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MNpepgnucnoBne

Llenn, OCHOBHble NPUHLUWNbLI U OCHOBHOW NOPAAOK NpoBeAeHns paboT MO MexXrocyfapCTBEHHON CTaH-
pnaptusaumm yctaHosneHol B FTOCT 1.0—2015 MexrocygapcTBeHHasa cucrtema ctaHgapTtusayun. OCHOBHble
nonoxeHusa» n rOCT 1.2— 2015 «MexrocygapcTBeHHasa cucrtema crtaHgaptusayuun. CtaHgapTel Mexrocyaap-
CTBEHHble, NpaBuaa U pekomMmeHgaunm No MexrocyfapcTBeHHON cTaHgapTusauuum. MNMpasuna pa3paboTku, Npu-
HATUA, OOGHOBNEHUSA N OTMEHbI»

CBefeHusa o ctaHpapTe

1 NOATOTOBJ/IEH depepanbHbiM rocyfapCTBEHHbIM OHOAXETHbIM Hay4YHbIM yuypexpgeHunem «Bcepoc-
CUIACKNIA Hay4YyHO-UccNnepoBaTeNbCKUIA WMHCTUTYT TEXHOMNOTMU KOHcepBupoBaHusA» (PrBHY «BHUUTeK») Ha
OCHOBe O(pMuUManbHOro NepeBoja Ha PYCCKUIA A3bIK aHIN0A3bIYHON BEPCUN MEXAYHAPOAHOro AOKYMeHTa, yKa-
3aHHOro B NYHKTe 5, KOTOpbIl BbinoNIHeH ®TBEHY «BHUWNTeK»

2 BHECEH ®depgepa/sibHbIM areHTCTBOM MO TEXHUYECKOMY PEeryimpoBaHui0 u MeTposiornu

3 NMPUHAT MexrocynapCTBEHHbIM COBETOM MO CTaHgapTu3auum, MeTposiorum n ceptudukanymn
TOKOM OT 27 nona 2016 r. Ne 89-1)

3a npuHATME NpOrosiocoBanu:

KpaTKoe HanmeHoBaHue CTpaHbl Ko,q CTpaHbl Nno COKpaLLI,eHHOE HanMmeHoBaHMe HauunoHa/lbHOro
no MK (MCO 3166) 004—97 MK (MCO 3166) 004—97 opraHa no craHgapTu3auumn
ApMeHua AM MWH3KOHOMMKN Pecnybnunkn ApMeHns
Benapycb BY lFocctaHgapT Pecny6nukn bBenapycb
Knprusumsa KG KblprelsctaHgapT
MongoBa MD Monpgosa-CTtaHgapT
Poccus RU PocctaHgapt

4 Tpukaszom dPepepasibHOro areHTCTBa MO TEXHUYECKOMY perysimpoBaHni0 U MeTposiorum oT 7 HoAabpsa
2016 r. No 1606-cT MexrocygapcTBeHHbln ctaHgapt TOCT ISO/TS 13136—2016 BBeaeH B gelicTBne B Kauve-
CTBe HauuoHanbHOro ctaHgapTta Poccuiickoli ®egepaynn ¢ 1 nonsa 2017 r.

5 HacTtoawwuii cTaHfapT UAEHTUYEH MexAyHapogHoMy AokymeHTy ISO/TS 13136:2012 «Mwukpobuono-
rma nNuLLeBOin NPOAYKLUM W KOPMOB AN XWUBOTHbIX. lMonMmepasHas uUenHas peakuus B pexume peanbHOro
BpeMeHW ANA onpefesnieHns naTtoreHHblX MUKPOOPraHn3imoB. FOpu3oHTaNbHbIA MeTo4 onpeaeneHns 6akTepui
Escherichia coli, npogyunpytrowux Lura-tokcnuH, B TOM ymucne ceporpynn 0157, 0111, 026, 0103 n 0145»
[Microbiology of food and animal feed — Real-time polymerase chain reaction (PCR)-based method for the
detection of food-borne pathogens — Horizontal method for the detection of Shiga toxin-producing Escherichia
coli (STEC) and the determination of 0157, 0111, 026, 0103 and 0145 serogroups», IDT].

MexayHapoaHblil fOKYMeHT paspaboTaH TexHu4yeckum KomMuTeTom no ctaHgaptmsauum ISO/TC 34 «Mu-
weBble NPOAYKTbI» MexayHapoAHON opraHusauuyn no ctaHgaptusaumn (ISO).

Mpu NnpMMeHeHUn HacTosAWero craHgapTa peKkoMeHAyeTCA MCNO0/b30BaTb BMECTO CCbIJIOYHbIX MEeXAy-
HapoAHbIX CTaH4apTOB COOTBETCTBYKLWMNE UM MEXroCyAapCTBEHHble CTaHAapThbl, CBEAEHUA O KOTOPbIX NpU-
BefleHbl B JONOMIHUTENBHOM npuaoxennn A

6 BBEAEH BMEPBbIE

NHgopmaunsa 06 n3MEHEHNAX K HACTOAWeEeMY cTaHAapTy nNy6ankyeTCca B eXerogHom mHgopmauu-
OHHOM yKa3aTene «HaunoHanbHble cTaH4apThbi» (N0 COCTOAHMIO HAa 1 AHBApA TeKywero roga), a TekcT
U3MEHEeHWN N NoNpaBOK — B €XeMeCSAYHOM UH(popMaunoHHOM yKaszaTene «HaunoHanbHble CTaHAapTbi».
B cnyyae nepecmoTpa (3amMeHbl) UM OTMEHbl HACT OALWEro cTaHgapTa COOTBEeTCTBYOLWee yBejoM/ieHne
6yneT Ony6/IMKOBAHO B €XEeMeCAYHOM UHPOopMaLMOHHOM YyKazaTene «HauMoHanbHble CTaHZapTbi».
CooTBeTCTBYylWAaa nHpopmayns, ysejomaeHme M TeKCTbl pa3MelwalnTcAa Takke B MUHQOpPMaLUOHHON
cucTeme obwero nonb3oBaHWsa — Ha ohuumanbHoM caliTe dPefepanbHOro areHTCTBa N0 TEXHUYECKOMY
perynvpoBaHuio n MmeTpoaorun B ceTm MHTepHeT (www.gost.ru)

© CtaHpgapTuHpopm, 2016

B Poccuiickoii ®epepaunm HacToswmnii ctaHgapT He MOXeT 6biTb MOMHOCTbIO WM YaCTUYHO BOCMPOU3-
BefleH, TUpaXMpoBaH 1 pacnpocTpaHeH B KAaYecTBe oULMaNbHOTO n3gaHna 6e3 paspelweHus degepanbHoro
areHTCcTBa No TEXHUYECKOMY PerysimpoBaHuio 1 MeTposiornu

(npo-


https://mosexp.ru#

FOCT ISO/TS 13136—2016

CopnepxaHue
1 OOBJ/TACTD MPUMEHEHMS  oueiieeiiieeeeitieeeestteeeeaateteesateeseaaseeeesaseeeeasteeeaansaeesassaeeeaassseesassaeeeansseeesansseeennsseeeennseeeeanssneessnneeeennsnneenans 1
2 HOPMATUBHBIE CODBITTKM  uuiiiiiieiieeesiaettteeeeaaasaasetteeeeaaaeaaaasssaseeeeeeessaaassbeeeeeeaeaaaans b be e e e eaaaaaannsaseeeeeeeeseanasbeeeeeaaassaannsbbeeeaaaenaannnnns 1
3 TEPMUHDBI Y OTIPE LB ITEHVM S ceeeiiiieiiiiiiteeee e e e e e ettt ettt e e e e e e b ettt e e e s 44 s et e ettt e 444 e s b e e ettt e e e e e e s s be e e ettt e e e e e ettt e e e e e e bbe e e e e e eeeaannnnnnes 2
A CYLLEHOCTD METOLB  ceiieeieiiuuiutiiataaaeaaauutteeaaaaasaaaasteeaeaaaaaeaaassabaeeeeaaaeaaannsbbeeeeaeeaaaanebeeeeeaaeeaaannnnbbeeeeeee e s s nnabbeeeeeaeeaannnsbbneaaaaeenaannnn 2
5 Pa36aBuUTeNnn, MUTATENIbHBIE CPEADBI U PEAKTUBDI c.uuutiiiiiieeiiutiieesitieeeaasteeesssteeeeasteeesssteeeesabeeesansbeeesasbeeesannseeesnsbneesanseees 3
6 O60pPYAOBAHNE N JTAOOPATOPHAA MO CY LLB cuuieeeriurereintreeesiiereeaaueeeesasteeeaauueessaseeeesassseesasseeessteeeaasseeesstaeesanssseessnsseeesssneees 4
2O oY Y N 1 1 o X o 1 JP SRS 5
8 TOATOTOBKA MPOODBI OIS VCTIBI TAHM S cuuiiiiiiuiiieeeiieeeeeattieeessteteeaateeessteeeeaanseeesataeaeaasseeesansteeesastseesanseeeesnsteeeaansseeesnsteeeennnreeenn 5
9 METOANKA MPOBELEHUS UMCTTBITAHMS  oeeiueiiteaieateeaueaateateaaeeaeeaaaeaseaeesseeaseanseanseasesaasanseamseasessseaaseamseaseeaseeaaeanseaneeasessaeeneesnnan 5
10 VIHTEPMPETALMA PEBY IBTATOB ciiiiiitiiiiitaeaaaaaiturteeeaaaaasaautteaeeaesssaaateeeeetaasaaaaatsseeeaaesaasaabssseeetesssasabteaeeeasssaaaassssseeassssnnnnes 7
11 OKCNNYATALMOHHBIE XAPAKTEPUMCTU KM ceiiiiiiiiiiiiiiieeeeees ettt e e e e e s s bbb e et et e e e e s s bbb et e e e e e e n e e et e e e e e e s e anbbe et e e e e e e aanbbbeeeeeeeenns 7
MpunoxeHne A (o6si3aTenbHoe) Bnok-cxemMa NPOLEAYPbINPOBEAEHUA AHAMMBA  ..ociereeeieerieaeeeeeaieeie e seeeseeene 1
MpunoxeHne B (o6sA3aTenbHoe) Bnok-cxema npouenypbl BblAENEHUA U MOATBEPKAEHUSA  oovevvrveveeeeiienenninns 12

MpunoxeHne C (cnpaBo4yHoe) NpeHTudunkayma Escherichia coli, npogyunpyrowunx Wura-tokcuH (STEC),
NnyTeM BbISIBIEHWUSI TEHOB BUPY/NIEHTHOCTU MynbTunaekcHoi MUP-amnnudukaymnei

n obHapyxeHue npogyktos MUP nyTem anekTpodope3a B arapoO3HOM T€/1€ .ooovceeevrieeeennnns 13
Mpunoxernne D (cnpaBoyHOEe) BHYTPEHHUA KOHTPONb @MMAAUM MKALMM c.oovirieeieiiiieie et 16
MpunoxeHne E (cnpaBouyHoe) Mpaimepbl M 30HALI AN TP -QHAMMB@ i 17
MpunoxeHne F (o6a3aTenbHoe) BoigeneHne UNCTbIX WTAMMOB S TE C .o 19

Mpunoxenne A (cnpaBouyHoe) CBefeHUA O COOTBETCTBUU CCbIZTOYHBIX MEXAYHAPO4HbIX CTaHAApTOB
MEXTOCYAAPCTBEHHBIM CTAHMAP TAM .iuiiiiiiiiiiiiiiiiiiiii et 20

Y el AN A T o k- Yo 1 EO O U T T T TS TS T PO TSP PR PR PRR PR 21



FOCT ISO/TS 13136—2016

BBepneHne

Escherichia coli, npogyuunpywwasa Wwura-tokcnH (STEC), ABAAeTCA NaTOreHHOW KULWEYHOW nasioykoi,
KoTopass MOXeT Bbi3blBaTb Auapeto, a Takxe 6onee TaAxesnble 3abosieBaHna yYenoBeka, Takme kKak remoppa-
rMyeckuii KoNuUT n reMonnTuko-ypemuyecknii cuHgpom (FyYC). Xota cyuwecTtsyeT 60/1bllOe KOIMYECTBO CEPO-
rpynn STEC, ceporpynnbl 0157, 026, 0111, 0103 1 0145 rapaHTUpOBaHHO BbI3blBAKDT Hanbosee Taxesnble
3abonesaHus, B yactHocTtu, FYC (cm. [1]).

MpumeyaHne — Heobxoanmo npuHMMaTb BO BHMMaHue Bce BuAbl Escherichia coli, Boigensawowme LWura-Tok-
CWH, NOCKOJ/IbKY OHW MaTOreHHbl A8 YefioBeka 1 noTeHumanbHO CNnocobHbl BbI3BAThb TsXKesble 3ab6oneBaHNs B 3aBUCUMMO-
CTU OT XapaKTepUCTMK PUCKOB, KOTOPbIe HECyT B cebe NpoAOBO/MbLCTBEHHbIE TOBaphb! (roTOBas K ynotpe6/eHni0 nuwesas
NPoAYKLMSA 1M nuuiesas NPoAykuus, npefHasHavyeHHas AN NoTpeb/ieHus nocse TEXHOOorMyYeckolh 06paboTku, Takoi
Kak nacrtepusaunsi, NPUroToBEHNE NULLM W T. M., MPOBOAMMON C LEeNbI0 CHWKEHUS LUMPOKOro CnekTpa G6akrepuid, NnpucyT-
CTBYHLLMX B MULLEBOK NPOAYKLMM), & TaKKe OT COCTOSIHUSA 340POBbS MI04EN, NOTPEONALWMX NULLEBYIO NPOAYKLMIO.

Kpome TOro, yuntbiBasi BbICOKY0 F€HOMHYK M1aCTUYHOCTb JaHHOro Buaa 6akTtepuid, He UCKIHYEHO, YTO HOBble Me-
XaHU3Mbl BUPY/IEHTHOCTU MOTYT NPUBOAMUTbL K CO34aHMI0 HOBbIX CeponaTtorpynn, Takux kak npogyunpytowasn Lura-tokcmH
3HTepoarperatnsHasa ceponartorpynna E. coli 0104, koTtopas Bbi3Basia BChbiwkn MYC B MepmaHun n ®paHumm B mae u
noHe 2011 r. HoBble aTunuyHble ceponartorpynnsl E. coli moryT o6pa3oBbiBaTbCs B pe3yfnbTare TpaHcopMaL My reHoB Stx
npu BOo3gencTemm 6aktepmnodara Ha wramm E. coli, naTorpynnel KOTOPOro He npoAayuunpytoT LLnra-ToKCuH.

MeTog, yCTaHOBNEHHbI B HACTOALEM CTaHAapTe, pacnpocTpaHAaeTCcs Ha faHHble aTUMMYHbIE WTaMMbl U OHW MOTYT
ObITb HAAEXHO BbISIBAIEHBI, NOCKO/IbKY B HUX MPUCYTCTBYHOT re€Hbl StX.



MonpaBka Kk OCT ISO/TS 13136—2016 Mukpobuonornsa nuuweBon MNPOAYKUMM U KOPMOB ANiA
XWBOTHbIX. [lonnmepasHas LuUenHas peakunus B pexume peasibHOro BPeEMeEHU A8 onpefeneHus
NnaToreHHbIX MWUKpPOOPraHW3MoB. FOpU3OHTaNbHbIM MeTon onpepeneHusa 6aktepuii Escherichia coli,
npoayuunpyrowmnx LWnra-tokcuH, B Tom yucne ceporpynn 0157, 0111, 026, 0103 n 0145

B kakom mecTe HaneuwaTtaHo [lo/KHO 6bITb

Mpeancnosne. Tabnuua corna- - TypKMeHus ™ Inasroccnyx6a
coBaHuA «TypKMeHCTaHAapTNapbI»

(MYC Ne 1 2023 1)



FOCT ISO/TS 13136—2016

M E X IO CVY 4 APCTBEHH bl W C T A HOAUPT

MurKpo6MOIorMsa NUWEBOR NPOAYKLUN N KOPMOB A/151 XXUBOTHbIX

NMONMMEPA3HAA LEMHAA PEAKUMA B PEXXUME PEANIbHOIO BPEMEHW ONA OMPEAENEHUNA
MATOFEHHbLIX MUKPOOPITAHM3MOB

Fopu3oHTanbHbI MeToa onpeaeneHna 6aktepuin Escherichia coli, npogyyupyrowux Lnra-TokcuH,
B TOM yucne ceporpynn 0157, 0111, 026, 0103 n 0145

Microbiology of food and animal feed. Real-time polymerase chain reaction (PCR)-based method for the detection of
food-borne pathogens. Horizontal method for the detection of Shiga toxin-producing Escherichia coli (STEC) and the
determination of 0157, 0111, 026, 0103 and 0145 serogroups

Jata BBegeHuss — 2017—07—01

1 O6nactb NpPMMeEHeHUs

HacTtoAwunin ctTaHaapT ycTaHaBnnBaeT meToa naeHtudukaumm 6akrepuin Escherichia coli, npoayuymnpyto-
wmux Wwura-tokcuH (STEC), nocpeACTBOM O6HapyXeHUa cnepywwmx reHos:

a) OCHOBHbIX FreHOB BUpyneHTHocTn STEC, stx n eae (cm. [2], [3]);

b) reHoB, BxogAawux B coctaB AHK 6aktepuii Escherichia coli ceporpynn 0157, 0111, 026, 0103 un
0145 (cm. [3], [4]).

Mpun obHapyxXeHun oA4HOTo MAN 060UX BULOB rEHOB Stx MPOBOAAT pa3feslieHne WTaMMOB.

BoigeneHne STEC u3 npo6, B KOTOPbIX NPUCYTCTBYKT 6aKkTepun C reHamu, XxapakTepHbIMW A8 Cepo-
rpynn, Ha KOTopble pacnpocTpaHaeTca MeToj HacToslWero ctaHgapra, MOXHO YNPOCTUTb NyTEM MCNO/Mb30Ba-
HUA MeToAMK oboraweHnsa, npefHasHavyeHHbIX na paboTel ¢ ceporpynnamu (Hanpumep, UMMYHOMAarHUTHOTO
pasgeneHuns).

B meToAe, yCTaHOB/NIEHHOM B HacToslWeM cTaHAapTe, nonnMmepasHyl uenHytw peakuyuto (MUP) B pexu-
Me peasibHOT0 BpeMeHU UCMOb3YT B KAYECTBE KOHTPO/IbHOW MeTOAUKN 0BHAPYXEHUS TeHOB BUPY/IEHTHOCTU
M reHoB, NPUCYTCTBYKOLWMX B FeHOMe ceporpynn.

HacTtoawumii ctaHgapT pacnpocTpaHsaeTcs Ha:

1) npoAykuuio, npegHasHaYeHHy AN NOTpebeHnss YeNOBEKOM U KOPMJIEHWUA XUBOTHbLIX;

2) npo6bl oKpyxatwe cpelbl, B3ATble U3 30HbI NPON3BOACTBA NULLEBBLIX NPOLYKTOB W OCYLLECTBIEHUA
TEXHONOTMYeCcKMX onepaynii ¢ NUWEBbLIMU NPOAYKTAMMU;

3) Npo6bl OKpyXatkLweh cpeabl U3 30HbI MPON3BOACTBA ChIpbS.

B HacToAwem cTaHgapTe NpMMeEHEHbl cnejylmne ycnoBHble 0603HaAYEHNSA:

- StX: reHbl, OTBETCTBEHHbIE 3a CMHTE3 LUura-TokcuMHa (MCNoMb3YT TAKKe CUHOHUM — VEX)\

- Stx: lUura-ToKCUH [MCNONb3YIOT TakkKe CUHOHUM — ViX (BEpOTOKCUH)];

- STEC: Escherichia coli, Boigensatouwmne lUnra-TokcuMH [mcnonb3yT Takke cnHoHum — VTEC (Escherichia
coli, Bbigenstouine BepoTOKCUH)];

- eae: reHbl UHTUMUHA.

2 HopmaTuBHbIE CCbI/IKM

Ona npyumeHeHnsa HacToslWero ctaHgapTa HeobxoauMbl cnefylowne cCbiloYHble cTaHaapThl. B cnyvae He-
[aTUPOBAHHbLIX CCbIJIOK MPUMEHSAIOT NocsiegHee n3faHne CCbI/IOYHOTo cTaHfapTa (BKIYaa BCe ero N3MeHeHus).

ISO 7218 Microbiology of food and animal feeding stuffs. General requirements and guidance for micro-
biological examinations (Mukpo6uonorna nuueBbiX NPOAYKTOB U KOPMOB A1 XNBOTHbIX. O6LWne TpeboBaHnsa
N pekoMeHAauun no MMKPOo6MOMOrM4eckum MccnefoBaHnam)

M3pgaHve ochmnumanbHoe
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ISO 20838 Microbiology of food and animal feeding stuffs. Polymerase chain reaction (PCR) for the
detection of food-borne pathogens. Requirements for amplification and detection for qualitative methods (Mu-
Kpobunonornsa nuw,esbiXx NPOAYKTOB M KOPMOB ANA XWBOTHbIX. MNMonumepasHaa uenHaa peakuua (MUP) ana
o6HapyXeHWa naToreHHblIX MUKPOOPraHM3MOB B NULLEBbLIX NpoAykTax. TpeboBaHua kK amnamdukaumum n getek-
TUPOBAHUIO A1 KaYeCTBEHHOro aHannsa)

ISO 22174 Microbiology of food and animal feeding stuffs. Polymerase chain reaction (PCR) for the de-
tection of food-borne pathogens. General requirements and definitions (Mnkpo6uonornsa nuuweBbIX NPOAYKTOB
N KOPMOB ANA XUBOTHbIX. NMonnmepasHasa uenHas peakuyua (MLUP) ona obHapyXeHUs naTtoreHHbIX MUKpoopra-
HW3MOB B NuULWEBbIX NpogykTax. O6wwne TpeboBaHna n onpegeneHuns)

3 TepmMuHbI 1 onpegeneHns

B HacTosweM cTaHgapTe NpYMeEHeHbl cnegyllme TePMUHbI C COOTBETCTBYOLWMMU ONpeAeNeHNnAMU:

3.1 Escherichia coli, npoayuunpytouwmne LWnra-TokcuH; STEC [Shiga toxin-producing Escherichia coli
(STEC)]: WTammbl E. coli, umetowne reHbl, OTBETCTBEHHbIE 3a CUHTE3 Lunra-tokcuHa

3.2 Escherichia coli, npogyyupytowumne Lura-tokcnH (STEC), Bbi3blBalolWnMe noBpexaeHue ny-
TEM NpuUKpenseHns 6akTepuii n paspywieHns MU LWEeTOYHOW KaMbl 3NNTENNSA KNEeTOK KueYvHuka (Shi-
ga toxin-producing Escherichia coli causing the attaching and effacing lesion, STEC causing the attaching
and effacing lesion): WTammbl E. coli, uMetowne reHbl, 0OTBETCTBEHHble 3@ CMHTe3 LUura-tokcuHa v reH, oTBeT-
CTBEHHbI 3@ CMHTE3 MHTUMUKHA (eae).

MpumeyaHne — [aHHas KOMGUHaUWUS TEHOB BMPYNEHTHOCTU 4acTo OblBaeT MPUUMHON Hambosee TSHKENbIX
dhopm 60s1e3Hel, Bbi3BaHHbIX STEC.

3.3 Escherichia coli, npogyuunpytouwmne LWunra-TokcuH (STEC), ceporpynnbl KOTOPbIX SIBASAOTCS
BbiCOKOoMnaTtoreHHbIiMn (Shiga toxin-producing Escherichia coli belonging to highly pathogenic serogroups,
STEC belonging to highly pathogenic serogroups): WTtammbl E. coli, umetowne reHbl, OTBETCTBEHHbIE 3a CUH-
Te3 LlUura-TokCcuMHa, reH, OTBETCTBEHHbIN 3a CMHTE3 MHTMMWHA (eae) U oTHocsAwwmecs kK ceporpynnam 0157,
0111, 026, 0103 n 0145.

4 CyuHOCTb MeToda

4.1 O6wmne NoNoxXeHus

Mcnonb3yemblii MeToA COCTOUT M3 CAeAYyWmnX nocaeaoBaTebHbIX 3Tanos:
a) MMKpobHoe oborauieHue;

b) BblgenieHne HykneuHosbix kucnot (AHK);

C) BblIIBIeHUE TEHOB BUPY/IEHTHOCTY;

d) BbIiBNIeHWEe reHOB, NPUCYTCTBYOLWNUX B ceporpynnax;

e) cesiekKums 13 NoIOXUTE N bHbIX NPo6.

MpnmeuyaHne — Brok-cxema NPOBEAEHUA UCCNedOoBaHNA NpefcTaB/ieHa Ha pucyHke A.l.

4.2 MwunkpobHoe oborauieHune

Baktepun STEC BbIABAAIT NOC/e YBE/IMYEHUA UX KONMYeCcTBa NYTEM MHKYOMpPOBaHWUSA aHannsnpyemMmom
npo6bl B HECENIEKTUBHOW XUAKOW NuTaTenbHON cpege, Hanpumep:

a) MOANMPUNLNPOBAHHbI TPUNTOH-COEBbLIA OYNbOH (TPUNTOH-COEBLI BYNbOH C f06aBNEHNUEM CONU Xenu-
HbIX KncnoT Ne 3, KOHUueHTpayuus kotopoin — 1,5 r/am3, n gobaBneHnem HoBobMOLMHA, KOHLEHTPALUA KOTOPO-
ro— 16 mr/gam3) — mTSB+N;

b) 3abychepeHHas nentoHHaa Boga (BPW);

c) MOANDULNPOBAHHBIA TPUNTOH-COEBLIN B6YNbOH (TPUNTOH-COEBLIN GY/NbOH C fO6GAB/EHNEM COMMN Xeny-
HbIX Kucnot Ne 3, kKOHUeHTpauua koTopolh — 1,5 r/[am3, n gobaBneHnem akpudnasmHa, KOHUEHTpaLnsa KOTO-
poro — 12 mr/am3) — mTSB+A, onsa aHanuMsa Mo/0Ka U MOOYHbIX MPOAYKTOB.

MTSB ncnonb3ywT NpU aHannse npo6, NpeanonNoXuTesnbHO cojepxawunx 6onbwne Konnyectsa Hele-
NeBbIX MUKPOOPraHN3mMoB.

HoBo6MOUMH W akpudiaBUH NOLABNAIT POCT rPaAMNOIOKUTENbHbIX 6akTepuii n cnoco6CTBYIOT POCTY
rpamoTpuuaTenbHbix 6akTepuii, B Tom Yucne STEC.

2
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BPW npumMmeHAKT ANa aHannsa npob, KOToOpble NPeAnosioXUTENbHO coAepXaT NnoABeprHyTble cTpeccy
ueneBble 6akTepun (Hanpumep, Npobbl 3aMOPOXEHHbIX NMPOAYKTOB), YTOObI peaHMMMpoBaTb NOABEPrHyTbIE
cTpeccy 6aktepun STEC, n npeAnosiIOXMTENbHO cofepXalwmne MeHbllee KONMYeCTBO HeleneBbiX MUKpoopra-
HU3MOB, YeM cBexue npobbl.

MpumeuyaHue — [lo6aBneHne HOBOGMOLMHA SIBNSIETCA CMOPHbIM U GbIIO MCCEfO0BAHO HECKOSIbKUMU aBTO-
pamu. Bbiflo yCTAaHOBMEHO, YTO MUHMMAbHAs MHTMGMpYOWasa KOHLEeHTpaumsa aHTMbnotuka ans 6akrepuit STEC, He oT-
HocsAwmxca k ceporpynne 0157, Huke, 4yem Ans wTtammoB ceporpynnbl 0157 (cm. [5]). Lob6aBneHne HOBOGMOLMHA Npwn
oboraweHnn B mTSB, Korga KoHLEeHTpauusi HoBo6uoumHa asnsetcs TunmyHon (20 mr/am3), kak 3To ycTaHOBNEHO B [19],
NPMBOAUIIO K NOAABMNEHUIO POCTa NPUGAN3UTENBHO OHOM TPEeTH K/IeTOK LUTaMMOB 6akTepuii, He OTHOCALLMXCSA K Ceporpyn-
ne 0157 (cm. [6]), 4TO NOBbIWAET PUCK NOXHO-OTPULATENbHbIX Pe3ynbTaToB.

4.3 BbligenieHne HyKAenHoBbiX kKucnoT (AHK)

HyKNnenHoBble KUCMOTbl 3KCTparnpytoT B COOTBETCTBUM C Tpe6oBaHUAMM UCNONb3yeMoin cuctemoii MLUP
B peXume peasibHOro BpeMeEHMU.

4.4 BblsaBNeHWe UefieBblX TEHOB

OunweHHyto AHK ncnonb3yloT Ans o6HapyXeHua cnefylowmnx LeneBbiX reHos:

- OCHOBHblEe TeHbl BUPYNEHTHOCTM ana STEC: reHoB stX, kKoAupywLWwmMx TokCuHbl Wnra n eae-reHa, kogu-
pytouiero 6enok maccoih 90 kAa — MHTUMWH, YYacTBYHOLWMNX B MexaHU3Me afresnun, Kotopas ABNaeTcsa xapak-
TepHbIM Npu3HakoMm wrtammoB STEC, Bbi3biBalOWMNX Taxenble 3abonesanns. FeHbl StX KOAUPYIOT ceEMeENCTBO
TOKCMHOB, B TOM 4YMC/le ABa OCHOBHbIX TMNa: stx1 n stx2. Stx2 COCTOUT U3 CEMU YETKO YCTAHOBJ/IEHHbIX Bapu-
aHTOB — OT stx2a Ao stx2g (cm. [22]). BapuaHTbl reHoB stx2a, stx2b n stx2c, npucyTcTBylune B wWTammax
6akTepuihi STEC, B uncne reHoB, KOTopble nNpueefeHbl B pasgene 1, npeactaBnsawT coboii uenesble TeHbI,
Koaupywouwume Wunra-ToKCUH, Ha KOTOPble pacnpocTpaHsaeTcsa HacToAWNn cTaHfapT.

B 6a3e gaHHbIXx GenBank reHam, KoguMpywLWUM AaHHble BapuaHTbl Stx2, NpucBOeHbl cregytlouiye 060-
3HauyeHunsa: stx2a: X07865; stx2b: L11078; stx2c: M59432.

- TeH eae, KOAMPYHOLWMNA UHTUMUH;

-TeHbl ANs onpepeneHnsa cooTeBeTcTBytowen ceporpynnbl: rfbE(0157), wbdIl(0111), wzx(026),
[77p1(0145) n ilzx(0103).

4.5 BbisABeHUue

BbisiB/ieHVe LesieBblX TEHOB NPOBOASAT B COOTBETCTBUM C TpeGoBaHUAMMK MUcnonb3yeMoi cuctembl MLUP
B pexume peasbHOro BPEMEHH.

4.6 Cenekuymsa u3 NOSIOXNTENbHbIX NPO6

Ecnun ecTb nogo3peHune, 4yto B npobe npucyTtcTBytoT STEC, npoBOAAT cenekumio MUKpoopraHusmos. B
cnyyae obHapyxeHus Mo MeHblueil Mepe OAHOW ceporpynnbl, KOTOpas onucaHa B pasgene 1, gonyckaeTtcs
npoBoAnTb oborawjeHne gaHHOW ceporpynnbl (Hanpumep, MeTo40M MMMYHOMArHUTHOTO pasgeneHns), nocne
yero NPoBOAAT NOCEB Ha arap C TPUNTOHOM, XEe/4Ybl W FIOKYpPOHOBON kucnoTtoi (TBX) nam Ha onpepeneHHyto
CeNleKTUBHYIO cpejy, ecnn cywecTByeT Takas BO3MOXHOCTb (CM. npunoxeHue F, npumedaHus 2 u 3). aHHyt
onepaumui NpoBoAAT C uenblo obneryeHnsa otgenenHna STEC oT hoHOBOM MUKPOQIOpPLI.

5 Pas6aBuTenu, NutTaTesibHble cpedbl U PeakTuBbI

B xo4e npoBeAeHUa aHanusa, ecin He yka3aHo WHOE, UCMOJb3YHT peakTUBbl TOMIbKO MPU3HAHHOW aHa-
NNTUYECKOW CTEMeHW YUCTOTbl WM CTEPWUSIbHYHD, AUCTUNIMPOBAHHYIO, AEMUHEPA/IN30BAHHYI0 BOAY WM BOAY
9KBWBA/IEHTHOMN YUCTOTHI.

5.1 lwnTtaTenbHble cpeabl

5.1.1 MoandcpununpoBaHHbIi TPUNTOH-COEBbIN 6YNILOH (MTSB)
5.1.1.1 bBa3oBblili cocTaB u pH cpepabl

depmMeHTaTUBHbIN nNepeBap kasenHa — 17 T

depmeHTaTUBHLIN nepeBap com — 3 T;

D(+)-mK)Ko3za — 2,5 ;

Hatpua xnopug — 5,
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Kanuii oocdhopHokucnblii agByxsameuweHHblii (K2HP04) — 4 r;

Conn XenyHbix kmcnot Ne 3 — 1,5,

OvctunnuposaHHaa Boga — o 1000 cm3;

pH (7,4 £ 0,2) en. pH.

Mpoueaypa NpMroToBAEHNSA Cpeabl creaylolasn: KOMNOHEHTbl CyX0OW NuTaTesibHON cpefbl PpacTBOPSIOT B
Bofe. YctaHaBnmsatT pH Ha ypoBHe (7,4 + 0,2) en. pH npun Temnepatype 25 °C u cTepunn3yoT aBTOK/1aBu-
poBaHueM npu temnepaTtype 121 °C B TeyeHune 15 mMuH.

5.1.1.2 PacTtBOp HOBOGMOLMHA

CocTaB pacTBopa:

Hoso6uouynH — 0,16 ;

Boga — 10 cm3.

Mpouegypa NpUroToB/IEHNA pacTBopa cnegylouas: HOBOOMOLWH PacTBOPAT B BOAE W CTEPUIU3YIOT
nytem memo6paHHOW hunbTpaynm ¢ nomMmouwbo duAbLTPOB ¢ pasMmepamu nop 0,22 Mkm man 0,45 MKM.

PacTBop rotoBAT B fleHb €r0 UCNOJ/Ib30BaHUA.

5.1.1.3 PacTtBop akpucnasmHa

CocTaB pacTtBopa:

AkpndgpnasuH — 0,12 r;

Boga — 10 cm3.

Mpouepgypa NpuroToBAEeHWS pacTBopa creaywuwas: akpudnasuH pacTBOpPSAT B BOAE U CTEPUIUSYIOT
nyTem mMem6paHHOl puabTpaynm ¢ nomMouw,bio duAbLTPOB ¢ pasmepamu nop 0,22 Mkm man 0,45 MKM.

PacTBOp rotoBAT B AeHb €r0 UCNO/NIb30BaHMUA.

5.1.1.4 MpuroToB/aeHNEe TOTOBOIN NMTaTeNbHOW cpeabl

HenocpencrtBeHHO nepef ucnonb3oBaHnem 1 cm3 pacTtBopa HoBo6uoumHa (cm. 5.1.1.2) nnm pacteopa
akpugnasuHa gobasnsAoT (cm. 5.1.1.3) k 1000 cm3 oxnaxgeHHoro 6ynboHa mTSB (cm. 5.1.1.1).

KoHeuyHas KOHUeHTpauus HoBoGuouMHa B mMTSB gosmxHa 6biTb 16 mr/gm3.

KoHeuyHaa KoHueHTpauusa akpudnasmHa B mTSB goskHa 6bi1Tb 12 mr/gm3.

5.1.2 3abydepeHHas nenTtoHHasa sBoga (BPW)

CocTaB n pH BPW:

MentoHbl — 10 T,

Hatpusa xnopug — 5,0 r;

HaTtpuii dhochopHOKMCABLIN AByX3aMel,eHHbI gBeHaguaTuBoaHblili (Na2HP04 « 12 H20) — 3,5 1;

Kanuii doochopHoKMcnbIh ogHo3amMel,eHHbli (KH2P04) — 1,5,

Boga — po 1000 cm3;

pH (7,0 £ 0,2) en. pH.

Mpouegypa npurotosneHns BPW cnepyoowas: KOMNOHEHTbl Cyxoli nNuTaTenbHOl cpefbl pacTBOPAT B
Bofe. YcTaHaBnmeatT pH Ha ypoBHe (7,0 = 0,2) en. pH npu Temnepatype 25 °C 1 cTepunn3yoT aBTOK/1aBu-
poBaHuem npu Temnepatype 121 °C B TeyeHune 15 muH.

5.2 PeaKkTuBbl AN 3KCTpPakKuUu HYKIenHoBbIxX kucnot (AHK)

PeakTuBbl, UCMO/Ib3yeMble A/ IKCTPaKLUM HYKTEUMHOBbLIX KUC/OT, HE NMPUBELEHbI B HACTOSALWEM MYHKTE,
NOCKO/IbKY OHW MOTYT GbITb pasHbIMWU B 3aBUCUMOCTU OT Ucnosibdyemoro metoga (cm. 9.3).

5.3 PeaktuBbl, ncnonb3yemble nNpu nposegeHunn MLP

Mcnonb3ylT peakTusbl, npuBepeHHble B 1ISO 20838.

5.3.1 OnuroHykneoTuabl (Npalimepbl) U 30HAbI OGHaPYXEeHUs

Mpalimepbl 1 30HAbLI 418 OO6Hapy>XXeHWss KOHKPEeTHbIX LeneBblX nocnefoBaTe/IbHOCTEN reHoB cTaHgapT-
HbiMW mMeTogamu MLP n metogamn MNLP B pexume peanbHOro BpeMeHN npuBefeHbl B npunoxeHnax C un E.

6 OObopyaoBaHve 1 nabopatopHasa nocyaa

Mcnonb3yT 06bIYHOE 060pyAOBaHMe, Heob6xoauMmoe A[Aa MUKpobuonormyeckoin naodopatopum (cwm.
ISO 7218) u, B 4acTHOCTM, criegytouiee.

6.1 bBbaHa BoAgsHas WM HarpeBaTeNbHbIli 610K, cNOCO6HbIE NoAAepXMBaTh TemnepaTtypy Ao 100 °C.

6.2 TepmocTarT (cM. ISO 7218), cnocobHbI nogaepxuBatb TemnepaTtypy Ha ypoBHe (37 = 1) °C.
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6.3 O6opynoBaHue ANS BblgeneHUs HykneunHosBbiX kucnoT (AHK), Bbibupaemoe B 3aBUCUMOCTU OT UC-
nosib3yemoro mertoga, npu Heo6xo4MMOCTH.

6.4 MuneTkn BmecTumocTblo oT 1 mm3 go 100 mm3 (cm. [16]).

6.5 TOHKOCTEeHHble MuUKponpobupkun ana nposefexHus MLP B pexume peanbHOro BpeMeHU, BMECTUMO-
ctbio 0,2 n 0,5 cM3, MHOTONIYHOYHblE MUKpONAaHWweTbl Anga nposegerHua MNUP nnn gpyras nopgxopdawas npo-
3payHas ofHopasoBas nnacTukoBasd nabopaTtopHas nocyga.

6.6 AMnaundunkaTtop, HEKOTOPble TOProOBble Mapku KOTOPOro AOCTYMHbl Ha PblHKE M KOTOPbI BblbuparT
B 3aBMCMMOCTN OT METOA0B, UCNOJIb3yeMblX B nabopatopuu.

6.7 Mpunbop ana obHapyxeHus npoayktos MUP

Mpn6op gna nposegeHunn MUP B pexume peanbHOro BpemMeHu no3BosiseT o06HapyXnUTb CBETOBOE U3NY-
yeHue, KoTopoe nosasnfeTca nocne MNLUP-aHanu3a c ncnonb3oBaHmem 6'-Hykeasbl.

6.8 lMepucTtanbTUYECKUA CMECUTENb CO CTEPU/IbHBIMU NakeTamMu, B HEKOTOPbIX ClydyasaX OCHaLLeHHbIN
npuéopom perynnpoBaHusa CKOPOCTU U BPEMEHMN.

7 OT60p NPO6

OT60p Npo6 He ABNSETCSA YacTbio MeToAa, YCTAHOB/IEHHOIO B HAcTosAlWem cTaHgapTe. MHdopmauma o6
oT60pe Npo6 npuBegeHa B onpefesieHHbIX CTaHAapTax Ha KOHKPEeTHYH NpoAyKuuio, a Takke B onpefeseH-
HbIX HOPMATMBHbLIX AOKyMeHTax. B cnydae, Korga ctaHgapT, rae npuesegeHa UHdopmauus o6 oT6ope npob
KOHKPEeTHOro BuAa NpoAyKuuu, oTCyTCTBYET, peKoMeHAyeTCs, UTo6bl 3aMHTEepecoBaHHble CTOPOHbLI MPULWN K
corflalleHuto no jaHHoMy BOMpocy.

B na6opaTopuio He06X0AMMO AOCTAaBUTbL NpeacTaBUTENbHYO NPoby, KoTopas He 6blla NoBpexaeHa Unmn
M3MEHEHA B NMPOLECCE TPAHCNOPTUPOBAHUA UNN XpPAHEHUS.

8 lMopgrortoBka NMpobbl o189 UCMbITaHUA

McnbiTyeMyto npo6y NoAroTaBnMBaloT B COOTBETCTBUM C KOHKPETHbIM CTAHAAPTOM Ha KOHKPETHbI Bup,
npoaykuuu. B cnyvae, Korga ctaHgapT, rge npvBejeHa MHGopmMauus 0 NOAroTOBKE MPo6 KOHKPETHOro BuAa
NPoAyKLMK, OTCYTCTBYET, peKoMeHayeTcs, uTo6bl 3aMHTEpPEecOBaHHble CTOPOHbI MPULWIN K corfalweHunio no
LaHHOMY BOMpOCY.

9 MeToauka NpoBeAeHUs1 UCMNbITaHUS

9.1 MpuroTtoBaeHWe aHaNN3npyemMmoin Npobbl N UCXOA4HOW CyCneH3nmn

9.1.1 OOwmne NOMOXeEHUNA

Mcnonb3ylT KOMMYECTBO cpelbl AnsA oboraweHnsa, Heobxoanumoe A8 NONyYeHUS OKOHYATENbHOTo pas-
BefeHna 1CrlnepBoHavyanbHOW aHann3npyeMoi npoobbl.

9.1.2 lMpurotoBsieHWe aHanM3npyemMbliX NPo6 C NpeanosiIoXNTENIbHO BbICOKMM YPOBHEM (OOHO-
BOW MUKpoO/10pbI

B cnyyae TBepAbIX Npo6 Nuu,eBOi NPOAYKLMMA NOPLUKD aHaNM3UPYEMON Npobbl (X ) B CTEPUAbHBLIX YCNO-
BUAX MEPEHOCAT B MELOK NepuctaabTU4YeCcKoro cMmecutens, cogepxawmnii 9x cm3 6ynboHa mTSB, B KOTOpbIi
fob6aBneH HoBoOOGMOUWH nnn akpudnasuH (cm. 5.1.1.4). PekoMmeHAyeTCSA UCNOMb30BaTb MELWKN, OCHALW EeHHble
punbTpamun.

Mony4yeHHyt CMeCb rOMOreHusnpyT B cmecutene (cm. 6.8; cm. 1ISO 7218).

B cnyyae xugkux npo6 nuuieBO MpoAyKuUM MNOpUUK aHanusmpyemoi npobbl (X cm3) B CTEPUAbHbIX
YCNOBUSAX MEPEHOCAT B MELWOK NepuctanbTUYECKOT0o CMecuTens, cogepxawuin 9x cm3 6ynsoHa mTSB gns
ob6orauw,eHns, B KOTOpbliA go6aBneH HOBOOMOUMH nnn akpudnasuH (cm. 5.1.1.4).

9.1.3 MpuroTtoBaeHNe aHanAM3npyemMmblX NPo6, NPeanosIoOKNUTENBHO cofepXalunx ueneBble Oak-
Tepuu, NoABEpPrHyThble cTpeccy

3aMopoXeHHble Npo6bl pasmMopaxuBalT NPpU KOMHATHOW TeMmnepaType, 3aTemM NOpUWUI0 aHannsnpyemoi
npo6bl (X T uan X cM3) NepeHoCAT B MELWOoK NnepuctasbTU4eCcCKoro cMecutensa uam npooupky, cofepxallyro
9x cm3 BPW (cm. 5.1.2) n ganee feiicTBYIOT, Kak 3TO ONMMCaHO BbIWeE.



FOCT ISO/TS 13136—2016

9.2 Oo6orauweHune

9.2.1 NHKybupoBaHue

CoaepXnMmoe MelwkKa nepucTanbTUYECKOro cmecutens, npobupku nnn dnakoHa (cm. 9.1.2) nHky6upytoT
npn Temnepatype (37 = 1) °C B TeyeHne 18—24 u.

9.2.2 KoHTponb Hapg npoueccom (gnsa MNLUP B peanbHOM BpeMeHN)

KOHTpONb Haj NpoLeccoM BbINOJ/IHAKT B COOTBETCTBUU C MONIOXEHUAMU, U3NOXEHHbIMKU B ISO 22174,

PykoBoACTBO MO BHyTpeHHeMy KoHTpont amnnudukaummn (IAC) n KOHTPOJIIO Hapg npoueccom npueeje-
Hbl B npusoxeHun D n C.3.8.

9.3 BblaeneHve Hyk/ieMHOBbIX kncnot (HK)

MeToANKM IKCTPaKLUM HYKNeWHOBbIX KucnoT (LHK) AoMXHbI COOTBETCTBOBATbL MeToAuKam, npumeHse-
MbIM B OTHOLIEHUWN TpamoTpuLlaTenbHbiX 6akTepuii. MonHbIA NepeyeHb MeToA0B NpusegeH B [10]. Kpome Toro,
JlonycKkaeTcs UCMONb30BaTbh MMeloLWMecs B npogaxe Habopbl B COOTBETCTBUU C MHCTPYKLUAMU M3TOTOBUTENS.

9.4 NUP-amnnundunkauymnsa (gns MNLUP B pexume peanbHOro BpeEMEHM)

9.4.1 O6uwmne NonoxeHusd

Wcnonb3yemsblii npouecc MUP-amnandurkaynm npumeHatoT npu nposegeHun MLP B pexnme peanbHOro
BPEMEHMU.

Heob6xoanmo BbINONHATL BCce TpeboBaHus k MUP-amnaundurkayun, kotopble n3noxeHol B 1ISO 20838.

MHcopmaumsa o npaiimepax u 30HAax ANA 06HapyXeHus, Mcnonb3ywumxcs npu nposegeHun MUP B
pexume peasibHOro BpemMeHu, NpuesefeHa B NpunoxeHun E.

9.4.2 O6HapyxeHue npoayktos MUP

Mpn6op Ana o6HapyxeHusa nponyktos MLP ynaBnnBaeT CBETOBOE M3/1yYeHUE, KaK TO/IbKO OHO BO3HU-
KaeT B npouecce amnauukaumn.

9.4.3 NHTepnpeTauna pesynbtatos lNLP-aHannsa

PesynbTaTbl, nonyyeHHble npu nposegexHuu MLP, B TOM Yncne KOHTPO/sbHble, MHpoOpMauna 0 KOTOpPbIX
npueegeHa B 1ISO 22174 wn B npunoxeHun D, obpabaTbiBaeTca nporpamMmHbiM ob6ecnevyeHunem npubopa Ans
amnnaudukauun. B xoge npouecca amnnndukaynm nporpammHoe obecnevyeHne npubopa koHTponupyet MLP-
amnanurkaLmio ¢ ncnonb3oBaHnem 5'-Hykneasbl NOCPeACTBOM aHasim3a UHTEHCUBHOCTU (hriyopecueHuumn pe-
NOPTEPHOTrO KpacuTensa gna kaxgoin npobbl, Rn. ARN— 3T0 pa3HOCTb RN M KOHTPO/IbHOIO 3HAYEHNS UHTEHCUB-
HOCTU (bNyopecueHLnn penopTeEPHOro KpacuTens, onpeaeseHHoro B pesynbtaTe NepBblX HECKO/TbKUX LLMKIOB.
3HauyeHne noporosoro uukna, Ct, onpefenalT Kak HOMep uuKaa, NPuM KOTOPOM 3HaAYeHWEe WHTEHCUBHOCTHU
hnyopecueHunn ARN gaHHOW Npobbl NpeBbiWaeT yCTAHOBMIEHHOE 3HAYeHMe NMOpPOroBOro Lukna.

B cnyuvae, ecnm 6biAM NOMyYeHbl COMHUTENbHbIE pe3yfbTaTbl, NPOBOAAT NMPOBEPKY KPUBbLIX 3HAYEHWUNA
n3nyvyeHus Ha rpaduke. ina npob, AEMOHCTPUPYOLWMNX NOMOXKUTENbHbIA pe3ynbTaT, XapakTepHa KpuBas, Ha
KOTOPOWN AABHO BblpaXeHo ycuneHune ayopecueHumMn, HaumHaa ¢ Konnmyectsa LUKAOB, 3HAYEHUSA KOTOPbIX CO-
oTBeTCcTBYHOT Cf.

Ecnu nonydvyeHHble 3HAYeHUS NPUBOAAT K HENPeABUAEHHbIM pe3ysbTatam, TO aHann3 NnosTOPSIOT.

[JaHHblli MeTof AABNsAeTCA nocnepoBaTtesibHbIM (CM. 6/10K-CXeMy Ha pucyHke A.l). CTaguum gaHHOro me-
Toga cnegywouwue:

- cTagmna 1. obHapyXeHue reHoB, kogupyrwmnx Wnra-ToKCMH 1 reHa, Kogupytowero MHTUMuH (cm. MUP
A, npuBefeHO B NpuNoxeHnn E; gaHHy npouefypy MOXHO Takke NPOBeECTU C MOMOLWbIo gynnekcHow MLP);

- cTagma 2 a): npoBefeHne ucnbliTaHusa npob, cogepxawmnx 6akTepun ¢ reHamu stx u eae reHa, Ha moJse-
KynsapHoe ceporpynnuposaHue (cm. NMUP B, npuBeageHo B npunoxeHun E);

- cTaausa 2 6): BoigeneHne wTamMMoB 6akTepuin M3 npob, 6akTepum B KOTOPbIX COAEPXAT reHbl, KOANPY-
owue WWnra-ToKkCKH; fonyckaeTca MUCMNo/sb30oBaTb MeTo[ oboraleHna KOHKPEeTHbIX ceporpynn (Hanpumep, nm-
MYHOMAarHMTHOe pasgeneHue) Ans NoBbllWeHNs 3P PEKTUBHOCTN OTAENEHUS KneTok 6akTepuin STEC oT npob,
cogepxawmux xoTa 6bl 0AHY M3 ceporpynn, npuBedeHHbIX B pasgene 1 (cm. 9.5 n pucyHok B.1).

9.5 BblgeneHne WwtammoB

Bbigenenne wrtammoB 6akTtepuit STEC Heo6xoaMMo ANA NOATBEPXAEHUSA TOro, UTO MONOXUTENbHbIN
pesynbTtat ML P-aHanm3a nonyyvyeH n3 AHK MMeHHO 3TUX XUBbIX 6GaKkTepuanbHbIX KIETOK.

B cnyyae Hannuma o4HOrO M3 FEHOB, XapaKTepHbIX ANA ceporpynn, npuBefeHHbIX B pasgene 1, gony-
ckaeTcs nposejeHune oboral,eHUss KOHKPETHON ceporpynnbl C Lenbio NOBblWeHUs 3 EKTUBHOCTM CTagnu

6
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BblA€/N1IeHUsA, Nocne 4yero NPoBOAAT NPAMON NOCEB Ha MOAXOAALLYI MMNOTHYK cpefy U CKPUHWHI KONOHWUI Ha
Ha/iMyne reHoB BUPYIEHTHOCTH.

Ona noATBEpPXAEHUA HANNUYNA TEHOB BUPY/IEHTHOCTMW B BblAE/IEHHbLIX KOJTOHUAX UCNOJb3YIOT NPOTOKO/bI,
onucbiBarime nposeneHne ctaHgaptHon MUP, MLUP B pexume peanbHOro BpemeHu (cMm. npunoxeHua C un
E), a Takxxe npoTokon nposeneHunsa ntboro gpyroro suga MUP, koTopad aHanorMyHa paHee yka3aHHbIM Bugam
MLp.

Bnok-cxema BbigeneHus 6aktepuii STEC npuBegeHa Ha pucyHke B.1, a meToguka gaHHOW npouegy-
pbl — B npuioxeHun F

10 NHTepnpeTayma pesynibTatoB

a) Mpobbl, He cogepxawmne 6akTepuin ¢ sfx-reHom: B X T unm x cM3 aHanusupyemoii npobbl STEC He
o6HapyxeHbl (cm. ISO 7218).

Mpwn OTCYTCTBUM FeHOB Stx, MpOBeAeHNe UCNbITaAHUA NpekpawalnT 1 He NPOBOAAT AafibHelWwero onpeje-
NeHNs HanuMuma reHa eae v reHoB, NPUCYTCTBYKLWNX B ceporpynnax, npuBeAeHHbIX B pasgene 1.

B cnyvyae, korga He yganocb NpoBecTU BbigeneHune 6GakTtepuit M3 Npob, NONOXKMTENbHbIX HA Hanuyne
sfx-reHos, Torga:

b) Mpo6bl, NONOXUTENbHbIE HAa Hanuuue sfx-reHoB: B X I UM x cM3 aHannsnpyemoi npobbl npeanono-
XUTenbHO obHapyxeHbl STEC.

c) Mpo6bl, NONOXUTENbHbIE HA Hanuyne reHoB Stx 1 eae: B X I WM X cM3 aHann3npyemMmoi npobel npepg-
NoNoXnNTenbHo ob6HapyxeHbl STEC, Bbi3biBalLWMe NOBpeXAEHNEe NyTEM NpuUKpenneHna 6akrepuii n paspyue-
HUS UMW WEeTOYHON KaliMbl aNUTENNA KNeTOK KMLIEeYHMKa.

d) Mpo6bl, NONOXNTENbHbIE HA HaNWyne TeHOB StX U eae, a TakXe reHOB, XapakTepHblIX ANS O4HOW w3
ceporpynn, npuBeAeHHbIX B pasgene 1: B X I nanm x cM3 aHanusmpyemoli npobbl NnpegnonoxunTenbHo obHapy-
XeHa ceporpynna STEC XX1).

B cnyuae, korga yaanocb NpoOBECTW BblefieHNe U NoATBepPXAeHne 6akTepuid n3 npob, NOMOXUTENbHbIX
Ha Hanuuue sfx-reHos, Torga:

e) BoigeneHHble wtammbl E. coli, nonoxuntenbHble Ha Hanuuune sfx-reHa: Hannume STEC B X ruam x cm3
aHanusupyemoli npobsl.

f) BoigeneHHole wrtamMmbl E. coli, noONoXnTenbHble Ha Hannune reHoB Stx 1M eae: B X I AN X CM3 aHanu-
3upyemoli npobbl o6HapyxeHbl STEC, Bbi3biBalOWMe NOBPEXAEHWE NyTeM MPUKpPenaeHus 6aktepuih n pas-
PYWeEHNS UMW LWETOYHONM KalMbl aNUTENNA KIETOK KULIEeYHNKa.

0) BoigeneHHble wrtammbl E. Coli, nonoxuntenbHble Ha Hannyme reHoB Stx W eae, a TakXe reHoB, Xxapak-
TEPHbIX A4NS OAHOWN M3 ceporpynn, NpMBeAeHHbIX B pasgene 1. o6HapyxeHa ceporpynna STEC XX2)B X I nau
X CM3 aHanuanpyemoin npobbl.

11 3KcnyaTauyoHHbIe XapaKTepuUCTUKU

11.1 MeTtog MLUP B pexume peanbHOro BPEMEHW, YCTAHOB/EHHbLIN B HacTosWweM cTaHgapTe, npowwen
npoueaypy BannaLMoOHHOIO UccnefoBaHNa B COOTBETCTBUM C TpebGOBaHUAMU, NpUBeAEeHHbIMU B [17].

11.2 YyBCTBUTENbLHOCTb M NpeAen obHapyxeHuns 6aktepuin metogom MUP B pexume peanbHOro Bpeme-
HW 6bIN onpefeneHbl C MOMOLWbIO pa3BeAeHNn nnasMug, cogepxalnx KTOHUPOBAHHbIE TeHbl, Kogupyluwmne
cneunann3npoBaHHylo akcnpeccuto (cm. [8]). Pe3ynbTaTbl AaHHOIO UccnegoBaHusa npusegeHsl B Tabnuue 1.

Ta6nuuya 1— YyBCTBUTENIBHOCTL U Npefen obHapyxeHusa 5'-Hykneasbl ¢ nomoubio MLP 415 HekoTopbIX reHos, pac-
cmaTpuBaeMbiX B HacTosweM ctaHgapTte (cm. [8]).

LleneBoli reH Mpesen obHapyXeHUs, KONMYECTBO KONWiA 3a peakumo OdodhekTBHOCTb, %
stx1 5 94,7
stx2 5 94,0
rfbE 1 94,2

1) XX — 370 ceporpynna ¢ NCKOMbIMU TEHaMU.
2) Ceporpynna, BblAeNeHHblli WTaMM KOTOPOI MCMONb3YIT AN 06HapYyXeHUA NPUCYTCTBUA COOTBETCTBYHOLLUX re-
HOB WM NPV NOMOLLM (PEHOTUMMUYHOIO onpeaeneHus.
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OKoHYaHWe Tabnuubl 1

LleneBoit reH Mpenen obHapyXeHWsi, KONMYECTBO KOMWIA 3a peakuuto OdochekTnBHOCTb, %
whdl 5 94,0
WZX 5 97,7
ihp'\ 5 99,6

JononHutenbHoe nccnegosaHue (cM. [17]) npoBOAKIOCH C UeNbio onpegeneHnsa s PeKTUBHOCTN npes-
naraemblX NOAX0A0B K npoBefeHnto MUP B pexume peanbHOro BPpeMEHU MpW aHann3e CMeLllaHHbIX KynbTyp
ceporpynn STEC, npuBefeHHbIX B 06/1aCTU NPUMEHEHUA HaCTOsILWero ctaHjaprta; npu aToM npegnonaraeTcs
ncnonb3oBaTtbh NabopaTopHbld wTamm K-12 (C600). PesynbTathl nccnegoBaHus npuBefeHbl B Tabauue 2.

Tabnuuya 2— O6HapyxeHue masnoro ymcna 6akrepuii STEC B cMewaHHbIX KynbTypax (cm. [15])

Mpeaen o6HapyxeHus

ngglcm KOE/eM3 Shlishe cae rfbE wbd1 wzx ihpl flic wzx
(0157) (0111) (0103) (0145) (H7) (026)
2—3 28—31 31—32 — — — — — 31—33
026:H11
10—20 25—27 28—29 — — — — — 29
2—3 29—30 31—32 — — 32—33 — — —
OKO3:H2
10—20 26—27 29—30 — — 29—31 — — —
2—3 26—27 30—31 — 30—31 — — — —
0111 :[H8]
10—20 24—25 29—30 — 27—28 — — — —
2—3 32—33 31—32 — — — 31—34 — —
0145:[H28]
10—20 30—32 29—31 — — — 30 — —
2—3 29—30 29—31 31—32 — — — 33—38 —
0157:H7
10—20 26—28 26—29 29—31 — — — 31—33 —
11.3 MiccnepoBaHne BKAYaNo M3yYyeHMe KOMMJIEKTa U3 MATU UMUTaALMOHHbLIX KapKacCHbIX TaMMOHOB

(BnaxHbIX ryb6ok), cogepxawux uesieBble MUKPOOpPraHu3ambl, B TOM yucne ceporpynnbl STEC 0157 n 026, a
Takxe hoHoBY Mukpodnopy (cm. Tabnauuy 3). MNpu Bbi6Ope UMUTALNOHHbBIX KAPKACHbBIX TAMMNOHOB B KayecTBe
MaTpuubl 418 aHanm3a pyKoBOACTBOBA/INCb OCHOBHbIMUW NOJIOXeHUaAMM (cMm. [19]).

Tab6nuuya 33— CocTtaB Npob, uccrefoBaHHbIX B X04e MexnabopaToOpHOro McnbITaHus

3HauyeHns npueegeHbl B KOE/cm3

3arpasHsowasa Mykpodhiopa v reHbl Mpob6a A Mpoba B Mpo6a C Mpo6a D Mpoba E
STEC 0157 2 2-103 20 0 0
stx1, stx2, eae
STEC 026 0 40 4-103 40 0
stx1, eae
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OKoH4aHue Tabnuupbl 3

3arpasHaLWwasn MMkpodiopa v reHbl Mpoba A Mpoba B Mpoba C Mpoba D Mpob6a E
E. coli 102 102 102 102 102
K. pneumoniae 2-102 2-102 2-102 2-102 2-102
S. faecalis 5-102 5-102 5-102 5-102 5-102

B nccnepgosaHun no onpegeneHuio E. coli npuHumann yyactne 14 HauunoHanbHbIX pedepeHc-nabopa-
Topuin (NRL). B xoge oueHkn acheKkTMBHOCTM AaHHOro Metofda npu onpepeneHuun ceporpynn STEC, oTnunu-
HbIX OT ceporpynnbl 0157 (ceporpynnbl 026) 6bl1M NOAYYeHbl cnefylouwmne 3Ha4YeHus:

- YyBcTBUTENbLHOCTL (Se) — 100 % (npu goBeputenbHom mHTepsane 95 %, 96,97 % — 100 %);

- CneyundunyHoctb (Sp) — 99,62 % (npu goBeputenbHom mHtepsane 95 %, 97,5 % — 100 %).

Pe3ynbTatbl aHann3a, NojslyyeHHble B KaXAO0N HauuoHanbHOl pedepeHc-nabopaTopumn, NpuHMMaBLL el
yyacTue B uccrnepoBaHuun, npusefeHbl B Tabnuue 4.

Tabnuua 4— Pe3ynbTaTbl 06HAPYXEHUSA TEHOB BUPYNIEHTHOCTU M FTEHOB CEPOrpynn B Ky/NbTypax nocse ux oborateHus
meTogoMm [MUP B pexume peanbHOro BpeMeHu (4acTb MeToAa aHann3a, NPOBOAMBLUETOCA B XOA4E€ TPETbero COBMECTHOro
MeXn1abopaToOpHOro UCMbITAHNS)

Na6opatopvu, NpUHMMaBLIME yyacTue B UCCNef0BaHUm

LleneBoli reH Mpoba
*1 n2 na n7 ns no ni12 N1 Nis Nz 21 22 n25 1 3o
A + + + + + + + + + + + + + + +
B + + + + + + + + + + + + + + +
stxa C + + + + + + + + + + + + + + +
D + + + + + + + + + + + + + + +
E - R - - - B - + -
A
B + + + + + + + + + + + + + + +
eae C + + + + + + + + + + + + + + +
D + + + + + + + + + + + + + + +
E
A
l'eH B
ceporpynnbl C
026 D
E
A
e B
ceporpynnel c
0111 D
E
A
l'eH B
ceporpynnsl C
0103 D
E
A
leH B
ceporpynnbl C
0145 D

m

aflaHHblli TeH MOXeT ObITb reHOM Stx1 unm stx2.
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HauvoHanbHble pethepeHc-nabopaTopmun NOAy4YUIn 3anpoc, 4Tobbl OHU Takxe NPOBOAWUMAN BblAeneHne
ceporpynn STEC, oTNnYHbIX OT ceporpynnbl 0157, KOTOpbIMU 3arpsi3HeHbl Npo6bl. Pe3ynbTaTbl faHHOW nNpo-

Leaypbl npuBefeHbl B Tabnuue 5.

Tab6nuuya 5 — BbigeneHve b6aktepuin ceporpynnel STEC 026 13 KynbTyp nocne ux ob6orauwieHns metogom [MLUP B
pexume peanbHoro sBpemenun (MoaTBepXaeHNe NO3UTUBHBIX Ky/bTyp NyTeM BblgeneHns MHEKUMOHHbIX WTaMMOoB, Mpo-
BOAMBLLErocs B Xofe TPeTbero COBMECTHOr0 Mex1abopaTopHOro UCMbITaHUs)

Na6opatopvy, NpUHMMAaBLUME yYacTvie B UCCeL0BaHNN

VcTuHHoe
Bug, ucnbiraHus Mpoba
3HaueHve n2
na n7 n8 N9 N2 Nu s npe iz N2 n2s 1D
B + + + + + + + + + + + + + + +
Bblgenetve C + + + + + + + + + + + + + + +
ceporpynnbl 026
D + + + + + + + + + + + + + + +

OTyeT, BK/OYaUWMIA BCECTOPOHHUIT aHann3 pes3ysibTaToB, NOJ/IYYEHHbIX B XOf4e TPeTbero COBMECTHOTO

MexnabopaTopHOro ucnbiTaHUs, NMeeTcsa B OTKpbITOM goctyne (cMm. [9]).
PacwupeHHas HeonpegeneHHocTb U, xapakTepusylolan KOHLeHTpaLmno 6akTepuii B MHOKyNaTe, paBHa
0,22-lo0g10 KOE/cm3 ana wrtammoB E. coli (cooTBeTcTByOWwas nicopmauma npusegeHa s [20]).

10
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MpunoxeHve A
(o6s13aTeNBLHOE)

Bnok-cxema npouenypbl npoBeAeHUs aHanmsa

AHanusmpyemas npoba, X r wm x cm3

9x cmM3mTSB + HoBOGMOUMH (MK akpudonasuH) i BPW

O6oraueHne B TeveHne 18-24 4
npy Temnepatype (37 + 1) °C

OT60p aHanM3npyemoi npobsl (1 cm3) 13 pacteopa KynbTypbl,
ouncTtka JHK n o6HapyxeHne reHoB stx 1 eae

MMonoXnTenbHbIiA

MoNoXNTENbHbIN OTpuuaTenbHbIi
PESY/IbTAT HANMYNS TEHOB pesy/ibTaT HaM4ns pesynbTat onpeaeneHus
Stx 1 eae. reHa stx. Ha/Muns rexa stx
VcnbiTanve Ha Hanmune Bbiae/ieHme YNCTOro
TEHOB B GaKTEPUsX LTamMva
ceporpynn. (cM. npunoxeHue B)
Bbligenexve uncroro
lTaMmma

(cm. npunoxeHve B)

Peructpaums pesynbtata  Peructpauusa pesynbtata  Peructpauysi pesynbrarta

PucyHok A. 1 — Bnok-cxema npouefypbl NpoBeAeHUA aHannsa
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MpunoxeHve B
(ob6s13aTeNIbHOE)

Brok-cxema npoueaypbl BblAeNeHUs U NOATBEPXAEHUsL)

B.1 B cnyvae, ecnim npo6a nosioxuTesibHas Afis O4HOTO U3 TeHOB CEepOrpynmn, Ha KOTOpble PacnpocTpaHseTcs AaH-
HbIi MEeTOog, B Lensix NoBblleHNUs 3hheKTUBHOCTU BbiAeNeHus 6akTepuii 4onyckaeTcsi NPoOBOANUTL oboralleHne 6akTepuii
onpeaesneHHbIX ceporpynn.

O6oralleHre B XUAKON nuTaTensHOl cpefe Wiy nyTeM LUTPUXOBOrO Mocesa
Ha MOBEPXHOCTU NOoAXoAsLLeit NIOTHON cpeapl.
VIHKy6rpoBaHue B TeueHne 18-24 4 npu Temnepatype (37 = 1) °C

OT60p He 60nee 50 koNoHWI E. coli c xapakTepHoin Mopdponorneit. Noces Ha NUTaTeNbHLIN arap
(oTAeNbHbIX KOMIOHWI) N MHOKYNALMSA KONOHWA B BOAY (KOOHUI, 06beAMHEHHbIX Mo 10 WTykK).
MposeaeHue MUP-aHann3a Ha 06HapyXeHue reHoB Stx 1 eae B N30/IMPOBAHHBIX
W 06BbEANHEHHBIX KOMIOHMSAX

ECNW KONOHWS SIBNSIETCA NMOMOXWUTE/NBbHOM HA Ha/IUKE TEHOB, BbISIBIEHHBLIX MPY aHam3e,
NEPEXoAnAT K criefytoLleit HuKeykasaHHol npoueaype. ECAv CAMBLUMECS KOMOHWM Takxe
[IEMOHCTPUPYHOT MOJSIOKMTENbHBIV Pe3y/bTaT, MHKYGUPYIOT KOJIOHWM Ha NMUTaTeslbHOM arape.
MpoBOASAT MCMbITaHWE OTAENbHbIX KOMOHMIA, BbINO/HSS onepaumm co C/MBLUMMUCS KOMOHUSMU,
KaK 370 yKa3aHo Bbille

YcTaHaBNMBaloT NPUHAANEXHOCTb NOMOXKUTENbHBIX KOMOHWIA K Buay E. coli n onpegensiot
ceporpynny B cfyyae, ecnv npoba Gbl1a NoNoXUTENBHOR, YTO BbI/I0 YCTAaHOB/IEHO B XO4e
npoBegeHus MNUP ana o6HapyXeHnst KOHKPETHOW ceporpynnbl (Hanpumep, npu nomowum MLUP
WM peakumn arrnioTrHaumm)

LLitaMmm oTnpaBnstoT B pechepeHc-nabopatopuio 41 6onee noapobHOro onpeaeneHns
XapakTepucTvk (AaHHas npoueaypa He sBNseTcs 06s3aTeslbHON)

Pervictpaumus pesynbtata

PucyHok B.1 — Briok-cxema npouegypbl BblAENEHUS YUCTbIX WTAMMOB U NMOATBEPXAEHNSA pe3y/ibTara

1) Cm. npunoxeHue F
12
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MpunoxeHve C
(cnpaBo4Hoe)

Noentndukaumnsa Escherichia coli, npogyunpytowmnx Wura-tokcuH (STEC), nyTem BbISIB/IEHUS TEHOB
BUPY/EHTHOCTU MynbTunnekcHoi MUP-amnandukaumnen n obHapyxeHue npogyktos MUP nytem
anekTpodopesa B arapo3HOM refne

C.1 O6Lwue nonoxeHus

STEC asnsatotca wtammamn Escherichia coli, koTopble N03BONSAIT BHEAPATLCA NN30reHHbIM 6akTepuodaram, nve-
IOWUM TeHbl, Kogupytowme cuHtes Lnra-tokcmHos (cm. [12]). MeTod, onucaHHbIli B HACTOSALLEM MPUIOXKEHUU, NO3BOMSET
06HapYXNTb C NOMOLLLI MynbTUNAekcHoW MUP Hannume STX-koAupyowmx reHoB B KynbTypax E. coli, npuHagnexaimx
K STEC. lMpoBOJAT TakKe onpefesieHne Hanmyna reHa eae, NOCKObKY OH MpucyTCcTByeT B Wtammax STEC, Bbi3biBaloWmx
TsKenble 3a601eBaHNA YesioBeka.

Vicnonb3oBaHue nap 0/IMroHyKNeoTuaHbIX npaliMepoB sbX F/sixM R \Wstx2F/stx2R (cm. [11]), no3BonseT 06HapyXuTb
reHbl s/x1 1 stx2 coOoTBETCTBEHHO. Stx2F/stx2R no3BonseT o6HapyXuTb BCe BapuaHTbl reHa stx2, kpome stx2f. Tem He
MeHee, 3TO He ABNSeTCH CYLLeCTBEHHbIM A5 3[40POBbS HACeNeHWs, Tak KaKk AaHHbIA BUA reHa B OCHOBHOM MpUCYTCTBYeT
B STEC, BblgeneHHbix 13 ntut (cm. [20]). Mpalimepsbl, ucnonb3yemble Ans o6HapyxeHusa reHa eae (cMm. [11]), cnoCO6HBI
pacnosHaBaTb BCe ONMCaHHble B My6ankaumax nofMMopdHblie BapuaHTbl 3TOr0 reHa.

MpumeuyaHne — MeTof, NPUBELEHHbI B HACTOALLEM NPUIOXKEHUN, UCMO/b3YHOT B OTHOLLEHUN YUCTbIX GakTe-
pranbHbIX Ky/bTyp TOMbKO AN NOATBEPXAEHUS NPUHALNEXHOCTY BbIAENEHHbIX LUTAMMOB.

C.2 CokpatueHus
O.M.: oTgensHasa npoba.

C.3 lMNopAagok npoBefeHns metoga

C.3.1 CywHocTb mMeToaa

MeTog ocHoBaH Ha MLUP-amnaundukauumn cneymdumyecknx obnacrein JHK ns JHK-matpuubl, ¢ onnroHykneotngamu,
Bbl3blBas Havaso peakuuu MNLP.

O6HapyxeHue stx'l, stx2 n eae reHoB NPOBOAAT C MOMOLLbI MynbTUNAekcHoi MNLP ¢ ncnonb3oBaHvem cneundum-
yeckmx npavimepos (cMm. Tabnuuy C.1). MeToz cOCTOUT U3 CrefyoLwmx 3Tanos:

- Npo6onNoAroToBKa,;

- npoBeaeHue MNuUpP;

- BU3yanusauma npoayktos MNLP ¢ nomMoLLblo rOpM30OHTa/IbHOrO 3/1ekTpodhopesa B arapo3HoOM rene.

C.3.2 Mpob6ornoarotoBka

MonyyeHHble 6akTepuasibHble KynbTypbl HA TBEPAbIX MUTATEsbHbIX Cpefax, HanpuMep Ha TPUNTOH-COEeBOM arape
(TSA), obpabaTbiBalOT cneaywmMm 06pasom:

- 0TOMpalOT OHY KO/IOHUIO CTEPUSILHON NeT/el, 3axBaTbiBalowe 06bem 1 Mm3;

- Npo6onoAroToBKa OCYLLEeCTBAAETCA NyTeM cycneHampoBaHusa 6aktepuii B 100 MM3 CTEPMIM30BAHHON BOApI, Aeu-
OHM3MPOBaHHOM nNyTem unbTpaymm yepes unbtp MilliQl) c gnametpom nop 0,22 MKM, C NOCNEAYIOWNM KAMSYEHNEM B
TeyeHne 10 MUH.

C.3.3 lposegeHme MNUP

Ona kaxgol npobbl rotToBUTCA OTAENbHO 50 MM3 peakuMOHHOM CMecKn, COCTOsILEeR U3 peakuyMoHHOro bydepa,
MgCI2 B koHueHTpauun 1,2 mmonb/gm3, ge3okcunyknmnotnagdocdaras (ANTP) B koHueHTpaymm 0,2 MMonb/gM3 KaXxaoi,
50 nMonb Kaxgoro npanmepa, 2 eguHuubl Tag-nonumepassl 1 10 Mm3 AHK-maTpuubl.

O6beM peareHTOB 3aBUCUT OT KOHEYHOro o6bemMa peakumun. MNpu npoBegeHun MLUP-peakuuini MCnonb3yoT AeNOHU-
30BaHHyl0 BoAy, ykasaHHyto B C.3.2.

MpoBegeHve kaxgol MLP BkNtoyaeT B ceb6s NOMNOXUTENbHBIN 1 ABa oTpuuaTenbHbIX KOHTponsa. AHK-maTtpuuy ans
NOSIOXUTENBHOTO KOHTPONSA nosy4yaloT u3 wramma E.coli, rapaHTMpoBaHHO codepallero reHbl BUPY/EHTHOCTU, B TO Bpemsi
Kak oTpuuaTesibHbIM KOHTponeM cnyxut JHK-1301aT oT HenaToreHHbIx WwrtammoB E.coli (He HecyLwmx B CBOEM reHOMe reHoB
BUPY/IEHTHOCTM), BTOPbIM OTpULLATENIbHBIM KOHTPOMIEM CNYXUT peakuuoHHas cMmecb 6e3 gobasneHns marpuyHoin JHK.

MpoBefeHNe peakuum NPOUCXOAUT B amnamndumkaTope ¢ 3anporpaMMmpoBaHHbIM TensioBbIM npodunem (cm. [11] un
Tabnuuy C.1).

C.3.4 2OnekTpodhopes B arapo3HOM resie

oTOBAT pacTBOp arapo3bl B koHUueHTpauun 20 r/gm3 B ogHOKpaTHOM Tpuc/6opat/34TA (TBE) nnm tpuc/atunayetart/
OLTA (TAE) 6ydhepe. 3anonHsA0T KaXKAyt NYHKY 3aTBepAeBLUEro arapo3Horo rens npogykramu MLP B o6beme 15 mMm3,

1) MilliQ siBnsieTca TOproBbIM HaMMeHoBaHWeM npoaykuumn, noctaensemol Millipore Corporation. [JaHHaa nHdop-
Mauusi npuBefeHa AnsA yAo6CcTBa Mofb3oBaTesnieil HacTOAWMM CTaHAAPTOM U He ABnsieTcs peknamoil 1ISO gaHHoW npo-
aykumn. lonyckaeTca nNpYMEHEeHWe aHaNorMyHbIX NPOAYKTOB, €CNN A0Ka3aHo, YTO OHWM obecneynBardT NoslydyeHue cono-
CTaBMMbIX pe3ynbTaToB.

13
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CMeLUaHHbIX C Kpacutenem. dnekTpodopes NpoBoAAT B oAgHOkpaTHOM Gydepe (TBE wnu TAE) npu NMOCTOSHHOM Hanps-
xeHun (100 V). Vcnonb3oBaHue Mapkepa MOJMEKY/NISPHOrO Beca MO3BOJISET onpefennTb Heo6XoauMble MOJeKyspHble
MaccCbl NOYYEHHbIX amMnIMKOHOB (cM. Tabnuuy C.1).

MpumevyaHne — [MpaBuibHOE onpejesneHne Nosoc B arapo3HoM refie, nocne NpoBefeHus anekTpodopesa,
ABNAETCA BaXHbIM MOMEHTOM B OLEHKE HaNMuusi TeHOB BUPYNEHTHOCTU. Y6eAnuTech, UTO MOJoChl, NOyYeHHbIe Ha Noso-
XUTE/TbHOM KOHTPO/Ie, TOYHO COOTBETCTBYHOT ONpe/e/ieHHo MoNeKyspHoii macce.

B araposHbiii refib Heo6xoANMO 406aBUTb GPOMUCTLIN 3TNAMI ANS Bulyanusauunm npogyktos MUP Mpu Bo3aeii-
CTBMM Ha [aHHbIA peakTuB ynbTPadinoneToBoro M3nyyeHus oH dunyopecumpyeT KpacHO-opaHXeBbiM LiBeToM. KoHeuHas
KOHUeHTpaumsa 6poMucToro atnama coctasnset 0,5 mkr/cm3 npu go6aBneHun nepep 3a/MBKON arapo3HOro rens B MiiaH-
weT 4718 refb-afiekTpogopesa.

B KayecTBe anibTepHaTUBLI [ONYCKAETCA OKpaluvBaHWe arapo3HOro refs nocne anekrpogopesa B BOHOM pacTso-
pe aTnanii 6pommnga KoHueHTpaumeii 0,5 Mkr/cm3.

C.3.5 O6opyaoBaHue

icnonb3yT 06bI4HOE 060pyA0BaHMe, HE06XoauMOe AN MUKpobuonornyecko naéopatopum (cMm. ISO 7218) u, B
4acTHOCTK, crieyloLee.

C.3.5.1 NamuHapHsblii 60kc gnsa MUP.

C.3.5.2 [lo3aTtop, BMECTUMOCTbI 1 CM3 CTEPULHbINA.

C.3.5.3 CrepusibHble GakTepuonormyeckue netiu.

C.3.5.4 ®nakoHbl U3 6O0POCUINKATHOIO CTekna, BMecTumocTbio 500 cm3.

C.3.5.5 UnnuHapbl n3 60pocuankaTHOro cteknia, BMecTumocTbio 500 cm3.

C.3.5.6 UnnuHgpbl n3 60pocnManKaTHOro ctekna, BMeCTUMOCTb0 1 AmM3.

C.3.5.7 TepmocTart, Cnoco6HbIi NogaepXxuBaTb TemnepaTtypy Ha ypoBHe (37 £ 1) °C.

C.3.5.8 TexHuuyeckne HacTo/ibHblEe BEChHI.

C.3.5.9 AsToknas.

C.3.10 YCTpoiicTBO 417 packanbiBaHus.

C.3.5.11 MwukponuneTku.

C.3.5.12 HaKkoHe4YHUKN ANA MUKPOMUMETOK, CTepU/ibHbIE.

C.3.5.13 Mukponpobupkmn, BMecTumocTbio 1,5 cm3.

C.3.5.14 Mukponpo6upku ans MUP, BmectumocTbto 0,2 nam 0,5 cm3.

C.3.5.15 Amnaudpukartop.

C.3.5.16 MarHutHaa mellasika.

C.3.5.17 MarHutHoe yCTPOWCTBO 4/1 NepeMeLLnNBaHUS.

C.3.5.18 [lemoHunsartop BOAbl.

C.3.5.19 Kamepa gna anektpodopesa.

C.3.5.20 Y®-TpaHcuantommHaTop.

C.3.5.21 J/lbporeHepatop.

C.3.5.22 MuKpoBO/IHOBas neyb.

C.3.6 PeakTtuBbl U Ccpeapl

B xope aHanusa, ecny He yKkasaHO MHOE, WUCMOJIb3YITCA PeakTUBbl Y. 4. a. U CTepU/ibHAsa AUCTUIIMPOBaHHAA unm
JeMuHepann3oBaHHas BOAa WM BoAA 3KBMBAMIEHTHON YMCTOTbI.

C.3.6.1 Arap MyKpo6uonoruyeckuii.

C.3.6.2 PactBop ANTP

C.3.6.3 CuHTeTuYeckne OIMroHykneoTuaHble npaiMepsi.

C.3.6.4 Taq AHK-nonnmepasa v gecaTukpaTHbIi peakuyuoHHblli 6ydep ¢ nam 6e3 MgCl2

C.3.6.5 bydep ana anekrpodopesa.

C.3.6.6 Mapkep monekynapHoro seca [HK.

C.3.6.7 Kpacutenb ana sHeceHua B npoayKtbl MLP.

C.3.6.8 Araposa.

C.3.6.9 PacTtBop aTugus 6pomunga wnm apyroit kpacutens OHK B rene.

C.3.7 be3onacHOCTb 1 3allUTHbIE YCTPOliCcTBa

HekoTopble wrtammbl STEC moryT nHduuupoBaTh M04eA NpY OY4eHb HU3KOW WMHCEKLMOHHOW [03€ M MOryT Bbl-
3BaTb Cepbe3Hble 3a60neBaHus. Bbinn 3aperncTpupoBaHbl ciyyan nHuumposaHusa B nabopatopun. MNoatomy, paboTas ¢
STEC, TpebyoTca npodeccroHasibHble HaBblkM paboThbl B 1abopaTtopun 1 UCNOMb30BaHWe 3alUNTHbLIX YCTPOUCTB. ITnans
6pomMuf ABNSETCA MyTareHHbIM UM TOKCMYHBIM peareHToM, No3TOMy UM Heob6XO0AUMO MOoMb30BaTbCA CO6AAA TEXHUKY
6€e30MacHOCTV ¥ NPUMEHSA cpeacTBa 3aluTbl (1abopaTopHbI Xanar 1 naTekCHble nepyatku). YnbtTpacunonetosoe n3ny-
YeHne MOXEeT MPUBECTM K NOBPEXAEHMIO rN1a3, B CBA3W C 3TUM ABNsSeTCs 0b6a3aTeNbHbIM UCNO/b30BaHMe noauMeTuiIMeTa-
KPWUNaTHbIX LWWATOB U 3alMTHbLIX OYKOB.

C.3.8 WTaMmMbl MMKpOOPraHnM3moB U KOHTpoan gna MNP

B KauecTBe NONOXWUTE/IbHOTO KOHTPO/A MCMo/b3ytloT STEC WTaMmbl MUKPOOPraHnM3mMoB Hecyllne B CBOeM reHome
reHbl stx1, stx2 u reHbl eae. NpYMepPOM MOXET CNYXMUTb 3TaNOHHbIV wTamm £.c0//0157 EDL933 (WDCM 00188, cm. [12],
[13]).
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B kayecTBe oTpuLaTENBHOrO KOHTPONS cnegyeT Ucnosb3oBaTtb A060i wramm E.coli K12, Hanpumep, MG1655.

KoHntponu gna MUP nonydyatoT, kak ykasaHo B C.3.2. KOHTponu MoryT ObiTb NOATOTOBMEHbI 3apaHee 1 XpaHuTcs B
anuksoTax no 10 Mm3, roToBbIX K UCNOJSb30BaHWMIO Npu TemnepaTtype MmuHyc 20 °C B TedyeHne 8 mec.

C.3.9 NHTepnpeTauma pesyniLtatoB

Mpo6bl, NoKasbiBawLMe hparMeHTbl amnangmkalmm oxmagaemoro pasmepa (cm. C.3.4 n B tabnuue C.1), cumtatoT-
CA NOSIOXMUTENbHBLIMW HA Ha/lMuMe B CBOEM FEHOME LiefIeBbIX FE€HOB.

Heob6xoaMmo BKIOYATb NOMOXMTENbHbIE U OTpULATE NIbHbIE KOHTPOAN B KaXKA0W peakuuu, AasBas NONOXUTEsbHbIe
M oTpuuaTtesbHble pe3ynbTaTbl, COOTBETCTBEHHO. EC/M KOHTPO/IM AatoT HEOAHO3HAuYHble pe3ynbTaTbl, He06X0AMMO NOBTO-
puUTL BCIO MpoLeaypy aHanusa.

MpoBepka NpaBWALHOCTU aMM/IMKOHA C NMOMOLLbID MPSAMOr0 CEKBEHMPOBaHUA WUAW APYTMX NOAXOAALMX CNOCO60B
MOXHO CUMTaTb WU3/IMLIHUM, TaK Kak 3TOT MeTof npefHasHauvyeH 415 NOATBEPXAEHUS LUTaMMOB, BblAEMEHHbIX U yXe noa-
Beprwmxcsa MLP-aHanu3y B pexume peasbHOr0 BPEMEHMU.

MoaTBepxAeHne aMnMKOHOB (Hanpumep, NyTeM MNPsSMOro CEKBEHWPOBaHWA WAM MyTeM aHanv3a SHAOHYK/easbl
pecTpuKLMm) He06Xo4MMO NPOBOAUTL NPU NOAYHYEHUN HEOLHO3HAUHbIX pe3y/bTaToB.

Ta6nuua C.1 — ONUIOHYKNMOTUAHbIE NpaliiMepsbl, NoNyYaeMblie yparMeHTbl 0XWUAAaemMoro pasmepa

HassaHve MNocnepoBarenNbHOCTb Pasviep
Lienesont rex npavimepos (cm. [11]) npaiivepos aM”“EEOHOB’

eaeAF GAC CCG GCA CAAGCATAAGC

eae 384
eaeAR CCA CCT GCA GCAACAAGA GG
stxIF ATAAAT CGC CAT TCG TTG ACT AC

stx1 180
stx1R AGAACG CCC ACT GAG ATC ATC
Stx2F GGC ACT GTC TGA AAC TGC TCC

stx2 (rpynna) 255

Stx2R TCG CCA GTT ATC TGA CATTCTG

MapameTpbl amnandmkauun (cm. [11]): 35 ymknos MUP, Kaxablii ©3 KOTOPbIX BKAOYaeT 1 MUH AeHaTypauun npu
Temnepatype 95 °C; 2 MvH oTXura npu temnepatype 65 °C B TeyeHve nepsbix 10 UMKMIOB, yMEHbLUAA TemnepaTypy 40
60 °C c 11 po 15 uukna (1 °C 3a umkn) 1 1,5 MMH OTHOCUTENBHOIO YANUHEHUS NpU Temnepatype 72 °C, yBennumsasa o
2,5 MuH ¢ 25 po 35 uukna.
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MpunoxeHve D
(cnpaBo4HOE)

BHYTPEHHWI KOHTPO/Ib amnandukaymum

Tpy pasnunuHbiX BHYTPEHHUX KOHTPONS anemeHToB amnaundukaunn (IACs) moryT 6biTb ucnosib3oBaHbl B MLUP B
pexvmMe peanbHOr0 BPEMEHMU:

-TagMan®1) npeactaBnsieT cob0il BHYTPEHHUIA MOMOXMTENbHbIA KOHTPO/Ib. ITO KOMMIEKT peareHToB, BK/kYaro-
Wwmii B cebs Bce Heobxoaumble peareHTbl (npaimepsbl, Vic™1), IAC AHK-muweHb n cton-pacteop). IAC AHK-muweHb
TpebyeT pasbaBneHus B 10 pas, A1 AOCTKEHUA KOMMYecTBa Konuin npumepHo ansa 100 MLUP-peakyun. Pasmep o6pasy-
towerocs MUP npopykta HENM3BECTEH.

- Ncnonb3oBaHune dpopmynbl pUC 19 Ha 0CHOBE BHYTPEHHEro KoHTponsa amnaundukaumm 1AC [27]. MpnbnnsntensHo
100 konuin uenesoii AHK (PUC 19) cnegyeT ucnons3oBaTb B peakuun MUP. Pasmep o6pasytowieroca MUP npoaykta IAC
coctasnsaet 119 bp.

- Pekom6UHaHTHY0 nnasmuay (Mmetolyto HasBaHue Piac-STEC) MOXHO UCNO/b30BaTbh B KOHKPETHbIX aHanm3ax stx
¢ nomoLbio MLUP B pexnme peanbHOro BpeMeHu. I1oT anemeHT IAC cogepxuT cnegyowmin AHK-cparmeHT, KNOHMPOBaH-
Hbl B no3ununto EcoRI nnasmugsl puUC19:

SATTTTTGTTACTGTGACAGCTGAAGCTTTACGTGAATCGCCAGCGGCATCAGCACCTTGTCGCCTTGCGTAT
AGATGTTGATCTTACATTGAACTGGGGAATT-3" (KMPHbIM LIPMATOM BblAe/IeHbl NPSIMOA 1M 06paTHbIA stx'\/stx2 npaii-
Mepbl, CBA3bIBaKOLWMeE caliTbl NOCNef0BaTeNbHOCTU; NogvyepkHyTas nocnegosaTenbHOCTb: IAC-30HA, caiT CBA3bIBAHUSA).

IAC MOXeT ObITb YCU/IEH TeHamu StxX, UCMOMb3ysi Te Xe npariMepbl, AN Stx reHoB (cMm. npunoxeHue E), ¢ Temu
Xe ycnosmamn u B TOi Xe MLIP-npo6upke [14]. OH o6HapyxuBaeT cneuudguueckyto AHK B npo6e (5' [Red640]-
CAAGGCGACAAGGTGCTGATGCCG-[BHQZ2] 3", BKk/toYeHHOro B cmechb MLP B KOHUEHTpauuu, WAEHTUYHOI 4TO 1 ANs
30HA0B [HK reHoB stx1 u stx2 (kak nomeyeHsl [haoopecumHom] 1 [BHQL] Ha mx 5'- 1 3'-koHUax COOTBETCTBEHHO). B 06-
wieii cnoxHocTtn 64 konuin IAC cnegyet ucnonb3osatb B peakuun MUP. MpogykT MLUP MAK96 napHbix ocHoBaHui. Mpons-
BOAMTENbHOCTL B pesynbTaTte sfx-IAC MUP B pexume peanbHOro BpemMeHu 6blsI0 NOKa3aHO C NOMOLLbI0 UCKYCCTBEHHO U,
€CTEeCTBEHHO 3arpsA3HeHHbIX NPo6 NULEeBbIX NPOAYKTOB (cM. [5]).

BTopas 1 TpeTbsl cUCTEMBI TaKkke MOryT OblTb UCMO/Ib30BaHbl B KAYECTBE KOHTPONSA IKCTPaKuuu nytem fobaBneHus
100 konuiA nnasmugbl pUC 19 nnn plAC-STEC B npoby nepef ctaguein ounctkn JHK.

1) TagMan u Vic gBnAOTCA TOProBbIMWU HAaMMEHOBaHMAMK NpoAykumun, noctasnsiemoin Applied Biosystems. [aHHas
nHchopmMauus nprveefeHa ans yao6bcTea nonb3oBarteneil HacToAWMM CTaHAapTOM U He sBNsieTcsl peknamoii 1SO faHHol
npoaykuuu. lonyckaeTcs NpMMeHeHUe aHanorMyHbIX NPOAYKTOB, €C/M AoKAa3aHOo, YTO OHWM obecneymBaloT NOMyYEHME CO-
NocTaBMMbIX pe3y/bTaToB.
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MpunoxeHne E
(cnpaBo4Hoe)

Mpaimepbl 1 30HAbI ang MNUP-aHanusa

OnuncaHHbIl npoTokon MUP B pexvume peanbHOr0 BPEMEHM OCHOBAH Ha MCMOMb30BaHWW cneaylowmnx npaiMepos
N 30HA0B, KOTOPble AO/DKHbI paccMaTpuBaTbCA B KauyeCTBE KOHTPOJIbHbIX PeakTuBOB. TemM He MeHee, Apyrve MeTopAbl,
BK/IOHAIOLLME UCMOMb30BaHNe Pas/inyHbIX npainmMepoB M 30HAOB, MOTYT GbiTb UCMOML30BaHbI MPY YCNOBUW, YTO OHU Bblan
NpU3HaHbl 3KBMBASIEHTHbIMU TEM, KOTOPbIE yKa3aHbl B Tabnuuax E.1 n E.2 B cooTBeTcTBUM C [17].

E.1 Mpalimepbl v 30HAbI

MocnegoBaTenbHOCTY NpaMepoB M 30HA40B, NpeAcTaB/ieHHble B Tabnmyax E.1 n E.2, ucnonbayoT gas:

- BbIIBJIEHUS TeHOB Stx 1 eae ¢ nomowbio MNLUP B pexume peanbHoro spemenn (MLUP A);

- BbISIBJIEHUS TEHOB, KOTOpblEe COoZepXaTt onpefesieHHble ceporpynnbl, ¢ nomoubto MUP B pexvme peanbHOro Bpe-
menun (MLUP B).

B tabnuuax E.1 n E.2 He yka3aHbl BUA penopTepa v Bug doiyopodoopa, Tak Kak 3T0 BO MHOTOM 3aBUCUT OT 060py-
foBaHus ana MUP B pexume peasibHOro BpEMEHW, NCMO/Ib3YEMOr0 B KXol KOHKPETHOWN nabopatopuu.

Tab6nuuya EJI1 — lMpaiimepsbl 1 30HAbI, ncnonb3yemble agnsa 5'-Hykneasoi MUP

Pa3mvep MopsaKoBbIi

Lienesoti Mpsimoii npalimep, 06paTHbIi npalﬁmelp 1 nocnepoBaTenlbHOCTb AMINKOHA Nokanusa- HOMEp B 6ase
reH 30HA0B (5'—3Ya bp uus B reHome GenBank
stx1 TTT GTY ACT GTS ACA GCW GAA GCY TTA CG 878-906
3l CCC CAG TTC ARW GTRAGR TCM ACR TC 131 983-1008 M16625
3oHa — CTG GAT GAT CTC AGT GGG CGT TCT TAT GTAA 941-971
stx2b TTT GTY ACT GTS ACA GCW GAA GCY TTA CG 785-813
3l CCC CAG TTC ARW GTRAGR TCM ACR TC 128 887-912 X07865
3o0Ha4 — TCG TCA GGC ACT GTC TGA AAC TGC TCC 838-864
eae CATTGATCAGGATTT TTC TGG TGATA 899-924
2 CTC ATG CGG AAATAG CCG TTA 102 1000-979 711541
3oHa — ATAGTC TCG CCA GTATTC GCC ACC AATACC 966-936

a B nocneposarensHoctn Y — (C, T), S— (C, G), W— (A, T), R— (A, G), M— (A, C).

b 3TO coyeTaHue npaiimMmep/30HA pacno3HaeT BCe BapuaHThbl Stx2, kpome stx2f.

Ta6bnuuya E.2— MNpaiimepbl 1 30HAbI UCNOMb3yEeMblE A/1A YCUNIEHNSA aHTUreH-cneunduyeckmx reHoB npy NpoBeseHum
MLUP-aHanu3a c ucnosb3oBaHneM 5'-Hykneasbl

o o o " o Pa3vep JNokanun- MopsaKoBbIiA
LleneBoli reH MpsiMoii npalimep, 06paTHbIl Npaiimep 1 nocnegoBaTeNbHOCTb
(Ceporpynnb) 30H10B (5—3) aMnankoHa 3aums B Homep B 6ase
bp reHome GenBank
rfbE (0157) TTT CAC ACT TAT TGG ATG GTC TCAA 348-372
[3]
CGATGA GTT TAT CTG CAA GGT GAT 88 412-435 AF163329
30HA — AGG ACC GCA GAG GAAAGA GAG GAATTAAGG 381-410
wbdl (0111) CGA GGC AAC ACATTATATAGT GCTTT 3464-3489
[3]
TTT TTG AAT AGT TAT GAA CAT CTT GTT TAGC 146 3579-3609 AF078736
30HA4 — TTG AAT CTC CCA GAT GAT CAA CAT CGT GAA 3519-3548
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OkKoHuyaHue Tabnuupl E.2

LleneBoli reH
(ceporpynnbi)

wzx (026)
(3]

7yl (0145)
[3]

wzx (0103)
(4]

18

n o o 6 o o Pasmep
pAMoii npaiimep, obpaTHbIA Npaiimep 1 nocnefoBaTelbHOCTb AMANMKOHA
30HA80B (5'—3)

bp
CGC GAC GGC AGA GAA AATT
AGO AGG CTT TTATAT TOT CCA ACT TT 135
3oHa — CC CGT TAA ATCAATACTATT TCACGAGGT TGA
CGATAATAT TTA CCC CAC CAG TAC AG
CC GCC GCA ATG CTT 132
3oHa — CCG CCATTC AGA ATG CAC ACA ATATCG
CAA GGT GAT TAC GAA AAT GCATGT
GAA AAA AGC ACC CCC GTACTT AT 99

3oHg — ATAGC CTG TTG TTT TAT

Jlokanu-

3aumsa B

reHome
5648-5666
5757-5782
5692-5724
1383-1408
1500-1514
1472-1498
4299-4323
4397-4375
4356-4373

MopsiaKoBbIi
Homep B 6ase
GenBank

AF5290801

AF531429

AY532664
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MpunoxeHne F
(o6s13aTeNBLHOE)

BbigeneHne ynctbix wrtammoB STEC

JaHHyl0 MeToAuMKy UCMOMb3YT AN BblAeNeHNs YNCTbiX WTamMoB STEC u3 npo6, NonoXxuTenbHO npopearnpoBas-
wux Ha MUP B pexnme peanbHOro BpeMeHU.

a) B cnyyae nonoxurtenbHOro pesynbtata O NPUCYTCTBMU OAHOTO M3 TEHOB, CBA3aHHbLIX C ceporpynnamu paccma-
TpMBaeMbIX B paMkax HacTOSLLEero ctaHgapTa, NpoBOANTCA npoueaypa oboraleHus, ans obneryexHus soligenexnnsa STEC
(cm. npumeyaxve 1).

b) Ob6oraleHne NPOBOANTCA Ha KyNbTypasibHbIX cpegax ansa oboraweHna SSE wnm Ha TBX unu gpyroin nogxopns-
wein cpege (cM. npumevaHme 2). NHkyo6upytoT B TedeHne 18 4 o 24 4 npu Temnepartype (37 = 1) °C.

¢) 50 konoHwuii E. coli ¢ xapakTepHoii MOPYO0OrMein nnm ¢ xapakTepHoIMn NpusHakamm (CM. npumedvaHue 5) cHuma-
0T ¢ nuTaTtensHoro arapa (NA) (cm. npumedaHne 3) U NEePeHOCAT B NPOOUPKM C BOAOWN (KOSTOHUU MOTYT 6biTb 06beANHEHbI
B BoZe B 06Leli cnoxHocTtu no 10).

d) MpoBoAAT geTekunio Ha Hanuuve sfX-KoAMPYOLWKX reHOB B U30/IMPOBAHHBIX KOJIOHUAX, MepeHeCeHHbIX B BOAY
(cm. npumedaxne 4).

e) Ecnu npoba 6yaeT nonoXnTenbHONM, BbICEBAIOT KNETKN Ha NUTaTeNbHbIN arap A1 aHanusa OTAeNbHbIX KOTOHWIA,
4YTO6bI BbIAEINTb OAHY MONOXUTENBHYIO KOJTOHUIO.

f) WgeHTuduymnpytot KonoHun, kak E. coll, 1 nogTBepxaalT Hamune eae-reHa M NpUHaANEeXHOCTb K ceporpynne
(Hanpumep, ¢ nomowbto MNLP B pexvnme peanbHOro BpemeHu (CMm. npunoxeHun F, a Takxke npumeyaHue 5).

) N3onatel AHK moryT 6bITb OTNpaB/ieHbl B pedepeHc-nabopaTtopuio A8 AasbHenWwero noATBepPXAeHNs.

MpumeuaHune 1— O6orauieHMe KOHKPETHbIX CEpPOrpynn MOXHO MPOBECTV C MOMOLLbIO UMMYHOOTMMYECKUX
cucTem, Takux kak IMS unu ee aKBUBaNIEHTOB, NPU 3TOM, Kak NpaBw/o, cleayloT UHCTPYKUMAM Npou3BoanTens.

MpumeuvyaHne 2— NS NOATBEPXAEHNS NPUHALNEXHOCTM NPo6 K 0157 ceporpynne npumeHstoT [19] nam anb-
TepHaTBHble MeTOofbl, BanuaMpoBaHble B cooTBeTCTBUM C [18]. MpuHagnexHocTb k copbuton-cdepmeHTupyowmm E. coli
ceporpynnbl 0157 onpefensawT Hanu4nem Tensyputa, UCnosb3ya cesniekTuBHyto cpegy OT SMAC cornacHo [19]. MoaTtomy
ABNAETCH LenecoobpasHbiM NCNOMb30BaHne ay6nmpytouein yawkm Metpn ¢ SMAC 6e3 aHTUOMOTUKOB.

Ona sbigeneHuna STEC, npuHagnexawmx K ceporpynne 026, MCNOMb3YOT CENEKTUBHYIO MJIOTHYHO NUTaTE/IbHYIO
cpeany (MakKoHku), koTopasi cogepXuT pamHo3y BMecTo nakTo3bl (RMAC). 3T0 oyeHb a(hheKkTUBHbIA CcNOCco6 BbiBAEHUSA
wrammoB STEC ceporpynnbl 026, KoTopble He (DEePMEHTUPYIOT paMHO3y B OT/InYMe OT ApYyrnx sugos E. coli.

MpumeuyaHune 33— CyuecTByeT HECKO/IbKO TUMOB MUTAaTesbHbIX CPej Ha OCHOBe arapa, /imb6o B BMAE FOTOBbIX
K MCNONb30BaHMNIO Yallek Wav AN NpuroToBneHus B nabopatopuy U3 Cyxmx MOPOLKOB. Kaxablli TN HecenekTUBHOWN
nuTaTesbHOI arapoBoi cpegpl (Hanpumep, TSA) NnoAxXoAuT ANS Leneli BbipalMBaHua KOMOHUM ANS fganbHenweli andde-
peHumaumn. Takke MOXHO MCMONb30BaTb IHTEPOreMOIM3nYecknii arap. 3T0 MMeeT NPenMMyLLeCcTBO, Tak Kak CNOCOBHOCTb
npoAyLupoBaTb 3HTeparemMosnie3nH ABaseTca obwmnm npmHakom STEC natoreHHbIX ANns YenoBeka.

MpumeuaHue 4 — MNLUP B pexume peasbHOr0 BpemeHu, onucaHHas B AaHHOM cCTaHAapTe MOXeT ObiTb WC-
no/sib3oBaHa 711 NOATBEPXAEHNUS HANMUMA TeHOB StX 1 eae B reHOMe K/1eTOK BblefIeHHbIX LWTammoB. CTaHaapTHas MLUP
MOXeT 6bITb CNOMb30BaHa B KAYecTBe asibTepHaTuBbl (CM. NpuioxexHue B).

MpumeuaHue 5— MoaTBepxaeHne NPUHAANEXHOCTU KOMTOHUIA K E. coli MOXHO NpoBecTV Npu NCNo/b30BaHMK
Nto60ro KOMMEpPYecKoro GMOXMMIUYECKOro aHanusa, NM6o Mo cnoco6HOCTU KNETOK BblAenaTb nHAoN. AuddepeHumanms
Mo ceporpynnam MoXeT 6biTb NpoBeAeHa MM60 ¢ nomollbio MUP, 1160 C MOMOLLbLI0 peakumMyu arriioTUHaLUK C UCMOSb30-
BaHWEM KOMMEPUYECKON aHTUCLIBOPOTKM.
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MpunoxeHve OA
(cnpaBo4HOe)

CBefneHnsA 0 COOTBETCTBUN CCbIJTOYHbIX MEXAYHapOA4HbIX
CTaHOapTOB MeXrocynapCcTBEHHbIM CTaHAapTam

Tabnuya [OA1

O603Ha4YeHne CCbI/IOYHOTO CteneHb O603HauYeHne 1 HanmeHoBaHue
MexXayHapoaHoro ctaHgapta CcooTBEeTCTBUA COOTBETCTBYHLLEro MexrocygapCtBeHHOro ctaHgapra
ISO 7218 HoT FOCT ISO 7218—2015 «Mukpo61osiorna nuLeBbIX NPOAYKTOB U KOp-

MOB [/151 XXMBOTHbIX. O6LMe Tpe6oBaHNsA U peKOMEHAALMN N0 MUKPO-
6VONOTMYECKM UCCIEN0BAHNSIM>

*

ISO 20838 —
ISO 22174 —

* COOTBETCTBYIOLMIA MEXIOCYAAPCTBEHHbIN CTaHAAPT OTCYTCTBYeT. [0 ero NPUHATAS PEKOMEHAYETCS UCNO/ib-
30BaTb MEPEBOJ Ha PYCCKMiA A3blK 4AHHOTO MeXAyHapoAHOro ctaHaapta. OduumanbHblii NepeBos AaHHOM0 MexayHa-
pofHOro cTaHgapTa Haxoautcs B ®efepasibHOM MHGOPMALMOHHOM (hOHAE CTaH4ApPTOB.

MpumeuyaHune — B HacToswel Tabamue MCNobL30BaHO cneaytollee ycnoBHoe 0603HavYeHne cTeneHn cooT-
BETCTBUA CTaHgapra:
- FOT — WAEHTUYHBIR cTaHAapT.
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