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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 PASPABOTAH AHO «TecT-llywmHo» Ha OCHOBe ayTEeHTUYHOro NepeBoja MeXayHapoaHoro ctaH-
aapTa, yKkasaHHOro B NMyHKTe 4

2 BHECEH TexHun4yecknm komutetom no ctaHgaptmusaumm TK 335 «MeToabl UCNBITAHUW arponpOMbILL-
NeHHoW NpoayKLun Ha 6e30NacHOCTby»

3 YTBEPXOEH W BBEAEH B JEWCTBUWE MMpukasom PeneparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHunio nmetponorin ot 27 aekabpsa 2007 r. Ne 460-cT

4 HacToawmm ctaHgapT aBnsgeTca MoanPeULMPOBaHHbLIM MO OTHOLLEHWUIO K MEeXAyHapoaAHOMY CTaHAapTy
NCQO 22174:2005 «Mukpobunonornsa nuileson NpoaykLumMm U KOpMoB ANS XKMBOTHBIX. MeToa nonmmepasHou
LenHon peakuun (MNMLUP) ana onpegeneHuns natoreHHbIX MUMKpoopraHnamoB. OoLne TpeboBaHUA U onpegene-
Ha» (ISO 22174:2005 «Microbiology of food and animal feeding stuffs — Polymerase chain reaction (PCR) for
the detection of food-borne pathogens — General requirements and definitions»).

[Tpn 3TOM AONONHUTENbHbLIE MOMNOXEHUS U TPeDOBAHUSA, BKMNIOYEHHbIE B TEKCT cTaHAapTa ANng y4veta
noTpebHocTen HauMoHanbHoM akoHOMUKN Poccumnckon egepauimm n ocobeHHOCTEen pOCCUNCKON HauMoHalb-
HOW cTaHOapTU3aLUumn, BbladeNeHbl KYPCUBOM

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUlUOHHOM yKa3zamere «HayuoHalnbHbie cmaHoapmsai», a mekcem U3MeHeHUU U rMorpagoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX YyKazamensx « HayuoHanbHbele cmaHOapmely. B criydyae nepecmompa
(3aMeHbl) Unu OmMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem onybnukosaHo
8 eXeMeCs4YHO u3ldasaeMoM UHGhbopMalyUOHHOM yKa3zamerne «HayuoHanbHblie cmaHdapmel». Coomeemcm-
syroujasi UHpopmauus, yeeOoMIIeHUE U meKcmbl pasMelaromcs makxe 8 UHgopMalUoHHOU cucmeme obLye-
20 r10/1b308aHUsT — Ha ogpuluarnbHoM calime @edepallbHO20 a2eHmcemaea rio mexHU4YecKoMy peaynupoeaHUuro
U Memporsozuu 8 cemu ViHmepHem

© CtaHgaptuHdopm, 2008

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UITU YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHma o6es paspeweHnsa PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

[TonumepasHas uenHas peakuuna (MNMUP) — 310 BbICTpbIN, YYBCTBUTENBHBLIN U cneundUYHbIN MeTod ANS
0OHapy)XeHUs1 NaToreHHbIX MUKPOOPraHU3MOB B NMULLEBON NPOAYKLUK N KOpMaXx ANs )KUBOTHbLIX. HecMoTps Ha
TO, UTO 3Ta TEXHONOTNSA NOoABUNACL OTHOCUTENBHO HeAaBHO, NpuMeHeHe MeTtoaoB Ha ocHoBe NLUP B ucnbita-
HUAX NULLEBOW NPOAYKLUN pacLUMPAETCA C KaXKabIM AHEM.

B uenom, cylecTByOLWNE METOAUKN MOXKHO pa3aennTb Ha ABe 6onbLUMe rpynnbl, B 3aBUCUMOCTU OT TUNA
HYKNMEMNHOBLIX KUCNOT, NCMOMNb3YEMbIX B Ka4YeCTBE MULLIEHW aMmnnndnkalnun:

- amnnudgpmkauna AHK, TpaHckpmbuposaHHou 3 PHK (OT-ILP);

- amnnugpukauna AHK (INLP).

Pa3paboTaHbl MHOroOUMCNEeHHbIE BapuaLun obonx TUNOB MeTOAO0B, KOTOPbLIE MOXHO OXapaKTepmniloBaTh
Mo CTeNneHM UX CIOXXHOCTU U aBTOMaTU3aLUMN. YPOBEHb cneynpmnyHOCTU MeTOA0B BapbUpyeT OT CKPUHUHTA,
no3sonsowero obHapyXnsaTb NOCNeaoBaTENbLHOCTU HYKIMENHOBBIX KUCNOT, MNPpUCYLLIME MUKPODONONOrNYEeCKo-
MYy poay, Ao cneundunyuHbiX MeToauK, MaeHTUPUUMPYOLWKMX nocnegoBaTenNbHOCTU HYKNEMHOBLIX KUCTIOT,
XapaKTepHble NCKMIoYUTENBLHO ANA UHANBUAAYaNbHbIX LUITAMMOB UMM CEPOTUNOB.

HacToawmnm ctaHaapT ycTaHaBNMBaeT NOMHbIN CMUMCOK TpeboBaHU K MeTogamM Ha ocHoBe [LUP, ncnonb-
3yeMbIM Ansi 0bHapyXXeHUs1 MUKpOOpPraHMaMoB B npobax nuieson npoaykuun. B HacTodaweM ctaHgapTe npu-
BOOATCA TepMUHBLI M onpeaeneHus, oTHocdawmecsa K NUP n OT-T'1LP.

HacTtoawunn ctaHgapT — 370 0AWUH U3 cTaHAapToOB cepui nod obwunm 3aronoBkoM «Mukpobuonorus
NALLLEBON NPOAYKUUX U KOPMOB ANd XXMBOTHLIX. MeToa nonumepasHou uenHou peakunn (INUP) ana onpegene-
HUS NATOreHHbIX MUKPOOPraHN3MOBY

- obwne TpeboBaHua nonpegeneHnda (FOCT P UCO 22174);

- TpeboBaHMs K NpodbonoaroToBKe ANs KayecTBeHHoro aHanusa (MCO 20837) [1];

- TpeboBaHUA K aMmnnnudnkaLm n cbHapyXeHUo ans kavectBeHHoro aHanusa (MCO 20838) [2];
- UcnblTaHUe PyHKUMOHUPpOoBaHUA aMmnnudgpukaTopos (MCO 20836) [3].

IV
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HALULMWOHANBbHBIN CTAHOAPT POCCUUCKOWU OGEOLEPALUNMN

Mukpobuonorusa nuweBon NPoAYyKLUUM U KOPMOB ANS XXKUBOTHbIX

METOJ NONTMMEPA3HOU LLIEMHOW PEAKLIUU (MLIP)
Ans ONPEAENEHUA NATOMEHHbIX MUKPOOPrAHU3MOB

O6Lwune TpeboBaHUA U onpeaeneHUA

Microbiology of food and animal feeding stuffs.
Polymerase chain reaction (PCR) method for the detection of food-borne pathogens.
General requirements and definitions

[NaTta BBegeHna — 2009—01—01

1 O6nacTb NpUMeHeHus

HacTosawmn ctaHaapT ycTaHaBnmBaeT obuwme TpeboBaHUAa 1 onpegeneHnsa 4na aMmnnugpukaumm nocre-
aoBaTtenbHocTen HyknenHoBbIX kUcnoT (AHK n PHK) in vitro. CTaHgapT MoOXeT ObITb MpUMEHeH Ans UCNbITaHUA
MNALLEBBLIX NPOAYKTOB, KOPMOB ANA XXUBOTHLIX M NMONYYEHHbIX N3 HUX U30NATOB Ha Hann4ne naToreHHbIX MUKPO-
OpraHMU3MOB C UCMOMb30OBaAHNEM NMonMMepasHou LenHou peakuum (aanee — NUP).

MuHMManeHble TpeboBaHUA, yCTAHOBMNEHHbIE B HACTOSILLEM CTaHAapTe, NpeaHa3HaveHbl angd obecneve-
HUA COMOCTAaBUMOCTM N BOCNPOUIBOAUMOCTM pe3ynbTaToB, NOMTyYEHHbIX B pasHbIX NabopaTopusx.

2 HopMaTuBHbIE CCbINKN

B HacTodaleM cTaHOQapTe UCNOMNb30BaHa cCchlflka Ha cneayowni ctaHgapT:
FOCT P NCO/M3K 170256—2006 0Obuwue mpebogaHusi K KOMIemMeHMHoCcmMu ucrbsimamernbHbiX U
Kanubposo4Hbix nabopamoputl

[TpumeyaHwune—lpu NONb30BaHUN HACTOALWMM CTaHAAPTOM LenecoobpasHo NPOBEPUTb AEUCTBUE CCbINMOY-
HbIX CTaHO4ApPTOB B WMHMPOPMAUMOHHOW CUCTEME 0buwero nonb3oBaHUsad — Ha oduumanbHom cante PegepanbHOro
areHTCcTBa No TEXHUYECKOMY PEryNIMPOBaHNIO U METPONOIMN B CeTU IHTEPHET NN MO €XErogHo N3gaBaeMoMy yKasarTernto
«HaunoHanbHbIe CTaHAAPTLI», KOTOPbLIKN ONYyONUKOBAH NO COCTOSIHUIO HA 1 AHBAPS TEKYLLENO roaa, U No COOTBETCTBYIOLLUM
eXEMECHAYHO n3gaBaemMbiM MHPOPMALUMOHHBLIM yKazaTensm, onybrnmkoBaHHbIM B TEKYLWEM rogy. Ecnn cCbinoYHbIN CTaH-
0apT 3aMeHeH (M3MEHEH), TO MPU NOMb30BAHUN HACTOSAWMM CTAHOAPTOM CregyeTr PyKOBOACTBOBATLCSH 3aMEHSIIOWNM
(MAMEHEHHbIM) CTaHaapTOM. ECnun cebinoYvHbIn CTaHAAPT OTMEHEH De3 3aMeHbl, TO NONOXEHUE, B KOTOPOM JaHa CCbINKa Ha
HEro, NPUMEHSAETCH B YacTn, HE 3aTparnBatoWeEN 3TY CChINKY.

3 TepMuHbI U onpeAaeneHus

B HacTosilwem cTaHgapTe NnpuMeHeHbl cneayolme TEpMUHbI ¢ COOTBETCTBYIIOLLUMIN onpeeneHnsMu.

3.1 O6wue onpeneneHnn

3.1.1 HyKneuHoBble KUcnoTbl: Makpomonekynsl, ABAAOLWMNECHA HOCUTETEM reHeTUYeCKon MHopMa-
LI, UM BbICTYNAoLLUE B KAYEeCTBE NocpegHuKa rnpu cuHme3se rnosunerimudHoun Lenu.

[TpnmedaHune— CywecTByloT gBa Tnuna HyknenHoebix kncnot — IJHK n PHK.

3.1.2 pesokcupudboHykneunHoBaa kucnota; (AHK): lNonumep Ae30KCMPUDOHYKIEOTNAOB, CYLLECTBY-
o B asyxuenodveudHon (auHK) nnu oanouenodveyvron (ouHK) doopme.

U3paHune odbmumanbHoe
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3.1.3 puboHykneuHoBasda kucnota; PHK: lNonuvep puboHyKNeoTUaoB, CYLLECTBYIIOLWNA B ABYXLENO-
YeYyHOoW NN ogHoLenodYedHou qoopme.

3.1.4 matpuuya (Matepuan) npobbl: [lpeacTtaBneHHbIE HA UCMbITAHUA NPOAYKTbI, KOTOPbIE MOTYT
MMEeTb pasnn4nsa B XMUMUYECKOM cocTaBe U PU3NYeCKOM COCTOSAHUMN.

3.1.5 ycnoBuANOBTOPAEMOCTU: YCNOBUSA, NMPU KOTOPLIX HE3aBUCUMbIe pe3ybTaThbl UISMepPeHUN Nosy-
YyaroT OQHUM U TEM XKe MeTOAO0M, Ha UAEHTUYHLIX OOBEKTaxX UCNbITaHWUA, B 0QHOW U TOW Ke nabopatopuit, oaHUM
N TEM XKe onepaTopoMm, C UCNONb30OBaHUEM OAHOM0 1 TOTrO XXe 000pyAoBaHUA B Npedenax KopOTKOro NPOMEXKYT-
Ka BpeMeHMN.

[TpnmedaHune— OnpegeneHve K gaHHOMY TEPMUHY ycTaHoBNeHo B MCO 3534-1 [4].

3.1.6 ycnosus BOCNPOUIBOAUMOCTU: YCNOBUSA, NMPU KOTOPLIX pe3ynbTaTbl M3MEPEHUI Nony4vatoT
OAHUM N TEM XKE METOAOM, HAa MOAEHTUYHBIX OOBbEKTaX UCNbITaHWUKA, B pasHbIX NabopaTopusix, pasHbIMU onepaTo-
pamMu, C UICMONb30BaHUEM pa3NIMYHOro obopyaoBaHUS.

[TpnmedaHune— OnpegeneHne K gaHHOMY TEPMUHY yCcTaHOBNEHO B MCO 3534-1 [4].

3.1.7 obHapyxeHue: OnpeaeneHne HaNUUNA LeNEBbIX hpacMeHMo8 HYKNEeNHOBBLIX KUCMOT NaToreH-
HbIX MUKPOOPraHU3MOB.

3.1.8 npeaen obHapyxeHua: MuHUMmansHoOe KONMMYECTBO UM KOHLUEHTPAaL NS LLeneBoro opraHiama B
3alaHHOM KONMYECTBE OfIpederieHHOU MaTpULbl, KOTOPOE MOXET ObITb AOCTOBEPHO ODHAPYXXEHO B YCNOBUSIX,
3aJaHHbIX B IpUMEHAEMOM MeToae.

3.1.9 npeHtudukauuna: [lpouecc onpeneneHna NpUHaAANEXHOCTU U3ONATA Mamo2eHH020 MUKPOOp-
2aHU3Ma K OQHOMY U3 3adaHHbIX TAKCOHOB.

3.2 TepMUHbI, oTHOCALLUeCHA K BblaeneHUto U ovunctke [1HK

3.2.1 BblgeneHue AHK: Ob6paboTka npobbl, BEICBODOX a0 AN LieNeBble HYKNENHOBLIE KUCTIOTHI.

3.2.2 ouuctka OHK: [Npouecc obpabomku ebiceneHHoU [JHK, No3BONSAOLW AN NOBLICUTE €€ YACTOTY.

[MTpumeyvaHnwme—Illoguncrotron JHK noHnmaoT CHMXeHne HabnogaemblX n 0bHapPyXMBaeMblIX 3SPDEKTOB NH-
rmountopos NUP B koHTpone nnmbuposanus NLP.

3.2.3 OHKTUP-kavecTtBa: MaTtpuua HK, annHa n konndecTteo KkoTopon goctatouHbl anga MNLP.

3.2.4 PHK OT-I1LUP-kauyecTBa: MaTtpuua PHK, annHa n konn4ectBo KOTOPOW AOCTaTOYHbI A9 0bpaTHOW
TpaHckpunumm n MNLP.

3.3 TepMuHbI, oTHOocALWMecA K oopaTHou TpaHckpunuuu (OT) PHK B AHK

3.3.1 obpaTtHada TpaHckpunuua; OT: CuHtes OHK ¢ maTtpuubl PHK ¢ ncnonb3oBaHnem dpepmMeHTa
obpaTHoM TpaHcKpunTasbl B codeTaHnn ¢ OT-npanMepom B NPUCYTCTBUM Ae30KCUPUBOHYKNeoTUaTpudgocda-
TOB.

3.3.2 obpaTtHaa T TpaHcKkpunTaza: PepMeHT, Katannsnpyrowmii obpaTtHyro TpaHeckpunuuio PHK B AHK ¢
ncnonb3oBaHnem OT-npanmepos.

3.3.3 puboHykneasa: PepmeHT, paspywarowmnn PHK.

3.3.4 nHruourtop puboHykneasbl: BellecTBo, Onokmpytouiee puboHyKkneasHyo akTUBHOCTD.

3.3.5 OT-npanmep: lNpanmep, UICNONb3yeMbIN B 0OpaTHOW TRAHCKPUMLUHN.

3.3.6 cMecb OT: Cmecb peareHToB, HeOOX0AUMBIX AN 0bpaTHOW TPAHCKPUMLNN.

3.3.7 pe3okcupuboHykneotugarpudgocdarel (dNTP): PactBop, coaepXawmnin 0Oe30KCUaOEHOIUH-
mpugocam (AATO®), ceszokcuuumosuHmpugocgam (AU TD), dezokcuayaHuduHmpugocgam (al TP), des-
okcumumuouHmpugocgam (aTTd) nnun cezokcuypuduHmpugocham (oY TP).

3.4 TepmMuHbl, oTHOcAWMecAa K amnnudukauumn AHK B NMLUP/OT-MLUP

3.4.1 nonunMmepasHana uenHana peakuua; [NLIP: ®epmeHTaTUBHAaA peakuud, No3Bondolas aMmningu-
impoBaTb AHK in vitro.

3.4.2 OT-MUP: Metoa, cocTtodalmn n3 aByx peakumnin: obpatHon TpaHckpunuum (OT) PHK B OHK w1
nocneaytowen NUP.

3.4.3 ogHocTtaaunHaa OT-INMUP: MeToa, obbeanHaoWwnMn B 0AHOW peakunm obpaTHYIO TRpaHCKpUNUMIo
(OT)PHK B AHK M TILP.

3.4.4 peyctaguuHaa OT-MLUP: Metoa, coctoawmn ns obpatHou tpaHckpunuun (OT) nlUP, nposoaun-
MbIX B ABYX OTAeNIbHbIX peakLnsaX.

[TpnmedaHwue—eyctagnmnHas O T-T1UP moxeT npoBognTeCca nocriegoBareribHO B OOAHON U TOW XXe UK B ABYX
pa3HbIX NPObUpKax.

3.4.5 MUP-npoaykt: ®parment AHK, amnnudpnumposaHHein B INLP.
3.4.6 obHapyxeHue NUP-npoaykTa: lpouecc, nokasbiBatownm Hannyue NUP-npoaykra.
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3.4.7 nogrBepxgeHue lNUP-npoaykTa: [lpouecc, koTopbin nokasbiBaeT, uUTo [NUP-npoaykT nonyyveH
N3 ueneBoun nocneaoBatebHOCTH.

3.4.8 MNMUP-ELISA: MeToaobHapyxeHua lNMLUP-npoayKToB BXuakon dpase nocne nx uMmmobunmsasmnmHa
TBEpAOon pase, HanpumMep, B NyHKaxX MUKponnaHLweTa.

[TpunmeyaHnwune—Illpucytcreue NUP-npogykra Bu3yannanpyetcs ¢ NOMOLWbIO rmdpunansaumm n nocneayouero
NMMYHOMPEPMEHTHOIO OBHAPYKEHUS.

3.4.9 TUP c ropaumm ctaptToM: AKTUBaUKMA TepmocTabunbHon AHK-nonnmepassbl ¢ NOMOLILIO 3Tana
nporpeBa nepea OCHOBHOM NporpamMmoin; No3BoNseT n3bexartb Hecneundpnieckon amninndnkaL .

3.4.10 rHe3pgoBana [1UP: T1LP, B koTOpon amnnngpuuupyeTcda nocneaoBaTeribHOCTb U3 NpoayKTa nep-
Bon ['NLP.

3.4.11 mynbtunnekcHaa llUP: TLP, B koTopou ncnonbsyeTtca HeCKONbKO nap npanmMmepos.

3.4.12 npanmMmep: OnuroHykneotTua c onpeaeneHHoOU AnMMHON KU nocneagoBaTeNlbHOCTbLIO, KOMMIIEMEH-
TapHbIA pparMeHTy aHannuTuyeckn sHadymmon nocnegosartensHocT AHK.

[TpnmedaHune—Illpanmepbl orpaHnymBatoT Lenesyro nocnegosarensHoctb AHK.

3.4.13 ueneBasa [1HK: BuibpaHHada ans amnnudpukaunm nocnegosatenbHocTb AHK.

3.4.14 peHatypauua OHK: [lpouecc, B pesynbTaTte KoToporo asyxuenodvedHada AHK pasgensertca Ha
oAHoLenoveYHhle.

3.4.15 omxur: [Mbpunamsauna npammepa ¢ KOMNNEeMeHTapHoON nocneaoBaTenbHOCTbIO HYKNEUHOBLIX
KNCNOT B 3aaHHbIX YCINOBUSAX.

3.4.16 anoHrauua npaumepa: depmMmeHTaTUBHAA peakuusi, npusoadllas K cuHtesy Hosou Lenu OHK
nyTem gobaBneHnst 0ANHOUYHbIX Ae30KCUPUDOHYKNEOoTUAOB K 3'-KOHLY Npanmepa.

3.4.17 OHK-nonumepa3sza ana NUP: TepmocTabunbHbln PepMeHT, KaTanusnpylowmmn LKnm4ecknia
ciHTe3 HK.

3.4.18 mactepMmuke: Cmechb peareHToB, Heobxoaumblx ansa MNMUP, 3a nckntovennem ueneson AHK v
KOHTPONEMN.

3.4.19 ypauun-N-rnukosunasa; UNG: ®epmeHT, pacuennstowmi nobdyro nocneaoBaTenbHOCTb HYK-
NenHOBLIX KUCIOT, coaep Kallyro Ae3okcnypuanH (4Y) no MecTy 3Toro Hykneotuaa.

3.4.20 amnnudpukatTop: ABTOMaTUYECKUA NpUOOpP, BbINONHAKLWMA Heobxoanmele anga NUP uuknbl
Harpeea n oxnaxgeHua ¢ 3agaHHbIMU YCITOBUAMMN.

3.4.21 aHanu3 no KOHe4YHoOU Touke: KayecTBeHHLIN aHanns ans ocbHapyxeHusa MNLUP-npoaykTos.

3.4.22 aHanus B peanbHOM BpeMeHU: MeToa ans obHapyxeHus NUP-npogykTtoB Bo BpemMst aMmnnm-
prkauunn.

3.5 TepMUHBI, OTHOCALLMECHA K KOHTPONAM

3.5.1 nonoXxutenbHbIN KOHTPONb Npouecca: [lpoba, 3apaxeHHasa KyNbTypoUu LEeNeBoro NaTtoreHHo-
ro MUKpOOpraHama, Kotopast NpoXoauT BCe aTanbl UCMbITAHUA, YTO U aHaNU3UpyemMble Npoobbl.

3.5.2 oTpuuaTenbHbINKOHTpPONb Npouecca: [1pobanuueBoro npoaykra, 3agedoMo He coaepKallas
LleNIeBON NaToreHHbIM MUKPOOPraHam, KoTopas NpoxXoauT BCe aTanbl UCNIbITAHUINA, YMo U aHannu3upyemsie rnpo-
Obl.

[TpnmeyaHwue—Illpouecc NCnbiTAaHMKU MOXET BKIOHaTbh B cebs npobonogrotoBky, oboralleHne, BblgeneHue
NHK v amnnmnunkauuio ueneBon NocneaoBaTeNbHOCTN.

3.5.3 KoHTponu amnnucdpukaummn

3.5.3.1 BHYTPEHHUU KOHTpONb amnnudgukauun: 3agaHHble macca AHK nnmnymncno ee konmn, gobas-
nsaeMble B KaXKayto peakuuio, U BbINONHAKLWME PONb BHYTPEHHEro KOHTPONA aMmnnndgukaynn.

3.5.3.2 BHeWHUU KOHTpONb aMnnudukaumumn: 3agaHHble Macca KoHTponbHou OHK nnn 4yucno ee
Konuin, gobaBnNsAeMble B annKBOTY BblAeNeHHbIX N3 NPoObl HYKNMENHOBLIX KUCMNOT, KOTOPbLIE CNYXXAaT KOHTPOMNEM
aMnnndumkaL M B oTAeNbHOU peaKUunn.

3.5.4 oTpuuaTteribHbIU KOHTPOIb BblgeNneHns (KOHTPONb YNCTOTbI BbigeneHua): KoHTponb, npo-
leaLunn sce stansl BelaeneHusa AHK, HO B oTCyTCTBUE aHaNU3NpyemMon Npoos.l.

3.9.5 nonoxutenbHbiU KOHTpoNb INUP: PeakunoHHaqa cmech, cogepxalwaa onpegernieHHble Mmaccy
ueneson AHK nnn4mncno ee konun.

3.5.6 oTpuuaTtenbHblIX KoHTponb MNUP: PeakunoHHasa cmechb ¢ He cogepxawen AHK Bogon n 6e3
Kaknx-nndo nHrmnbutopos MNUP.

3.6 TepMuHsbl, otHocAwMecAa K IHK-3oHaam

3.6.1 AHK-3o0HA: MeyeHaa monekyna HYKNeMHOBOW KUCNOTBI C onpegeneHHOW nocnegoBaTteb-
HOCTbIO, UCNOMb3yeMast anst obHapykeHunsa Leneson JJHK ¢ nomoulsio rudbpugnsanmn.
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3.6.2 onokupywwmn peareHt: CoegunHeHue, MUCNONb3yemMoe AN HacbIWEHUS OCTATOUHBIX TOYeK
Hecneundpnieckoro CBA3bIBaHNUA Ha TBepaon dpase A0 U BO BpeMsd npoLueaypbl rudbpuagnsaumm ¢ JHK-3oHaom.

3.6.3 rubpuanzauyua: Cneundunyeckoe CBsA3bLIBaAHNE KOMMMNEMEHTAPHLIX NocneaoBaTeIbHOCTEN HYK-
NNeNHOBbIX KUCNOT B COOTBETCTBYIOLLUX YCIOBUSIX peaKL N,

3.6.4 cneundpnyHocTb: CnocobHOCTb NMPUMEHSIEMO20 Memoda pacrno3HaBaTb UCKIMOYNTENBLHO Liene-
BYIO NocnegoBaTelbHOCTL M OTNNYaTh ee OT CXOAHLIX NnocneaoBaTesibHOCTEN U 3arpA3HAKLL X MpUMecen.

4 lNMpuHUMN

4.1 O0LWMe NonoXxXeHus
OnpegeneHne namoz2eHHbIX MUKPOOp2aHU3M08 COCTOUT U3 crieayroLlmx nocneaosaTtenbHO BhINOHSAE-
MBEIX 3TAMOB:

a) npeaBapuTtenibHoe MMKpobuonormyeckoe oborauleHne aHannsnpyemou npobel (Npyu HeobXxoanmMoc-
TN, CM. 4.2);

0) BblaeneHmne 1 oUYNUCTKA HYKMEUHOBBLIX KNCMOT (NP HEOOX0ANMOCTU, CM. 4.3);

B) aMnnundgpukayna uenesonnocneagosateNbHOCTU HykNenHoBbIX KUCNOTB INUP cucnonb3oBaHnemcne-
LNPUYHBIX NpanmMmepoB (CM. 4.4);

r) obHapyxeHue cneundpnuHbix NMUP-npoaykTos (cm. 4.5).

4.2 lNpeaBaputTenbHoe MUKpobuonornvyeckoe oborawieHue

[Tpn HeOOXOAUMOCTU MOXHO HAPACTUTb KONMMYECTBO KNETOK aHann3npyemMmoro naToreHHoro MUKpoopra-

HU3Ma NyTeM CTUMYNALMN ero pocTta B Npobe Ha CenekTUBHBLIX UMW HECENEeKTUBHLIX XKNOKUX NUTaTeNbHbIX Cpe-
nax.

4.3 BblgeneHue HYKNeMHOBbLIX KUCINOT

KneTkn naToreHHbIX MUKPOOPraHM3mMoB U3 aHanMsnpyemoun npobsi nnu odboralleHHOW KynbTypbl TU3NPY-
FOTCA AI151 BbICBODOXKAEHMS coAepKaLllUXCA B HUX HYKIEMHOBLIX KNCNOT. [1Tpyu HeobXoaMmMoCcTU NpOBOAAT ACNO/I-
HUTENbHLIA 3Tan oTAeNeHUdA KneTok neped nMM3sncom M/Unu atan odUCTKM NMocre Hero.

4.4 AmMnnudukauua l1LP
CneunduiHble nocneaoBaTeNbHOCTU HYKNEUHOBLIX KUCNOT aMNnUpUUUPYOTCA ¢ UCTMIOTIb30OBaHUEM

Memoda lNNLUP. OTa peakunsa npegcrasngaeT coboun LMKNMYecKn npoLece, COCTOAWMN N3 TPEX 3TAMNOB!
a) pgeHatypauua geyxuenodevHon AHK (audHK);
0) OTXXWUr NpanMepoB Ha KOMMNMIEMEHTapPHON LieNeBou NocneaoBaTeNbHOCTN;

B) 3NOHraumsi rnopnansoBaBLUNXCA NpanMepoB ¢ NOMOLbIC TepMmocTabunbHon AHK-nonnmepassl.
PHK obHapyxusaT metoaom [LP, ecnu npeaBaputenbHo nepesecTtn ee B popmy konunHou AHK

(KAHK) meToaomM obpaTHOU TpaHCKPUNLUN,

[TpumevyaHwmns

1 TMocne geHaTtypauun asyxuenodvednon JHK aBa ONUroHykNeoTUAHbIX NpanMmepa OTKUraroTes (rmdpunanayroTces)
Ha ueneson amnnnpunumpyemboln cermeHT nocnegoeartensHocTn HK. INpanmepsl HanpaeneHbl Apyr NpoTMB Apyra B CoOT-
BETCTBUM C NX OPUEHTALNEN HA LLIENEBOU NocneaoBaTernbHOCTN.

2 [1ByxXuenoveYHble yHacTKn QOPMUPYIOTCH B pe3yrbraTte cneundunyeckoro cnapuBaHns OCHOBaHUN MexXay npaw-
MepamMn U LUeneBon nocrnegoBaTelflbHOCTbIO, OrpaHnymBalownmMmm amnnnpuumnpyemoin cerment AHK v BeinonHawowmmm
ponb No3mumm Ha4vana cuHtesa [1HK ¢ nomowbio TepmoctabunbHon HK-nonnmepaswi.

3 lNoBTOpsowWmMncs (LMKNUYECKNIN) NpoLece TENNOBOW AeHaTypauun, oTXXura npanmepoB n cuitesa JHK npusognt
K NPaKTUYEeCKN 3KCNOHEHUManbHOW aMmnnndpukaumm orpaHn4eHHoro npammepamm cermenta AHK.

4.5 O6OHapyxeHue nunoaTeepxaeHue NMNUP-npoaykTos
[MUP-npoaykTel 0bHapyXueBatoT MeToaamMu anektpodopesa B azapo3HoM rene unu P e peanbHOM

8PEMEHU.
L1151 memoOda anekmpogbopesa 8 azapo3HoMm 2esie naeHTuYHocTb MNLUP-npoaykTa nogTeepxaatoT nobbim

U3 crnedyrowiux MeToaoB: aubpudusayuel, orpederieHUeM HyKneomuoHoU riocriedogamernibHOCMU Uu pec-
MPUKUUOHHbBIM aHamu30M.

5 AHanusupyemMbin matepuan

B kavecTBe aHanM3Mpyemoro marepmana MoryT ObiTb NCNOMNb30BaHbl NtoOble NULLEeBblie NPOAYKTbl UMK
KopMa NS XXKMBOTHBIX, MPU YCIIOBUU OTCYTCTBUA 3 ekTa nHrmbmnposanma MU P akcTpakToM HYKNEeMHOBbIX KC-
10T, NONYy4YeHHbIM 13 NPOoObI TAKNX NPOJYKTOB.

4
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6 O6wwne TpedboBaHMA K nabopaTopumn

6.1 O6bwme nonoxeHUnN

OcHo8HbIM mpebogaHUeM K opaaHu3auuu pabomei 8 nabopamopuu sierisemcs obecrieyeHue pusudec-
Kozao paszoeneHus OHK ns aHanusnpyemeix npod n amnnudpuuympoaHHon AHK, nonyyenHou B NUP. Cnyyau-
Hasl kKoHTaMuHauua OHK moxeT BO3HMKATb OT NbINKM U pacnpegeneHua asposonen. OTcioga cnegyer, yTo
opraHusaumsi paboyven 3oHbI B nabopaTtopumn 1 TpedboBaHUA CUCTEMbBI KaYecTBa A0MKHbI OCHOBLIBATLCS:

a) Ha cucteMaTU4eCcKoM BbINMONMHEHNN BCeX MeTOA0NOrM4YeCcKMX 3TanoB, CBA3aHHbLIX C NMONyYeHneM pe-

3yNbTaTOB;

0) Ha NpUHLUNE «NPAMOro NoToKa» Npu npoeedeHuuU ucnsimaHud.

6.2 lepcoHan

Becb nepcoHan, ydacTBYIOLW WA B NpoLeaype UcnbiTaHUs, A0HKeH ObITb 00y4eH paboTte metogamun MNUP 1
COOTBETCTBYHOLLMMU MUKPODUONOTUYECKUMU METOOAMM.

B kaxx0ol paboyel 30He crniegyeT UCNOMb30BaTh OTAEMNbHbIE KOMMNEKTHI NabopaTopHbIX XanatoB. [Npu
npodonoarotoBke 1 noctaHoBke INLP Heobxoamumo ncnonb3oBaTh 0AHOPA30BLIE NepYaTKN.

6.3 YcTponcrteo nabopatopun

6.3.1 OOLwWune nonoxeHus

[1na npeaoTBpalleHnsa KoHTaMUHaUunM peakUMoHHOU cMecn aMmnnudpuunpoBaHHbiMK B nponbix [NLP

LleneBbIMM NocrneaoBaTeNbHOCTAMM OPraHU3yoT pasaenbHble padbodme 30HblI ¢ COOCTBEHHBIMU KOMMNNEKTaM
0bopyaoBaHUS.

6.3.2 PaGoume 30HbLI (NOMeLLeHUA)

dunsnyeckoe pasgeneHne npouUeccoB MyTEM WUCMNOMb30OBAHUS Pa3HbIX KOMHAT SABNSIETCA Haunbonee
3thheKTUBHLIM U NpeanoyYTUTENTbHBIM cnocobom dopMUPOBaHUA pasaesibHbiX pabounx 30H UMY NOMEeLLIEHUN.

TpebyeTcsl Kak MUHUMYM YeThbIpe OTAENbHO YCTPOEHHbIX CNeunanmu3npoBaHHbIX paboumnx 30HbI UMK

pabounx NoMeLLeHUA:

a) pabovas 3oHa ans rnpobornod20mos8KuU U BblaeNeHNs HYKNENHOBLIX KACNOT U3 aHanM3npyemMbiX npoo;

0) pabouada 3oHa ANs NPUroTOBNEHUA MACTEPMUKCOB;

B) pabo4ada 3oHa ansiBHECEHUS pacTBOpPaHYKIMENHOBLIX KUCNOT, BblAENEHHbIX U3 aHaMUM3UpyeMbIX Npoo;

r) pabo4aqa 3oHa agnd obHapyxeHusa n nogteepxaenus NUP-npoaykTos.

B pabo4yen 30He, COOTBETCTBYIOLLEN NEePEeYNCNEHNIo B), HENMb3SI OTKPbLIBATb NPODUPKA C NPOAYKTaMU
peakunn aMmnandgukauunn.

[MTpunumeyanwmne—IlILUP-npoaykTbl MOryT ObITb YHUHTOXEHBI C NOMOLWbLIO 3 % (MO Mmacce) pacTBopa rmnoxnopuTa.

6.4 YTunusayumsa otxoaoB
YTnnmsauymio 0TXo40B U AeKOHTaMUHAaLUIo NPOBOAAT B YCTAHOBNEHHOM NopsakKe.

7 PeareHTtbl

PeareHTbl 4OMKHBLI COOTBETCTBOBATL TpeboaHuam MCO 20837 [T mUNCO 20838 [2].

8 O6opypnoBaHue

8.1 O6wue nonoxeHus
Mcnonb3yemoe B nabopartopun cdbopyaoBaHnue AOSTKHO NPpaBUnbHO 0BCNYXNBATLCA B COOTBETCTBUN C

MHCTPYKUUAMM npoussoantenst n Tpedosannamn FOCT P UCO/M3K 17025. B anononHeHne K cTaHgapTHOMY
nabopatopHomy obopyaoBaHnio B MCO 20837[1]mNCO 20838 [2] onmncaHbl 4ONONHUTENBHBIE CNeLUann3npo-
BaHHbIE NPUBOPHI.

8.2 OcobOble 3aMevyaHus

Cnenyet perynsipHo npoBoauTb Kannubposky obopyaoBaHns, dYHKLUNOHUPOBAHWE KOTOPOrO MOXET
MOBMUATL Ha NONy4YeHne pe3ynbTaToB.

9 lpoueaypa

9.1 lNpobonoaroTtoBKa
INTn3nc KkneTok, BblaeneHne U/nnmovncTKy HyKNeHOBLIX KUCIMOT U3 aHann3npyemMon npodbl (eCNMaTo Tpe-
OyeTcsa) cneayeT NpoBOANTL B COOTBETCTBUN C METOAOM, ONMUCAaHHBIM B [7].



[OCT P 52833—2007

9.2 AMnnudukauus

PacTBOp HYKNEUHOBBLIX KACMOT A00aBNAOT B peakLMOHHYIO CMECh U BBINOMHAOT ocTanbHble aTanb! [NLP
C UCMONb30BaHWEM COOTBETCTBYIOLWMX Npoouna TemnepaTtypa — BpeMda U KonnvecTBa LUKMOB ANA CUCTEMB
npanmMepoB N peakuMOHHOW CMECK, UCNONb3YEMBIX B COOTBETCTBUM ¢ MeToaoM. OTCyTCTBUE UHTMOUPOBAHUA
[MLP gomkHo ObITe NOATBEPXKASHO UCNONMb30BaHNUEM COOTBETCTBYIOLLMX KOHTPONEW (HarpumMmep, 8HymMpeHHe-
20 MOJIOXKUMeITbHO20 KOHMpPOJIs).

9.3 KoHTponb npoueaypbl UCNbLITAHUA

KoHTponn, Heobxoaumble ANs obHaApy)XeHUs NaToreHHbIX MUKPOOPraHM3MoB B NULLIEBLIX NMPOoAYKTax U
kopMmax metogom NUP, nepevncnexsl B Tabnuue 1.

Ha kaxgom atane cneayeT UCNoNb3oBaTh COOTBETCTBYHOWME NONOXUTENbHBbIE KOHTpoNnM NUP (npucyT-
CTBYeET LieneBasi nocneaoBaTenbHOCTb) M oTpuuaTensHble KOHTpoNU LU P (oTcyTCcTBYET UeneBad nocnegoBa-
TENbHOCTD).

EcnuognH N3 0OCHOBHBIX KOHTPONEW He Aan oXXuaaeMbl pe3ynbTaT, TO B npoueaypy UcnelTaHUM cneayet
BKMoYaTh AOMNONHUTENBHBLIE KOHTPOMN (Mepuoandecki U B KaXKQyo peakLuio).

Tabnwuya 1 — KoHtponu, Heobxoaumblie anst [NUP-anannaa

L AUMEHORAH MG Otpuuarens- | Nonoxutens- | OTpuuartens- BHyTpeHHUK/ [MTonoxutene- | OTpuuartenb-
HbIW KOHTPOSb | HbIW KOHTPOSb | HbIM KOHTPOSIb | BHELWHUU KOHTPOMNEb | HbIM KOHTPOMb | HbIM KOHTPOIb
oTara a a O B r r
npouecca npouecca BblOENeHUsA amMmnnngpumnkaymm [P U P
[TpobonoaroToBka + + — — — —
BbigeneHne Hykneu- + + + — — —
HOBbIX KNCI1O0T
AmMnnnunkaums + + + + + +
ObHapyXeHune + + + + + +

? YacToTy MCNonNb30BaHWUsA 3TOro KOHTPOIA onpeaenseT nabopatopHasa nporpammMa obecneyeHms KayecTaa.
° KoHTponb HeoBsi3aTeneH Npu NCNonb30BaHWM OTpMLATENBHOrO KOHTPOS Npouecca.

° BHYTPEeHHUI NN BHELWWHWUIA KOHTPOINb aMmnnudukaumm cnegyet ncnonb3oBaTb B Kaxkaon MLP.
" KoHTponb Heobxoaum ans Kaxaon naptum npod B amnnndukaTope.

[TpnmMmedaHune— 3HaK «t» 03HaA4YaeT, UTO Ha 4aHHOM 3Tane UCMOoNb3yT KOHTPOIb, 3HAK «—» — HE UCIMOINb-
3YIOT.

9.4 NMopaTteepxpeHue pesynbtaToB [1LP

Hanuyne MNUP-npoaykTta 1 ero cneyndn4HOCTb AOITKHBI ObITh NOATBEPXKAEHLI COOTBETCTBYIOLLEN NO/-
TBepXaakLlen peakumnen (cm. 4.5).

[MonoxuntenbHbld pesynbTaT MNLUP MoXxeT ObiThb TakKke noaTrsepXaeH MUKPOOUONOrM4eckum MeToaoM
KYNbTUBUPOBaHUA.

10 UHTepnpeTauusa pesynbLTaToB

NHTepnpeTauna BO3MOXHA, eCcln pesynbTaThl 4NA ONUCaHHBIX B 9.3 KOHTPONen He NpoTUBOpeYaT Apyr

APYTY.
PesynbTathl NLUP 1 nux nHTepnpeTauus nprueeaeHsl B Tadbnuue 2.

Tabnwua 2—Pesynbtartsl NUP

OTpuuartenbHble . y
[Tonoxutens- | [NonoxuTens- _ BHyTpeHHUNK BHelwHUIK
AHanuaunpye- - - KOHTPOIU: AHTepnpeTauus
HbIW KOHTPOJIb | HbIM KOHTPOIb KOHTPOIb KOHTPOJSIb
Mas npoba npouecca U P npotecea, aMnNNUPUKaLMKU | aMnnmMpUuKaLum pe3ylibTaton
P BbiaeneHua, [NupP
+ + + — +/— + [ToNnoXUTenbHbIN
— + + — + + OTpuuaTenbHbIN
_ + + + +/— +/— HeogHo3HayHbIN®
_ _ + — — — HeoaHo3HauHbIN®
° Bo3aMOXHaA KOHTaMUHaLWS.
° Bo3aMOXHOe MHIMBUPOBaHWE.
[TpnmedaHune—3HaK «+» o3HavaeT, 4YTo obHapyxeH [MUP-npoaykr, 3Hak «—» — He obHapyxeH 1L P-npo-
OYKT, 3HAK «+/—» — pe3ynbTaT KOHTPOIS HE COOTBETCTBYET OXXUOAEMOMY.
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11 TlpoTOoKON UcnbITaHUN

[TpoTOKON NCNbITAHUN ACJTKEH COOTBETCTBOBATL TpeboBaHusm [ OCT P UCO/M3K 17025 v BkNtovaTh B
cebs cnegyoLyo MHQOPMaLIUL:
a) NOnHyr UHpopMaLnto, HeobxoanMyro Angd naeHTUgnKaLnMm nadbopaTopHOM NPoOLI;
0) NoOYHO KOHKPETHYHO MHpOPMaL MO, OTHOCALLYIOCA K NabopaTopHon npobe (Hanpumep, HeaoCcTaTou-
HO€ KOJTMYECTBO, NITOX0Ee COCTOAHUE);
B) CCbIITIKY Ha MICNONMb30BaHHbLIM ANA UCNbITAHWUWA CTaHA4apT M MeTodbl aHanusa;
r) garty npuema npobbl HA UCNbITAHUA,
) YyCNoBUA XpaHEeHUS;
e) aaTy Havdana/okoH4YaHusa aHanu3a;
X) UHPpopmaumno 06 OTBETCTBEHHOM UCMOMHUTENE UCTIBITAHUN;
n) pasmep aHanusnpyemMoun nopLum;
K) pesynbTaTbl UCMNbITAHUN;
n) nobble KOHKPEeTHLIE 3aMevaHns, BO3HUKLINE B X04e aHann3a;
M) nobble OTKNOHEeHUsA, AobaBNeHUs UM UCKNIOYEHUA K NPOTOKONY MeToaa aHanu3a nnodasa 4ononHm-
TeNnbHasa UHPOPMaLUMd NO KOHKPETHBLIM UCMbITaHUAM.

buonuorpadua

[1] NCO 20837:2006" Mukpobuonozus nuwesod rpodykuyuu u Kopmos 014 xusomisix. Memod nonumepasHou
uerniHod peaxkyuu (MLP) 0na onpedeneHus namoaeHHbIX MUKpoopaaHuamos. TpebosaHus K
rpoboriod0zomoeke 0519 Ka4eCcmeeHH020 aHanusa

(ISO 20837:2006) (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)

[2] NCO 20838:2006* Mukpobuonozus nuwesol rpolykuyuu u Kopmog 014 xusomisix. Memod nonumepasHou

uernHod peaxkyuu (MLP) 0na onpedeneHusa namoaeHHbIX MUKpoopaaHu3mos. TpebogaHus K
amrinupuKkayuu u ObHapy»KeHUr O Ka4ecmeeHH020 aHanusa

(ISO 20838:2006) (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)

[3] UCO/TC 20836:2005* Mukpobuornoausa rnuwesou rnpolykyuu u kopmos 0514 xueomHeix. Memod nonumepasHou

uerniHod peaxkuuu (MNLP) onsa onpedeneHus namoaeHHbIX MUKPOOP2aHU3Mo8. VcrbimaHus
QYHKUUOHUPOBAaHUSA aMrifuguKkamopos

(ISO/TS 20836:2005)  (Microbiology of food and animal feeding stuifs — Polymerase chain reaction (PCR) for the
detection of food-borne pathogens — Performance testing for thermal cyclers)

[4] NCO 3534-1:1993 Cmamucmuka. Cnogape U ycriogHbie 0bosHayeHus. Yacms 1. TepMuUHbI, UCMOMNb3yeMbIe 8
meopuu eeposmHocmu, u obuwue cmamucmuy4yeckue mepmMuHbs]
(ISO 3534-1:1993) (Statistics,; vocabulary and symbols; part 1. probability and general statistical terms)

* COOTBETCTBYOWMN HAUNOHAlNbHbLIW CTaHA4APT OTCYTCTBYET. 11O ero yrBepxXgeHus pekoMmeHgyeTcs NCnornb3oBaTh

nepeBo Ha PYCCKUN A3bIK AAHHOIO MeXayHapoaHoro ctaHgapTta. [lepeBoa 4aHHONO MeXayHapoaHoro ctaHgapTa Haxo-
antes B PegepanbHOM MHPOPMAaUMOHHOM hoHAE TEXHUYECKUX PETMAaMEHTOB U CTAaHAAPTOB.
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