI KOHTPONbHbIA 06pasel,

OKO - OTpyUaTENbHbIN KOHTPOMbHbIN 06paseL

B- - oTpULaTenbHbIA KOHTPONb aTana akcTpakumm AHK/PHK
MKO - NONOXNUTENbHbIN KOHTPOSbHLIN 06pasey,

MnupP - nonnMepasHas LenHas peakumsi

- penoepanbHoOe rocygapcTBEHHOE yUpexaeHne Hayku
«LleHTpanbHbIN HAay4YHO-UCCreaoBaTeIbCKUA UHCTUTYT
PocnotpebHanso L

a anngemuonornmny ®epepansHon cnyxbbl No Haa3opy B cdepe
P 3aWwmTbl NpaB noTpebutenen n Gnarononyynsa Yenoseka
FEP - JEeTEeKUUSA MO «KOHEYHOWN TOYKE»
FRT - AeTEeKUNS B peXnmMe «peasibHoro BpeMeHu»

HA3HAYEHUE

Habop peareHToB «AMnnuCeHc® Shigella spp. u EIEC /
Salmonella spp. / Campylobacter spp.-FL» npegHasHadeH ons
BbisiBNeHna n aunddepeHunaummn OHK 6aktepun popa Llluzenna
(Shigella spp.) n aHTeponHBasueHbix E.coli (EIEC), CanbmoHernna
(Salmonella spp.), TepPMOPUINbHbIX Kamnunobakmepuu
(Campylobacter spp.) B o0bbekTtax okpyxawowen cpegbl U
KNUHUYECKOM mMaTtepuane MeTogoM MoSiuMepasHoOW  LienHou
peakuunu (MLP) c rubpnansaunoHHO-dnyopecUeHTHON AeTEKLNEN.

Ona  akctpakumn [OHK wucnonb3yotca Habopbl peareHTos,
pekomeHgoBaHHble PIYH LIHUUNG PocnotpebHansopa («OHK-
cop6-B» wunn  «PUBO-npen»). [lpn oakctpakummn OHK 13
nccnegyemolx obpasuoB  ucnonb3yetca Tonbko PHK-antoeHT,
BXOOALMIN B cocTaB Habopa peareHToB «AMnnnCeHc® Shigella
spp. n EIEC / Salmonella spp. / Campylobacter spp.-FL».
BHUMAHUE! Peaynbtatel [NUP-uccnepoBaHna ydnTbiBalOTCA B
KOMMMEKCHOW auarHocTuke 3abosnieBaHus.

NMPAHLUUN METOOA

Boissnenne OHK Lueenna (Shigella spp.) n aHTepOnHBa3NBHbIX
E.coli (EIEC), CanbmoHenna (Salmonella spp.), TepModpuUnbHbIX
Kamnunobakmepuu (Campylobacter spp.) ¢ rmbpuansaunoHHO-
donyopecueHTHON AeTekumen BrknovaeT B cebs cnegyrowmne atanbl:
aKkcTpakuma (BbligenexHne) [OHK wm3  obpasyoB  KIIMHUYECKOro
MaTepuana, amnnudukaymio yyacTka AHK OaHHOro
MUKpPOOpraHm3ma 7 rmopunan3aunoHHO-NYyoOpPECLEHTHYHO
OeTekumo, KoTopasa npomssoauTtcsa nmbo HenocpeacTBEHHO B Xon4e
MUP (BapunaHT FRT), nMbo nocne ee 3aBeplueHust (BapnaHt FEP).

®ryH LHWNS
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OkcTpakuma [OHK un3 knuHu4yeckoro martepuana npoBOAUTCA B
NPUCYTCTBUN BHYTPEHHEro KoHTposibHoro ob6bpasua (BKO-FL),
KOTOPbIM MO3BOSIAET KOHTPONMPOBaTb BbINOMHEHME npouenypbl
nccnenoBaHma ans kaxgoro obpasua. NMNpodbl AHK ncnonbaytoTes
ona  amnnndukaumm  ydactka [OHK nepeducneHHbiXx  Bblwe
BO3byguTenen npu nomowm cneumdunyHblx K aTomy ydactky OHK-
npanmepoB n QepmeHta Tag-nonumepasbl. B  coctase
peakuMOHHOW CMecCu MPUCYTCTBYIOT (oNyOpeCLEHTHO-MeYeHble
ONMMroHyKNeoTuagHble  30HAOblI, KOTOopble  rMBpuan3yrTcs  C
KOMMSieMeHTapHbIM ydacTkom amnnndguumpyemon OHK-muweHn, B
pesynbTate 4ero nNpoOMcXoauT HapacTaHMe  UHTEHCMBHOCTU
donyopecueHuMn. 3TO NO3BOMSAET pPErncTpupoBaTb HaKOMfeHne
cneundumnyeckoro npoaykra amnnupukaumm nytem U3MepeHus
WHTEHCUBHOCTHU donyopecueHTHOro curHana. HeTtekunsa
donyopecueHTHOro curHana npu wucrnosibaosaHun BapuaHta FEP
ocyLlecTBnsaeTcs rnocrne  OKOHYaHud MUP ¢ nomowbto
donyopecueHTHoro [NLP-getektopa, a npu  KUCNONbL3OBaHUA
BapnaHta FRT — HenocpeacteeHHo B xoge [MLUP ¢ nomoubto
amnnmdukaTtopa ¢ cMcteMon geTtekumn siyopecLueHTHOro curHana
B peXume «peanbHOro BpeMeHmy.

BAPUAHTbI N ®OPMbI BbIlTYCKA HABOPA PEATEHTOB
HaGop peareHTOB BbinyckaetTca B 1 BapuaHTe
BapuaHt FEP/FRT
Habop peareHToB BbinyckaeTca B 1 dpopMme KOMMSeKTauunm:
Popma 1 Bkw4vaeT Komrsiekt peareHToB «[l1LP-komnnekT»
BapuaHT FEP/FRT-50 F.

dopma kKomnnektaumm 1 npegHasHayeHa AOns NpoBeaeHud
amnnndukauum n gudpdeperumaummn OHK wurenn (Shigella spp.) u
9HTepounHBasusHbix E.coli (EIEC), canbmoHnenn (Salmonella spp.),
TepMmobunbHbIX  Kamnunobaktepun (Campylobacter spp.) ¢
rmopnan3aunmoHHO-PyopecUeHTHON  OeTEeKUMEN B pexunme
«peanbHOro BpPEeMEHU» UMM N0  «KOHEeYHOU Touke». [Angd
nposeaeHus MOJTHOIro [MUP-nccnepnoBaHus Heobxoanmo
ncnonb3oBaTb KOMMSIEKTbl peareHToB Ansa  akctpakumn [OHK,
pekomeHgoBaHHble PI'YH LUIHWNG PocnotpebHaasopa.

Ona amoumn OHK Ha  9Tane  BblgeneHust  OOJMKEeH
ncnosnb3oBatbcs ToNbko PHK-antoeHT, Bxogsawun B gaHHein LIP-
KOMIMJIEKT.
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AHATIUTUHECKUE XAPAKTEPUCTUKUA
AHanuTnyeckasa YyBCTBUTENbLHOCTb

Bua knuun | Komnnekr gna | Komnnekr ana | AHanutnyeckas
MaToreH YyecKoro 3KCTpakumMu | amnnudpukaumm | 4YyBCTBUTESb
mMaTtepuana OHK N getekuumu HOCTb
Uiuzenna (Shigella «MUP-komnnekT»
gggé)plgMHBam/IBHble dekanum «PUBO- BapuaHT 1x103 3/Mn
npen» -
E coli (EIEC) p FEP/FRT-50 F
CanbMoHenna «MUP-komnnekT»
Sal I dekanum «PUBO- BapuaHT 1x103 3/Mn
(Salmonella spp.) npen» FEP/FRT-50 F
TepmodunbHble «MUP-komnnekT»
Kamnunobakmepuu cbekanum «PUBO- BapuaHT 1x1033/mn
(Campylobacter spp.) npen» FEP/FRT-50 F

AHanunTtnyeckasa cneunPuUYHOCTb

CneuuduyHocTb  Habopa  peareHTOB  npoBepsaniacb  Ha
cneaylowmx WwraMmmax MUKpOOpPraHnM3mosB:

Konnekunsa N'MCK mnm. J1.A. TapaceBuya witaMmmbl S3HTEPOBUPYCOB
(Coxsakie B1, B2, B3, B4, B5, B6; Polio (Sabin) I, Il, Ill). Takke
TeCTMpoBanucb ageHoBUpYyCbl ceporpynn 5 n 7; Bupycol rpynna A
(H13N2, HON2, H8N4, H2N3, H4N6, H11N6, H12N5, H3N8, H1N1,
H6N2, H10N7, H5N1), B, pnHoBupychl, RS Bupycbl, ageHoBUpychbl
yenoseka — 3, 5, 7, 37, 40 Tunos.

Konnekuyma Oy BIrHKW: Salmonella enteritidis S-6, Salmonella
choleraesuis 370, Salmonella typhimurium 371, Salmonella dublin
373, Salmonella typhi C1, Salmonella abortusovis 372, Salmonella
gallinarum-pullorum, Shigella flexneri 851b, Campylobacter fetus
subsp. fetus 25936, Campylobacter jejuni subsp. jejuni 43435,
Clebsiella K 65 SW4, Listeria monocitogenes YCXY 19, Listeria
monocitogenes YCXY 52, Proteus vulgaris 115/98, Pseudomonas
aeruginosa [OH cl1, Staphilococcus aureus 653, Staphilococcus
aureus 29112, Morganella Morganii 619 ¢ 01, Enterobacter faecalis
356.

Konnekuusi LleHTpa KOHTpons v npodunaktuku 3abonieBaHum
(CDC, CLWA): 44 nsonata HOpPOBUPYCOB pasfiNYHbIX rEHETUYECKUX
knactepoB 1 n 2 reHotuna, 40 WTaMMOB POTaBUPYCOB Pa3fnUYHbIX
[P]G Ttunos., 19 wrammoB acTtpoBupycos 1, 2, 4, 5, 8 cepoTunos u
15 WwTamMMOB a[eHOBMPYCOB pasfinyHbIX TUMOB W criegylwme
bakTepuanbHblie WwTaMmmbl (CM. Tabn. 1).
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Tabnuua 1

NaHenb GakTepuanbHbIX areHToB
LleHTpa KoHTponsa n npodunaktuku 3abonesaHuun (CDC, CLLA)

Strain ID Organism Strain ID Organism
K2033 |Salmonella Ser. Grumpensis K2015 |Salmonella Ser. Oranienburg
K1806 Salmonella Ser. Newport AMO01144 |Salmonella Ser. Newport
K2077  |Salmonella Ser. Enteriditis K1810 |Salmonella Ser. Anatum
83-99 Salmonella Ser. Typhimurium K1991 Salmonella Ser. Typhimurium
PS505 |Shigella boydii K1898 Salmonella Ser. Heidelberg
PS408 |Shigella sonnei PS555  [Shigella boydii

B4003 |Shigella sonnei F6446 Shigella dysenteriae

PS801 |Shigella dysenteriae S821X1 |Shigella dysenteriae type 1
C898 Shigella dysenteriae typel S177X1 |Shigella dysenteriae type 1
F2035 Shigella flexneri S3314  |Shigella dysenteriae type 2
E2539-C1Enterotoxigenic Escherichia coli (ETEC)|PS071  |Shigella flexneri

H10407 |Enterotoxigenic Escherichia coli (ETEC)PS050 [Shigella flexneri

F1008 Enterotoxigenic Escherichia coli (ETEC)F7862 Shigella flexneri

EDL 933 |Shiga-toxin E. coli (STEC) X1 Enterotoxigenic Escherichia coli (ETEC)
3543-01 |Shiga-toxin E. coli (STEC) 3525-01 |[Shiga-toxin Escherichia coli (STEC)
4752-71 |Proteus vulgaris 25922 Escherichia coli O6:H1
QA/QC |Citrobacter freundii 621-64 |Citrobacter freundii

QA/QC |Aeromonas 3910-68 |Aeromonas spp.

3043-74 |Serratia marcescens E9113  |Vibrio cholerae

QA/QC  |Serratia marcescens 501-83 |Edwardsiella spp.

F7894  |Vibrio vulnificus 587-82 |Providencia stuartii

F8515 Yersinia enterocolitica 27853 Pseudomonas aeruginosa
F8510 |Yersinia enterocolitica D4989  |Helicobacter cineadi

K4299  |Vibrio parahaemolyticus D6827  |Helicobacter pullorum

F9835  |Vibrio parahaemolyticus D5127  |Helicobacter pylori

K2023 |Salmonella Ser. Kentucky D2686  |Arcobacter butzleri

K1684 |Salmonella O-1, 4,12 gr. B - -

Mpyv npoBedeHUN TECTUPOBAHUSA [AaHHbIX MaHenen,

a TaKxXe

obpasuos HK 4yenoBeka Hecneumpuyecknx peakummn BbISIBIEHO He
6bino.

MEPbI NMPEOOCTOPOXHOCTU

PaboTta gormkHa npoBoauTbCs B Nnabopatopuu, BbINOMHAOLEN
MosnekynsipHo-6uonorudeckue (MNMUP) nccnegoBaHus KNMHUYECKOro
Matepuana Ha Hanuyue Bo3byautenen MHAPEKUNOHHbBIX DOne3Hewn,
C cobntoaeHnemMm caHuTapHo-anmagemunyeckux npasun CI1 1.3.2322-

08 «besonacHocTb paboTbl ¢ MukpoopraHmamamu Il — IV rpynn
naToreHHoCcTM (onacHocTn) U BO3OyaAuTenaMM napasnTapHbIX
6onesHen», CI1 2.1.7.728-99 «[lpaBuna cbopa, XpaHeHns wu

yoaneHns oTxogoB Jev4ebHO-NpoUIakTUYEeCKnX ydpexageHnm» u
meTtoandecknx ykasaHunnm MY 1.3.1888-04 «OpraHusauusi paboTbl
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npu nccnegosaHmnax metogom MNLP matepmnana, nHpuunpoBaHHOro

naTOreHHbIMKM  Ounonormyeckummn  areHtamm Il — IV rpynn

NaTOreHHOCTUY.

[Mpn paboTe Bceraa crieayeT BbIMONHATL creayowme TpeboBaHus:

- Cnepyetr paccmaTtpumBaTb  uccrnegyemble  obpasubl  Kak
MHGEKLUMOHHO-0MacHble, OpraHM3oBLIBaTb paboTy U XpaHeHUe B
cootBeTcTBMN C CI1 1.3.2322-08 «be3onacHocTb paboTbl C
MUKpoopraHuamamu Il — IV rpynn natoreHHoCcTn (onacHoCTn) U
BO30OyaAnTENsaMKU napasmtapHbix 6onesHen.

- Ybupatb W age3uHpuuupoBaTb pasnuTble obpasubl MU
peakTMBbl, WUCNONb3ys  Ae3nHduumpyowme cpeacrea B
cootBeTcTBMN CI1 1.3.2322-08 «be3onacHocTb paboTbl C
MUKpoopraHuamamu Il — [V rpynn natoreHHoCcTn (OnacHoOCTn) U
BO30OyaAnTENAMKU napasmtapHbix 6onesHen.

- Ypgansatb HeUcnosrib30BaHHblE peakTMBbl B COOTBETCTBUM C
TpeboBaHusamu CI1 2.1.7.728-99 «[MpaBuna cbopa, XpaHeHUs U
yaaneHns otxogos nevyebHo-npodunakTUYECKNX yupexxaeHumy.

BHUMAHWE! [lpn ypaneHnmn oTXoOoB rocfie amMmnnuukaumnm

(npobupok, cogepxawmx  npoayktel  lLUP)  HemonycTtumo

OTKpblBaHME NPOGUPOK U  pasdpbl3rMBaHMEe  COOEPKMMOrO,

MOCKOMbKY 3TO MOXET NPUBECTU K KOHTaMuHauun npogykramum NLP

nabopaTopHOM 30HbI, 000PYAOBaAHUS N peareHTOB.

- [NpumeHaTb Habop CTPOro nNoO HasHa4eHWo, COrfacHo OaHHOW
NHCTPYKLMN.

- JonyckaTb K paboTe ¢ HAbopoM TONLKO cneunanbHO 0B6YyYEHHbIN
nepcoHarn.

- He ncnonb3oBaTb HAaboOp Mo UCTEYEHUN CPOKa rO4HOCTM.

- W3beraTb KOHTaKTa C KOXeW, rrnasamu n crim3ancton obosioukon.
[Mpn KOHTaKTEe HEMEANEHHO NMPOMbITb NOPaXeHHOe MEeCTO BOAOM
n obpaTnTbCs 3a MEAULIMHCKON MOMOLLIBIO.

- Jluctel no 6esonacHocTn matepuanos (MSDS — material safety
data sheet) gocTynHbI MO 3anpocy.

OONONMHUTEJNIbHbLIE MATEPUATIblI U OBOPYOOBAHUE

1. Komnnekt peareHtoB ans sblgenenus OHK — «[OQHK-cop6-B»
(TY 9398-036-01897593-2009), «PUBO-npen» (TY 9398-071-
01897593-2008) unun gpyrue pekomeHgoBaHHble ®I'YH LIHNNG
PocnoTtpebHaasopa.

2. [JononHuTenbHble MaTepuanbl U obopyaoBaHWe AN SKCTpakumm
OHK — cornacHO MWHCTPYKUMW K KOMMMEKTYy peareHToB [Ans
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BblaeneHusa OHK.
Bokc abaktepuanbHon Bo3ayLwHoun cpeabl (MLP-60okc).
LleHTpudyra/sopTekc.
ABTOMaTM4eCKMe [Oo3aTopbl nepemeHHoro obbema (OoT 5 Oo
20 mkn, npu pabote ¢ «I1UP-komnnektom» BapuaHTt FEP/FRT-
50 F — o1 5 no 20 mkn, ot 20 go 200 mkn).
6. OgHopasoBble HaKOHEYHUMKNM C dunbtpom o 100 mkn B
lTaTuBax.
7. WTatmebl ana mukponpobupok ob6vemom 0,2 mn unn 0,5 mn (B
COOTBETCTBMN C UCMOSIb3YEMbIMU KOMMIEKTAMN peareHToB).
8. XonoaunbHuk oT 2 oo 8 °C ¢ MOpPO3nUIbHOMU KaMepon He Bbllle
MUHYC 16 °C anga BblaeneHHsix npob OHK.
9. OToenbHbIM XanaT, wano4vkn, odbyBb U OQHOPA30BbIE MepyaTKu
no MYy 1.3.1888-04.
10.EmkocTb ansa cbpoca HaKOHEYHMKOB.
[pn geTekummn «nNo KOHEYHOMN TOYKEY:
11.Mporpammupyembin  amnnudukaTop (Hanpumep, «Tepuuyky»
(«dHK-TexHonorusa», Poccus), «Gradient Palm Cycler» («Corbett
Researchy», Asctpanusi), «MAXYGENE» («Axygeny», CLUA),
«GeneAmp PCR System 2700» («Applied Biosystems») wunu
aHanorun4Hole).
12.®nyopecueHTHbI  [MLUP-getektop  (Hanpumep, «AJ1A-1/4»
(«BioSany, JlatBug), «xnu» («QHK-TexHonorus», Poccna) nnm
aHanorun4Hole).
13.0agHopasoBble  nonunponuneHosble npobupkn ana  MUP
(nnockas KpbllwkKa, HecTpunoBaHHble) Ha 0,2 unn 0,5 mn:
a) obbemom 0,2 mn (Hanpumep, «Axygeny», CLIA) — ans
amnnndukaTopoB, agantupoBaHHbiX ans [NUP-npobupok
0,2 mn («Gradient Palm Cycler», «GeneAmp PCR System
2700», «kMAXYGENE» n gp.);
6) obvemom 0,5 mn (Hanpumep, «Axygen», CLIA) — an4d
amnnndukaTopoB, agantupoBaHHbiXx ans [NUP-npobunpok
0,5 mn («Tepuuk» n gp.).
[Tpn geTekUnn B pEXNME «peanbHOro BPEMEHMUY :
14.MporpammupyemMmbii  aMmnMdumkaTop C CUCTEMOM AeTeKunu
dNyopecuUEeHTHOro cuUrHana B pexunume «peanbHOro BpPeEMEHUN»
(Hanpumep, «Rotor-Gene» 3000/6000 («Corbett Researchy,
AscTtpanus), «Rotor-Gene Q» («Qiagen», lNepmaHus), «iQ5»
(«Bio-Rad», CLUA), «Mx3000P» («Stratagene», CLLUA), «OT-96»

o b ow
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(«QHK-TexHonorusa», Poccusa) unu aHanornyHelie).

15.0gHopa3oBble nonunponuneHoBble Npobupkn ana MNLP:

a) Ha 0,2 mn (nnockas KpblwKa, HECTpPUNoBaHHbIE), (Hanpumenp,
«Axygeny, CLLWA) anst noctaHOBKM B pOTOp Ha 36 Npobunpok —
anga npmnbopos ansa MNUP B peanbHOM BpeMeHU ¢ AeTekunen
yepes3 gHo npobupkn (Hanpumep, «Rotor-Geney).

6) Ha 0,2 mn (KynonoobpasHas Kpbilwka) (Hanpumep, «Axygeny,
CLWA) — onsa npubopos ans lNLP B peanbHOM BpeMeHu cC
aeTekumen Yepes KpbllKky (Hanpumep, «iQs5», «Mx3000P»).

B3ATUE, TPAHCINMOPTUPOBAHUE U XPAHEHUE
UCCJIEOYEMOI'O MATEPUATA

[Mepeq  Hayanom  paboTbl cnegyeT  O3HAKOMUTbLCA  C
MeToANYECKUMN pekoMeHaaumammn «Baatune, TpaHCNOpPTUPOBKA,
XpaHeHne KnuHudeckoro wmatepuana ana [NUP-gunarHoCcTukny,
paspabotaHHbiMn PIrYH LHWNG PocnoTtpebHaas3opa, Mockea,
2008 r.

MaTepunanom ans uccnegoBaHua criykaTt obpasubl hekanuu,
KOHLEHTpaTbl 06pa3uoB BOAbl, NOArOTOBEHHbLIE B COOTBETCTBUMN C
MYK 4.2.2029-05. «MeTogn4yeckne ykasaHMd N0 CaHUTAPHO-
BUPYCOSTIOrMYECKOMY KOHTPOSHO BOAHbIX OOBLEKTOBY.

NOoAIrOTOBKA UCCINIEQOYEMOIO MATEPUATIA K
AKCTPAKLUMU OHK

KoHueHTpaTbl 06pa3uoB BoAdbl He TpebylT cneuuansHom
nogrotoBkn anga akctpakuum OHK. MNoarotoBka obpasuoB dekanum
NpPOBOANTCSA B COOTBETCTBUM C METOANYECKMMU peKoMeHaauusiMu
«B3aTtue, TpaHCnopTMpoBKa, XpaHEHWE KIMHUYECKOro maTtepuana
ona  [NUP-gnardHoctukny, paspaboTtaHHeiMu  OIYH LUHUND
PocnoTtpebHan3opa, Mocksa, 2008 r.
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BAPUAHT FEP
COCTAB

KomnnekT peareHtoB «[1LUP-komnnekT» BapunaHt FEP/FRT-50 F
- KOMMJIEKT peareHToB ans amMnnindukaumm mn gndpdepeHunaumm
OHK 6akTtepuin popa Lluzenna (Shigella spp.) n 3HTEPONHBA3UBHbIX
E.coli (EIEC), CanbmoHenna (Salmonella spp.), TepMOdUNbHBIX
Kamnunobakmeput (Campylobacter spp.) ¢ rmbpuansaynoHHO-
donyopecuUeHTHON aeTeKuMen BKITO4aeT:

Peakmue OnucaHue O6bem (mn) Kon-eo
MNUP-cmecb-1-FEP/FRT Shigella | lNpospayHas 06 1 npobupka
spp./ Salmonella spp. BGecuBeTHas XMAKOCTb
NUP-cmecb-1-FEP/FRT Mpo3payHas 06 P —
Campylobacter spp./ STI BOecuBeTHas XXMOKOCTb ' pobVIp
NMUP-cmecb-2-FRT glpo3paqHaﬂ 0,3 2 npobupku

€CLIBETHAas XXNOKOCTb

MpospayHas
Monumepasa (TagF) BecUBETHAS KUAKOCTb 0,02 2 npobupku

MpospayHas
BHK-6ycpep 6ecLBeTHas XNOKOCTb 0.5 1 npobupka
NMKO OHK Shigella sonnei / Mpo3payHas 0.1 1 npoBupka
Salmonella OecuBeTHasi XUAKOCTb
_I'II_(O _JJ,HK Campylobacter Mpo3payHas 0.1 1 npoBupka
jejuni / STI BGecuBeTHas XXMOKOCTb
MuHepanbHoe Macno ans BecuBeTHasa BA3kas 40 1 dnakoH

nup

XNOKOCTb

KomMnnekT peareHTOB paccymTaH Ha npoBefeHne 55 peakumn
amnnmdukauum, BKIto4asd KOHTPOIM.
K KOMMMEKTy peareHToB npunaralTCs KOHTPOSibHble 0Opasubl
aTana BbligeneHua u PHK-anteHT anga akctpakuyumn OHK:

Peakmue OnucaHue O6bem (mn) Kon-eo
BKO-FL Mpospatiras 1,0 1 npobupka
GecuBeTHas XXNUOKOCTb
OKO onspaqHaﬂ 1,6 1 npobupka
€CLIBETHas XXUOKOCTb
PHK-anroeHT Mpospaunas 1,2 5 npo6bupok

OecuBeTHas >XNOKOCTb

NMPOBEOEHUE NUP-UCCINEOOBAHUA
[MUP-nccnegoBaHne cOCTOUT U3 CrieQyroLmnx 3Tanos:
- OkcTpakuma (BblgeneHne) AHK 3 nccnenyembix ob6pasuos.

- Amnnudpukauyma OHK.

- dbnyopecu,eHTHaﬂ AJeTekuma npoaykTtoB aMI'IﬂI/ICbI/IKaLI,I/II/I no

«KOHEYHOUN TOYKEY.

Pernctpanua MU g Pocagpaerapzope
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- WIHTepnpeTauns pe3ynbTaToB.

AKCTPAKUMNA OHK U3 UCCINIEQYEMbIX OBPA3LIOB
OkcTpakumio [OHK npoBecTn B COOTBETCTBMU C WHCTPYKUMEWN K
NCMNOJSIb3yEMOMY KOMMNEKTY peareHToB Anda akcTtpakumn OHK us
kKnuHnyeckoro martepuana («OQHK-cop6-By», «PUBO-npen» wunu
Opyrue KOMMNeKTbl peareHToB, pekomeHaoBaHHble OI'YH LUHUNG
PocnoTtpebHagsopa). Qkctpakuma OHK mn3 kakgoro KnMHUYECKoro
obpasua npoBoANTCA B MNPUCYTCTBUN BHYTPEHHENO KOHTPOSILHOIO
obpasua (BKO-FL).
BHUMAHMUE! lNMpn akctpakunmm OHK n3 uccnegyembix obpasuos
ncnone3yetcs Tonbko PHK-antoeHT, Bxogawmnm B coctaB Habopa
peareHToB «AMnnuCeHc® Shigella spp. u EIEC / Salmonella
spp./ Campylobacter spp.-FL».

NMPOBEOEHME AMITTIMPUKALIUA

Oowmn o6 beM peakuMOHHON cMecH — 25 MKI, BKIOYasa 00bLem

npo6bl AHK — 10 mkn.

A. NMoaroroBKa NpooMpoK aAna nposeaeHns amnnudpukaumm

Bbibop npobupok ana amnnucpukauum  3aBUCUT  OT

ucnosnb3yemMoro amnnudukarTopa.

Ona BHeceHMAa B nNpoObupkn peareHtoB, npo6 OHK wu

KOHTPOJIbHbIX O0Opa3suoB  MUCMNONMbL3YKTCA  OAHOpPa30Bble

HaKOHEeYHUKN ¢ hunbTpamm.

1. KOMNOHEHTLI peakUMOHHbIX CMecen cregyet CcMmewuBaTb
HenocpeacTBEHHO nNepen npoBefeHMeM aHanusa. CmewwuBaTtb
peareHTbl M3 pacyeTa Ha HeobxoAMMOEe YUCIO peakuun,
BKNoYaloLwee TeCcTUpOBaHME UWCCMeaYEMbIX W KOHTPOSbHbIX
obpasuoB, HeoOXOAMMO CcorfnacHo pacyeTHoM Tabnuue (cm.
Tabn. 2). Cnegyet yuntbiBaTb, YTO ANA TeCTUPOBaHUA Aaxe
OAHOro uccnegyemMoro unu KoHtponbHoro ob6Gpasua [OHK
Heo6XoAMMO MpPOBOAUTL MOCTAHOBKY BCEeX KOHTporeun
aTana nupP (nonoxurtenbHoOro KOHTpOA (K+),
oTpuuartenbHoro KoHtpona (K-) u aByx npooupok «®oH»
AnA Kaxagoro Tuna cmecu). PekomeHayeTcsl cMewwmBaTtb
peareHTbl Ans YeTHOro Ynucna peakuun ¢ uenbio bonee To4HOro
O031pOoBaHUA.

2. Otobpatb HeobOxoAuMMOEe KONMYecTBO MNPOBGUPOK C  y4eToMm
KonMyectBa WuccneayemblX, KOHTPONbHbIX obpasuoB [LOHK un
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npobupok «®PoH». Tun npodbupok, CTPMNOB WU NNAHLWETOB
BblOpaTb B 3aBMCMMOCTM OT UCMONbL3yeMoro npudopa.

3. Ana npurotoBneHuUs peakuMoHHbLIX CMEeCen W cmecen AOnsd
npobupok «®PoH» HeobxoagMmMo B OTAENbLHOW CTEPUNbHOMN
npobupke cmewatb ogHy u3 MUP-cmecen-1 (MUP-cmecb-1-
FEP/FRT Shigella spp. / Salmonella spp., nnu NMUP-cmecb-1-
FEP/FRT Campylobacter spp. / STI), MUP-cmecb-2-FRT (cm.
Tabn. 2). TwaTtenbHO nepemMewaTtb CMEeCUM Ha BOPTEKCE WU
oCaunTb Kannu C Kpbllek Npobupok.

4. TMpurotoBntb 4 Npodbupkn «®oH» (N0 ABe AnA Kaxaoro Tuna
peakumoHHon cmecn). [Ons aoToro BHectM no 15 mMKn
NPUroToBneHHbIX cmecen (6e3 nonumepasbl (TaqF)) kaxgon B
ase npobupkn «®oH», gobasute no 10 mkn AOHK-6ydepa,
nepemMewartb nunetTnposaHmeM. CBepxy packanatb no 1 kanne
MuHepanbHoro macna ansa NMUP (npumepHo 25 mkn).

5. B octaBwmMecss 4acTu peakuuoHHbIX cMecen [obaBuTb
nonumepasy (TaqF) B konuyectBe cm. Tabn. 2. TwaresibHO
nepemMellatb CMeCb Ha BOPTEKCe WU OCaauTb Kamniu C KPbILWKK
npoodunpkKu.

BHUMAHMUE! KonunyectBo gobaBndeMon B peakuMOHHYI CMeCb

nonmmepasbl (TagF), ykasaHHoe B Tabn. 2, npMBegeHO C y4eToMm

y>xe oTobpaHHbIX 30 MK peakuMOHHOM cMecu ONns ABYX NpoOupok

«DOHY».

6. BHectn B ocTaBwmecsa npobupkn no 15 MKN roTOBbIX
peakuMoHHbIX cMecen. CBepxy packanatb no 1 kanne
MUHepanbHoro macna gna MNUP (npumepHo 25 mkn).
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Tabnuua 2
Cxema npurotoBrneHus peakumoHHbIx cmecen gna MNLUP c
aeTekumen No «kKOHeYHOU TOoYKe»

O61em peareHTOB Ha yKa3aHHOe KONMMYeCTBO
peakuum
O61em peareHTa Ha ogHY 10.00 5.00 0.50
peakuuio (MKn)
Mcc:::;:MbIX Yucno MUP-cmeck-1- | MUP-cmeck-2- | lNMonumepa3sa
peakumin’ | FEP/FRT, Mkn FRT, Mkn (TagF), mkn
obpasuoB

2 8 80 40 3.0

4 10 100 50 4.0

6 12 120 60 5.0

8 14 140 70 6.0

10 16 160 80 7.0

12 18 180 90 8.0

14 20 200 100 9.0

16 22 220 110 10.0

18 24 240 120 11.0

20 26 260 130 12.0

22 28 280 140 13.0

24 30 300 150 14.0

26 32 320 160 15.0

28 34 340 170 16.0

BHUMAHUE! Konunyectso pobaensemon nonumepasbl (TaqF)

yKa3aHO C BblMETOM ABYX NMPOBMPOK «DOHY.

7. Vcnonb3ysl HakKOHEYHUKM C  UNbLTPOM, B MPOBUMPKM C
peakumoHHon cmecbto pobasutb no 10 mkn  OHK-npo6,
BblAENEHHbIX U3 UCCeayeMbIX UMM KOHTPOSbHbIX Npob atana
Bolgenennsa [OHK. Hewncnonb3oBaHHble oOCTaTkM peakuMOHHOW
cmecu BbIBpOCUTD.

BHUMAHUE! T[lpn pobasneHnn [OHK-npoO, BblAENEHHbIX C

noMouibo komnnekta peareHToB «[OHK-cop6-B», Heobxogmmo

n3deratb nonagaHma copbeHTa B peakumMoHHy cmeck ans MNUP.
8. NocTaBUTb KOHTPOSbHbIE peakuuu amnnudpunkaumu:
a)oTpuuaTtenbHbIn KOoHTponb (K-) — BHecTn B npobupkn c
peakumoHHon cmecbto 10 mkn AHK-6ydepa;

6) nonoxutenbHbIU KOHTPOIb (K+ shigelia/saimonella) — BHECTU B
npobupkn 10 mkn MKO OHK Shigella sonnei / Salmonella
ana NMNUP-cmecu-1-FEP/FRT Shigella spp. / Salmonella spp;

1 Yucno nccnegyembix 06pasLoB + KOHTposb aTana BblaeneHusa OHK + 2 koHTpona atana MLUP +
2 npobupkn «PoH» + 3anac Ha oauH obpasey (N+1+2+2+1, roae N-KONMYECTBO KIMHUYECKUX
obpasuos).
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B) NONOXUTENbHbIN KOHTPOSMb (K+ campylobacter/st)) — BHECTU B
npobupkn 10 mkn NMKO AHK Campylobacter jejuni / STI gns
NMUP-cmecun-1-FEP/FRT Campylobacter spp. / STI.

b. NpoBeaeHne amnnndgpukaumm

BHUMAHME! lNpobbl amnnudnumpoBaTtb cpasy nocrne coegnHeHns
peakumoHHon cmecu, OHK-npobbl n koHTponen! Bpema BHeceHud
Npo® B peakuMOHHYID CMeCb W 3anycKk peakumm Ha npubope He
OO0IMKHO npesbiwaTtb 10-15 MuUH.

3anyctuTb Ha amnnudukaTope nNporpammy.

Tabnuya 3

Mporpamma amnnudpukaumm

AmMnnngukaTopbl ¢ akTUBHbIM | AMANUAUKaATOPLI C aKTUBHbLIM AM“;:?SS&LIO“EH c
perynmpoBaHuem? perynvmposaHvem? DErynMpoBaHMem’
LUMKN [TemnepaTtypa | BpemMsi | LMKIbl TeMmnepaTypa | BpeMs | LMKIbl Temnepartypa | BpemMsi | LUKnbl
0 95°C naysa 95°C naysa 95°C naysa
1 95°c | | 1 95°c | | 1 95°c | | 1
95 °C 10c 95°C 10 c 95 °C 1 MuH
2 60 °C 10 c 42 60 °C 25c 42 60 °C 1 MUH 42
72 °C 10 c 72 °C 25c 72 °C 1 MUH
3 72 °C 1 MUH 1 72 °C 1 MUH 1 72 °C 1 MuH 1
4 10 °C XpaHeHune 10 °C XpaHeHne 10 °C XpaHeHune
1. [Mlo OKOHYaHWM BbINOMHEHUS nporpamMmmMmbl  NPUCTYNUTb K

donyopecueHTHON AeTeKUUN.

®JIYOPECLIEHTAA AETEKUWA NPOOYKTOB
AMMNIMNPUKALUUN NO «kKKOHEYHOU TOYKE»

[eTekuma npoBoauUTCA C MNoMoLWbl dnyopecueHTHoro [1LP-
aeTekTopa (cornacHo WHCTPYKUMWM K MUcnonb3yemomy npubopy)
nyTeM U3MEPEHNA UHTEHCUBHOCTU (PrlyOpecLieHTHOro curHana no
OBYM KaHanam.

2 Hanpumep, «Tepuuk» («OHK-TexHonorus»), «GeneAmp PCR System 2400» («Perkin Elmer»)

3 Hanpumep, «Gradient Palm Cycler» («Corbett Research»), «GeneAmp PCR System 2700»

(«Perkin Elmer»)

4 Hanpumep, «MiniCycler», «PTC-100» («MJ Research»), «Uno-2» («Biometra»)
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Tabnuua 4
Cxema cooTBETCTBUSA TECTUPYEMbIX NAaTOreHOB
M KaHanoB dryopecLueHTHON AeTeKuumn

MUP-cmecb-1 FEP/FRT MUP-cmecb-1-FEP/FRT

Kahan perekuum Shigella spp. / Salmonella spp. Campylobacter spp. / STI

FAM/Green AHK Shigella spp. OHK Campylobacter spp.
JOE/Yellow/HEX AOHK Salmonella spp. BKO
BHUMAHWUE! [Oo npoBegeHus pgertekumm B NPOrpamMMHOM

obecneyeHun MNMUP-geTekTopa A0MKHbI ObITb BHECEHBI N COXPAHEHBI
COOTBETCTBYHLLME HACTPOUKN — CM. BKnagbiw K MNLIP-komnnekry.

UHTEPIMNMPETALUA PE3YJIbTATOB
[TonyyeHHble pe3ynbTaTbl WHTEPNPETUPYOT Ha OCHOBAHWUU
OaHHbIX 006 ypoBHe NYyOpPEeCLEHTHOrO CUrHamna OTHOCUTENbHO
dooHa No COOTBETCTBYIOLWMM KaHanam A1 KOHTPOSbHbIX 06pas3LoB
n npod [HOHK, BblgeneHHbIXx K3  KIMHUYECKUX 06pasuos.
NHTepnpeTaunss npousBoAUTCSA aBTOMATUYECKM C  MOMOLLbHO
nporpaMmmMHOro obecnevyeHuss mcrnosnb3dyemoro npubopa. lNpuHUMN
NHTEepnpeTaumn pe3ynbTaToB NpeacTtaBneH B Tabn. 5.
Tabnuya 5
UHTepnpeTtauusa pesynbTtaTtoB [NLUP-nccnegosaHus

nupP- Pe3ynbTaT no ypoBHI0 dhnyopecueHuumn
CMeChb- Pe3ynbTar
1 FAM/Green JOE/Yellow/HEX

MUP-cmecb-1-FEP/FRT Shigella

spp. / Salmonella spp.

Bollwe noporoeoro
3HaAYEeHUs NONOXNTESNTBHOIO
pesynbTata

Hwuxe noporoBoro 3aHayeHus
oTpuLaTensHOro
pesynbTaTta

B npobe BbisiBNeHa
OHK Shigella spp.

Hwxe noporoBoro 3Ha4eHunA
oTpuuaTternbHOro
pesynbTaTta

Bhiwe noporoBoro 3Ha4eHunA
NOJ1IOXUTEJIbHOIo
pe3ynbTaTta

B npobe BbisiBNEHa
[OHK Salmonella spp.

Hwuxe noporoBoro 3Ha4eHunA
oTpuuaTternbHOro
pesynbTaTta

Huxe noporoBoro 3Ha4eHunA
oTpuuaTternbHOro
pe3ynbTaTta

B npobe He BbisiBNeHa
IHK Shigella spp. n
AHK Salmonella spp.®

BblLle noporosoro
3HAYEHUS MOSNOXKNTESBHOIO
pesynbTata

Bbllle NOporoBoro 3Ha4YeHus
NOSTIOXNUTESbHOIO
pesynbTarta

B npobe BbisiBNEHa
AHK Shigella spp. n
AHK Salmonella spp.

5> npu 3HayeHum cbnyopecueHUun Bbllle MoporoBoro 3HaveHuss Mo kKaHany HEX npwu

ncnone3dosaHun MLUP-cmecn-1-FEP/FRT Campylobacter / STI.
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MnupP- PesynbTaT no ypoBHIo doriyopecueHunmn
CMeChb- PesynbTart
1 FAM/Green JOE/Yellow/HEX
Bbllwe noporosoro Hwxe noporoBoro 3Ha4eHus | B npoGe BbissBNeHa
3Ha4YeHu1s NONOXUTENBHOroO oTpuUaTenbHOro AHK Campylobacter
E 5) pesynbTaTta pesynbTaTta Spp.
L — | Hwxe noporoeoro 3Ha4eHusi | Boillie noporosoro 3Ha4yeHusi | B npobe He BbisiBreHa
& = oTpuUaTENbLHOro NOJNTOXUTENBbHOIO AHK Campylobacter
L @ pesynbTara pesynbTaTa Spp.
— @
PR MNpoba Tpebyet
9 S |Huxe noporosoro sHaueHusi | Hke NoporoBoro 3Ha4YeHusi | oBTOPHOTO
S % oTpULaTENbHOro oTpuLaTenbLHOro nepeBblaeNeHns n
o g— pesynbTaTta pesynbTaTta TECTUPOBaHUs Ha BCEX
EF =] MNLP-cmecsx 1
)
Bbliwe noporoBoro Bbille noporosoro 3Ha4yeHus | B npobe BbisiBNeHa
3HaAYeHUs NONOXNTESNTBHOIO NOJTIOXNUTENBbHOIO AHK Campylobacter
pesynbTata pesynbTarta Spp.

Ecnu 3HayeHue ypoBHs donyopecLeHunn anst npodbl HaxoauTcs

MeXaY

MOPOroBbLIMM

3Ha4YeHNAMN

NONOXKNTEJIbHOIO 7

oTpuuaTeNbHOro pesyrnbrata OH pacueHUBaAETCA Kak HeBanuaHbIN
NN COMHUTENbHbIU, U TpebyeT nosTopeHus lMNLUP-nccnegosaHne
COOTBETCTBYHLLEro uccnegyemoro obpasua.

Pesynbrat lLP-uccnepgoBaHnsa cuntaetcsi AOCTOBEPHbIM,

ecnun
NOJIOXUTEeINbHOIo

noNny4eHbl npaBusibHble

oTpuuaTesibHoOro

pe3ynbTaTbl

ans
KOHTponen

aMmnnucpumKkaumMm wm oTpuuUaTeNbHOro KOHTPONA BblAeneHus
OHK, B cooTBeTCcTBUMU C TAbN. 7.

Tabnuua 6
Pe3ynbTaTthbl AN KOHTponen pa3nuyHbix atanos lNLP-
nccrneagoBaHus
KoHTponupyembin Kanan gns Kanan gns
MLP-cmecb-1 | KoHTponb dnyopotopa FAM | nyopodopa JOE
Hwxe noporosoro Hwxe noporosoro
3HayeHus 3HayeHus
B- kerpakuyna iK oTpMUaTENBHOrO oTpuUaTeENbHOro
) 1 pesynbtarta pesynbtarta
E'E'LF,’,EQ"?E’ ! Hwxe noporosoro Hwxe noporosoro
; 3HayeHus 3HayeHus
gg:?neolfeigp' Flk oTpMUaTENBHOrO oTpuUaTENBLHOro
S pesynbtarta pesynbtarta
PP- K+ BbiLe noporosoro BbiLe noporosoro
: 3HayeHus 3HaYeHus
Shigella/Saimon MONOXUTENLHOTO NONOXUTENBHOTO
el pesynbtarta pesynbtarta
Pernctpanua MU g Pocagpaerapzope CTp. 16 n3 25
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MNUP-cmechb-1 | KoHTpons KoHTponupyembin Kanan gns Kanan gns
aTtan ¢dnyopodopa FAM | c¢nyopodopa JOE
Hwxe noporosoro BoliLe noporosoro
B. Sxcrpakuns AHK 3Ha4eHus 3HaYeHus
oTpMUaTENBHOrO NOSNTOXUTENBHOIO
pesynbTata pesynbTata
MuP-cmecb-1- Hwxe noporosoro Hwxe noporosoro
FEP/FRT K. nLP 3HayeHus 3HaYeHus
Campylobacte oTpuULaTeNbHOro oTpuuaTenbHOro
r spp. / STI pes3ynbTarta pes3ynbTarta
K+ BhlLle noporoeoro Bollwe noporosBoro
3HaYeHus 3HaYeHus
Campylobacter/ nupP NOMNOXUTENBHOIO MONOXUTENBHOIO
ST pesynbTarta pesynbtarta
BHUMAHUE!

1. Ecnn pgna nonoxwutenoHoro koHTpona [MUP (K+) curHan no

Pernctpanua MU g Pocagpaerapzope

kaHanam JOE/Yellow/HEX un FAM/Green HwWKe nNOpPOroBoro
3HaYeHNd NOSOXKUTENBLHOIO pesynbTaTta HeobXoANMO NOBTOPUTL
amnnudukaumo 1 getekuuo ans Bcex obpasuoB, B KOTOPbIX
curHan no kaHanam JOE/Yellow/HEX n FAM/Green 6bin HUXe
MOPOroBOro  3HaYeHWA  MNONOXWUTENbHOro pesynbrTata Ha
cooTtBeTcTBYytowwem Tmne MNLUP-cmecn-1.

Ecnun pgna oTpuuaTtenbHOro KoHTponsa akcTtpakumm [OHK (B-)
(kpome kaHana JOE/Yellow/HEX pgnsa TUP-cmecu-1-FEP/FRT
Campylobacter STI n/vunu otpuuatenbHoro koHTpons MUP (K-)
curHan no kaHanam JOE/Yellow/HEX wnn FAM/Green Bblie
NOpOroBoro 3Ha4YeHus MNOSTIOXKUTENBHOIO pesynbTaTta
Heobxoaumo noBTopuTb  [LP-uccnepoBaHne gna  Bcex
obpasuoB, B KoTopbiXx O6HapyxeHa [OHK cooTBeTCTByHOLLNX
naToreHoB, Ha4YnHas ¢ aTana BblgerieHna (akctpakumn) OHK.
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BAPUAHT FRT
COCTAB

Komnnekr peareHTOB

50 F - KOMMNMEKT

«MUP-komnnekT»
peareHToB ans

BapunaHt FEP/FRT-
amnnudunkaumm n

ondpgpepeHumaunm OHK 6aktepun popa Luezenna (Shigella spp.) u
aHTepounHBa3ueHbiX E.coli (EIEC), CanbmoHernna (Salmonella spp.),

TepMmodunbHblx  Kamnunobakmeputu (Campylobacter

spp.) cC

rmopunansaunoHHO-pIyopecUeHTHON AeTEKLUMEN BKINOYaeT:

Peakmue OnucaHue 2Tk Kosn-eo
(mn)
I'ILI,_P-cmer-l-FEP/FRT Mpo3payHas 06 1 npoBupka
Shigella spp./ Salmonella spp. | becuBeTHas XXMAOKOCTb
NUP-cmecb-1-FEP/FRT [Mpo3payHas 0.6 1 NbOBUDKa
Campylobacter spp. / STI GecuBeTHas XXUAKOCTb ' pobup
MUP-cmecb-2-FRT glpospaqHaﬂ 0,3 2 npobupku
eCLIBETHas XXUOKOCTb
MpospayHas
Monumepasa (TagF) BeCLBETHAS KMAKOCTS 0,02 2 Npodupkun
[MpospayHas
BHK-6ydep HecLBeTHas XUOKOCTb 0.5 1 npobupka
NKO OHK Shigella sonnei / Mpo3payHas 01 1 npoBupka
Salmonella OecuBeTHas XUAKOCTb
_I'II_(O FIHK Campylobacter [Mpo3payvHas 01 1 npoBupka
jejuni / STI OecuBeTHas XNOKOCTb
MwuHepanbHoe macno gns MNUP becuseTHas Brakas 4,0 1 cpbnakoH
XMOKOCTb

KomMnnekT peareHTOB paccymTaH Ha npoBefeHne 55 peakumn
amnnudukaumm, BKNOYasa KOHTPONMN.
K KOMNMekTy peareHTOB npunaratTCs KOHTPOSibHble ob6pasubl

aTana BbligeneHuda u PHK-anteHT ana akctpakuyumn OHK:

XNOKOCTb

Peakmuse OnucaHue 06:;""”’ Kosn-eo
BKO-EL MpospayHaga becuBeTHas 1.0 1 npoBupka
XXNOKOCTb
OKO [Mpo3payvHasa 6ecuBeTHas 1.6 1 npo6upka
XNOKOCTb
PHK-anroeHT MNpospaunas becseTHas 1,2 5 npobupok

NMPOBEOEHUE NUP-UCCITEOOBAHUA
[MUP-nccnegoBaHne cOCTOUT U3 CrieQyroLmnx 3Tanos:
- JkcTpakuus (BolgeneHne) OHK 13 nccnegyembix ob6pasuos.

- Amnnudumkauusa OHK c dnyopecueHTHON OeTekunen B pexumme
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«pearibHOro BpEMEeHN».
- WHTepnpeTaunsa pesynbTaTos.

SKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB
IkcTpakumio [OHK npoBectn B COOTBETCTBUM C MHCTPYKUMEN K
NCMNOJSIb3yeMOMY KOMMNEKTY peareHToB and BblgenenHus OHK us
KnuHnyeckoro Martepuana («OHK-cop6-B», «PUBO-npen» wunu
Opyrume KOMMNEKTbl peareHToB, pekoMmeHgoBaHHble OI'YH LUHUND
PocnoTtpebHagsopa). dkctpakuma OHK mn3 kakgoro KnMHUYECKOro
obpasua npoBOANTCA B MPUCYTCTBUM BHYTPEHHErO0 KOHTPOSIbHOro
obpasua (BKO-FL).
BHUMAHMUE! lNMpn akctpakunmm OHK n3 uccnegyembix obpasuos
ncnonbdyetca Tonbko PHK-antoeHT, Bxogawmnm B coctaB Habopa
peareHToB «AMnnuCeHc® Shigella spp. u EIEC / Salmonella
spp./ Campylobacter spp.-FL».

NPOBEOEHUE AMMITU®UKALUU C OETEKLIMEN B PEXXUME

«PEAJNIbHOI'O BPEMEHW»

Oo6wunm o6 LEeM peakLMOHHON cMecHu — 25 MKN, BKIlO4Yasa o0bem

npo6bi AHK — 10 mkn.

A. MNoarotoBKka NnpobupoK ana amnnndpukaumm

Bbibop npobupok ana amnnucpukauum  3aBUCUT  OT

ucnosiblyemoro amnnucpukatopa € CUCTEMON AeTeKuun B

peXume «peanbHOro BpeMeHny.

Ona BHeceHMAa B nNpobupkn peareHtToB, npo6 OHK wu

KOHTPOJIbHbIX O0Opa3suoB  MUCMONbL3YKTCA  OAHOpPa30Bble

HaKOHEeYHUKN ¢ punbTpamu.

1. KOMNOHEHTLI peakuMOHHbIX CMecen cregyet CcMewuBaTtb
HenocpeacTBEHHO nepen npoBedeHMeM aHanmsa. CmewumBaTtb
peareHTbl M3 pacyeTa Ha HeobxoaMMOe 4MCO peakuun,
BKNoYaroLwee TeCcTUpOBaHME MWCCMeayeMbIX W KOHTPOSbHbIX
obpasuoB, HeoOXOAMMO CcorfnacHo pacyeTHoM Tabnuue (cm.
Tabn. 7). Cnegyet yuntbiBaTb, YTO ANA TeCTUPOBaHUA [axe
ogHoro wuccnegyemoro o6bpasua [OHK Heobxoaumo
npoBoAUTbL MNOCTAHOBKY BcCexX KoHTporneu 3tana [LUP
(nonoxutenbHoro koHTpona (K+) wu oTtpuuarenbHoro
koHTpona (K-) ana kaxgoro tuna cmecu). PekomeHayeTcs
CMeluMBaTb peareHTbl AN YeTHOro yucna peakumn C Uernbto
boree TO4YHOro 403npOBaHKUA.

2. Otobpatb HeobXoOAMMOE KONMUYECTBO MNPOOMPOK C y4yeToMm
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KOnmMyecTBa uccnegyembiX M KOHTponbHbIX obpasuos OHK. Tun
NpoOMpoK, CTPUMNOB UM NNaHweTa BblbpaTb B 3aBUCUMOCTU OT
ncnonb3yemoro npmbopa.

3. Ona npuroToBrneHusi peakuuoHHbIX cMecen Heobxoaumo B
OTAEenbHOW CcTepunbHoM npobupke cmewaTtb ogHy w3 TMLUP-
cmecen-1 (MUP-cmecb-1-FEP/FRT Shigella spp./ Salmonella
spp., nnn MUP-cmecb-1-FEP/FRT Campylobacter spp./STI),
NMUP-cmecb-2-FRT, nonumepasy (TaqF) (cm. Tabn. 7).
TwaTtenbHO nepemMewaTb CMECU Ha BOPTEKCE U OcaguTb Karmwu
C KpblLWEK NPOBMPOK.

4. BHectTh B oOTOOpaHHble npobupkn no 15 MKR roToBbIX
peakLMOHHbIX CMECEWN.

Tabnuua 7

Cxema npurotoBneHus peakumoHHbIx cmeceu ana MNUP c
AeTeKkuMen B pexume «peanbHOro BpeMeHu»

O61beM peakTMBOB Ha yKazaHHO€e KONMM4ecTBO
peakuumn

O61bem peareHTa Ha OAHY 10.00 5.00 0.50
peakuuio (Mkn)

ucc::.:;eomux Yucno NMUP-cmecb-1- | TLUP-cmecb-2- NMonumepasa

peakuuin® | FEP/FRT, mkn FRT, mkn (TagF), Mkn
obpasuoB

2 6 60 30 3.0
4 8 80 40 4.0
6 10 100 50 5.0
8 12 120 60 6.0
10 14 140 70 7.0
12 16 160 80 8.0
14 18 180 90 9.0
16 20 200 100 10.0
18 22 220 110 11.0
20 24 240 120 12.0
22 26 260 130 13.0
24 28 280 140 14.0
26 30 300 150 15.0
28 32 320 160 16.0

5. Vcnonb3yss HakoOHEYHUKM C unbTpoMm, B NpodOupkM C
peakunoHHon cmecbto pobasute no 10 mkn  [OHK-npo®,
BblOEMNEHHbIX U3 MUCCnegyemblX UN KOHTPOSbHbIX Npob 3Tana
BblgeneHnsa [HK. Hewucnonb3oBaHHble ocTaTknm peakuMOHHOW
cmecu BbIBpOCUTD.

6 Yucno nccneagyemblx o6pasLoB + KOHTponb aTana Bblaenexuns OHK + 2 koHTponsa atana MLP +
3anac Ha oauH obpasey, (N+1+2+1, rae N-KONUMYECTBO KNMHNYECKMX 0Bpa3LoB).
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BHAMAHUE! Tlpn pob6asnenmn [OHK-npo6, BblAeneHHbIX C
nomouibo komnnekta peareHToB «[dHK-cop6-B», Heobxogumo
n3beraTtb nonagaHus copbeHTa B peakumoHHyto cmechb ans MLUP.

6. llocTaBUTb KOHTPOSbHbIE peakuuun amnnudpukaumu:

a) oTpuuaTtenbHbI KOHTponb (K-) — BHecTn B npobupku c
peakunoHHon cmecbto 10 mkn AHK-6ydepa;

6) nonoxutenbHbIN KOHTPONb (K+ shigella/saimonella) — BHECTU B
npodupkn 10 mkn MKO AOHK Shigella sonnei / Salmonella
ona MNUP-cmecun-1-FEP/FRT Shigella spp. / Salmonella
SPP;

B) NONOXWUTeNbHbIN KOHTPONb (K+ campylobacter/sT)) — BHECTU B
npobupkn 10 mkn MKO AHK Campylobacter jejuni/ STI
ons MUP-cmecn-1-FEP/FRT Campylobacter spp. / STI.

b. MpoBeaeHne amnnudmkauum c geTekumeun B pexmme

«pearnbHOro BpeMeHn»

1. 3anporpammupoBaTtb npubop (amnnudukatop C CUCTEMOM
OeTekuMn B pexnme «peasibHOro BpeMeHu») AN BbINOSIHEHUSA
COOTBETCTBYHOLLEN MporpaMmmbl amMiniMpukaummn mn OeTekunm
donyopecueHTHoOro curHana (cm. tabn. 8, 9 n Metognyeckne
PekoMmeHgauum  no  NpuMeHeHMO  Habopa  peareHToB
«AmnnuCeHc® Shigella spp. u EIEC / Salmonella spp. /
Campylobacter spp.-FL»).

Tabnuuya 8
Mporpamma amnnudpurkauum npméopoB POTOPHOro TMna’
Sran Temnepatypa, | lNpoAomMKUTEeNbLHOCTb U3mepeHune KonuyectBo

°C 3Tana c¢nyopecueHunun LUKIoB
1 95 15 MuH - 1

95 10c -

FAM/Green,

2 60 25¢ JOE/Yellow 45

72 10c —

" Hanpumep, «RotorGene 3000» n «RotorGene 6000» («Corbett Research», ABcTpanusi)
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Tabnuya 9
Mporpamma amnnudukaumm ans npUoopoB nnaHweTHoro Tunaé
Sran Temnepatypa, | lNpoAomKUTENbHOCTb NU3mepeHune Konu4yectBo
°C aTana c¢onyopecueHumm LMKNOB
1 95 15 MUH - 1
95 10c -
2 60 25¢ FAM, HEX 45
72 10c -

HeTtekumnsi bnyopecueHTHOro curHana HasHadaeTcsl no AByM
kaHanam - ans donyopodgopos FAM/Green n JOE/Yellow/HEX (npwu
OAHOBPEMEHHOM MpoBeAeHun AOpyrux TecToB Ha3HavaeTcA
OeTekuusi n No Apyrum UCnosnb3yeMblM KaHanam).

2. YCTaHOBUTL NPOBUMPKN B HAYENKM pPeakUMOHHOro moayns
npubopa.

3. 3anyctutb  BbINOMIHEHME  MporpaMmbl  amnandukaumm ¢
aetekumen dpnyopecueHTHOro curHana.

4. Tlo OKOHYaHUKU BbINOSTHEHUS NPOrpaMmMbl NPUCTYNUTb K aHanuasy

N y4yeTy pe3ynbTaToB.

AHAJIU3 U UHTEPMPETALUNA PE3YJIbTATOB

AHanu3 pes3ynbTaToB MNOBOAAT C MOMOLWbK MPOrpamMMHOro
obecneyveHnsa wucnomnblyemoro npudopa ana nposegeHust MNUP c
OEeTEKUNEN B pEXUME «peanbHOro BpeMeHu». AHanNn3npyoT KpuBble
HakonfieHnsa dnNyopecueHTHOro curHana no ABYM  KaHanam
FAM/Green n JOE/Yellow/HEX.

PesynbTtaTbl WHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuuma (Mnu
OTCYTCTBMA) nepece4vyeHns KpuBOM donyopecueHunm C
YCTaHOBMEHHOW Ha COOTBETCTBYHLWEM YPOBHE MOPOroBOn NUHUEN,
4YTO onpegensieT Hanuume (UM OTCYTCTBME) ANSt AaHHOW Npobbl
OHK 3HaueHns noporosoro yukna «Ct» B cOOTBETCTBYHOLWEN rpade
B Tabnuue pesynbTaTos.

PesynbTaTbl MHTEPNPETUPYIOTCA B COOTBETCTBUKM € Tabn. 10.

8 Hanpumep, «iQ5» («BioRad», CLLUA), «Mx3000P» («Cepheid», CLLA)
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Tabnuua 10
UHTepnpetauusa pesynbrtaTtoB [1LUP-nccnegosaHus
Kanan NMUP-cmecb-1 FEP/FRT NUuP-cmecb-1-FEP/FRT
AeTekumu Shigella spp. / Salmonella spp. Campylobacter / STI
OnpepneneHo 3Ha4YeHne MeHbLUe OnpepneneHo 3Ha4YeHne MeHbLLe
rpaHn4Horo — obHapyxeHa AHK rpaHn4Horo — obHapyxeHa AHK
EAM/Green Shigella spp. Campylobacter spp.
3HayeHne oTcyTCTBYET Unn Bonblle |  3HayeHue OTCcyTCTBYET Unn bonbLue
rpaHnyHoro — [1HK Shigella spp. He | rpanHnyHoro — [JHK Campylobacter spp.
ob6HapyxeHa® He o6HapyxeHa®
OnpegeneHo 3Ha4yeHne MeHbLLUE OnpeaeneHo 3HaYyeHne MeHbLUe
rpaHn4Horo — obHapyxxeHa [HK rPaHNYHOro — pe3yrnbTaThbl
JOE/ Salmonella spp. TeCTUpoBaHusA obpasua BanngHol
Yellow/HEX | 3Ha4eHune oTcyTcTBYET uUnum 6onblle |  3HayeHne oTCyTCTBYET Unn Gonblue
rpaHnyHoro — IHK Salmonella spp. rPaHNUYHOro — pe3ynbTaTbl
He obHapyxeHa® TeCcTMpoBaHus obpasLua HeBanuaHbI®

BHUMAHWE! [paHuyHble 3HayvyeHma Ct ykasaHbl BO BKnagblwle K
[MLP-komnnekry.

Pesynbrat lLP-uccnepgoBaHnsa cuntaetcsi AOCTOBEPHbIM,
ecnu NnoslyyYeHbl npaBuUnbHbLbIE pe3ynbTaThbl ans
NMOJIOXXUTENbHOro " oTpuuaTenbHOro KOHTpOseun
aMmnnucpumKkaumMm wm  oTpuuLaTEeNbHOroO KOHTPONA BblAeneHus
OHK, B cootBetctBUM C Tabnuuenm OUEHKU pe3ynbTaToB
KOHTPOSbHbIX peakuun (Tabn. 11).

Tabnuuya 11
Pe3ynbTatbl AN KOHTponen pa3nnyHbix 3tanos lNLP-
nccnenoBaHuA
MILP- KoHTponb KOH:“panI'I; - Kanan Kanan
cMechb-1 P p)gTan FAM/Green JOE/Yellow/HEX
3HayeHne oTcyTCTBYET
B. OkcTpakuus U GonLLLe 3HayeHne oTcyTCTBYET
MALP- OHK nnun 6onbLUe rpaHNYHOro
cMecb-1- rPaHN4YHOro
FEP/FRT 3HayeHne oTcyTCTBYET 3HAYEHNE OTCYTCTBVET
Shigella K- rypP nnun 6onbLue y y
nnun 6onbLue rpaHNYHOro
spp. / rPaHNYHOro
Salmonella
Spp. K+ shigella / Mup OnpegeneHo 3HayeHne | OnpegeneHo 3Ha4YeHue
Salmonella MEHbLLE rPaHNYHOro MeHbLLE rPaHNYHOrO

® Mpw 3HayeHun Ct no kaHany JOE/ Yellow/HEX ans MUP-cmecu-1-FEP/FRT Campylobacter / STI
MeHbLLE rPaHNYHOro.
10 Ecnun 3HayeHune Ct no kaHany JOE/ Yellow/HEX ansa MLUP-cmeck-1-FEP/FRT Campylobacter /

STI

OTCYTCTBYET WIN bonblie rPaHn4Horo,

TO OTpMuaTeHbeIVI pes3ynbTat aHanusa npu

ncnono3oBanun apyrmx [MLUP-cmecen-1 cuntaeTca HeBanvaHbiM M Heob6xoguMMO NpPoOBECTU
nosTopHbIn MNLP-aHanna gaHHoro uccnegyemoro obpasua, HaunHag ¢ atana BblgeneHus.
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nup- | o K°”;“'°n‘|’=‘l1;' Kanan Kanan
cMmechb-1 P p)gTan FAM/Green JOE/Yellow/HEX
3HayeHne oTcyTCTBYET
B. OKCcTpakuus OnpepneneHo 3HaveHne
nnun 6onbLue
rnypP- AHK MeHbLLE rpaHN4HOro
rPaHNYHOrO
cmech-1- 3HaueHne oTcyTcTBYeT
FEP/FRT Y y 3Ha4yeHne oTcyTCTBYET
K- rnypP unu 6onbLue
Campyloba nnun 6onbLue rpaHNYHOro
rPaHNYHOro
cter spp. / K+
STI OnpepeneHo 3HavyeHne | OnpegeneHo 3HavyeHne
Campylobacter/ r”—l.P
ol MEHbLLE rPaHNUYHOro MeHbLLE rPaHN4YHOro
BHUMAHUE!

1. Ecnn pgna nonoxutenoHoro koHwTpona [MUP (K+) curHan no
kaHany JOE/Yellow/HEX un FAM/Green 6ornblue rpaHUYHOro
3HayeHnd, Heob6XxoaMMO MOBTOPUTL aMNINdUKaALINIO N OeTeKuUo
ons  Bcex obpasuoB, B KOTOPbIX CUrHam no  KaHany
JOE/Yellow/HEX w©n FAM/Green ©bin 6onblie rpaHU4HOro
3HadeHuA Ha cooTBeTcTBYOWEeM Tune MNLP-cmecn-1.

2. Ecnn gna oTpuuaTenbHoro KoHTponsa akctpakumm OHK (B-)
(kpome kaHana JOE/Yellow/HEX gnsa TUP-cmecu-1-FEP/FRT
Campylobacter / STI) n/vunun otpuuarensHoro koHTponsa MNUP (K-)
curHan no kanany JOE/Yellow/HEX wnn FAM/Green meHbLue
rPAHUYHOrO  3Ha4vyeHuda, Heobxoaumo  nosTopuTb  [1LIP-
nccriegoBaHne gna Bcex obpasuyoB, B KOTOPbIX OOHapyXeHa
AHK cooTBeTCTBYWOLIMX MNaToOreHoB, HayMHad C JTana
BblaeneHna (akctpakuyum) OHK.
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CPOK I'OOHOCTMW. YCNNOBUA TPAHCINOPTUPOBAHUA U
XPAHEHUA

Cpok rogHoctn. 9 mec. Habop peareHTOB C WUCTEKLUMM CPOKOM
FOOHOCTU NPUMEHEHUIO HE NOLNEXMWT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNoOpTUpOBaTb Mpwu
Temnepatype ot 2 go 8 °C He 6onee 5 cyt. «[MUP-komnnekT»
BapuaHT FEP/FRT-50 F npu nonyyYeHun pasyKoMMsiekToBaTb B
COOTBETCTBUU C YKa3aHHbIMM TeMnepaTypaMmn XpaHeHus.
XpaHeHue. Habop peareHTOB XpaHUTb NMpu TemnepaTtype oT 2 A0
8 °C (kpome T[MUP-cmecu-1 FEP/FRT Shigella spp./ Salmonella
spp., MNUP-cmecn-1-FEP/FRT Campylobacter spp. / STI, TLP-
cmecn-2-FRT wn nonumepasel (TagF)). TMUP-cmech-1-FEP/FRT
Shigella spp. / Salmonella spp., MUP-cmeck-1-FEP/FRT
Campylobacter spp. / STI, NUP-cmecb-2-FRT 1 nonumepasy (TagF)
XpPaHUTb Npu TemnepaTtype He Bbie MuHyc 16 °C.

YcnoBua otnycka. [Onsa  neyebHo-npodunakTU4ecknx  u
CaHUTapPHO-NMPOUNAKTUYECKNX YUPEXOEHNN.

Peknamauun Ha kadecTBo Habopa peareHToB «AmnnuCeHc®
Shigella spp. n EIEC/ Salmonella spp. / Campylobacter spp.-
FL» HanpaBnatb B agpec OIYH [ocynapCTBEHHbLIA Hay4yHO-
nccrnenoBaTenbCKUA - MHCTUTYT  CTaHgapTM3aumMm U KOHTpond
MeaOuUMHCKMX buonoruyecknx npenapatoB um. J1.LA. TapaceBuuya
PocnotpebHagsopa (119002 r. MockBa, nep. CusueB Bpaxek, A.
41), Ten./dakc (499) 241-39-22, a Takke Ha npegnpuaTUe-
narotoeutens OrydH UHWUNG PocnotpebHagsopa (111123 .
MockBa, yn. Hosorunpeesckas, 4. 3a), ten. (495) 974-96-42, dakc
(495) 305-54-23 e-mail: obtk@pcr.ru) u1 B otgen no pabote cC
peknamauusmMm mn opraHusaumm obydyeHuss ten. (495) 925-05-54,
dakc (495) 916-18-18, e-mail: products@pcr.ru).

7
/A
3aseayowmin HMJ1 Syt Ol 7 E.H. PoanoHoea
OIr'yH UHWUN3 PocnoTtpebHagsopa / /
Pykosoautens NocyaapCTBEHHbIX UCNbITAHUA i " 'M.MWrHaTses

3as. nabopaTopven BUPYCHbIX KULLEYHbIX MHEeKUUn
n monekynapHon 6uonorum ©I'yH NriCK
um. J1.A. Tapacasuya PocnotpebHansopa
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