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Mpeancnoeue

1 PASPABOTAH OTKpbITBIM akUKMOHEPHLIM 06LecTBOM «Bcepoccuiickuii Hay4YHo-UcCcneqoBaTeNbLCKUA
WHCTUTYT cepTudmkauum» (OAO «BHNC»)

2 BHECEH TexHuueckuMm koMuTeToM no ctadHgaptmaaunn TK 079 «OueHka cooTBETCTBUAY

3 YTBEPX/OEH W BBEAEH B AEWCTBWE Mpukasom PegepanbHOro areHTcTsa no TEXHNUYecKoMy pe-
rynupoBaHui U metponorum ot 19 ceHtadbpsa 2016 r. Ne 1159-ct

4 BBE[JEH BINEPBbLIE

lMpasuna npumeHeHUss Hacmosiwezo cmaHdapma ycmaHosrneHbl 8 cmambee 26 ®edepanbHo20 3aKOHa
«O cmaHdapmusayuu e Pocculckol @edepayuus. MHgopmayus 06 UsMeHeHUsIX K HacmosaweMy cmaHdap-
my nybnukyemcs 8 exe2o0HOM (M0 cocmosiHUO Ha 1 sHeapsi mekyuwezo 20da) UHEOPMAaUUOHHOM yKa3a-
mene «HayuoHanbHbie cmaHdapmbl», a ohuyuanbHbIl MeKCm U3MeHeHUl U Mornpasok — 6 eXeMeCcsiyHoM
ykazamene «HayuoHnanbHbie cmaHOapmel». B cnyyae nepecmompa (3ameHb!) Unu OmmMeHbl Hacmoawezo
cmaHOapma coomeemcmasyouwiee yeedomnaeHue bydem onybnukosaHo 6 briuwxaluwiem 8binycKe exemecsy-
HO20 UHopMaLUUOHHO20 yka3amers «HauuoHanbHbie cmaHdapmsi». Coomeemcemayrowiast UHopMayus,
yeedoMeHue U meKkcmbl pasMeLuarmesi makxe 8 UHhopMayuoHHOU cucmeme obLe20 MofMb308aHUs —
Ha ochuyuansHom calime ®edepanbHO20 azeHmemea N0 MEeXHUYECKOMY pezynuposaHuto U Memponoauu 8
cemu MumepHem (www.gost.ru)

© CraHpapTuHdopm, 2016

HacToawwmin ctaHoapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXKMPOBaH U pac-
NMPOCTpPpaHEH B Ka4eCTBe OCbMLI,MaJ'IbHOFO n3gaHus 6es pa3peleHuns CDe,qepaanoro dreHTcTBa no TexHn4ecko-
MYy perynmpoBaHvMi U METPOJIOTUN
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BeegeHue

Llenbto HacTosLero cTaHaapTa ABnseTcs ycTaHoBNeHWe obLyero nopsigka v npasun NpoeeneHns oueH-
ki (MoOoTBepXOeHUs) COOTBETCTBUA 0B0pyL0BaHUS, NpMMeHsieMoro B cchepe BuoTexHonorum, TpeboBaHmnsam,
obecne4ynBaoLLMM BEINOMNHEHWE 33434 CO34aHWUSA OPraHU3MOB C 3aJaHHbIMWU CBOMCTBAMU B MPOMbILLNEHHBIX
obbemax.

B cepe BuoTexHonormm npMMeHsaT Myukpobuonorndeckne, Guoxmmmyeckue, buodusndeckme MeTo-
Obl, ANs peanusaumy KoTopbiX UCNonb3ytoT 6azoBoe (ocHOBHOE) o6opygoBaHWe, BbiNyckaemMoe B HacTosLee
BpPEMSI MHOTOYMCTEHHBIMKU 3apyBeHbIMU 1 OTEYECTBEHHBIMA KOMMNaHUSMU-NPOU3BOAWUTENSIMIA ANs pasnuy-
HbIX obnacTei buonorun. 310 0bopyaoBaHUe NpencTaBnaeT coboil nabopaTopHOe UMK NONYNPOMbILLNEHHOE
obopynoBaHue.

K Takomy o6opynoBaHuio oTHocMTes obopyaoBaHve, NpeaHasHavyeHHoe ANA KyNbTUBUPOBaHWS KynbTyp
MWKPOOPraHW3MOoB (KynbTyp KNeToK), Ans pasfeneHus KNeTok Unu npoaykToe BuocuHTesa, aons onpegeneHus
CBOWCTB MOMY4Y€HHbIX OPraHW3MOB MW NPOAYKTOB, ANA MaHWMYNSLMA (NONYyYeHUs) KyNbTYP WM BELLEecTB C
3a4aHHbBIMK CBOMCTBAMM, @ Takke AnsA obecneyeHns cTepUnbHbIX YCIOBUA U T. M.
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HAUMWOHANBbHBIA CTAHOAPT POCCUMNCKOMNW OEOEPALUM

OueHKa cooTBeTCTBMA

OBLWMUE NMPABUINA OUEHKW (MOOTBEPXOEHWA) COOTBETCTBUA OBOPYOOBAHUA,
NMPUMEHAEMOIO B C®OEPE BUOTEXHONOIMA

Conformity assessment.
General assessment (confirmation) equipment used in biotechnology

Oarta BeegeHna — 2017—07—01

1 O6nacTtb NnpUMeHeHUs

HacTosiluuin cTangapT ycTaHaenueaeT obLUMiA NMopsAoK U NpaBuna NpoBedeHusl oUeHKA (MoaTBepKae-
HWA) COOTBETCTBUS 060pyaoBaHNA, NpUMeHsaeMoro B cchepe GMOTEXHONMOTMN.

HacToswwwmi ctangapT pacnpocTpaHseTca Ha paboTbl, NpoBOAUMbIE YHaCTHUKaMM OLEeHKU (MoaTBepKae-
HWSA) COOTBETCTBUA Npu 0BA3aTeNbLHON cepTUudrKaLMm U JeknaprvpoBaHM COOTBETCTBMS, a Takke npv Aobpo-
BOMbHOW cepTudmrkaumm obopyaoBaHus, NprMeHseMoro B cipepe GMOTEXHOMOMK.

CTtangapT npegHasHadeH Ans sassuTenei (M3roToBUTENE, MU, BEINONHAKWUX (OYHKLMW MHOCTPaHHO-
ro M3roToBUTENs, NPOAABLIOB), OPraHoOB No cepTUUKALMK, UCNbITATENbHBLIX NabopaTopuil (LEHTPOB) U MHbIX
3aUHTEepecoBaHHbIX NAL,.

2 HopmaTtuBHbIEe CChINKK

B HacTofAwem cTaHgapTe MCNONb30BaHbl HOPMATMBHLIE CChIMKW HA cnefyrLlve cTaH4apThbl:

FOCT 31814—2012 OueHka cooTtBetcTBUA. O0OLWMe npaBuna oTbopa obpasLoB AnNA UCMNbITAHWUA NMpo-
OyKUWW NpU NOATBEPXKAEHWM COOTBETCTBMS

MOCT 31815—2012 OueHka cooTBeTCTBMSA. [opAgoK NpoBedeHUs MHCNEKLMOHHOTO KOHTpons B Mnpo-
uenypax ceptudmkaumm

FOCT P 53603—2009 OueHka cooTBeTcTBUA. CXeMbl cepTudukauum npogykuumn B Poccuiickoin ®ege-
paunun

FOCT P 54293—2010 AHanns cocToAHWA NPOW3BOACTBA NPWU NOATBEPXKOEHNM COOTBETCTBUSA

FOCT P 56013—2014 OueHKa cooTBeTcTBUA. [opanok o6a3aTensHOro NoATBepKAeHWA COOTBETCTBUA
npoaykuun TpeboBaHUAM TEXHUYECKOTO pernamMeHTa TamoxeHHoro cowsa «O BezonacHocTM MallvH K obo-
pYyOOBaHUA»

FOCT P 56017—2014 OueHka cooTBeTcTBUA. [opagok o6a3aTensHoro NogTBEPKAEHNA COOTBETCTBUSA
npoaykuun TpeboBaHUSM TEXHUYECKOTO pernaMeHTa TaMmoxeHHoro coto3sa «O 6e30nacHOCTM HU3KOBOMBTHOIO
obopynoBaHusa»

FOCT P 56029—2014 OueHKa cooTBeTCTBUA. [opanok oba3aTensHoro NoaTBepKaeHNa COOTBEeTCTBUSA
nNpoayKuun TpeboBaHUSM TEXHWUECKOrO pernamMeHTa TaMOXeHHOro cor3a «3INeKkTpoOMarHMTHas COBMECTU-
MOCTb TEXHWYECKMUX CPEACTEY

FOCT P 56532—2015 OueHka cooTBeTCTBUA. PeKOMeHAaLUK No NPUHATUKD OeKnapauunm o COOTBET-
CTBMU NMPOJYKUMKM YCTAHOBMEHHbIM TpeboBaHusaM.

n pumeydyaHne — an Nnonb30BaHUM HACTOAWMM CTaHOapTOM I.lEJ'iECDOGp'aSHD NpoBeprTb [EeNCTBUE CChINoY-
HbIX CTaHOAPTOB B MHCl'JOpMaLI,MOHHDFI cucteme obLero nonL3oBaHUs — Ha OCbMLI,VIaJ'IbHOM canTe d)e,qepaanoro areHT-
CTBa No TeXHN4YeCKOMY perynupoeaHuW U MeTponorin B CeTH MHTepHeT Mnu no exerogHoMy MHCbOpMaLI,VIOHHOMy YKasza-
TEN ((HEL{MOHE]'IbeIE CTaHOapTbI», KDTOprI7I OﬂyﬁﬂHKOBaH Mo COCTOAHWIO Ha 1 AHBAPA TEKYLUEero roga, v no Bbinyckam

W3paHuve ochmumanbHoe
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exemMmecA4YHoro MHCt)OpMaLlIfIOHHOFO YKasaTtens «HauwnoHanbHbIe CTaHOapTbl» 3a TEI{yLLIIfIﬁ rod. Ecnu ccbino4vHbiiA CTaHaapT
3aMeHeH (MaMEHEH), TO NpW NONbL30BAaHWMK HACTOALLMM CTaHOAaPTOM cnefyeT pyKOBOACTBOBATbCHA 3aMEHAKLWNM (HSMEHEH-
HbiM) CTaHOapTOM. Ecnn ccbinoYyHeIn CTaHOapT OTMEHeH 6e3 3ameHbl, TO NONOXeHue, B KOTOPOM [aHa CCbIJIKa Ha Hero,
NpuMeHAeTCA B 4YacTH, He 3anaFVIBaPOLL|,EPI 3TY CCbINKY.

3 TepMuHbI 1 onpeaeneHus

B HacTosllweM cTaHAapTe NpUMeHeHb! creayloLlme TepMUHbI C COOTBETCTRYIOLMMIK onpeaeneHusmu:

3.1 pepxaTtenb cepTuchukaTa cooTBeTCTBUA: 3aABMTENb, NONYYMUBLUNIA MO pesynsrataMm cepTuduka-
LUWOHHBIX Npoueayp cepTuduikaT COOTBETCTBUSA.

3.2 zaaBuTenb: dusnyeckoe UNU LpUOUYECKoe NULO, UMeloLLlee HaMepeHue NPUHATE UMK NONYy4YnTb
OOKYMEHT O NMOATBEPXAEHWNM COOTBETCTBUS MO0 NPpUHSABLUEE UITK MOMyYMBLUEE OOKYMEHT O MOATBEPXOEHUM
COOTBETCTBMS.

3.3 3anaBKa Ha cepTudmkaumio: VicxogHbln JOKYMEHT 3adaBUTENA, COAepXaluin NpeanoxeHus opraHy
no ceptuduKaL MM NPOBECTU CepTUdUKaLUID 3asaBneHHoro obopynoBaHus, npumeHsaemMoro B cepe buorex-
HOMOTMN.

3.4 cepTudMKaT cooTBeTCTBUA: [JOKYMEHT, yOOCTOBEPAOLNA COOTBETCTBME 0OBEKTA YCTAHOBIEHHBIM
TpeboBaHUaM.

3.5 cxema ceptudpmkaumuu: lepedeHb OEWCTBAA Yy4aCcTHUKOB CepTUMKaLMKM, pe3ynbraTbl KOTOPbIX
paccmaTpuBalOTCA B KayecTBe [A0oKa3aTenbCcTB COOTBETCTBUS 0DOpyLOBaHWA, NpuMeHsemMoro B cepe buo-
TEXHOMOTMW, YCTAHOBIMEHHLIM TpeboBaHUAM.

3.6 cuctema gobpoBonbHOW cepTudmkaumu: COBOKYNMHOCTb Y4acTHWMKOB paboT no [obpoBonbHON
cepTudukaumn, 4erncTBYIOLWMX N0 YCTAHOBMNEHHbIM NpaBunam.

3.7 opraH no ceptudcdukauuu: OpraH, akKKpeAUTOBaHHLIN B YCTAHOBNEHHOM NOPSIAKE AN NPOBELEHMUS
paboT no cepTudmKaLnn.

4 Oowme nonoxeHns

4.1 OueHka (noaTeepaeHue) cooTBeTCTBMA 060pyaoBaHKs, NMPUMEHSeMoro B cpepe BUOTEeXHONormu,
MOeT BbITb OCYLLECTENEHa B (popme 0653aTenbHOro NoATEEPXOEHMA COOTBETCTBUA, a Takke 0O6POBONLHO-
ro NOATBEP¥OEeHUS COOTBETCTBUA.

MpumeyaHue — B TeKcTe HACTOALLENO CTaHOapTa Hapady ¢ TepMUMHOM «oBopyaooBaHve, NpUMeHseMoe B
cthepe BUOTEXHOMOMMUY UCTIONB30BaH TEPMUH «0BOPYAOBaHME» B TOM KE 3HAYEHMWM.

4.2 B Tom cnyyae, ecnn obopyaoBaHue, npuMeHsemoe B cpepe BUOTEeXHONOrMKU, NnognagaeT nog Aew-
cteue [1], [2], [3] ¥ MHbIX TEXHWYECKMX pernameHToOB TaMoXeHHOro cow3sa, B cpepy OeNCTBUA KOTOPLIX NO-
nagaet obopynoeaHue, npuMeHsemMoe B chepe BMOTEeXHONOrMK; ANS Hero ocyllecTenseTca obsizaTenbHoe
noaTBepKOEeHWe COOTBETCTBUSA B Mopsake, NpeayCMOTPEHHOM TEXHUYECKUMUW pernaMeHTaMu.

4.3 ObszatenbHOe NOATBEPKOEHME COOTBETCTBUSA OCyLLecTBnsAeTcsA B hopme obsizaTenbHOW cepTudu-
Kaumu unu B oopMe NpUHATUA AeKknapauuu o COOTBETCTBUM (QeKknapupoBaHue).

4.4 [lobpoBonbHOE NOATBEPXKAEHWE COOTBETCTBUA 060opyaoBaHMsA, NpUMeHsemMoro B chepe GroTexHo-
noruu, ocyLecTenaAwT B hopMe 0OPOBONEHOM CEPTUGMKALIMKN B paMKax COOTBETCTBYHLLEN CUCTEMBI 00DpO-
BOMbHOW cepTudukaunu.

4.5 MNpu gobpoBonbHOW cepTudUKaL MM NPOBEPAIOT COOTBETCTBME (PYHKUMOHAMNBHLIM TpeboBaHUsM
(TpeboBaHWAM Ha3Ha4vyeHWa), oNpedensLUM BeIDOP MMEHHO Takoro obopynoBaHWS AN UCMOMb30BAHUA B
cthepe buoTexHonornu.

4.6 JobpoeonkHasa cepTuduUKkaLmns OCyLLeCcTBASIETCA N0 UHWULMATUBE 3asiBUTENS Ha YCMOBMAX AOroBopa
MeXay 3asBUTENEM 1 OPraHoM Mo cepTudmnKauumn OnA YCTaHOBMEHUs! COOTBETCTBUA 0bopyaoBaHus, npyuMeHse-
Moro B cchepe BUOTEXHOMOrMKW, HAaLMOHAanNbHLIM CTaHO4AapTaM, CTaH4apTaM OpraHu3aunii, YCroBUsaM LOTOBOPOB.

5 O6Gs3aTenbHOE NOATBEPXKAEHUE COOTBETCTBUSA

5.1 ,ﬂJ'IFl peweHna Bonpoca o HEO6XO,E[MMOCTM npoeegeHns obsizaTensLHoro nooTeepXXaeHnAa cooTBeT-
cTBUA 06opy,qosaHms|, nPMMeHAeMOro B BuoTexHonoruu, Tp86OBaHMFIM TEXHUYECKUX pernaMmeHToB TamoxeH-
HOro Co3a npoBOOAT:

2
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5.1.1 cpaBHeHVWe HaMMeHOBaHWs U onucaHus obopyaoBaHWs, a TakKe ero HasHadeHus ¢ obnacTbio
pacnpocTpaHeHust TEXHUYECKOro pernameHTa, 0OblYHO NMpUBEAEHHLIMW B pasaene 1, ¢ y4eToM NpoayKuuu, Ha
KOTOPYH AelCTBUE TEXHUYECKOro pernameHTa TaMOXeHHOro CoK3a He pacnpoCcTpaHaeTcs;

5.1.2 cpaBHeHue TpeboBaHui, NpeabABNAEMbIX K 060pyg0BaHUI0 UCXOAS U3 ero HaszHaveHus, ¢ Tpebo-
BaHWUAMMW, YCTAHOBMNEHHLIMW B TEXHMYECKOM pernamMmeHTe (¢ yyeTom TpeboBaHWMi cTaHOapToB, B pesynbrate
NPYMEeHeHNA KOTOpLIX Ha AoDpOBONLHON OCHOBe obecnedynBaeTcs cobnogeHne TpeboBaHWIA COOTBETCTRYO-
LLlero TEXHWYECKOTO pernamMmeHTa).

5.2 B Tom cny4dae, ecnu no pesynsratam cpaeHeHus no 5.1.1 u 5.1.2 npyHuMaloT peleHme o ToM, 4To
obopyaoBaHMe OTHOCUMTCA K OOBLEKTaM TEXHWUYECKOro perynnMpoBaHWUa TEXHWYECKOro pernameHTa TaMOoXeH-
HOro coto3a, NPOBOASAT CpaBHEHUE HaUMeHOBaHUs (OnuMcaHus, Ha3HavyeHus) C MONOXKEeHUSIMU TEXHUYECKOro
pernameHTa, onpefenanlinmMm obbekTbl cepTuduKaumm 1 (M) geknapupoBaHUa COOTBETCTBUS, a TAKKE C
NO3MLMsIMU COOTBETCTBYIOLLErO NEepeYyHsa NpoaykKuuKn, B OTHOLLEHWW KOTOPOW nodadya TamOoXeHHOW aeknapa-
L1v conpoBOX4aeTcs NpeacTaBneHeM JokymeHTa ob oueHke (MO4TBEPXKAEHUM) COOTBETCTBUSA TpeboBaHUAM
TEXHUYECKOTo pernameHTa TaMOXEHHOro cot3a.

5.3 O6s3atenbHoe NOATBEPXOEHWE COOTBETCTBMA oBOopyaoBaHWsA, nNpumeHsemMoro B cdepe buo-
TEXHOMOrMKW, nonagarLllero nog AencTBUMe TeXHWYEecKoro pernameHTta [1], MpoBoAAT B COOTBETCTBMM
¢ FOCT P 56013.

5.3.1 Mo pelweHuto 3asiBUTENA Ons 06opynoBaHus, BKNoYeHHOro B [epeyeHb 06bEKTOB TEXHWUYECKOTO
perynupoBaHns, noanexallux noaTBepXKOeHNK COOTBETCTBUA TpeboBaHMAM TEXHMYECKOro pernaMeHTa Ta-
MOXeHHoro cowsa «O DeszonacHocTM mawuvH 1 obopygoBaHusa» B (bopme LeKnapupoBaHWs COOTBETCTBMA,
MOXHO MPUMEHATb CepTUugMKaL o Npyu yCcnoBuK, 4YTo Belbpaemas cxema cepTudmKaLmmn SBAsSeTcs 3KBnBa-
NEHTHOW CXeMe JeKnapupoBaHu1s.

PeleHne o 3ameHe geknapyMpoBaHUs COOTBETCTBUA HA CepTUdUKALMIO MOXET NPUHUMATLCSH B Criyvae
OTCYTCTBWSA WM HELOCTAaTOMHOCTW Yy 3asiBUTens CoOOCTBEHHbIX [oKa3aTenbCTB COOTBETCTBUSA 0bopyaoBaHus,
HeobxoanmbIX 45151 TOOTBEPKAEHNS COOTBETCTBUS.

5.4 O6sizaTencHoe NOATBEPXOEHWE COOTBETCTBUSA oBopyaoBaHus, npumeHsiemoro B cdepe buo-
TEXHOMOrMKW, nonagawllero nog AeWcTBUEe TEeXHUYECKOoro pernameHTa [2], npoBoAAT B COOTBETCTBUMM
¢ FOCT P 56017.

5.4.1 B cOOTBETCTBUU C TEXHUYECKUM pernameHTom [2] obopynoBaHue, BKNKOYEHHOE B [lepeyeHb HMU3KO-
BOMLTHOrO 060pYyOOBaHUA, NOANEXKALLEro NOATBEPHKAEHWIO COOTBETCTBUA B (DOPME CepTUhMKaL MM B COOTBET-
CTBUU C TEXHUYECKUM pernameHToM TamoxeHHoro cow3a «O 6e30nacHoCT HU3KOBONLTHOTO 060pyaoBaHUs»
(TP TC 004/2011), npMBEAEHHBIA B MPUNOKEHUM K TEXHUYECKOMY pernamMeHTy, noanexut obssaTtenbHoMy
NOATBEPXKAEHWO COOTBETCTBUA B chopMe cepTudpmnkaummn. ObopyaoBaHue, He BKMHOYEHHOE B YKa3aHHbIN [e-
peyeHb, NOAMNEXUT NOLATBEPXKAEHWIO COOTBETCTBUA B hOPME OeKNapupOBaHUSA COOTBETCTBUS.

Mo pelleHWto 3assBUTENA NOATBEPKAEHME COOTBETCTBUA 060pYQ0BaHWSA, HE BKIIFOYEHHOIO B YKa3aHHbINA
B nNpeabiayliem abzaue lNMepeyeHb, MOXHO ocyLlecTBNATE B hopme cepTudmkaumnm (CT. 7 n. 2 TeXHU4YecKoro
pernamexTa [2]).

MpumMmeyaHue — B HacTosAWeM cTaHAapTe AN YBA3KW €ro NoNoxeHWi ¢ TpeboBaHUAMU TEXHUYECKUX perna-
MEHTOB TaMOXEHHOr0 COK3a NPUBEAEHbI CChINKW HA COOTBETCTBYIOLLME CTPYKTYPHBIE SNEMEHTbLI TEXHUYECKOTO pernameH-
Ta (NMYHKTbI, NOAMNYHKTLI, MPUIOXKEHWS U T. N.).

5.5 ObsisaTenbHOe NOATBEPXAEHME COOTBETCTBMSA 0DopyaoBaHus, nonagatolwero nog AeAcTBUe TeXHN-
yeckoro pernamMmeHTa [3], nposogaT B cooTBeTcTBUM ¢ [OCT P 56029.

5.5.1 B cOOTBETCTBMM C TEXHUYECKUM pernameHTom [3] obopygoBaHue, BKIOHeHHoe B MNepeyeHb TeXHN-
4YeCcKUX CpefcTs, noanexalunx NoATBePKAEHWID COOTBETCTBUS B hopme cepTudmKaL MM B COOTBETCTBUMU C TEX-
HUYECKMM pEernameHToM TaMOXKEHHOro Co3a «3NEKTPOMAarHUTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB»
(TP TC 020/2011), npuBeeHHbLIN B NPUINOXKEHNU 3 K TEXHUYECKOMY pPErmameHTy, NOANeXUT 0b6a3aTensHoOMY
NOATBEPKAEHWIO COOTBETCTBUA B hopMe cepTudmkaumm. ObopynoBaHme, He BKIKYEHHOE B yKasaHHbIN [Me-
peyeHb, NOANEXUT NOATBEPKAEHUIO COOTBETCTBUA B hOpPMeE AeKNapupoBaHUA COOTBETCTBUS.

Mo pelueHWto 3asaBUTENS NOATBEPXAEHWE COOTBETCTBMA 000pYAOBaHUS, HE BKIMHOYEHHOMO B YKa3aHHLIA
[MepedeHb, MOXET BObITh OCYLLECTBNEHO B (hopMe cepTudmKaumm (CT. 7 N. 2 TEXHUYECKOro pernameHTa [3]).

5.6 MNoaTeBepxaeHWe cooTBETCTBUS ANsi 060pynoBaHMA, NognafatLero nog AeNcTBre HECKOMbKUX TEX-
HUYECKMUX pernameHToB TaMOXEeHHOro Ccok3a, NPOBOAAT B COOTBETCTBUU CO BCEMMU LENCTBYHLLMMKU B OTHO-
LLIEHWW Hero TpeboBaHUAMN.
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5.7 OT160p obpa3suos obopynoBaHusa, NPUMEHAEMOro B cdepe BUOTEXHONOrMK, NpU NpoBeaeHnM 0bA3a-
TernbHOW cepTUMKaLMM OCYLLLeCTBNAKT B nopaake, onpegeneHHom MOCT 31814.

5.8 lNpwv npoBefeHUN MHCNEKLMOHHOIO KOHTPONS cepTUdULMpoBaHHOro obopynoBaHus, NPUMEHSAEMOro
B cchepe BUOTEXHOMNOrnK, NnpumeHsaoT nonoxenna MOCT 31815.

5.9 [leknapauuo 0 COOTBETCTBUN TPeBOBaHMAM TEXHUYECKUX PernaMeHTOB TaMOXEeHHOro colaa npu-
HUMaT U OhOPMASIOT B COOTBETCTBUM C pEKOMEHAALMAMN, M3NOXEHHbIMKW B paszaene 7 TOCT P 56532.

6 Nlo6bporonbHas cepTucukaums

6.1 JobpoBonkHyto cepTudmrKaluo 0bopyaoBaHUs, NPUMEHSEMOro B cepe BUOTEXHOMOIMM, OCYLLIECT-
BIAKT B pamMKkax cuctem 0obpoBonbHON cepTuuKkaum, Co3aaHHbIX B COOTBETCTBUM ¢ nonoxeHusamu [4] v [5].

6.2 B cuctemax gobpoBoneHoW cepTudpmkaunm obopynoBaHus, npumMmeHsemMoro B cepe BUOTEXHOMO-
MK, yCTaHOBMNEHBbI cxeMbl cepTudpukauumn B cooteetcteumn ¢ NOCT P 53603.

B cnyuaax, onpeneneHHbIX CUCTEMON 0OBPOBONBHOW CEPTUUKALIMKN, MOXHO NMPUMEHATE CXEMY, OCHO-
BaHHY TOMbKO HA PACCMOTPEHUU M aHanu3e npeacTaBneHHoW 3adBUTenemM TEXHNYECKOW AoKyMeHTalu u.

6.3 PaboTbl No O6POBONLHOM CEPTUdMKAL MM OCYLLECTBIAKT OpraHbl No cepTUdUKaLUKM U UCMbITATENb-
Hble nabopartopun (LeHTPbI), aKKpeAUTOBaHHLIE B NOPSAAKE, YCTAHOBMEHHOM 3aKOHOAaTeNbLCTBOM PoccuiicKon
depepaumm B chepe akkpeauTaLum.

6.4 PaboTel no oobpoeonsHOW cepTudmrKalmm obopyaoBaHUSA BKMOYAKT criedyiolne aTansb:

- nofadya 3asiBKu Ha 40BPOBONbHYO CepTUDMKALIUIO;

- paccMOTPEHWE U NPUHATUE PeLLEeHKUs No 3asaBKe;

- npoBeAeHne HeobXoOOQMMbIX NMPOBEPOK COOTBETCTBWSA YCTAHOBIEHHbLIM B CUCTEME TpeboBaHWAM;

- aHanus nNonyyeHHbIX pe3ynsraTtos U NPUHATUE pelleHUsl 0 BO3MOXHOCTU BblAaun cepTudukara cooT-
BETCTBUS;

- ohopMneHue, permcTpaunsa 1 Beigada cepTuukaTa COOTBETCTBUSA.

6.5 3anBnTenb HanpaBnseT B OpraH no cepTudurKauum 3aaBKy Ha NpoBefAeHue cepTudpmkauum obopyno-
BaHus. OpraH no cepTudrkaLmn perucTpUpyeT 3asBKy U pacCMaTpuMBaeT ee C Lienbio onpeaeneHnst BO3MOX-
HOCTW NpoBefeHUs cepTUUKaLnn.

6.5.1 OQHOBpPEMEHHO C 3aABKOW 3aABMTENb HanpaBnAeT KOMMNIEKT MaTtepuaroB, B COCTaB KOTOPOTO, Kak
npaBwuno, BKNO4YaoT:

- nacnopT obopynoBaHus;

- MHCTPYKLUMK MO 3KcnnyaTauuy obopyaoBaHus;

- AeNCTBYOLWME CepTUdUKaTbl COOTBETCTBUA UMK AeKknapaunmn o COOTBETCTBUM;

- KOHCTPYKTOPCKYI JOKYMEHTaLuo;

- onucaHue TexHonoruy (MeToaukK) nonyyYeHns BUOTEXHONOTMYECKOK NPOAYKLUMM;

- MHbIE€ JOKYMEHTbI B COOTBETCTBMM C NMpaBunamMun cucteMbl 406poBonbHON cepTUudnkaumm.

6.5.2 OpraH no cepTUMKALUKX NPU PACCMOTPEHNM 3a8BKM U KOMMNINEeKTa NpeacTaBNeHHbIX MaTepuanos
onpegenseT TpeboBaHusa (HOpMaTMBHbIE JOKYMEHTBI), HA COOTBETCTBME KOTOPbIM MPOBOAAT CepTudmkaLuio,
cxeMy cepTuduKaumW, 3anpalumsaeT y 3adBMTeNs Npyu HeobXoAMMOCTH JOMONHUTENbHbIE CBEAEHUS.

Cxemy cepTudmkaLmm onpegensaeT oprad no cepTudmnKanmmn no cornacoBaHunio ¢ 3agBUTENeM 13 Yucna
CXeM, NpeayCMOTPEHHbIX B cucTeMe JoGpPOBONbHON cepTUdmKaLnm.

6.5.3 Cpok paccMOTpeHuWs 3asiBK1 U MPUHATKSA peLleHnsa o nposeaeHnn (nubo HenpoBegeHun) cepTudu-
Kauumm obopygoBaHua cocTasnsieT He bonee NATK KaneHgapHbIX QHEeW Mocne ee Nony4YeHus.

6.5.4 o pesynerataM paccMOTPEHWS 3asABKM M NPeACcTaBNeHHbIX MaTepuanos opraH no ceptudurkaumm
NpUHMMAaET peLleHne No 3asdBKe U HanpaensaeT ero 3aaBuTenio.

6.5.5 [Npy NONOXWUTENbHbLIX Pe3ynbTaTtax paccMOTPEHUS 3aABKW 3aABUTENO BMECTe C peLleHreM no 3a-
SIBKE HanpasnsalT NPOEeKT O0oroBopa Ha nposegeHwe paboT no ceptudmkauun. PaboTel N0 paccMOTPEHMIO
3a5BKW BKITHOYAIOT B JOr0OBOP.

6.5.6 Ecnv npuHATO oTpuuaTenbHoe peLleHre, TO opraH no ceptudunkaymm apryMeHTMpOBaHHO B NUCk-
MEHHOW popme coobLLaeT 3asBUTEN0 MOTUBMPOBAHHOE PELLEHE O HEBO3MOXHOCTM NPOBeOeHNs cepTUdu-
Kaumu obopynoBaHus.

MpUYMHON OTKa3a B paCCMOTPEHUMN 3aABKN MOXKET ABMATLCHA OTCYTCTBME HeODXOAMMEIX paspelnTenb-
HbIX AOKYMEHTOB Ha IKCMyaTauWio 3adasreHHoro obopynoBaHums.

6.5.7 Nocne 3akn4eHnsa OOroBopa M erc onnaTbl opraH No cepTuuKaunum NpucTynaeT K NpoBeaeHNo
paboT no ceptTudmkaLmm obopygoBaHus.

4

Pa3zpaboTka anekTpoHHON Bepcun - nopTan GostExpert.ru 8/12
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-57078-2016



https://gostexpert.ru?utm_source=pdf&utm_medium=71090
https://gostexpert.ru/gost/gost-57078-2016?utm_source=pdf&utm_medium=71090&utm_term=page

rOCT P 57078—2016

6.5.8 MNpoBepku B Lensx 4oBpoBONLHON cepTUdUKaLMKM MOTYT BKMOYaTh!

- aHanM3 TexXHW4YecKon OOoKYyMeHTaLWMK (NpeacTaBneHHbIX MaTepruanos);

- UCMbITaHUs 0Bpa3suoB 0OopyaOBaHWA, eCrv 3TO NpegyCMOTPEHO CXEMOW cepTudukaLnm;

- aHamnW3 COCTOSHWUS MPOU3BOACTBA, ECMNW 3TO NPeayCMOTPEHO CXeMOW cepTudMKaLum.

6.5.9 AHanua3 TexHU4YeCcKon OOKYMEeHTaL MW U OPYTMX JOKYMEHTOB, NpeAcTaBMNeHHbIX 3asBUTENEM, NMpo-
BOASIT 3KCMNEpPTbl opraHa no ceptudukaumn. Mo pedynstatam aHanvwaa oprad no cepTudukaLum MoxeT 3anpo-
CUTb AOMONMHUATENbHbIE CBEAEHMWSA OT 3asiBUTENA.

6.5.10 B Tom cny4ae, ecrnv npegycMOTPEHO NpoBeAeHue MchbliTaHuid o6opyooBaHus, opraH no cep-
Tudukaumm paspabaTtbiBaeT NporpaMmy U METOAUKY UCMbITAHWIA HA OCHOBE COOTBETCTBYHOLLUX OOKYMEHTOR,
npencTaBneHHbIX 3asiBUTENEM, U COTNAacOBLIBAET C 3aaABUTENEM MECTO WU CPOKWU NPOBEeaeHUs UCMNbITaHWIA.

McnbiTaHua npoBodaT ucneiTaTensHble nabopatopun (LeHTpbl), aKKPeAUTOBAHHbIE B YCTAHOBINEHHOM
Nopsiike Ha NPoBeAEHME TeX UCMbITAHUIA, KOTOpble NPeayCMOTPEHbl B HOPMATUBHbIX AOKYMEHTaxX, UCMNomnb3ay-
eMbIX NpW cepTurKaunmn 3asBneHHoro o6opynoBaHns.

MpY HEBO3MOXHOCTM NPOBELEHMS UCMLITAHWIA B TAKUX UCMbITATENbHbBIX NabopaTopusx (LeHTpax) ucnbi-
TaHWA NPOBOOAT Ha MeCcTe HaxoxaeHus obopyaoBaHus. B 3ToM cnydyae UCNbITaHWA NPOBOAAT NOL4 KOHTPOMNem
3kcnepTa(oB) opraHa no ceptudukalmm.

[MpoTokonbl UCMBITAHWIA MPEACTABNAT B OpraH no cepTuguKaLum, a Takke 3asaBUTEN No ero Tpeboea-
HWto. MpPOTOKOSBI UCMBITAHWIA NOAMEXKAT XPaHeHWto (B TOM Yuche U s Cnydas, Korga 3asiBUTENo He MOXeT
ObITb BblAaH cepTuduKaT, BBMAY HECOOTBETCTBUS 000pyqOBaHWsA YCTaHOBMEHHbIM TpeboBaHuaAM) B TeHeHne
CPOKOB, YCTaHOBMEHHbIX B JOKYMEHTax WchblTatenbHon nabopatopun (LeHTpa), HO He MeHee Tpex NneT.

OpraH no cepTuduUKaLM Ha OCHOBaAHWKM aHanM3a NPOTOKONOB WUCMLITAHUA U APYTMX JOKYMEHTOB O CO-
oTBeTCTBUM 0BOpynoBaHWs ocylLlecTBnaeT obLuy oLeHKy (noaTBepXkAeHWe) COOTBETCTBUA 0bopyaoBaHMUS
YCTaHOBMEHHbLIM TpeboBaHMAM U MPUHUMAET peLleHne 0 BO3MOXHOCTW (HEBO3MOXHOCTWN) Bbldauyun cepTudu-
KaTta COOTBETCTBUS.

6.5.11 B cny4ae cooTtBeTcTBMA 060pyaoBaHusa TpeboBaHWaM, yCTaHOBNEHHBIM B cucTeMe 40DpPOBOMb-
HOW cepTudUKauuKn, opraH no ceptTUdUKkaunun NpUHUMAaeT pelleHne O BO3MOXHOCTW Bblavn cepTudukaTa
COOTBETCTBMSA.

Ha ocHoBaHuK pelleHns 0 BO3MOXHOCTK Bblgaun cepTudmMKaTa COOTBETCTBUA opraH no cepTudmkauum
odopMnseT cepTUdUKaT COOTBETCTBUA MO hOpMe U NMpaBunam, YCTaHOBIMEHHbLIM B cMCTeMe A0DOPOBONLHOM
cepTtuchurkaymn.

6.5.12 B Tom cny4ae, ecnv obopyaoBaHue, npumMeHsieMoe B cchepe BUMOTEXHOMOIMK, MPOU3BOAUTCA Ce-
PUIHO, MOTYT NPUMEHSTLCS CXeMbl CEPTUUKALIUK C aHANU30M COCTOSIHUA NPOM3BOACTBA. B aTOM cnyyae npu
NpoBegEeHUN aHan1M3a CoCTOAHMUS NMPOW3BOACTBA Ucnonb3yoT nonoxeHua NTOCT P 54293.

B Tom cnyuae, ecnu B cucteme 0oBpoOBONLHOA cepTUdUKALUA NPUMEHSIOTCH CXeMbl cepTuduKaLmu,
BKMHOYAKLINE UHCNEKLWOHHBLIA KOHTPOMb, TO 3Ty MpOLUenypy BLIMOMHSAKT B COOTBETCTBUM C MOMOXEHUSAMU
FOCT 31815.

6.5.13 MNpw oTpuuaTenbHbIX pesynbTatax NoATBepPKOeHUss COOTBETCTBMA 000pyaoBaHWsS OpraH no cep-
TMdMKaLWK BblaeT 3aaBUTENI0 MOTMBUPOBaHHOE pelleHne 06 oTKase B Bbigadye cepTUdguKaTa CoOOTBETCTBUS
C yKa3aHWeM MNpUYmH.

6.5.14 CepTuchukart BCTynaeT B AEACTBUE C MOMEHTA €r0 PErMCTpaUnM B peecTpe cUcTeMsl J06poBOnb-
HOW cepTudmKaLmmn.

6.5.15 Cpok geincteus ceptndmKaTa COOTBETCTBUA yCTaHaBNMBaEeT opraH no ceptudmkauum, Ho He Bo-
nee Tpex nert.

6.6 B cnyyasx, npeaycMoTpeHHbIX cxemamMmy cepTuukaL M, NpoBOAAT MHCNEKUUOHHbLIA KOHTPOMb.

6.6.1 IHCMEKLMOHHLIA KOHTPOMNb OCYLLIECTBSIOT C LIENb YCTAHOBMEHWS TOTO, MPOAOIMKAET N BbIMyCKa-
emMas NpoayKuusi oTeedats TpeboBaHWAM, Ha COOTBETCTBME KOTOPbIM OHA Bbina cepTuduuupoBaHa.

6.6.2 NHCNeKuMoHHbIA KOHTPOMb OCYLLECTBNSAKT B TEYEHUE BCEr0 CPOKa AeNCTBUSA cepTuduKkaTa cooT-
BETCTBWS, HO HE pexe 4YeM OAWH pa3s B rof.

WHCNeKUMOHHbIA KOHTPOMb MPOBOAAT B (OpPMeE WHCMEKLWOHHBIX NMPOBEPOK (M1aHOBLIX MMM BHEMNNaHo-
BbIX) OpraHoM Mo cepTudrKaLmny, BblAaBlLIMM CepTUdrKaT COOTBETCTBUSA Ha AaHHoe obopyLoBaHue.

6.6.3 OcHOoBaHMeM Ons NPOBEAEHWUS MHCMEKLMOHHOTO KOHTPONA ABMSIETCS AOrOBOP Ha cepTuduKauuio
(DononHMTENbLHOE cornalleHue K HEMY), 3aKIMHYEeHHbIA 3asBUTENEM W OpPraHoM no cepTudukauum, unu cne-
L1anbHbIA JOFOBOP MEXAY STUMKU CTOPOHAMW O NPOBEAEHWUW MHCMEeKUWOHHOIO KOHTPOnS.

6.6.4 CogepxaHue, NepUOANYHOCTb, NOPSAOK NPOBEAEHNA MHCNEKUMOHHOro KOHTPONS, nNpaeuna npu-
HATWUS peLUeHus Mo ero pesynsrataMm 1 QoOpMbl JOKYMEHTOB MO MHCMNEKLMOHHOMY KOHTPOJSIO YCTaHOBIMEHbI
CHCTEMOI O0BPOBONbHOK cepTudKMKaumn Ha ocHoBe nonoxeHun FTOCT 31815.
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7 NpekpaweHne aencTBUA cepTuhmMKkaTa CoOoTBEeTCTBUA

7.1 MNpekpalleHne AelcTBUs cepTudMKaTta cCOOTBETCTBUA OCYLLECTBNAET opraH no ceptudukalu, Bbl-
OaBLUUM cepTUMKaT COOTBETCTBUA NyTeM NpeKpalleHus permctpauum ceptudurkaTa COOTBETCTBUS.

7.2 NewcTtBre cepTudmkata COOTBETCTBMA MOXET OblTh NPEKpaLLeHo No pesynbTaTtam WHCMEKLUOHHOMo
KOHTpoOns cepTuduumnpoBaHHoro obopynoBaHus.

7.3 [epxxaTenb cepTudrkaTa COOTBETCTBMSA (3aABUTENb) MOXET 06paTMTLCHA B OpraH no cepTudukaLmMm
c npocbboi 0 NpekpalleHun OelcTBUS cepTUUKaTa COOTBETCTBMA MPU BHECEHWUM M3MEHEHWUA, BMUSOLLUX
Ha nokasaTtenu, NoATBepXAeHHbIe B cepTudukaTe, UNu ee MAeHTUUKALMUIO, NPU N3MEHEHWUN TpeboBaHUR
HOPMAaTUBHbLIX JOKYMEHTOB, YCTaHaBMMBalWmnx TpeboBaHna K 0BopyooBaHUIO, a TakKe NpU peopraHu3auum
HOpUANYECKoro nuua.

7.4 OpurnHanel cepTUdMKaTOB COOTBETCTBMSA, AEMCTBUE KOTOPLIX NMPeKpaLleHo, HanpaensioT B OpraH no
cepTuduKaummn u XpaHAaT B OpraHe rno ceptugoMkaLnm co WTamnomMm «4ercTBre NnpekpaweHo» B TeYeHue NATu
NeT ¢ AaThl NpekpalleHust 4eUCTBUS cepTudurKaTa COOTBETCTBUSA.
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