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BeBepneHune

HacTosawuii ctaHaapT ycTaHaBnusaeT TpeboBaHusa K obecneyeHunio NoATBEPXAEHUS AOCTOBEPHOCTU
pesynbTatoB uMAeHTUduKaLmm MUKpogopbl, pacTeHWUin 1 reHeTUYeckn MoaMULMPOBaHHbIX OpPraHW3MOoB,
KayecTBY NpoBefeHUs amnanduKauny HyKIemHoBbIX KUCNOT (3aTan ungeHtudukauum), kavectsy MNLP-Habo-
poB, NpeAHa3HavYeHHbIX ANna ngeHTudukauuy B nabopatopHbIX yCoBusax. Hecobnogerne atux TpeboBaHuii
MOXeT NPMBECTU K UCKaXXEHUAM pe3y/ibTaToB UCCe0BaHuUii, Heka4eCTBEHHOMY OKa3aHWIo YCnyr, BBEAEHWUI0
B 3abnyxaeHne n obmaHy noTpebutens, yxyaweHno KauecTBa XXU3HN HacesIeHNs U HAHECEHUIO Bpeaa OKpy-
Xawouiei cpege.

HacToswuii ctaHgapT paspaboTaH Ans opraHusauuii, npumensowmx MLP-Habopbl nan metodbl
amnanukaunm HyKIenHoBbIX KUCNOT € ucnosb3oBaHvem [LIP-Habopos npu nNpoBefeHun UCnbITaHuin 1
nccnefoBaHuii N0 nAeHTUMKaLMK LeneBbiX TAKCOHOB MUKPOM/IOPbI, PACTEHWUIA N reHeTnYeckn MoandULX-
POBaHHbIX OPraHM3MOoB 1 NPW CaMOCTOATEe/IbHOM TecTupoBaHum ML P-Habopos.

HacTosawuii ctaHAapT Takke pernameHTUpyeT TpeboBaHUs K opraHvM3auun, KayecTsy 1 6e30nacHoCTu
naeHTudmkaumm, ncnoiTaHnii u uccnefoBaHuii ¢ ncnonb3osaHvem MNLIP-HabopoB npyu MOHUTOPUHTE 06 BEK-
TOB M OKa3aHuu ycnyr (om3nyecknm 1 iopuamyeckum amuam.



MonpaBka k MOCT P 57175—2016 Tpe6oBaHus Kk kayecTBy u 6e3onacHocTu lMLP-HabopoB, npoBege-
HUI0O MCcCnefoBaHUin M UCNbITaHWA C ncnonb3oBaHnem metoga MUP npu naeHTudukaumm Lenesbix
TaKCOHOB MWKPOM10Pbl, PACTEHWNI U TeHETUYECKN MOAUMDNLMPOBAHHbLIX OPraHN3MOB

B kakom mecte HanevaraHo [0/KHO BbITb
Pa3pgen 2. HopmaTuBHble CCbIfKU FOCT P 16504 FOCT 16504
MyHKT 5.2 FOCT P 16504 FOCT 16504

(MYC Ne 12018 1)
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HALULMWOHANBbHBLBINK CTAHOAPT POCCUNCKOMN GELEPALUMN

Tpe6oBaHus K KauecTBy M 6e3onacHocTu MNLIP-Ha6opoB, NpoBeAeHNt0 uccneoBaHuin n ucnbiTaHuii
C ucnonb3oBaHneM MeToga MUP npu ngeHTudrkaumm LenesbiXx TAKCOHOB MUKPOMI0pbI,
pacTeHuWit 1 reHeTUYeCKN MOAUGULUPOBAHHBIX OPraHU3MOB

Requirements for the quality and safety of PCR Kkits, research and testing using the PCR method in the identification
of the target taxa of microorganisms, plants and genetically modified organisms

fNaTta BBegeHnsa — 2017—09—01

1 O6nacTb NpUMeHeHUA

CTaHgapT pacnpocTpaHseTcs Ha opraHusauumn, UcnbiTatesibHble 1 cciefoBartesbckue naéoparopuu,
npoBoAsLiMe UCCNef0BaHNUSA U UCMbITAHUA MO UAEHTUKKALMN LieNeBbiX TAKCOHOB MUKPOM/IOPbI, pacTeHuii 1
reHeTMYeckn MoAUcMLMPOBAHHbIX OPraHN3MOB C MCMoJib30oBaHueM MLP-Ha6opoB. 3aHNMAKOLMXCS NPUpO-
[lOOXPaHHbIM 1 3KOMIOTMYECKUM MOHUTOPUHIOM, MOHUTOPUHIOM GMOPUCKOB, OKa3aHUeM YC/yr HaceneHuio u
opraHvsauusim, NoATBEPXKAEHNEM COOTBETCTBUS 3asiB/IEHHbIM MOKa3aTensiM kayecTsa U 6€30MacHOCTH, MUK-
POGMONOTMYECKUMM UCMILITAHUAMW W UCC/IEA0BAHNUSMU MULLEBOIA NPOAYKLWM, MOYBbI, BOAbl, KOPMOB A/si
XUBOTHBIX U APYrMX OGBLEKTOB W MPOAYKLWU, MPOBEAEHWEM KOHTPOJIbHLIX TECTOB U MPOBEPOK B LENsX
o6ecneyeHuns kKa4ecTBa 3TUX UCMbITAHUI U UCCNeA0BaHNIA.

2 HopmaTuBHbIE CCbINKU

B HacTosiem cTaHfapTe UCMnosib30BaHbl HOPMaTUBHbIE CCbISIKM Ha cnefytoLlne cTaHaapTbl:

FOCT 2.601 EgvHas cuctemMa KOHCTPYKTOPCKON fOKyMEeHTauuu. JKcnayaTaunoHHble JOKYMEeHThI

FOCT P 16504 CucTema rocyfapCcTBEHHbIX UCNbITaHUA NPoAyKUMW. VCNbITaHNA 1 KOHTPO/b kayecTBa
npoayKuun. OCHOBHbIE TEPMUHBI U ONpeAenieHuns

FOCT P 8.691 lNocypapcTBeHHas cuctema obecnevyeHus eanHCTBa nsmepeHuin. CtaHgapTHele 06pas-
ubl Matepuanos (selects). CofepxaHne NacnopToB N ITUKETOK

FOCT P 52174 buonornyeckas 6esonacHocTb. Cbipbe ¥ NPOAYKTbI NULeBble. MeToa naeHTucnkaunm
reHeTn4eckn MoanULNPOBaHHbIX NUCTOUYHNKOB (TMI) pacTUTENBHOIO NPOUCXOXAEHUSA C NPUMEHEHUEM B1O-
JI0rMYEeCcKoro Mukpoumna

FOCT P 52833 Munkpo6voiorns nviieBoi NpoayKuni 1 KOpMOB A/18 XNBOTHbIX. MeToA nosimmepasHoi
uenHoi peakuum (MLLP) Ans onpegeneruns natoreHHbIX MUKpoopraHnmoB. O6Lue TpeboBaHua v onpeaene-
HUA

FOCT P 53244 MNpogaykTbl nuwieBble. MeTogbl aHanm3a Ans o6HapyXeHns reHeTunyeckm Moanduumnpo-
BaHHbIX OPraHN3MOB U NMOJTYYEHHbIX U3 HUX NPOAYKTOB. MeTo/bl, OCHOBaHHbIE Ha KO/IMYECTBEHHOM onpege-
JIEHUN HYKNEUHOBbIX KUC/OT

NMpumeyvyaHune — Mpn NONb30BAHWM HACTOSILMM CTaHAAPTOM Lenecoo6pasHo NPOBEPUTL feiicTBUE CCbINOY-
HbIX CTAHAAPTOB B MH(OPMALMOHHON cucTeme 06 Ero Nosb30BaHus — Ha ouumanbHOM caiiTe ®egepanbHOrO areHT-
CTBa N0 TEXHUYECKOMY PEryIMpOBaHMIO U METPOJIOTN B CETU VIHTEPHET UM NO eXerogHoMy UHGOpMaLMoOHHOMY ykasaTte-
N0 «HauuoHanbHbIE CTaHAAPTbI», KOTOPbI OMy6/IMKOBAH MO COCTOSIHMIO Ha 1 AHBAps TeKywero roga, u no BbiMyckam
€XeMeCsYHOro MH(OPMAaLMOHHOTO yKkasaTens «HaluuoHanbHble CTaHAAPTbI» 3a TekylWnil rof. ECNu 3aMeHEeH CCbITIOYHbIV
CTaHAapT, Ha KOTOPbI faHa HeAaTUpPOBaHHAs CCbika, TO PEKOMEHAYEeTCs WCNONb30BaTh 4ECTBYIOLLYI0 BEPCUIO 3TOrO
cTaHfjapTa C y4eTOM BCeX BHECEHHbIX U3MeHeHN. ECnu 3aMeHeH CCbINIOYHbI CTaHAapT, Ha KOTOPbIA AaHa gaTnpoBaHHas
CCblnka, TO peKOMeHAYeTCsl UCNONb30BaTb BEPCHIO ITOTO CTAHAAPTA C yKa3aHHbIM Bbile r040M yTBEPXAEHNA (MPUHATUS).
Ecnin nocne yTBEPX/AEeHUs HACTOSLLErO CTaHAAPTA B CCbIZIOYHbIN CTaHAAPT, Ha KOTOPbI faHa fJaTUpoBaHHas ccbinka, BHe-
CEHO U3MeHeHWe, 3aTparuBallLLee Noa0XeHUe, Ha KOTOPOE faHa CCbifIKa, TO 3TO MOMOXEHUE PEKOMEHAYETCS NPUMEHATb
6e3 yyeTa AAHHOTO N3MEHEeHNs. EC/n CCbINOYHbIN CTaHA4apT OTMEHeH 6e3 3aMeHbl, TO NOJIOXEHUE, B KOTOPOM JjaHa CChlika
Ha Hero, peKkomMeHgyeTcs NPUMEHSTb B YACTK, HE 3aTparuBaloLeil 3Ty CCbiky.

N3paHne opuynanbHoe
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3 TepMUHbI U onpeaenieHns

B HacTosileM cTaHfgapTe NPUMEHEHbI cneaylowme TeEpMUHbI C COOTBETCTBYIOLLNMMUN ONpeaeneHnsamn:

3.1 amnandukauma HyKNeuHoBbIX KACNOT: MeTog, NO3BONANLWMIA YBENNYATL MHOFOKPATHO YMC/0
konuii oparmeHTa HyknenHosbix kucaoT (AHK/(kAHK)/PHK).

3.2 [CO: CTtaHAapTHbI1 06paseL, yTBepXAeHHOro Tnna [1].

3.3 AHK: [e3okcMpuboHyKIenHoBas kucnora.

3.4 NpeHTudmkauma ¢ ucnonb3oBaHnem metoga [MLP: BbisBneHue HykneoTuaHblX nocrefosa-
TeNIbHOCTEl. CTPOro cneundmnyHbIX 4N LeneBoro TakcoHa opraHn3ma, ¢ Mcnosib3oBaHMemM MeToA0B amnan-
huKaLny HyKNENHOBBIX KUC/OT.

3.5 MUP: NonvmepasHas LenHas peakyms — MeTOA MOJEKyIApHOK 61M010rMKn, NO3BONAIOWMNIA yBenu-
YUTb Masible KOHUEeHTpauun onpegenenHblx goparmeHtos HK n PHK B 6uonornyeckom martepuane.

3.6 MUP-Habop: Habop (TecT-cuctema), COCTOALMIA M3 NpaiMepoB U peareHToB A1 MPOBeAeHMUSA
Mup.

3.7 Tect-MUP-Habop: NCO cneumndumueckux {Bugocneuymcdununbix) AHK nnm PHK dparmeHToB, umeto-
wux 100 %-Hyt0 MAEHTUYHOCTb C TECTUPYEMbIM YYacTKOM reHoMa UAeHTUMULMPYeMOoro o6beKkTa, ¢ peareH-
Tamun 405 nposefeHusa n KoHTpoasa Mup.

3.8 YyBCTBUTE/NILHOCTb: MUHMMaNbHOE KONMMYEeCTBO OMOMIOrMYEecKoro marepuana npegcrasuTens
LlenleBoro TakcoHa (OTAefbHbIX BUAOB MUKPOOPTraHW3MOB, PacTEHWR, NNHWIA MAW LUTAMMOB FEeHeTUYecku
MOAMUNLMPOBAHHBIX OPraHN3MoB), HE06X0AMMOe 415 ero ngeHTugrKaLmm.

3.9 cneunduyHocTb: Cnoco6HOCTL onpeaenuTb Hanuyne B obpasue TO/bKO TOro obbekTta, Ans
BbISIB/IEHNS KOTOpOro 6bin paspaboTaH MLP-Ha6op.

3.10 NoNOXWUTeNbHbIN KOHTPONbHbLIV 06pasel: NHaukaTop paboTbl amnandmrkauoHHoOW cMecn 1
mMapkep AnvHbl cneunduryeckmx MLP-chparMeHToB HYK/IEMHOBbLIX KUC/IOT, COOTBETCTBYHOLLMX ONpeaensieMo-
My OopraHusmy.

3.11 oTpuuaTenbHblii KOHTPO/bHLIK 06pa3el: O6pasey ANA OLEHKA BO3MOXHOW KOHTaMuHaLun
peakTuBOB ANS BbigeneHus AHK. BkiovawLwmii B kauectse matpuupbl AHK opraHu3moB, 6/1M3KOpOACTBEHHbIX
onpegensieMomy gaHHbim MLP-Habopom.

3.12 nonoxuTenbHblli KOHTponb MLP: O6pasew Ana KOHTPONSA KayecTBa aMNANMUNKALMOHHbIX peak-
TUBOB. BKOYatLWuii B kayecTse MaTpuubl JHK opraHn3sMoB ¢ ceKkBEHMPOBaHHbIM TEHOMOM 1 cneunduyec-
Kne npalimepbl K y4acTKy reHomHol 1IHK aTtoro opraHusma.

3.13 oTpuuaTenbHblii KOHTpONb MLP: O6paseLl ANa KOHTPONSA KOHTAMUHALUM aMIUOUKALNOHHBIX
peakT1BOB, BK/IOYAIOLWMNIA eMOHN3VPOBaHHYIO BOAY.

4 O6wme nonoxeHus

4.1 OpraHusauus v NpoBefeHVe UCMbITaHWA U uccnefoBaHuii ¢ ucnonb3oBaHmem metoga MLUP gonx-
Hbl COOTBETCTBOBATbL TPEOOBAHNAM HACTOALLEro cTaHAapTa, oTBeYarb MHTepecam notpebutens, 6biTb 6e30-
NacHbIMW A1 XXM3HW W 300POBbS HACENIeHNs 1 OKpYXaloLlein cpegpl.

4.2 [na MNLUP-Habopos fomkHa 6bITb NpefocTaBneHa nosaHas nHgopmauma o6 ux KoMmnaekraumn un
fJaHa nonHasa xapakTepucTuka Kaxgoro komnoHeHta lMLP-Habopa.

4.3 TLP-Habopbl AOMKHbI BKIOYATb BCE HEOOXOAMMbIE peareHTbl, K X Ka4ecTBO A0/HKHO obecneyn-
BaTb BbICOKYI0 YyBCTBUTENLHOCTb U CNELUUYHOCTL cUCTEMbI aMmnindukauunn. ML P-Habopbl fomMkHBI 06ec-
neynBaTb BOCMPOMU3BOAUMOCTb pe3y/ibTaToB aMmnandukaunm ans nageHtudukauum o6bekta TecTupoBaHus.

4.4 MNUP-Habopbl AOMKHBI UMETb OKYMEHTalbHOEe NOATBEPXKAEHNE YKa3aHHbIM B UX COMPOBOANTENb-
HOW JOKYMEHTaL MmN XxapakTepucTmkam.

Mpu ncnons3osanun TecT-MLIP-HabopoB ANA CamMOCTOATENIbHOIO TECTUPOBAHWA MO KaXAOMY U3 HUX
Ao/mkHa ObiTb NpegocTaBneHa nonHas MHgopmMauus o coctaBe U MeTPOSIOrMYeckux xapakrepuctukax (1).

4.5 TpoBeaeHve UCMbITaHWA 1 nccnepoBaHuii ¢ nomowbio TecT-MUP-Habopa f0/MKHO COOTBETCTBO-
BaTb TpeboBaHWAM MO OXpaHe OKpyXalLllei cpedbl, YCTAHOB/EHHbIM COOTBETCTBYHLWUM PegepanbHbiM
3aKoHOM [2].

4.6 TpeboBaHWA HACTOALLErO CTaHAapTa pacnpoCTPaHAITCA Ha opraHu3aummn v NpeanpusaTus Hesasu-
CMMO OT WX OpraHn3aLMoHHO-NPaBOBOW (hOPMbI.

4.7 CooTBeTCcTBME KayecTBYy 1 6e3onacHocTu MNLIP-HabopoB noaTBepxaaeTcs MX Nponu3BoauTenem.

4.8 He ponyckaeTcs ucnonb3osaHue MLP-Habopos. He COOTBETCTBYIOLLNX TPe6OBaAHNAM HACTOSALLLErO
cTaHpapTa.

2
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5 Tp66OBaHVIFI KopraHmsauymnmn v nposegeHuio ncnbiTaHUM 1n VICCJ'IeAOBaHVIVI

51 OpraHusauuu, UCNONb3yKLne B CBOEN AEATENbHOCTU NAeHTUdMKaLnio MUKPOIopbl, pacTeHWN,
reHeTn4eckn MoAnMULMPOBaHHbLIX OPraHN3MOB C Ucnosib3oBaHneM metoga lMLP. 4oMKHbI UMeTb Heobxoau-
Mble NpaBOyCTaHaB/MBAOLMNE [OKYMEHTbI Ha AaHHbI BUJ AeATe/IbHOCTU B COOTBETCTBMMN C 3aKOHOAATEe b-
cTtBoM Poccuiickoin depepaumu.

5.2 O6wume TpeboBaHNA K NPOBELEHNIO UCTIbITaHWI pernameHTupytoTcs TOCT P 16504.

5.3 HyknenHoBas KucnoTa, SKCTparmpoBaHHas 13 kaxaoi aHannmsvpyemoli npobbl, 4oMkHa 6bITb Npoa-
Hanm3npoBaHa He MeHee YeM B IBYX NOBTOPHOCTAX. KOHUEHTpaumsa aHanusmpyemoi nocnefosarelbHoCTH
HYKNEWHOBOW KMCNOTbI AO/HKHA HAXOAUTLCA BHYTPY AUHAMMYeckoro auanasoHa MU P-Ha6opa.

NMpunmevyaHune — N5 onpejeneHna KauecTBa HyK€MHOBOW KUCMOTbI (MO ANINHE N CTPYKTYPHO LLeNnoCTHOCTH),
a Takke ee YACTOTbl W KONMYecTBa A4/19 ob6ecneyeHns o6HapPYXeHNA LieNeBoro TakcoHa MoXeT GblTb NPOBEJEH KOHTPOb,
cneyndmnyeckunii Ana Lenesoro TakcoHa. OH MOXeT 6bITb TeM 6071ee 060CHOBAH, Korga HyknemHoBas kucioTa akcTparnpo-
BaHa M3 KOMMO3UTHOTO UM NOABEPTHYBLUEToCA rNy6okoii o6paboTke matepuana.

5.4 PesynbTaT UCMbITaHW criegyeT onpeaensaTb TONbKO KA4eCTBEHHO (B aHaNM3npyemMol npobe Hyk-
NenHoBas KMcnoTa U3 LesieBoro TakcoHa npucyTcTByeT).

5.5 KauecTBeHHOe onpegeneHne cocTouT:

- 13 amnandurkaumm ogHo nam 6onbluero Yyncna cneunduyecknx Lenesbix nociegoBaTenbHOCTEN;

- obHapyxeHua n noATBepxaeHuns cneymduyHocTn npogykra(os) MLP.

6 Tpeb6oBaHus 6e3onacHOCTU

6.1 Tpe6oBaHua 6e30MNacHOCTU NPU OpraHn3auuy ¥ NPoBeAEHUN UCTbITaAHWIA, NCCefoBaHUiA No NAeH-
Tuhnkauumn MMkpodnopsl ¢ yueTom TpeboBaHWil HACTOALLEro CTaHAapTa A0/KHbI COOTBETCTBOBATL CaHUTap-
Ho-3nugemuonoruyeckum TpedosaHusam [3]. (4). [5].

6.2 He gonyckaeTcsa HaxoXAeHue 1 Ucnosb3oBaHne B nabopaTopun, ocyLLecTBAALWeR naeHTudmnka-
LMo MUKPOCHI0PbI, PACTEHWIA U TeHEeTUYECKN MOANMLMPOBaHHbLIX OPraHN3MOB peareHToB, He COOTBETCTBY-
IOLUNX Ka4yecTBY M 6€30MacHOCTU.

6.3 [na obecneyeHnss 6e30macHOCTU yCAyr He JonyckaeTcs B nabopaTopusx akcnepuMeHTasibHas
[eAaTeNbHOCTb U NPoBe/ieHne B NoMeLLeHny nabopaTopumn Hay4yHo-Uccnef0BaTesibCkux pabor.

6.4 [leATenbHOCTb abopatopum AomkHa 6bITb 6€30NacHol AN NoTpebuTenen ycnyr, ee COTpyAHUKOB
N OKpyXatolleli cpeabl.

6.5 B akcnnyatalMoHHOM OKYMEHTaUUN U TEXHUYECKNX YCnoBusAx Ha MLIP-Habopbl AOKHBI ObITh YKa-
3aHbl BO3MOXHbI€ BWAbl ONACHOCTYW, a Takke TpeboBaHUs n cpefAcTBa obecneveHns 6e30mMacHOCTM npu Ux
MCMNo/b30BaHUN.

6.6 B uenax obecneyeHns 6ruonormyeckoin 6e3onacHOCT U [OCTOBEPHOCTM pe3ynbTaToB NAEeHTUdN-
KaLuum okasaHue ycnyr, npoBefeHe MOHUTOPYHIa OKpYXatoLein cpefbl, NPOAYKLMN 1 npegynpexaexHne 6ro-
yrpo3  ocyl,ecTsnsalTCcsa c Mcnonb3oBaHnem nepnoanyeckoro  TecTtupoBaHusa MLUP-HabopoB
TecT-MUP-Habopamu.

6.7 Mpv naeHTUMKaLMN MUKPOIOPbI, PACTEHWIA 1 reHeTUYeCckn MoANGNLUPOBAHHBIX OPraHN3MOB C
ncnonb3oBaHnem metoga lMLIP fomkeH ocywecTBAATLCA MEHELXXMEHT Buopucka.

6.8 Tpe6oBaHMA K 6€30MacHOCTU, OpraHn3aLmn U NPoBeAEHNI0 UCNbITAHUIA U nccnefoBaHnii No NAeH-
Tucpukauumn reHeTuyeckn MOANMULMPOBAHHBIX OPraHNM3MOB AO/DKHbI COOTBETCTBOBATb TpeboBaHWAM
FOCT P 52174. TOCT P 52833. TOCT P 53244. (3]. [4]. [6]. [7].

6.9 He gonyckaeTcsa ncnosb3oBaHne HecepTUULMPOBaHHbLIX HAOOPOB 1 peareHToB C UCTEKLLIUM CPO-
KOM TOZJHOCTU, XPaHUBLUNXCS B YC/IOBUAX HaPYLLUEHUSA TeMNepaTypHOro pexunmMa.

7 TpeboBaHUA K MAEHTURMUKALUN MUKPOMIOPbI, PacCTEHUM N reHeTUYecKu
MOONMULUPOBAHHbLIX OPraHU3MOB C UCNONb30BaHMeM MeToga MLUP
u MNuP-Habopos

7.1 MaeHTudukauma MMKpoiopbl, pacTeHnii 1 reHeTuyeckn MoANMULMPOBaHHbIX OPraHM3MOoB Npo-
BOAMTCA C ucnonb3osaHuem lMLIP-Habopos. npoweawnx nposepky Ha TecT-MLP-Habopax.
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7.2 OpraHu3auus, npefocTtasnfaowas ycayrm no naeHtTudnkaumm MMkpodiopsl, pacTeHnin n reHeTu-
4yeckn MoANGULMPOBAHHBIX OPraHM3MOB, [O/KHA 06ecneynTb 4OCTOBEPHOCTbL PEe3y/ibTaToB MCMbITaHWi 1
uccnefoBaHuii.

7.3 MepuoAnYHOCTb M BbIGOPHOCTL TecTupoBaHusa [LP-Ha6opoB NpoBoAUTCS B COOTBETCTBUMU C
conpoBoAMTENbLHOWN AokymeHTaumen TecT-MLP-Habopa Ha KOHKpPeTHbIi 06beKkT MUKPOdIopbl, pacTeHue,
reHeTnyeckn MoanMULMPOBAaHHBIA OpraHn3M.

7.4 TectuposaHue MNLIP-HabopoB nx Nonb30BaTensiMu OCYLLECTBASETCA CaMOCTOSATENBHO.

7.5 B cnydae otcytcTBus TecT-MLUP-Ha6bopa (He pa3paboTaH, He yTBEpPXAEH) TeCcTupoBaHMe NpoBO-
ONTCA NO CXEMEe C/IMYUTENbHbIX UCMbITaHWA, YyTBEPXAEHHbIX OpraHu3aumeii, ocylecTsasowen ngeHtTudm-
Kauwo, nim B oopme MexnabopaTopHbIX UCMbITaHWA 1 B COOTBETCTBUM C CYLLECTBYIOLLEi HOPMATMBHO-NPaBO-
BOV 6a30iA.

7.6 Tlpasuna npoBefeHUs MOHUTOPUHIA, LOKYMEHTaLMIo M0 OKa3aHUIo YC/yr No HacToAwemy ctaHaap-
Ty Npu OTCYTCTBUM (POPM, YTBEPXKAEHHbIX HOPMAaTUBHO-MPABOBLIMU akTamu, opraHusalus, okasblBaroLlas
ycnyrn u/vnn ocylecTBasiowas MOHUTOPUHI, pa3pabaTbiBaeT M yTBepxAaeT CaMOCTOATes/IbHO, UCMO/b-
3y cTaHAapTbl N0 MEHeLKMEHTY kayecTBa, MeHefKMeHTy 6uopucka, Apyrne ctaHjapTbl, MeToAgnYeckne
yKasaHus.

7.7 MpoBeaeHve naeHTUUKaLMKU, UCNbITAHWA N nccnefoBaHnin 4na obecneyeHns 300pOBbS Hacene-
HMA 1 MOHUTOpPUHra 6e3 nposefeHus KOHTponsa KavecTtsa MLP-Habopos He fgonyckaeTcs.

8 TpeboBaHMA K KOMMJIEKTALUN N KayecTBY KOMMOHeHTOB [N P-Habopos
U KYCNOBUAM fleTeKUUN aMnanuumMpoBaHHbIX (dparMeHToB

8.1 MUP-Habopbl n TecT-MLUP-Habopbl AOMKHBI UMETb C/IeAyl0 KOMNIEKTauuio:

- Habop peareHToB Ans amnaudvkauun cneunduryeckoro(mx) pparmeHta(os) AHK.

- Habop KOHTPO/IbHbIX 06Pa3L0B.

8.2 Habop peareHToB Ana amnaundmkaymm crneymdgmyeckoro(ux) dparmenta(os) AHK gomxeH cogep-
XaTb peakLUOoHHY CMeCb, COCTaB KOMMNOHEHTOB KOTOPOI obecneunBaeT amnandmkaLlmio cTporo cneymdm-
yeckoro pparmeHta AHK nnu otaensHble KOMNOHEHTb! Ans MNLUP. B TOM uucne:

- 6ydep ansa MUP. coctaB KOMNOHEHTOB KOTOPOro A0/HKEH obecneynBaTb aMnaMduKaLl i cTporo cne-
uuncpmyeckoro pparmerta AHK;

- CMecb Ae30KcuHykneosugTpudgocdaros (AHTD);

- OJINTOHYKNEOTUAHbIE NpaiiMepbl, KOTOpble A0/MKHbI 061aaaTe 100%-Holi cneungrUHOCTbIO K amniun-
duumpyemomy cpparmeHty AHK;

- OHK-nonumepasy ¢ BbicokonpoueccusHoit 5' -* 3' AHK nonumepasHoii akTUBHOCTbH, KOPPEKTUPYHO-
wei 3' -> 5'3K30HYyK/Iea3Ho aKTUBHOCTbIO U TOPSYMM CTapTOM, KOTopas A0/hKHA NO3BOIATE aMnmdmkaumo
Manbix konnyects AHK 1 cnoxHbix cmeceli AHK.

8.3 Habop KOHTPONbHbLIX 06Pa3L0B JO/IKEH BKIOYATL:

- MONOXUTENbHbI KOHTPOJIbHBIN 06pasel, nmerLwmii 100 %-Hy NLEHTUYHOCTb C TECTUPYEMbIM yyac-
TKOM reHoMa UAeHTUPUUMPYemMoro oobekTa;

- oTpuuaTenbHbIli KOHTPO/bHBIA 06pa3ey, — AHK opraHu3ama, 6113KOpPOACTBEHHOTO UAEHTUULMPYE-
MOMY AaHHbIM MLIP-Ha6opowm;

- MOJIOXKUTENbHbIA KOHTPONb MNLP — AHK opraHn3ma c cekBeHnpoBaHHbIM FTEHOMOM U1 cneyuduyeckme
npaimepsbl K y4acTky reHomHoi [HK aToro opraHusma;

- oTpuUaTenbHbIA KOHTPONb MLUP — cTepubHY 4EMOHU3MPOBAHHYO BOAY.

9 CamocTtosiTenbHoe TectmpoBaHue lMLP-HabopoB

9.1 CamocTosiTeslbHOe TeCTMpOBaHue OCYLLEeCTBAsSIeTCS B hopMe 1abopaTopHbIX UCCef0BaHNA 1 40-
)XHO COOTBETCTBOBATb TPE6GOBAHMSAM HACTOSILLETO CTaHAapTa K 6€30MacHOCT NPOBELEHUSI UCCIef0BaHNIA.

9.2 CamocTosiTe/lbHOe TecTMpOBaHWe MPOBOAUTCS C MUcnosb3oBaHuem TecT-MNLUP-Ha6opa cornacHo
CXeMe TeCTMPOBaHMsi, ykasaHHO! B CONPOBOAMTE/NLHON fokyMeHTauuu TecT-MLP-Ha6opa.

4



10 TpeboBaHuAa KpokyMeHTauuu Ha MLP-Ha6opbl
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10.1 K MUP-HabopaM gomkHa 6biTb MPUIOXKEHA CONPOBOANTEIbHASA AOKYMEHTaLMUA B COOTBETCTBUM C
TpeboBaHuam FOCT 2.601. JokyMeHTauUnsa fO/MKHA MOSHO M 0AHO3HAYHO ONUCbIBATb HA3HAYEHUNE N TEXHUYEC-
Kne xapakrepuctukn MNLP-Ha6opos 1 cooTBeTCcTBOBaTL TPEGOBaHUAM NyHKTa 10.2 HacTosALWero ctaHagapTa.

10.2 Habop conpoBofMTENbHbIX AOKYMEHTOB AO/DKEH COAepXaTb:

nacnopt MNLP-Habopa;
WNHCTPYKLMIO MO NPUMEHEHNIO.

10.2.1 B nacnopTe yka3blBalOT TEXHUYECKME TPeGOBaHUS 1 NPUBOAST CNeAyioLLyo HopMaLuio:

HamMmeHoBaHue L P-Habopa;
komnnektauuio MNLP-Ha6opa;
AaTty U3roToBneHus;

HasHayeHue;

XapaKTepucTuku;

cBefileHns 06 nrotosuTene;
HOMep cepuun, HOMep 1 gaTy Bblgayun nacnopra;
rapaHTun U3roToBUTENS;
rabaputHble pasmepsl;
TpeboBaHus K 6e30nacHoCTy;
4yyBCTBMTENBLHOCTbL MNLIP-Habopa;
cneungmyHocTb MUP-Habopa;
CpOK rogHocTH;

cnoco6 yTunusaumu;

YCNOBUSA MPUMEHEHUSA U XPAHEHWUS.

10.2.2 WHcTpyKuus no npumeHeHuto MNMLUP-HabopoB fAo/mkHa cogepXaTb criegyloline pasaesb;

11 TpeboBaHUA K fOKyMeHTauuun Ha TecT-MNUP-Habop

Ha3Ha4dyeHue;

Mepbl MPeoCTOPOXHOCTM Npu pa6oTe ¢ ML P-Ha6opamy;

aHanmsnpyemble 06BEKTHI;
cocTtaB lMUP-Habopa;

ycnoBsua npuMeHeHunsa, TpaHCNoOPTUpPOBaHUA U XpaHEeHUS;

NPOTOKON NpoBeAeHNa naeHTudmrkaumm c ucnonb3osaHvem MNLP-Habopa. BkIoYas KonYecTBeHHble
N KayecTBeHHble xapaktepuctukm AHK- nnm PHK-matpuy, onucaHne peakumMoHHbIX CMeceli KOHTPOSbHbIX 1
aKcnepumeHTanbHbix MLP-06pa3uos. napameTpbl TeMNepaTypHbIX LMKI0B amnaukaunm, ycnosus getek-
LM aMnamuLnpoBaHHbIX hparMeHTos.

11.1 K Tect-MLP-Habopam go/mkHa 6biTb NPUIOXKEHA CONPOBOAMTENbHASA AOKYMEHTaLus B COOTBET-
cTBMM ¢ TpeboBaHuamm NOCT 2.601um nyHkTamm 11.1,11.2 HacToslWwero ctaHaapTa. JokyMeHTauus Ao/KHA
NOSIHO W OAHO3HAYHO OMWCbIBaTb Ha3HA4YeHME W TexHuYeckne xapaktepuctuku TecT-MLP-Ha6opa. K
TecT-MLP-Habopy fos/mkeH npunaraTtbCs Nacnopt B COOTBETCTBUM C MyHKTOM 11.2 n TpeboBaHWsaMM
FOCT P 8.691.

11.2 Ha6op conpoBOAUTENbHbIX LOKYMEHTOB JO/IKEH COAEPXATb!

nacnopr;
VHCTPYKLMIO MO NPUMEHEHNIO.

11.2.1 B nacrnopTe yKa3blBalT TEXHUYECKME TPeGOBaHWs 1 CefyoLLy0 MHopMaLMio:

HanmeHoBaHue TecTta-MLUP-Habopa,
cBefileHns 06 n3rotosuTene;

HOMep napTuu;

onvcaHue;

CpOK rogHocTy;

YCNOBUSA XpaHeHNs 1N TpaHCNopPTUPOBaHUS;
TpeboBaHWsA 6e30MacHoOCTY;

KOMMNJIEKT NOCTAaBKY;

hamMunmmn 1 NoANMUCK OTBETCTBEHHbIX UL,
HavmMmeHoBaHue TecTa-MLP-Habopa;

[aTy U3rotoB/ieHus;
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- cBefeHus 06 nsrotosutene:
- TexHuyeckue TpeboBaHus;
- cocTas;
- HasHaueHwue;
- pesynbTaTbl NPOBEPKU CNELUMUYHOCTU 1 YyBCTBUTENbHOCTN TecT-MLP-Habopa ¢ ucnosnb3osaHmem
mMeTofa KonuyectseHHoi MLP B peanbHOM BpeMeHH;
- CXeMmy ucnbiTaHuii n Tectuposanus MUP-Habopa;
- [JoKymMeHTauuto Ha MCO;
- HasBaHWe aHanM3npyemoro o6bekTa,;
* HOMep cepun, HOMep 1 AaTy Bblgayn nacnopra;
- rapaHTuu U3roToBUTENS;
rabapuTHble pasmepbl;
YCNOBUA NPUMEHEHUSA.
11.2.2 WHcTpyKkums no npumeHeHuto TecT-MLUP-Habopa gomkHa cogepxaTb cregyloline pasgenbl;
- HasHaueHue;
obopyfoBaHue ANn5 NPOBefEeHNs UCTbITaHWA;
- npasuna ot6opa npoo;
- Npo6onoaroToBska,;
- noarotoBka 06pasLLoB;
- XapakTepucTuku o6pasLoB A1 UCNbITAHWIA;
- cXema NpoBefeHNs UCMbITaHWi;
- Mepbl NPefoCTOPOXHOCTM npu paboTe ¢ TecT-NMLP-Ha6opom;
- aHanmM3npyemblii 06BbEKT;
- cocCTas;
- YC/I0BUSI NMPUMEHEHUSA N XpPaHEeHUS.

12 Tpeb6oBaHMA K OXpaHe OKpy>XalwlLllei cpeabl

Mpu okazaHum ycnyr cnegyeT cobnogaTb TpeboBaHUsA, yCTaHOBEHHbIE B [2].



(€]

(2}

13]

(4]
(5]

16]

Q)]

depepanbHblil 3aKOH
Poccuiickoii ®epgepayumn
OT 26 ntoHA 2008 r.

Ne 102-¢3
depepanbHblil 3aKOH
Poccuiickoin ®epepauynn
oT 10 siHBaps 2002 r.

Ne 7-93

MeToanueckue ykasaHusa.

MY 1.3.2569—09

Cn 1.3.3118-13
Cn 1.3.2322-08

NCO 22119-2011

NCO 22118—2011
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Bubnunorpadus

«O6 obecnevyeHnn eguHCTBaA U3MEPEHWNI»

«O6 oxpaHe okpyxawluieii cpeabl»

OpraHusauns pa6oTsl na6opatopnit, UCNOMb3YIOLWIUX METOALI aMNAUGUKALNN HYKIEeN-

HOBbIX KNCNOT Npu paboTe c matepunanom, cogepxawum MUKpoopraHnsmel —IV rpynn
naToreHHoCTyn

BesonacHocTb paboTbl ¢ MUKpoopraHnsmamu | — Il rpynn naToreHHocTu (0NacHocTH)
Be3onacHocTb paboTbl ¢ MUKpoopraHuamamu Ill— IV rpynn natoreHHoCcTU (onacHocTun) n

BO36yanTENAMM NnapasuTtapHbix 6onesHell

MuKpo6MOoNorMa nNuLeBbiX NPOAYKTOB MW KOPMOB A5l XMBOTHBIX. [ToNInMepasHas LenHas
peakumnsa (MLP)apexvme peanbHOro BpeEMeHW 4Na onpefeneHna naTtoreHHbIX MUKPOOp-
raHM3MoB a nuueBbIx NnpoaykTax. O6wune Tpe6oBaHua nonpegenennsa (Microbiology of
food and animal feeding stuffs — Real-time polymerase chain reaction (PCR) for the
detection of food-borne pathogens — General requirements and definitions)
MuKpo6MoNorna nuiLeBbiX NPOAYKTOB U KOPMOB A5l XUBOTHbIX. MoNMMepasHas LenHas
peakuus (MUP) ans o6HapyXeHUss N KONUYECTBEHHOrO yyeTa naToreHHbiX MUukpoopra-
HW3MOB B NULLEBbIX NpoAyKTax. TexHuyeckne xapakrepuctukn Microbiology of food and
animal feeding stuffs — Polymerase chain reaction (PCR) lor the detection and
quantification of food-borne pathogens — Performance charactenstics)
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