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Mpegucnosue

Llenn, OCHOBHble MPWHLUMMbLI U OCHOBHOW MOPAAOK NpoBefeHUst paboT MO MEeXrocyAapCTBEHHO
cTaHfgapTusauum yctaHoBrieHbl FOCT 1.0 - 92 «MexrocygapcTBeHHas cucTemMa cTaHgapTusauunm.
OcHoBHble nonoxeHus» 1 NOCT 1.2-2009 «MexrocygapctBeHHaa cuctema craHgapTtusaumu. CtaHgapTbl
MEXToCylapCTBEHHbIE, MpaBuia W pekoMeHauuM Mo MeXrocyLapCTBEHHOW cTaHfapTusauuu. Mpasuna
pa3paboTkn, NPUHATUSA, MPUMEHEHNS, OGHOBNEHNSA N OTMEHbI»

CBefleHus o cTaHgjapTe

1 MOArFOTOBMNEH TlocyfapCTBEHHbIM  HayyHbIM  yupexaeHnem «Bcepoccuiickuii  HayyHo-
nccnenoBaTenbCknil MHCTUTYT KOHCEPBHON ¥ OBOLLECYLUU/IbHON MPOMBILLIEHHOCT Poccuiickoi akagemun
CEe/IbCKOX03ANCTBEHHbIX Hayk» (THY BHUWKOMM Poccenbxo3akagemmm)

2 BHECEH ®epaepasbHbIM areHTCTBOM M0 TEXHUYECKOMY perysimpoBaHuto n metponorun (PoccTtaH-
flapr)

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHAapTusauuu, MeTposiorum u cepTudukauun
(MpoTokon ot 14 HoA6pa 2013 r. Ne>44)

3a NPUHATUE NPOrosiocoBasIn:

KpaTkoe HaumeHoBaHue Kog cTpaHbl no CokpalleHHOoe HavMeHoBaHWe HaLunoHaIbHOro
cTpaHbl no MK MK(NCO 3166) opraHa no craHgapTusaumm
(NCO 3166) 004-97 004-97
ApmeHunsa AM MuvH3akoHOMUKM Pecny6nukun ApmeHus
Benapycb BY loccTaHgapt Pecny6ankn Benapycb
Kuprusumsa KG Kblpreidctangapt
Monpgosa MD Monpgosa-CtaHgapT
Poccusa RU PoccraHgapt
Y3bekncraH uz Y3ctaHpapT

4 lMpukasom PenepasibHOIO areHTCTBa MO TEXHWUYECKOMY peryiMpoBaHuio U MeTposiormm oT 22
HOs6ps 2013 r. Ne> 2074-CT MeXrocyAapcTBeHHbI ctaHaapT TOCT I1SO 22118-2013 BBeAeH B feiicTBre B
KauyecTBe HaLMoHasbHOro ctaHgaprta Poccuiickoli degepaunm ¢ 1 uonsa 2015 .

5 HacTtoswwmii cTaHgapT aeHTUYeH MexayHapogHomy ctaHgapTty ISO 22118:2011 Microbiology
of food and animal feeding stuff. Polymerase chain reaction (PCR) for the detection and quantification of
food-borne pathogens. Performance characteristics (Mukpobronorus nuweBbIX NPOAYKTOB U KOPMOB [A/1S
XWBOTHbIX. [onumepasHas uenHasa peakuymsa (MLP) gna obHapyXeHusa W KONMWYECTBEHHOrO YyyeTa
naToreHHbIX MYKPOOPraHW3mMoB B NULLLEBbLIX NPOAYKTax. TeXHNYECKNe xapakTepucTukm).

MexayHapo4Hblii cTaHgapT paspaboTtaH TexHuyeckum komutetom CEN/TC 275 « Food analysis -
Horizontal methods» coBmecTHO ¢ nogkomuteToM ISO TC 34/SC 9 «Microbiology» TexHu4yeckoro komuTteTta
no ctaHgapTtusauun ISO/TC 34 «Food products» MexayHapoaHoi opraHusauuu no ctaHgaptusayum (1ISO).

MepeBog, ¢ aHrNnAcKoro asbika (en).

OdmumanbHblil  9K3EMNASAP  MeXAyHapoAHOro cTaHjapTa, Ha OCHOBE KOTOPOro NOAroTOBMEH
HaCTOSALMIA MeXrocyfapCTBEHHbI CcTaHgapT, umeeTcsas B defepaslbHOM areHTCTBe MO TEXHUYECKOMY
perynupoBaHuilo 1 MeTposIorun.

CBefleHMs O COOTBETCTBUM MEXroCyAapCTBEHHbIX CTaHAAPTOB CCbIIOYHbIM  MeXAYHapOAHbIM
cTaHAapTam npusefeHbl B AOMNO/THUTENIbHOM NpUaoxeHun JA.

CTeneHb COOTBETCTBUA - UAaeHTu4Hasa (IDT)

6 BBEJEH BMNEPBbIE

7 NEPEN3OAHWVE Mapt 2016 .
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MHdopmMauus 06 n3MeHeHMsAX K HacTosLWeMy cTaHgapTy nybnmkyeTcsa B eXerofgHo n3gasaeMom
WHCOPMaLMOHHOM ykasaTene KHauuoHanbHble CTaHfapTbi», a TEeKCT W3MEeHEeHWd u nonpaBok - B
eXXeMeCsiYHo u3gaBaemMoM WHGOPMALMOHHOM YyKasaTene «HauwoHanbHble cTaHfapTbi». B cnyvas
nepecmoTpa (3ameHbl) WAM OTMEeHbl HAcTOALWEero cTaHjapTa COOTBeTCTBYWLEe YyBefoM/eHne
6yfeT o0nyb/MKOBaHO B €XeMeCAYHO u3faBaemMoM VH(OpPMaLMOHHOM ykasaTene «HauuoHanbHble
cTaHgapTbi». CooTBeTCTBYyLWaa MHpopMauns, ysejoMneHne n TeKCThbl pasMeLwanTCca Takxe B
MH(DOPMaLMOHHOK cucTeme 06Wero nonb3oBaHWs - Ha oduuuanbHoMm caliTe dPegepanbHOro
areHTCTBa N0 TEXHNYECKOMY PeryimpoBaHvio U MeTposiorun B ceTu IHTepHeT

© CraHgaptumdopm, 2016

B Poccuiickoli ®epepauuy HacTosiwuii cTaHAApT He MOXeT ObiTb MOMHOCTBI0 WM YaCTUYHO
BOCMpPOV3BEEH, TUPaXMpOBaH W pacnpocTpaHeH B KayecTBe ovLManbHOrO n3gaHus 6e3 paspelueHus

deaepanbHOro areHTCTBa Mo TEXHUYECKOMY Pery/impoBaHunio U MeTposiorumn
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BeepgeHuve

MonekynsipHble MeToAbl O6HapyXeHus Oblnn paspaboTaHbl B TeyeHWe MNocnefHUX HEeCKObKMX
JecAaTnneTvii N Tenepb AOCTYNHbI 415 aHanv3a G0MbLIMHCTBA NULLEBLIX NATOreHoB. HekoTopble U3 3TUX
MeTO/0B NO3BO/IAT NPOBOANTbL KOJIMUECTBEHHBIA aHauns.

HecmoTps Ha To, 4TO A0 CUX Nop B 6OMbLUMHCTBE ClyYaeB WUCMOJb3YTCA MeTOAbl, OCHOBaHHbIE Ha
nonvMepasHoil uenHoi peakuun (MLP) v MUP B pexume peasibHOrO BPEMEHM, HEOOXOAMMO Takxe
paccmaTpuBatb U Apyrne meTobl 06HapPYXEHUS 1 KONMYECTBEHHOIO y4yeTa NaTtoreHos.

[na cpaBHEHMA MOMEKYNAPHbIX MeTOf0B C TPagULMOHHLIMW WM MeToAaMu, OCHOBAHHbLIMU Ha
APpYrUX  NpuHUMNax, HeobXo4uMbl MWHUMalbHble TpeboBaHMA K TEXHUYECKUM  XapakTepucTukam
paspabaTtbiBaeMbIX METOAO0B.
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M E X T T OCYLAPTCTHBETHTHTUGbB CTAHAOAPT

MWKPOBMNONOINA NMNWEBBLIX MPOAYKTOB 1 KOPMOB A/1A XXMBOTHbIX

MonvmepasHas uenHasa peakuus (MLP) Ansi 06HAPYXeHUsi U KOSIMYEeCTBEHHOTO yyeTa NnaToreHHbIX
MUKPOOPraHM3MOB B MULLEBbLIX NPOAYKTAX

TexHuyeckne xapakTepucTuku

Microbiology of food and animal feeding stuff.
Polymerase chain reaction (PCR) for the detection and quantification of food-borne pathogens. Performance
characteristics

[fata BBegeHus - 2015-07-01
1 O6nactb NnPMMeHeHnA

HacToawwuiA ctaHpapT YycTaHaBiMBaeT MVHMMalbHble TpeboBaHWA K XapakTepuctukam Ans
06HapyXeHuss nocnegoBaTesibHOCTEN HykienHoBbIX kucnoT (AHK wnn PHK) monekynspHbiMu meTogamu.
Hactosiwmii cTaHgapT pacnpocTpaHseTcss Ha O6GHapyXeHue MaToreHHbIX MUKPOOPraHu3MOB B MULLEBbIX
npoAykTax W MOMYYEeHHbIX W3 HUWX W30M5Tax. C MNOMOLbO MeTOA0B MOJIEKY/IIPHOTO O06HapYXeHus,
OCHOBaHHbIX Ha NoMMepasHoii LenHoli peakyun (MUP).

HacToAwwmii ctTaHfapT NPUMEHNM Takke ANA 06HapYyXeHWs naToreHHbIX MUKPOOpPraHn3mMoB B Npobax
13 OKpyXatoLleli cpefbl 1 KOPMOB A1 XMUBOTHbIX.

MpumeyaHune-B cBA3M C GbICTPLIM NPOrPECCOM B AaHHOW 061acTV NpuBefeHHble NpuMepsbl
ABNATCA Hambosee 4YacTo NCMNOIb3yeMbIMU Ha MOMEHT pa3paboTku cTaHaapTa.

2 HopmaTtuBHbIe CCbUIKN

[na npuMeHeHus HacToswero ctaHAapTa HeobxoAuMbl cneaylowmne CCbl/IoYHbIe AOKYMEeHThI. [ns
[aTVPOBaHHbIX CCbI/IOK NPUMEHSAIOT NocnefHee n3faHne CCbIIOYHOro AOKyMEHTa:

ISO 16140:2003 Microbiology of food and animal feeding stuffs - Protocol for the validation of
alternative methods (Mrkpo6uonorns nULLEBbLIX NPOAYKTOB U KOPMOB /151 XXMBOTHbIX - MpoTOKON Banugalmmn
anbTepHaTMBHbIX METOAO0B)

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 (Mvukpo6uonorus
nuLWeBbIX NPOAYKTOB U KOPMOB A1 XMBOTHbIX - [MonumepasHas uenHasa peakuus (MLLP) ans obHapyxeHus
1 KONIMYECTBEHHOrO yyeTa NaToreHHbIX MUKPOOPraHM3MOB B MULLEBLIX NpoaykTax - O6ume Tpe6oBaHus n
onpegeneHns)

3 TepMuHbI 1 onpepeneHus

B HacToAwem cTaHgapTte MpUMEHEeHbl  criefylouwme  TepMUHbl  C  COOTBETCTBYHOLLUMMU
onpegeneHnamu:

3.1 aHanuT: KOMMNOHEHT, N3MepseMbIli aHHbIM MEeTO40M aHaInsa.

MpumeyvaHunsa:

1. AHanuToM MOXeT ObiTb MUKPOOPraHN3M WK BUPYC, UX KOMMOHEHTbI WAV NPOAYKTbI.

2. MNo matepuanam ISO 16140. 3.4.

3.2 KayecTBeHHbI1 mMeToh: MeToh aHanusa, pe3ynbTaTOM KOTOPOro SIBAAETCH YCTaHOB/EHWe
Hasmume Wy OTCYTCTBME aHanuTa. 06HapyXnBaeMoro NPAMO WM KOCBEHHO B ONpefesleHHOM Ko/nyecTse
obpasua.

3.3 KonmyecTBeHHbIT MeToA: MeTof aHanusa, pesynbTaTOM KOTOPOro SABASETCA KOMMYecTBO
aHanuTa. M3MepeHHoe npsmo (NoAcYeT MO Macce uaM 06bemy) WM KOCBEHHO (mornaweHue uBeTa,
uMnegaHc u T.4.) B onpefesieHHOM KonmyecTBe obpasua.

MpumeuvaHune -Mo marepnanam ISO 16140. 3.6.

M3paHne ouymansHoe
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3.4 ucnbiTaHne Ha HafexXHoCTb: (B NMLLEBO MUKpo6uonorum) MicneiTaHne, NPOBOAVMOE C LieNbio
OLEHKV CTENeHW BANSHUS onpefeieHHbIX (hakTOpOoB BO3AENCTBUSA Y HE3HAUYNTENbHbIX U3SMEHEHWUI B
npouecce aHanm3a Ha 3PeKTUBHOCTb MEeTOAA.

3.5 cenekTnBHOCTL: (B NUWEBOI MUKpo6uonorun) Mepa yHuBepcanbHoCcTH (06HapyxeHue
LeneBbiX MUKPOOPraHNM3MOB UKW BUPYCOB) U n3bnpaTenbHOCTK (6€3 BbIABNEHUSA HeleneBblxX
MWKPOOPraHM3MoB WIN BUPYCOB).

3.6 YyBCTBUTENBHOCTb: (B MULLEBON MUKPOGMOIOrMN) MMHUMaIbHOE KONTMYECTBO aHaIN3NPYEMbIX
KNeToK, YacTuL, Ay Monekyn, KoTopble MOryT 6biTb 06HapPYXeHbl B O4HON peakumu.

3.7 cneundmnyHocTb: CNOCOGHOCTL NPMMEHAEMOro MeTofa pacno3HasaTb UCKIIOUYNTETbHO
LleneBylo NocnefoBaTe/lbHOCTb U OT/INYaTh €e OT CXOAHbIX MOCNef0BaTe/IbHOCTEN 1 3arpsA3HALLNX
npumecei.

(ISO 22174, 3.6.4]

3.8 gocToBepHOCTb: CTeneHb 6/1M30CTU MEXAY OXMAAEMbIMU pe3ynbTatamu Tecta uam
pe3yfnbTaTaMn U3MEPEHUS W MOMYYEHHbIMU pe3ybTaTamu.
([1]. 3.3.3].

3.9 npegen o6HapyxeHus (LOO): MuHuUManbHOE KOMMYECTBO WM KOHLEHTpauus WCKOMOro
LLleneBoro opraHM3mMa B 3afaHHOM KO/IMYecTBe onpeAesieHHON MaTpuLbl, KOTOPOe MOXEeT OblTb JOCTOBEPHO
06Hapy>XeHo B YCNOBUSIX, 3aflaHHbIX B MPUMEHSEMOM MeTO/AE.

MpumeuvaHnne -no matepnanam ISO 22174. 3.1.8.

3.10 npepen konuuyecTBeHHoro yyeta (LOQ): (B nuwesoi Mukpobuonorun) MuHUManbHoe
KONM4yecTBO aHanuta (MMHMManbHoe hakTUYeckoe YMCIO OPraHM3MOB), KOTOPOE MOXET ObiTb U3MEPEHO U
KO/IMYECTBEHHO YUYTEHO C ONpefeIeHHON CTeneHblo AOCTOBEPHOCTM M TOYHOCTM B YC/OBUAX, 3afaHHbIX B
npuMeHsieMoM MeToe Npu Banugauum.

MpumeuvaHune -no matepnanam ISO 16140. 6.2.2.2.3.

3.11 npeunsnoHHocTb: CTeneHb 6/1M30CTU APYT K APYrY Pe3y/bTaToB He3aBUCUMbIX Pe3ynbTaTtos
N3MEpEHWNi, NONyYeHHbIX B KOHKPETHbIX PEeramMmeHTUPOBaHHbIX YC/IOBUAX.

MpumevyaHunsa:

1 Mpeun3MoHHOCTb 3aBUCUT TOMbKO OT pacnpefeneHus cryyaliHblX MOrpelHocTen n He umeeT
OTHOLLEHNA K UCTUHHOMY W/IM YKa3aHHOMY 3HaYeHUAM.

2 Mepa npeLu3noHHOCTM 0ObIYHO BbipaxaeTcs B KONMYECTBE MNOrpeLlHOCTeR U paccUMTbIBAETCA Kak
CTaHfAPTHOE OTK/IOHEHWE OT pe3y/nbTaTOB MUCMbITAHWA WKW pe3ynbTaToB M3MepeHuii. MeHbluas
NPeLn3nNOHHOCTb OTpaXaeTca 60/bWNM CTaHAAPTHLIM OTKIOHEHMEM.

3 KonnyecTBeHHble rnokasatenu NPeuusMOHHOCTM B pellalolieil CTeneHn 3aBuUCAT 0T
pernaMeHTMpOBaHHbIX YCoBuiA. MOBTOPAEMOCTb M BOCNPOU3BOAMMOCTb YCNOBUI SIBNAAIOTCA KOHKPETHbIMM
TpeboBaHVAMY KpaiiHe pernameHTUPOBaHHbIX YCOBUIA.

[[1]. 3.3.4].

4 TexHUYEeCcKne XapaKTePUCTMKN KavyeCTBEHHbIX N KOSIMYECTBEHHbIX METOA0B
06HapyXeHuns

4.1 Obwme nonoxeHus

MeTo MONeKynsipHOro O6HapyXeHWs AO0/HKEeH COOTBETCTBOBATb TEXHUYECKUM XapakTepucTuKam,
U3NIOXEHHbIM B HacTosilem cTaHgapte. WHdopmauma 0 TeXHUYeckux xapakrepuctukax metoga
MOJIEKY/TIAPHOTO O6HapYXXeHUs1 A0/KHA OblTb JOCTYMHOW W BKIOYaTb B Ce65 KOHKPETHY MHdopmauutio 06
UCMbITAHUSIX B OAHOW WM HEcKoNbkux nabopaTopusix, BKIOYAA COOTBETCTBYHLYI WHOpPMaLmio,
NoNyYeHHylo B XoJe npeasapuTenbHON NpoBepkn MeToda (Hanpumep, U3MeHeHVs napameTpoB, peareHTbl).

4.2 O6nacTb NpUMeHeHNs meToga

[lonxHa 6bITb yKkaszaHa Lenb MeToga, npegocrasneHa nHopmalmsa 0 HasHaueHUn 1 orpaHuyeHmnsax
mMeToga. B yacTHOCTM, nocTaBLMK MeToAa AO/MKEH yKa3aTb KpUTepuu, ykasaHHble B HACTOALEM cTaHfapTe.

4.3 HayuHoe o60cHOBaHune

[lonxeH OblITb nNpegocTaBneH 0630p MPUHLMMNOB U CCbIJIKW Ha COOTBETCTBYIOLME HAy4Hble
ny6mkaumm.

4.4 CenekTnBHOCTb

4.4.1 O6bwwnin Tect

4.4.1.1 O6wue NonoXeHns

[lomkHbl 6bITb NpefocTaBfieHbl aIMMMpUYeckne pesynbTaTbl TECTMPOBaHWA MeTofa C LieieBbiMu
MUKpOOpraHmamMamu n supycamv. TecTupoBaHune [0/HKHO BK/OYaTb BCE BO3MOXHbIE MUKPOOPraHW3mbl Wan
BMPYCbl B 3aBMCMMOCTUN OT 061aCTV NPUMEHEHUS MeToa.

2
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4.4.1.2 MMHUMancHble TpeboBaHNs K cneumgryHOCTM

PasnnyHble nocnefoBaTeNbHOCTM  LEeNeBbIX MWKPOOPraHW3MOB WAM  BUMPYCOB [OJ/IKHbl  6bITb
onpefeneHbl € aHanorMyHoii  3hPEKTUBHOCTbIO  amnaudmkauuv, Aaxe ecan  pasnuuus B
nocrnefoBaTeslbHOCTAX NpaimMepoB W CaiToOB CBA3biBaHWSA 00pasuoB npefcTaB/ieHbl Kak yka3aHHble B
obnactu NnpuMeHeHus meTtoa.

Mo BO3MOXHOCTM [O/MKHO ObITb NpoaHannM3MpoBaHO He MeHee 50 WTaMMOB LeneBbIX
MUWKPOOPraHn3moB Uan BUPYCOB.

4.4.2 TecT Ha n3bnpatenbHOCTb

4.4.2.1 O6wWMe NonoxeHms

[lo/mKHbl 6bITb NMpeAcTaBfieHbl SMAMPUYECKMe pesynbTaTbl TECTUPOBAHUSA MEeTOAa Ha HeleneBbIX
MUKpoopraHnsMax unu supycax. Nposepka fo/mKHa NMPOBOAUTLCA Kak C TaKCOHOMWUYECKN POACTBEHHbLIMMU,
Tak U C TaKCOHOMUYECKM HEpPOACTBEHHbLIMW MUKpOOpraHusmamum uwan supycamu. MeTog [O/DKEH 4eTKo
pasnuuyaThb LieneBble U HelesieBble MUKPOOPraHn3Mbl U BUPYChI.

4.4.2.2 TecT-cuctembl 415 onpegeneHns bakrepui

Heobxoanmo Bbi6patb MUHUMYM 30 LITAMMOB, KOTOpble MOryT MelaTb OnpefesieHnio LenesBbixX
MWKPOOPraHn3MoB, W LITaMMOB MULEBbIX MWKPOOPraHW3MOB, KOTOpble eCTeCTBEHHbIM 06pasoMm
NPUCYTCTBYIOT B KaXkAOM uccrefyeMoM nuuiesoM martepuasne. [Mpumepbl COOTBETCTBYIOWMX AaHHLIM
TpeboBaHNsAM OpPraHU3mMoB MpuUBeAEHbI B NPUIOXEHUN A.

Mpy Heob6XxoAMMOCT [O/MKHbI ObiTb BKIOYEHbI BUPYCbl, Hanpumep, Npv Handum roMONOrUYHBLIX
nocnefoBaTenbHOCTEW ONIMIOHYKNEOTULO0B BUPYCHOM HYKNENHOBOW KUCNOThI.

B TecT-cucteme [OMKHO NPUCYTCTBOBATL, NO MeHbLuel mepe. 90 % 6akTepuii. OcTasibHble WTamMbl
[OMKHbI 6bITb NpeAcTaBneHbl rpubamu, NaeceHbo 1 BUpycamm

[na cenekTMBHOrO TecTa [O/KHbI MCMO/Ib30BaTbCA XOPOLWO onpegensemble konuyectsa [AHK,
Hanpumep. OHK 106 knetok. CootBetctBuMe [AHK, ucnonb3lyemoii gns amnnaudmkauuun, AOMKHO 6biTb
NoATBEPXAEHO, Hanpumep, cuctemoii MLUP. ocHoBaHHOI Ha pubocomanbHol AHK

4.4.2.3 TecT-cuctembl 4715 BbISIBNIEHUS TpU6OB

Heob6xoanmo Bbi6paTb MUHUMYM 30 LWITAMMOB HeLenieBbiX MUKPOOPraHN3MOB UM BUPYCOB.

Ona Banupgauuu TecT-CUCTeMbl ANA  onpedeneHus rpuoos 90 % WTaMMOB [O/IXHbI  ObITb
npeAcTas/ieHbl rpubamun. OcTasibHble WTamMMbl AO/KHbI ObITh NPeAcTaBieHbl 6aKkTepuaMn v Brpycamu.

Bupycbl [O/MKHbI OblTb BKIOYEHbI MPY HEOBXOAMMOCTU, HaMpuUMep, NpU HaIUyUM FrOMOJSIOTUYHBIX
nocnefoBaTeNlbHOCTENR O/IMTOHYKNEe0TUAO0B BUPYCHOW HYKTEMHOBOW KUCNOTbI.

[N cenexkTMBHOIO TecTa [OJ/KHbI WCMOJMb30BATLCA XOPOLO onpegensemble Konunyectsa [AHK,
Hanpumep. OHK 106 knetok. CootBetctBue [AHK. ucnonb3lyemoii gna amnandukauum, AOSIKHO ObITb
noATBEpPXAEeHO, Hanpumep, cuctemoii MLP, ocHoBaHHOW Ha pubocomanbHomn AHK.

4.4.2.4 TecT-cucTeMbl /159 06HapYXXeHUA BUPYCOB

Ana Banupaumn TecT-cuCTeMbl ANA OnpefenieHus BUPYCOB, NO KpaliHeli Mepe, Tpu HelenesbiX
BMPYCHbIX WTaMMa [0/DKHbI 6bITb BKHOYEHbI.

[na cenekTMBHOrO TecTa [AOJ/DKHbI MCMO/Mb30BaTbCA XOPOLWO onpegensemble konuyectsa [AHK.
Hanpumep. OHK 10b knetok. CootBetctBue [AHK. ucnonb3lyemoii gna amnnaudmkauuun, AOMKHO 6GbiTb
NoATBEPXAEHO, Hanpumep, cuctemoii MLP. ocHoBaHHOW Ha pubocomasnbHoi AHK.

4.5 YyBCTBUTENbLHOCTb

4.5.1 O6wmMe NoNoXEeHNS

[nsa nposepky 3MNUPUYECKUX Pe3ysbTaToB MeTofa B Pas/IMuYHbIX KOHLUEHTpauusax Heobxogumo
1Cnosb30BaTh JOCTYMNHbIE METOAUKN MPOBEPKMN, Y OHN AO/KHbI BbiTb OMUCAHbI B OTHETE O MPOBEPKE.

4.5.2 MnHUManbHble TpeboBaHNA K YYBCTBUTENBHOCTU 418 KAYECTBEHHOMO UCMbITAHUSA

MuieBble natoreHbl, KOTopble TPebylT KauyeCTBEHHOIO TECTUPOBAHUA, [O/MKHbI OblTb OOHapPYXeHbI
Ha ypoBHSAX 1 kneTka Ha 10 kneTok, npu uccnepoBaHny 6aktepuii n napasutos, 1 10 yacTuy Ha 100 yYacTuy,
3KBMBA/IEHTOB reHoMa BUPYCOB, B OMNpefie/IeHHOM KO/IMYecTBe nccnegyemoro obpasua nviesoro npoaykra.
lMpumeHaemble KOHLEeHTpauuu CBA3aHbl C KOJIMYECTBOM MNULLEBbLIX NaTtoreHos [0 Hadvana npouesypsbl
o6HapyxeHus (B TOM yucne nocne oboralieHus).

MpunmeuaHnwne - Peakyna 4yBCTBUTENILHOCTU OT/IMYAETCA OT YYBCTBUTE/IbHOCTU METOAA.
Peakuns 4yBCTBUTENIbLHOCTM MOXET TOYHO OMNpefensieTcss  KO/IMYECTBOM  HYKNIEMHOBOM  KWCMOTI,
1CMnosib3yeMoM B KayecTBe LabsoHoB. YyBCTBUTENLHOCTU MeTofa, NMOMUWMO BCEro npoyero, 3aBuUcCUT OT
3O (PeKTUBHOCTH IKCTPaKL UM HYKTENHOBON KNCNOTbI.

McnbiTaHna nposofasaTca Ha obpasuax, cofgepxawmx ¢OoHOBYHO MUKpobuonornyeckyo dopy,
VIMEIOLLLY0 OTHOLLEHME K NULLEBOV NPOAYKLNN.

OueHKa 4YyBCTBUTE/IbHOCTM [OJ/IKHA BK/IOYaTb B ce6S NATb pas3/IMyHbIX KaTeropuii npoaykToB
nuTaHus.

4.5.3 MUHUManbHble Tpeb60BaHNA K YYBCTBUTEILHOCTU 415 KOJIMMECTBEHHOTO UCNbITaHUSA

[oMmKHbI 6bITb NPeAoCTaBNEHbI BEPXHWUI U HWXHUIA Npeaenbl NMHERHOro Anana3oHa MeToga.
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OueHKa 3TUX NpefenioB W NMHeNHbIA AManas3oH OCyLLecTBASEeTCA Ha obpasuax, cofepxalliux
(POHOBYIO MWKPOGMOMOrMYeckyto osiopy, OTHOCSLLYHOCS K NPOAYKTaM nuTaHus.

OueHKa 4YyBCTBUTENLHOCTW [AO/KHA BKAYaTb B CebA NATb pas/iMuHbIX KaTeropuii NpoAyKTOB
nuTaHns.

Monb3oBatens [AomkeH ybeanTbCcsA, 4YTO B BblOpPaHHOM MeToAe NpUMeHseTcA HeobXoauMbIiA
Anana3oH o6HapyXeHus LeneBoro napamerpa.

4.6 HagexHocTb MeToga

4.6.1 O6wme nonoxeHns

Pe3ynbTatbl aMNMPUYECKOro TECTUPOBAHNA MeTOA4a MO OTHOLIEHUIO K MasibiM, HO MpegHaMepeHHO
M3MEHEHHbIM MapaMeTpam MeTofa (Hanpumep, KOHUEeHTpauum Habopa KOMMNOHEHTOB peakuuu, U3MEHeHNs B
annapartype v T.4.) AO/DKHbI 6bITb NpefoCcTaB/eHbl, €C/IN TaKoBble UMETCS.

4.6.2 HagexHoCTb onpegeneHns

HagexHocTb onpeAeneHnsa MOXeT 6biTb NPOBEpeHa NyTeM NpoBeAeHns MexnabopaTopHbIX
UCNbITaHWA.

PesynbTatbhl MeXxn1abopaTopHbIX UCMbITAHNIA HE JO/MKHbI CYLECTBEHHO pasnnyaTbcs. OTOT MeTos,
NPUMEHNM TOJIbKO, €C/IN MOJyYEeHHble pe3y/bTaTbl UMEIOT HeCYLLeCTBEHHbIE pasnnyus.

4.7 AHaNMTNYECKNA KOHTPO/b

AHanUTUYeckUii KOHTPO/b, @ Takke ero MHTepnpeTauuMs AO/MKHbI ObiTb YeTKO onpegesneHbl B
cooTBETCTBUM C TpeboBaHmsaMu ISO 22174. OTu TpeboBaHMsa BKIOYAKT NOAPOGHOE copepxaHue u
UHTepnpeTaunio pesynbTaToB MNPU UCMONb30BaHUN MONOXUTESIbHLIX U OTpULATENbHBIX, BHYTPEHHUX WK
BHELUHMX KOHTPO/eil npoBefeHns amnandukaumm.

4.8 lOCTOBEPHOCTb M TOYHOCTb

Vcnonb3yemblli MeTog fomkeH 6biTb 06ecneyeH nHcopmalmeli 0 oro f,OCTOBEPHOCTU M TOYHOCTU.

4.9 Mpnbopbl 1 060pyAOBaHME

XapakTepucTuku WCNosb3yeMblX MpUMO60poB MOryT BAUATbL Ha 3adekTnBHoCTb MeToga. [Ans
nNpUMeHeHUs MeToAa, MWcnonb3yemoe 060pyfoBaHWe [AO/MKHO OblTb YETKO OMUCAHO B OTHOLUEHWM
npo6onoAroToBKM U NPOBEAEHUS MOMEKYIAPHOIO aHam3a.

Pa3paboTuMk meToga [AO/MKEH npeacTaBUTb OOKYMEHT (LOKYMeHTbl), O npoBepke (anpobauuu)
meToga.

Na6opatopun MoryT ucnosb3oBaTb Mpubopbl, KpoMe Tex. 4YTO yKa3aHbl B MeTofe, ecnu
3KCNepUMeHTaIbHO [0Ka3aHo, YTO OHW BbIAAIOT CONOCTaBNMble pPe3y/bTaThl.

5 TexHU4YecKkue xapakTepucTukn Basigaumum

5.1 O6wue nonoxeHuns

MeToga f0/KeH NPOBEPATLCA B TEX YC/I0BUSIX, KOTOPbIE AN1A HEero TpebytoTcs.

TexHunyeckne xapaxkTepucTuKU MOJIEKYNAPHbIX MEeTOA0B [O/DKHbl yCTaHaBMBATLCA COrNacHo
npoueaype 1SO 16140. ecnm 370 BO3MOXHO.

Ecnu 3To He BO3MOXHO, TEXHUYECKME XapaKTepUCTUKM MeTofa AO/DKHblI ObiTb onpedeneHbl ANns
KOHKpeTHON o6nactm nprvMeHeHUss MeToAa, T.e. KOHKpeTHble aHanuTuyeckue npoueaypbl ANA YeTKo
onpefeneHHon cepbl NpUMeHeHns Metoaa (4.2).

B kauyecTBe MWHMMa/bHOTO TpeboBaHWA A5 BHYTPEHHEN NpOBEpKM [OCTATOYHO TOrO, YTOObI
UCMbITAHUSI NPOBOAMINCL, MO MEHbLUEN Mepe, ABYMA pasHbiMU M0AbMU. VcnbITaHs AOMKHbI NMPOBOAUTLCA
Ha o6pasuax, cogepxallmx 3arpsa3HeHNs Ha ypOBHE MUHMMasIbHbIX Tpe60BaHNiA K YyBCTBUTE/IbLHOCTU TecTa.

NabopaTtopHble TecTbl Ha NPOBEPKY MCCNeA0BaHUsA, HauMHas C 3KCTPaKLMU HYKNEWHOBON KUCMOTHI,
[OJKHBI BbINOMHATLCSA, NO KpaiiHei Mmepe, B ABYX NOBTOpPax AJis Kaxaoro obpasua.

5.2 OnpegeneHue npefosa o6HapyXeHus, npeaen KoM4YeCTBEHHOTO 06HapPYXeHNUs 1
ob6nacTb NMPUMEHEHNA MOMEKYNAPHBIX METOA0B O6HapYXeHUs

5.2.1 KayecTBeHHble MeTOAbl

5.2.1.1 O6wue nonoxeHus

KauecTBeHHbIi MeToA [0/MKEH ObiTb NpoaHa/IM3MpoOBaH TakMM e 06pas3oM, Kakum OH 6yaeT
MCcnonb30BaTbCs.

MeToa, BKIOYAOWMIA 3Tanbl NpefBapuTelbHOTO 060ralleHnss U KOHLEHTpauuun, AO0/MKEH WUMETb
YyBCTBUTENBHOCTL OT 1 g0 10 KOE wnu 3KBMBasNEHT BUPYCHOIO eHOMa B OnpeAenieHHOM KosmyecTse
nuccnegyemMoro nuweBoro martpukca. YyBCTBMTENbHOCTb METOAA He A0/HKHA MPUBOANTL K 3HAUMTESTbHOMY
KOJINYECTBY JIOXHO-MOMNOXUTENbHBIX Pe3y/bTaToBs.

OnucaHa  KOHUENUMA  UCMOJIb30BAHUA  JIOXKHO-MOMIOXUTENbHLIX U JIOXHO-OTpULLaTE IbHbIX
nokasaresneit 4na onucaHnsi 4OCTOBEPHOCTH Y TOYHOCTM KaueCTBEHHOro aHanusa [5).

Pewwatowmm Bonpocom npu npoBepke AaHHOro Tuna metoja ABASeTCA UCNOo/Ib30BaHNEe eCcTeCTBEHHO
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3arps3HeHHbIX TEeCTOBbIX MaTepuasioB. Ecnv 3TO HEBO3MOXHO, MOTYT WCMO/Ib30BATbCSA WUCKYCCTBEHHO
3arps3HeHHble 06pasLbl, HanpuMep, ¢ YypoBHEM nocesa:

0 KOE (nycToii/HoNb)

ot 180 10 KOE

ot 10 so 100 KOE

B onpefenieHHOM KoIMYecTBe Ucc/ieyemMoro nuiLesoro MaTpukca.

Kak npaBwno, BblOMpaloTCs fBa LWTamMma MWKPOOPraHM3MOB, OTHOCALWMECs K BblbpaHHOMY
MaTpuKcy.

Pe3ynbTaThl KAYECTBEHHOTO TECTA ONPefesAlTCA B OTBETaX Aa WK HeT.

NoxHo-oTpuuaTenbHble pesynbTaTbl CBUAETENbLCTBYIOT 06 OTCYTCTBUM [AHHOrO avanuta, B TO
BpPEMS KaK fjaHHblli aHanUT npucyTcTByeT B obpasLie; /I0KHO-NOMOXUTE bHbIE pe3y/bTaTbl yKasblBalT Ha
HanMume aHanuTa. KOTOpbIA He npucyTCcTByeT B 06pasue. YBenuueHne yucaa N0XHO-OTpULaTesnbHbIX
pesynbTaToB HabnwaaeTcs, Korga Yncno aHanntos npubnnxkaeTcs K npeneny obHapyxexusa (LOD) meToga.

Mpenen ob6HapyxeHWa [ON1A KaYeCTBEHHOro MeTofa MOXeT ObiTb BbIPaEH Kak KOHLeHTpauus
aHanuTa. faoLas nofoXnTeNbHbI pesynbTaT ¢ BeposiTHOCTbI0 0,95.

OTO O03HayaeT 4YTO YMCNO JIOXKHO-OTpULATesbHbIX pe3ynbTatoB 0.05 wnn MmeHbwe. Bo Bpems
NMPOBEPKN KAYeCTBEHHOr0 MOJIEKY/NIAPHOTO  aHanm3a Takke BaXHO OnpefennTb  4YUCAO  JIOXKHO-
NOSIOXUTESIbHbIX Pe3y/bTaToB.

W NOXHO-NONOXUTENbHbIE W JIOXHO-OTpULATENIbHbIE pe3ysibTaTbl MOryT OblTb BblpaXeHbl B
npoueHTax.

5.2.1.2 J10XXHO-MOSIOXUTE NbHbIE NOKasaTenu

OTO BEPOATHOCTb TOTO, YTO M3BECTHbIN OTpULLATE NbHbIA 06pasel, 6bi1 onpegeneH AaHHbIM METOA0M
KaK MoNoXnTesbHbIA. JIOKHO-NONOXUTENbHLIM MoKasaTenem SIBAAETCA YAC/0 HEMPaBUIbHO OnpeaeneHHbIX
N3BECTHbIX HEeraTuBoOB, [leNleHHOe Ha obliee 4MCo OTpuuaTesibHbIX NPOo6 (HeNpaBW/IbHO OnpefesieHHbIN
HeraTus NOC YUCIO NPaBUILHO ONpefesieHHbIX U3BECTHbIX HEraTMBOB), MOMYYEHHbIE AaHHbIM METOA0M.

[Ansa ypo6cTBa, N0XHO-NONOXUTE bHbIE NoKa3atenu. pf+. MOryT 6biTb BbipaXXeHbl B NPOLEHTax:

Pu =— — — X100 %

"r- o+ «l+

roe nf* - yncno HenpaswIbHO ONpefesneHHbIX oTpuLaTesibHbIX 06pasLoB;
nr- - YKCsIo peasibHbIX OTPULATE/IbHBIX Pe3y/ibTaTtoB TecTa.

5.2.1.3 JloxHo-OTpuuaTtesibHble nokasaresv

OTO BEPOATHOCTb TOrO, YTO W3BECTHbIA MNOMOXWTENbHbIN 06pasel, 6bl1 onpegeneH faHHbIM
MEeTOAOM KaK oTpuuaTtenbHblid. JIOXKHO-OTpULATE IbHbIM MoKasaTesieM SBASETCA 4YUC/A0 HenpaswuibHO
onpefiesieHHbIX U3BECTHbIX MO3UTUBOB, [Ae/IeHHOe Ha ob6Luiee YuUC/0 NOMOXUTENbHbLIX NPo6 (HenpasuibHO
onpegesieHHblli NO3UTVWB MJIOC YMC/O0 NPaBUIbHO OMpefesieHHbIX W3BECTHbIX MO3UTMBOB), MNOJyYEHHblE
AaHHbIM METOAOM.

[ns ypo6eTea, NoXHO-oTpuLatesbHble nokasatenu, pf-, MOryT 6biTb BblpaXeHbl B MPOLEHTax:

P — x 100 %
(2

roe nf- - uucno HenpasW/1bHO onpeaesnieHHbIX MNOT0OXNTENNbHbIX o6pa3u,03;
nr+ - 4uUcno peasibHbIX MOMOXKNTENIbHbIX Pe3y/ibTaToB TecTa.

5.2.2 KonnyecTBeHHble MeToAbI

MpoBepka meTonoB onucaHa B [2], [3] n [4]. OnpeaeneHve npegena obHapyxeHua metoga LOD nam
npegena  KonmyecTtBeHHoro adanimsza (LOQ) He sBNSATCA  HEOO6XOAMMbIMKW - ANA  YCTaHOB/IEHUS
060CHOBaHHOCTM MeToAa AN AaHHOTo NpuWioXeHus. Hanpumep, ecniv MeTon 6yAeT UCNO/sb30BaTbCcs A1
onpegeneHus B gvanasoHe oT 1 000 KOE/r gpo 100 000 KOE/r, HeT HeobxogumocTu onpegenats LOD
paBHbiM 1 KOE/r. 310 HeobxoauMMo 4S8 OnpejenieHus AvanasoHa MCMo/sib30BaHUS MeTofda B MpoBepke
uccnefoBaHns. TOT METOA A0/HKEH MCNONb30BaTbCA TOIbKO B 3TOM AManasoHe.

LOD Ans KoNMMYeCTBEHHOTO MeTofa MOXET ObiThb BblpaXKeHa Kak KOHLEeHTpauus aHaniuTa, gawollas
NOSIOXMTESbHBIA pe3ynbTar ¢ BeposaTHOCTbio 0,95.

3T0 03HayaeT, YTO YNCNO JIOXKHO-OTPULATENbHbLIX pe3ysibTaTtoB paBHo 0.05 nau meHblue.

LOQ cooTBeTCTBYET MUHUMA/IbHOW KOHLLEHTPALMM B Anana3oHe NpuMeHeHuUs.
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6 OTuyeT 0 NpoBepke

6.1 O6wume nonoxeHuns

OTYeT 0 NPOBEpPKe AO/MKEH cofepXaTb Kak MUHUMYM CNefyoLLyto NHopMaumio:

a) HasBaHue naboparopwuu;

6) faTy nNpoBepky;

B) Y/AC/0 MCCeA0BaHHbIX 06pasLoB;

r) KONINYECTBO U TUMbI UCMOSIb30BaHHbIX MaTPUKCOB;

[) pe3ynbTaTtbl CeNeKTUBHbLIX TECTOB:

1) KOAIMYECTBO M Ha3BaHWA UCNOJIb3yeMblX LieNeBbIX WTamMMOB, BKIuYas Konnyectsa AHK n PHK.
UCMO/Ib30BaHHbIX B peakLmn Ha cneunduyHoOCTb TECTOB;

2) KONNYECTBO N Ha3BaHUS HeleneBbiX MUKPOOPraHN3MOB UM BUPYCOB, BKAYasa Konuuvectsa JHK
1 PHK. ncnonb3oBaHHbIX B peakuuy Ha cneunduyHoCcTb TECTOB;

3) pesynbTaTtbl UCMbITaHUA cnocobHocTv amnnuduumposaTs AHK mnn PHK. ucnosb3oBaHHbIX B
CeJIeKTMBHbIX TecTax;

e) pe3synbTaTbl TECTOB Ha YyBCTBUTE/IbHOCTb;

X) MHCOPMALMIO O HALEXHOCTN MeTOoAa;

3) UHchopMaL Mo 06 MCNONL30BABLUNXCS aHANNTUYECKUX KOHTPOSX;

K) MHpopmauunio 06 MCrnosb30BaHHbIX Npubopax 1 06opyaoBaHuK,

) HhopMAaLMIO O TOYHOCTU U JOCTOBEPHOCTMH;

M) nitobble gpyrue HabnwaeHns, caenaHHble B Xofe NPoBepPKU NccnefoBaHus.

6.2 KauecTBeHHble MeToabl

OTyeT O npoBepke KayeCTBEHHbIX METOLO0B [AO/DKEH cofepxaTb WHopMauuio o npegene
o6HapyxeHus metoga LOD (Mnn 4yBCTBUTENIbHOCTU) U CENIEKTUBHOCTM MeToAa. JIOXKHO-MONOXUTENbHbIE
nokasatenu. pf+, mMoryT ObITb MCMNOMb30BaHbl A1 pacyeTa 3HAYEeHUA CeNEeKTUBHOCTMW, BbIPAXEHHOro B
npoueHTax. 100 - pf+. n noxHo-oTpuLaTenbHble nokasarenu, pf-, MoryT 6biTb MCNOMb30BaHbl A1 pacyeTa
3HaYeHns CesIeKTUBHOCTU, BblpaXKeHHOro B npoueHTax. 100 - pf.

6.3 KonimyecTtBeHHble METOAbl

OTYeT 0 NPoBeEpPKe KavyeCTBEHHbIX METOA0B AO/HKEH cofepXaTb MHPopMaLN0 O TOYHOCTH
(MpaBWNLHOCTU M NMPELU3NOHHOCTH), 061aCTV UX MCMOMb30BaHUA U, ecin Heobxogumo. LOD w/wnn LOQ.
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MpunoxexHune A
(cnpaBouHoOe)

MUWHMManbHbIA CANCOK MWKPOOPraHn3mMoB A14 NCNONb30BaHUA B TeCTax
Ha UCKNHUYUTENBHOCTb ANA onpeaesieHna ﬁaKTepr/'I

CnuncokK BKIKYaeT:

- Bacillus cereus.

—  Brochothrix thenvosphacta.
- Campylobacterjejuni.

- Citrobacter spp..

- Clostridium perfringens.
- Enterobacter spp..

- Escherichia coli.

- Lactobacillus spp..

- Listeria monocytogenes.
- Pseudomonas spp..

- Salmonella enterica.

- Staphylococcus aureus.
- Yersinia enterocolitica.

- Aspergillus spp..

- Saccharomyces spp..



FOCT ISO 22118-2013

MpunoxexHune A
(cnpaBoy4Hoe)

CBefleHNsA 0 COOTBETCTBUM MeXrocynapCTtBeHHbIX
CTaHOapPTOB CCblIJTOYHbIM MeXAYyHapoAHbIM CTaHaapTam

Ta6nunuya OA1

O603HaYeHne N HaMMeHoBaHue

O603Ha’eHme CCbINOUHOTO Crenenb COOTBETCTBYIOLLEIO MEeXrocyapCTBEHHOIO
MexayHapoAHOro ctaHgapTa COOTBETCTBYUSA
cTaHgapTa
ISO 16140:2003 FOCT ISO 16140-2011
Microbiology of food and animal MukKpo6uonorusa NpoAyKToB NUTaHWS 1
feeding stuffs - Protocol for the KOPMOB A1 XMBOTHbIX. [TpoTOKON Banuaaumm
validation of alternative methods IOT a/ibTepHaTUBHbIX METOL0B

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
COOTBETCTBYIOLMIA  MEXroCyAapCTBEHHbI  cTaHfapT oOTcyTcTBYeT. [lo ero yTBepxaeHus
pekomMeHAyeTCs WCMNoMb30BaTb MEPeBOA, Ha PYCCKUA A3blK LaHHOTO MeXAyHapoAHOro craHjapTa.
MepeBoA faHHOrO MeXAyHapoAHOro ctaHjapta HaxoauTcs B ®egepasnbHOM MHGOpPMaLMOHHOM hoHae
TEXHWYECKNX pernameHToB 1 CTaHAapTOB.
MpumeuyaHuns-B HacToAwWweM cTaHAapTe UCNOAb30BAHO YC/IOBHOE 0603HAYEHUE CTeneHu
COOTBETCTBMSA CTaHAapTa:
- FOT- ngeHTUYHbIE CTaH4apThbI
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