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Mpepgucnosune

1 PA3PABOTAH depepasibHbIM rOCyAapCTBEHHbIM YHUTAPHbIM NpeanpusTneM «POCCUNCKUIA Hay4HO-
TEXHWYECKUI LEeHTP WHgopMauunm no cTaHAapTu3auuu, MeTposorun 1 oueHke cooTBeTCcTBUSA» {PIYN
«CTAHOAPTVIH®OPM») coBmMecTHO ¢ O6LEeCTBOM C OrpaHUY4eHHOW OTBETCTBEHHOCTbI «ATreHTCTBO
He3aBUCUMbIX 3KCMEPTU3 B chepe TEXHNYECKOTo perynpoBaHns»

2 BHECEH TexHuyeckum komuTeToM Mo ctaHgaptusauun TK 079 «OueHKka COOTBETCTBUA»

3 YTBEPXAEH W BBEAEH B LI,EI7|CTBVIE Mpukazom dPepepasibHOTO areHTcTBa Mo TEXHUYECKOMY
perynvposaHuio 1 metposiornn ot 27 asrycta 2020 . Ne 564-cT

4 BBEJEH BMNEPBbIE

MpaBuna npuMeHeHUs HacTOALWEro cTaHgapTa yCTaHOB/EHbl B cTaTbe 26 defepasbHOro 3akoHa
oT 29 moHA 2015 r. No 162-®3 «O cTaHgapTwu3auun B Poccuiickoii ®epepauum». VHdopmauus ob
N3MEHEHNAX K HACT OsLLLeMY CTaHaap Ty Nyb6nkKye TCA B eXerogHoMm (No COCTOSHNI0 Ha 1aHBapsa TekyLero
rofa) UHOPMaLMOHHOM yKazaTene «HaunoHaslbHble CTaHAapThi», a ohuLMabHbIi TEKCT U3MEHEHWI
M NONpaBOK — B €XEMeCSYHOM MHCOPMALMOHHOM yKaszaTefle «HauuoHanbHble cTaHfapThbi». B cnyuvae
nepecMoTpa (3amMmeHbl) UM 0TMEHbl HACTOALWEro cTaHAapTa CooTBeTCTBYHLLEe yBeJoMIeHe byaeT
ony6NKOBaHO B GAMXKALLEM BbIMYCKE €XEMECSUYHOro MH(OPMALMOHHOIO ykasaTensa «HaunoHanbHble
cTaHgapTbi». CooTBeTCTByWLWas WHHOPMaLMs, yBeAOM/EHNEe W TeKCThbl pa3mMellalnTCcs Takke B
MHPOPMaLMOHHOI cucTemMe 06LLero Noib30BaHUs — Ha ohuumnanbHOM cai Te defepanbHOro areHTcTBa
Nno TEexXHWYEeCKOMY PeryiMpoBaHunio 1 MeTponorum B ceTun MHTepHeT (mvw.gost.ru)
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HacTosAwwmit ctaHaapT He MOXEeT GbITb MOMIHOCTLIO M/IM YAaCTUYHO BOCNPOM3BEAEH, TUPAXNPOBaH U pac-
MPOCTPaHEH B KAUYECTBE OPULMANLHOMO N3aaHus 6e3 paspelleHnst defepanbHOro areHTCTBa No TeXHNYEeCcKo-
My PerynupoBaHuio 1 MeTposiorm
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HAUVWOHANBbHbBIN CTAHOAPT POCCUWNCKOW OSGEALEPALUMN

OueHKa coOOTBETCTBUA

MPABUNA CEPTUOUKALNWN CbIBOPOTOK W BAKLINH
onAa BETEPUHAPHOIO NMPMEHEHNA

Conformity assessment. Rules of certification of vaccines and serums for veterinary use

fata eBegeHns — 2021—07—01

1 O6nacTtb NpUMeHeHUA

HacToswwii cTaHgapT ycTaHaBnuBaeT npasnaa nposeeHns 4o6poBOIbHON cepTudunkaLmm cbiIBOPOTOK
1 BakKUWH NS BETEPUHAPHOTO NPUMEHEHUs B cucTeMax A06pOBOMbHON cepTudmKaLlmm, co3aaHHbIX B COOT-
BeTCTBMU ¢ PefiepasibHbIM 3aKOHOM (1] 1 NpeAcTaB/eHHbIX Ha perncTpaunio degepasbHbiM OpraHom Ucnos-
HUTENBbHON BNAcTV MO TEXHUYECKOMY perysimpoBaHuio B COOTBETCTBMM C [2].

MonoXxeHns HacToAWEero craHjapTa pekoMeHAyeTcs MCMonb30BaTb OpraHam Mo cepTudunkaumm npu
nposegeHun paboT no 4o6POBOLHON cepTudmKaLn CbIBOPOTOK U BaKLUH 47151 BETEPUHAPHOTO NMPUMEHEHNS.

2 HopmaTuBHbIE CCbIJIKMK

B HacToALlemM cTaHAapTe UCMob30BaHbl HOPMATUBHbBIE CCbIJIKU Ha criegylolme ctaHaapTbl:

FOCT ISO/IEC 17000 OueHka cooTBeTcTBUA. CnoBapb ¥ 06LWMe NPUHLMNGI

FOCT P 52682 Cpepctsa /iekapCTBEHHbIE A1 BETEPUHAPHOro NPUMEHeHNs. TepMUHbI U onpeaeneHus

FOCT P MCO/M3K 17065 OueHka cooTBeTCTBMA. TpeboBaHMs K opraHam no ceptudmkaumm npoayk-
LK. NpoLLeccoB v ycnyr

NMpnmeyaHune — MNpyNoNbL30BaHNUN HACTOSLMUM CTAHAAPTOM Liesiecoo6pa3Ho NPOBEPUTDL AeliCTBUE CChITOYHbIX
CTaH4apToB B MH(DOPMALMOHHON cucTeme 06LLEero Nonb30BaHUA — Ha ogmunanbHOM caiite ®efiepanbHOro areHTCTBa no
TEXHUYECKOMY PerysimpoBaHunio 1 MeTPoaornn B cetu VIHTepHeT Unu no exerogHoMy MHopMaLoHHOMY ykasaTento «Ha-
LiMOHanbHbIe CTaH4apTbI», KOTOPbIK ONy6/IMKOBaH MO COCTOSIHUIO Ha 1 siHBapsi TEKYLLErO roAa, U No BbIMyCKam exeMecsy-
HOro MHhopMaLMOHHOTO yka3aTens «HaunoHanbHble CTaHAAPTbI» 3a TekyLnii rod. Ecnn 3amMeHeH cebiIouHbIii cTaHAapT,
Ha KOTOpbIii fjaHa HeJaTMpOBaHHasA CCbika, TO PEKOMEHAYETCS UCMOb30BaTh AEiCTBYIOLLY0 BEPCUIO 3TOrO CTaHAapTa
C Y4ETOM BCEX BHECEHHbIX B JaHHYl0 BEPCUI0 N3MeHEeHUI. ECM 3aMeHeH CCbINIOYHbINA cTaHAapT, Ha KOTOpbI AaHa fatu-
poBaHHas ccbl/ika, TO PEKOMEHAYETCSA UCN0/b30BaTh BEPCUIO 3TOF0 CTaHAapTa C yKasaHHbIM Bbllle F0f0M YTBEPXAEHUS
(NpuHsaTMS). ECnn nocne yTBepXAeHWs HacTOALLero cTaHAapTa B CCbI/IOYHbIN CTAHAAPT, Ha KOTOPbI faHa AaTupoBaHHas
CCbl/IKa, BHECEHO U3MEHEHME, 3aTparuBaloLLee NnosoXeHne, Ha KOTOPOE faHa CChinka, TO 3TO MOIOKEHNE PEKOMEHAYETCS
NPUMEHATL 6e3 yueTa faHHOro usMeHeHusi. Ecin ccbloyHblil cTaHAapT oTMeHeH 6e3 3amMeHbl, TO NO0XeHNe, B KOTOPOM
[laHa CCblka Ha Hero, peKOMeHAyeTCsl NPUMEHSATL B YACTU, He 3aTparvBatlLeil 3Ty CCbInky.

3 TepMuUHbI U onpefenieHuns

B HacToswem cTtaHgapTe npumMeHeHbl TepMuHbl o [1], [3], FOCT ISO/IEC 17000. FOCT P 52682.

4 O6bwume NONoXeHUs

4.1 HacTosiwuii ctaHaapT paspaboTaH B LENsX YCTaHOBEHUS NPaBus 1 NpoLeayp NpoBefeHns 4o6po-
BOJIbHOM CepTU(UKaLMM CbIBOPOTOK N BaKUWH 4151 BETEPUHAPHOTO NPUMEHEHUs, a Takke obecneyeHns 06b-
€KTMBHOCTU M AOCTOBEPHOCTN Pe3yNbTaToB cepTUdmKaLmm.

N3paHue oduymansHoe
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4.2 TMpu npoBeAeHnn paboT No f06pPOBO/LHO CepTUgMKaLMn CbIBOPOTOK U BaKUWH 4715 BETEepUHApPHO-
ro NPYMEHEHNS opraHaMn no cepTucmKaLny AOMKHbI CO6N0AATLCA CeayrL e 0CHOBHbIE NPUHLNNGI

- KOMNETEHTHOCTb;

- HE3aBNCUMOCTb:

- BOGPOBONBLHOCTb;

- 6ecnpucTpacTHOCTb:

- OTKPbITOCTb M AOCTYMHOCTb NpaBu cepTudukaLuu;

- 6e34MCKPYMMHALMOHHBIN AOCTYN K NpoLeccy cepTudukauum;

- 06 bEKTUBHOCTb!

- KOH(pMAEHLMANBHOCTL U 3aluMUTa MHTEPECOB 3asBUTENS.

4.3 Tpu npoBeAeHnn paboT No f06POBOMLHON cepTUdMKALMM CbIBOPOTOK M BaKUUH AN BETEPUHAPHO-
ro NPYMEHEHMS UCNOJ/b3YIT (DOPMbI AOKYMEHTOB, YCTAHOBJ/IEHHbIE B CCTEME J06pPOBOMbHON cepTudnkaunm.

4.4 Onnaty paboT no 4o6poBObHON cepTUdmnKaLmn CbiIBOPOTOK U BaKUWH 4715 BETEPUHAPHOTO npuMme-
HEeHUWsI. a TakKe MHCMEKLUOHHOMY KOHTPO/IIO 3a CepTUMLMpoBaHHbIMIY 06 beKTamMK OCyLLEeCTBNAET 3aABUTE b
Ha 0CHOBE [J0r0BOPOB.

4.5 OpraH no cepTudnKaL M HeceT OTBETCTBEHHOCTb 3a ob6ecneyeHne KOHPUAEHLMaNbLHOCTN MHop-
mMauuu. Nosly4yeHHOW B npouecce NpoBeAeHns paboT no cepTudmKaL My CbiIBOPOTOK U BaKLVH 415 BeTepuHap-
HOro NPUMEHEHNSA, BKHOYasA KOH(PUAEHLNANBHOCTb MEPCOHasbHbIX JaHHbIX B COOTBETCTBUM C TPE6OBaHUSAMMN
JelicTByloLero 3akoHogartensctea Poccuiickoin ®egepaunn [4].

5 TlpoBegeHne ceptTudumkayum cCbiBOPOTOK U BaKLMH

5.1 CepTudhmKaLmio CbIBOPOTOK U BakUUH A1 BETEPUHAPHOIO NPUMEHEHUSI NPOBOAAT Ha A06POBO/Ib-
HON OCHOBE MO MHULMATUBE 3asiBUTENel Ha COOTBETCTBME TPebOBaHMAM [OKYMEHTOB MO cTaHAapTusaumu,
HOPMAaTMBHbIX, TEXHUYECKUX U APYTNX OKYMEHTOB, COAepXallnx TpeboBaHus K X ka4yecTBy N 6€30MacHOCTH,
MeTO/bl UX OLLEeHKWN, MPOBEPKN N KOHTPO/IA, a Takke TpeboBaHNAM, YyCTaHOB/IEHHbIM B CUCTEMe J06POBOIbHOM
cepTudmkKaLmn.

5.2 CepTudhmKaLumio CbiIBOPOTOK M BaKLMH [/19 BETEPUHAPHOIO NPYMEHeHNs1 NPOBOAAT OpraHbl N0 cepTu-
dmkaumn. akkpeguToBaHHble B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoin defepaunmn 06 akkpegnta-
LMM B HALMOHANIbHOW crcTeMe akkpeauTauuy AN BbINOMIHEHUS paboT no cepTudmkaLlmum, cooTBETCTBYOLME
TpeboBaHuam FTOCT P MCO/M3K 17065 no cxemam cepTuchmkaumnm, yCTaHOB/IEHHBIM B KOHKPETHOI cucteme
[06p0oBO/bHOI cepTudmkaLmm.

Lna cepTudukaumm cbiBOPOTOK M BaKUMH AN BETEPUHAPHOTO NPUMEHEHWS, BblNyCcKaeMbIX CepuiiHo,
NPUMEHSIOT CXeMbl cepTUdmKaLmmn, cogepxaline npoBefeHne UcnbITaHii 06pasLoB NPOAYKLMN B akkpean-
TOBaHHbIX UCMbITaTeNbHbIX NabopaTopusix, aHann3 COCTOAHWUA NPOU3BOACTBA WK CepTUdMKaLMIO CUCTEMDI
MeHe[)XMeHTa KayecTBa U MHCMEKLMOHHBIA KOHTPO/Ib 3a CepTUULMPOBAHHON NpoayKuneli ¢ NnpoBefeHnem
ucnbiTaHUii 06pasL,oB NPOAYKLMN /UKW aHAIM30M COCTOSIHUSA MPOU3BOACTBA, W/MN KOHTPO/IEM 3a CUCTEMO
MeHeXMeHTa kayecTBa.

[nsa cepTudmkaumm naptuii CbIBOPOTOK W BaKLVH 4719 BETEPUHAPHOTO NPYMEHEHUs, B TOM YMC/1e OMbIT-
HbIX. MPUMEHSAIOT CXeMbl cepTUdMKaLm, cofepxalime npoBefeHne UCNbITaHWii 06pa3LoB NPOAYKLUN B ak-
KpeaMTOBaHHbIX UCMbITaTENbHbIX NabopaTopusix.

5.3 3afBKy Ha cepTMMKaLMIO CbIBOPOTOK U BakLMH A1 BETEPUHAPHOIO NMPYMEHeHNs B OpraH no cep-
TMdmkauny HanpassieT 3asaBuTesb No dOpMe, YCTAHOB/IEHHON B cMcTeMe J06POBO/bHON cepTudmnkaumm.

K 3asBKe npunaraloT HOPMATMBHBIA AOKYMEHT Ha NPOAYKLMIO, UHCTPYKLUMIO NO NPUMEHEHUIO U MaKeTbl
9TUKETOK, a TaKkkKe JOKYMEHT, yA0CTOBEPSAIOLLMIA rOCyAapCTBEHHYIO perucTpaunto obbekTa cepTudmkauuuy, Bbl-
[aHHbIV B yCTAHOB/IEHHOM MOPSAJKE.

B HOpMaTMBHOM [JOKYMEHTE Ha NPOAYKLMI0 AO/MKHbI ObiTb N3/10)EHbI OCHOBHbIE XapakTepuCcTUKM Npo-
OyKUMW v apyrue cneunanbHble Tpe6oBaHNA K Hell.

5.4 Tlo pe3ynbTaTam pacCMOTPEHUS 3a8BKN 1 NpuiaraembliX fOKYMEHTOB OpraH no ceptudmkauum npu-
HUMaeT peLleHne 0 BO3MOXHOCTY (HEBO3MOXHOCTW) cepTudmMKaLMm 1 YCIOBUAX ee NPOBeAeHMS.

OdhopmneHHoe opraHom no cepTudhmkaumn PelueHne no 3asBke, kak NOMNOXUTENbHOE, Tak U oTpuua-
Te/lbHOe. Hanpas AT 3asaBUTE/NI0 B CPOK, YCTAHOB/IEHHbIi KOHKPETHOW cMcTeMoi A06pOoBO/bHOW cepTudm-
Kaumu.

5.5 OT60p 06pa3L0B A/18 UCNbITAHWIA OCYLLECTBASOT PabOTHMKM opraHa no cepTudpmkalmm nam no no-
py4YeHuto opraHa no ceptudpmkaLunm, akkpeanToBaHHble UCbiTaTelbHas 1abopaTtopus Wan opraH UHCMEeKLun.
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O6pasubl 0T6MpatoT ANA NPOBEAEHUS UAEHTUMKALMM U UCMbITAHWUI, a Takke, Npu Heo6Xo4MMOCTH,
ONA XpaHeHWa WX B KayecTBe KOHTPO/IbHbIX 06pa3LoB Ha cnyyali BO3HUKHOBEHUSI CMOPHBLIX BOMPOCOB, Tpe-
OYIOLLMX NOBTOPHbIX UCAbITAHWUI U naeHTUdMKauun. CpoK XpaHeHUss KOHTPOJIbHbIX 06pasLoB, Kak npaswno,
[OMKEH COOTBETCTBOBATbL CPOKY FOAHOCTM CbIBOPOTOK W BaKUMH A5 BETEPUHAPHOTO NPUMEHEHMUS.

OT60p 06pasLoB NPOBOAAT B COOTBETCTBUM C HOPMATVBHLIMU AOKYMEHTaMV Ha KOHKPETHYIO NMPOAYKLMIO.

PesynbTatbl 0T60pa 06pa3LoB 0hOpPMIAIT akTOM. AKT 0T6opa 06pasL0oB NoANMNCLIBAIOT NpescTaBuTenu
opraHusauuv, NpoBoAsLLelt oT6op, 1 3aaBuTens.

5.6 VaeHTMdmKaLumio CbiIBOPOTOK M BaKUWH ANS BETEPUHAPHOTO MPUMEHEHWS NpPoBOAAT MO Npu3Ha-
Kam. napameTpam, nokasarensam u Tpeb6oBaHMsAM, KOTOpble B COBOKYMHOCTU AOCTaTOYHbI A5 NOATBEPXAe-
HMSA COOTBETCTBUA KOHKPETHON NpoAyKumu obpasuy wu/unm ee onucaduio. Mpy naeHTUUKaLMN NPOBEPSIIOT
npaBubHOCTb OTHECEHUSI NPOAYKLUM K onpegeneHHoMyY knaccy, rpynne, NpoCTaHOBKU KOAOB AeViCTBYIOLLMX
06LL,epoCCUNCKMX KnaccuunukaTtopos 1 BOSMOXHOCTb VMCMO/b30BaHUS A5 cepTudmKaummn npesycMoTpeHHbIX
HOPMAaTUBHbIX [JOKYMEHTOB.

5.7 VicnbiTaHna o6pasLoB CbIBOPOTOK M BaKUVH 415 BETEPUHAPHOIO NPYMEHEHWSA NMPOBOAAT B akkpe-
ONTOBaHHbIX UCNbITaTebHbIX NabopaTopusax No MetTodam, YCTaHOB/IEHHbIM B HOPMAaTVBHbIX JJOKYMEHTax Ha
KOHKPETHYI0 NpoAyKuuio. Pe3ynbTaTbl UCNbITaHW 0thopMASIOT NPOTOKOSIOM UCNbITAHWIA.

Mopsagok cnucaHus uan Bo3BpaTa 06pasLoB ycTaHaB/IMBAOT COBMECTHO 3asBUTE/b U OpraH no ceptu-
hukaymm.

5.8 AHanu3 COCTOSIHUS MPOW3BOLACTBA MPOBOAUT OpraH Mo ceptudhmkaumm ¢ npuBneYeHMeM npu He-
06X04MMOCTH CNeLnanncToB, UMeLMX KOMNEeTEHLMIO B TEXHONOMMI NPOM3BOACTBA KOHKPETHOW MPoAyKLUN.

O6bekTaMun NPOBEPKN NpY NMPOBEAEHNN aHann3a COCTOSIHUA NPOU3BOACTBA SAB/AIOTCS:

- TEXHUYeckas [OKYMeHTauMa Ha NpoayKuumio:

- KOMMETEeHTHOCTb NepcoHana, BbIMOMHAKLEro paboTy, BAMAIOLWYIO HAa COOTBETCTBME BblMyCcKaeMoii
NPOAYKUMM 3asB/EHHbIM TpeboBaHUAM;

- MH(ppacTpyKTypa Npoun3BoACTBa [COBOKYNMHOCTb O6BEKTOB, HAXOAALWMNXCA HA TEPPUTOPUN U3rOTOBUTE-
NA 1N HeobXxoAMbIX ANS OpraHv3aluy NpousBoAcTBa (MPOM3BOACTBEHHbIE MOMELLLEHNS, TPAHCNOPT U T. N.)];

- obopyfAoBaHune (cpefcTBa TEXHONOTMYECKOTO OCHALLEHUS), a Takke ero TexHuyeckoe obcnyxmusaHue
N PEMOHT;

- ynpaBfieHe KOHTPOJIbHbIM, U3MepPUTE/bHbIM W UCMbITaTeNbHbIM 060pYyOBaHNEM;

- cpefcTBa M3MepeHwli, Heobxoaumble AnA obecneyvyeHnss COOTBETCTBMA NPOAYKUWM 3asBMEHHbIM
TpeboBaHUsM;

- BXOAHOIi KOHTPO/Ib 3aKyn/IeHHOW NpoAyKUuW, BAUSIOLWEl Ha nokasaTenu 6e3onacHoCTy ceptudmnumpy-
eMOoW NpoayKuumn (Cbipbsi, MaTepPMaioB, KOMMIEKTYIOWMNX U3LENUNIA);

- TEXHO/IOrMYeckne npoLeccbl NPOM3BOACTBA CbIBOPOTOK U BaKUWH ANA BETEPUHAPHOTO NPUMEHEHNS;

- MPUEMOYHbIN KOHTPO/b U Mepuoanyeckne UCnbiTaHWA roTOBOW NPOAYKUMK, CBA3AHHbIE C KOHTPOMEM
XapakTepuCTyK, K KOTOPbIM yCTaHOB/IeHbl TpeboBaHus.

- MapKvpoBKa roTOBOM NPOAYKLMM, YC/IOBUS €€ XPaHeHUs!, yNakoBK/ 1 KoHcepBaumy (Npy Heo6XxoaumMocTw);

- B3aMmogeicTBre ¢ notTpebuTenem (B TOM YucC/e pacCcMOTpeHve Xxanob n peknamauunii No NpoayKumum
[aHHOro 13roToBuTens);

- naeHTudmkayma NpoayKUUM N ee NPoCIeXmnBaeMocTb;

- KOppeKTupyoLwue 1 npeaynpexjaLlye MeponpusaTus.

Mo pesynbTatam aHann3a COCTOSHAA NPON3BOACTBA COCTABAIOT akT.

5.9 OpraH no cepTudhmkaLmm aHannsnpyeTt pesybTaTbl NPOBeAEHHbIX paboT MO OLEeHKe COOTBETCTBUSA
CbIBOPOTOK ¥ BaKUWH AN BETEPUHAPHOTO NPUMEHEHNA B COOTBETCTBUM C MPYMEHEHHOW cXeMoii cepTudmka-
LM1 1 NpUHUMaET pelleHne o Bblgade (0Tkase B Bblgaye) ceptudunkara COoTBETCTBUSA.

5.10 Mpu nonoxuTenbHbIX pesynbTaTax aHanunsa no 5.9 opraH no ceptudmkauum ogopmiseT ceptu-
dvkaT COOTBETCTBUA, MPUIOXKEHNE K cepTUdmMKaTy COOTBETCTBUS (NpU HEOBXOAMMOCTM) U paspelleHne Ha
NPUMeEHEHNe 3Haka COOTBETCTBMSA MO hopmMaM, YCTaHOB/IEHHbIM B KOHKPETHOW cucteme AO6GPOBONLHON cep-
TUUKaLMK. a Takke OCYLLEeCTBMSET UX perucTpauutio B peectpe cucTemMbl A06GPOBO/LHOW cepTudukaummn un
Bblfayy 3asBuUTeNIO.

B cepTudmkate coOTBETCTBUA YKa3blBAOT [JOKYMEHTbI, NOC/Y)XUBLLUME OCHOBaHWEM ANS Bblgayun ceptu-
oukaTa CoOTBETCTBUS.

Mpu cepTndmkaumMm NapTuii CbIBOPOTOK U BaKLMH AN BETEPVHAPHOTO NPUMEHEHUS, B TOM YMC/e ONbIT-
HbIX. B cCepTUdKaTe COOTBETCTBUA YKa3biBAOT YETKYI0 XapakTepuCcTVKy NapTum, Ha KOTOPYIO BblAaH cepTugu-
KaT COOTBETCTBUSA (pasmep napTuu, nokasarenu ee naeHTudukaunm, Homep, gata BblpaboTkun, CPOK rOAHOCTH
UT 4.
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Cpok feiicTBusA cepTudmkaTa COOTBETCTBUS 1 paspelleHnst Ha NPUMEHeHMe 3Haka COOTBETCTBUSA ycTa-
HaB/MBaET OpraH no cepTUUKaLMM C YUETOM Pe3yNbTaToB OLEHKN COOTBETCTBUS, CTabUIbHOCTU NMPOU3BOA-
CTBa CbIBOPOTOK W BaKLVH [/ BETEPUHAPHOTO NMPUMEHEHWS!, CPOKOB eiiCTBUSI HOPMATUBHbLIX Y TEXHNYECKUX
[LOKYMEHTOB Ha NPOAYKLUI0, HO He 60/1ee YeM Ha Tpu roga. MUHUMasbHbBIN CPOK AelicTBUA cepTuchmkata cooT-
BETCTBUSI MOXET YCTaHABNMBATLCSA NpaBuiamMmu yHKLMOHMPOBAHUS CUCTEMbI JOGPOBOJILHON cepTUdMKaLu.

3asBuUTesNb, NOMYUMBLUMIA CEpPTUUKAT COOTBETCTBYUS, UMEET NPaBO MapkMpoBaTb CBOK NPOAYKLMIO, [0-
KyMeHTaLMI0. 3ak/toyaemble [OroBOPbI, NOTPEBUTENLCKME YNAKOBKMA U T. M. 3HAKOM COOTBETCTBUSI CUCTEMbI
[06poBONLHON cepTudukaLmn, a Takke UCMO/b30BaTb 3HAK COOTBETCTBUSA B LE/SAX peknambl, B MHhopmaLm-
OHHbIX MaTepuanax, BbiBECKax, CTEHAAX U Ha caliTax.

6 WHCNeKuWOHHbIi KOHTPO/Ib 3a CEPTUULNPOBAHHBIMY CbIBOPOTKAMMU
M BakUuMHaAMM

6.1 WNHCMEeKUMOHHbIA KOHTPONb 3a CepTUMuMpoBaHHbIMY CbIBOPOTKAMU W BakuMHaMu Ans BeTepu-
HapHOro NPMMEHEHUSI MPOBOAMT OpraH No cepTudmkaL iy, BblAaBLINA cepTUdMKAT COOTBETCTBUS, B TeUeHue
BCEro Cpoka feiicTBua cepTudmkaTa COOTBETCTBUA B (DOPME CMCTeMaTU4Yeckoro aHanvsa uHdopmauuu o
cepTdULMPOBAHHON NPOAYKLUUM N UHCMEKLMOHHbIX MPOBEPOK Ha MecTe. MNepuoanyHOCTb MHCMEKLMOHHOIO
KOHTPONSA ycTaHaB/MBaET opraH no ceptudukauum npyu NpoBefeHnn ceptudmkaymm B KaxaoM KOHKPETHOM
cnyvae.

6.2 VIHCMEKUMOHHBIA KOHTPO/b BK/IHOYAET:

- 0oT60p 06pa3sLLoB NMPOAYKLMN N UX UCTbITAHUS;

- OLeHKy Npov3BoAcTBa B )OpMe aHasim3a COCTOAHUSA NPOM3BOACTBA B COOTBETCTBUM C 5.8 nnn KOHTPO-
N5 3a CMUCTEMON MeHe)KMeHTa kayecTsa.

6.3 Tpy MHCMEKLMOHHOM KOHTPO/Ie UCMbITaHWA 06pasLoB NPoAyKLUMW, NpeAyCMOTPEHHbIe CXeMoli cep-
TUbukaumMmn. NPoBOAAT, Kak Npaswnio, B MOSHOM o6beme. O6BEM UCNbITAHWA MOXET ObITb COKpaLleH No pe-
3ynbTatam KOHTPO/S CUCTEMbl MEHEMKMEHTa KayecTBa.

McnbiTaHna 06pasLos NpPoayKUuM NpoBOAAT B aKKpeAUTOBAaHHbIX UCNbITaTeNbHbIX nabopaTtopusx.

6.4 Mo pesynbTataM MHCMEKLMOHHOIO KOHTPOA OPraHoM no cepTudnkaummn cocTaBnsaeTcs akT, B KOTO-
poOM JaloT OLeHKM MO BCEM MpoBepsieMbiM hakTopaM M Mo COOTBETCTBMIO MPOAYKLMM TpeboBaHWAM Hopma-
TUBHbIX JOKYMEHTOB B Lie/IOM: Npu Heo6Xo04MMOCTM NPUBOAAT PEKOMEeHAALMN O XxapakTepe v cpokax npose-
[eHNA KOpPeKTUPYIOLMX MeponpusaTuii. Ha ocHoBaHMW akTa opraH no cepTudukaumm NpuHMMaeT peLleHne o
NoATBEPXAEHUN AENCTBMA cepTudmkaTa COOTBETCTBMSA MO0 O NPUOCTAHOBNEHUN UM OTMEHE €ro AeliCcTBuS.

6.5 PelueHne o NpMoCTaHOBNEHNW feNCTBUSA cepTudhmkaTta COOTBETCTBUSA U pa3pelleHust Ha npumeHe-
HVe 3HaKa COOTBETCTBMA CUCTEMbl JO0OPOBOLHON cepTudmKaLun NPYHUMAIOT B Clyyae, ecnvm nyTeM Koppek-
TUPYIOLLMX MEPONPUSATUIA, COT1acOBaHHbIX C OPraHoM Mo cepTudmkalmm, 3aasuTelb MOXeT YCTpaHUTb o6Ha-
PY>XEHHble NPUYKHLI HECOOTBETCTBUA N NOATBEPANTL COOTBETCTBME CbIBOPOTOK U BaKLMH A1 BETEPUHAPHOIO
npUMeHeHns TpeboBaHNAM HOPMATUBHBIX JOKYMEHTOB.

6.6 PelleHne 06 oTMeHe AelicTBUS cepTudmkata COOTBETCTBUSA U paspelleHns Ha NpMMEeHeHne 3Haka
COOTBETCTBUA CUCTEMbI 0OPOBOLHON cepTUhMKaL MU NPUHUMAIOT B CNELYHOLWNX cyyasx:

- €C/IM HECOOTBETCTBUS HEBO3MOXHO YCTPaHUTb B YCTAHOB/IEHHbIE CPOKK;

- KOPPEKTUPYOLLMe MEPONPUATUSA He BbIMOSIHEHbI UM HE Aanu pe3yfbTaTta B YCTaHOB/IEHHbIN peLueHu-
€M O NPUOCTAaHOBNEHUN AENCTBUA cepTudKaTa COOTBETCTBUSA CPOK;

- B CNlyyae oTkasa OT onnatbl paboT No NPOBEeAEHNI0 MHCMEKLNOHHOTO KOHTPOIA.

6.7 WHcopmaumio 0 npuocTaHOBNAEHUN UM OTMEHE AeNCTBUA cepTudmkaTa COOTBETCTBUSA U paspeLue-
HUS Ha NpPYMEeHeHne 3Haka COOTBETCTBMS CUMCTEMbl [LO6GPOBO/MbLHOM cepTUdMKaLMm opraH no ceptudukasmmn
[0BOAMT [0 CBEleHNA 3asABUTENA N BCEeX 3alHTepecoBaHHbIX OpraHn3aunii He No3gHee CeMn fHel ¢ MOMeHTa
NPUHATUSA PeLUEeHUs], a Takke BHOCUT B PeecTp cucTeMbl 4OOPOBO/BbHON cepTuhmKaLmm.
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