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MNMpeaucnosue

Llenv v npuHumnel ctaHgapTmaaunmn B Poccuinckon ®eaepaumm yctaHoBneHbl PegepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-03 «O TexHU4EeCKOM perynmpoBaHuny, a npaBuna NpMMEHEHNs1 HauVOHambHbIX
ctaHgapTtoB Poccuiickon ®egepaunmm — FOCT P 1.0—2004 «CtaHgaptmnsaums B Poccunckon degepauuu.
OCHOBHbIE MOMNOXEHUSA»

CBepgeHusio cTaHpapTe

1 PASPABOTAH AHO «TecT-lMywnHO» Ha oCHOBE ayTEeHTUYHOro nepeBoaa MeXayHapogHOro CTaH-
4apTa, yka3aHHOro B NyHKTe 4

2 BHECEH TexHu4ecknm kommuteToM no ctaHgapTtudaumm TK 335 «MeToabl nCnbiTaHMIA arponpoMBbILL-
NIEHHON NpoAyKUMKN Ha 6e30NacHOCTbY

3 YTBEPXOEH W BBELEH B OEWCTBME Mpukazom ®deaepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynuposaHuio u MeTponoruu ot 27 gekabpsa 2007 r. Ne 460-ct

4 HacTtoswun ctaHgapT aBnseTcs MoagnduLnMpoBaHHbLIM MO OTHOLLIEHMIO K MEXAYHapogHOMY CTaHAapTy
NCO 22174:2005 «Mukpobronormsa nuwieBon NpoayKumnmM n KOPMOB AN XMBOTHbLIX. MeTog nonmmepasHon
uenHon peakumu (MUP) ona onpegeneHns natoreHHbIX MMKpoopraHnamos. ObLwue TpeboBaHusa 1 onpegene-
Hua» (1ISO 22174:2005 «Microbiology of food and animal feeding stuffs — Polymerase chain reaction (PCR) for
the detection of food-borne pathogens — General requirements and definitions»).

Mpu aTOM JONONHUTENbHBIE NOMOXEHUA N TpeboBaHUA, BKNIOYEHHbIE B TEKCT CTaHdapTa Ans yyeTta
notpebHocTen HaunoHanbHoOM 3KoOHOMUKM Poccuiickon ®eaepauum n ocobeHHOCTeN pOCCMNCKOM HaLMOHarb-
HOW cTaHAaapTU3aumm, BblAeneHbl KYpCUBOM

5 BBEJEH BINEPBbIE

UHpopmayusa o6 usameHeHUsIX K HacmosweMy cmaHOapmy nybrukyemcsi 8 exe200HO u3dasaemMom
UHGhopMayUOHHOM yKa3amersie « HayuoHarbHbie cmaHO0apmbl», a MEeKCM U3MEeHEeHUU U ornpasoK — 8 exxeme-
CSIYHO u3dasaeMbix UHGHOPMaUUOHHbIX yKkazamernsx «HayuoHanbHbie cmaHdapmbi». B criydae nepecmompa
(3aMeHbI) uru OmMeHbI Hacmosiu,e2o cmaHdapma coomeemcemeayroujee ygedomsieHue bydem onybriukogaHo
8 eXXeMecsiyHo u3dasaeMoM UHGOpMayUOHHOM yKazamerie «HayuoHanbHbie cmaHOapmbi». Coomeemcem-
syrowas uHghopmauyus, yeedoMreHue U meKcmbl pasMeu,atomes makxe 8 UHGhopmayuoHHoU cucmeme obuje-
20 ron1b308aHus1 — Ha oguyuanbHoM catime PedepasibHO20 a2eHmMcemea o MexHU4eCKoMy peaynuposaHuro
u Memporioauu 8 cemu MIHmepHem
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BBepeHue

MonumepasHas uenHas peakums (MUP) — 310 BbICTPbIN, YyBCTBUTENBHbLIN U CneunduyHbIn MeToa ANS
oBHapyXeHUs naToreHHbIX MUKPOOPraH1M3MOB B NMULLEBOW NPOAYKLIMM N KOPMaX AN XMBOTHbIX. HecmMoTps Ha
TO, YTO 9Ta TEXHOMOrMs NOsIBUNAacb OTHOCUTENBHO HEAABHO, NPUMeEHeHMe MeToaoB Ha ocHoBe NP B ucneita-
HUAX NULLLEBOM NPOAYKLINN PaCLLUUPSETCS C KaXabIM OHEM.

B uenom, cyliecTByoLLME METOANKM MOXHO pa3aenuTb Ha ABe 6onbLune rpynnbl, B 3aBUCUMOCTM OT TUNa
HYKINENHOBBIX KUCIOT, UCMOSb3yEeMbIX B Ka4eCTBE MULLEHN amnnndmKaunm:

- amnnndukauma OHK, TpaHckpnbnposanHon ns PHK (OT-TMLUP);

- amnnundukauma OHK (MLUP).

Pa3paboTaHbl MHOro4McneHHbIE BapyaLlmm 0060Mx TUMOB METOAO0B, KOTOPbIE MOXHO OXapaKTepusoBaTb
MO CTEMEHUN NX CIIOXHOCTU U aBToOMaTu3aumm. YpoBeHb cneumdunyHOCTY METOAOB BapbUpyeT OT CKPUHMHIA,
no3BongoLwero obHapyxmBaTb NocnegoBaTENbHOCTU HYKNENHOBBIX KUCMOT, NPUCYLLYE MUKPOBUONorMyecko-
My poay, 40 cneumduyHbIX METOAMK, UAEHTUHOULMPYIOLWMX NOCNeA0BaTENbHOCTU HYKNEUHOBBLIX KUCIOT,
XapakTepHble UCKMYNTENbHO ANs MHOUBUAYANbHbIX LUTAMMOB UM CEPOTUIMOB.

HacTtoswmin ctangapT yctaHaBnvMBaeT NOMHbIA CNUCOK TpeboBaHum k MeTogam Ha ocHoBse NLP, ncnonb-
3yeMbIM AN 06HapyXeHnst MMKpOOopraHn3MoB B npobax nuieson npoaykumu. B HacTosilwem ctaHaapTe npu-
BOOATCA TEPMUHBI M onpeaenenus, otHocsawmnecs k MUP n OT-MNMUP.

HacTtoswmin ctangaptT — 3TO 0AMH M3 CTaHZapTOB cepun nog obwmm 3aronoBkoM «Mukpobuonorus
NMLLEBOI NPOAYKLMM N KOPMOB 41151 XKMBOTHbIX. MeToa nonvmMepasHon LenHor peakumm (MLUP) ans onpeaene-
HWSI NATOreHHbIX MMKPOOPraHN3MOBY:

- obwme TpeboBanus u onpegenenuda (FTOCT P UCO 22174);

- TpeboBaHuMs kK NpoboNoAroToBKe A4S KayecTBeHHOro aHanmsa (MCO 20837)[1];

- TpeboBaHus K amnndmrKauumn n oGHapyXeHuIo Ans Ka4ecTBeHHOro aHanusa (MCO 20838) [2];

- ucnbiTaHne OyHKUMOHMpPOBaHNA amnnudmnkatopos (MCO 20836) [3].
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General requirements and definitions

Data BBegeHnsa — 2009—01—01

1 O6nacTb NpUMeHeHusA

HacTtoswmin ctaHgapT ycTaHaBnmBaeT obwme TpeboBaHus M onpedenexHvs Ans amnnudukauum nocne-
aoBaTenbHocTen HyknenHoBbIx kuenoT (AHK v PHK) in vitro. CTangapT MoXeT ObITb NPUMEHEH ANSA UCNbITaHUN
NULLEBbIX NPOAYKTOB, KOPMOB AJ151 XKMBOTHBIX M MOJTYYEHHbIX U3 HUX N30SIATOB Ha HanM4yne NaTtoreHHbIX MUKPO-
OpraHn3MoB C UCMOSIb30BaHWEM NONIMMEPa3HON LenHon peakumm (aanee — MNLP).

MwuHuManbHble TpeboBaHUS, yCTaHOBIEHHbIE B HACTOSILLLEM CTaHAapTe, NpeAHa3HaueHbl Ansa obecnevye-
HUS CONOCTAaBUMOCTM 1 BOCMPOM3BOAMMOCTU pe3yrbTaToB, MOMyYEeHHbIX B pa3HbIx labopaTopusx.

2 HopmaTtuBHbI€ CCbINKU

B HacTosiLeM cTaHAapTe NCNoNb30BaHa CCbifika Ha CneayoLwmii CTaHaapT:
FOCT P UCO/M3BK 17025—2006 Obuwue mpebogaHusi K KOMIEMeHMHOCMU UCbimamersibHbIX U
KanubpoeoyHbix Tabopamopull

MpunmedyaHwne—Ipnnonb3oBaHUN HACTOSALLNM CTAHLAPTOM Ll,enecoo6pa3Ho npoBepUTb AENCTBME CCbINOY-
HblX CTaHAapTOB B MHAOPMALMOHHON cucteme obuwero nonb3oBaHWUst — Ha ocmumansHom cante PepepanbHOro
areHTCcTBa Nno TeXHN4YeCKOMY peryampoBaHuUo U METPONOIMn B CETU VIHTEepHeT unm no exerogHo n3gaBaemMomy ykasatesto
«HauunoHanbeHble cTaH4apThI», KOTOPbLIN ony6nvn<osaH Mo COCTOSIHMIO Ha 1 AHBaps TeKyuwleroroga, n no COOTBETCTBYHOLLUM
eXemMeca4yHo n3gaBaemMblM NHPOPMALMOHHBIM yKasaTtenam, OI'IYGJ'IVIKOBaHHbIM B TeKyLiem roay. Ecnu ccbinoyHbln cTaH-
AapT 3aMeHeH (VI3MeHeH), TO NpU NOJIb30OBAaHUN HACTOALIMM CTaHOApPTOM crieayeT pyKOBOACTBOBATbCA 3aMEHAKLNM
(M3M6HeHHbIM) cTaHgapToM. Ecnv ccbinoyHbI cTaHgapT OTMEHEH 0e3 3aMeHbl, TO NOJIoXKEHME, B KOTOPOM JaHa CCblJiKa Ha
HEero, NPMMEHSETCA B YacTu, He 3aTparnsatoLLemn 3TY CCbIJIKY.

3 TepmuHbI U onpeaeneHns

B HacTosiLeM cTaHAapTe NPUMEHEHbI CrieyoLmne TEPMUHBI C COOTBETCTBYHOLLMMM ONpeaeneHnsiMu.

3.1 O6bwme onpeneneHus

3.1.1 HyKneuHoBble KUCNOTbI: MakpoMoneKkysnbl, ABMSIOLWMECS HOCMTENEM reHeTUYeCcKon MHgopma-
Uunun, nnu BbiCTtynarLwine B Ka4eCcTtse NocpenHuKa rnpu cuHmese rionunenmuoHon uenu.

MpumeyaHune— CylecTByloT ABa TMNa HyknenHoBbIX kncrnot — AHK n PHK.

3.1.2 pesokcupuboHykneumHoBas kucnota; (OHK): MNonuvep ae3okcmpnboHykneoTnaos, CyLecTBy-
o B asyxuenodeyvHon (guHK) unm ogHouenoyeyvHom (ouJHK) doopme.
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3.1.3 puboHyknenHoBas kucnota; PHK: lMonumep puboHykneoTnaoB, CyLLECTBYOLWMIA B ABYXLENO-
YeYyHOoN Unn ogHoLenovYevHomn opme.

3.1.4 maTtpmua (matepuan) npoObl: [peacTtaBneHHble Ha MCNbITaHUSA MNPOAYKTbI, KOTOPbIE MOryT
UMETb pasnNuyns B XMMUYECKOM COCTaBe 1 PM3N4ECKOM COCTOSHUN.

3.1.5 ycnoBusnoBTOpPAEMOCTU: YCrOBUS, NPU KOTOPbIX HE3aBUCKMbIE pe3yrbTaTbl UAMEPEHUIN NONY-
YaloT OOHVM M TEM XXE METOA0M, Ha NOEHTUYHbIX OO beKTax MCNbITaHUn, B OAHON 1 TOW e nabopatopun, O4HUM
N TEM e onepaTopoM, C UCMOSIb30BaHNEM O4HOIMO M TOrO e 06opyaoBaHUA B pegeriax KOpoTKOro npoMexyT-
Ka BpEMEHMN.

MpumeuyaHune— OnpeneneHune kK AaHHOMY TepMUHY ycTaHoBneHo B MCO 3534-1 [4].

3.1.6 ycnoBusi BOCNPOM3BOAUMOCTU: YCIOBUS, NMPY KOTOPbIX Pe3ynbTaTbl M3MEepPeHWi nosyyaroT
OOHMM M TEM e METOA0M, Ha UAEHTUYHbIX OGbEeKTax UCMbITAHWUIA, B pa3HbIX TaGopaTopusax, pasHbIMu oneparto-
pamu, C UCMoMNb3oBaHWEM pPasnnMYHOro o6opyaosaHus.

MpumedyaHune— OnpeneneHune kK AaHHOMY TePMUHY ycTaHoBneHo B MCO 3534-1 [4].

3.1.7 obGHapyxeHue: Onpeaenenne Hannums LeneBbiX hpacmMeHmos HyKNENHOBbIX KUCITOT NaToreH-
HbIX MMKPOOPraHN3MOB.

3.1.8 npeaen obHapyxeHusi: MyuHMManbHOE KONMMYECTBO UMK KOHLIEHTpaLUNS LeneBoro opraHnava B
3a4aHHOM KONn4ecTBe orpedesieHHOU MaTpuLbl, KOTOPOE MOXET ObiTb JOCTOBEPHO OOHAPY>XEHO B YCITOBUSIX,
3a[aHHbIX B IPUMEHSIEMOM METO[E.

3.1.9 npeHtTndukaumna: lNpouecc onpegeneHns NPUHaONEXHOCTN U3onsaTa namoeeHHo20 MUKDPOOP-
2aHuU3Ma K O4HOMY M3 3aJaHHbIX TAKCOHOB.

3.2 TepMuHbI, OTHOCALWMECS K BblaeneHuto n ounctke AHK

3.2.1 Bbigenenue 1HK: O6paboTtka npobbl, BbIcBOGOXAAKOLW AN LieNieBble HYKNENHOBLIE KUCIOThI.

3.2.2 oumuctka AHK: Tpouecc obpabomku ebideneHHoU [JHK, No3BONSOLWNIA MOBLICUTb €€ YACTOTY.

MpwumeyaHune—Iogymctoror JHK noHnmatoT cHkeHne Habrogaemblx u 0GHapyxnBaemMbIx 3PEKTOB NH-
rméutopos MNP B koHTpone nHrmbuposaHmns MLP.

3.2.3 OHKNUP-kavecTtBa: Matpuua [HK, onuHa n konn4ecTso KoToporn goctaTtouHbl ans MNLP.

3.2.4 PHK OT-NMUP-kauectBa: Matpuua PHK, anvHa n konn4ecteo KOTOPOI AOCTATOUHbI AN obpaTHOM
TpaHckpunuum n MNUP.

3.3 TepmuHbI, oTHOCAWMeCH K o6paTHon TpaHckpunuum (OT) PHK B AHK

3.3.1 obpatHaa TpaHckpunuusa; OT: Cuntes HK ¢ maTtpuubl PHK ¢ ucnonssoBaHnem depmeHTa
obpaTHoM TpaHckpunTasbl B codeTaHum ¢ OT-nparimMepom B NpUCYTCTBMM A€30KCUPUBOHYKNneoTnaTpudocdoa-
TOB.

3.3.2 o6partHas TpaHckpunTasa: PepmeHT, KaTanuaunpyoLwmin obpaTtHyto TpaHckpunumio PHK B OHK ¢
ncnons3oBaHnem OT-nparimepos.

3.3.3 puboHykneasa: depmeHT, paspywaowwmin PHK.

3.3.4 nHruburtop puboHykneasbl: BeliecTBo, 6noknpyowiee pnboHykneasHyo akTMBHOCTb.

3.3.5 OT-npanmep: [lparimep, UCNONb3yeMbIN B 0OpaTHOW TPAHCKPUNUUA.

3.3.6 cmecb OT: Cmechb peareHToB, HEOBX0OMMbIX AS151 06paTHON TPaAHCKPUNLNN.

3.3.7 pesokcupuboHykneotnarpudocodarbl (ANTP): PactBop, cogepxawimi Oe30KcuadeHO3UH-
mpugpocgpam (BAT®P), desokcuyumosuHmpugpocgpam (LI TP), desokcuayaHuduHmpughocgpam (oI Td), des-
okcumumuduHmpucgpocpam (ATTP) nnu desokcuypuduHmpugpocgham (8YTO).

3.4 TepmuHbl, oTHocsAwmMecs k amnnudpukaumm AHK B NMUP/OT-NLUP

3.4.1 nonumepasHas uenHasa peakuus; NUP: depmeHTaTnBHaga peakumsa, no3sonaowas amnnimdu-
umposatb AHK in vitro.

3.4.2 OT-NUP: MeToa, cocToawun us asyx peakumn: obpatHon TpaHckpunuum (OT) PHK B OHK n
nocneaytowen MLP.

3.4.3 opgHocTtagumnHasa OT-MLUP: Meton, 06begmHaOLWNiA B 04HON peakumm obpaTHyIO TPaHCKPUMNLNIO
(OT)PHK e OHK n MLP.

3.4.4 pByctagunHasa OT-MUP: MeToga, coctoawmi ns obpatHom TpaHckpunumm (OT) n MNUP, npoBoam-
MbIX B ABYX OTAENbHbIX peakumsX.

MpwnmeuyaHune—[pycraguiHasa OT-MNLP moxeT npoBoanTbLCA NOCNEAoBaTeNnbHO B O4HOW 1 TOM Xe UIn B ABYX
pasHbIx Npobupkax.

3.4.5 MUP-npoaykT: ®parmeHT JHK, amnnndumumpoBaHHbiv B MNLLP.
3.4.6 o6HapyxeHue MUP-npoaykTa: lNpouecc, nokasbiBatowmn Hannyue MNMUP-npogykTa.
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3.4.7 noatBepxaeHue NMUP-npoaykTta: lNpouecc, kKOTopbln Noka3biBaeT, 4To NLP-npoaykT nonyyeH
13 LieneBo nocneaoBaTenbHOCTU.

3.4.8 NMUP-ELISA: Metogo6HapyxeHus MNLP-npoayKToB Bxmakon hase nocne nx uMMoomnmsauun Ha
TBepAoW dhase, HaNpMMep, B JTyHKax MUKponaHLeTa.

MpwumedyaHune— MNpucytcteue MLP-npoaykTa BU3yanuanpyeTcsl ¢ NOMOLLbI0 TMGpUAn3aLmMm 1 NocrneayoLero
UMMYHO(EPMEHTHOTO 0BHaPYXXEHNSI.

3.4.9 MUP c ropsaunm ctaptomM: AkTuBaumsa TepmoctabunsHon JHK-nonumepasbl ¢ NOMOLLbIO 3Tana
nporpesa nepen 0CHOBHOW NPOrpamMMoii; No3BonsieT 3dexaTb Hecneunduieckorn amnnndukaumm.

3.4.10 rHe3zpoBas MNUP: TNLUP, B koTOpon amnnuguumnpyeTcs nocnenoBaTenbHOCTb U3 NPoAyKTa nep-
Bon MNLUP.

3.4.11 mynbTunnekcHas NUP: TNLP, B koTOpoi ncnonb3yeTcsi HECKOMbKO Nap npanMepos.

3.4.12 npanmep: OnNUroHykneoTng c onpeaeneHHon ANIMHOW 1 NOCNeL0BaTENbHOCTLI0, KOMMIEMEH-
TapHbIN parMeHTy aHanuMTu4yeckn 3Hauymmom nocnegosatensHoctn HK.

MpwumeuyaHune— lNpanmepsbl orpaHNunBaloT Lenesyto nocnegosatensHocTb JHK.

3.4.13 ueneBas AHK: BoibpaHHas ana amnnudukaumm nocnegoBatensHocTs AHK.

3.4.14 penatypaumsa [HK: lNpouecc, B pedynbtaTte koToporo AsyxuenodevHaa JHK pasgensercd Ha
OAHOLIeNOYeYHbIe.

3.4.15 omxur: mMbpugmsauma npariMepa ¢ KOMNIIEMEHTAPHOM NOCNef0BaTENbHOCTBIO HYKIEMHOBbBIX
KNCIOT B 3aJaHHbIX YCNOBUSX.

3.4.16 anoHrauua npaimepa: PepmeHTaTMBHAA peakuuns, NpuBoasLlas K cMHTe3y Hosow uenu JHK
nytem fob6aBneHns O4MHOYHbIX Ee30KCUPUDOHYKNEOoTUA0B K 3'-KOHLY Npanmepa.

3.4.17 OHK-nonumepasa ana MUP: TepmocTabunbHbIA (hEPMEHT, KaTanuanpyroLwmii LUKITMYECKUNA
cnHTes JHK.

3.4.18 macTtepmukc: Cmechb peareHToB, Heobxoammbix ans MUP, 3a nckniodeHnem ueneson OHK n
KOHTPOIENn.

3.4.19 ypauun-N-rnuko3unasa; UNG: ®PepmeHT, pacliennstowmii nobyo nocneaoBaTenbHOCTb HYK-
NEVNHOBBIX KUCIOT, COAepKaLLlyto Ae30KCUypuauH (4Y) No MecTy 3TOro Hykneotuaa.

3.4.20 amnnudmkaTop: ABTOMATUYECKUIA NPUOOP, BLINOMNHAWWNA Heobxoaumble ans MLUP uuknbl
Harpesa v OXnaxaeHus ¢ 3aaHHbIMU YCIIOBUAMMW.

3.4.21 aHanu3 no KOHe4YyHoM To4ke: KauecTBeHHbIN aHanua ans ooHapyxeHus MNLP-npoaykToB.

3.4.22 aHanu3 B peanbHom BpemeHu: MeTtoa ansa o6Hapyxenus MNMLP-npogykTtoB Bo Bpems amnnu-
domkaumn.

3.5 TepMUHbI, OTHOCALLMNECS K KOHTPOSIAM

3.5.1 nonoxutenbHbIN KOHTPOIb Npouecca: [Npoba, 3apakeHHas KynbTypOl LLeNeBoro naTtoreHHo-
ro MMKpOOpraHmama, KoTopasi NPOXoAUT BCE 3Tanbl UCMbITAHWI, YTO U aHanNn3MpyeMble Npoobbl.

3.5.2 oTpuuaTtenbHbIV KOHTPOSb Npouecca: [1poba nuweBoro npoaykra, 3agedomMo He cogepkallas
LLeNTIeBON NaTOreHHbI MUKPOOPraHn3mM, KOTopasi MPOXoAUT BCE 3Tarbl UCMbITAHUI, YMO U aHannu3upyeMsie rpo-
Obl.

MpunmedyaHune—Tlpouecc UCnbiTaHNA MOXET BKITloYaTh B cebsa npobonoaroToBky, oboraweHne, BbiaeneHne
OHK n amnnucmrkaumio ueneeorn nocrnegoBaTenbHOCTU.

3.5.3 KoHtponu amnnudukaummn

3.5.3.1 BHyTpeHHUM KOHTpONb amnnudukaummn: 3agaHHble macca AHK unu umcno ee konuia, gobaB-
NSeMble B KaXKOYH0 peaKkLmio, U BbIMOMHSAIOLWME POSib BHYTPEHHEr0 KOHTPOMs aMnimdukauum.

3.5.3.2 BHeWwHUN KOHTpONb amnnudpmkaummu: 3agaHHble macca KoHTponbHon OHK unu yucno ee
Konui, fobaBnsiemble B anMKBOTY BblAENEHHbIX N3 NPO6bl HYKITEMHOBbLIX KUCMOT, KOTOPbIE CINYXaT KOHTPOeM
aMnnudukaLmm B OTAENbHON peakunm.

3.5.4 oTpuuaTenbHbIN KOHTPOIb BblAeneHUs (KOHTPONb YACTOTbI BbiAeneHus): KoHTponb, npo-
weawwnn Bce atansl BblgeneHus [HK, Ho B oTcyTcTBME aHannanpyemou npobbi.

3.5.5 nonoxutenbHbIn KoHTponb MLP: PeakunoHHas cmech, cogepkallasa onpegeneHHble Mmaccy
ueneson HK nnu yncno ee konui.

3.5.6 otpuuatenbHbIn KoHTponb MUP: PeakumoHHas cmech ¢ He cogepxawen OHK Bogon u 6es
Kakux-nnbo nirméutopos MLP.

3.6 TepmuHbIl, oTHOocAwMmMecs kK AHK-3oHaam

3.6.1 OHK-3oHAa: MeueHas Monekyrna HyKNeMHOBOW KUCMOTbI C OMpeAeneHHoW nocrnefoBaTtenb-
HOCTbHO, Ucnonb3dyemas ans obHapyxeHus ueneson JHK ¢ nomousio rubpugunsaumm.
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3.6.2 6nokupyrowmun peareHT: CoeanHeEHUE, UCMONb3YEMOE A1 HACbILEHUS OCTATOYHbIX TOYEK
HecnevumndpUu4ecKoro cBs3blBaHNS Ha TBepaoKn dhase 40 1 BO Bpems npouenypbl rmépuansaumm ¢ QHK-3oHa0M.

3.6.3 rmbpunamsauma: Cneunduydeckoe CBA3bIBaHNE KOMMIIEMEHTAPHLIX NOCNeA0BaTENbHOCTEN HYK-
NENHOBbLIX KUCMOT B COOTBETCTBYHOLLMX YCIOBUAX PeaKLmm.

3.6.4 cneundmnyHocTb: CnocoBHOCTL NpuMeHsemMo20 Memoda pacno3HaBaTb UCKMOYMTENbHO Lerne-
BYIO NOCNEeA0BaTENbHOCTb U OTNINYATE €€ OT CXO4HbIX NOCNeA0BaTENbHOCTEN U 3arpsA3HAOLLMX MPUMECEN.

4 MpwvHUMN

4.1 O6wme NonoxeHns

Onpefenexne namozeHHbIX MUKPOOp2aHU3MOo8 COCTOUT U3 CReAYLNX NOCNeAoBaTeNbHO BbINOSHsIe-
MbIX 3TarnoB.:

a) npegpapuTenbHoe MMKpoburonoruyeckoe oboralleHve aHannampyemon npobel (Npu Heobxogumoc-

™; cM. 4.2);
0) BblgENEeHME M O4YMUCTKA HYKINENHOBBIX KUCHOT (Mpu HeobxoanmocTu; cum. 4.3);
B) amnnundurkalms LeneBov nocrneaoBaTebHOCTU HYKNENHOBLIX kKucnoT B [MNLLP c ucnonb3oBaHnem cne-
UndUYHBLIX Npanmepos (cMm. 4.4);

r) obHapyxeHue cneunduyHbix MNLUP-npogykTos (cm. 4.5).

4.2 MpepBapuTenbHoe MMKpobnonornyeckoe o6oraiieHue

Mpn HEOHXOOUMOCTN MOXHO HAPaCTUTL KOJTIMYECTBO KINETOK aHaNM3npyemMoro naToreHHoro MMKkpoopra-
HM3Ma NyTemM CTUMYNSLMKN ero pocTa B Npo6e Ha CENEKTUBHbBIX UMM HECENEKTUBHBLIX XKUOKUX MUTATENbHbIX Cpe-
nax.

4.3 BblaeneHue HyKNneUHOBbIX KNCNOT

KneTkn natoreHHbIX MUKPOOPraHN3MOB U3 aHanM3npyemom rnpobsi unv oboralleHHOM KybTypbl TM3npy-
I0TCA 41151 BbICBODOXOEHNSI COAEPXKALLUXCS B HUX HYKNEMHOBBIX KUCNOT. [1py He06XoanMmMoCcTn NpoBoAAT 40MOS-
HUTENbHbIN 3Tan OTAENEeHNs KNeToK nepes fM3MCOM U/UIu aTan OYUCTKU NOCHE HEero.

4.4 Amnnudukauusa NUP

CneunduyHble NocrnefoBaTeNibHOCTU HYKNEUHOBBIX KUCMOT amnnnduuupyroTcs C UCNOMb30BaHUEM
memoda NUP. 3T1a peakuns npeactaBnseT cO60MN LMKITMYECKUIA NPOLIECC, COCTOSILLNM U3 TPEX 3TArOB:

a) peHatypaums asyxuenodeyHon OHK (guHK);

0) oTXMrnpariMepoB Ha KOMMNIIEMEHTaPHOW LIeNeBow NocrneaoBaTenbHOCTY;

B) 3NIOHrauusi rmépnamM3oBaBLUMXCS NPakiMepPOB C NMOMOLLIbIO TepMocTabunbHon [JHK-nonnmepassbl.

PHK obHapyxusatoT metogom lMLP, ecnn npegsaputensHo nepesectu ee B popmy konmmnHon OHK
(kAHK) meTogom o6paTHOM TpaHCKPUMLIUN.

MpumeyvyaHuns

1 Mocne geHatypaunu apyxuenoyeyHon JHK gBa onuroHykneoTuaHbix npanmepa omkuraTcs (rmbpuaunsyoTes)
Ha uenesow amnnnduumnpyemMbiv cermeHT nocnegosatensHocTn JHK. Mpanmepbl HanpaBneHs! Apyr IpOTMB Apyra B COOT-
BETCTBMM C UX OPUEHTALMEN Ha LieneBon NoCnefoBaTeNbHOCTH.

2 [1ByxuenoyeuHble y4acTkn hopMmUpyoTcs B pedynbTaTe cneumdrnyeckoro cnapuBaHns OCHOBaHWUI MEXAyY npavi-
MepaMu 1 LienieBON NocneaoBaTernbHOCTbIO, OrpaHuYmBaoLLmm amnnuduumupyemein cermeHt AHK v BeinonHsowmmn
ponb no3uuun Havana cuHTe3a HK ¢ nomowwbto TepmoctabunsHon AHK-nonumepassbi.

3 MosTopSAOWMIACA (LMKIMYECKUIA) NpOLECC TENNOBOW AeHaTypauun, oTxura npaimepos n cuiTesa AHK npusoamT
K MPaKTU4YeCKM IKCMOHEHUManbHOM amnnundukaLumn orpaHMyeHHoro npanmepamu cermeHta HK.

4.5 O6HapyxeHue u nogreepxaeHue MNLP-npoaykToB

MUP-npogykTbl 06HapyxuBaT MeTogamu anekTpodgopesa B azapo3Hom rene unu NP e peanbHom
speMeHU.

Lns memoda anekmpoghopesa 8 azapo3HoM 2esie ngeHTuYHocTh MNMLUP-npoaykTa noaTeepxaatoT Nobbim
u3 crnedyrouwux MeTofaoB: eubpudusayued, onpedeneHueM HykreomudHou riocriedogamesisHoCmu usu pec-
MPUKUUOHHbIM aHas/lu30M.

5 AHanusupyembin MaTepuan

B kavyecTBe aHanuanpyemoro MmaTepuana MoryT GbiTb UCMONb30BaHbI MNo6ble NULLEBLIE NPOAYKTbI UM
KOpMa NS XXUBOTHBbIX, NPY YCINOBWUM OTCYTCTBUS 3chdpekTa MHrMbrupoeaHus MLLP akcTpaKToM HYKNEUHOBbIX KUC-
NOT, NOMy4YeHHbIM U3 NPOGbLI TakUX NPOOYKTOB.

4
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6 O6wue TpeboBaHUA K nabopatopumn

6.1 OOLwWMme NnonoxeHns

OcHosHbIM mpebosaHueM K opeaHu3ayuu pabomsi 8 nabopamopuu sigrisiemcs obecrieyeHue guauyec-
Kkoeo pasderneHus AHK n3 aHannsmpyembix npob n amnnuduumposaHHon OHK, nonyvenHown B MNLUP. Cnyyan-
Hasa koHTamuHaums OHK moxeT BO3HMKaTb OT MbIM U pacnpeaeneHns asposonen. OTcoga cnegyeT, UTo
opraHusaums paboyewn 30HbI B nabopatopumn u TpeboBaHns CUCTEMbI Ka4eCcTBa AOMKHbI OCHOBbIBATbLCS:

a) Ha cMCTeMaTU4eCKOM BbIMOJSIHEHMM BCEX METOL0SIOMMYECKNX STAMNOB, CBA3AHHbBIX C MOMyYEeHUEM pe-

3ynbTaToB;

0) Ha npuHUMNe «NPsIMOro NOToKa» NpW rMpoesedeHuU UcrbimaHud.

6.2 lMNMepcoHan

Becb nepcoHan, yyacTByowWwmii B npoLeaype UcnblTaHus, AormkeH bbiTb 06ydeH pabote metogamu MNLUP n
COOTBETCTBYHLLMMU MUKPOBUONOrNYECKMMIN METOAAMMU.

B kaxdol paboyel 30He criefyeT UCMOfb30BaTh OTAENbHbIE KOMMIEKTbI TabopaTopHbIX XxanaTtos. [Npu
npobonoarotoBke n noctaHoske MNLP Heob6xoaMMo ncnonb3oBaTh 04HOPa30BbIE NepyaTku.

6.3 YcTponcTBo nabopatopumn

6.3.1 O6wme nonoxeHus

[na npepnoTepalleHnsi KOHTaMUHaUUW peakuMoHHOW CMecn aMnnnuumpoBaHHbIiMu B npownsix MNLP
LeneBbIMU NOCNeg0BaTENbHOCTAMM OPraHM3yoT pasgenbHble paboyne 30HbI C COBCTBEHHBIMM KOMMIIEKTaMM
obopynoBaHus.

6.3.2 Pabouue 30HbI (NOMeLLEeHUSA)

dusnyeckoe pasgeneHve npoueccoB MyTeM MCMONb30BaHWUsS pasHbIX KOMHAT ABMAsSeTcs Haubornee
3P PEKTMBHBLIM 1 NPEANOYTUTENBHBIM CMOCO60M OPMMPOBaHKSA pa3aenbHbiX pabounx 30H UM NOMELLEHWA.

TpebyeTcsa Kak MMHUMYM 4YeTblpe OTAENbHO YCTPOEHHbIX Cneunann3vpoBaHHbIX paboyvmx 30HbI MIKn
paboynx nomeLleHns:

a) pabo4as 3oHa Ans npobonod20mosKuU U BblOENEHNSI HYKITEUHOBbBIX KUCMOT U3 aHanu3mpyemMbix Npoo;

6) pabouyas 30Ha ANA NPUroTOBNEHMS MAaCTEPMUKCOB;

B) paboyas3oHa 4nsd BHECEHUSA pacTBOPa HYKIENHOBbLIX KUCIOT, BblAENEHHbIX U3 aHanM3npyembIx npob;

r) pabouyas 3oHa Onist 00HapyXxeHus n noareepxaeHusi NLUP-npoaykTos.

B pabouyen 30He, COOTBETCTBYIOLLEN NEPEUNCIIEHNIO B), HENb3si OTKPbIBaTb MPOBUPKM C NpodyKTaMu
peakuun amnnudmrkaumm.

MpwumMeyaHune—MUP-npoaykTel MOryT BbITb YHUUTOXEHBI C NOMOLLBIO0 3 % (MO Macce) pacTeopa rurnoxmnopura.

6.4 YTunusauumsi otxonos
YTunusaumo oTXo40B Y AEKOHTaMUHaLNI0 MPOBOAST B yCTAHOBIIEHHOM MOPSAKE.

7 PeareHTbl

PeareHTbl 4OMKHbLI cOOTBETCTBOBATL TpeboBaHusam MCO 20837 [1]n NCO 20838 [2].

8 OGopyanoBaHue

8.1 O6wme nonoxeHnsA

WNcnonb3yemoe B nabopatopun o6opyaoBaHne A0MKHO NpaBubHO 06CNyXnBaTbCsl B COOTBETCTBUM C
WHCTPYKUMAMMN NpousBoguTens n Tpedosanmamm FOCT P UICO/MOK 17025. B gononHeHune K cTaHgapTHOMY
nabopaTtopHomMy o6opygoBaHuio B MCO 20837 [11nNCO 20838 [2] onmcaHbl 4ONONHUTENbHBIE Ceuuannanpo-
BaHHble NpUGopbI.

8.2 Oco6ble 3amevaHus

CnenyeT perynsipHo NpoBOAWTb Kanubpoeky obopynoBaHusi, YHKLMOHMPOBaAHME KOTOPOrO MOXET
MOBNUATL HA NONy4YeHne pe3ynbLTaToB.

9 Mpouenypa

9.1 Mpo6onoaroToBKa
JInauc kneTok, BelgeneHne n/mnm o4McTKy HyKIeNHOBbLIX KUCITOT M3 aHanuanpyemow npoobbl (ecnu aTo Tpe-
OyeTca) cnegyeT NpOBOAUTL B COOTBETCTBMU C METOAOM, ONUCAHHBLIM B [ 7].
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9.2 AMnnudukaumsa

PacTBop HyKNenHoBbIX KUCITOT 406aBMAIOT B peaKLMOHHYI0 CMECH U BbIMOJTHAT ocTanbHble 3Tanb! MLP
C UCMOMb30BaHMEM COOTBETCTBYHOLIMX NPOchmna TeMnepatypa — BpeMS U KONMYeCTBa LIMKIOB 4115 CUCTEMBI
nparviMepoB 1 peakLMOHHOW CMECH, MCNOMNb3yeMbIX B COOTBETCTBUM C MeTogoM. OTCyTCTBUE MHIIMBMpoBaHus
MLP gomkHo 6bITb NOATBEPXKAEHO UCNOSTb30BAaHMEM COOTBETCTBYHOLLUX KOHTPONEN (Harnpumep, 8HymMpeHHe-
20 1010KUMesibHO20 KOHMPOIIs).

9.3 KoHTponb npoueaypbl UCNbITaHWUA

KoHTponu, Heobxoanmble ansa obHapyXeHns NaToreHHbIX MUKPOOPraHNM3MOB B MULLEBbLIX MPOAYKTaX M
kopmax metogom MNLP, nepeuncnersl B Tabnuue 1.

Ha kaxkgom aTane crnegyeT UCrnonb30BaTb COOTBETCTBYIOLLME NONOXUTENbHbIE KOHTponu MNP (npucyT-
CTBYET LieneBasi nocrnenoBaTenbHOCTh) 1 oTpuuaTenbHble KoHTponu MLP (oTcyTcTBYET LieneBas nocnenosa-
TENbHOCTb).

Ecnv oavH U3 0CHOBHLIX KOHTPOMEWN He Aan OXuaaeMbli pe3ynbTaT, TO B IpoLeaypy UCnbITaHUi cnegyet
BKITHOYATb JOMONTHUTENBHbIE KOHTPOMM (MEPUOANYECKUN UMW B KAXKAYH0 PEAKLMIO).

Tab6nwunya 1— KoHtponu, Heobxoaumble ans MNLP-aHanusa

HavMeHoBaHME Otpuuatens- | MNonoxuTens- | OTpuuatens- BHyTpeHHWiA/ Monoxwutens- | OTpuuartens-
HbI KOHTPOSb | Hbl KOHTPOSb | HbIi KOHTPOSb | BHELUHWUI KOHTPOSb | Hbli KOHTPOSMb | Hbl KOHTPOSb
3rana a a 6 B r r
npouecca npouecca BblaeneHus amnnndukaumm nupP nuypP
MpobonoaroToBka + + - - - -
BbloeneHuve Hykneu- + + + - — -
HOBbIX KUCIOT
Amnnndurkaums + + + + + +
O6HapyxeHune + + + + + +

@ YacToTy UCMOnb30BaHMs 3TOro KOHTPOIS onpenensieT nabopaTopHast nporpamMa obecrnedyeHnst kKavyecTsa.
® KoHTponb Heobsi3aTeneH npu UCMOMb30BaHUN OTPULIATENBHOTO KOHTPOMS NpoLiecca.

® BHYTPEHHMI UM BHELLHWIA KOHTPOMb amMmniMdmkaumum credyeT Uenonb3osaThb B kaxaon MLP.

" KoHTpornb HeoBxoaum ans Kaxaon naptum npob B amnnmdukaTtope.

MpumedyaHue— 3Hak «+» 03HaYaeT, YTO Ha JaHHOM 3Tare UCMOMb3YT KOHTPOSIb, 3HaK «—» — He UCMOofb-
3yH0T.

9.4 MopaTrBepxaeHue pesynbTtaTos MNUP

Hanuuwne MNMUP-npogykTa v ero cneundmnyHOCTb A0MKHbI OblTb NOATBEPXKAEHbLI COOTBETCTBYHOLLEN NOA-
TBepXaatoLen peakumnen (cm. 4.5).

MonoxuTeneHbii pedynbtat MLUP moxeT 6bITh Takke NOATBEPXAEH MUKPOBMONOrM4eckuM MeTogoMm
KyNbTUBMPOBAHUS.

10 UHTepnpeTauus pesynbtaToB

NHTepnpeTaumsa BO3MOXHA, €Cnu pe3ynbTaThl A51s ONUcaHHbIX B 9.3 KOHTPOMEN He NpoTUBoOpeYaT aApyr

Aapyry.
PesynbTaTthl MNUP 1 ux nHTepnpetaumsa npuseaeHbl B Tabnuue 2.

Tabnwuya 2— Pesynbtatsl MUP

OTpuuaTenbHble . .
Monoxutens- | MonoxuTens- . BHyTpeHHUR BHeLwwHun
AHanusupye- o o KOHTpOnu: MHTepnpeTaums
HbI KOHTPOMb | HbI KOHTPOMb KOHTPOIb KOHTPOIb
masi npo6a npotecca MnupP rpouecca, amnnudukauum | amnnudukaunm pesynbTaTos
poy BblaeneHus, NMUP H H
+ + - +/— + MonoxutenobHbin
- + - + + OTpuuatenbHbIn
- + + + +/— +/— HeopHo3HauHbIR?
- - + - - - HeonHoaHauHbIn®

@ Bo3MOXHas KOHTaMUHaLWs.
® BoaMoxHOe MHMMBKpOBaHME.

MpumedyaHune—3Hak «+» 03Ha4vaeT, 4To obHapyxeH MUP-npoaykT, 3Hak «—» — He obHapyxeH [NLP-npo-
DOYKT, 3HaK «+/—» — pe3synbTaT KOHTPOMS HE COOTBETCTBYET OXUAAEMOMY.
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11 lMpoTokon ncnbiTaHUM

lMpoToKON UCMbITaHMIN JOIMKEH COOTBETCTBOBaTL TpeboBaHuam FOCT P MUCO/MIK 17025 v BkniovaTb B
cebs cnepytoLuyo MHpopmaLmio:

a) MonHyt nHpopmauuio, HeobxoamMmyto Ansa naeHTudmkaunmn nabopaTopHON NpodkbI;

6) ntobyo KOHKPETHYIO MHbOpMaLMIO, OTHOCSALLYIOCS K TabopaTtopHon npobe (Hanpumep, HegocTaTou-
HO€ KOJNIMYECTBO, MII0X0E COCTOSIHNE);

B) CCbIJIKYy Ha MCMOMb30BaHHbIN AJ151 UCNIbITAHUA CTaHAAPT U MeTOAbl aHanNn3a;

r) gaty npuema npobbl Ha UCTMbITAHWS;

) YCrnoBMA XpaHeHus:;

€) JaTy Hayana/okoH4YaHus aHanu3aa,

X) MHpopMaLmio 06 OTBETCTBEHHOM UCTONHUTENE UCTIbITAHUIA;

n) pasmep aHanManpyemomn nopLumu;

K) pe3ynbTaTbl UCMbITAHUN;

n) nobble KOHKPETHbIE 3aMeYaHnsi, BO3HMKLLME B XOe aHanmaa;

M) nobble OTKNOHEHUSA, O6aBNEHUSA UNN UCKITKOYEHUSA K NPOTOKONY MeToAa aHanunsa v niobas 4ononHm-
TenbHas MHopPMaLUS NO KOHKPETHBLIM UCTIbITAHUSIM.

[1] UCO 20837:2006*

(ISO 20837:2006)

[2] MCO 20838:2006*

(ISO 20838:2006)

[3] NCO/TC 20836:2005*

(ISO/TS 20836:2005)
[4] MCO 3534-1:1993

(ISO 3534-1:1993)

Bubnuorpacus

Mukpobuonoausi nuweeol MpodyKyuu U Kopmos 01151 xueomHbix. Memod nonumepa3sHou
uenHoul peakuyuu (MLP) dns onpedeneHusi mfamoz2eHHbIX MUKpoopeaaHu3mos. TpebosaHusi K
npoboriodzomoske 0515 Ka4ecmeeHHo20 aHanusa

(Microbiology of food and animal feeding stuffs — Polymerase chain reaction (PCR) for the
detection of food-borne pathogens — Requirements for sample preparation for qualitative
detection)

Mukpobuonoausi nuwesol npodyKyuu U Kopmos 01151 xueomHbix. Memod nonumepasHou
uenHoul peakuuu (MLIP) dnsi onpedeneHusi mamoegeHHbIX MUKpoopaaHu3Mos. TpebosaHusi K
amnnaughukayuu u obHapyxeHuUro O Ka4ecmeeHHo20 aHanu3a

(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)

Mukpobuonoausi nuwesol rnpodykyuu u Kopmos Onsi XueomHbix. Memod nonumepasHou
uenHol peakyuu (MLUP) dna onpedeneHusi namo2eHHbIX MUKpPOOpaaHu3Mos. VicrnsimaHus
QYHKUUOHUPOBaHUsI aMniughukamopos

(Microbiology of food and animal feeding stuffs — Polymerase chain reaction (PCR) for the
detection of food-borne pathogens — Performance testing for thermal cyclers)
Cmamucmuka. Criogapb U ycrio8Hble 0603HayYeHusi. Yacmpb 1. TepMuHsbl, UCMONb3yeMble 8
meopuu 8epossimHocmu, U obujue cmamucmu4YecKue mepMuHbI

(Statistics; vocabulary and symbols; part 1: probability and general statistical terms)

* COOTBETCTBYHOLLMIA HAaUMOHanbHbIN CTaHAAPT OTCyTCTBYET. [lo ero yTBepXAeHNs peKoMeHOyeTCs UCnonb3oBaTb
nepeBo Ha PYCCKU A3blK AaHHOro MexayHapoAHoro ctaHgapTa. MNepesoa AaHHOTO MexayHapoAHOro ctaHaapTa Haxo-
anTcs B ®epgepanbHoM nHpopMaumMoHHOM hoHAE TEXHUYECKUX PErfaMeHToB U CTaHaapToB.
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YOK 579.672:637.065:006.354 OKC 65.120 HO09 OKCTY 9109
67.040 9209
67.050

KntoueBble cnosa: MuUKpobuonorus, nuiLesas NpoayKuuns, KopMma Anis XKUBOTHbIX, NaTOreHHble MUKPOOPraHn3-
Mbl, noNuMepasHas uenHas peakums, MNMLP
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