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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

EIEC - OT aHrn. Enteroinvasive Escherichia coli
RCF - OT aHrn. relative centrifugal force, oTHoCMTeNbHOE yCKOpEHUE LeHTpudyru
OHK - Ae30KCnpunboHyKkenHoBast KUCIoTa
OHKa3bi - Ae30KCcnpuboHykeassbl

K- - OTpuLUaTEesbHbIA KOHTPONbHbIA 06pa3sely,
K+ - NOOXNUTENbHbIN KOHTPOJIbHBLIN 0bpasel
JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0bpa3eLl
HK - HyknenHosble kncnoTtbl (AHK 1 PHK)
OBEM - obwasa 6akTepmanbHas Macca

Mnup - NosINMepasHas LuenHas peakuus
PHKa3bl - pnboHykneasbl
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 NMonHoe HamMeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHns [OHK
6aktepun Shigella/EIEC wn Salmonella spp. metogom [P B pexwume peanbHOro BpeMEHU

(Shigella/EIEC n Salmonella spp.), Aanee no TekCcTy — Habop peareHToB.

1.2 HasHauyeHne: Habop peareHToB nMpeaHasHavyeH ans BbiseieHuns [OHK 6aktepun
natoBapoB Shigella w 3HTepouHBa3mBHbIX E.coli (EIEC) (6e3 anddepeHunaummn) un poaa
Salmonella B 6uonornyeckoM matepmane dyenoseka (dekannn) n bakTepmanbHbIX KynbTypax,

MoJIly4YeHHbIX U3 3Toro 6MomaTepmana, metoaom MNLP B pexrMe peanbHOro BpeMeHM!.
1.3 OYHKUMOHANbHOE Ha3Ha4YeHue: AnarHocTuka in vitro.

1.4 MNMokasaHua K MNpOBEAEHUIO WUCCeAOoBaHMS: CUMMTOMbl MHMEKLMOHHbLIX 3aboneBaHui,
BbI3BaHHbIX BO30yAMTENSAMU OCTPbIX KULIEYHbIX MHMEKUNI, U 3INMAEMUONIOTMYECKM CBSI3aHHbIE
cny4yau; CKpuMHUHI 6eccmmntoMHOro HocutenbcTea Shigella/EIEC n Salmonella spp.

MpoTMBOMOKa3aHWn K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble W agemorpadmyeckme acnekTbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNAUMNOHHbIX U ,D,eMOI'paCbVI‘-IeCKVIX aCneKkToB.

1.6 O6bnactb NMPpUMEHEHNA ! Ha6op peareHToB MOXET ObITb MCNONb30BaH B KJMHWKO-

ANAarHoCTU4eCKnx na6opaTopM;|x MEANLUNHCKUX yqpe>|<p,eHm71.

1.7 MoTeHUManbHble NONb30BaTENM: KBAaNUMULUMPOBaAHHbIA NepcoHan, obyyeHHbIn MeToaam
MONEKYNAPHON AMArHOCTMKW M NpaBuaaM paboTbl B KIWMHMKO-AMArHOCTMYeCKon nabopatopun:
Bpay  KAMHWKO-AMarHoctuyeckom  nabopartopun,  denbawep-nabopaHt  (MeAULWHCKWIA

nabopaTopHbIN TEXHUK).

1.8 MpUMeHATb HaAbop peareHToB CTPOro Mo Ha3HAUYEHUIO COrNacHO ZaHHOW WMHCTPYKLUMK

no NpUMEHEHNIO.
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no NpyuMeHeHu

2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

836 oT 25 uroHa 2025 roaga

) AHK-TEXHONOruA

Habop peareHtoB ang BbiasneHus AHK 6aktepuin Shigella/EIEC wn Salmonella spp.

metogom MLP B pexume peanbHoro BpemeHu (Shigella/EIEC w Salmonella spp.) BbinyckaeTcs

B CTaHAapTHoOM dacosBke

(Mapkupyetca - dacoBka S,

CTpUnbI;

dacoska S,

npobupkun) wu

B yHMBepcaanoM cbacosKe ANnga py4YHOro m aBToMaTuanmpoBaHHOIo A03MpoOBaHUA (MapKMpyeTcg -

dacoska U).

2.1

CoctaB Habopa peareHToB

R1-P503-S3/9, cbacoBka S, ctpunbl

o Konunuectso HOMUHanbHbIM
HanmeHoBaHMe KOMMNOHEHTa BHewHnn Bna N
npobupok | 06BEM KOMMOHEHTa
Mpo3payHas 6ecuBeTHas wuam
CMecb ana amnnudukaumu, 12 cTpunos
po30oBas XWAKOCTb Noj no 20 mkn
3aneyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM CNoeMm
PacteBop Tag-nonumepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobunpkmn rno 500 mkn
Mpo3payHasg 6ecuBeTHasa BA3Kas
MuHepanbHoe Macno po3p 4 2 npobupku rno 1,0 mn
MacnsHUCTasa XXUAKOCTb
MonoxnTenbHbl
. 1 Mpo3pauHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew,
KpbIWwKK ansg cTpunos 12 wr.

R1-P503-23/9, hacoBka S, npobupkm

HanmeHoBaHMe KOMMNOHEHTa

BHewHun Bna,

Konuyectso
npobupok

HoMuHanbHbIN
06BbEM KOMMOHEHTa

Cmecb Ansa amnandukaumm,

Mpo3payHasa 6ecuBeTHas unn

KOHTPO/bHbIN 06pazew!

po30Bas XUAKOCTb Noja 96 npobupok rno 20 mMkn
3anevyaTaHHas napaguHoOM
BOCKOO6pasHbIM 6enbiM cnoem
PacTteBop Tag-nonnmMepassbl Mpo3pauHas 6ecuBeTHas XUAKOCTb 2 npobupkun rno 500 Mkn
Mpo3payHas 6ecuseTHasa BA3Kas
MunHepanbHoe Macno posp 2 npobupkmn no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxnTtenbHbIn
. 1 Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
KOHTPOJIbHbIN 0bpa3sel,
R1-P503-UA/9, dhacoBka U
. Konunuyectso HoMUHanbHbIM
HanmeHoBaHMe KOMMoHeHTa BHewHun Bug N
npobupok | o06bEM KOMNOHEHTa
Mpo3payHas becuBeTHas wuam
Cmecb ansa amnnamdbukaymm Posp 4 1 npobupka 600 Mk~
po30Bas XWAKOCTb
Mpo3payHasg 6ecuBeTHasa BA3Kas
Monumepasa TexHoTag MAX posp 4 1 npobupka 30 Mkn
XXNAKOCTb
MUP-6ydep Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mMkn
MonoxunTenbHbl
Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn

1 - Ha 3TUKeTKe KOMMOHEHTa Ana Bcex CI)aCOBOK «[oNnoXnTenbHbIN KOHTpOﬂbeIVI 06pa3eu,>> YKa3blBaeTCA

Kak «K+»
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Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUID WU He TpebytoT
OOMONHUTENbHOM NOAFOTOBKKN K paboTe.
KoMMN1eKTHOCTb:
- Habop peareHTOB B OAHOM M3 BapMaHTOB UCMOSIHEHNSA — 1 WT.;
- NHCTpYyKUMA MO NpUMEHEeHUI0 — 1 3K3.;
- Bknagbiw — 1 3k3.;

- MacnopTt - 1 3K3.

2.2 KonnuectBo aHanmnsnpyembix 06pasLos

Habop peareHTOoB B (pacoBke S paccumtaH Ha nposeaeHue 96 onpeaeneHnii (He 6onee
24 NOCTaHOBOK), BK/OYas aHanam3 HeusBeCTHblX 06pasuoB, OTpuuUaTeNIbHbIX KOHTPOJIbHbIX
06pa3uUoB 1 NOMOXNTENbHbBIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHtoB B QacoBke U paccunmtaH Ha npoBegeHme 96 onpeneneHui
(pekomeHayeTcs MocTaHOBKa He MeHee 5 obpa3uoB B 04HOM uccnegoBaHun (3 HEU3BECTHbIX

ob6pasua, oTpuuaTenbHblii M NONOXUTENbHbIA KOHTPOJIbHbIE 06pa3ubl)).

2.3 MpuHUMN MeTOAa

Metoa: MonumepasHasa uenHas peakuusa (MUP) c getekumen pesynbTaToB B pexXume
peanbHOro BPEMEHW, KaueCTBEHHbIN MYJIbTUMIEKCHbIN aHanms.

MpuHUMN MeToAa@ OCHOBAH Ha WCNOMb30BaHWM npouecca amnaudukaumm OHK
C MOMOLLbK MNonMMepasHoM uenHon peakuun (MUP). Mpouecc amnandukaumm 3akno4vaercs
B CEPMM MOBTOPSIOWMXCS UWKIOB TemnepaTtypHou pgeHatypaumn [OHK, omkura npanimepoB
C KOMMJIEMEHTApPHbIMN NOC/AEeA0BaTENBHOCTSAMN U NOCeayowWen 4OCTPONKN NOMNHYKNEOTUAHbIX
uenen Tag-nonnMmepason.

Ons noBbilWeHUS 4YYBCTBUTENBHOCTM U cneuudrnyHOCTM peakunum npeaycMoTpeHoO
NpUMeEHeHne «rops4yero» crapTa, KOTopbli obecneuynBaeTca Ana ctaHaapTHoM dacoBku Habopa
peareHToB METOAMKON MpUroToB/EHUS PeaKUMOHHOM CMecu, COoCTosAWen U3 ABYX CIO0EB,
pasgenéHHbliX NpoCNonKon n3 napaduHa. CMeweHne cNoés M NpeBpalleHne Ux B peakuMoHHYIO
CMeCb MpPOUCXOAUT TONbKO MOCne nnasneHus napaduHa, 4TO MCKIOYaeT Hecneumduueckoe
cBA3biBaHMe nparmeposB ¢ AHK-muweHbto npu 6onee HM3KNMX TeMnepaTtypax. «fopaumin» crapt
ons  dacoekm U obecneumBaeTcs UMCNOMb30BaHMEM MNOAMMEpPA3bl, AKTUBHOCTb KOTOPOM
6nokmMpoBaHa aHTUTENaMn, akTueaumsa depMeHTa NPoMCXoAnT TOSIbKO Noc/ae npeaBapuTesbHOro
nporpeBa peakuMoHHOM cMecu npu 94°C. DTo UCKAKYaeT Hecneumduyeckoe CBsA3biBaHME
npanmepos ¢ AHK-muweHbto npu 6onee HU3KUX TemMnepaTypax.

B cocrtaB cMecu pgna amnandukaumm BXOAWT CMeCb ANns onpeaeneHms obuen
b6aktepmanbHon Maccbl (OBM). 3HaueHne OBM Heobx0AMMO KakK KOHTpPO/b B3ATMSA MaTepuana
ANna uccnenoBaHusl, a Takxke ANnA  aHanam3a  KadectBa BblgeneHmsa [OHK w3 obpasuos
bruonornyeckoro Matepuasna u No3BONSET ONpeaAenTb, AOCTAaTOYHO 1M NOSTYHYEHHOro KOIMYecTBa

OHK ana npoBeneHunsa aHanusa.
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B peakuunoHHyl cMecb ans amnnmdukaumm eeegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
coaepXuT GNyopecueHTHY MeTKy W racuTtenb dnyopecueHumn. [lpu  obpasoBaHum
cneundunyeckoro npoaykta AHK-30H4 paspyliaercs, AeNCTBUE racutens Ha (NyopecuUeHTHYHO
METKYy npeKpawaeTcs, 4YTOo BeAET K BO3pacTaHU YpPOBHA QJyopecUueHUNn, KOTOpbI
dukcupyetcs getektupywwmm  amnandukatopoM. KonmuyectBo  paspyLlleHHbIX  30HAO0B
(a, cnepgoBaTenbHO, N ypoBeHb dhiyopecueHUunn) yBennm4ynBaeTcs NnponopLmMoHanbHO KOMYeCTBY
obpazoBaBwKnxca cneunduyeckmx npoaykToB amnaudbukaumm. YpoBeHb dyopecueHunmn
M3MepseTCcs Ha KaXKaoM uukie aMmnandukaumm B pexuMe peanbHOro BpeMeHMu.

B coctas [HK-30HAOB, MCNONb3YKOLWMUXCA ANS AETEKUMW MPOAYKTOB aMnimdukauum
¢dparMeHTOB reHOMOB onpegensieMblx 6akTepuin, BKIOUEHbI lyopecueHTHbie MeTkM Hex, Rox n
Cy5. B coctas AHK-30HAa, ncnonb3yowerocs Ans AeTekumy npoaykra amnamdukaumm obwen
bakTepuansHoit Maccel (OBM), BXxoauT dnyopecueHTHbIM Kpacutens Fam. B Tabnuue 1
npueeAeHbl KaHanbl AeTeKUMN NPpOoAYKTOB aMinmdumkaumm.

Ncnonb3oBaHue HecKoNbkuUX GNyopecueHTHbIX KpacuTenen no3BONSEeT COKpaTUTb
KOSIMYECTBO MPOBbMPOK, MOCKOSbKY MNOSIBASETCA BO3MOXHOCTb OAHOBPEMEHHO PerucTpmpoBaTthb

pe3ysibTaTbl pa3HbIX peaKuMﬁ aMI'IJ'IMd)MKaLI,MM, npoxoaawunx B OAHOM npo6MpKe.

Ta6bnuua 1 - KaHanbl getekumm npoayKToB amMmnandukaumm

Fam Hex Rox Cy5 Cy5.5

ObM* Salmonella spp. | Shigella/EIEC(ipaH) | Shigella/EIEC(invE) -

* — KOHTPO/bHbIN MoKasaTesb

NccneposaHmne cocTouT M3 cnepylowmx aTanos: BbiaeneHne AHK (npobonoarotoska) um
MNnuP-amnandwmkauma AOHK ¢ pgeTtekuuwelr pe3ynbTaTOB B peXMMe peanbHOro BpeMeHu

C ucnonb3oBaHneM Habopa peareHToB Shigella/EIEC n Salmonella spp.
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMA

3.1 AHanuTu4yeckast cneunduyHoOCTb

B ob6pasuax 6uonormyeckoro Matepuana, cogepxawmx OHK BbisiBNSieMblX aHanMToB,
BO BpeMsi npoBeaeHuss amnandukaumum nporpaMmHoe obecrnedyeHve  AeTekTUpYyHoLLero
amnnmdukaTopa  permcTtpupyetr  3KCMOHEHUManbHbIA  pOCT  YpPOBHSA  (dayopecueHunm
B COOTBETCTBYOLEN Npobmpke no 3asBNE€HHbIM KaHanaM geTeKkumn.

B obpasuax 6bmonornmyeckoro matepuana, He cogepxawmx AHK BbIgsBNSEMbIX aHaNUTOB,
npu nNpoBeAeHUM aMnAnduUKaumMnm 3SKCNOHEHUMaNbHbIM  POCT YpOBHS  dyopecueHunm
B COOTBETCTBYHOLEN NpobmpKe No 3as8B/I€HHbIM KaHanaM AeTeKuun OTCYTCTBYeT, HO MPUCYTCTBYET
ans obwen 6aktepuansbHoin Maccel (OBM) no kaHany getekumm Fam.

Mpu Hannuum B obpasuax JHK 3aaBneHHbIX BO36yantenem ocTpbiX KMLWEYHbIX MHDEKLUIA
Habnwganucb cneundunyeckne MNonoXnTenbHble pe3ynbTaTbl aminndukaunm. PedepeHTHble
wTaMMbl 661K nonyydeHbl n3 Leibniz-Institut DSMZ - Deutsche Sammlung von Mikroorganismen
und Zellkulturen GmbH, ®IrbY ®HWL, sanngemmnonorunm n mmkpobuonorum uMm. H.®. Mamanen um
konnekumn N’Kb N2 67 nm. J1.A. Bopoxob6osa.

MoaTBepxaeHne aHanuTuyeckon cneuymdmnyHOCTM Habopa peareHToB MpPOBOAWMIIOCH
Ha obpasuax AHK w3 KynbTyp 3asBreHHbIX MWKPOOpraHmimoB, a Takxe [AHK w3 kyneTyp
61M3KOPOACTBEHHbLIX MW NMOTEHUMANbHO NMPUCYTCTBYHOLWNX B KINMHNUYECKOM obpa3ue B BbICOKOM
KOHuUeHTpaumn (1,0 x 10'° KO3/mMn) MukpoopraHusmoB: Akkermansia muciniphila, Alistipes
finegoldii, Allisonella histaminiformans, Anaerococcus spp., Astrovirus, Bacteroides ovatus,
Bifidobacterium bifidum, Bilophila wadsworthia, Blautia coccoides, Butyricimonas virosa,
Campylobacter jejuni, Candida albicans, Clostridioides difficile, Clostridium hathewayi,
Clostridium symbiosum, Collinsella aerofaciens, Coprobacter fastidiosus, Coprococcus comes,
Desulfovibrio piger, Dialister spp., Dorea spp., Eggerthella lenta, Enterococcus faecalis,
Enterococcus faecium, Enterovirus, Escherichia coli K12, Eubacterium limosum, Faecalibacterium
prausnitzii, Fusobacterium nucleatum, Lactobacillus salivarius, Lactococcus lactis, Megasphaera
cerevisiae, Methanobrevibacter smithii, Methanosphaera stadtmanae, Neisseria flava, Norovirus,
Parabacteroides merdae, Peptostreptococcus anaerobius, Prevotella copri, Proteus vulgaris,
Pseudomonas aeruginosa, Rotavirus, Ruminococcus spp., Saccharomyces cerevisiae,
Salmonella spp., Shigella boydii, Shigella dysenteriae, Shigella flexneri, Shigella sonnei, Slackia
piriformis, Staphylococcus aureus, Streptococcus oralis, aHTepouHBa3uBHble Escherichia coli
(EIEC) u/vnn OHK yenoBeka B KOHUeHTpauun go 1,0x108 konuit/mn obpasua.

Habnioganocb OTCYTCTBME NEpPeKPecTHbIX Hecneunduyecknx peakumin  Kaxaoro
KOMMOHEHTa, BXOASALWEro B COCTaB Habopa peareHTOB, MO OTHOWEHMWIO K APYrol MULIEHMU
cuctembl. OTCYTCTBOBanM Hecneunduueckme nosoXUTENbHbIE pe3ynbTaThl amMnandukaumm
npuv Hanuumn B obpasuax AHK ApyrMx MWKpoOOpraHW3MOB, MNOTEHUWANbHO MNPUCYTCTBYHOLLMX

B o6pasue 6nomatepuana, a Takxke [IHK yenoseka B KoHLeHTpaumn ao 1,0x108 konuit/mn obpasua.
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3.2 NHTepdepupytoume BewecTsa

Hannune wHrnéutopos [MLP B ob6pa3ue 6uonornyeckoro mMatepuana MoXeT 6biTb
MPUYNHON  COMHUTENbHLIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaToB. [lpu3HaKoM
noaHoro uHrnbmposanusa TMLP aBnsetca ogHoBpeMeHHOe OTCyTcTBMe amnamdukaumm OBM u
cneundunyeckoro npoaykra.

K wnHrmbutopam TLP oOTHeceHbl cneaylowue BewecTsa: reMornobuH, 6unupy6buH,
X0/leCcTepuH, Tpurnmuepuabl, camsb (MyuMH) W JfieKapCTBeHHble npenapaTtbl, OCTaBlunecs
B o6pasue AHK B pe3ynbTaTe HeNosIHOro UX yaaneHus B npouecce BbigeneHns AHK 13 obpasua
6nomaTepuana, a Takxe M3onponuaoBbIA CNUPT U MeTunaueTaTt, KOTopble MOryT NMpUCyTCTBOBaTb
B obpa3sue [OHK B pe3ynbrate HENO/SHOro yaaJieHUs MpOMbIBOYHbIX pPacTBOPOB B Xo4e
npob6onoaroToBKu.

MakcuManbHble  KOHUEeHTpauun  uHTepdepupyowmx  BewecTs, MNpuM  KOTOPbIX

He Habntopganocb nHrnbuposanue MUP, npeactasneHbl B Tabnvuye Huxe.

KoHueHTpauus

Bug 6uomarepuana NHTepdepupyiollee BELLECTBO MHTEphEPUPYIOLINX BELLECTE

DHAOreHHbIe BeLecTsa

Bunnpy6buH 684 MkMonb/n
XonecrepuH 13 MMonb/n
Kan (dbekanun) FemornobuH 0,35 mr/mn
Tpurnuuepuabl 37 mMMonb/n
MyumnH 20%
Sk30reHHbIe BelecTsa
N3onponunosbiii cnnpT 10%
MeTunauetaTt 10%
Kan (dpekanun) NéynpodeH cynnosntopum 5,0%
SCnyMn3aH aMynbcus 5,0%
BudepoH cynnosutopum 10%

Mpumecn, cogepxxawmecs B obpasue buomatepunana, Takme Kak C/inM3b, KpoBb, MECTHbIE
NleKapCTBEHHbIE MpenapaTbl, B TOM 4YUCNe CcoAepXalMmecss B peKTasbHbIX CBe4dax, yAansioTcs
B XoAe BblaeneHns HK ¢ ncnonb3osaHmeM HabopoB/KOMMNIEKTOB peareHToB Ans NpobonoaroToBKu.
Ons  cHWXeHna KonmnyectBa UHrmbmtopos [MUP Heobxogmmo cobntogaTe npaBuna B3ATUSA

éunonormnyeckoro Matepuana.

3.3 Mpenen obHapyxeHus

Mpenensl 06Hapy>XeHNS MUMKPOOPraHM3MOB, BbISIB/ISIEMbIX C MOMOLLbIO Habopa peareHToB
Shigella/EIEC u Salmonella spp., YyCTaHOBfeHbl MyTEM aHanusa CepuiHbIX pasBeaeHun
nabopaTopHbIX KOHTPONbHbLIX 06pa3uos (JIKO) n npeacrasneHbl B Tabnuue Huxe.

Mpenen obHapyXeHUs COOTBETCTBYET CNeAyWMM 3HaYeHUsaM KoHueHTpauun [OHK
Npu UCMOAb30BAHMMN YyKasaHHbIX HabopoB/KOMMNEKTOB peareHToB Ana BbigeneHns OHK un

KOHe4yHoro obbéma anounn (passeaeHus) sbiaeneHHon JHK.
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UHCTPYKUMA NO NPUMEHEHUIO

836 oT 25 uroHa 2025 roaga

) AHK-TEXHONOruA
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Salmonella spp. 15 3,0x103 | 1,0x10% | 1,5x103 | 5,0x103 | 1,5x104 | 2,5x10% | 1,0x10%
Shigella/EIEC (ipaH) | 15 | 3,0x103 | 1,0x103 | 1,5x103 | 5,0x103 | 1,5x10% | 2,5x10% | 1,0x10%
Shigella/EIEC (invE) | 15 | 3,0x103 | 1,0x103 | 1,5x103 | 5,0x103 | 1,5x10% | 2,5x10% | 1,0x10%
3.4 AunarHocTnyeckne xapakTepucTuku
Bupg AnarHocrnyeckas AnarHocrnyeckas
AHanut
6unomarepunana YYBCTBUTEJ/IbHOCTb cneundpuUHOCTb
Salmonella s 100% 100%
dekanmm PP- | (95% Au: 86,28% - 100%) (95% OW: 86,28% - 100%)
Shigella/EIEC 100% 100%
g (95% AWN: 92,89% - 100%) (95% AWN: 92,89% - 100%)
Salmonella s 100% 100%
BakTepunanbHble Pp- (95% AWN: 86,28% - 100%) (95% [N: 86,28% - 100%)
KYNbTypbl . 100% 100%
higella/EIE
Shigella/ETEC (95% AM: 92,89% - 100%) | (95% AM: 92,89% - 100%)
100% 100%
Utoro
(95% AW: 97,57% - 100%) (95% OWN: 97,57% - 100%)
3.5 BocnponsBoaAMMOCTb 1 MOBTOPAEMOCTb

BocnpoussoanmocTb coctaenseT 100%.

MosTopsiemocTb cocTtaenseT 100%.
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LUP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOXKHbI
COOTBETCTBOBAaTb TpeboBaHuAM FOCT P NCO 15190-2023, MeToAUYEeCKNX yKasaHui
MY 1.3.2569-09 «OpraHusaumsa paboTtbl nabopatopuii, NCNOMAb3YHOLWNX MeToabl aMmnandukaumm
HYK/IEMHOBbIX KNCNOT, Npn paboTe C MaTepumanoM, CoaepXalmMm MUKpoopraHusmbl I-IV rpynn
naToreHHoCcTn», ¢ cobnogeHnemMm caHuTapHbixX nNpasmn n HopM CanluH 3.3686-21 «CaHuTapHo-
annaeMmnonornyeckme tpebosaHus no npodunakTuke MHOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3ubl paccMaTpuBalTCA KakK MNoTeHuManbHoO-onacHble. Mpu paboTe
c HabopoM peareHTOB cneayeT HageBaTb OAHOPA30Bble NepyaTku 6e3 Tanbka.

Mpn paboTte ¢ MukpoopraHuamamu I-IV rpynn naTtoreHHoCTu BblGOp TMMNa 3aWMUTHOro
kocTioma (pabouein ogexabl M CpeacTB MHAMBUAYANIbHOW 3alMTbl) MPOBOAMTCA B CTPOroM
COOTBETCTBMW C CAHUTapHbIMM npasuiamMmm n Hopmamm CanlmH 3.3686-21 n onpegensieTcs BUAOM
Bo36yauTens, paboyer 30HON, ocHaweHneM ee 6okcamum buonornyeckon 6eaonacHoOCTu.

CnepyeT UCNoAb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPOBUpKMN.

He ponyckaeTcs WCNOMb30BaHWE OAHMX W TeX Xe HaKoHeuyHWKoB npu obpaboTke
pa3nnyHbix o6pa3uos 6nonorMyeckoro maTepuana.

K pabote c HabopoMm peareHTOB JornycKaeTcsd nepcoHan, ob6ydeHHbIn MeToAaM
MOJIEKYNAPHOM ANArHOCTUKM M NpaBmnamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenvne AHK cneayet nposoanTb B Hokcax 6uonormyeckon 6esonacHoctum II knacca.
MoaroTtoBky K MLP c ncnonb3osaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos,
WwTaTMBOB, NlabopaTOpHOM MOCyAbl, XaslaToB, rO/IOBHbIX y6OpoB M Mnp., a TakXe pacTBOpPOB
peareHToB U3 O4HOro NMOMeLeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTM (MPOBbUPKKM, HAKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbCs B KOHTEWMHep AN  MeAMUMHCKMX  OTX0A0B,  COoAepXKalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabouunx CTOMIOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHune
HK n nocrtaHoeka [UP, cnegyet obsizatenbHOo, A0 W nocne nposeaeHuss pabot, obnayyatb
C noMouwblo bakTepmumMaHbIX YCTAHOBOK B TeueHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTatuebl, obopyaoBaHme un ap.)
eXegHeBHO rMogBepraloT BfaxHon ybopke C MpUMEHEeHMEM Ae3nHPULMPYOLWMX/MOKLWMX

CpeAcCTB, perfiaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C npoaykTamu MNLP HeobxoaAnMo TOMbKO B 3aKpbITOM BUAE.
He ponyckaetca oTKpbiBaTb MNpobupku nocne amnamdukaumm, Tak Kak 3TO MOXET NpuBecTU

K KOHTamMuHauuum npogyktamu MUP (MY 1.3.2569-09).
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836 oT 25 uroHa 2025 roaga

} AHK-TEXHONOrusa

Mpn wncnonb3oBaHnMM Habopa peareHToB B KJIMHMKO-AMArHOCTMYECKOW nabopaTopum
obpa3yloTcs oTxoabl knacca B, KoTopble yTWUIM3UPYKOTCS B COOTBETCTBUMM C TpeboBaHuAMU
CanlunH 2.1.3684-21

Tpe6OBaHVI9I K coAepPXaHWUKO TeppMTOpMVI ropoaCcKux n CenbCKnx I'IOCG)'IGHVIVI, K BOAHbIM 06'beKTaM,

CaHWUTapHbIX TMpaBuUl U  HOPM «CaHUTapHO-3NMAEMMOSIOTMYECKME
NMUTLEBOM BOJE W MUTbEBOMY BOAOCHAbXEHUI, aTMOC(EepHOMY BO34yXy, MOYBaM, >XWJbIM
NMoMeLLEHNSIM, 3KCMyaTaunmn Npou3BOACTBEHHbIX, OBLIECTBEHHbIX MOMELLUEHWIA, OpraHu3aumm U

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanunume/otcyrcrBue

KoMmnoHeHT Habopa
OMacHOro KOMMOHEHTa

YKasaHue Ha pUCKM

peareHToB

dacoBka S ®acoska U
CMecb ana amnaudukaumu, HeT onacHbIX
3anevyaTaHHas napaguHoOM BeLlecTs
HeT onacHbIX
PacTteop Tag-nonnmepassbl - -
BellecTs
HeT onacHbIX
MunHepanbHoe Macno - -
BeLlecTB

HeT onacHbIX
Cmecb ana amnnudumkaumm - -

BELLECTB
HeT onacHbIx
MonumMepasa TexHoTag MAX - -
BELLECTB
HeT onacHbIx
nup-6yde - -
LP-bydep BELECTB

He knaccuduumpyetcs
KaK ornacHbIin Ana 340p0BbSA
yenoBeKa U oKpyXatoLlel cpeabl

MonoXuTenbHbIn
KOHTPO/bHbIN 06pasel

A3una HaTpusa
MmeHee 0,1%

A3up HaTpusa
MmeHee 0,1%

MNpu paboTe c HabopoM peareHToOB C/leAyeT MCMoJ/Ib30BaTb CPEACTBA MHAUBUAYANbHOM
3alWmMTbl 4518 NpeaoTBpalleHMss KOHTaKTa C OpraHu3MoM 4yenioBeka. [locnie oKOH4YaHusa paboThbl
TWATeNIbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXEW, rnasaMmm U CiM3ncToir 060/104KOoN.

MpM MCNONb30BAHUM MO HA3HAYEHUIO U COBMOAEHUN Mep MPEAOCTOPOXHOCTM KOHTaKT
C OpPraHM3MoM YeNloBEKA UCKITIOYEH.

He ncnonbsoBaTtb Habop peareHToB:

- Nnpu HapyLIEHWUW YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

- npu HECOOTBETCTBUM BHELIHEro BWAA peareHToB, YKa3aHHOro B nacnopte K Habopy
peareHToB;

- Npu HapyLWeHUN BHYTPEHHEN yNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUIO CPOKA FOAHOCTU Habopa peareHToB.

MpumeyaHue - Habop peareHTOB He COAEPXXUT MaTepuanoB 6GMOIOMMUYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpauusax, obnajalolmnx KaHUeporeHHbIM, MyTareHHbIM AeWCTBUEM, @ TaKXe BIMSAIOLINX
Ha penpoayKTUBHYIO (YHKUMIO 4enoBeka. [pyv MUCNONb30BaHUM MO HA3HAYEHMIO UM COGMIOAEHUM Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpn pabote c Habopom peareHtoB Shigella/EIEC u Salmonella spp. Tpebytotcs

cneaytowme obopyaoBaHMe, peareHTbl U pacxoAHble MaTepuarbl:

dacoBka U,

®acoska S Oo3upoBaHue
O6opynoBaHue, peareHTbl U pacxoAHble MaTepuasbl A L
CTpunbl | Npobupkn | py4vHoe asromarn-
3npoBaHHOE
MuP-6okc na na na na
aMnnnduKaTop C AeTeKLUEN B peXnNMe peasibHOro BpeMeHu! aa aa aa a2
MUKpoueHTpudyra-sopTekc aa aa aa aa
0TOp AN MUKPOLEHTpUdYrM-BopTeKca AN CTPUMNOBAHHbIX
poTop A p UeHTPudy P A P ha HeT HeT HeT
npobupok o6vémom 0,2 Mn
XONOAUTbHUK C MOPO3UJIBHOW KaMepow aa aa aa aa
wratme «pabouyee mecTo» Ans Npobupok o6vémom 0,2 Mn HeT na aa3 HeT
wratme «paboyee MecTo» AJ1s1 CTPUNOBAHHbIX NPO6MPOK
N aa HeT HeT HeT
o6bémom 0,2 mMn
wraTnB «paboyvee Mecto» ana npobupok o6bEMOM 1,5 Mn ha ha na na
[03aTOpbl MEXaHMYECKME WU SNEeKTPOHHbIE NepeMeHHOoro
06bEéMa ofHOKaHasbHblE, NO3BONSAIOLWNE OTOMPaTbL O6BLEM na na na na
xuakoctn ot 2,0 go 20 Mk, ot 20 go 200 MKkn,
oT 200 go 1000 mkn
OAHOpPa30Bble HAKOHEYHUKN C PUNbLTPOM ANs
nosyaBTOMaTM4YeCKUX A03aTOpoB, cBo6oAHble OoT PHKa3 u aa aa ha ha
OHKa3, 06bémom 20 mkn, 200 mkn, 1000 mkn
WTaTUB ANS 403aTOPOB aa aa Aa Aaa
npobupkn MUKpoueHTpUdy>xxHole 06bEMOM 1,5 Mn
pobup poueHTpudy p na na na na

C Kpblwkamu, ceobogHble oT PHKa3 n JHKas3

npobmpkn amnandunkaumoHHble 06béMom 0,2 M1 C KpbIlKaMy,
cBoboaHble oT PHKa3 v IHKa3 HeT HeT aa HeT
nnn mmkponnaHwet MUP 96 nyHok

OAHOpa30Bble nepyaTkn MeaunumMHcKkme, 6e3 Tanbka,
TEKCTYPUPOBAHHbIE

éMKOCTb ANna cbpoca Mcnonb3oBaHHbIX HAKOHEYHUKOB,
NpobMpoK 1 ApYrnx pacxofHbiX MaTepunasnos

YcTporictBo go3upytowee ATcTpuM

no TY 9443-005-96301278-2012 B BapuaHTe UCMOSIHEHUS
12M1 nnm 15M1, OO0 «HIMNO AHK-TexHonorus», Poccus,

PY N¢ P3H 2015/2982, nanee no Tekcty - ATcTpum
OHOPa30Bble HAaKOHEYHUKM C PUNLTPOM AN AO3MPYIOLLEro
ycTponctBa ATcTpuM B koMnniekTaumm *M1, csob6ogHbie OT
PHKa3 n [JHKa3, o6bémom 200 MK nan peKkoMeHAOBaHHbIE
ANS @aHaNOrMYHOro UCMOJIb3YeMOro AO3MPYHOLLEro yCTPOMCTBa
YCTpOWCTBO AN14 3ane4yaTbiBaHus nnaHweTtos ATnak,

000 «HMNO AHK-TexHonorus», Poccusa

ueHTpudyra c RCF(g) He Hmxe 100, c aganTepoMm AN
MWKPOMJaHLWeTOoB

nonvMepHasa TepMonnéHka Ans 3aneyaTtbiBaHUS
MUKPOM/IaHLIETOB

Aa Aa Aa Aa

Aa Aa Aa Aa

HEeT HEeT HeT Aa

HET HET HET Aa

HeT HeT nat ha

HeT HeT nat ha

HeT HeT nat ha

MukponnaHwet MUP 384 nyHku HeT HeT HeT ha
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dacoBka U,
AO3MpOBaHue
aBTOMaTu-
3npoBaHHOE

dacoBka S

O6opynoBaHue, peareHTbl U pacxoaHble MaTepuasbl
CcTpunbl | Npobupkn | py4vHoe

dusmnonormyeckmii pacteop (0,9% NaCl) ctepmnbHbIi

Habop/KoMMNeKT peareHTOB AN BblAENEHUSA HYKNENHOBbLIX KMCOT M3 6MOoMIorMyeckoro matepunana’,
pEKOMEHAYIOTCA:

— Habop peareHToB ans sbigeneHnsa AHK MPOBA-MY MAKC, 000 «HK-TexHonorua TC», Poccus,
PY N° P3H 2021/14391;

— KomnnekT peareHToB ANns BblAeneHnsa HyknenHosbix kucnoT MPOBA-HK/MPOBA-HK-MJTHOC
no TY 9398-035-46482062-2009, B bopMmax komnnekTauun: komnaekTt MPOBA-HK,
komnnekT MPOBA-HK-IMJTHOC, OO0 «AHK-TexHonormns TC», Poccusa, PY N2 ®CP 2010/08867

— KomnnekT peareHToB ans sbigeneHns AHK no TY 9398-037-46482062-2009 B dhopmax
komnnekTauuun: NMPOBA-I'C, NMPOBA-IC-TJTKOC, 000 «AHK-TexHonoruns TC», Poccus,
PY N2 ®CP 2010/08696;

— Habop peareHToB ansa sbiaeneHuns AHK yenoseka, 6akTepuii, BUPYyCcoB 1 rpnboB n3 6Monormyeckoro
MaTepuana yenoseka u KynbTyp MukpoopraHusmos (MPOBA-OMTUMA), OO0 «OHK-TexHonorusa TC»,
Poccusi, PY N2 P3H 2022/17496

JononHutensHo ans npenobpabotkun dpekanmin:

rnmuepuH

MpumeuyaHusa k Tabnuuye:

1 - nanee no TeKCTy - AETEKTUPYHOLIMA aMnnndukaTop; TpebyeMble NnapaMeTpbl AETEKTUPYIOLWMX
aMnandunKaTopoB yKasaHbl HUXe

2 - BaNIMANPOBAH AeTeKTUpYLWnin amnandukaTop «ATnpaiiM» (Moandukauua OTnpaim» *X*),
000 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229

3 — TONbKO NPW UCMOJIb30BaHUN NPO6MPOK

4 - TONbKO MpY UCNONb30BaHUN MUKPOM/IAHLIETOB

> — BO3MOXHOCTb MCMOIb30BaHNs Habopa/KOMM/IeKTa peareHToB Ans BblaeneHus AHK onpegensercs
BMAOM H6Monornyeckoro Matepmana

Habop peareHTOB MpUMEHSETCSA C AETEKTUPYHOWMMN aMiandukaTopamum naaHLWETHOro
TMNa C CucTemMol petekumm yopecueHTHOr0 CUrHana B peXuMe peanbHOro BPEMEHM,
3aperucTpmpoBaHHbIMKM B YCTaAHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLWMMU CNeayroLmM
TpeboBaHUAM:
- obecneunBaeTtca paboTta ¢ 06bEMOM peakuUMOHHON cMecn 35 Mk (dacoBka S) mnm 18 mMkn

(dbacoBka U);

- obecneumnBaetcsa pabota c dpnyopodopamm: Fam, Hex, Rox, Cy5;
- nogorpeBaeMasl Kpbilwka c TemnepaTtypon 6onee 100 °C;
- CKOpPOCTb Harpesa He MeHee 2 °C/cek;
- CKOpOCTb oxNaxaeHus He MeHee 1 °C/cek;

- TOYHOCTb MoAAepXaHus U 0A4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

Habop peareHTOB Ha KIWMHWYECKUX WCMbITAaHUAX BanuAMpPoOBaH CO CleAyrLWUMM
OeTeKTMpYyoLWwmMMm aMmnnndmnkaTopamm:
- Amnnndukatop  getektupywowmin  «ATnpanm»  (Mmogudukaumsa  «OTnpanm *M*»),
000 «HIMO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229, pnanee no Tekcty — «ATnpanm»;
- AMnnndukatop  AETEKTUPYIOLWNNA «OTnpanm» (Mmogndukaumns «OTnpanm *X*»)
000 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229 (Ttonbko ansa Habopa peareHToB
B acoBke U ana aBTOMaTM3MPOBAHHOIO JA03MPOBaHUs), Janee no TeKkcTy - «ATnpanm»

B Moamdukaumm «Tnpanm *X*»;
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- AMmnnundunkaTop AEeTEKTUPYOLLNIA «ATnant» (moandukaums «OTnant *S*»),
000 «HMO AHK-TexHonorma», Poccmsa, PY N2 ®CP 2011/10228 (Tonbko Ansa Habopa peareHToB
B pacoBke S; B pacoBke U ana py4yHoOro A03vpoBaHMs Npu MCNonb30BaHMK Npobupok), fanee
no TekCTy — «ATnanT»;

- TepMmoumknep ans amMnanduKauum HykKnenmHoBbiXx kKncaoT 1000 ¢ moayneMm peakumOHHbIM
ontnyeckmm CFX96 (Optical Reaction Module CFX96), Bbuo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, nanee no tekcty — CFX96.

Mo BonpocaM NPUMEHEHUS AETEKTUPYIOWMUX aMNIndUKaATOpoB, He YyKasaHHbIX Bbille,

TpGﬁyETCH cornacosaHue C npomnssBoanTeneM Ha60pa peareHToB.

6 AHAJIN3NPYEMDIE OBPA3LLbI

6.1 MaTepuan gns nccnenoBaHus
Ona wvccnegoBaHms ucnonb3ytoT buonornyeckmii matepuan denoseka (dekanum) wm

6aKkTepuanbHble Ky/bTypbl, NOMyYeHHbIE U3 3TOro 6MomMaTepuana.

6.2 Obuwme TpeboBaHus

6.2.1 [Ons nony4YyeHMs KOPPEKTHbIX pe3ynbTaToB 60Mbloe 3Ha4YEeEHME MMEET KayecTBO B3ATUSA
obpasua 6uomaTepmana ANns WCCIeAOBaHMSA, ero XpaHeHue, TPaHCNoOpTUPOBaHWE U
npeasapuTenbHas obpaboTka.

6.2.2 HenpaBunbHoe B3ATME HBMOMaTepuana MOXET NPMBECTM K MOYUYEHUD HEAOCTOBEPHbIX
pe3ynbTaToB U, BCIeACTBUE 3TOro, He06X0AMMOCTU ero NOBTOPHOIO B3ATUS.

6.2.3 Ha »3sTane noarotoBkn 6uMOMaTepmana WCNONb3ylTe OAHOPA30Bble HAKOHEYHUKMU
¢ punbTpoM, cBoboaHble oT PHKa3 n AHKas.

6.2.4 [Ons npeaoTBpalleHUss KOHTaMMHAUWMKM OTKpbiBaWTE KpbIWKY TOAbKO TOW Npobupku,
B KOTOpYIO byaeTe BHOCUTb BMonormdecknii Matepmarn, n 3akpbiBanTe ee nepen pabortomn
CO cneaytowen npobupkoi.

MpuMeuvaHune - Bs3atne, npeaBapuTenbHyto 06paboTKy, XpaHeHMe U NepeBO3KYy, Mepenavy

uccneayemMoro mMatepuvana B Apyrve opraHusauum OCyLEeCcTBASAKT COrlacHO UMHCTPYKTUBHO-METOAMYECKUM

[OKYMEHTaM, PpernaMmeHTUpyloWmnM BbINO/IHEHNE WUCCNeA0BaHU B COOTBETCTBUM C  TpeboBaHMAMU
MY 1.3.2569-09 n CaHlnH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbigeneHnem [OHK wMoxeTr noTpeboBaTbCs mnoarotoBka o6pa3uos

éunonormnyeckoro matepuana (6.5).

6.3.1 ®dekanuu
OrpaHuuyeHue Mertogal: nccnenoBaHME PEKOMEHAOBAHO MPOBOAUTb HE paHee, UYeM

yepes ABa AHA Noc/ie OKOHYaHMA NpuéMa 3HTepOCOPHEHTOB.

1 — ecnu 3TO He MNpOTUBOPEUUT TpeboBaHUAM K WCMOSb3yeMbiM HabopaM/KOMMIEKTaM peareHToB Ans
BblaeneHns HK
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B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMU MO MNPUMEHEHMUIO
MCNoNb3yeMbiX HABOPOB/KOMNMIEKTOB peareHToB Ans Bblgenenus HK (7.1).
Mpn wucnonbsoBaHun Ana BblgeneHns [OHK komnnektos peareHTtoB [1POBA-HK,
MPOBA-HK-MJTIOC, MPOBA-I'C n NMPOBA-IC-MNJ1KOC:
Ona aHanuza mcnonb3ylT obpa3ubl dekanuii maccon (06bémoMm) npumepHo 1,0-3,0 r
(1,0-3,0 mn). B3atme maTtepmana npoBOAUTCS OTAE/bHbIM HAaKOHEYHUKOM C (DUNBbTPOM
WAW  O4HOPA30BbIMM JfioONAaTKaMW B  CrleuumasnbHblii  CTEepWsbHbIA  CyXon  akoH
B Konu4yecTtse npumepHo 1,0 r.
Mocne cbopa dekanmin pnakoH NAOTHO 3aKpPbIiBAOT U MAPKUPYIOT.

6.3.2 bakTepuanbHble KynbTypbl
B3aTne ™MaTtepuana npoBOAMUTCSH B COOTBETCTBMM C WMHCTPYKUMAMM MO MNPUMEHEHUIO
ncnosiblyembix HabopoB/KOMMAEKTOB peareHToB Ans Bbigenenms HK (7.1).
Mpn wncnonb3oBanHmn pana  BblgeneHuna [OHK komnnektoB peareHtoB [MPOBA-HK,
MPOBA-HK-IJTIOC, MPOBA-I'C n NMPOBA-IC-MJ1KOC:
B3aTne maTepmana C XMAKUX U NAOTHbIX Cpea NpOBOAUTCH B O4HOPa30Bble€ NNacTUKOBbIE
npobupkn o6vémom 1,5-2,0 Mn, B KOTOpble npeaBapuTenbHO BHeceHo 500 mkn
CTEPUNBLHOrO dunsmonornyeckoro pacTsopa. Mpw NOMOLLN 0ZHOPa30BOM
MUKPOBMONOrMYeCcKOn NeT/IN UK WNaTens B Kaxaylo npobupky noMeLlaroT OANHOYHYH
KONOHUIO KNeTok nam 100 MK XnaKon cpeasbl.

Mocne B3aTMA MaTepuana I'Ip06MpKM MAOTHO 3aKpbIBAlOT U MAapKUpPYHOT.

6.4 TpaHcnopTMpoBaHuMe U xpaHeHue obpasyoB 6nonormyeckoro matepmana
YcnoBus TpaHCNOPTUPOBaHMA U XpaHeHnsa obpasuos buonornyeckoro Mmatepmana
onpeaenstoTcs MHCTPYKUMSMKU NO NMPUMEHEHMIO UCMONb3yeMbiX HABOpPOB/KOMMIEKTOB peareHToB
ansa sblgenedns HK (7.1) nan ncnonb3yembix o8 TPaHCNOPTUPOBAHUSA U XpaHeHns obpasuos
TPaHCMNOPTHbIX Cpea.
[onyckaeTcs TpaHCNOPTUPOBaTbh U XpaHUTb!:
Obpasubl dhekanui:
- npu KoMHaTHolM TemnepaTtype (o1 18 °C go 25 °C) - He 6onee 6 yacos;
- npu Temnepatype o1 2 °C go 8 °C - He 6osee 3 cyTOK.
deKanbHy CyCneH3uto C rULepuHOM:
- npu Temnepatype MuHyc 20 °C — B TeyeHue 1 Hepenu;
- npu Temnepartype MuHyc 70 °C — pgaunTtencHo.
BakTepuanbHble KyAbTypbl:
- npu Temnepartype ot 2 °C go 8 °C - He 6onee ogHUX CYTOK;
- npu Temnepartype ot MuHyc 20 °C go muHyc 18 °C - He 6onee ogHOM Hepenwu;

- npun TemnepaTtype MMHyc 70 °C - gnumTencHo.

1 — ecnu 3TO He MNpOTUBOPEUUT TpeboBaHUAM K WCMOSb3yeMbiM HabopaM/KOMMIEKTaM peareHToB Ans
BblaeneHns HK
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6.5 MoarotoBka 6uonornyeckoro matepmana ans solaenenmsa AHK

MoarotoBka 6uonoruyeckoro MaTepuana (Npu  Heob6xXoAUMMOCTM)  MNPOBOAUTCS
B COOTBETCTBMM C WHCTPYKUMSIMU MO TMPUMEHEHUID UCMNOb3yeMblX HabopoB/KOMMNNEKTOB
peareHToB A5 Bblgenenms HK (7.1).

Mpn wncnonb3oBaHnun pana BblgeneHuna [OHK komnnektoB peareHtoB [MPOBA-HK,
MPOBA-HK-TJTHOC, MPOBA-I'C 1 NMPOBA-IC-TJTHOC, Habopa pearenTos NMNPOBA-MY MAKC:
6.5.1 O®ekanuu
6.5.1.1 MoarotoBbTe HeO6XOAMMOE KONMMYECTBO OAHOPA30BbiX MJACTUKOBLIX MNPO6MPOK

06bémom 1,5 mn ¢ 1,0 Mmn cTepunbHOro pmM3nonormyeckoro pacteopa.

6.5.1.2 MomMecTnTe B Kaxkayto npobupky npumepHo 0,1-0,2 r (Mn) dekanuii.
6.5.1.3 TwaTtenbHO pecycneHAMpynTe cogep>XmMoe npobupkm Ha MuUKpoueHTpudyre-

BopTekce B TeyeHme 5-10 c.

MpuMedaHune - T[lpn HEBO3IMOXHOCTU MUCCNeAOBaHMSA MaTepuana B TeYeHMe CYTOK W/unm
Heob6XoANMMOCTN ANUTENbHOINO XpPaHeHUs K CycrneH3un dexkanuin B CTEPUSIbHOM M30TOHUYECKOM
pacTBope HaTpus xnopuaa p[06aBnsiOT MMUEPUH B KOHEYHOM KOoHueHTpauunm 10-15%.
MoarotoBneHHble TakuM o06pa3oM o6pasubl 3aMoOpaXkmMBaltT TOSIbBKO MOCNe TwaTeNbHOoM

roMoreHm3aumm n 3KCNo3nummn C MmuuepuHoM B TedeHne 30-40 MUHYT.

6.5.1.4 LleHTpudyrnpynte npobupkm ¢ obpasuammu cycnensum dekanmin npn RCF(g) 13000
npu KOMHaTHOM TemnepaTtype (0T 18 °C no 25 °C) B TeueHue 30 c ana ocaxaeHus
aebpuca Ha gHO Npobupku.

6.5.1.5 MpomMapknpynTe no ogHON oaHOpa3oBon npobupke obvémom 1,5 mMn ansa kaxaporo
nccnegyemoro obpasua u oTpuuaTenbHOro KOHTPObHOro obpasua «K-».

6.5.1.6 BHecnTe B COOTBETCTBYKLUME MPOMapKMpoOBaHHble MPOBUPKM CpeaHIo dpakumio
M3 NpobMpoK C cycneHsmsMm dekanunin. na satoro otbepute U3 Kaxaon npobupkm
OTAEeNbHbIM HAaKOHEYHUKOM C GubTpoM BakTepuanbHylo dpakumio (BepxHas 6eno-
»XEnTas Yactb obpa3oBaBLUerocs ocagka) B 06béme 100 Mk (Ans KOMMNJIEKTOB peareHToB
MPOBA-HK, MPOBA-HK-TJTIOC nnn Habopa peareHtos NMPOBA-MY MAKC) nnu 50 mkn
(ansa komnnektoB peareHToB MPOBA-IC wnn MPOBA-TC-MMAKOC). Mpu oTcyTCcTBUMU
6eno->KENToro NOrpaHNYHOro CNosA Mexay 0cCcaakoM u cynepHaTaHToMm otbepute 100
unmn 50 MK C rpaHuULbl 0cagKka U cynepHaTaHTa, AoNYyCKaeTcs YacTUYHbIM 3axBaT aebpuca.

6.5.1.7 BHecuTe B npobupky «K-» 100 nnm 50 Mkn oTpuuaTenbHOro KOHTposibHOro obpasua,
COrNacHO MHCTPYKUUM MO MPUMEHEHUID WCMOoMb3yeMoro Habopa peareHTOB AN
Bblaenenna AHK.

O6pasubl rotosbl ang sbigeneHns AHK.

6.5.2 bakTepuanbHble KynbTypbl

TwaTenbHO pecycneHaMpymnTe coaep)XXuMMoe npobupok Ha MUKpOLEHTpuUdyre-sopTekce
B TedeHne 5-10c, ueHTpudyrmpynte npobupkM Ha MUKpPOLEHTpUdyre-sopTekce
B TeyeHue 1-3 c. Anga sbiaeneHnsa AHK ncnonb3syetca 100 mkn obpasua (ANnS KOMMIEKTOB
peareHTtoB [MPOBA-HK, MPOBA-HK-MJTIOC) wnm 50 mkn obpasua (419 KOMMIEKTOB
peareHToB NMPOBA-I'C, MPOBA-IC-MNNIOC).

O6pasubl rotosbl 4n4 BbigeneHns AHK.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bbiaenenne AHK

Ona Bblgenenns OHK pekoMeHayeTcs MCNofb30BaTb HAbopbl/KOMMMAEKTbl peareHTos,
uMelLLne perucTpaunoHHbie yA40CTOBEPEHUS HA MeANLMHCKOe u3aenue n npegHasHavyeHHble 415
COOTBETCTBYIOLWMX BNAOB BMOMaTepuana C uenbio nocneayroulero nccnegosaHus AHK metoaom
MNnupP, nanpmumep, NMPOBA-HK, NMPOBA-HK-TIJTIOC, MPOBA-T'C, NMPOBA-IC-TIJTHOC, MNMPOBA-OMNTUMA,
MPOBA-MY MAKC (Ttabnuua 2).

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WMHCTPYKUMEN MO MPUMEHEHUIO

ncnosab3yemoro Habopa/KoMnsekTa peareHToB.

Tabnuuya 2 - Habopbl/KOMNIEKTbl peareHToB, BanuaupoBaHHble ans Bbigenenms [OHK
ONS fanbHeNWero wuccrienoBaHnuss €  ucnonb3oBaHmeM Habopa peareHtoB Shigella/EIEC w

Salmonella spp.

MuHuMmanbHoe
Ha6op/kxoMnnekT peareHTtoB, PY Buomartepuan
KOJINYECTBO 3Jil0aTta, MK
KomnnekT peareHToB NMPOBA-HK,
PY N¢ ®CP 2010/08867, dekanuu, 50
B T.4. COKpalleHHas MeToauKa 6akTepuanbHble KybTypbl
B COOTBeTCTBUU C [NpunoxeHnem B
KomnnekT peareHToB NMPOBA-HK-IMJOC,
PY N2 ®CP 2010/08867, dekanuu, 300
B T.4. COKpalleHHas MeToamka 6akTepuanbHble KynbTypbl
B COOTBETCTBUU C [NpunoxeHnem B
KomnnekT peareHTtos NMPOBA-TC, ®dekanuu, 100
PY N¢ ®CP 2010/08696 6akTepuanbHble KybTypbl
KomnnekT peareHTos MPOBA-IC-MOC, dekanuu, 300
PY N¢ ®CP 2010/08696 6akTepuanbHble KybTypbl
Habop peareHToB MPOBA-OMNTUMA, dekanuu, 400
PY N¢ P3H 2022/17496 6akTepuanbHble KyabTypbl
Habop peareHToB NMPOBA-MY MAKC,
Py NQPPZH 2021/14391 bexanuy >0

BHMUMAHME! HezaBncnmo 0T wucnonb3dyemoro Habopa/komnnekTta ana BbigeneHns [OHK
M3 nccnegyeMoro Matepuana, OAHOBpPEeMEeHHO HeobxoaMMmMo noAroToBMTb  OTPULATENbHbIN
KOHTpOJIbHbIN 06pa3ey, npoweawnin Bce 3Tanbl NpobonoaroToBku. [s9 3TOro peKoMeHAyeTcs
Mcnonb3oBatb (OU3NONOINMYECKU pacTBOp WM  OTpMUATENbHbIA  KOHTPONbHbIA 0b6paseu,
BXOASLWMNA B COCTaB Habopa/KoMniekTa peareHTOB ANS BblAeNEHUS HYK/IEUHOBbIX KWUCNOT

B 06béMe, YKazaHHOM B MHCTPYKLUUM K HAabopy/KOMMNEKTY peareHToB Ans Bblagenennsa AHK.

7.2 Moprotoeka n nposegeHue MLP. ®acoska S
BHUMAHME!
1. Mpu npoBeAeHUN BCEX NOCAenyWnX AeNCTBUN cnenyeT nsberatb BO3AENCTBUSA MPSAMbIX

COSTHEYHbIX Jly4el Ha NpobupkuK co cMecbto ans amnandukaumm!
2. Mpu uncnonb3oBaHMM Habopa peareHToB B BapuvaHTe MCMOJIHEHMs «PacoBka S, CTpuUMbI»
cnepyeT cTporo cobnoaaTb KOMMIEKTHOCTbL CTPUMOB M KpbileK K HUM. He ncnonb3oBaTth KPbILWKK

K cTpunam us apyrux Habopos peareHTos!
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7.2.1 T[lpoMapkupyinTe no oaHON npobupke/CTpUNnoBaHHOM npobupke CO CMecbl AN
amnandukaumn, 3anevyataHHo napaduHOM, ANS KaXAoro HeM3BecTHOro obpasua, ang
OTpuLATENbHOr0 KOHTPOJIbHOro obpasua (K-) v Ang NonoXUTeNnbHOro KOHTPOSIbHOMO

obpasua (K+).

BHUMAHME! KonnuecTtBo peareHTOB paccyMTaHo He 6onee yeM Ha 24 NoCTaHOBKM NPU YCNOBUM
BapmabenbHOro Kosnm4yecTsa Hem3BeCTHbIX 06pa3uoB, 1 oTpuUaTENbHOrO KOHTPOLHOro obpasua

MU 1 NONOXKNTENBLHOIO KOHTPOJIBHOMO o6pa3u,a B Ka)J0M NOCTaHOBKe.

Mpumep:
Heobxoanmo npoaHanu3mpoBaTb [ABa HeM3BECTHbIX o6pasua. s 3TOro  HyXHO
npoMapKnpoBaTb ABe Npobupkn ans HensBecTHbIX 06pa3yos, oaHY Npobupky Ansg «K-»
n ogHy Npobupky ansa «K+». Obwee Konn4yecTso nNpobupok — 4.
7.2.2 BcTpsaAxHuTe npobupKy C pacTBopoM Tag-nonmmepasbl Ha MUKPOUEHTpUdyre-sopTeKkce
B TeyeHune 3-5 ¢ n yeHTpndyrmpymnte Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.
7.2.3 [dobaBbTe BO BCe MpoOMapkKupoBaHHble npobupku, He noBpexpas cfor napadwuHa,
rno 10 Mkn pacteopa Tag-nosnmepassbl.
7.2.4 [obaBbTe B Kaxayk npobupky no oaHoi kanne (okono 20 MKN) MUHEpanbHOro mMacna.
HennoTHO npukpoiTe NpobupKK/CTpUnbl KpbIWKaMn.
7.2.5 BCTpsAXHUTE NPOBUPKY C NOSOXNTENbHbLIM KOHTPOJIbHbIM 06pa3LoM Ha MUKpOLEHTpudyre-
BOpTeKkCe B TeyeHne 3-5C M UeHTpuUdyrnpymte Ha MUKpoLEHTpUdyre-sopTekce
B TeyeHune 1-3 c.
BHUMAHME!
1. Ona npenapata AOHK u oTpuvuatenbHOro KOHTPOSbHOro ob6pasua nepes BHeceHWEM
B NpobupKKN C peakLMOHHOM CMeCbio He06X0AMMO BbINOSIHUTL PEKOMEHAaUMN MO NCMNOb30BaHMIO
npenapata AHK, npuBeaéHHbie B MHCTPYKUMM NO NPUMEHEHMI0 Habopa/KoMnjeKkTa peareHToB
ana sbigenennsa HK.
2. Mpu wucrnone3zoBaHun ang Bblgenenms [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-HK-MJTIOC, MPOBA-IC n MPOBA-IC-MJIOC (Tonbko B c/ay4yae, ecnv nocse BblaeneHus
HagoCaAo4YHas XWUAKOCTb, coaepXawas BblgeneHHyt [OHK, 6bina nepeHeceHa B HOBbIE
npobupkn) HeobxoanMMo BCTPSAXHYTb Npobupku ¢ npenapatom [AHK u oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpoLUeHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpudyrmposaTtb
Ha MUKpouUeHTpudyre-sopTeKce B TeyeHme 1-3 c.
3. Mpun wucnonb3oBaHmn ansa Bblgenenms [OHK Habopa peareHtoB [MPOBA-MY MAKC
HeobxoonMo, He BCTpsixmBas, ueHTpudyrmpoBatb npobupkn ¢ npenapatom [OHK wu
oTpuuUaTeNbHbIM KOHTPO/SIbHbIM 06pa3uoM Ha MUKpoOUEeHTpudyre-eopTekce B TedeHume 1-3 ¢,
3aTeM MNOMECTUTb MNPObMPKM B MarHWUTHbIM WTaTMB. B cnydyae ecim nocne BblaeneHus
Hagocago4YHas XUAKOCTb, coaepxalwlas BblaeneHHyio [OHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTesibHbIM KOHTPOJIbHbLIM
obpasuoM «K-» Ha MUKpoueHTpudyre-soptekce B TedyeHue 3-5C M uUeHTpUdyrvpoBaTb Ha

MUKPOLIEHTPUdYre-BopTeKce B TeueHne 1-3 c.
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4. Anga npenoTBpaweHnsa KOHTaMMHaUuu cnenyet nepes sHeceHneM HK oTKpbiBaTb KPbIWKK
TONbKO Tex Npobupok, B KOTOpble 6yaeT BHOCUTLCS AaHHbIM obpa3el, M 3aKkpbiBaTb MX, nepej
BHeceHueM cneayiouero. B cnyyae ncnonb3oBaHUs CTPUMNOB CieAyeT 3aKpbiBaTb KPbILWKY CTpuna
nocne BHeceHUs B Hero obpa3suoB nepej HavanoM paboTbl co cneaywwum. Heobxoammo
3aKpbiBaTb Mpobupku/cTpunbl naoTHo. [lMpenapatbl OHK n KOHTponbHble o6pasubl criegyer

BHOCUTb HaKOHEYHUKaMKN C CbVIﬂprOM.

7.2.6 BHecuTe B COOTBETCTBYHOLWME MPOMapknMpoBaHHble MNpPoO6bMpPKK, He mnoBpexaas Cnou
napaduHa, no 5,0 mkn BblaeneHHoro m3 obpasuoB npenapata AHK. B npobupky,
npomMapkmpoBaHHble «K-» K «K+», 1HK He BHocKUTCS.

7.2.7 BHecuTe B npobupkKy, NpOMapKuMpoBaHHyk «K-», He noBpexaas cnoi napaduHa,
5,0 MKN oTpuuaTenbHOro KOHTpPO/abHOro obpasua, npoweawero 3tan sBbigeneHns OHK
(cm. 7.1).

7.2.8 BHecuTe B npobupky, NpoMapKuMpoBaHHYK <«K+», He noBpexpaas cfoi napaduHa,
5,0 MK MOSIOXUTENbHOIO KOHTPOJIbHOro obpasua.

7.2.9 LUeHTpudyrmpymnte Bce nNpobuMpKn/cTpunbl Ha MUKpoOUeHTpudyre-sopTekce B TeyeHue
3-5c.

7.2.10 YcTaHoBuTe BCe Npobupku/cTpunel B 610K AeTeKTupylowero amnandukaTopa.

7.2.11 [Ana peTekTupylowmx amnangunkatopos cepun OT:
3anyctuTe nporpaMMHoOe obecnedeHune aetektTmpyrowero amnamdukatopa. NMpu nepsom
nposeaeHun TMLP 3arpy3ute coOTBETCTBYWOWMA TecT!: [danee u npu nocneayowmx
NOCTaHOBKAxX CO34aMTe COOTBETCTBYHOLWWMA MNPOTOKONA  WUCCAEAO0BaHUSA:  YKaXxuTe
KONIMYeCcTBO UM unaeHTudukaTopbl 06pasuoB, B TOM 4UCIe OTPUMUATENBHOrO W
NOMOXUTENbHbIX KOHTPOSIbHbLIX 06pa3LoB, OTMETbTE pacnosioXXeHne npobnpok/cTpmunos
Ha wMaTpuue TepMobnoka B COOTBETCTBUMM C WX YCTaHOBKOW u nposeauTte [LP.
Mpwn BbIGOpE TecTa AoMmKHa oTobpaxaTbCsa nporpamMma, npuseaéHHasa B Tabnuue 3.

7.2.12 [Ana petektupytowmx amnangukatopos CFX96:

Mposeante MLP c y4éToM 06bEMa peakLIMOHHON cMecu, paBHOro 35 Mk, Nno nporpamme

amnnmdukaumm, npuBeaéHHol B Tabnnue 4.

1 — TecT ansa geTekTUpyloWwmnx amnandukaTopos cepun AT co3aaéTtca nyTEM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun A) unm npesocTaBnseTcs nponssoanTeseM Habopa peareHToB
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Tabnuuya 3 - [T[lporpaMMa aMmnandukauum aAna AEeTEKTUPYHOWKUMX aMnandukaTopos
«ATnpanm», «ATnant» (dbacoska S)
Ne Yncno Pexum
Temnepartypa, °C MWH C ONTUYECKUX Twvn 6noka
6noka LIMKN1I0B .
n3MepeHumn
80 0 30
1 1 Linkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 LUnkn
64 0 15 v
4 94 0 5 1 LUunkn
5 251 XpaHeHue XpaHeHune
V - pexuM oNTUYECKNX U3MepeHui

Tabnuuya 4
(cdpacoBku S, U)

- [Mporpamma amnamndukaumm gns geTekTupyrowmnx amnnmdukatopos CFX96

Bpems, Konunuecrso UMkoB
o o
N2 6noka (Step) TeMmnepartypa, °C MUK CeK eEmerea)

1 80 01:00 1

2 94 01:30 1

3 94 00:15

50

4 64 v 00:20
V - pexuM ontuyeckmx namepeHuii (Plate Read), ycTaHOBUTbL M3MepeHune dyopecueHLmm Mo
HeobxoanMbIM KaHanam getekuum (Fam, Hex, Rox, Cy5) npu 64 °C

7.3 MoarotoBka u nposeneHune MLUP. ®acoska U, pyyHoe ao3mpoBaHune

BHUMAHME!
1.  [Ons aMmnnandukauuun cneayeT UCNosib30BaTb 04HOPA30Bble aMnIndUKaLMOHHbIe NPo6upku

o6béMoM 0,2 Mn mAn  MukponnaHweTtbl MLUP 96 nyHoOK?, repMeTusMpyeMble TEpPMOMIEHKOWN.

He pekomeHayeTcs MCnonb3oBaTb CTpPpUMNOBaHHbIE I'IpO6MpKM B CBA3M C 0ONACHOCTbIO
HOCTaMHﬂMqJMKaLlMOHHOVI KOHTaMUHauUunun.
2. lMpn npoBeneHUWN BCeX NOCAEAyLWNX AencTBuin cneayer n3beratb BO34ENCTBUSA NpAMbIX

COJTHEYHbIX nyqeﬁ Ha I'IpO6MpKM CO CMeCbio an4d aMI'IJ'IVICbMKaLI,VIM!

1 — ponyckaeTtcsa xpaHeHue npu TemnepaTtype 10 °C
2 — ANA AeTeKTUMPYLWNX aMnandukaTopos «4TnanT» MUKponaaHweTbl 96 NYHOK HE MUCMOJb3YHTCS
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7.3.1 T[poMapkupyihTte Heobxoammoe KOJIMYECTBO OAHOPA30BbiX aMMAMMUKALNOHHBIX
npobmupok o6bEMOM 0,2 MA wnnm MukponnaHwet MUP 96 nyHOK Ansi HeU3BEeCTHbIX
06pa3uoB, ANa OTPUUATENbHOrO KOHTPOSbHOro obpasua (K-) n ana nonoXxutenbHOro

KOHTponbHOro obpasua (K+).

MpunMmeyaHune - PekomeHayeTcA rnocTtaHoBKa He MeHee 5 06pa3U,OB B OAHOM WuccnegoBaHun

(3 HemnsBecTHbIX 06pa3sua, oTpuuaTenbHbIN U NONOXUTENbHbIN KOHTPOJIbHbIEe 06pa3ubl).

Mpumep: Heobxoammo npoaHanmanpoBaTb 4 HEM3BECTHbIX 06pa3ua. [ 3Toro Hy>HO
rnpomapkmpoBaTb 4 Npobmpkn/3apesepBmpoBaTb 4 IYHKWU MUKpOM/aHweTa A1 HEN3BECTHbIX
o6bpa3uos, ogHy Npobupky/nyHky ana «K-» n ogHy npobupky/nyHky ans «K+». Obuwee
KOJINYECTBO NPObUpPOK/NyHOK — 6.

7.3.2 BcTpsaxHuTe npobupKy co cMecbio Ans amMnandumkaumm Ha MMKpoueHTpudyre-BopTekce
B TeueHue 3-5 ¢ n ueHTpudyrupymnte Ha MmkpoueHTpudyre-sopTekce B TeyeHne 1-3 c.

7.3.3 BHecuTe BO BCe npoMapkupoBaHHble NpPObUPKN/HEOEXOANMbBIE NTYHKU MUKPOMIaHLLETa
(Bkntovasa «K-» n «K+») no 6,0 Mkn cMmecn ans amnnmdukaumm.

7.3.4  BcrpsaxHute npobupku ¢ MNLP-6ydepom n nonmmepasorn TexHoTaq MAX Ha MUKpoLEeHTpudyre-
BOpTEKCE B TeyeHue 3-5C U UeHTpUdYyrmpynute Ha MUKPOLEHTpuUdyre-sopTekce

B TeyeHune 1-3 c.

BHMUMAHME! lNonumepasy TexHoTaq MAX HeobxoanMMO AoOCTaBaTb U3 MOPO3USIbLHOW KaMepbl

HEeNnoCcpeaCTBEHHO Nepen UCnoJsib30BaHNEM.

7.3.5 [MpuroTtoBbTe cMechb MLP-6ydepa c nonnmepason TexHoTaq MAX. [lng aToro cMewainTe
B OTAENbHOM 04HOpa30BOM Npobupke:
- 6,0 x (N+1) mkn MNLUP-6ydepa,
- 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
rae N - KONMYecTBO  MNPOMApKMPOBAHHBLIX  MPOBUPOK/HEOOXOAUMBIX  JTIYHOK

MUKPOMAHLLETa C YYETOM «K—», «K+»,

Mpumep:
Heobxoanmo npoaHaan3npoBaTb 4 Hen3BEeCTHbIX obpasua, «K-», <K+>»,
MpoMapKnpoBaHHbIX NpPo6UPOK/HEOEXOAMMBIX JIYHOK MUKporaHweTa - 6. HyxXHO

npurotoBuTb cMechb MLIP-6ydepa n nonmmepasbl TexHoTaq MAX ansa 7 (6+1) npobupok/
NyHoK, T.e. 42 mkn MUP-6ydepa + 2,1 Mk nonnMmepasbl TexHoTaq MAX.

7.3.6  BcTpsaxHuTe npobupky C npurotoBneHHom cMmecbto [LUP-6bydepa wn nonmmepasbl
TexHoTaq MAX Ha MMKpoueHTpudyre-sopTekce B TedeHne 3-5 c n ueHTpndyrmpymnTe Ha

MUKpOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! Cwmecb TMUP-6ydepa u nonumepasbl TexHoTaqg MAX Heo6xoAMMO TrOTOBUTH

HenocpeacTBeHHO nepea Ucnosib3oBaHUEM.

7.3.7 [dobaBbTe BO BCe NpOOUPKK/NYHKN CO CMecbio Ansa aMnnudbukaumm no 6,0 Mkn cmecu

MLP-6ydepa n nonmmepasbl TexHoTaq MAX. HennoTHo 3akpoliTe Nnpobupku.
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BHMUMAHME! Tocne pobasneHnss cmecu T[UP-6ydepa u nonumepasbl TexHoTaq MAX
B NPOBMPKN/NYHKM CO CMecCbio Ana amnamdukaumm HeobxoamMMO B TeyeHume JABYX 4acoB
BbIMNONHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpsiXHUTE NPOBUPKY C MONOXUTENbHBIM KOHTPO/IbHLIM 06pa3LOM Ha MUKPOLEHTpUdYTre-
BOPTEKCE B TeuyeHMe 3-5C u UuUeHTpudyrMpynte Ha MUKpOUEHTpudyre-sopTekce

B TedyeHue 1-3 c.

BHUMAHME!

1. Ona npenapata AHK wu oTpuvuatenbHOro KOHTpPOsibHOro obpasua nepen BHeceHWEM
B NPOOGUPKU/NYHKM C peakuMOHHOM CMecCbld Heob6XoAMMO BbIMOMHUTL peKoMeHZauuum o
ucnonb3oBaHuo npenapata [AHK, npuBeaéHHble B UMHCTPYKUMM NO  MPUMEHEHUIO
Habopa/koMnneKkTa peareHToB Ans BbigeneHuns HK.

2. Mpn wncnonb3oBaHmm ana  BblgeneHnsa [OHK komnnektoB peareHtoB [MPOBA-HK,
MPOBA-HK-MJTKOC, MPOBA-IC n MPOBA-TC-MJKOC (Tonbko B cayyae, ecnu nocjae BblaeneHus
HagoCado4YHas XUAKOCTb, coaepXawas BblgeneHHyt [OHK, 6bina nepeHeceHa B HOBble
npobupkn) HeobxoanMMo BCTPSAXHYTb Npobupkn ¢ npenapatom [AHK u oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKPOLIEHTpUdYyre-BopTekce B TedyeHne 3-5 ¢ n ueHTpudyrmposatb
Ha MUKpOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

3. Mpun wncnonb3oBaHuM Aansg  BblgeneHuns [AOHK Habopa peareHtoe [MPOBA-MY MAKC
HeobxoamMO, He BCTpAxMBas, UeHTpudyrmposaTb npobupkm ¢ npenapatom [OJHK wu
OTpUUaTENbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoOUeHTpudyre-sopTekce B TeyeHue 1-3 ¢,
3aTeM MNOMeCTUTb NPObMPKM B MarHuUTHbIM WTaTMB. B cnydyae ecim nocne BblaeneHus
Hajocago4Has XWUAKOCTb, coaepxawas BblgeneHHyto [HK, 6biia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTesibHbIM KOHTPOJIbHbLIM
obpasuomMm «K-» Ha MmkpoueHTpudyre-soptekce B TedeHue 3-5cC m ueHTpudyrmposaTb Ha
MUKpoLeHTpudyre-sopTekce B TeveHne 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHaUuK cneayet nepeq BHeceHneM JHK oTKpbiBaTh KpbILWLKK
TONbKO Tex Npobupok, B KoTopble ByaeT BHOCUTLCS AaHHbIM obpasel, M 3aKkpbiBaTb UX nepej
BHeceHmeM cneaytouwero. Heobxoammo 3akpbiBaTb Mpobupku nnotHo. [Mpenapatel OHK u

KOHTpPOJIbHble 06pa3subl C/leayeT BHOCUTb HAKOHEYHMKAMKN C DUNLTPOM.

7.3.9 BHecuTe B COOTBETCTBYKOLWME MNpPOMapKMpOBaHHbie MNpobupkn/Heobxoammbie NYHKMU
MUKponiaHweTta no 6,0 Mkn BblgesieHHoro u3 obpasuoB npenapata [OHK.
B npobupkun/nyHkn, npomapkmpoBaHHble «K—» n «K+», JHK He BHOCKTCS.

7.3.10 BHecuTe B npobupKy/NyHKY, npoMapkupoBaHHy «K-», 6,0 MK OTpuuaTenbHOro
KOHTpONbHOro obpasua, npoweawero atan soigeneHns AHK (cm.7.1).

7.3.11 BHecuTe B nNpobWUpPKY/NYyHKY, MNPOMapKUpOBaHHy «K+>», 6,0 MKA MNON0OXUTENbHOro
KOHTposibHOro o6pasua.

7.3.12 B cny4dae ncnosb3oBaHUs MuUkponnaHweTtos MNLP 96 nyHokK:

7.3.12.1 [omMecTnTe akKypaTHO, He BCTpsXxnBas, MMKponnaHweT MLUP B noanoxky yCcTponcTaa

ANAa 3anedaTbiBaHMA niadHweTos ATnak.
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7.3.12.2 TllpoBeamTe 3anevartbiBaHWe MukponnaHweta [UP nonumepHon TepMOnnéHKOM
COrflacHO pyKoBOACTBY MO aKcnnyaTaumu npmbopa ATnak.

7.3.12.3 UeHTpudyrupynte mnkponnarwet MUP npn RCF(g) 100 B TeyeHune 30 c.

7.3.13 B cny4dae ncnonb3oBaHUs Npobupok:
LeHTpndyrnpynte Bce npobmpkm Ha MMKpoueHTpudyre-sopTekce B TedeHme 3-5 C.

7.3.14 YcraHoBuTe Bce npobupku/mmkponnaHwer T[LUP B 670K  ageTekTupyroLwlero
amnnudukaTopa n nposegute MUP (7.3.15, 7.3.16).

7.3.15 [nsa getektupylowmx amnandukatopos cepum OAT:
3anycTuTe nporpaMMHoe obecnedeHue getekTmpyowero amnnmdukatopa. NMpu nepsoM
nposeaeHun MMLP 3arpysuTe CcOOTBETCTBYWOWMI TecT!. Janee u npu MocneayoLwmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHLWMMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuUaTenbHOro u
MOJSIOXUTENBHONO0  KOHTPONbHbIX 06pa3uoB, OTMeTbTe pacrnosiokeHne npobupok
Ha MaTpuue Tepmobnoka B COOTBETCTBUM C UMX YyCTaHOBKoM wu nposegute TLP.
Mpun BbIBOpE TecTa AoMKHA oTobpaxaTbCs NporpamMma, npueeaéHHas B Tabnuue 5.

7.3.16 [Onsa petektupyrowmx amnnmdukatopos CFX96:
MposeaunTte MLP c yyeToM 06bEMaA peakLUMOHHOW CMEeCcK, paBHOro 18 Mk, No nporpamMmme
amnnmdunkaumm, npuBeaéHHon B Tabnnue 4.

Tabnmuya 5 - T(lporpamma aMmnauvdbukaunmm ana AeTeKTUPYRLWMX amMnamduKaTopos

«ATnpanm», «ATnant» (dacoska U)

Pe>xnm
Ne Yucno
Temnepartypa, °C MUH C ONTUYECKUX Tun 6n10ka
6noka LMKJIOB .
U3MepeHun
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Umkn
94 0 30
3 5 Lunkn
64 0 15 2\
94 0 10
4 45 Unkn
64 0 15 4
5 94 0 5 1 Lunkn
6 252 XpaHeHue XpaHeHue
V — pexuM ONTUYECKMX U3MEPEHMI

1 — TecT Ans AeTeKTUPYOLWMX aMnnndukaTopos cepum AT co3aaérca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [punoxeHun B) nnm npepocrasnsieTcs nponssoanTeneM Habopa peareHTOB
2 — ponyckKaeTcs XxpaHeHue npu TemnepaTtype 10 °C
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7.4 MoarotoBka wn nposegeHue T1LUP. ®acoBka U, C WCNonb3OBaHMEM A03MPYHOLLEro
yctponctea ATctpuM  (TONbKO  ANa  AeTekTupylowero  amnnaundukatopa  «ATnpanm»

B Moandukaumn «ATnpanm *X*»)

BHUMAHME!

1. Ons amnnmudukauum cneayeT Ucnosb3oBaTb MUKporiaHweTsl MNUP 384 nyHku, repMeTnsnpyemblie
TEPMOMNEHKON.

2. Mpn npoBeaeHMM BCeX MOCienyloWNxX AenCcTBUA cnepyeT mlberatb BO3AENCTBUSA MPSAMbIX

COJTHEYHbIX Sly4eil Ha NpobupkM co cmecbto Ans amnnmdpukaumm!

7.4.1 BcTpaxHuTe npobupky Co cMecblo ansd amnnmdumkaumm Ha MUKpoLeHTpudyre-sopTekce
B TeyeHume 3-5 ¢ n yeHTpudyrmpynte Ha MukpoueHTpudyre-soptekce B TeyeHme 1-3 c.
7.4.2 BcrpsxHute npobupkm ¢ TMUP-6ydepom n  nonumMmepason  TexHoTaq MAX
Ha MUKpoueHTpudyre-sopTekce B TeyeHune 3-5¢ n LeHTpudyrnpymTe

Ha MUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.

BHUMAHME! lNonumepasy TexHoTaq MAX HeobxogmMmMo goctaBaTb M3 MOPO3WMJIbHOM KaMepbl

HenocpeaCcTBeHHO nepea Mcnosib30BaHUEM.

7.4.3 Cnepys ykasaHuaMm MO pgosupytowero ycrtporcrsa ATCTpuM, NpUroToBbTe B OTAENbHON
oAHopa3oBon npobupke cmechk MLUP-6ydepa c nonnmepasoin TexHoTaq MAX.

7.4.4 BcCTpsAXHUTE npobupKy C nNpuUroToBreHHoW cmecbto [LUP-6bydepa u nonumepasbl
TexHoTaq MAX Ha MukpoueHTpudyre-BopTekce B TedeHue 3-5 C un ueHTpudyrmpymnte
Ha MUKpOLLeHTpudyre-sopTekce B TeveHue 1-3 c.

7.4.5 BcTpaxHuTe NpobupKy C NONOXUTENbHBIM KOHTPO/IbHLIM 06pa3LIOM Ha MUKpOLeHTpudyre-
BOpTEKCE B TeyeHne 3-5Cc UM ueHTpudyrupynte Ha MUKpoLEHTpudyre-sopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. [Mepen nposegeHneM fo3npoBaHua Ansa npenapata AHK 1 oTpuuaTtenbHOro KOHTPOJSIbHOMO
obpasua Heob6xoAMMO BbIMNOMHUTL pekoMeHZaumum Mo WUCnosb3oBaHUl npenapata [AHK,
npuBeaéHHbIE B MHCTPYKLUWM NO NpUMMeHeHuto Habopa/KoMnsiekTa peareHToB Ans BbiaeneHns HK.
2. Mpn wncnonb3oBaHmn ana BblageneHns [OHK komnnektoB peareHtoB [MPOBA-HK,
MPOBA-HK-MMOC, MPOBA-IC n MPOBA-IC-MJIIOC (Tonbko B cny4yae, ecnm nocne BblaeneHus
HagoCaAo4YHas XWUAKOCTb, coaepXawas BblgeneHHyt [OHK, 6bina nepeHeceHa B HOBble
npobupkn) HeobxoanMo BCTPSAXHYTb Npobupkn ¢ npenapatom [AHK v oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpoLUeHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpudyrmposaTtb
Ha MUKpouUeHTpudyre-sopTeKce B TeyeHme 1-3 c.

3. Mpun wncnonb3oBaHum AaAnsa  BbligeneHus [OHK Habopa peareHtoB [MPOBA-MY MAKC
HeobxoaMMO, He BCTpAxXMBas, UeHTpudyrmpoBaTb npobupkm ¢ npenapatom [OHK wu
oTpuUATENbHbIM KOHTPOJIbHLIM 06pa3uoM Ha MUKpoOUeHTpudyre-soptekce B TeveHue 1-3 ¢,
3aTeM MNOMECTUTb MNPOBMPKM B MarHWUTHbIM WTaTMB. B cCnydyae ecnn nocne BblaeneHus
Hagocago4YHas XUAKOCTb, coAepxalwlas BblaeneHHyto [OHK, 6bina nepeHeceHa B HOBble

I'IpOﬁMpKM, cneayeT BCTPAXHYTb I'Ip06l/IpKl/1 ¢ npenapatoMm AHK n oTpuuaTenbHbIM KOHTPOJIbHbLIM
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obpasuoM «K-» Ha MUKpoUeHTpudyre-soptTekce B TedyeHwe 3-5cC M uUeHTpudyrMpoBaTb Ha

MUKPOLIEHTpUdYre-BopTeKce B TeyeHne 1-3 c.

7.4.6 YctaHoBuTe npobupkM co cMecbko ansa amnandukaumm, co cmecbto [MLP-6ydepa wu
nonumepasbl TexHoTaq MAX, c npenapatamu [OHK, oTpuuaTtenbHbIMWU KOHTPOJIbHbIMU
obpasuaMm 1 NONOXUTENbHBIMU KOHTPOJIbHbIMW 06pa3uamMu, a TakXe MUKpPOMIaHLWeT
MUP Ha pabounin cton ATCTpMM M npoBeamTe A03MpPOBaHMEe KOMMOHEHTOB COrlacHo
pPYyKOBOACTBY MO 3KCryaTaumm.

7.4.7 TloMecTuTe aKKypaTHO, He BCTpsaxmBas, MMkponnaHweT MLUP B noanoxky ycTponcrea ans
3aneyaTtbiBaHMsA MiaHweTtos [Tnak nocne 3aBeplieHMs NporpamMmbl Ha AO03MPYOLLEM
ycTponctee OTCTpuM.

7.4.8 T[lpoBeauTe 3anedaTbiBaHne MmkponnaHwerta MNMUP nonnMmepHoit TepMONSIEHKOM COrnacHo
pPYyKOBOACTBY MO 3KcnayaTtaunm npubopa ATnak.

7.4.9 UeHTpndyrmpynte mnkponnarHuwet MUP npn RCF(g) 100 B Teuenune 30 c.

7.4.10 YcraHoBuTe MukporaHweT MUP B 610K geTekTupyowero amnandukaTopa.

7.4.11 3anyctute nporpaMMmHoe obecnedyeHune getekTupytowero amnamdukartopa. lNpu nepsom
npoBeaeHun MLP 3arpy3uTe coOTBETCTBYOWMIA TecT!. [anee v Npu NocieayLmx
MOCTaHOBKAaxX CO34aMTe COOTBETCTBYHLWMMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXxuTe
KONM4ecTBO W wnaeHtTudukaTopbl 06pa3uoB, B TOM 4ucne OTpuUaTeNbHOro U
MOSIOXKMUTENBHONO  KOHTPOJSIbHbIX 06pasuoB, OTMeTbTe pacnonoxeHue obpasuos
Ha MaTpuue Tepmobnoka B COOTBETCTBUM C UMX YycCTaHoBKon wn nposegute TLP.

Mpun BbIBOpE TecTa foMKHa oTobpaxaTbCcs nNporpamMma, npuseaéHHasa B Tabnuue 5.

8 PETNCTPALUMSA PE3Y/IbTATOB AMIVIMOUKALIN

Perncrpauua curHana cbnyopecu,eHu,MM npoBoAUTCA AETEKTUPYOLWUNM aMI'IJ'IMCbVIKaTOpOM

aBTOMaTU4e€CKMN BO BpeEMA aMI'IJ'IMCbVIKaLI,MVI.

1 — TecT ana geTekTUpyloWwmnx amnandukaTopos cepun AT co3naéTtca NnyTEM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun B) unmn npenocraBnseTcs nponssoanTeneMm Habopa peareHToB
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9 YYET U MUHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéT pe3ynbTaTtoB aMI'IJ'IMCbMKaLI,MM OCYLLECTBNAETCA aBTOMaTU4YECKNM C MNOMOLWbHKO

nporpaMmMHOro O6eCI'Iel-IeHVIF|, nocTtaB/1IAEMOro C AETEKTUPYHOLLNM aMI'IJ'IMCbMKaTODOM.

9.2 Mpn MCnonb3oBaHUM AEeTEKTUPYIOLWMX aMnndunkatopos CFX96 cneayeT ncnonb3oBaTb
perpeccnoHHbIn TMn aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaumMss pe3ynbTaToB MPOBOANTCA B COOTBETCTBMM C Tabnuuamm 6, 7.
Pe3ynbTaTbl MOCTAHOBKM BasliMAHbl, €C/M BbIMOJIHATCA YC/IOBUSA UHTEpNpeTauuun pesynbTaTos,

MOoNy4YeHHbIX ANA KOHTPOJIbHbIX 06p33LI,OB.

Tabnuuya 6 - UHTepnpeTaumsa pesynbtatos MLP

KaHan petekuum
UHTepnpeTtaumsa pesysbraTta

Fam, Hex, Rox, Cy5,
Cp/Cq Cp/Cq Cp/Cq
HeunsBecTHble 06pas3Lbl
He ykasaH
O6Hapy>xeHa AHK Salmonella spp.,
H < 37
€ yuyuTbIBaeTCH 3 (no aByM kaHanam He o6Hapyxera AHK Shigella/EIEC
AeTekuunmn)
< 37
He yunTbiBaeTCS > 39 (no ogHOMYy Mnn O6Hapy»xeHa AHK Shigella/EIEC,
WM He YyKasaH ABYM KaHanam He obHapyxeHa AHK Salmonella spp.
AeTekuunmn)
< 37
(no ogHOMY Mnn O6HapyxeHa AHK
H < 37
€ yHuTblBacTCA 3 ABYM KaHanam Salmonella spp. v Shigella/EIEC
aetekummn
<135 > 39 (no H: Z/lKiZ::naM He obHapyxeHa AHK
- WKW He yKasaH ABY Salmonella spp. v Shigella/EIEC
AeTekuunmn)
> 35 > 39 He ykasaH 5 )
(no aByM KkaHanam HepnocToBepHbI pe3ynbTar
WU He yKasaH WK He yKa3aH
AeTekuunmn)

OTpuuUaTenbHbI KOHTPONbHbIN 06pa3sel

He ykasaH .
> 35 > 39 y OTpuuaTenbHbIW pe3ynbtaTt
(no aAByM KaHanam
WM He yKasaH WM He yKa3aH Pe3ynbTaTbl MOCTAHOBKM BasMAHbI
AeTekuunmn)

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3eLy

Yka3saH ”
MonoxxutenbHbIN pesynbraTt
YkasaH YkasaH (no AByM KaHanam
Pe3ynbTaTbl MOCTAHOBKMW BasMAHbI
AeTekummn)

1 — TpebyeTcs noBTopHOe npoBeaeHue MLUP ¢ umetowmmcs npenapatom AHK, nimbo noBTOpHOE BblAENIEHME
OHK n noctanoBka lMUP, nn6o noBTopHOe B3ATHME 6MONOrMYEecKoro matepuana y naumeHTta (BbINOAHSETCS
nocnenoBaTesbHO)
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Tabnuua 7 - [Adpyrne BO3MOXHble pe3synbTaTtsbl MLP

KaHnan perekuum
E 3
Fam, Hex, Rox, Cy5, UHTepnpeTauus pesynbraTta
Cp/Cq Cp/Cq Cp/Cq
He ykasaH
<35 > 37, Ho < 39 | (N0 ABYM KaHanam Huskoe copep>xanue AHK S.almonella spp.,
He obHapyxeHa OHK Shigella/EIEC
AeTeKkumn)
= 37
<35 > 39 (no ogHOMY Mnun Huskoe copep>xanmne AAHK Shigella/EIEC,
- U He yKasaH ABYM KaHanam He obHapyxeHa AHK Salmonella spp.
heTekummn)
= 37
(no ogHOMY mnun Hu3koe coaep>xxanmne AHK
< > <
=35 =37, H0 =39 ABYM KaHanam Salmonella spp. v Shigella/EIEC
[eTeKkummn)

* — ecnu npu 3HauyeHun Cp/Cq no kaHany aetekumn Fam < 35, no kaHany aetekumn Hex 3HayeHume
Cp/Cq = 37, HO < 39 u/unu no kaHanam getekuunun Rox n/mnun Cy5 3HaueHune Cp/Cq = 37, 10O
NOJSTlyYeHHbI pe3ynbTaT yKa3blBaeT Ha HM3Koe cogepxaHune cneundudeckor JHK, koTtopoe moxeT 6biTb
CBSI3@aHO C HU3KOW Harpy3Kkoh B HEM3BECTHOM ob6pasLle, C NepekpECTHOM KOHTaMMHaUMEN
BbICOKOKOMWUIMHbIMKM 06pa3uamu mnm ¢ nurnbuposaHunem TMLP.

Cnenyet ogHOKPaTHO NPOBECTU MOBTOPHOE B3siTMe buomatepuana u/vunm nosTopHoe BbiaeneHne AHK un
npoeegeHue MLUP. B cnyyae noBTOopeHusl pesyfbTaTta, CNeayeT BblAaTb UTOMOBbIA pe3ynbTaT
«O6HapyxeHa OHK ...»

9.4 Mpn aHanuse pe3ynbTaTOB HEO6XOAMMO y4uMTbIBaTb 3HadeHue obuwen 6akTepuanbHOM
Maccbl (OBM, kaHan getekumn Fam):

- 3HaueHue Cp/Cq OBM > 35 npwu oTCcyTCTBUM cneum@puyecknx NoNoXNTENbHbIX pe3y/ibTaToB
B npobupke cneayeT MHTEpNpeTupoBaTb KaK HeAOCTAaTOYHOE KO/MYEeCTBO MaTepuana uam

BO3MOXHOe nHrubuposanume MUP. Pe3ynbtaT aMmnandumkaumm — «HO».

9.5 B obpasuax 6uonormyeckoro matepuana, cogepxawmx OHK BbigBAsieMbiX aHanuToB,
BO BpeMs nposeaeHns amnnmndunkaunm nporpamMmmHoe  obecneveHue perucTpumpyet
MONOXUTENbHBLIA pe3ynbTaT MO COOTBETCTBYOWEMY KaHany pgetekumm (Hex, Rox wnanm Cyb).
MHTepnpeTauns pesysbTaTa — «06HapyXeHo» («+»).

MonoXutenbHbln pe3ynbTat amnandukaunm ana AsyxX Mam ogHoro nwboro mMapkepos

Shigella/EIEC (ipaH, invE) ceBuaeTtenbcTByeT 0 npucyTcTBum B obpasue AHK Shigella/EIEC.

9.6 B obpasuax 6monorndyeckoro matepuana, He cogepxawmx AHK BbiSBNSeMbIX aHaNMToOB,
npu npoBeaeHun amnamdukauum nporpammHoe obecrneveHne 6yaetr perncrtpmpoBaTb
OTpUUATENbHbIA pe3ynbTaT MO COOTBETCTBYHOLWEMY KaHany aetekumnm (Hex, Rox wnm Cy5)

B npo6MpKe. WHTepnpeTaumsa pesynbrtaTta — «He BbiSB/1€HO>» (<<—>>).

9.7 MpyM nonyyeHUM AN  OTPULLATENBHONO  KOHTPONbHOro o6pasla pe3yfbTaTos,
OT/IMYAOLLMXCS OT 3HAYEHWNI, yYKa3aHHbIX B Tabnuue 6, pe3ynbTaTbl BCEM NMOCTAHOBOYHOW Cepumn
CUMTAIOT HEIOCTOBEPHbBIMU. B 3TOM ciyyae He06X0AMMO NMpPOBeAEHME CreLnanbHbIX MEPOTNPUSATUN

Ansa BblABNEHUA U YCTPAHEHNUA BO3MOXHOW KOHTaMUHaLUNK.

9.8 Mpyn noaydeHMW AN MOJIOXKUTENbHOINO KOHTPOJSIbHOrO o06pasua pe3ysbTaTos,
OT/IMYAIOWMXCSA OT 3HA4YeHWI, YKa3aHHbIX B Tabnuue 6, TpebyeTcs NOBTOpPHas MOCTaHOBKA

amnandunkaunm Bcer naptmm obpasuos.
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IEaII:ICJ: UHCTpYyKuMsa no npuMmeHeHuro | 836 ot 25 uioHa 2025 roga ) nHK-TEXH[]"ur“ﬂ
TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCNNYATALUNA

TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLLeCTBAAIOT B TEPMOKOHTEMHepax
C X/1ago3/1eMeHTaMM BCEMW BWUAAMW KpbITOro TpaHCnopTa MNpu TemrepaType BHYTpU
TEPMOKOHTENHEepa, COOTBETCTBYIOWEN YCNOBUSAM XpPaHEHUS KOMMOHEHTOB, BXOASLWMX
B cocTaB Habopa peareHToB.
dacoBka S
Jonyckaetca  TpaHcnopTupoBaHue Habopa peareHTOB B  TEpPMOKOHTelMHepax
C XJlaflo3NIeMeHTaMn BCEMW BUAAMU KPbLITOro TpaHCnopTa Mpu TemMnepaType BHYTpuU
TepMOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
dacoska U
JonyckaeTca TpaHcnopTupoBaHue Habopa peareHToB, 3@ UCKOYEHNEM NOANMEpasbl
TexHoTaq MAX, B TEPMOKOHTEMHepax C XJlago3/1eMeHTaMM BCEMU BUAAMU KPbITOro
TpaHcnopTa npu TemnepaTtype BHYTpU TepMoKoHTeHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
[onyckaeTcs TpaHcnopTUpoBaHue nonnmepasbl TexHoTaq MAX B TEpMOKOHTenHepax
C XJlafo3/ieMeHTaMn BCEMM BUAAMU KPbITOFO TpaHCMNopTa Npu TeMnepaType BHYTpwU
TepMOKOHTeHepa ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCNOPTMPOBAHHbIE C HapylLleHMeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE nMoANeEXaT.

XpaHeHune

dacoska S

Bce KOMMOHeHTbl Habopa peareHTOB cCreayeT XpaHUTb B XONOAWSIbHUKE  Wn

Xoflo4nnbHOM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B Te4yeHMe BCero cpoka

rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,

cnefyeT XpaHUTb B 3alLULWEHHOM OT CBETa MecTe.

dacoska U
Bce koMnoHeHTbl Habopa peareHTOB, 3a UCK/IIOYEHMEM nosimMepasbl TexHoTaq MAX,
cneayet XpaHuTb B XONOAWSIbHUKE WAW XONOAMSIbHOW Kamepe rnpu TeMmnepaTtype
oT 2 °C pgo 8 °C B TeyeHMe BCero cpoka rogHoctun Habopa peareHToB. CMecb Ans
amnamdukaunm cneayet XpaHuTb B 3alUMWEHHOM OT CBETa MecTe.
Monnmepasy TexHoTaq MAX cneayetr XpaHUTb B MOPO3WUJILHOMW Kamepe npu
TemnepaTtype OT MuHyc 22 °C go MuHyc 18 °C B TeueHme BCero cpoka rogHocTu
Habopa peareHTOB.

Habopbl peareHToB, XpaHMBLUMECA C HApYLWEHWEM perraMeHTUPOBAHHOIO peXuma,

NMPUMEHEHUNIO HE nMoANeEXaT.

YKasaHus nNo aKchnayaTauum
Habop peareHTOB A0/IXEH NPUMEHATLCS COrNIACHO AENCTBYHOLLE BEPCUM YTBEPKAEHHOM

MHCTPYKUWN MO NPUMEHEHMNIO.
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10.3.2 [Ons nonydeHuMss LOOCTOBEPHbIX pe3ynbTaToB Heobxoammo CTporoe cobnioaeHuve

WHCTPYKLUNM MO NpUMEHEHU0 Habopa peareHToB.

10.3.3 Tlocne BCKpbITMS YMakKoOBKM KOMMOHEHTbl Habopa peareHToB cnegyeT XpaHuTb MNpwu
cneayowmx ycnoBusax:

- BCE KOMMOHEeHTbl Habopa peareHToB, 3a UCKOYEHMeM nosinmepasbl TexHoTaq MAX
(dacoska U), cneayet XpaHuUTb B XONOAWIbHUKE WAWN XONOAMUIbBHOW Kamepe Mnpwu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCero cpoka roaHoCTu;

- nonumepasy TexHoTaq MAX (cdacoska U) cneayeT XpaHUTb B MOPO3MbHON KaMepe
npu TeMmnepaTtype OT MUHYC 22 °C go MuHyc 18 °C B TeyeHue BCero cpoka
roAHOCTH;

- cMecb Ana  amnaMdukaumm KW CcMecb Ana  amnnmdukaumm, 3arnedvyaTtaHHylo
napaguHoM, cneayet XpaHuUTb B XOJ0AMSIbHUKE WW XONOAWbHOM KaMepe npwu
Temnepatype oT 2 °C go 8 °C B 3alUMWEHHOM OT CBeTa MecTe B Te4YeHue BCero
CpoOKa rogHocCTMu.

10.3.4 Habopbl peareHTOB C UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO HEe noasiexar.

11 YKA3AHNA NO YTUWIN3ALUNU

11.1 [lpy ncnonb3oBaHMM Habopa peareHToB B KJIMHWKO-AMArHOCTMYECKOoM nabopaTopuu
obpa3yloTca oTxoAbl knacca B, KoTopble YTUNU3UPYIOTCA B COOTBETCTBMU C TPEOGOBAHMSAMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopsbl peareHToB, NpuwealIne B HEMPUTOAHOCTb, B TOM YNC/IE B CBA3U C UCTEYEHUEM
cpoka [rOAHOCTM, TOBpEXAEHMEM YMaKoBKM, noanexaTr yTuauMsaumMm B COOTBETCTBUMU
c TpeboBaHusaAMm CaHlnH 2.1.3684-21.

12 FAPAHTUA N3TOTOBUTENA

12.1 MpeanpuaTMe-mn3rotToBuTeNb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKMX YCI0BUN NMpu CobntoaeHMN YCNOBUIM TPAHCMOPTUPOBAHUS, XpaHEHUS

M 3KCcnayatTaunn, yCtaHoBJIEHHbIX TEXHUYECKNMU YCNTOBUAMN.

12.2 Cpok rogHocTn Habopa peareHToB - 12 MecsueB npu cobniaeHMn BCeX YCA0BUMN

TPaHCNOPTMPOBAHUS, XpPaHEHUS U 3KCIyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He MNoANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauunHckoe nsgenne ans AMardocTukun in vitro

TeMnepaTypHbIil AManasoH

Conep>XXmMMoro AoCTaTo4vyHO 4115 NMpoBeAeHMs <n> TeCToB

Mcnonb3oBaTb A0

00| < || 3

-
o
Jour’

Koa naptum (cepun)

[JaTta narotoBneHus

O6paTnTech K MHCTPYKLUM MO NPUMEHEHMUIO UIN
K MHCTPYKLIMKW MO NMPUMEHEHUNIO B 3/IEKTPOHHOM BUAE

= |

H

Homep no kaTtanory

“ N3roToBuTENb

Y

’ZJ&‘ He ponyckaTb BO34ENCTBMS COSTHEYHOrO CBETA
[ ]

HecTtepunbHo
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 VN3genusa megnumnHckme. NpuMeHeHne MeHeaXXMeHTa pMcka K MegULNMHCKUM
nsgenuam

FOCT 15.309-98 Cucrtema pa3paboTku M MOCTaHOBKM NPOAYKUMM Ha NpomM3BOoACTBO. NcnbiTaHus
W NpuveMkKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EguHaa cucTteMa KOHCTPYKTOPCKOM pAokymeHTaumun. O6uwume TpeboBaHus
K TEKCTOBbIM JOKYMEHTaM

FOCT P 15.013-2016 Cucrtema pa3paboTkm M MNOCTAaHOBKM NpOAYKUMM Ha NpOU3BOACTBO.
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuunHCKue usgenust ans ANArHOoCTUKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTeMbl, KOHTPOJibHble MaTepuanbl, nuTaTefbHble cpeabl. TpeboBaHus
K M34envsM 1 NoAAEPXUBAOLEN JOKYMeHTaumm

FOCT P 51352-2013 MeanumHckme nsgenus ansa AMarHoCTMKM UH BUTPO. MeToabl UCMbITaHW
FOCT P NCO 15190-2023 JNabopaTtopun MmeanumnHckume. TpebosaHusa 6e3onacHoOCTH

FOCT P NCO 15223-1-2023 W3genuna MeanmumHckue. CUMBONMbI, NpUMeEHsieMble A8 nepeaayvu
nHdopmMauum, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OCHoBHble TpeboBaHMS

FOCT P NCO 18113-1-2024 MeauunHCKME wmn3genus Ansa AMarHoCcTukM in vitro. MHdopmaums,
npenocTaBneHHas msrotosutenem (MapkupoBka). Yacte 1. TepMuHbl, onpepeneHuns mn obwme
TpeboBaHus

FOCT P MCO 18113-2-2024 MepuumHCcKkue wmspgenus Ans AnarHoctukum in vitro. UHdopmauus,
npeaocTaBneHHas M3rotoBuTenemM (Mapkumposka). YacTb 2. PeareHTbl Ans AMarHOCTMKM in vitro
ANns NpodeccMoHanbHOro NCNonb30BaHMS

FOCT P CO 23640-2015 W3penua MeouvUMHCKME ANg  AMArHOCTUKM  in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTUKM in Vitro

FOCT P 53022.3-2008 TpeboBaHMSa K Ka4yeCTBY KAMHMYECKUX nabopaTopHbIX MCCNefoBaHWM,

Y.3. MpaBuia OUEHKN KIIMHUYECKON MHDOPMATUBHOCTM NabopaToOpHbIX TECTOB.

MpumMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEACTBYIOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[elAICTBUE CCbISTOYHbIX HOPMATUBHbIX JOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
UAN U3MEHEH, TO MNpu MPUMEHEHUM HACTOSILLEro J[AOKYMEeHTa cneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTa
KayecTBa W COOTBETCTBYEeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, npomnssoacTea n npogaxun IVD peareHToB 1 NnpnbopoB A1 MONEKYASPHO-
reHeTUYeCKOM AMarHoCTUKWM K Apyroro nabopatopHoro npuMmeHeHus u ISO 13485 B obnacrtu
pa3paboTku, npoumssoacTBa M npogaxun IVD peareHToB wn npmbopoB ANa MeaMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WeCcTBO C OrpaHUWYeHHOM OTBEeTCTBEeHHOCTb «[HK-TexHonorms TC»
(000 «OHK-TexHonorusa TC»), Poccus.

Appec npoussoguTtensa: 117246, Poccus, r. MockBa, npoe3g HayuyHbin, 4. 20, ctpoeHune 4.

MecTto npousBoAacTBa:
— 000 «[OHK-TexHonorua TC», 117246, Poccus, r. MockBa, npoe3g HayuHbiin, a. 20, ctpoeHue 4.
- 000 «HMNO OHK-TexHonorus», 142281, Poccus, Mockosckas obnactb, r.o. Cepnyxos,

r. MpoTteuHo, yn. XXenesHofopoXHas, 4. 3.

Mo BompocaM, KacawwuMmcs KayectBa Habopa peareHToB, cneayeT obpawaTtbes
B CNYX0Y K/IMEHTCKOM NoaaepXKU.
Cnyx6a KNMEHTCKOM NOAAEPXKKU:
8(800) 200-75-15 (onsa Poccunun, 3BOHOK H6ecnnaTHbIi),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbsi, 3BOHOK MJaTHbIN),
E-mail: hotline@dna-technology.ru,

www.dna-technology.ru

Homep 836
2025-06-25
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Mpuno>xeHnune A

MapamMeTpbl TECTa, KOTOPble HE06XO0AMMO BHECTU B NporpaMMHoe obecneueHue
AeTeKTUpyrwmux amnampukartopoB «ATnpainm», «ATnant»
npuv ncnosib3oBaHuun Habopa peareHToB Shigella/EIEC n Salmonella spp.
B ¢pacoBke S

1) Konnyectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cMmecn — 35 MKn;

3) B okHe «[lporpamma amMnandukaummn» BBeCTU cieaytolimMe napaMeTpbl:

Pexxum
Ne
6noKa TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUX Tun 6n10Ka
n3MepeHum
80 0 30
1 1 Linkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 LUnkn
64 0 15 v
4 94 0 5 1 Lnkn
5 251 XpaHeHune XpaHeHue
V - PeXUM ONTUYECKUX U3MEPEHUI
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
OBM Salmonella spp. Shigella/EIEC(ipaH) Shigella/EIEC(invE) -

1 - ponyckaeTcsi XxpaHeHue npu TemnepaType 10 °C
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Mpuno>xeHue b

MapamMeTpbl TECTa, KOTOPble HE06XO0AMMO BHECTU B NporpaMMHoe obecneuyeHue
AeTeKTUpyrwmux amnampukartopoB «ATnpainm», «ATnant»
npv ncnosnb3oBaHuun Habopa peareHToB Shigella/EIEC n Salmonella spp.
B (hacoBke U

1) Konnyectso npobupok B Tecte - 1;
2) O6bEM peakuMoHHOM cMmecn — 18 MKkn;

3) B okHe «[lporpamma amMnandukaummns» BBECTU cieaytolimMe napaMeTpbl:

Pe>xxum
Ne UYucno
TeMmnepartypa, °C | MuUH C onTnyeckux | Tun 6s0ka
6noka LIMKJIOB .
U3MepeHum
80 0 5
1 15 Lnkn
94 0 5
2 94 5 00 1 LUnkn
3 94 0 30 c U
KN
64 0 15 2
4 94 0 10 45 U
KN
64 0 15 %
5 94 0 5 1 Lnkn
6 251 XpaHeHune XpaHeHune
V = pexXuM ONTUUYECKUX U3MEPEHMI
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
OBM Salmonella spp. Shigella/EIEC(ipaH) Shigella/EIEC(invE) -

1 - ponyckaeTcsi XxpaHeHue npu TemnepaType 10 °C
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Mpuno>xeHune B

CokpawéHHaa metoauka ebiaenenns AHK n3 nccneayemoro marepuana
(dbexkanun, 6akTepnanbHble KYJ/ibTYpbl) C UCMOJ/Ib30BaHMEM KOMIJIEKTA peareHToB
NMPOBA-HK/MPOBA-HK-MJ1IOC

BHUMAHME!

1. MNepen HavyanoM paboTbl Heo6xoaNMO:

- BKJIIOUUTb TEPMOCTAT 4S9 nporpeBaHuns 4o 65 °C;

- 0OCTaTb M3 XOJI0AMIbHUKA KOMMJIEKT peareHToB AN BblAeNeHUs HYKIEMHOBbIX KUCAOT U
NMPOKOHTPOSIMPOBATb OTCYTCTBME OCaAKa B NM3MPYLOLWEM pacTBope. B ciy4yae BbinageHusa ocagka
Heobxoanmo nporpeTb hNakoH C AU3UPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTenbHO
nporpetoM ao 65 °C, Ao nosHOro pacTtBOpeHUs ocajka. 3aTeM creayeT nepemMewaTtb pacTBop
nepesopaydmBaHneM d¢dnakoHa BBepx gAHOM 5-10 pa3, u3beras neHoobpaszoBaHusa. [lepea
MCMNOSIb30BaHMEM OX/1aAnTe pacTBOp A0 KOMHaTHoM TemnepaTypbl (oT 18 °C go 25 °C). Ocagok
TakXXe MOXXHO pacTBOpUTb MNpW KOMHaTHoM TemnepaTtype (ot 18 °C po 25°C) B TeuyeHue
npubnnsntensHo 12 yacos.

2. Mpun nporpeBaHun npobupok ¢ obpasuamMu BO3MOXHO OTKpbiBaHWe Kpbiwek! Cnepyer
MCNoAb30BaTb NpobMpkM C 3alénkmBarwmmMmmca Kpbiwkamm (Hanpumep, Eppendorf Safe-Lock
Tubes) wnn nporpaMMmpyeMble TepMOCTaTbl C MPUMXUMHOW KpblWwKoOW (Hanpumep, TepMocTaT
TBEpPAOTENbHbIA NporpaMMmupyembiii  ManorabaputHbii TT-1-«QHK-TexH.», 00O «HMO [AHK-

TexHonorusa», Poccus).

1. NpomMapkupylite No OAHOW OAHOPA30BOM NNacTMKoBOM npobupke o6bEMOM 1,5 Mmn
ANA KaXxaoro Hem3BecTHoro obpasua n Ans oTpuuaTenbHOro KOHTponbLHoro obpasua (K-).

2. JobaBbTe B Kaxayto npobupky no 300 MKN NM3MPYHOWEro pacTBoOpa, He KacascCb Kpas
npobumpkm.

3. LeHTpndyrnpynte npobupkm c obpasuamm cycneHsumii dekanmun npu RCF(g) 13000
npn KomHaTHom TemnepaTtype (oT 18 °C go 25 °C) B TeveHune 30 c ans ocaxkaeHmsa aebpuca
Ha AHO Npobupku.

4. BHecuTe B COOTBETCTBYHOLIME MNPOMapKMUpoOBaHHbIE MPOBUPKM CpeaHo  dpakuuio
U3 Npobupok c cycneHsmamm dekanuin. Ona 3Toro orbepute M3 Kaxaon npobupku
OTAE/bHbIM HAaKOHEYHUKOM € PunbTpoM bakTepuaneHyto dpakuuto (BepxHas 6eno-xéntas
yactb obpasoBaBwerocs ocagka) B ob6béme 100 mkn. lMpu oTcyTcTBUM 6eno-XEnTtoro
MOrPaHMYHOro CNOS MeXay 0CaAKoM U cynepHaTaHToM oTbepuTe 100 MKA C rpaHuLbl 0Ocazka
M cynepHaTaHTa, AOMyCKaeTcs YaCTU4HbIM 3axBaT gebpuca.

Ecnhv matepmnan pans Bblgenenma [OHK - 6akTepuanbHass CcycrneH3msi, TO BHecuTe
B COOTBETCTBYHOLLME NPOMapKnUpoBaHHblie Npobupku no 100 mkn obpasuos..

5. BHecute B npobupky, npoMapkupoBaHHyt «K-», 100 MK1 oTpMUaTeIbHOrO KOHTPOJIbHOMO
obpasua. MNOTHO 3akponTe NpobMpKKW, BCTPAXHUTE MPOBUPKM Ha MUKpoueHTpudyre-
BOpTEKCe B TeyeHune 3-5 C.

6. TepmocTaTtupyinTe npobmpkm npm Temnepatype 65 °C B TeyeHue 5 MUH.
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7. LUeHnTpudyrupynte npobmMpkn Ha MUKPOLIEHTpUdYyre-sopTekce B TeveHmne 3-5 c.

8. [obaBbTe B kaxayto npobupky no 400 MK peareHTa 418 NpeuunuTauunm, He Kacasch Kpas
npo6upKM, 3aKkponTe NPOBUPKN U BCTPSIXHUTE MPOOUPKU Ha MUKpPOLLEHTpUdyre-sopTekce
B TedyeHue 3-5 c.

9. LeHTpndyrnpymnte npodbmpkm npm RCF(g) 12000 - 16000 B TeueHne 10 MMH NpU KOMHATHOM
TemnepaTtype (o1 18 °C go 25 °C).

10. He 3ageBass 0cagoK, MOJHOCTBK YyJanuTe HaA0CAAOYHYIK >KMAKOCTb (OTAEsNbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

11. [dob6asbTe Kk ocagky rno 500 mkn npombiBoYHOro pacteopa N21, He kacasicb kpasi Nnpobupku,
3aKponTe NpobupKM n akKkypaTHO rnepesepHUTe Npobupkun 3-5 pas.

12. LUeHTpudyrupynte npobupku npm RCF(g) 12000 - 16000 B TeyeHmne 1 MMH NpU KOMHATHOWM
TemnepaTtype (o1 18 °C go 25 °C).

13. He 3ageBass 0cCafdoK, MNOJHOCTbIO YyJdanuTe HaAOCAAOYHYK XUAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxaowm npobupkun).

14. [ob6asbTe Kk ocaaky no 300 MkN NpoMbiBOYHOro pacteopa N22, He KacasiCb Kpas Npobupku,
3aKpoliTe NpobUpKM U aKKypaTHO NepeBepHuUTe Npobupkm 3-5 pas.

15. UeHTpudyrmpynte npobupkun npm RCF(g) 12000 - 16000 B TeyeHne 1 MUH NPy KOMHATHOWM
TemnepaTtype (ot 18 °C no 25 °C).

16. He 3ageBass 0cagokK, MOMHOCTBK YyAanuTe HaAA0CAAOYHYI >KMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxaon nNpobupkun). JonyckaeTcss OCTaBUTb XUAKOCTb, MOKPbIBAOLLYHO
ocaziok, o6bEMOM He 6onee 20-30 Mk,

17. OTkKpoiiTe NpobmnpKn n BbICyLLMTE 0CAAOK Npu TemMnepaTtype 65 °C B TedeHue 5 MUH.

18. [ob6asbTe k ocagky no 50 mkn (MPOBA-HK) vman no 300 mxkn (MPOBA-HK-MJIHOC)
6ydepa ansa pactBopeHus, 3aKpoinTte nNpobmpku.

19. BcTpaxHuTe Npobupkn Ha MUKpoLeHTpudyre-sopTekce B TedeHme 3-5 ¢ n ocagmte Kanam
ueHTpudyrnpoBaHmem npobupok B TeveHme 3-5 C.

20. TepmocTatupynTe npobumpkm npu Temnepatype 65 °C B TeyeHue 5 MUH. BcTpsixHuTe
npobupkm Ha MMKpoUEHTpudyre-sopTekce B TeyeHue 3-5 c.

21. OcaauTe KoHAeHcaT ueHTpudyrnposaHuem npm RCF(g) 12000 - 16000 B TeueHune 30 ¢ npu
KOMHaTHOW TeMnepaTtype (oT 18 °C go 25 °QC).

MpenapaTt AHK rotoB K BHECEHUIO B peakUMOHHYI cMecb ans MLUP.

Mpenapat AHK MOXHO XpaHuTb Npu TeMnepaTtype oT MUHyC 22 °C go muHyc 18 °C He 6onee
o4HOro Mecsaua unum nNpm TemnepaTtype oT MMHyc 72 °C go MumHyc 68 °C He 6onee ogHoro roga.

Mepen wuvcnonb3oBaHuem npenapata AOHK ana noctaHoeku [TLUP nocne XxpaHeHus

HeobxoaAnMMO pa3mopo3uTb npenapat [AHK w  oTpuuaTenbHbii  KOHTPONbHbLIA  0bpasel,

npv KOMHaTHoM TemnepaType (ot 18 °C o 25 °C) unu npu Temnepartype ot 2 °C go 8 °C, 3atem

BCTPSIXHYTb MNpobupkm ¢ npenapatom [JHK w© oTpuuaTenbHbIM KOHTPOJbHbIM 06pa3LoM

Ha MUKpoUeHTpudyre-sopTekce B TeyeHne 3-5 ¢ U UeHTpUdyrmposatb Ha MUKPOLIEHTpUdyre-

BOpTEKCe B TeyeHne 1-3 c.

MpenapaTt AHK rotoB K BHECEHUIO B peakUMOHHYI0 cMecb ans MUP.

37



	1  ПРЕДНАЗНАЧЕННОЕ ПРИМЕНЕНИЕ
	2 ХАРАКТЕРИСТИКА НАБОРА РЕАГЕНТОВ
	2.1 Состав набора реагентов
	2.2 Количество анализируемых образцов
	2.3 Принцип метода
	2.4

	3 АНАЛИТИЧЕСКИЕ И ДИАГНОСТИЧЕСКИЕ ХАРАКТЕРИСТИКИ
	3.1 Аналитическая специфичность
	3.2 Интерферирующие вещества
	3.3 Предел обнаружения
	3.4 Диагностические характеристики
	3.5 Воспроизводимость и повторяемость

	4 МЕРЫ ПРЕДОСТОРОЖНОСТИ
	5 ОБОРУДОВАНИЕ И МАТЕРИАЛЫ
	6 АНАЛИЗИРУЕМЫЕ ОБРАЗЦЫ
	6.1 Материал для исследования
	6.2 Общие требования
	6.3 Взятие материала на исследование
	6.4 Транспортирование и хранение образцов биологического материала
	Допускается транспортировать и хранить2F :
	6.5 Подготовка биологического материала для выделения ДНК

	7 ПРОВЕДЕНИЕ АНАЛИЗА
	7.1 Выделение ДНК
	Таблица 2 – Наборы/комплекты реагентов, валидированные для выделения ДНК для дальнейшего исследования с использованием набора реагентов Shigella/EIEC и Salmonella spp.

	7.2 Подготовка и проведение ПЦР. Фасовка S
	Таблица 3 – Программа амплификации для детектирующих амплификаторов «ДТпрайм», «ДТлайт» (фасовка S)
	Таблица 4 – Программа амплификации для детектирующих амплификаторов CFX96 (фасовки S, U)

	7.3 Подготовка и проведение ПЦР. Фасовка U, ручное дозирование
	7.4 Подготовка и проведение ПЦР. Фасовка U, с использованием дозирующего устройства ДТстрим (только для детектирующего амплификатора «ДТпрайм» в модификации «ДТпрайм *X*»)

	8 РЕГИСТРАЦИЯ РЕЗУЛЬТАТОВ АМПЛИФИКАЦИИ
	9 УЧЁТ И ИНТЕРПРЕТАЦИЯ РЕЗУЛЬТАТОВ
	10 ТРАНСПОРТИРОВАНИЕ, ХРАНЕНИЕ И ЭКСПЛУАТАЦИЯ
	11 УКАЗАНИЯ ПО УТИЛИЗАЦИИ
	12 ГАРАНТИИ ИЗГОТОВИТЕЛЯ
	13 РЕМОНТ И ТЕХНИЧЕСКОЕ ОБСЛУЖИВАНИЕ
	14 СИМВОЛЫ, ИСПОЛЬЗУЕМЫЕ ПРИ МАРКИРОВКЕ НАБОРА РЕАГЕНТОВ
	15 ПЕРЕЧЕНЬ ПРИМЕНЯЕМЫХ НАЦИОНАЛЬНЫХ СТАНДАРТОВ
	16  АДРЕС ДЛЯ ОБРАЩЕНИЯ
	Приложение А
	Приложение Б
	Приложение В


<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Error

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /CMYK

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments true

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



