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BBegeHune

Hactoawuii ctanaapT yctaHaBnueaeT TpeboBaHUs kK obecnedeHnio noaTBepKaeHUa 4OCTOBEPHOCTU
pe3ynbTaToB UaeHTUdUKaumm MUKpodriopbl, pacTeHUn U reHeTu4eckn MoaUULMPOBaHHBIX OPraHU3MoB,
KauyecTBy NpoBeAeHUst aMnndukaummn HyKIenHoBbIX KUCIOT (aTan naeHtudukauunm), kavyectsy MNLP-Habo-
poB, NpeAHa3Ha4YeHHbIX AnA naeHTudMnKaumMmn B nabopartopHbix ycnosusax. HecobnogeHue atux tpebosanuin
MOXET MPUBECTMU K UCKXKEHUAM pe3ynbTaToB UCCNeA0BaHWA, HekaveCTBEHHOMY OKa3aHMWIo yCnyr, BBeAEHUIO
B 3abnyxaeHue u obmaHy noTpebutens, yxyaweHuto kauecTBa XU3HU HaceneHUsa U HaHeceHUo Bpeaa oKpy-
xatowen cpege.

Hactoawwuin ctaHaapT paspabotaH ana opraHusauuin, npumensiiowmx MNUP-HaGopbl unu meTtoasl
amMnauduKaLMn HyKNEenHoBLIX KUCROT ¢ ucnonb3oBaHuem [MLIP-HaGopoB npu npoBeaeHUWU UCNbITAHWIA U
nccneaosaHnii No naeHTUUKaLMM LenesbiX TakCOHOB MUKPONOPLI, PaCTEHWUI U reHeTUdeckn moamduum-
pOBaHHBLIX OPraHN3MOB 1 NPU CaMOCTOsATENBHOM TecTupoBaHun MNLP-Habopos.

Hactoawuin ctaHgapT Takke pernaMmeHTUpyeT TpeboBaHUa K opraHusaumm, kavectsy U 6esonacHocTu
naeHTUdUKaUMKn, UCNbITaHWA N nccnegoBaHui ¢ ucnonebsosaHuem MUP-Habopos Npu MOHUTOPUHIE 06bEk-
TOB M OKasaHUK ycnyr bnsnyeckum n 1opuanyeckum nuuam.
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HAUUWOHANBHBLIA CTAHAOAPT POCCUMCKOW ®EREPALUMN

TpeGoBaHuA K kavyecTBY U 6e3onacHocTu MNLIP-HabopoB, npoBeAeHUIO UCCeA0BaHMIA U UCNBITAHUN
¢ ucnonb3oBaHuem metoaa NUP npu ugeHTudnkaymum LeneBbIX TAKCOHOB MUKpod nopbl,
paCTeHMﬁ U reHeTUYeCKM MO,qVI(bVIL[VIpOBaHHbIX OpraHnu3moB

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

Data BBeaeHns — 2017—09—01

1 O6nacTb NnpMMeHeHus1

CrtaHgapT pacnpocTpaHsaeTcs Ha opraHu3aLun, UcnbiTaTeNbHbIe U uccnegoBaTtenbekue naéopaTtopun,
npoBoasLune UcCneaoBaHUs 1 UCMbITaHUSA MO uaeHTUhUKaLUK LLeneBbIX TaKCOHOB MUKPOMIIOpbl, pacTeHui u
reHeTMYeckn MoannLMpoBaHHbIX OpraHU3MoB ¢ ucnonbsoBaHuem MNLP-HabopoB, 3aHMMaloWMXCS NPUPO-
OO0OXPaHHBLIM 1 3KOMOrM4YEeCKUM MOHUTOPUHIOM, MOHUTOPUHIOM BUOPUCKOB, OKa3aHWeM YCIyr HaceneHuo v
opraHusaumam, noaTBePXKaeHUEM COOTBETCTBIS 3asABIEHHLIM NokasaTensam kavecTsa n 6e3onacHoOCTU, MUK-
pPoGMONOTMMECKUMA UCTIBITAHUAMW U UCCNEAOBAHNAMU MULLEBOA NPOAYKUMM, MOYBLI, BOALI, KOPMOB ANA
XKUBOTHBIX W ApPYrnX OOBLEKTOB U MPOAyKUMW, NPOBEAEHUEM KOHTPOSIbHbIX TECTOB W MPOBEPOK B LENAX
obecrneyeHns KavecTBa 3TUX UCTIbITaHWUIA U UCCreoBaHUNA.

2 HopmaTuBHbIe CCbISIKK

B HacTosilem cTaHgapTe MCNofb3oBaHbl HOPMAaTUBHbBIE CCHINIKM Ha cneaylowme cTaHaapThl:

FOCT 2.601 EanHas cuctema KOHCTPYKTOPCKON AOKYMeHTaLmn. JkennyaTauuoHHbIe AOKYMEHTHI

FOCT P 16504 Cuctema rocyaapCTBEHHbIX UCMbITaHUI NpoayKuun. cnbiTaHWA U KOHTPONb kavecTBa
npoaykunn. OCHOBHbIE TEPMUHbBI U orpedeneHus

FOCT P 8.691 NocynapcTBeHHas cuctema obecrneveHns eaMHCTBa usmepeHuin. CtaHgapTHele 06pas-
ubl MmaTepuanos (sewecTs). CogepaHue NacnopToB U STUKETOK

FOCT P 52174 Buonoruyeckas 6esonacHocTb. Chipbe 1 NpoaykThl NUweBble. MeToa naeHTudukaunm
reHeTnYeckn moanduLMpoBaHHbIX UCTOUHKKOB (TMIN) pacTuTenbHOro NponcxoxaeHus ¢ npuMeHeHnem 6uo-
florM4yeckoro Mukpoumna

FOCT P 52833 Mukpobunonorusi NMweBson NpoayKLumMm 1 KopMoB Anst XUBOTHLIX. MeToa nonumepasHon
uenxoi peakuun (MUP) ans onpegeneHnst natoreHHbIX MUKpoopraHuamoB. Oblwme TpebosaHua u onpeaene-
HWs1

FOCT P 53244 lMNMpoaykTbl nuwesble. MeToabl aHanusa Ans obHapyXeHUs reHeTU4eckn Moamunuumpo-
BaHHbIX OpPraHM3MOB U MOJyYEHHbIX U3 HUX NPoAYKTOB. MeToabl, OCHOBaHHbLIE HA KONMUYECTBEHHOM onpeje-
NEeHUN HYKNEeNHOBBIX KUCNOT

MpumeyaHune— py NONb30BAHMN HACTOSILLMM CTAHAAPTOM LienecoobpasHo NPOBEPUTL AEUCTBUE CCbINOY-
HbIX CTaHA4apTOB B MHOPMALMOHHOW cucTeme obLLero nonb3oBaHusi — Ha oduumMansHoM cante degepanbHOro areHT-
CTBa MO TEXHUYECKOMY PEryrnMpoBaHuio 1 METPONOMMK B ceTH VIHTEPHET MNK NO eXXerogHoMy MHHOPMALMOHHOMY yKasaTe-
nio «HauvoHaneHble cTaHAapTbi», KOTOPLI ONyBnNMKoOBaH MO COCTOSHMIO Ha 1 AHBapsi TEKyLWero roga, u No BbiNyckam
eXeMeCcsA4HOro MHPOPMaLIMOHHOTO yKa3aTens « HaumoHanbHble cTaHgapThl» 3a TEKYLMIA rod. Ecnn 3ameHeH CcebinoyHbIN
CTaHAapT, Ha KOTOpbI JaHa HegaTUPOBaHHAsT CCbINKa, TO PEKOMEHAYETCS UCMONb30BaTh AENCTBYIOLLYI0 BEPCUID STOTO
cTaHaapTa C y4eTOM BCeX BHECEHHbIX M3MeHeHui. Ecnv 3ameHeH CCbinoYHbIN CTaHAAapT, Ha KOTOPLIN AaHa AaTUpOBaHHaA
CCbINKa, TO PEKOMEHAYETCS MCMONb30BaTh BEPCUIO 3TOr0 CTaHAapTa C YKa3aHHbIM BbILLE rOAOM YTBEPXKAEHUS (NPUHATURA).
Ecnu nocne yTBepxaeHusi HaCTOsILLEero cTaHgapTa B CCbINOYHbINM CTaHAAPT, Ha KOTOPLIV faHa AaTMPOBAHHARA CCbIMKA, BHE-
CEeHO U3MeHeHue, 3aTparveaioLlee NoNnoxKeHne, Ha KOTOpPoe AaHa CCbINKa, TO 3TO MOMOXKEHNE PEKOMEHAYETCA NPUMEHATb
6e3 y4eTa 4aHHOro M3MeHeHusi. Ecnv cebinoyHbIin cTaHgapT OTMeHeH 6e3 3ameHbl, TO MONoXeHne, B KOTOPOM AaHa Cebinka
Ha Hero, peKoOMeHAYeTCs NPUMEHATb B YacTu, He 3aTparmBaloLen 3Ty CChITKY.

UzpaHne ocmumanbHoe
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3 TepmuHbI M onpeaeneHus

B HacTofALleM cTaHgapTe NpMMeHeHbl creaytolime TepMUHbl C COOTBETCTBYOLWUMU orpedeneHUAMU:

3.1 amnnudpukaLmnsa HyKNeMHoBbIX kucnotT: MeTof, No3BONALLMA YBENUYUTL MHOMOKPATHO YMUCNO
Konuii pparmeHTa HyknenHoBbix kncnoT (JHK/(kAHK)/PHK).

3.2 I'CO: CtaHaapTHbIA obpa3sel yTBepxaeHHoro Tuna [1].

3.3 OHK: OesokcnprboHyKnenHoBas kucnora.

3.4 UpeHTUdUKauua ¢ ucnonbsoBaHuem metoga lMNLUP: BroisiBneHne HykneoTuaHbIX nocnegosa-
TeNbHOCTEN, CTPOro cneLmnguyIHbIX AN LEeNeBoro TakcoHa opraHMama, ¢ NCrosib3oBaHWeM MeTo0B aMriin-
dmKaLmn HyKNeMHOBBIX KUCIOT.

3.5 MUP: MonnmMepasHasn LienHas peakuns — MeTon MOmeKynspHoi 61onorumn, no3sonsiowmin ysenu-
UnTb Manble KOHLEeHTpaLmn onpeaeneHHbix pparmeHtoB OHK n PHK B 61uonornyeckom matepuane.

3.6 NMUP-Ha6op: Habop (TecT-cucTema), COCTOALMNA U3 NpaiMepoB U peareHToB ANA NpoBeaeHus
MupP.

3.7 TecTt-MUP-HaGop: MCO cneundnyecknx (BugocneundpundHbix) AHK unu PHK dparmeHToB, umeto-
wux 100 %-Hyto UAEHTUYHOCTb C TECTUPYEMbIM Y4acTKOM reHoMa uaeHTuduumpyemoro obbekTa, ¢ peareH-
Tamu Ans nposegeHus n koHTpons MUP.

3.8 yyBcTBUTENBLHOCTL: MUHUManbHOE KOMMYECTBO BUONOrMYeckoro martepuana npeactasuTena
LiernieBoro TakcoHa (oTAerbHbIX BUOOB MWKPOOPraHM3MOB, PacTEHUI, MUHWA WU WTAMMOB reHeTU4eckn
MOANMDULMPOBAHHBIX OpraHW3MoB), HeobxoAnMoe AN ero uaeHTUdUKaLuu.

3.9 cneuudmuHocTb: CnocoBHOCTL onpeaenTb Hanuune B obpasue Tonbko Toro obbekra, Ans
BbIAIBNEHNA koToporo 6bin paspaboTtan ML P-Habop.

3.10 nonoXxuTenbHbIA KOHTPONbHbIA 06pa3sey: UHgukaTop paboTel amMnnupukauuoHHON cMecu 1
mMapkep anunHel cneundnyeckmnx MNLUP-gpparmMeHToB HYKIMEMHOBLIX KUCIIOT, COOTBETCTBYIOLLMX onpeaensieMo-
MYy OpraHusmy.

3.11 oTpuuaTenbHbIA KOHTPONbHbIA o6pa3zew: Obpaseyl ANA OLEHKA BO3MOXHOW KOHTaMUHaLMn
peakT1BoB Ansa BbigeneHuns AHK, sBkntovatowuii B kayectse MaTpuubl HK opraHMamoB, 6nm3kopoacTBEHHbIX
onpegensemomMy ganHeiM MLP-Habopom.

3.12 nonoxutenbHbIA koHTponb MLP: O6pasel, AN KOHTPONA KayecTBa aMNAUMDUKALMOHHBIX peak-
TUBOB, BKMOYatOLLMIA B kavecTBe MaTpuubl AHK opraHMamMoB ¢ ceKBeHMPOBaHHLIM FreHOMOM U cneuundunyec-
Kue npanmepsbl k ydacTky reHomHon AHK atoro opraHmama.

3.13 oTpuuaTenbHbi koHTponb MLUP: O6pasel AN KOHTPOMA KOHTaMUHALMK aMNIINDUKALMOHHBIX
peakTUBOB, BKIOUAIOLLMA AeMOHN3MPOBAHHYO BOAY.

4 OO6LMe nonoxeHus

4.1 OpraHusaums n nposedeHne UCMbITaHWA U nccneaoBaHui ¢ ncnonb3osaHueM metoga MUP gonxk-
Hbl COOTBETCTBOBaTL TPeBOBaHMSAM HACTOSAILLEro CTaHAapTa, 0TBeYaTh MHTepecam noTpebutens, ObiTb Geso-
nacHbIMU AN XU3HWU U 300POBbSA HaceneHnst U OKpyxatoLwen cpeasbl.

4.2 Ons NUP-HabopoB gomkHa GbiTb NpegocTaBneHa nonHas MHgopmaumsa 06 Mx KoMmnnekrtauumn u
JaHa NorHas XxapakTepucTuka kaxagoro komnoHeHTa MNLP-Habopa.

4.3 MUP-Habopbl 4OMKHBI BKHOYATh BCe He0BXoaMMble peareHThl, U UX kKa4ecTBO AOMKHO obecneyn-
BaTb BbLICOKYIO YYBCTBUTENbHOCTb 1 cneumMdpuiHocTb cucteMbl amnnudpmkauun. NMUP-Habopbl 4omkHbI 06ec-
neynsaTb BOCMPON3IBOANUMOCTb pe3ynbTaToB aMnnndmrkalnm ans naeHtndukaum obbekta TeCTMpoBaHNS.

4.4 TMUP-Habopbl 4OMKHBI UMETb AOKYMEHTanbHOe NOoATBEPXKAEHNE YKaszaHHbIM B UX COMPOBOANUTE Mb-
HOW JOKYMEHTaLUN XapaKTepUcTUKaM.

Mpun mucnonssosaHun TecT-MNLP-HaBopoB ANs camMOCTOATENLHOrO TECTUPOBAHUSI MO KAXAOMY M3 HUX
JomkHa 6bITb NpegocTasneHa nonHas nHpopmaLmnsa o coctaBe 1 METPONOrMYecKUX XapakTepuctukax [1].

4.5 lMpoBeaeHne ucnbiTaHWiA 1 uccnegoBaHnin ¢ nomouwbio TecT-NLUP-Habopa A0MKHO COOTBETCTBO-
BaTb TpeboBaHUAM MO OXpaHe OKpyXalowel cpelbl, YCTaHOBMEHHbIM COOTBETCTRYOWMM PeaepanbHbiM
3akoHoMm [2].

4.6 TpeboBaHWs HACTOALLEro CTaH4apTa pacnpoCTPaHSOTCS Ha opraHi3alm U NpeanpuaTUs Hesasu-
CUMO OT UX OpraHM3aLoHHO-NPaBoBON hOPMBbI.

4.7 CootBeTcTBME KavecTBY U BesonacHocTu MLIP-HaGopoB noATBepXaaeTcs UX NPOU3BOAUTENEM.

4.8 He ponyckaetcs ncnonssosaHue MNUP-Habopos, He cooTBeTCTBYHOWMX TPeBOBAHNAM HACTOALLErO
cTaHgaprta.

2
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5 Tpe6oBaHUs K OpraHM3auMu U NPoBeAeHNIO UCNbITaHUA U UCCneaoBaHWU

5.1 OpraHunsauuu, NcnonbayoLlmne B CBOeN AeATENbHOCTU UAEHTUNKaLUIO MAKPOMIOPLI, PacTeHUNn,
reHeTM4ecKkn MoanrLNpoBaHHbIX OpraHM3MOB ¢ Ucnonb3oBaHneM metoaa MUP, AomkHbl UMeTb Heobxoau-
Mble NpaBoycTaHaBNMBaoLWMe JOKYMEHTBI Ha AaHHbIA BUA AeATENbHOCTA B COOTBETCTBUN C 3aKkoHoaaTe b-
cTBoM Poccuiickoin degepaunn.

5.2 O6wue TpeboBaHMA Kk NpoBeAEeHNO UCMbITaHWUA pernameHTupytotea FTOCT P 16504,

5.3 HyknenHoBsas kucnoTa, sSKCTparnpoBaHHas U3 Kaxaon aHannanpyemMo npobel, AomkHa 6bITb Npoa-
HanuaMpoBaHa He MeHee YyeM B ABYX NOBTOpHOCTAX. KoHULeHTpauns aHann3mpyemMoin nocneaosaTenbHOCTH
HYKMEWHOBOW KACMOTEI AOMDKHA HAXOAMTbLCA BHYTPU AMHamuyeckoro gnanasoHa MUP-Habopa.

MpumedaHwne— [nsa onpegeneHusi Ka4eCTBa HyKNEUHOBOW KUCMOTbI (MO ANMHE U CTPYKTYPHOW LIENOCTHOCTH),
a TaKKe ee YNCTOThI U KonnuecTBa Assi o6ecneveHns 0GHapyXeHNs LeneBoro TakcoHa MoXeT ObiTb NpoBeAeH KOHTPOIb,
cneunduyecknin Ansi Lenesoro TakcoHa. OH MoXeT 6bITb Tem Gonee ob6ocHOBaH, KOra HyKNeMHOBaSs KUCMOoTa SKCTparnpo-
BaHa 13 KOMMO3WTHOIO UKW NoABEpPrHyBLUerocs rnybokon obpaboTke matepuana.

5.4 PesynbTaT UcnbiTaHWA cnegyeT onpeaensTb TOSbKO KAa4eCTBEHHO (B aHanManpyemon npobe Hyk-
nenHoBas K1coTa U3 LLeneBoro TakcoHa NpucyTCTByeT).

5.5 KavecTBeHHOe onpeaeneHue COCTONT:

- 13 amnnudmKaLmm ogHon nnm Gonbluero Yncna cneuudmnyeckmx Lenesbix nocneoBaTenbHOCTeN;

- obHapyxeHus 1 noaTBepxaeHus cneunduyHocTy npogykra(os) MNLUP.

6 TpeboBaHusa 6e3onacHocTU

6.1 TpeboBaHusa 6e3onacHOCTV NPU opraHnsaLmMm U NPoBeAeHUN UCNBITaHUA, nccnegoBaHWUi No naeH-
TUbUKaLm MUKpodriopkl € y4eToM TpeboBaHUA HacTosIWero cTaHaapTa AOMMKHbI COOTBETCTBOBATL caHUTap-
HO-3nmaemMuonoruyeckum Tpedosanusam [3], [4], [5].

6.2 He ponyckaeTcsi HaxoxaeHWe 1 Ucnonb3oBaHue B Nabopatopuu, ocylecTsnsiiolen naeHTnuduka-
Luto MUKpodriopkl, pacTeHni  reHeTu4eckn MoanduLMpoBaHHbIX OPraHN3MOB peareHToB, He COOTBETCTBY-
OLWMX KayecTBY 1M BesonacHocTu.

6.3 Ons obecneveHusa GesonacHOCTK ycnyr He AonyckaeTcs B flabopatopuax aKcnepumeHTanbHas
AesATeNbHOCTb U NPOBEAEHME B NOMELLEHUM NabopaTopun Hay4yHo-UCCneaoBaTenbckux pabor.

6.4 [esitenbHocTb Nabopatopum gorkHa bbiTb 6e3onacHon Ans notTpebutenei yenyr, ee COTPYAHUKOB
1 oKpyKatoLen cpeasbl.

6.5 B akcnnyaTauuoHHON AOKYMEHTaLMMU U TEXHUYecKUX yeroBusix Ha MLP-Habopbl AomkHBI BbITh yKa-
3aHbl BOSMOXHble BMAbI OMACHOCTU, a Takke TpeboBaHusl u cpeacTBa obecneyeHus 6e30NacHOCTU Mpu UX
NCNONb30BaHUN.

6.6 B uenax obecnevyeHusa buonoruyeckoinn 6e3onacHOCTU U AOCTOBEPHOCTU pe3ynbTaToB UAeHTUhKU-
Kauum okasaHue ycnyr, nposedeHne MOHUTOPUHIa OKpyXKatoLwen cpeabl, NpoayKuuMn u npegynpexaeHve 6uo-
yrpo3  OCYWeCTBAAITCA C  UCMONb3oBaHMeM  nepuogudeckoro  TectupoBauusa  LP-Habopos
TecT-MUP-Habopamun.

6.7 Mpu naeHTUUKaLUM MUKpodnopbl, pacTeHUn U reHeTU4ecKn MoauduLMpoBaHHBIX OPraHU3MOB C
ucnonb3oBaHneMm metoga NLP gomkeH ocyllecTBNATLCS MEHEPKMEHT 6uopucka.

6.8 TpeboBaHusa k 6e3onacHOCTA, opraH13aLnM U NpoBeAeHUIO UCTIBITAHWUA U UCCTIEAOBaHUA MO UAEH-
TUPUKAUUU TeHeTUYeckn MOoAUULMPOBAHHBIX OPraHM3MOB [OIPKHBI COOTBETCTBOBaTb TpeboBaHuaM
FOCT P 52174, TOCT P 52833, FOCT P 53244, [3], [4], [6], [7].

6.9 He ponyckaeTcs ucnonb3oBaHue HecepTUULMPOBaHHBIX HABOPOB U peareHTOB C UCTEKLLIUM CPo-
KOM FOAHOCTU, XPaHUBLUMXCA B YCMOBUSAX HapyLUEeHUs1 TeMnepaTypHOro pexuma.

7 Tpeb6oBaHus K naeHTUPUKaLMN MUKPOMIOpPbI, paCTeHUN U FreHeTUYECKN
MOoANMDNLMPOBaAHHbIX OPraHU3MOB C Ucnonb3oBaHuem metopa MNLUP
n NUP-HabopoB

7.1 UpnenTudukaumsa Mukpodnopbl, pacTeHuin U reHeTu4ecku MoaMULNMPOBaHHBLIX OPraHU3MOB NPo-
BoANTCA ¢ ucnonb3sosaHnem MLUP-HabopoB., npoweawmnx nposepky Ha TecT-TIL|P-Ha6opax.
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7.2 OpraHusauus, npegocTasnswoLwas yernyru no naeHTugukaumm MUKpodriopel, pacTeHWn n reHeTn-
Yeckn MoanULMPOBaHHBIX OPraHU3MoB, AoSKHa obecnedynTb 4OCTOBEPHOCTL Pe3ynbTaToB UCMbITaHUA Y
nccnegoBaHUn.

7.3 MepuoandHocTb 1 BbIbOpHOCTL TecTupoBaHus ML P-HabopoB NpoBoAUTCS B COOTBETCTBUM C
conpoBoanTenebHon gokymentaumein TecT-TLIP-Habopa Ha KOHKpeTHbI 06BeKT MuKpodriopbl, pacTeHue,
reHeTn4ecku MoandnLMPOBaHHbIA OpraHusm.

7.4 TecTtuposaHue MNLIP-HabopoB ux Nonb3oBaTeNs M1 OCYLLECTBNSETCH CaMOCTOSATENBHO.

7.5 B cnyvae otcytctBus TecT-TLUP-Habopa (He paspaboTaH, He yTBEPXAeH) TecTMpoBaHMe NpoBo-
OWUTCS NO CXEME CIIUYUTENbHBIX UCNbITAHWA, YTBEPXKAEHHBIX OpraHM3aLunei, ocyLlecTenaowen naeHTugu-
Kauuo, Unn B hopme MexnabopaTopHbIX UCMbITaHWA U B COOTBETCTBUM C CYLLIECTBYHOLLE HOPMaTUBHO-NPaBo-
BOU 6ason.

7.6 lMpasuna nposeAeHNss MOHUTOPUHTa, AOKYMEHTALMIO MO OKa3aHWIo YCyr no HacTosIweMy ctaHaap-
TY NpU OTCYTCTBUM POPM, YTBEPXKOAEHHBIX HOPMaTUBHO-NPABOBEIMA akTaMu, opraHvM3auus, okasbiBarowas
ycnyru u/unun ocyllecTBNsOWas MOHUTOPUHS, paspabaTtbiBaeT 1 yTBepXKAaeT CaMOCTOATENbHO, UCMOSb-
3ysl cTaHAapTbl MO MEHEeMKMEHTY KayecTBa, MeHeMKMeHTy Buopucka, Apyrue ctaHgapTel, MeTogudeckue
yKasaHus.

7.7 MNposedeHve naeHTUdMKaLMmM, UCNBbITaHWA U nccnegoBaHuin Ans obecneveHns 300poBbA Hacene-
HUA U MOHUTOPUHra 6e3 NpoBefeHUs KOHTPonsA kadvecTBa MLP-Habopos He aonyckaeTcs.

8 TpebGoBaHMA K KOMNMeKTauum n kayectsy komnoHeHtoB [LP-Ha6opoB
M K YCNOBUSIM AeTEeKLMN aMNnnPULMpPOBaHHbIX (pparMeHToB

8.1 MUP-Habopbl n TecT-MNMUP-Habopbl 4OMKHBI UMETH Creayo KOMMeKTaLuo:

- Habop peareHTOB AnA amnnudmkaumm cneundundeckoro(ux) dparmerHta(os) AHK;

- Habop KOHTPONbHLIX 06pa3LoB.

8.2 Habop peareHToB Ans amnnudmkaunm cneumdudeckoro(ux) dparmenta(os) AHK gomkeH cogep-
XaTb peaKkLMOHHYH CMeCb, COCTaB KOMMOHEHTOB kOTOpol obecneuvBaeT aMnaudukaLmio CTporo cneundu-
yeckoro coparmeHTa AHK 1nu otaensHele komnoHeHTol Ana MUP, B Tom yucne:

- Bydep ana MLUP, cocTas KOMMNOHEHTOB KOTOPOro A0MKeH obecneursaTe amnaMduKaLnio CTporo cne-
undbnyeckoro pparmerHta AHK;

- cMecb Ae3oKcuHykneosnatpudgocdatos (aHTD);

- ONUroHyKNeoTuaHble npaiMepsbl, KoTopble AoMKHbI 06nagaTte 100%-Hol cneunduIHOCTbIO K amnnn-
duumpyemomy cparmeHTy OHK;

- OHK-nonumepasy ¢ BbicokonpoueccuBHon 5’ — 3" AHK nonumMepasHon akTUBHOCTLIO, KOPPEKTUPYIO-
wein 3' — 5' 3K30HYKNea3HoON akTUBHOCTBIO U FOPSMUM CTapTOM, KOTopasi 40SPKHA NOo3BONATL aMnnudukaumio
mManbix konuyects AHK n cnoxHbix cmecen AHK.

8.3 Habop KOHTPOnbHbLIX 06Pa3LOB ACIKEH BKIOYATD:!

- NONOXUTENbHBLIN KOHTPOMBLHLIN 0bpasel, uMetowwmin 100 %-Hyo MAEHTUYHOCTL C TECTUPYEMbIM yyac-
TKOM reHoma uaeHTuduumMpyemoro obbekTa;

- oTpuuaTenbHbIN KOHTPONbHLIM 06paszeu, — [HK opraHuama, 6nM3kopoacTBEHHOrO uaeHTUdULMpye-
MoMy AaHHbIM MNLP-Ha6opowm;

- NonoXxutenbHbi koHTponb MNLUP — OHK opraHuama ¢ cekBeHUpoBaHHBIM FeHOMOM W cneumduyeckue
npaimepsbl K yyactky reHomHou [IHK aToro opraHusma;

- oTpuuaTenbHblid KoHTponb MLUP — cTepunbHyo AEMOHN3UPOBAaHHYO BOAY.

9 CamocTtositenbHoe TecTupoBaHme lNLP-Ha6opoB

9.1 CamocToaTenbHoe TeCTUpoBaHUe ocyLlecTBnsieTcs B hopme nabopaTopHbIX UccneaoBaHUA U AoM-
)KHO COOTBETCTBOBaTbL TPeBGOBaHWUAM HacTosILEero cTaHaapTa K 6e30nacHOCTU NpoBeaeHUa uccneaoBaHuii.

9.2 CamocTosTenbHoe TeCcTupoBaHUe nposoauTcs ¢ ucnonb3osaHnem TecT-TIL|P-Habopa cornacHo
cXeme TeCcTUpOBaHWsl, yKasaHHOW B conpoBoauTenbHOM AokyMmeHTauun TecT-TIL|P-Habopa.

4
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10 Tpe6oBaHusa k AokymeHTauum Ha MNMLP-Ha6opbl

10.1 K MUP-Habopam gomkHa GbITb NPUIoXKeHa CONPOBOANTENbHAsA AOKYMEHTALUA B COOTBETCTBUN C
TpebosaHnam MOCT 2.601. JokymeHTaLma AoKHA MOMHO M 0OHO3HAYHO ONUCKIBaTL HasHavYeHUe 1 TexXHU4ec-
Kne xapaktepucTuku MLP-Habopos 1 cooTBeTcTBOBaThL TPeBoBaHMSIM NyHKTa 10.2 HACTOALWEro cTaHaapTa.

10.2 Habop conpoBoanTenbHbIX 4OKYMEHTOB AOMKEH COAEPXaThb:

nacnopT MNUP-Habopa;
WHCTPYKLMIO MO NMPUMEHEHUIO.

10.2.1 B nacnopTe ykasblBatoT TexHUYeckne TpeboBaHNA U NMPUBOAAT crnedyioLlyto UHopMaLuio:

HaumeHoBaHue MNLP-Habopa;
komnnektauuio NUP-Habopa;
AaTy U3roTOBMEHMUS;

HasHa4eHwue;

XapaKTepUCTUKN;

cBegeHuns o6 nsrotoBuTene;
HOMep cepun, HoMep W AaTy Bbidadu nacnopTa;
rapaHTUn U3roToBUTENS;
rabapuTHble pasmepsl;
TpeboBaHWA k 6esonacHoCTy;
yyBcTBUTENbHOCTL MUP-Habopa;
crneunduyrocTs MNUP-Habopa;
CPOK ro4HOCTH;

cnoco6 yTununsaumu;

YCrOBUWS MPUMEHEHNSI 1 XpaHEHWS.

10.2.2 WUHcTpykumsa no npumeHeruio MLP-HaBopoBs AomkHa cogepxaTb creaytolime pasgensbl:

HasHadeHwue;
Mepbl NpeaocTopoXkHocTu npu paboTte ¢ MUP-Habopamu;

aHanmanpyemble 0GbEKTHI;

coctas NLP-Habopa;

YCrOBUA MPUMEHEHWs1, TPAHCMOPTUPOBaHUS U XpaHEHUS;

npoToKoN NpoBeAeHUa naeHTuduKauum ¢ ucnonbaosaHuemM MLP-HaGopa, BkNoYas KONUYECTBEHHbIE

1 KadecTBeHHble xapakTepuctuki OHK- unn PHK-maTtpuu, onucaHve peakumoHHbIX CMecell KOHTPOSIbHBIX U
akcnepumeHTanbHbix MLUP-06pa3sLoB, napaMeTpbl TEMNepaTypHbIX LUKIIOB amnnudukaummn, ycnosusl AeTek-
L aMmnanduLmMpoBaHHbIX pparMeHToB.

11 Tpeb6oBaHua k gokymeHTauum Ha TecT-lLP-Ha6op

11.1 K Tect-MUP-nabopam gomxkHa 6bITb NpUoxeHa conposoavTenbHasa AoKyMeHTauus B COOTBET-
cTBum ¢ TpebosaHuamu FOCT 2.601u1 nyHkTamm 11.1, 11.2 HacTosAwero ctangapTa. JokymeHTauusa AomKHa

nonHo

W OOHO3HA4YHO ONUCbIBaTb HasHayeHWe U TexHudeckue xapaktepuctukn TecT-MLP-Habopa. K

TecT-NUP-Habopy AonxeH npunaraTbCA MacnopT B COOTBETCTBMM € NyHkToM 11.2 u TpeboBaHWAMM
rOCT P 8.691.
11.2 Habop conpoBoanTeNbHBIX AOKYMEHTOB AO/DKEH coaepXaTb:

nacnopT;
WHCTPYKUUIO NO NPUMEHEHUIO.

11.2.1 B nacnopTte ykasblBaloT TeXHUYeckue TpeboBaHus U cneayoLyo nHdopMauuio:

HaumeHoBaHue TecTa-T1L|P-Habopa;
cBegeHuA 06 usrotoBuTene;

HOMEp NapTuu;

onucaHue;

CPOK roAHOCTH;

yCNoBUS XpaHeHUs U TPaHCNOPTUPOBaHUS;
TpeboBaHua HGesonacHOCTH;

KOMMAEKT NOCTaBKu;

chammunum 1 NoANMCU OTBETCTBEHHBIX JNLL;
HanMeHoBaHue TecTa-TILP-Habopa;

AaTy U3roTOBMEHUS;
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- cBegeHua 06 usrotosuTtene;

- TexHudeckue TpeboBaHUs;

- COCTaB;

- HasHayeHwue;

- pesynbTaThl NPoBepKU cneundriHocTU n YyscTeuTenbHocTu TecT-TLP-Ha6Gopa ¢ ucnonssosaHuem
mMeToaa konnyectseHHou MLP B peanbHOM BpeMeHW;

- cxemy ucnbitaHuin U TectuposaHua MNLP-Habopa;

- pokymeHTtaumio Ha CO;

- HasBaHWe aHanusupyemoro o6bekTa;

- HOMep cepuu, HOMEp U AaTy Bbigavu NacnopTa;

- rapaHTUv U3roToBUTENS;

- rabapuTHbIe pa3Mepbl;

- YCNOBUA NPUMEHEHUS.

11.2.2 UHcTpyKums no npumeHeHnto TecT-NMLP-Habopa aonxHa cogepxaTtb cneayowme pasgensl:

- HasHa4eHwue;

- obopyaosaHue Ana NPoBeAeHUA UCNbITaHWUIA,

- npaswuna otbopa npob;

- npobonoaroToBka;

- nogroToska obpasLos;

- XapakTepucTukn 06pasLoB Ans UCNbITaHWI;

- cxema npoBedeHUst UCMbITaHUi;

- Mepbl NpeaocTopoXHOCTM Npu pabote ¢ TecT-TILIP-Habopowm;

- aHanuManpyemblii O6BbeKT;

- cocTas;

- YCNOBWSI MPUMEHEHMNS U XPaHEHUS.

12 Tpe6GoBaHuMA K OXpaHe OKpyXalowwen cpeabl

Mpw okasaHuK ycnyr cneayeT cobnioaatsb TpeboBaHna, ycTaHOBNEHHbIe B [2].



(1]

(2]

(3]

(4]
(5]

6]

(7]

dPeaepanbHbii 3aKOH
Poccuiickonn depgepaumm
OT 26 nionst 2008 r.

Ne 102-03
PegepanbHbIi 3aKOH
Poccuiickon depgepauun
oT 10 saHBaps 2002 r.

Ne 7-03

MeToanueckne ykasaHusi.

MY 1.3.2569—09

Cl11.3.3118-13
CI11.3.2322-08

NCO 22119-2011

NCO 22118—2011
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Bu6nuorpadun

«O6 obecneveHnn eaUHCTBA U3MEPEHNIN»

«OB oxpaHe OkpyxatoLweln cpeabl»

OpraHusauus paboTbl nabopaTtopyi, MCNONb3YIOWKUX METOA LI aMNUMUKaLMU HyKNneu-
HOBbIX KUCNOT Npy paboTe ¢ MaTepuanom, cogepxalumm MUKpoopraHmamel I—IV rpynn
NnaTtoreHHoCTH

BesonacHocTb paboTsbl ¢ MukpoopraHnamamu | — Il rpynn natoreHHocTn (onacHocTH)

BeaonacHocTb paboTsl ¢ Mykpoopranmamamu lll—IV rpynn naToreHHOCTU (ONacHOCTH) U
BO3OyaMTensamMm napasmTapHbix 6onesHen

MukpoBronorusa NuLLEBLIX NPOAYKTOR M KOPMOB AN XXUBOTHLIX. MonMmepasHas uenHas
peakuus (MUP) B pexxnme peanbHOro BpeMeHu s onpeaeneHnsi naToreHHbIX MUKPoop-
raHM3moB B NUWEBbIX NpogykTax. O6wue TpebosaHus u onpegenenus {Microbiology of
food and animal feeding stuffs — Real-time polymerase chain reaction (PCR) for the
detection of food-borne pathogens — General requirements and definitions)

MyikpoBronorusi NULLEeBbLIX NPOAYKTOB M KOPMOB Ans XMBOTHbIX. NonnMepasHasn uenHas
peakuus (MNLP) ans o6HapyxeHust u KONMYECTBEHHONO y4eTa NAaTOreHHbIX MUKPOOpra-
HU3MOB B NMULLEBLIX NPoAyKTax. TexHudeckue xapakrepuctukm Microbiology of food and
animal feeding stuffs — Polymerase chain reaction (PCR) for the detection and
quantification of food-borne pathogens — Performance characteristics)
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