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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi n 0603Ha4YeHus:

BKO-FL - BHYTPEHHUI KOHTPONbHbIA 06pasel,

OKO - OTpyLaTENbHbIN KOHTPOMbHbLIN 0bpaseL

MKO - NOJNTIOXXUTENBbHbBIN KOHTPOSbHbLIN 06paseL|

MnupP - nonnMepasHag uenHasg peakums

yar - ypauun-AHK-rnnkosmnasa

®BYH LIHWM - (bepepansHoe 6+o,1:u,x<emog yypexaeHue Hayku «LleHTpanbHbIn
Hay4HO-uccnegoBaTenbCKU MHCTUTYT 3NUAEMUONOTNNY

OnMaemuonory ) A Gbl N0 Haa3opy B cdhepe 3alnThl NpaB

PocnoTtpebHaasopa SASparnbHol Criyx Asopy P t P
notpeburtenen n Gnarononyyns Yyenoeeka

EIEC - 9HTeponHBasnBHble E.coli

FEP - AeTeKUuns No «KOHEYHOW TOYKE»

FRT - JeTeKuMs B peXxXmme «pearibHOro BpeMeHu»

HA3HAYEHUE

Ha6op pearentoB «AMnnuCeHc® Shigella spp. u EIEC-FL» He
ABNAETCA MeaNUMHCKNM nsgernimem. Ha6op peareHToB

npegHasHa4vyeH anga npoBeaeHnsa nonmmMmepasHon LenHoOn peakuum ¢
amnnndpukaymen OHK Shigella spp. v sHTepouHBasmnsHbIX E.coli ¢
rmopnansaumnoHHO-PyopecUeHTHON AETEKLMEN.

MaTtepunanom pgna nposeaeHuss [MUP cnyxat npobel OHK,
BblOAENEHHblE N3  cpedbl Ana  nepsBuyHoro  oborauleHud
nccnegyemoro npoaykra nuTaHusl, NPOBEOEHHOro0 Ha  KUOKUX
CENEKTMBHbIX cpedax nAans  BblAeneHust oSHTepobakTtepuin B
COOTBETCTBMWU C  OEWNCTBYKOLWEN  HOPMAaTUBHO-METOOMNYECKON
OOKyMeHTaLumen.

NMPUHUUIN METOOA

Buissnenne [OHK Shigella spp. u aHTepouHBasuBHbIX E.coli
MeTo40M nonvumepasHou LenHoun peakuunm (MupP) C
rmopunansaumnoHHO-pyopecUeHTHON AeTEKUMEN BKNOYaAET B cebd
Tpn 9Tana: aKkcTtpakuus (Bblgenenne) OHK wun3 obpasuos
nccnegyemoro matepwana, [UP-amnnudpukagmo ydactka OHK
OAaHHOro MMUKpoopraHmamMa u rmbpuansauymMoHHO-(NYOpPECLEHTHYIO
OeTeKkumo, KoTopasi npon3sogmTca Nnbo HeNocpeaCTBEHHO B Xode
MUP (dpopmaTt FRT), nnbo nocne ee 3aBeplieHus (popmat FEP).
Okctpakuma OHK wn3 uccnegyemoro martepuana npoBoAUTCS B
NPUCYTCTBUN BHYTPEHHEro KoHTponbHoro obpasua (BKO-FL),
KOTOPbIM MO3BOSIAET KOHTPONMPOBATb BbINOMHEHME npouenypbl
nccnenoBaHma ans kaxgoro obpasua. Npobbl AHK ncnonb3yoTca
ona  amnnndukaumm  ydqactka [OHK  nepeyncneHHbix  Bblle
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BO3OyamnTenen npu noMmowm crneumpuyHblx K aTomy ydactky OHK
npanmepoB ©n depmeHTa Tag-nonmmepasbl. B cocrtase
peakuMOHHOM CMeCu NpPUCYTCTBYIOT dornyopeCUEeHTHO-MeY€eHbIe
OfIMroOHyKNeoTnagHble  30HAObl,  KOTOpble  rMbpuansyrTcs C
KOMMyieMeHTapHbIM ydacTkom amnnndguumpyemon OHK-muweHn, B
pesynbTate 4ero npoucxoguT HapacTaHMEe  UHTEHCMBHOCTU
donyopecueHumMn. IOTO MO3BOSMSAET PEerncTpupoBaTb HaKOMEeHne
cneundunyeckoro npoaykrta amnnuukaumm nytem U3MepeHus
WHTEHCUBHOCTHU donyopecueHTHOro curHana. HeTtekuuns
donyopecueHTHOro curHana npu ucnosib3oBaHun dopmara FEP
ocylwlecTBnsetrcd nocne  OKOHYyaHusa [ILUP ¢ nomouwbro
donyopecueHTHoro [MLP-goetektopa, a npuv  MUCNOSb30BaHUN
dopmata FRT - HenocpeactBeHHo B xoge [P ¢ nomouwbro
amnnudukatopa ¢ cuctemon getekumm onyopecueHTHOro curHana
B peXMMe «peanbHOro BpeMeHmy.

Habop peareHTOB cOOepXUT CUCTEMY 3aLUNTbI OT KOHTaMUHaUUn
aMniMKOHaMM 3a CcYeT npuMeHeHuss depmeHTa ypauumn-OHK-
rnukoaunasel (YAI) n gesokcnypunanHtpudocdara.

POPMATbI U POPMbI BbllTYCKA HABOPA PEANEHTOB
HaGop peareHTOB Bbinyckaetca B 1 hopmarte

Popmart FEP/FRT
Habop peareHTOB BbinyckaeTcs B 1 doopmMe KoOMMNeKkTaunu:
Popma 1 Bkw4vaer Komrsekt peareHToB «[l1LP-komnnekT»
BapuaHT FEP/FRT-50 F.
Popma 2 Bkno4vaeT Habopbl peareHTOB OMNTOM, pacdacoBaHHblE
MO OTAefibHbIM peareHtamM, C MapKUMPOBKOW peareHToB Ha WX
onToBOW (pacoBke.

dopma komnnekTauuum 1 npegHasHadyeHa AN NpoBefeHUs
amnnndpukauum OHK Shigella spp. n aHTepouHBasmsBHbIX E.coli ¢
rmopnansaunmoHHoO-pIyopecUeHTHON OeTekunen no «KOHeYHOW
TOYKE» N B pPEXUMe «peanbHOro BpemeHu». [Onga npoBeneHus
NOMHOro [MLP-nccnegosaHus Heobxoanumo ncnonb3oBaTb
KOMMNEKTbl peareHToB ans akctpakummn (Bbigenenuns) OHK («OHK-
copb-By», «PUBO-npen») unn gpyrue, pekomeHgoBaHHble PBYH
LIHWN Snugemmnonornn PocnotpebHaasopa.

dopma KOoMMsiekTayumm 2 npegHasHadeHa Ons
NPOM3BOLCTBEHHbIX Lerien gna nocnegywouen MapKMpoOBKU Ha
A3blKe 3aKa34yMKa 1 KoMmnnekrtayum no Habopam.
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BHUMAHUE! licnonb3oBaHne  opMbl  KOMMnekrauum 2
NpoM3BOONTCA TOSIbKO B  COOTBETCTBUM C  pEerflamMeHToM,
YTBEPXOEHHbIM dbYH LHNA InMgemMmnonornm
PocnoTtpebHagsopa.

AHAJTIUTUYECKUE XAPAKTEPUCTUKU
AHannTnyeckas YyBCTBUTENbHOCTb
Tabnuua 1
AHanuTu4yeckasa YyBCTBUTENIbHOCTb Habopa peareHTOB
«AMnnuCenc® Shigella spp. n EIEC-FL»

Bua KoMAneKkT ons KomnnekTt gns AHannTnyeckas
uccnegyemMmoro A amnnudpunkaumum n YYBCTBUTESNIbHOCTD,
mMatepuana Elia R AR aeTekummn r3/mn
Conanrnsh | cooponn | TLPsouern
CeneHnToBbIN «MUP-komnnekT» 3
ByNbOH «PNBO-npen» BapuaHT FEP/FRT 1x10

AHanutn4yeckana cneunPuUYHOCTb

CneuncnyHocte  Habopa  peareHTOB  MpoBepsinacb  Ha
crnegyrowmx wraMmmMmax MMKpOOpraHM3MoB:

Shigella spp. — 12 wrammMoB pasfnuMyHbIX BUOOB U ceporpymnmn,
Esherichia coli — 31 wTtamm pasnunyHbiXx ceporpynn (Bknio4ad
EHEC, EPEC, ETEC, EAggEC, EIEC), Cronobacter sakazakii —
3 wtamma; Enterobacter cloacae — 4 wrtamma; Enterobacter
aerogenes — 2 wrtamma; Pantoea agglomerans — 2 wTtamma;
Campylobacter spp (C. jejuni, C. coli, C. fetus fetus) — 8 wtammoB,;

Salmomella spp. — 18 wWwTamMmoOB pasnuyHbIX ceporpynm;
Yersinia spp. — 22 wTamMma pasfnyHbiXx BUOOB M Ceporpynr,;
Citrobacter  freundi; Clostridium perfringens; Klebsiella

pneumoniae;  Listeria  monocytogenes;  Protrus  mirabilis;
Pseudomonas aeruginosa; Serratia marcessens.

[Mpn npoBedeHUN TECTUPOBaAHUSA OaHHbIX MaHenen, a Takke
obpasuos HK yenoBeka Hecrneunpuyecknx peakumm BbISIBIEHO He
6bino.

MEPbI NPEOOCTOPOXXHOCTHU

PaboTta gormkHa npoBoauTbCcs B nabopatopun, BbIMOMHAOLWEN
MosnekynsipHo-6uonorudeckue (MNMUP) nccnegoBaHus KNMHUYECKOro
Matepuana Ha Hanuyue Bo3byautenen MHPEKUMOHHLIX BonesHen,
C cobntoaeHnemMm caHuTapHo-anmaemunyeckux npasun CI1 1.3.2322-
08 «bes3onacHocTb paboTbl ¢ MukpoopraHmamamu |-V rpynn
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naToreHHocTn (ornacHocTn) wn BO3DyaOUTENAMW nNapasuTapHbIX

oone3Heny, CanlluH 2.1.7.2790-10 «CaHuTtapHo-

anunaemMuonormnyeckme TpebosaHmnsa K obpalleHnio ¢ MegULUHCKUMU
oTXxogamun» U MeTogudeckux  ykasaHunm MY  1.3.2569-09

«OpraHmzauma paboTbl nabopaTopui, WUCNONb3YLWNX MeTOoAbl

amnnndurkaumum HyKnenHoBbIX KUCAOT nNpu pabote ¢ maTepunanom,

coaepXalinm MukpoopraHnamel |-V rpynn natoreHHoCTu.

[Mpn paboTe Bcerga crieqyeT BoIMONHATL creayowme TpeboBaHus:

- Cnepgyetr  paccmaTtpumBaTb  uccrnegyemble  obpasubl  Kak
NHJEKLUMOHHO-0MacHble, OpraHn3oBbiBaTb paboTy N XpaHeHue B
cootBeTcTBMN ¢ CI1 1.3.2322-08 «besonacHocTb paboTbl C
MuKpoopranmamamm -1V rpynn natoreHHocTn (onacHocTn) u
BO30OyanTenamMun napasmtapHblx 6onesHeny.

- Ybmpatb u pgesvHuumpoBatb pasnuTtble  obpasubl  uUnn
peakTMBbl, UCNOMb3ys  Ae3nHduumpyrowme cpeacrea B
cootBetctBun CI1 1.3.2322-08 «besonacHocTb paboTbl C
MuUKpoopraHmamamu IlI-IV rpynn naTtoreHHoCcTM (OnacHoOCTU) U
BO30OyanTenamMun napasmtapHbix 6onesHen.

- JlabopaTtopHbIin npouecc [omkeH ObiTb OAHOHaMNPaBMEHHLIM.
AHanuMs npoBoAuTCA B OTAESIbHbIX MOMELLEHNAX (30Hax). PaboTty
cnegyeT HaunHaTe B 30He BblgeneHuda, npogormkatb B 30HE
AmMnnudukaumm un  HeTtekumn. He BosBpawatb obpasupbl,
obopyaoBaHne U peakTuBbl B 30HY, B KOTOpoW Oblna npoBeaeHa
npeabiaywas cragms npouecca.

- YpoansatTb HEeucrnosib30BaHHble peakTuBbl B COOTBETCTBUM C
CaHlluH  2.1.7.2790-10 «CaHuTapHO-3NNMaEeMNONOrnyecKme
TpeboBaHUs kK 06palleHnNo C MeEAULMHCKUMN OTXO4aMmn».

BHUMAHUE! [lpu ypaneHunm oTXomoB nocre amniundukauum

(npobupok, copgepxawmx  npoayktel  [LP)  HegonycTtumo

OTKpbIBAHWE NPoOMPOK U1  pasbpbi3rmBaHne  COOEPXUMOrO,

MOCKOSIbKY 3TO MOXET MPUBECTU K KOHTaMUHauum npogykramu MNLUP

nabopaTopHOM 30HLI, 0OOPYAOBaHNSA N peareHToB.

- [NpumeHaTb Habop CTPOro nMo HasHaAYeHWHo, COrfnacHo LaHHOW
NHCTPYKLUMN.

- [HonyckaTb Kk paboTte ¢ HabopoM TONbLKO cneunaribHO 00y4YEHHbIN
nepcoHarnn.

- He ncnonbsoBatb Habop No UCTeYeHnn cpoka rogHOCTH.

- Wcnonb3oBatb ogHOpasoBbie nepvaTku, labopaTopHble Xanarhl,
3awuaTh rnasa Bo BpemMsi paboTtbl ¢ obpasuamMn n peaktuBamu.
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TwaTenbHO BbIMbITb PYKM MO OKOHYaHUK paboThl.

- WN3beratb KOHTaKTa C KOXeun, rmasamMmm n Crin3aucton o0OMOYKOWN.
[Tpn KOHTaKTe HEMEeANEeHHO NPOMbITb NOpaXXeHHOe MEeCTO BOAOW
n obpaTnTbCs 3a MEAULIMHCKOWN MOMOLLIbO.

- Cneundoukaumss no 6GesonacHoctn wmatepuanos (MSDS -
material safety data sheet) gocTtynHa no 3anpocy.

AOONOJIHAUTENbHbLIE MATEPUAIIbI U OBOPYAOBAHUE

1. Komnnekt peareHtoB ans Bolgenenus OHK — «[OQHK-cop6-B»
(TY 9398-003-01897593-2009) «PUBO-npen» (TY 9398-071-
01897593-2008) unn gpyrne pekomeHgoBaHHble PBEYH LIHUU
anuaemunonornn PocnoTtpebHaasopa.

2. [JononHuTenbHble MaTepuanbl U 0bopyaoBaHMe AN SKCTpaKumn

AHK — cornacHO WHCTPYKUMW K KOMIMMEKTY peareHToB AN

BblaeneHus OHK.

Bokc abakTepuansHoin Bo3gyLuHon cpeabl (MLP-60kc).

LleHTpundoyra/sBopTekc.

ABTOMaTM4eCKNe [o3aTopbl nepemMeHHoro obvema (oT 5 o

20 mkn, npu pabote ¢ «ILP-komnnektom» BapmnaHt FEP/FRT —

oT 5 o 20 mkn, ot 20 go 200 mkn).

6. OgHopasoBble HaKOHEYHUKM C dunbTpom o 100 mMkn B
lTaTUBax.

7. WTatmebl ans mukponpobupok obvemom 0,2 wnm 0,5 mn (B
COOTBETCTBMU C UCMOSIb3YyEMbIMU KOMMNEKTAMN peareHToB).

8. XonoaunbHuk oT 2 oo 8 °C ¢ MOpPO3nUSIbHOW KaMepon OT MUHYC
24 no munHyc 16 °C.

9. OToenbHbIM XanaT, wano4vkn, odbyBb U OOHOPA30BbIE MNepyaTKu
no MY 1.3.2569-09.

10.EmkocTb anga cbpoca HaKOHEYHMKOB.

[Mpn OeTEKLUNU «MO0 KOHEYHON TOYKEY !

11.Mporpammupyembin  amnnndukaTop (Hanpumep, «Tepuunk»
(«dHK-TexHonorusa», Poccus), Gradient Palm Cycler (Corbett
Research, Aectpanus), MaxyGene (Axygen, CLUA), GeneAmp
PCR System 2700 (Applied Biosystems) nnu aHanoru4Hole).

12.®nyopecueHTHbIN [TLP-geTektop (Hanpumep, ALA-1/4 (BioSan,
Natenga),  «xunH»  («OHK-TexHonorusi», Poccusa)  wvnu
aHanorun4Hole).

13.0gHopas3oBble  nonunponuneHosble  npodbupkn ana  TUP
(nnockagq Kpbilwka, HecTpunosaHHble) Ha 0,2 unun 0,5 mn:

ok w
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a) oovemom 0,2 mn (Hanpumep, Axygen, CLWIA) - ansa
amnnudpukatopo, agantmpoBaHHbiXx ana [MUP-npobupok
0,2 mn (Gradient Palm Cycler, GeneAmp PCR System 2700,
MaxyGene v gp.);

6) obvemom 0,5 mn (Hanpumep, Axygen, CLA) - ansa
amnnndukaTopoB, agantupoBaHHbix ans [NUP-npobupok
0,5 mn («Tepuuk» n gp.).

[Tpn AeTEeKUNU B pEXNME «peanlbHOr0O BPEMEHUY
14.MporpammupyemMmbii  aMmnMdukaTop C CUCTEMOU AeTeKunu
doriyopecueHTHOro curHana B peXxume «peasibHOro BpeMeHu»

(Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,

AscTtpanus), iCycler iQ, iCycler iQ5 (Bio-Rad, CLLUA), Mx3000P

(Stratagene, CLUA), «OT-96» («OHK-TexHonorusy», Poccusi) u

pekoMeH4OBaHHbIE ObYH LHAW AnmnaemMmmonorum

PocnoTtpebHag3opa B MEeTOAMYECKUX pekoMeHdaumax no

NPUMEHEHUIO JaHHOro Habopa peareHToB).

15.0aHopasoBble nonunponueHosbie Npodupku ana MNLUP:

a) Ha 0,2 mn (nnockas KpbllwKa, HECTPUNOBaHHbLIE), (Hanpumep,
Axygen, CLUA) ons noctaHoBKM B poTop Ha 36 nNpobupok —
ons npuéopos anga MNLUP B peanbHOM BpeMeHU C geTekumnen
Yyepes AHO npobupku (Hanpumep, Rotor-Gene);

6) Ha 0,2 mn (kynonoobpasHas Kpbllwka) (Hanpumep, Axygen,
CLWA) — ona npubopos ana lNLP B peanbHOM BpeMeHu cC
oeTekumen 4depes  Kpblwky (Hanpumep, iCycler iQ5,
Mx3000P).

B3ATUE, TPAHCITOPTUPOBAHUE N XPAHEHUE
UCCINEOYEMOI'O MATEPUAITA

Matepuanom ans nposegeHuss TP cnyxat npobbl [OHK,
BblOENeHHbIE U3 cpeabl ANa NepBUYHOro oboralleHnsa uccnegyemoro
NpoayKTa NUTaHUS, NPOBEAEHHOro Ha XUAOKUX CENEKTUBHLIX cpeaax
0N BblAENeHNs1 aHTepobakTepun B COOTBETCTBUM C AEUCTBYIOLLEN
HOPMaTUBHO-METOANYECKON AOKYMEHTAUMEN.

NMNoAroToOoBKA UCCIIEAYEMOI'O MATEPUAITIA K
SKCTPAKUUWN OHK
He TpebyeTcsa.
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®OPMAT FEP

POPMAT FEP

COCTAB

«MUP-komnnekT» BapuaHt FEP/FRT-50 F — koMnnekT peareHToB
onga amnnuduvkauum OHK TepmodunbHon rpynnel Shigella spp. wn
9HTEepouHBasuBHbIX E.coli ¢ rmbpmnansaymoHHO-PIyopeCcLEHTHOM
AeTekunen — BKNnYaer:

Peakmuse OnucaHue O6BeM, M1 Kon-eo
. lMpospayHasga xMaKocTb
g_II._IiP-cmer-l-FL Shigellaspp./ | ;7 6ecLBeTHOro 4o 0,6 1 npo6upka
CBET/0-NMIOBOIO LiBETa
MUP-cmecb-2-FRT glpospaqHaﬂ 0,3 1 npobupka
ecLBeTHas XNOKOCTb
Monumepasa (TagF) MNpospavHast becuseTHas 0,03 1 npobupka
XNOKOCTb
MKO OHK Shigella sonnei / STI Qggjgg::::wmomb 0,1 1 npo6upka
MpospayHas
BHK-6ycpep BecLBeTHas XNaKOCTb 0.5 1 npobupka
BecuBeTHas BA3Kas
MuHepanbHoe macno ans MNLUP SKMIKOCTb 4.0 1 dpnakoH

Komnnekr peareHTOB paccyMtaH Ha npoBedeHne 55 peakumu
amnnudukaumm, BKNYaa KOHTPOSIN.

K KOMNNeKkTy peareHTOB npunaratTcs KOHTPOmnbHble 06pasLbl
aTana SKCTpaKkuuu:

Peakmue OnucaHue O6nem, mn Kosni-eo
BKO-EL MpospayHaga 6ecuBeTHas 1.0 1 npo6upka
XNOKOCTb
OKO MpospayHaa 6ecuBeTHas 1.2 1 npo6upka
XNOKOCTb

NMPOBEOEHUE NUP-UCCITEOOBAHUA

[MLP-nccnengoBaHmne cCOCTONT U3 CrneayroLwmx 3Tarnos:

- OkcTtpakuma OHK n3 nccnegyembix ob6pasuos.

- [lpoBeaeHne amnnudurkaumnm.

- dnyopecueHTHaa [geTekuus nNpoaykToB amnniundukaunum no
«KOHEYHOWN TOYKE».

- WHTepnpeTauma pesynbTaTos.

QKCTPAKUMUA OHK N3 UCCNEAOYEMbIX OBPA3LIOB
IkcTpakuma OHK npoBoauTcs B COOTBETCTBUMU C UHCTPYKUMEN K

NCNONb3yeMOMY KOMMMEKTY peareHToB Ansa akctpakuum OHK u3

nccnegyemoro obpasya («OHK-copb-B», «PUBO-npen» wunn
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Opyrve KOMMSEeKTbl peareHToB, pekomeHgoBaHHble ®BYH LHUNA
anugemuonornn  PocnoTpebHags3opa). JkcTtpakuus [OHK w3
KaXgoro uccnegyemoro obpasua npoBoguTCss B MPUCYTCTBUMA
BHYTPEHHErO KOHTponbHoro obpasua (BKO-FL). B kadectBe
oTpuuaTenbHoro  KoHTpona  akctpakumm  (OK)  ucnonbaytoT
CTepunbHbIM 0bpasel, cpeabl Ans nepsuyHoro oboraieHus. lNepen
NPUMEHEHNEM cpebl ang NnepBUYHOIo oboraleHus
pekoMmeHayeTca TecTupoBaHME ee CcTepunbHoro obpasua Ha
BO3MOXHoe coaepxaHune [JHK nckomoro mmkpoopraHuama.

NMPOBEAEHUE AMIMTITUOUKALIUA

O6wmn o6 bLEeM peakuMOHHON cMecu — 25 MKN, BKIKO4Yasa 06bLem

npo6bi AHK — 10 mkn.

Ona BHeceHMAa B nNpobupkun peareHToB, npo6 OHK wu

KOHTPOJIbHbIX O00pa3uoB  UCNONbL3YKTCA  OAHOpa3oBbLle

HaKOHEeYHUKN ¢ punbTpamm.

B Komnnekre peareHTOB MNPUMEHSAETCA «ropsAvYMu CTapTy,

KOTOpbIM obecne4ymBaeTCs UCMNOSMIb3OBaHNEM XUMUYECKU

MoaucpmumpoBaHHOM Tag-nonumepasbl (TaqF-OHK-

nonumepasa), KoTopas aKTMBUMPYeTCA nNpu  nporpese

peakuMoHHOM cmMmecu npu Temnepatype 95 °C B TeyeHue

15 MUH.

BHUMAHUE! KomnoHeHTbI  peakuMoHHOW cmecu  criegyet

CMelUMBaTb HENoOCPeaCTBEHHO Mnepen nNpoBeAEHMEM aHanusa u3

pacyeta Ha HeoDXoAMMOE 4UCrO  peakuuin, BKIKYatlollee

TECTUPOBaHNE UcCcneayemMblX U KOHTPOMbHbIX 06pa3LoB, cornacHo

pacyeTHon Tabnuue (cm. Tabn. 2). Crnegyet yuutbiBaThb, YTO AN

TECTUPOBaHNA [axe OOHOro uccrnegyemMoro UM KOHTPOSbHOro

obpasuya [JHK HeobxoanMmo NnpoBOAUTbL NOCTAHOBKY BCEX KOHTPOMNEN

atana [UP (nonoxmtenbHoro kKoHTpons (K+), oTpuuatenbHOro
koHTpona (K-) u pgByx npobupok «®PoH»). PekomeHayeTcs

CMeLLUMBaTb peareHTbl ANs YeTHOro YMcna peakuunn ¢ uenbto bonee

TOYHOro 403MPOBaHUSL.

1. Jo Havana paboTbl Bce peareHTbl Habopa pasmMopo3unThb,
TWaTenbHO nepemellatb Ha BOPTEKCE W OCaauTb Kannum C
KpbILEK MPpoBMpoK.

2. Otobpatb HeobXoOAMMOE KONMUYECTBO MNPOOMPOK C y4eToMm
KonmMyecTBa WuccnegyemMblX, KOHTPOSibHbIX obpasuos [OHK wn
npodbupok «doH». Tun Npobupok, CTPUNOB UMK NNallek BbidbpaTb
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B 3aBNCMMOCTWN OT UCMOJIb3yEMOIO rlpM6opa.

3. na npurotoBneHuUss peakuMoHHbLIX CMecenm Wu cMmecen angd
npobupok «®PoH» HeobxoaAMMO B OTOENbHON CTEPUSTBHOW
npobupke cmewatb [LP-cmecb-1-FL Shigella spp. / STI,
MNMUP-cmecb-2-FRT cornacHo 1abn. 2. TwarenbHo nepemellaTb
CMECK Ha BOPTEKCE N 0CaaUTb Kamnnu C KpbILEK NPOBMpPOK.

Tabnuua 2
CxemMa NpuroToBsrieHNA peakUuMOHHbIX CMeceu
ONA geTeKuMn no «KKOHeYHOM ToUYKe»

O6bem peareHTa Ha O6bem peakTMBOB Ha YKa3aHHOE KOJIMYeCTBO peakuumn

OoAHY peakuuio (MKn) 10.00 5.00 0.50
y L1 NMUuP-cmecb-1-FL, | NMUP-cmecb-2-FRT, Monumepasa

MUCNO peakuumn

MKJ1 MKJ1 (TagF), Mmkn

8 80 40 3.0

10 100 50 4.0

12 120 60 5.0

14 140 70 6.0

16 160 80 7.0

18 180 90 8.0

20 200 100 9.0

22 220 110 10.0

24 240 120 11.0

26 260 130 12.0

28 280 140 13.0

30 300 150 14.0

32 320 160 15.0

BHUMAHMUE! KonunyectBo gobaBndgemon B peakLUMOHHYH CMECh
nonumepasbl (TagF), ykazaHHoe B Tabsn. 2, npMBedeHO C y4eToM
y>xe 0TobpaHHbIX 30 MKI peakunoHHOW cMecu Ans AByX npobupok
«DoHY.

4.

6.

[MpurotoBnTb 2 NPodUpkn «PoH». [1na aToro BHECT No 15 MK
npurotoBneHHon cmecn (6e3 nonumepasbl (TaqF)) B AOBe
npobupkn «®PoH», pgobasute no 10 mkn [OHK-6ydepa,
nepemMewaTb nuneTupoBaHneM. CBepxy packanatb no 1 kanne
MUHepanbHoro macna ans MNMUP (npumepHo 25 mkn).

B ocTtaBwywcsa 4YacTb peakuyuoHHOW cmecu aOobaBuTb
nonumepasy (TagF) B konuyectBe cornacHo Tabn. 2.
TwaTenbHO nepemellaTb CMeCb Ha BOPTEKCE M OCaaUTb Kansu
C KPbILLKM NMPOBUpPKHN.

BHecTh B ocTaBwmeca npobupkn no 15 MK roToBbIX

! yncno nccneayembix 06pasLOB, BKMOYas KOHTPONb aTana Bulaenennst AHK (N), koHTponu aTana
MUP 1 npobupkun «®oH» ¢ 3anacom Ha oauH obpasel, (N+4+1).
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peakuMoHHbIX cmecen. Cepxy packanatb no 1 kKanne

MuHepanbHoro macna gns NUP (npumepHo 25 mkn).

7. Vcnonb3yss HakOHEYHUKM C  (PunbTpoMm, B Npodupkn C
peakumoHHon cmecbio pobasutb no 10 mkn AHK-npoO,
BblOEMNEHHbIX M3 UCCreayeMbIX UMM KOHTPOSbHbIX Npob aTana
BblOEMNEeHUs1 HYKITENHOBbLIX KUCNOT. Hencnonb3oBaHHbIE OCTATKM
peakLuMOHHOW CMEeCH BbIDPOCUTD.

BHAMAHUE! Tlpn pobasneHnn [OHK-npob, BbigeneHHbIXx C

nomouibto komnnekta peareHtoB «[OHK-cop6-B», Heobxoaumo

n3deraTtb nonagaHus copbeHTa B peakumoHHyto cmecb ans MNMup.

8. lNocTaBnTb KOHTPOSIbHbIE PeaKuun:

a) oTpuuartenbHbIU KOHTponb MNLUP (K-) — BHecTn B npobupku
¢ peakumnoHHoun cmecbto 10 mkn AHK-6ydepa.

6) nonoxutenbHbin KOHTponb MNMLUP (K+) — BHecT B npobupky
10 mkn MNKO AHK Shigella sonnei / ST,

B) KOHTpPOJibHble oOOpa3ubl «PoH» (TONbkO AaAns dopmara
FEP) — B npurotoBrieHHble npobupkn Bmecto [OHK-npoObl
BHecTu B npodupky 10 mkn OHK-6ydepa.

9. lNoaroToBneHHble MUKPOMPOOUPKU «POH», MUKPOMPOOUPKN C
nccnegyemoimn OHK-o6pasyamm n koHTponamu MNUP rotosbl K
npoBeaeHuo amnnndukaumnu.

BHUMAHME! lNpobbl amnnnduumposatb cpasy nocre coeguHeHus

peakunoHHon cmecn n [HK-npobbl n KoHTponen. Bpemsa BHeceHUs

Npo6 B peakuMOHHYD CMECb W 3arnyck peakumm Ha npubope He

O0IMKHO npesbliwaTtb 10-15 MUHYT.

10.3anyctuTb Ha amnnndukaTope nporpammy (cm. Tadn. 3).

11.Korga TemnepaTtypa B s4yenkax gocturHet 95 °C (pexum nayabl),

NOoCTaBUTb NPOBMPKM B AYENKM aMnnndukatopa U HaxaTb

KHOMKY NPOAOIMKEHUSI NpOorpamMmmbi.

PekomeHayeTca nepen nocTtaHOBKOM B amnnudukaTtop ocagutb

Kanfam CO CTEeHOK MpoOMPOK KpaTKMM LEeHTPpUdYyrmpoBaHMEM Ha

ueHTpudyre/soptekce (1-3 c).
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Tabnuua 3
MNMporpamma amnnudumkaumm
AmnnudurkaTopsbl ¢ AmnnudurkaTopsbl € AmnnndukaTopbl €
aKTMBHBIM PEryrimpoBaHNeM | aKTUBHbIM PEryNMPOBaHMEM | MAaTPUYHBIM peryriMpoBaHMemM
(no pacTeOpy B Npobupke) % | (no pacTeopy B Npobupke) Temnepatypb!®
LMK Tewmnepa- BPEMS! | LMKMbl Temnepa- BpEMSI | LIMKMbI Temnepa- BpEMS | LMKIb
Typa Typa Typa
0 95 °C naysa 95 °C naysa 95 °C naysa
1| esc | | 1 95°c | | 95°C  |15mun| 1
MUH MWH
95 °C 10 c 95 °C 10 c 95 °C 1 MUH
2 60 °C 10 c 42 60 °C 25¢c 42 60 °C 1 MUH 42
72 °C 10 c 72 °C 25¢c 72 °C 1 MUH
3 72 °C 1 MUH 1 72 °C 1 MUH 1 72 °C 1 MUH 1
4 10 °C XpaHeHne 10 °C XpaHeHune 10 °C XpaHeHne

12.l0 OKOHYaHMWM BbINOMHEHMUSA MpOorpamMmbl  MNPUCTYNUTb K
donyopecueHTHON OeTeKumn.

PITYOPECLEHTAA OETEKUUA NMPOOAYKTOB

AMNNUPUKALUUN NO «kKOHEYHOW TOYKE»

Hdetekuma nposogutca c nomouwbio donyopecueHTHoro [LP-
aeTektopa (cornacHo MHCTPYKUMM K MCNOoNb3yemMomy npudopy)
nyTeM U3MEPEHNA NHTEHCUBHOCTU (PriyopecLeHTHOro curHana rno
OBYM KaHanam:

- no kaWany Aans dnyopocopa FAM® (MnM aHanorvyHomy, B
3aBUCMMOCTM OT MoZenun npubopa) perucTtpupyeTca curHanm o
HakonneHun npoaykta amnnudpukaunm oparmeHta AHK BKO;

- no kaHany Ans dnyopodopa JOE®> (MU aHanorMyHomy, B
3aBMCUMOCTM OT Moaenu npubopa) perncTpypyeTca curHam o
HakonneHun npogykra amnnudukaumm OHK Shigella spp.

BHUMAHUE! [o npoBeoeHna [fgeTtekumm B MNporpamMMHOM

obecneyeHun [ILP-peTtektopa AOOMKHbI ObITb BHECEHbl W

COXpaHeHbl COOTBETCTBYKOLLME HACTPOMKM — CM. MeToanyeckue

pekomeHgaunu K INUP-komnnekTy u BknagbliLu.

UHTEPIMNPETALUUA PE3YJIbTATOB
[TonyyeHHble pe3ynbTaTtbl MWHTEPNPETUPYOT Ha OCHOBAHMU
OaHHbIX 00 ypoBHE doNyOpPECUEHTHOro curHamna OTHOCUTENbHO

> GeneAmp PCR System 2400 (Perkin Elmer), «Tepumk» («QHK-TexHonorms»).

3 GeneAmp PCR System 2700 (Applied Biosystems), Gradient Palm Cycler (Corbett Research).

* Uno-2 (Biometra), MiniCycler, PTC-100 (MJ Research).

® HasBaHue KaHaroB Ansi COOTBETCTBYIOLIETO NpuBopa CM. B METOAMYECKNX PekoMeHaaunsix K Habopy
peareHToB
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(bOHa Mo COOTBETCTBYHOLWNM KaHaJlaM OJ1d KOHTPOJIbHbIX O6pa3LI,OB

n npo6 AOHK,
NHTepnpeTtauus

BblAEJTIEHHbLIX
npon3BoanTCA

n3

nccnegyemMbix
aBTOMaTU4YeCkn C

obpa3uoB..
MOMOLLIbIO

NporpaMMHOro obecnevyeHust ICNonNb3yemoro npubopa.
[MpuHUMN MHTEepnpeTaunn pe3ynbTaToB NpeacTaBrieH B Tabn. 4.

Tabnuua 4

UHTepnpetauusa pesynbrtaTtoB ML P-nccnegoBsaHus

Pe3ynbTaT no ypoBHIo dhriyopecLeHLmm

KaHan ans donyopodhopa| Kanan ans ¢nyopodopa PesynbTar
FAM JOE
Boblwe nnu Huwxe Beilue noporosoro 3HaqeHins B npobe BbisiBneHa [JHK
NONOXNTENbHOro :
NMOPOroBOro 3Ha4YeHuns Shigella spp.
pesynbrata

Bbllwe noporosBoro
3HaYeHus

Hwxe noporoBoro 3Ha4yeHus
oTpuLATENbHOro pesynbTaTa

B npobe He BbisiBneHa [AHK
Shigella spp.

Hwxe noporosoro
3HaYeHus

Hwxe noporoBoro sHayeHust
oTpuUaTenbHOro pesynstarta

PesynbTat HeBanuAHbIN -
npoba TpebyeT NOBTOPHOrO
TECTUPOBaHUA € 3Tana
BblaenexHna JHK

BblLle noporosoro
3HayeHus

BhlLLe NoporoBoro 3Ha4YeHust
oTpuLaTENbHOrO pesynbTaTta
N HUXKE MOPOroBOro
3HaYeHNs MONOXMUTENbHOTO
pesynbTara

Pe3ynbTaT COMHUTENbHbLIN -
npoba TpebyeT NOBTOPHOIO
MUP-nccnegoBanHus

Pesynbtat lLP-uccnepgoBaHnsa cumtaeTcsi AOCTOBEPHbIM,

ecin
NOoJIOXUTEeNbHOro

Nony4eHbl

npaBusribHbIE

n oTpuuaTesibHOro

pe3ynbTaTbl ans

KOHTpoOnewn

aMmnnuédpumkaumMm wm  oTpuuUaTEeNbHOro KOHTPONA BblAeneHus
NOHK, B cooTBeTcTBMM C TAbON. 5.

Tabnuuya 5
Pe3ynbTaTthbl AnA KOHTponen pasnuyHbix atanos lNLP-
nccnenoBaHus
KoHTponupyembliii CurHan no kaHany ans cdnyopodopa
KoHTponb atan MNMUP-
nuccneaoBaHUs FAM JOE

OK Sxcrpakums AHK BhlLle noporosoro Hwxe noporoBoro aHayeHust
3Ha4YeHs OoTpuLaTeNbHOro pesynbrara

K MLP Hwxe noporosoro Hwxe noporoBoro aHayeHus
3Ha4YeHs OoTpuLaTeNbHOro pesynbrara

K+ nuP Bblwe noporosoro BblLe noporoBoro 3Ha4yeHus
3Ha4YeHus NONOXUTENbHOrO pesyrnbTaTa
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BHUMAHMUE!

1. Ecnu gna nonoxutenbHoro koHTpons [TUP (K+) curHan no
kKaHany gna dnyopodgopa JOE Hmke noporoBoro 3Ha4vyeHus
NONOXUTESTBbHOIo pesynbTarta HeobxoaMmo NOBTOPUTH
aMmnnndurkaumo n getTekumo ansa Bcex obpasuoB, B KOTOPbIX He
obHapyxeHa [JHK Shigella spp.

2. Ecnn pgna oTpuuatenbHoro KoHTponsa akcTpakumn OHK (OK)
n/vnn otpuuatenoHoro koHTponsa MNUP (K-) curHan no kanany
ana  dnyopocgopa JOE  Bbile MNOPOroBoro  3HayYeHus
NONOXUTENBbHOIO pe3ynbtata Heobxogumo nosTopuTh [LP-
nccriegoBaHne gnga Bcex obpasuyoB, B KOTOPbIX OOHapyXeHa
AOHK Shigella spp., HaunHaa ¢ aTana aKcTpakuuu (BblgeneHus)
AOHK.

3. lonoxuntenbHble peayrnbTaTbl TECTUPOBAHMA OTPULATESNBHOIO
KOHTpons akcTpakumm [OHK (OK — cTepunbHbin 0Opaseu
KynbTypanbHON cpeabl) MOryT ObiTb CBSi3aHbl C 3arpsa3HeHnem
cpeabl  Ons nepBuyHOro  oboralleHna  reHeTUYeCKUMm
mMartepuanomMm TeCTUpyemMoro MukpoopraHusma. B atom cnyvae
HeoOXoOMMO NOBTOPUTbL UCCredoBaHME C 3Tana MnepBUYHOrO
oborawieHnss ¢ npumeHeHnem cpen He cogepxawmx OHK
NCKOMOI0 MMKpOOPpraHmamMa C OOMNOSHUTENbHbIM BKIHOYEHMEM B
NnaHenb B Ka4yecTBe OTpMUATESIbHOrO KOHTPONA BblaeneHud
npenapata OKO.
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COCTAB

«MUP-komnnekT» BapuaHt FEP/FRT-50 F — koMnnekT peareHToB
ona nposegeHns amnnundukaummn OHK TepmodunbHoM rpynnbl
Shigella spp. u aHTepouHBasmBHbIX E.coli ¢ rmbpuamnsaumMoHHO-

donyopecLeHTHON JeTeKkunen — BKIrYaer.:

Peakmue OnucaHue O6BeM, M1 Kon-eo
i e . [Mpo3payHas XUAKOCTb
g_II._I,IP cmeck-1-FL Shigella spp. / oT GecuBeTHOro 4o 0,6 1 npobupka
CBETII0-NINITOBOro LiBeTa
MUP-cmecb-2-FRT glpo3paqHaﬂ 0,3 1 npobupka
eCLBETHas XUOKOCTb
Monumepasa (TagF) lNpospavast becuseTHas 0,03 1 npobupka
XNOKOCTb
MKO OHK Shigella sonnei / STI on‘"’pa””a” 0,1 1 npo6upka
eCLBeTHas XXUOKOCTb
MpospayHas
AHK-6ydep BecLBeTHas XUOKOCTb 0.5 1 npobupka
BecuseTHasa BA3kas
MuHepanbHoe macno ans MNLUP SKUIKOCTb 4.0 1 dpnakoH

Komnnekr peareHTOB paccyMtaH Ha npoBedeHne 55 peakumu
amnnudukaumm, BKNOYasa KOHTPONMN.

K KOMNNekTy peareHTOB npunaratTcs KOHTPOSbHble 0bpa3subl

aTana 3KCTpakunn.

Peakmue OnucaHue O6vem, Mn Kos-eo

BKO-EL lMpo3payvHaga 6ecuBeTHas 1.0 1 npo6upKa
XXUOKOCTb

OKO MpospayHaa 6ecuBeTHas 1,2 1 npo6upka
XXWUOKOCTb

NMPOBEAOEHUE NMUP-UCCINEOOBAHUA

[MLP-nccnengoBaHmne cCOCTONT U3 CrneayroLwmx 3Tarnos:

— OkcTpakumna AHK n3 nccnegyembix obpasLuos.

— [NpoBeneHune amnnudunkaymm C rmépuansaumnoHHo-

donyopeCcUEHTHON AETEKUMEN B PEXNME «PeanbHOro BPEMEHNY;
— AHanus 1 nHTepnpeTauma pesynbTaTos.

QKCTPAKUMUA OHK N3 UCCNEAOYEMbIX OBPA3LIOB

kcTpakuma OHK npoBoguTcs B COOTBETCTBUM C MHCTPYKUMEN K
NCNONb3yeMoMy KOMMNIEKTY peareHToB and BblgenieHuna OHK us
nccnegyemoro obpasua («OHK-copb-By,

«PUBO-npen»

nin
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Opyrve KOMMSEeKTbl peareHToB, pekomeHgoBaHHble ®BYH LHUNA
anugemuonornn  PocnoTpebHags3opa). JkcTtpakuus OHK w3
KaXgoro uccnegyemoro obpasua npoBoguTCss B MPUCYTCTBUMA
BHYTPEHHErO KOHTponbHoro obpasua (BKO-FL). B kadectBe
oTpuuaTenbHoro  KoHTpona  akctpakumm  (OK)  ucnonbaytoT
CTepunbHbIM 0bpasel, cpeabl Ans nepsuyHoro oboraieHus. lNepen
NPUMEHEHNEM cpebl ang NepBUYHOIO oboraleHus
pekoMeHayeTca TecTUpoBaHME ee CcTepusibHoro obpasua Ha
BO3MOXHoe coaepxaHune [JHK nckomoro mmkpoopraHuama.

anga OLIEHKMU Xn3HecrnocobHoCcTU MUKpOOpraHmama
peKkoOMeHAyeTCca NpPOBOAUTb OOHOBPEMEHHOE WUccrnegoBaHne B
dopmate FRT gByx obpasuyoB cpenbl: obpasua, B3ATOro rnocne
npeannucaHHoOn MHKy6aunm MMKpoopraHMamMa npu onTumMarnbHOW Ang
ero pocta TemnepaTtype W aHanormyHoro obpasua, B3ATOro
HernocpeacTBEHHO MOCMie MoceBa Martepuarna v coxpaHdasLlerocd
OO MOMeHTa wuccrnegoBaHus npu Temnepatype MuHyc 20 °C.
OtctaBaHMe curHana no kaHany gnsa dnyopodgopa JOE B 3 #”
6onee noporoBbIx umkna (Ct) ona obpasua, coxpaHsBLIErocsa npu
Temnepatype wMuHyc 20 °C cBuMOeTenbCTBYyeT O Hanuuuum B
NPOAYKTE XXN3HECNOCOOHOro MMKpOOpraHm3ma.

NMPOBEOEHUE AMMNU®UKALIUU C OETEKLUUEN B PEXXUME
«PEAJIbHOI'O BPEMEHW»

Oowmn o6 bLeM peakLMOHHON cMecn — 25 MKN, BKIKOYaa 00bLem
npo6bi AHK — 10 mkn.

Ona BHeceHMsa B npooupku peareHToB, npo6 [OHK wu
KOHTPOSIbHbIX 0OOpa3LuoB  MUCMOSNb3YOTCA  OAHOPa30BbIe
HaKOHEeYHUKN ¢ punbTpamu.

BHUMAHUE! KomnoHeHTbI peakuMoHHbIX CcMecen cregyet
cCMelunBaTb HernocpenCTBEHHO nepen MnpoBedeHMeM aHanmsa u3
pacyeta Ha HeobXxoOAMMOE 4UCHO  peakuuin, BKKYatollee
TeCTMpOoBaHNe UccnegyemMblX U KOHTPOSbHbIX 06pasuoB, cornacHo
pacyeTHon Tabnuue (cm. Tabn. 6). Crnegyet yuutbiBaTh, YTO AN
TEeCTMpOBaHNA pgaxe opgHoro wuccnegyemoro obpasua [OHK
HeobXxoaAMMO NPOBOAUTL MNOCTAHOBKY BCeX KoHTponewn atana [MLP
(nonoxutenobHoro KoHTpons (K+) u oTpuuatenbHOro KOHTPOMs
(K-)). PekomeHgyeTca cmelumBaTb peareHTbl ASI9 YeTHOro 4yucna
peakunu ¢ Lesnbko boriee TOYHOro 403MPOBaHUS.

1. o Hadana paboTbl Bce peareHTbl Habopa pasmMopo3nTsb,
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TWwaTenbHO Mepemellatb Ha BOPTEKCE W ocaguTb Kannm cC
KpbILLEK MPOOMPOK.

OTtobpatb HeobXxoaAMMOEe KOMMYECTBO MPOOMPOK C  yy4eToMm
KonmMyecTBa muccrnegyemblX, KOHTpPOnbHbIX obpasuoB OHK. Tun
NpoOMpoK, CTPUMNOB WNX nNnawlek BbibpaTb B 3aBMCMMOCTU OT
ncnonb3yemoro npubopa.

3. Ona npuroTtoBrneHust peakuuoHHbIX CcMecen Heobxoaumo B

oTaenbHon crtepunbHon npobupke cmewatb MUP-cmecb-1-FL
Shigella spp. / STI, MUP-cmecb-2-FRT, nonnmepasy (TaqF) B
KonnyecTBe, cornacHo 1abn. 6. TwaTtenbHO nepemMmellaTb CMecu
Ha BOPTEKCE U 0cCaauTb Kaniu ¢ Kpblluek NPodupok.

Tabnuuya 6
CxemMa NnpuroToBsieHNA peakUMOHHbIX cMecen ans
AeTeKUUUN B peXMMe «peanbHOro BpemMeHun»

O61bem peareHTa Ha O6bem peakTMBOB Ha yKa3aHHOE KOJIM4YeCTBO peakuumn

OAHY peakuuio (MKn) 10.00 5.00 0.50
Yueno peaxuuﬁe NUuP-cmecb-1-FL, MUP-cmecb-2- Monumepasa
MK FRT, Mkn (TagF), Mkn

6 60 30 3.0

8 80 40 4.0

10 100 50 5.0

12 120 60 6.0

14 140 70 7.0

16 160 80 8.0

18 180 90 9.0

20 200 100 10.0

22 220 110 11.0

24 240 120 12.0

26 260 130 13.0

28 280 140 14.0

30 300 150 15.0

32 320 160 16.0

4.

5.

BHectTn B oTOb6paHHble npobupkn no 15 MKn  roToBbIX
peaKkUMOHHbLIX CMeCen.

Mcnonb3yss HakKOHEYHUKM C  unbTpamu, B Npodupkn c
peakunoHHon cMecbto gobaBute no 10 mkn  AHK-npo6,
BblOEMNEHHbIX M3 UCCReayeMbIX UMM KOHTPOSbHbIX Npob aTana
BblAENTEHNS HYKIEUHOBBLIX KNCNOT. Hencnonb3oBaHHbIE OCTaTKM
peakuNOHHOW CMeCK BbIOPOCUTD.

BHUMAHUE! T[lpu pobasneHnn [OHK-npob, BbIAENEHHbLIX C

® yncno nccnegyembix 06pasLIOB, BKMOYas KOHTPOnb aTana Bbiaenenus JHK (N), koHTponu aTana
MUP c 3anacom Ha oguH obpasel, (N+2+1).
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®OPMAT FRT

NOMOLLLIKD KOMIMIIeKTa peareHToB
n3deraTtb nonagaHusi copbeHTa B peakumoHHyto cmecb ans MLUP.
6. NocTaBUTb KOHTPOJSIbHbIE peakuum aMmnindukauunm:
a) oTpuuartenbHbIU KOHTponb MNMLUP (K-) — BHeCcTn B npobupku

¢ peakumnoHHoun cmecbto 10 mkn AHK-6ydepa.

6) nonoxutenbHbin KOHTponb lMLP (K+) — BHecT B npobupky

10 mkn NMKO AHK Shigella sonnei / STI.

«[HK-cop6-By,

HeobxoamMmo

7. 3anporpammupoBaTtb nNpubop (amnnmdukatop C CUCTEMOW
OEeTEeKUUN B PEXNME «pearibHOro BPEMEHW») ANS BbIMNOSTHEHUS
COOTBETCTBYIOLLEN MPOrpaMmmbl
dnyopecueHTHoro curHana (cm. tTabn. 7).

aMmnnudukauum wn aeTekumm

NMporpamma amnnudpukaumum

Tabnuua 7

Mpun6opbI poTopHOro TMna’ Mpn6opbI NNaHWeTHOro TMna®
Uvkn | Temnepa- B KonunuectBo | Temnepa- KonunuecTtBo
o pems o Bpewmsi
Typa, °C LIMKIIOB Typa, °C LMKIIOB
1 95 15 MUH 1 95 15 MWH 1
95 10c 95 10c
25¢c 25¢c
5 60 AeTekums 45 60 aeTekums 45
dnyopecu, dnyopecu.
curHana curHana
72 10 c 72 10 c

[eTekums pnyopecLeHTHOrO CcurHana HasHayaeTcs no ABYM
kaHanawm - ans dpnyopodopos FAM® u JOE® (npn ogHOBpeMeHHOM
NPoOBEAEHUN ApYrUX TECTOB Ha3HavaeTcsl JeTekuus U no ApYruMm
MCMoNb3yeMbIM KaHanam).

8. YcTtaHOBUTL MPOOMPKM B SAYEWKM PeakuMOHHOro MoAayns
npubopa.
9. 3anyctutb  BbLIMNOSIHEHME MporpamMmbl  aMmnnudukauum c

netekunen pnyopecueHTHOro curHana.
10.Mo okoHYaHUK BbLINOSHEHNSA NPOrpamMMbl NPUCTYMUTL K aHanNu3y
N ydeTy pesynbTaToB.

" Hanpumep, Rotor-Gene 3000, Rotor-Gene 6000 (Corbett Research, Asctpanus), Rotor-Gene Q
(Qiagen, NepmaHusa) n pekomengosaHHble PEYH LIHUW Onuaemnonorum PocnotpebHagsopa B
METOAMYECKUX PpeKOMEeHAALMAX MO NPMMEHEHNIO AaHHOro Habopa peareHToB.

® Hanpumep, iCycler iQ, iCycler iQ5 (Bio-Rad, CLLA), Mx3000P, Mx3000 (Stratagene, CLUA), «OT-
96» («OHK-TexHonorus», Poccusa) n pekomeHgoBaHnHble OBYH LUHWW  3Snunagemunonorum
PocnotpebHag3opa B MeToOMYECKMX peKOMeHAauusx Mo MpUMEHEeHUI0 [AaHHoro Habopa
peareHToB.

° HaseaHve KaHanoB ANs COOTBETCTBYIOLIEro Mpubopa CM. B METOAMYECKMX PEKOMEHAaLMaX K
Habopy peareHTOB
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AHAJIU3 U UHTEPMPETALUNA PE3YJIbTATOB
AHann3 pes3ynbTaToB MOBOAAT C MOMOLLBLIO NPOrpaMMHOro

obecneyvyeHns ucnonbdyemoro npubopa ana nposegeHua MLP ¢

OeTeKUnen B pexumme «peanibHOro BpeMeHu». AHanumsaupyloT

KpuBble HakonneHna oryopecueHTHOro curHana no ABymMm KaHanaw:

- No KaHany anga dnyopogopa FAM (unnn aHanornyHomy, B
3aBMCUMMOCTN OT MoAenu npubopa) perucTtpmpyetcs curHan o
HakonsieHun npoaykra amnnudpukaummn dparmenta HK BKO;

- no kaHany gana dnyopocgopa JOE (unu aHanormyHomy, B
3aBMCUMOCTN OT MoAenu npubopa) perucTtpupyetcs curHan o
HakonneHun npoaykrta amnnudpukaummn OHK Shigella spp.
PesynbTaTbl UHTEPNPETUPYIOTCA Ha OCHOBaHWM Hanuuma (Unu

OTCYTCTBMSA) nepece4vyeHus KpMBOW donyopecueHumn C

YCTaHOB/IEHHOW Ha COOTBETCTBYHLLEM YPOBHE MOPOroBOn fNMHUEN,

4YTO onpegenser Hanudme (UM OTCYTCTBME) AN AaHHOM NpoOobI

[NHK 3HayeHna noporosoro umkna Ct B cooTBeTcTBYHOLWEN rpade B

Tabnuue pesynbTaTos.

PesynbTaTbl MHTEPNPETUPYIOTCH B COOTBETCTBMM C Tabn. 8.
Tabnuua 8
UHTepnpeTtauusa pesynbTtaTtoB LU P-nccnegosaHus

PesynbTaT no ypoBHio doriyopecueHumnmn

Kanan ana conyopocopa Kanan ana donyopocpopa PesynbTart
FAM JOE

OnpegeneHo 3HayeHune Ct
bonee unu meHee rpaHUYHOro
3Ha4YeHus

OnpegeneHo 3HaveHne Ct | B npobe o6HapyxeHa JHK
MeHee rpaHn4yHoro LmKna Shigella spp.

OnpepgeneHo 3HayeHne
noporosoro uukna Ct MeHbLle
rPaHN4YHOro

3HauyeHune Ct oTcytctByeT unmn | B npobe He oGHapyxeHa
OonbLue rpaHn4Horo AHK Shigella spp.

Pes3ynbTaT HeBanuAHbIN -

3HauyeHune Ct otcytcTByeT unm | 3HaveHme Ct oTcyTCcTBYeT unm | npoba TpebyeT NoBTOPHOro
BonbLue rpaHMYHOro GonbLle rpaHUYHOro TECTUPOBaHUSA C aTana

BblaeneHna [HK

BHUMAHWE! [paHn4dHble 3HadeHus Ct ykasaHbl BO BKfadblle K
[MLP-komnnekry.

Pesynbtat lLUP-uccnepgoBaHnsa cumtaeTcsi AOCTOBEPHbIM,
ecnu nony4eHbl npaBuUnbHbIE pe3ynbTaThbl ans
NOJSIOXKUTESIbHOIO " oTpuuaTenbHOro KOHTponen
aMmnnucépumkaumMm M  oTpuuLaTEeNbHOro KOHTPONA BblAeneHus
OHK, B cootBetcTBUM C Tabnuuen OLEHKU pe3ynbTaToB
KOHTPOSbHbIX peakuun (Tabn. 9).
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Tabnuua 9
Pe3ynbTaTtbl AN KOHTponen pasnuyHbix atanos lMNLP-
nccnenoBaHuA
KoHTponupyembin 3HavyeHue noporoBoro uukna, Ct
KoHTponb atan MNUP- no KaHany ans no KaHany Aons
nccnenoBaHus ¢dnyopodopa FAM donyopodropa JOE
OnpeneneHo sxauenme 3HayeHune OoTCyTCTBYET MK
OK SkcTpakums OHK MEHbLLE rPaHNYHOro 6
OnblUe rPaHNYHOro
(Ct<nopor)
K NP 3HayeHne OTCyTCTBYET UK | BHaYEeHNe OTCYTCTBYET UK
OonbLue rpaHN4yHoro OonbLUe rpaHNYHOro
K+ nuP OnpepeneHo 3Ha4YeHve OnpepeneHo 3Ha4YeHve
MeHbLUE rPaHN4YHOro MeHbLLE rPaHNYHOro
BHUMAHUE!

1. Ecnn gna nonoxwutenbHoro koHTpona [MUP (K+) curHan no

kaHany ans dgnyopodopa JOE 6onblue rpaHNYHOro 3HaveHus,
HeoObXo4ANMMO NOBTOPUTbL aMnndUKaUuo N geTekumio Ons Bcex
obpasuoB, B KOTOpbIX He obHapyxeHa [1HK Shigella spp.

Ecnn gna otpuuatenbHoro koHTpona akctpakumn OHK (OK)
n/vnn otpuuatensHoro koHTpons MUP (K-=) curHan no kaHany
ana  dnyopodopa JOE MeHblWe rpaHUYHOro 3Ha4vYeHus
Heobxogumo noBTopuTb  [LP-uccnepoBaHne gna  Bcex
obpasuos, B koTopbix 0bHapyxeHa OHK Shigella spp., HaunHas
c atana akctpakuum OHK.

[MonoxuTenbHble pesynbTaTbl TECTUPOBAHMUA OTpULIATESNBHOIO
KOHTpons akcTpakumm [OHK (OK — cTepunbHbin 0Opaseu
KynbTypanbHOW cpenbl) MOryT ObiTb CBSiI3aHbl C 3arpA3HeHnem
cpeabl  OnNs NepBMYHOro  oboralleHust  reHeTUYEeCKUM
mMatepuanoMm TeCcTUpyemoro MukpoopraHuama. B atom cnyyae
HeobXxoOMMO NOBTOPUTbL UCCredoBaHME C 3Tana MNepBUYHOrO
oboralleHnss ¢ npuMeHeHnem cpen, He copepxawmux OHK
MCKOMOIro MUKpOOpraHmamMa C OOMOSTHUTENbHbLIM BKNKOYEHUEM B
NnaHenb B Ka4yecTBe OTpMUATESIbHOrO KOHTPONA BblaeneHud
npenapata OKO.
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CPOK IOOHOCTHW. YCINOBUA TPAHCINOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTn. 9 mec. Habop peareHTOB C WUCTEKLWNM CPOKOM
rOOHOCTU MPUMEHEHUI0 He noanexuTt. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY rOAHOCTU, yKadaHHOMY Ha STUKETKax
NS HEBCKPbITBIX peareHToB, eCliv B UHCTPYKLUUKN HE YKa3aHOo MHOeE.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNoOpTUpPOBaTbL MNpU
Temnepatype ot 2 go 8 °C He OGonee 5 cyt. «[UP-komnnekT»
BapmaHT FEP/FRT npu nonydyeHun pasykoOMMNeKToBatb B
COOTBETCTBUU C YKa3aHHbIMM TeMnepaTypamm XpaHeHus.
XpaHeHue. Habop peareHTOB xpaHUTb Npu Temnepartype oT 2 g0
8 °C. TUP-cmecb-1-FL Shigella spp./ STI, MNUP-cmecb-2-FRT u
nonmmepasy (TaqF) xpaHuTb Npu Temnepartype oT MuHyc 24 °C oo
muHyc 16 °C. TUP-cmecb-1-FL Shigella spp./ STl xpaHutb B
3allMLLLEHHOM OT CBeTa MecTe.

Peknamaumn Ha kayecTBO Habopa peareHTOB HanpasnATb MO
agpecy 111123, r. MockBa, yn. Hosornpeesckas, gom 3A, e-mail:
cs@pcr.ru'®.

1% OT3bIBLI M NpeanoXeHns o NPoayKUMM «AMNMMCEHC» Bbl MOXETe OCTaBUTb, 3aMOMHUB aHKeTY
notpebutens Ha cante: www.amplisens.ru.
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CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU
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JNlncT BHOCMMBIX U3MEeHeHUI

MecTOo BHeceHus

Pepakuus < CyTb BHOCMMbIX U3MEHeHUI1
M3MEHEeHUN
11.05.10 - [ob6asneHa pasa Npo aHKeTy noTpebutens
JJob6aBneH cumBon, obo3Ha4YaloLWKUiA «M3genve ans in vitro
TuTynbHas cTpaHuua
ONarHOCTUKN»
. «KaTt. N2» n «gaTta nameHeHusa» 3aMeHeHbl Ha
HWKHWUI KONOHTUTYN
COOTBETCTBYKOLME CUMBOJIbI
«BapuaHT FEP/FRT» ucnpasneH Ha «gopmat FEP/FRT»
N3meHeHo HasBaHWe nHctutyTa Ha PBYH LUHUA
Mo Texcr Onuaemnonormnm PocnotpebHaasopa
y Ho6aeneH pasgen «CMMBOIbI, UCNOMb3yeMble B NeYaTHON
NpoAYKUMM»
McnpaBnenuns no wabnoHy
dopma
b [o6aeneHa popma 2 — koMMfeKkTauns Habopos ONToM
KOMMiekTauum
CI 2.1.7.728-99 «[MNpasuna cbopa, xpaHEHUS N yaaneHus
19.08.11 OTX00B NeYeBHO-NPOUNAKTUYECKUX YUPEXKOEHNIAN»
A% ucnpasneHbl Ha CaHlMuH 2.1.7.2790-10 «CaHuTapHo-
anuaemunonornyeckne TpebosaHms K obpaLleHnto ¢
MeOMLMHCKUMM OTX04aMU»
Mepbi MY 1.3.1888-04 «OpraHmsaumsi paboTbl Npu nccnegoBaHmsaX
meTtogom lNUP matepuana, nHpmumpoBaHHoro
NpPeAoCTOPOXKHOCTU A u P Ppuump
naToreHHbIMu 6uonormyeckumm areHtamu -1V rpynn
naToreHHoCTM» ncnpasneHsl Ha MY 1.3.2569-09
«OpraHunsaums paboTtbl nabopaTtopuii, NCNONb3YHOLLNX
MeToAbl amnndmrKaLnm HYKIEeNHOBbIX KUCIOT nNpu paboTe ¢
MaTepuanom, coaepkalimm MnkpoopraHmamel -1V rpynn
NaTOreHHOCTUNY.
Cpok rogHocTH. HobaBneHa nHpopmaLmsa 0 XpaHEHUN BCKPbITbIX peareHToB
Ycnosug
TPaHCNOPTUPOBAHWNA | YToyHeH aapec ANs HanpaBneHUst peknamauui
N XpaHeHus
[obGaBneHbl CUMBOS, HAMMEHOBaHWE 1 aapec NPOM3BOAUTENSA
29.09.11 - CumBon «M3genve ang in vitro AnarHoCTUKM» nepemeLLeH B
wW UTYNbHAsA CTPAHULA | nnagpiit HUKHWIA Yron CTpaHMLb
YaaneHa nHgopmaumst N3 HUXKHEro KOSIOHTUTYNa
TuTynbHag cTpaHuua o oo
CMJBOHH PaHMUA | & mson VD], 06osHavakowwmit «uagenve ans in vitro
) MarHoCTUKM» 3aMmeHeH Ha cumBost RUQ| «Tonbko ans
vcrorib3yemble B ﬁcca:]ne OBaTeﬂsz:X en:m» ° i
nevyaTHoOM NPoAyKLUMn A H
30.03.12 | JononHuTenbHbIE
LA mMaTtepuarnbl 1
«...Mnn aHanorn4Hble» 3aMeHeHo Ha «.n
obopygoBaHue
CHOCKM K pekoMeHOoBaHHbIEe OBYH LUHAN Snuaemuonornm
PocnoTtpebHaa3opa B METOANYECKNX PEKOMEHOAUMSIX. .. »
nporpaMmmam
amMnimdukaumm
HasHaueHue
BasaTtue,
11.10.12
TpaHcropTipoBaHiie Y6paHbl CCbINKN HA HOPMATUBHbIE AOKYMEHThI
vl N XpaHeHne
nccnegyemoro
MaTepmana
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MecTO BHeceHus

Pepakuus < CyTb BHOCMMbIX U3MEHeHUIn
M3MeHeHUNn
dnyopecueHTHasa
AEeTEKUUNst NPoaYKTOB
aMnnmdurkaumnm no
«KOHEYHOW TOYKE» K kananam ans conyopodopos gobasneHa cHocka «HasBaHue
MpoBeneHune KaHanoB AeTeKummn ansi CoOOTBETCTBYHOLLIEro npubopa cM. B
21.10.12 | amnnuukaumm ¢ METOONYECKMX pekoMeHaaumsax K Habopy peareHToB»
Ivl OeTeKUMEN B pexmme
«pearbHOro
BPEMEHN»
HasBaHue kaHanoB Obinv nameHeHbl ¢ «kaHan FAM/Green n
Mo TekcTy JOE/Yellow/HEX n «kaHanbl FAM n HEX» Ha «kaHan ans
dnyopocopos FAM n JOE»
lMpoBeneHune MameHeHa Hymepaums LUKIOB
amnnmdpukaumm c
23.05.14 OEeTeKUNEN B pexnve
ChA «pearbHoro «41Ccno NOBTOPOB LIMKIOB» 3aMEHEHO Ha «KONMMYeCTBO
BpPeMeHn» LIMKMOB» B COOTBETCTBUM C LLIABGNOHOM
Tabn. NMporpamma
aMmnnugukaumm
TUTYNbHBIV IMCT [nsa cumBona M nobaBneHa Haanucey «Tonbko angd
Hay4YHO-UCCegoBaTeENbCKNX Lenen»
CumvBonbl, Onsi cumeona LRYC] pamenena dpasa ¢ «Tonbko ons
28.01.15 | vicnonb3yemble B nccrnenoBaTenbCKuX Lene» Ha « TOMbKo Ans Hay4YHo-
ChA ne4YaTHON NPOAYKUMN | ccrniemoBaTenbCKUX Lienen»
Cpok rogHocTw.
Ycnosus .
M3meHeH agpecaT ans HanpasfeHus pekrnamaunm
TpaHCNOPTUPOBAHNS
N XpaHeHus
HasnaueHue YpaneHo: «BHUMAHWE! PegyanaTbl MNuUP-uccnenoBaHus
YUMTLIBAKOTCS B KOMIMIIEKCHOW AnarHoCTuUKe 3aboneBaHnsa»
04.02.15 | TUTyNbHLIA NUCT
BS CYMBONb, [na cumBona MSMEHeHa Haannch «Tonbko ana
MCrONb3yembie B Hay4YHO-UccneaoBaTenbCKMX Lenen» Ha « TonbKo AN
NeYaTHOM NpoaYKLMN nccneaoBaTenbCKUX U UHbIX HEMEOMULIMHCKUX Lienemny»
Cpok rogHocTw.
12.02.15 | Ycnosusi
YpaneH nogpasaen «YcrnoBus oTrnyckay
BO TpaHCNoOpPTUPOBAHUS
N XpaHeHus
21'2318 CocraB YTo4HeH ugeT ML P-cmecun
19.02.19
PM Mo Tekcty M3meHeHOo popmaTmpoBaHue TekcTa
05'%3/'19 HwxkHui konoHTuTyn | JJob6asneH kaTanoxHbii HOMep E-2921-3
TUTYNbHBIA ANCT [obasneHa (ppasa «TOJ‘IbKOy,D,J'Iﬂ nccnenoBaTenbCKNX U
16.04.20 MHbIX HEMEOULMHCKNX LIeNemn»
EM H [lo6aeneHo yTouHeHue o ToMm, 4To HP He aBndaeTtca
asHa4yeHue
MeOULIMHCKUM U3fenuem
26i\i§/'|20 IC_I:;::Z';I:O;Z?:‘;ZHW [ob6aeneHa nHdopmaums npo depmeHT YOI
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