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Mpeaucnosue

1 PABPABOTAH OTKpbITbIM aKLMOHEPHbIM 00LLECTBOM «BCepoCccuiicknii Hay4Ho-UCCneaoBaTenbCKUi
UHCTUTYT cepTtudbukaumumy» (OAO «BHUNC»)

2 BHECEH TexHuyeckuM KOMUTETOM Mo ctaHaaptusauuu TK 079 «OueHka COOTBETCTBUSY

3 YTBEPXOEH W BBEAEH B JEVCTBWE Mpukasom degepanbHOro areHTCTBa No TEXHUUECKOMY pe-
rynMpoBaHuio u MeTpornorum ot 19 ceHtsabpa 2016 r. Ne 1159-ct

4 BBEJIEH BIEPBbIE

lMpasuna npumeHeHUs Hacmosweeo cmarH0apma ycmaHoeneHbl 8 cmambe 26 ®edepanbHo20 3aKoHa
«O cmaHdapmu3sauyuu e Pocculickol ®edepayuuy. VIHhopmauus 06 U3MEHEHUSIX K HaCmosiLeMy cmaHoap-
my nybnukyemcsi 8 exeao0HOM (1o COCMosHUI Ha 1 sHeaps mekyueeo 200a) UHhOPMaULUOHHOM yKa3a-
merie «HayuoHanbHbie cmaHdapmbly, a ouyuarnbHbIl MeKem USMEeHeHUl U rnonpasok — 6 eXXeMeCsYHOM
yKazamerne «HauuoHanbHble cmaHO0apmbly». B criyyae nepecmompa (3ameHbi) uiid OMMEeHbl Hacmosiuezo
cmaHdapma coomeememeyrowee ysedomneHue bydem onybnukoeaHo e brnuxaiiluem ebillycKe exemMecsy-
HO20 UHhopMayUOHHO20 yKasamensa «HauyuoHarnbHble cmaH@apmely. Coomeemcemeyiowas uHgopMayus,
yeedomneHue U meKkcmbl PasMewaromes maKxe e UHGhOPMayUOHHOL cucmeme obuwie20 rnosb308aHusT —
Ha ochuyuanbHom calime dedepanbHO20 azeHmMemea o MexXHUYeCKOMy pe2yrupoeaHuio u Memposioauu 6
cemu ViHmepHem (www.gost.ru)

© CraHgaptuHgopm, 2016

HacTosilmin ctTaHaapT He MOXET BbITb NMOMHOCTLIO UMK YaCTUHMHO BOCTIPOU3BEAEH, TUPAXXMPOBAH U pac-
MPOCTPaHEH B kayecTBe opuLManLHOro usaaHns 6es paspeluenus denepansHOro areHTCTBa Mo TEXHUYECKO-
MY PETYNUPOBAaHUIO U METPONOTUN
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BBeaeHue

Llenbto HacTosiLLero craHgapTa SABNsieTCa yCTaHOBMEHUe 06LLero nopsiaka v npasus NpoBeAeHus oLeH-
Ku (NOATBEPXKAEHUS)) COOTBETCTBUSI 060PYA0BaHUS, NPUMEHSIEMOTO B cchepe BuotexHonorum, TpeboBaHusM,
obecneunBaloLLMM BbINOMHEHUE 3a4a4 CO3aHMA OPraHM3MOB C 3a4aHHBIMU CBOWCTBAMW B NPOMBILLNIEHHbIX
obbemax.

B cdhepe GuotexHonornn npumeHaT Mukpobuonoruyeckme, Guoxummdeckue, uodmsnyeckme meto-
Abl, ANa peanu3auum KOTOPbIX UCNONb3YIT 6a30Boe (OCHOBHOE) 060pYyAOBaHNE, BhINYCKAEMOE B HACTOSLLEE
BPEMS MHOTOYMCIEHHBLIMU 3apyBeXHBIMU U OTEYECTBEHHLIMU KOMMNAHUAMU-NPOU3BOANTENSMU ANA pasnuy-
HbIx obnacten Guonorun. 310 060pPyAOBaHUE NpeacTaBnseT cobon nabopartopHoe Unu NOsyNPOMbILLIIEHHOE
oBopyaoBaHue.

K Takomy o6opyaoBaHuto oTHocuTcst 06opyaoBaHue, NnpeaHasHayeHHoe Ans KYNbTUBUPOBAHUS KYNbTYP
MUKPOOPraHuamoB (KynbTyp KNETOK), AN pasaeneHust KNeTok unv npoaykToB GBuocuHtesa, Ans onpeaeneHus
CBOMCTB NOMYYEHHbIX OPraHM3MOB UMM NPOAYKTOB, ANS MAHUNYNAUMIA (MONYYEHNUS) KyNbTYP UMW BELLECTB C
3aaHHbIMW CBOWCTBaMM, a Takke And 06ecnevyeHns CTepUnbHbIX YCIIOBUIA U T. M.
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HAUMOHANBbHBLIAN CTAHOAPT POCCUMNCKOWN OEAEPALUUNMN

OueHKa COOTBETCTBUSA

OBLUME NPABUJIA OLIEHKU (NOATBEPXXAEHUA) COOTBETCTBMA OBOPYAOBAHNUA,
NMPUMEHAEMOIO B C®EPE BUOTEXHONOIMMKN

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

Data BBegeHua — 2017—07—01

1 O6nacTtb NnpUMeHeHus

Hacrosiwuii craHgapT yctaHaBnuBaeT oOLui NOpsAOK M NpaBuna nNpoBeAeHUA OUeHKM (noaTeepkae-
HWS1) COOTBETCTBUSI 0B0pYA0BaHUSA, NPUMEHSEMOrO B cdhepe BUOTEXHONOTUM.

Hacrosawmit cTanaapTt pacnpoCTpaHAEeTcs Ha paboTbl, MPOBOAUMbBIE YH4AaCTHUKAMU OLIEHKU (NOATBEpXAe-
HWS) COOTBETCTBUA Npu 00a3aTENLHON CEPTUdUKaLMM U AEKNapupPOBAHMKU COOTBETCTBUA, a TaKKe npu 06po-
BOINbHOW cepTudmkaLm 000pyaoBaHnus, NPUMEHAEMOTO B chepe BMoTEXHONoruu.

CTaHgapT npegHasHayeH aAns 3assuTenen (M3roToBuTenen, nuy, BbINOAHALWMX PYHKUMU MHOCTPAHHO-
ro W3roTOBUTENS, NPOAaBLOB), OPraHOB MO ceprudukaLum, CNbLITaTenbHbIX nadopaTopuii (LEHTPOB) M UHBIX
3aUHTEPECOBAHHBIX UL,

2 HopmaTuBHbIE CCbINIKN

B HacrofiLem cTaHaapTe UCMOoNb30BaHbl HOPMATUBHLIE CCbIMKU HA CNeayIoLue CTaHaapThi:

FOCT 31814—2012 Ouenka coorBetcTBUsA. ObLMe npaBuna orbopa o6pa3LoB ANst UCMILITAHUI NPO-
AyKUMU NpU NOATBEPXKIAEHUN COOTBETCTBUSI

FOCT 31815—2012 OueHka cootBeTCcTBUA. [TOpAAOK NpoBeAEHUS UHCMEKLUMOHHOTO KOHTPONA B NpO-

ueaypax ceprudukauum
FOCT P 53603—2009 OueHka cooTBeTCTBUA. CxeMbl cepTudpmkauumn npoaykuum B Poccuinckon depe-
pauuu

FOCT P 54293—2010 AHanu3 cOCTOSIHUS NPOU3BOACTBA NPU NOATBEPXKAEHUU COOTBETCTBUA

FOCT P 56013—2014 OueHka cooTBeTCTBUA. [opsaaok 0083aTenLHOr0 NOATBEPXKAEHUA COOTBETCTBUSA
npoaykumn TpeGoBaHUAM TEXHUYECKOTO pernaMeHTa TaMOXeHHOro coto3a «O 6e30nacHOCTU MaLlmnH U 060-
pyaoBaHusi»

FOCT P 56017—2014 OueHka cooTBeTcTBUA. [Mopaaok o6a3aTenbHOro0 NoOATBEPXKAEHUA COOTBETCTBUS
npoaykummn TpeboBaHUSIM TEXHUYECKOTO pernaMeHTa TaMOoXXeHHOro coto3a «O 6e30nacHOCTU HU3KOBOSLTHOTO
obopyaoBaHusa»

FOCT P 56029—2014 OueHka cooTBeTcTBUA. Mopaaok 06a3aTenbHOro NoATBEPXKAEHUSI COOTBETCTBUS
nNpoayKumn TpebOBaHMSAIM TEXHUYECKOTO pernaMeHTa TamMOXKEHHOro COol03a «ONeKTPOMAarHUTHass COBMECTU-
MOCTb TEXHUYECKNUX CPEACTB»

FOCT P 56532—2015 OueHka COOTBETCTBUA. PekomeHaaumMu no NpUHATUIO Aeknapauum O COOTBET-
CTBMM NPOAYKLIMM YCTAHOBIIEHHLIM TPEBOBaHUAM.

MpuMeyaHune —Ipu NonbL3OBaHNN HACTOALUM CTAHAAPTOM Lienecoobpa3sHo NPoBepUTL AENCTBUE CCbINOY-
HbIX CTaHAAPTOB B MH(POPMaLMOHHOI cucTeMe obLyero Nonb3oBaHMA — Ha oguUmarnibHoM cailTe defepanbHOro areHT-
CTBa NO TEXHWUYECKOMY PEryriupoBaHuUIo U METPOSOrun B ceTu MHTepHET nnmn no exerofHoMy WHOpPMaLMOHHOMY yKasa-
Teno «HaunoHanbHble cTaHAapTbl», KOTOPLIA OnyBnMKkoBaH Mo COCTOSIHUIO Ha 1 SHBapsi TeKyLUero roaa, U no Bbinyckam

UsnaHue odpuumansHoe
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eXeMmecavHoro VIH(#)OpMaLWIOHHOI'O yKaszatena ((Hal.|VIOHaJ'IbeIe CTaHgapTbl» 3a TEKyLI.|I/II7I rog. Ecnu ccbinovHblil ctaHgapt
3aMeHeH (MSMEHEH), TO NpU NONb30BAHUU HACTOAWMUM CTaHAAPTOM CNeayeT PyKOBOACTBOBATLCA 3aMEeHAOWUM (n3MeHeH-
HbIM) CTaHAapTOM. Ecnu ccbinodHbiit CTaHAapT OTMEHeEH 6e3 3aMeHbl, TO NonoXxeHue, B KOTOPOM fAaHa CChlflka Ha Hero,
NpUMEHAETCA B YacTu, He Sanal'MBalOLLleﬁ 3TY CCbIIKY.

3 TepMmuHbI 1 onpepeneHus

B HacTosLLeM cTaHaapTe NPUMEHEHb! cneaylowme TEPMUHbI C COOTBETCTBYIOLLMMMN OnpeaeneHusIMu:

3.1 pepxarens ceprudukara cCooTBeTCTBUA: 3aaBuTENb, NONYYMBLLKMI NO pe3ynbTatam cepTudunka-
LUMOHHbBIX Npoueayp ceprudukaTr COOTBETCTBUS.

3.2 3aaBuTenb: Pu3n4eckoe unu Ipuanveckoe nNUUo, MMEIoLee HamepeHne NPUHATL UK NONYYUTb
AOKYMEHT O NOATBEPXAEHUMU COOTBETCTBUA NGO NPUHABLLEE UMK NONYYUBLLEE AOKYMEHT O NOATBEPXAEHUU
COOTBETCTBUA.

3.3 3aaBka Ha cepTudukaumnio: IcxoaHblin AOKYMEHT 3asaBUTENSA, coaepXXalinini NPeanoXeHnsa opraHy
no ceprudukaLmm NpoBecTn ceptTudUKaLMIO 3aaBNEeHHOro 060pya0BaHNUA, NPUMEHAEMOTO B cdepe Buorex-
HONOrnN.

3.4 cepTudmkat cooTBeTCTBUA: [JOKYMEHT, yA0CTOBEPAIOLLMI COOTBETCTBUE 0OBEKTA YCTAHOBNEHHLIM
TpebGoBaHuaM.

3.5 cxema ceprudukaumnn: MNepevyeHb AENCTBUN YHACTHUKOB cepTuduKauumn, pe3yneratbl KOTOPbIX
paccMaTpuBaloTCs B Ka4ecTBe A0Ka3aTenbCTB COOTBETCTBUA 06OpyAOBaHUA, NpUMEHAEMOro B cdepe 6uo-
TEXHOMNOIUW, YCTAHOBMEHHbIM TPeBOBaAHUAM.

3.6 cuctema poGpoBonbHoN cepruduxkaunn: CoBOKYNHOCTb Y4aCTHUKOB paboT no A0GPOBOALHON
cepTudmkaumm, AENCTBYIOLLUX NO YCTAHOBMEHHBIM NPaBUNAaM.

3.7 opran no ceptudukaumumn: OpraH, akKKpeaUTOBaHHbLIN B YCTAHOBNEHHOM NOPAAKe ANA NpoBeaeHus
pabot no ceprudukayuu.

4 O6wume nonoxeHus

4.1 OueHka (nogTBepXaeHne) COOTBETCTBUS 060pyA0BaHUSA, NPUMEHAEMOrO B chepe BUOTEXHONOMUM,
MOXET ObITb OCYLLIECTBNEHA B (hopMe 00a3aTenLHOro NoATBEPXKASHUSA COOTBETCTBUA, a Takke A00POBONLHO-
ro NOATBEPXKAEHUS COOTBETCTBUA.

MpuMeyaHue — B TekcTe HacTosiLLero ctaHjapTa Hapsay ¢ TepMUHOM «oBopyaoBaHWe, NpUMEHsieMoe B
chepe GUOTEXHOMOTUMUY UCTIONL30BaH TEPMUH «0BOpYAOBaHNE» B TOM XKe 3HaYeHUU.

4.2 B ToM cny4ae, ecnu o6opyaoBaHue, npuMeHsemoe B cepe GuotexHonorum, noanagaer noa aeun-
cteue [1], [2], [3] ¥ MHBIX TEXHUYECKUX pernaMeHToB TamMOXeHHOro co3a, B cpepy AENCTBUSI KOTOPLIX MO-
nagaet obopyaoBaHue, npuMeHseMmoe B cpepe GMOTEXHONOMMK; ANS HEr0 OCYyLEeCTBNNAETCA 00a3arensHoe
noATBEPXAEHNE COOTBETCTBUSA B MOPAAKE, NPEAYCMOTPEHHOM TEXHUYECKUMUN perfaMmeHTamu.

4.3 ObGs3atenbHOE NOATBEPKAEHNE COOTBETCTBUA OCYLLUECTBNAETCA B chopme 06a3aTenbHOn ceprudu-
Kauuun unu B hopmMe NPUHATUA AeKnapauuu 0 COOTBETCTBUMN (AeKnapupoBaHue).

4.4 No6GpoBonbHOE NOATBEPKAEHNE COOTBETCTBUA 060pYyA0BaAHUSA, NPUMEHAEMOTO B cdhepe OUoTexHO-
norum, OCyLLECTBRAT B hOopme A0OPOBONLHONM CepTUMKaLMM B paMKax COOTBETCTBYIOLLEN cucTembl 40OpO-
BOSIbHOW cepTuduKkaumu.

4.5 Mpu pobpoBonkHON cepTudmKkaLmu NPOBEPAIOT COOTBETCTBUE (PYHKUMOHAMNBHLIM TpeOOBaHUAM
(TpeboBaHMAM Ha3Ha4YeHus), onpeaensawmm BeiGOp UMEHHO Takoro o60pyaoBaHUS ANS UCMOMNb30BAHUSA B
chepe GuoTexHonorum.

4.6 [lobpoBonbHas cepTudurkaums OCyLLECTBNSAETCA NO MHULMATUBE 3asiBUTENS Ha YCMOBMUAX JOroBOpa
Mexay 3asiBUTENEM U OPraHoM Mo CepTuukaLum ans yCTaHOBMNEHUA COOTBETCTBUS 060pya0BaHUSA, NPUMEHSIe-
MOro B cdrepe BUOTEXHONOMMM, HALMOHANbLHLIM CTaHAapTaM, CTaHaapTaM OpraHusaumii, yCrnoBUsiM 4OrOBOPOB.

5 ObsaszarensHOE NoaTBEPXOEHUE COOTBETCTBUSA

5.1 Onsi peweHusa Bonpoca 0 HeoOXoAUMOCTH NPOBEAEHUS 00A3aTENLHOrO NOATBEPXKAEHUA COOTBET-
cTBUA 060pYA0BAHUSA, NPUMEHAEMOro B OMOTEXHONOrMM, TpeBoBaHUAM TEXHUUYECKUX PETMaMEHTOB TaMOXeH-
HOro cor3a npoBOAAT:

2
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5.1.1 cpaBHEHMEe HaMMEHOBAHUS U ONMUcaHusi 0OOpyaOBaHUS, a TaKKe €ro HasHavyeHusa ¢ obnacrbio
pacnpoCTpaHeHUss TEXHUYECKOTO pernaMmeHTa, 00bIYHO NPUMBEAEHHLIMU B pasaene 1, C y4eToM NpoAayKUuK, Ha
KOTOPYIO AENCTBUE TEXHUYECKOTO pernaMeHTa TaMOXXEHHOTO CO03a He pacnpOCTPAHAETCS;

5.1.2 cpaBHeHue TpeboBaHuii, NpeabsBrseMblX K 000PYA0BaHUIO UCXOAA U3 €r0 Ha3HauyeHusl, ¢ Tpebo-
BaHUSIMU, YCTAHOBMEHHBLIMU B TEXHUYECKOM PErNameHTe (C yuetom TpeboBaHWi CTaHAAPTOB, B pesynkrare
NPUMEHEHNSA KOTOPbIX Ha 0OPOBONBLHON OCHOBE 0becneynBaeTcsa cobnogeHne TpeboBaHuUin COOTBETCTBYIO-
LLEro TEXHUYECKOro pernameHTa).

5.2 B ToM cnyyae, ecnu no pesynsratam cpaBHeHusA no 5.1.1 u 5.1.2 npuHUMAIOT pelueHne 0 ToM, YTo
obopyaoBaHMe OTHOCUTCH K OObEKTaM TEXHWYECKOr0 PEerynupoBaHUsi TEXHUYECKOTO pernaMmeHta TamoxeH-
HOro COlo3a, NPOBOAAT CpaBHEHUE HaUMeHOBaHUS (ONUMCaHUsi, HA3HAYEHUAA) C NONOXEHUAMMU TEXHUYECKOTO
pernameHTa, onpeaensiowmmmu obbekTbl ceptudukauum u (Mnu) AeknapupoBaHUa COOTBETCTBUSA, a TaKkke C
No3ULMAMU COOTBETCTBYIOLLETO NEPEeYHs NPOAYKLUMKM, B OTHOLLEHMMU KOTOPOW nogava TaMOXXEHHOM Aeknapa-
LMK COMPOBOXAAETCA NPeACTaBneHneM 4OKyMeHTa 06 oLeHKe (noaTBepXaeHUn) COOTBETCTBUA TpeboBaHUAM
TEXHUYECKOTO pernamMeHTa TamMOXeHHOro coko3a.

5.3 ObGsasatenbHOe MOATBEPXKAEHUE COOTBETCTBMS OOOPYAOBaHWA, NPUMEHSEMOro B cdepe 6Guo-
TEXHonoruyM, nonagarowero noa AeWCTBUE TEXHUMYEecKoro permameHTta [1], nNpoBOAST B COOTBETCTBUM
¢ FOCT P 56013.

5.3.1 Mo peleHuto 3assutensa ansi 000pyaoBaHUs, BKITHOYEHHOTO B MepeyeHb 06bEKTOB TEXHUYECKOTO
perynMpoBaHus, NOANeXaLlmx NOATBEPKAEHUIO COOTBETCTBUS TPEBGOBAHMAM TEXHMYECKOTO pernamenTa Ta-
MOXEHHOro cotosa «O 6e3onacHOCTU MaluH u obopyaoBaHusy B popMe AeKnapupoBaHuUs COOTBETCTBUSA,
MOXHO NPUMEHATb CepTUMDUKALIMIO NPU YCIOBUM, YTO BbiDUpaemas cxema ceptudukaumm aBnseTca 9KBUBa-
NEHTHON CXeme AeKnapupoBaHus.

PewieHune o 3aMeHe aeknapupoBaHua COOTBETCTBUSA HA CEPTUUKALUIO MOXET NPUHMMATLCA B Cryyae
OTCYTCTBMSA UINW HEAOCTATOMHOCTM Y 3asBUTENSA COOCTBEHHbIX A40Ka3aTenbCTB COOTBETCTBUA 060pyAOBaHuUS,
HeoBX0AMMBIX ANA NOATBEPXKAEHUS COOTBETCTBUS.

5.4 ObsasartenbHOe noaTBEpPXAEHWe COOTBETCTBUS 00OpyaoBaHWUA, NPUMEHAEMOro B cdepe 6umo-
TEXHOMOrnKM, nonagawLwero noa AeWCTBUE TEXHUYECKOro pernameHTa [2], nNpoBOAST B COOTBETCTBUM
¢ MOCT P 56017.

5.4.1 B COOTBETCTBUM C TEXHUYECKUM pernameHToM [2] o6opyaoBaHue, BKIOUEHHOE B [lepeyeHb HU3Ko-
BOMNbTHOrO 060PYAOBaHNMS, MOANEXALUEro NOATBEPKAEHUIO COOTBETCTBUS B (hopMme cepTudmkaLum B COOTBET-
CTBUU C TEXHUYECKUM pernamMmeHToM TaMOXEeHHOro cotosa «O 6e30nacHOCTU HU3KOBOSBTHOrO 060pya0BaHUA»
(TP TC 004/2011), npuBeAEHHbIV B MPUNOXEHUU K TEXHUYECKOMY pErfameHTy, noanexumTt o6sasarensHoOMy
NOATBEPXKAEHUIO COOTBETCTBUA B (hopMe cepTudpukaumm. ObopyaoBaHue, He BKMIOYEHHOE B yKa3aHHbil lMe-
peYeHb, NOANEXMUT NOATBEMKAEHNIO COOTBETCTBUA B (hopMe AeKnapupoBaHUA COOTBETCTBUS.

Mo pelueHunio 3aaBuTENsA NOATBEPKAEHNE COOTBETCTBUA 000PYA0BAHUSA, HE BKITIOYEHHOTO B YKA3aHHbIN
B Npeabiayuwem absaue MepeyeHb, MOXHO OCYLLECTBNATL B popme ceprucbukaumm (CT. 7 n. 2 TEXHNYECKOTo
pernameHTa [2]).

MpuMeyaHune — B HacTosLieM CTaHAapTe ANs YBA3KA €ro MonoXeHWn ¢ TpeGoBaHUAMM TEXHUYECKUX perna-
MeHTOB TaMOXeHHOro cotosa npueegeHbl CChISTKU Ha COOTBETCTBYOLLUE CTPYKTYPHbBIE 3NeMeEeHThlI TEXHUYECKOro pernamMmeH-
Ta (NYHKTLI, NOANYHKTLI, NPUIOXEHUS U T. .).

5.5 O6sA3atenbHOe NOATBEPXKAEHUE COOTBETCTBMA 000pyA0OBaHUSA, NONAAAIOLEro Noa AENCTBUE TEXHU-
yeckoro pernameHTa [3], npoBoasat B coorBeTcTBumn ¢ FTOCT P 56029.

5.5.1 B cooTBETCTBUM C TEXHUYECKUM pernameHToMm [3] obopyaoBaHue, BknoveHHoe B MepeyeHb TeEXHU-
YECKMX CPeACTB, NoAneXaLlux NoATBEMKAEHNIO COOTBETCTBUSA B hopme cepTudukaLmm B COOTBETCTBUU C TEX-
HUYECKUM PernameHToM TaMOXEHHOro co3a «JONeKTPOMarHUTHasi COBMECTUMOCTb TEXHUYECKUX CPEACTB»
(TP TC 020/2011), npuBeaEHHbIi B NPUAOKEHMU 3 K TEXHUMECKOMY PErnameHTy, NoanexuT obszarensHoMy
NoATBEPXAEHUIO COOTBETCTBUSA B (popme cepTudmkauuu. OOopyaoBaHUE, HE BKITIOYEHHOE B yKasaHHbli lMe-
peyeHb, NOANEXUT NOATBEMKAEHMIO COOTBETCTBUS B (hOpME AeKNapupoBaHUsi COOTBETCTBUSA.

Mo peLLeHuo 3aaBUTENA NOATBEPKAEHNE COOTBETCTBUA 060PYA0BAHUSA, HE BKITIOYEHHOTO B YKa3aHHbIN
MepeyeHb, MOXET ObITb OCYLLECTBNEHO B (hopme ceprudmkaumm (CT. 7 n. 2 TEXHUYECKOro pernamenTa [3)).

5.6 MNoaTBepXaeHne COOTBETCTBUSA ANsi 000pyA0BaHUs, NOANAAAIOLLEr0 NOA AEUCTBUE HECKONbKUX TEX-
HUYECKMX pernameHToB TamMOXXEHHOro COI03a, NMPOBOAAT B COOTBETCTBUM CO BCEMM AEUCTBYIOLLIMMU B OTHO-
LUEeHMMN Hero TpeboBaHnAMM.
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5.7 O160p 06pasuoB 060pya0BaHMS, NPUMEHAEMOTO B cdhepe BUoTEXHONOMMK, Npu nposeaeHun obsasa-
TenbHOW cepTUdMKaLMKM OCYLLECTBIIAIOT B nopsake, onpeaeneHHom NOCT 31814.

5.8 Mpu npoBeaEHUU UHCTIEKLMOHHOTO KOHTPONA CEPTURPMLIMPOBAHHOTO 060PYA0BaHMS, NPUMEHAEMOrO
B chepe GuotexHonorum, npumMeHsior nonoxernunsa MOCT 31815.

5.9 [eknapauuio 0 COOTBETCTBUM TPeOOBAHUAM TEXHUYECKMX PErfaMeHToB TaMOXEHHOro coto3a npu-
HUMAIOT U OCHOPMISIIOT B COOTBETCTBMM C PEKOMEHAALMAMU, U3NOKEeHHbIMU B pasaene 7 TOCT P 56532.

6 [lo6poBonbHaa ceprudukaums

6.1 [106poBOnbHYI0 cepTuduKaLuio 060pyaoBaHNA, NPUMEHAEMOTO B cdhepe BUOTEXHONMOIUM, OCYLLIECT-
BNAIOT B pamMKax cMcTeM A00pOBOMbHON cepTudmkaumm, Co3aaHHbIX B COOTBETCTBUM C NONOXeHUsiMu [4] u [5].

6.2 B cucremax gobpoBonbHoi ceptucukayum o60pyaoBaHusi, NpUMeEHsemMoro B ccpepe GuorexHono-
rMMU, yCTAHOBNEHBLI CXEMbI cepTudmkaumm B cootsetcteumn ¢ FOCT P 53603.

B cnyuasix, onpeaeneHHbIX CUCTEMON A0GPOBONLHON cepTUdMKaLIUN, MOXHO NPUMEHSTL CXEeMY, OCHO-
BaHHYIO TONbKO HA PACCMOTPEHUM U aHANWU3e NPEACTaBNEHHON 3asBUTENeM TEXHUYECKON JOKYMEHTaLMK.

6.3 PaboTbl N0 4OOPOBONbLHOMN CePTUDMKALMN OCYLLECTBAAIOT OpraHbl N0 cepTuduKkaLmm U ucnbiTarernb-
Hble nabopatopuu (LEHTPbI), aKKPEANTOBaHHbIE B NOPSAKE, YCTAHOBIIEHHOM 3aKOHOAATENLCTBOM POCCUIACKON
denepauun B chepe akkpeautayuu.

6.4 Pa6oTbl No 406poBONbHON cepTudmkaumm o60pya0BaHUA BKIIOYAIOT CrieayloLme aransbi:

- nogaya 3asiBku Ha AOOPOBOMBLHYIO CepTUdUKaLmIO;

- pPacCCMOTPEHMNE U NPUHATUE PELLEHUA NO 3asBKE;

- NpoBeaeHne HeoOXoaAUMbIX NPOBEPOK COOTBETCTBUSA YCTAHOBMEHHbLIM B cCUCTEME TpeOOBaHMSAM;

- aHanu3 Nony4YeHHbIX Pe3ynbTaToB U NPUHATUE PELLUEHMS O BO3MOXKHOCTM Bbiaun ceprudmkara cooT-
BETCTBUS;

- ochopmneHune, perncrpauus u Bblgada ceptudpmkara CooTBETCTBUS.

6.5 3asButens HanpaensieT B OpraH no ceptudukaumm 3aseky Ha npoBeaeHue ceptudukaummn obopyao-
BaHus. OpraH no cepTuduKaLmum perncTpUpYyeT 3asBKy U pacCMaTpUBaET €€ C LiENbIO onpeeneHns BO3MOX-
HOCTW NPOBEAEHUA CepTUdDUKALINN.

6.5.1 OgHOBPEMEHHO C 3a8BKOW 3a9BUTENb HANpPaBnAeT KOMNEKT MaTepnanos, B COCTaB KOTOPOro, Kak
npasuno, BKNO4aoT:

- nacnopt 06opyaoBaHuS;

- MHCTPYKUUK MO 3KcnnyaTaumm o60pyaoBaHus;

- AencTBylowme ceptTudunkarbl COOTBETCTBUS UK AeKnapayum 0 COOTBETCTBUM;

- KOHCTPYKTOPCKYIO JOKYMEHTaLMIO;

- ONUCaHne TEXHONOIrMM (METOANKM) NoNnyvYeHnsa BUOTEXHONOrMYECKON NPOAYKLUNN;

- UHble AOKYMEHTbI B COOTBETCTBUK C MpaBuiamm CUCTEMbI 4OOPOBONBLHON cepTudnkaumn.

6.5.2 OpraH no ceptudmkaummn Nnpyu paccMOTPEHUM 3asBKM U KOMINIIEKTA NPeACcTaBEeHHbIX MaTepuanos
onpeaensieT TpeboBaHusa (HOpMaTUBHbIE AOKYMEHTbI), HA COOTBETCTBME KOTOPbIM NPOBOAAT cepTudukaumio,
cxemy ceptudukaumm, 3anpalumBaet y 3asiBUTENA NPM HeoBX0AUMOCTU AONONHUTESNbHbIE CBEAEHUS.

Cxemy ceptucukaumm onpeaenser opraH no ceprudmkaLm no cornacoBaHuio ¢ 3asiBUTENIEM U3 Yncna
CXeM, NPefyCMOTPEHHbIX B cUcTeMe 406POBONbHON CepTUdMKaLUN.

6.5.3 Cpok paccMOTPEHMSA 3asBKU U NPUHATUS PeLLeHus 0 npoBeaeHun (nnbo HenpoBeaeHun) ceptudu-
kauum obopyaoBaHua cocTaBnsaeT He 6onee NATU KaneHAapHbIX AHel Nocne ee nonyyYyeHus.

6.5.4 Mo pesynbraTtam pacCMOTPEHUA 3a8BKU U NPEeACTaBMNEHHbIX MAaTEPUANoB OpraH no cepTudukalmm
NPUHUMAET pEeLLEHME NO 3asBKe U HaNpaBnsET ero 3asBUTENIO.

6.5.5 Mpu nonoxuTenbHbIX pesynbraTtax pacCMOTPEHUS 3asBKM 3a8BUTENIO BMECTE C pELLEHWEM NO 3a-
ABKE HaMpaBfAOT NPOEKT AOroBOpa Ha npoBefeHue patoT no ceprtuchmkauun. Pabotsl no paccMoTpeHuto
3a5BKM BKIIOYAIOT B AOrOBOP.

6.5.6 Ecnu npuHATO OTpULATENBHOE peLLeHune, TO opraH no ceprudukaumum apryMeHTMPOBAHHO B MUCh-
MEHHOI hopme coobLLaeT 3aaBUTENIO MOTUBMPOBAHHOE peLLeHEe 0 HEBO3MOXHOCTU NPOBEAEHUS CEPTUU-
kauum obopyaoBaHus.

Mpu4nHON OTKa3a B paCCMOTPEHUM 3aABKM MOXKET SIBNSTLCSA OTCYTCTBME HEOOXOAUMbBIX pa3peLUnTenb-
HbIX IOKYMEHTOB Ha 3KCMIyaTaumio 3asiBneHHoro o6opyaoBaHus.

6.5.7 MNocne 3akno4eHUsa 4OroBopa U ero OnmnaTkl OpraH no cepTuduKkaLuy NPUCTYNaeT K NPOBEAEHMIO
pa6oT no ceptudukaummu o6opynosaHus.
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6.5.8 NpoBepku B LUensix 4O0OPOBONbLHON cepTudMKaLMM MOTYT BKIIOYATh:

- aHanu3 TEXHUYECKON AOKYMEHTauum (NpeacTaBneHHbIX Marepuarnos);

- UCMbITaHMA 06pas3sLoB 0O0PYAOBAHUS, €CNU 3TO NPEAYCMOTPEHO CXEMON cepTudmKaumm;

- aHanu3 COCTOSsIHUSA MPOU3BOACTBA, ECNU 3TO NPEeAYCMOTPEHO CXEMOW cepTudpukaumu.

6.5.9 AHannM3 TEXHUYECKOM AOKYMEHTALUU U APYIUX JOKYMEHTOB, NPEACTaBNEHHbIX 3asgBUTENEM, Npo-
BOAAT 3KCNepTbl opraHa no ceprudpukauuu. Mo pesynsraraMm aHanusa oprad no cepruchukaLmm MOXeT 3anpo-
CUTb ONOSMHUTENbHBLIE CBEAEHUA OT 3asBUTENS.

6.5.10 B ToM cnyyae, ecnu npesycCMOTPEHO MPOBEAEHUE UCTLITAHMIE 000pyAOBaHUSA, OpraH no cep-
Tucbmkauum paspabaTbiBaeT NporpaMMy U METOAUKY UCMbITAHUMA HA OCHOBE COOTBETCTBYIOLLUMX [JOKYMEHTOB,
npeacTaBneHHbIX 3asiBUTENEM, U COrMacoBbLIBAET C 3aSABUTENEM MECTO U CPOKU NPOBEAEHUS UCTILITAHUNA.

WcnbiTaHuss NpoBOAAT UCNbITaTeNbHbIE nabopaTtopun (LEHTPbI), aKKPEAUTOBAHHbIE B YCTAHOBMEHHOM
nopsiike Ha NPOBEAEHUE TEX UCTILITAHUI, KOTOPbIE NPeAyCMOTPEHbI B HOPMATUBHbIX JOKYMEHTAX, UCTONb3Y-
eMbIX NpU cepTudukaLmm 3asiBNeHHOro 000pyA0BaHUA.

Mpy HEBO3MOXXHOCTU NPOBEAEHMUS UCTILITAHUI B TAKMX UCNLITATENBHBIX NabopaTopusax (LeHTpax) UChbi-
TaHUs NPOBOASAT HA MeCTe HaxXokAeHus 06opyaoBaHus. B 3TOM crnyyae ucnblTaHusi NPOBOASIT NOA KOHTPONEM
akcnepra(os) opraHa no ceptudukaLmm.

MpoTOKONbI UCNBLITAHUI NPEACTABNSAIOT B OPraH no ceprudukaumu, a Takxke 3aaBuTento no ero Tpeboea-
HUIO. NPOTOKOMbI UCNbITAHUI NMOANEXAT XPaHEHUIO (B TOM YMCNE U ANA CNy4Yas, KOraa 3asiBUTENIO0 HE MOXKET
ObITb BblAAH cepTUdMKAT, BBUAY HECOOTBETCTBUSA 060pYAOBaHUA YCTAHOBNEHHbIM TpebOBaHMSAM) B TEHYEHUE
CPOKOB, YCTAHOBIIEHHbIX B JOKYMEHTaX UCMbITAaTENBHON nabopaTopumn (LEHTPA), HO HE MEHEE TpeX NeT.

OpraH no ceptucukaLMm Ha OCHOBaHUM aHanNu3a NPOTOKONOB UCNLITAHUI U APYIMX JOKYMEHTOB O CO-
OTBETCTBMKU 000pyAOBaHMA OCYLLECTBNSAET OOLLYI0 OLEHKY (NOATBEPXAEeHUE) COOTBETCTBUSI 060pyaOBaHUA
YCTaHOBNEHHbIM TPEGOBAHUSIM U MPUHUMAET peLUEHUE O BO3MOXHOCTU (HEBO3MOXKHOCTH) BbiAauu ceptudm-
KaTa COOTBETCTBUSA.

6.5.11 B cnyyae COOTBETCTBUSA 060pya0BaHNS TpeboBaHUAM, YCTAHOBMNEHHLIM B CUCTEME A0OPOBONb-
HOW cepTudpukaumm, opraH no ceprudpukaummn NPUHUMAET peLueHne 0 BO3MOXHOCTU Bbiaadu ceptudukara
COOTBETCTBUS.

Ha ocHOBaHUK peLueHns 0 BO3MOXHOCTM BblAayn ceprudukara CoOOTBETCTBUS OpraH no ceptudpmkaumm
ochopMnisieT cepTudukaT CooTBETCTBUA NO hopMe M NpaBuIiaM, yCTaHOBMNEHHbLIM B cUCTEME A0OPOBONLHOM
cepTudukaymu.

6.5.12 B ToM cnyyae, ecnu o60pyaoBaHue, npuMeHsieMoe B cepe BUOTeXHONOrMmu, NpoU3BOAUTCS ce-
PUIAHO, MOTYT MPUMEHSATLCS CXEMBI CEPTUUKALMMU C aHANTM30M COCTOSIHMA NPOU3BOACTBA. B aTom cniyuae npu
NpoBEeAEHUN aHanM3a COCTOSIHUSI NPOM3BOACTBA UCTIONBL3YIOT nonoxeHuna MOCT P 54293.

B Tom cnyyae, ecnu B cucteme AoGpPOBONbLHON CepTU(UKaALMM NPUMEHSIOTCA CXEMbl cepTuduKaLum,
BKITIOYAIOLME MHCNEKUMOHHBIA KOHTPOMb, TO 3TY NPOLUEAYPY BbINOMAHAIOT B COOTBETCTBUM C MOMNOXEHUSMU
MOCT 31815.

6.5.13 lMpu oTpulaTenbHbIX pe3ynbratax NoATBEMKAEHUA COOTBETCTBUSA 0060pyAOBaHUSA OpraH no cep-
TUdMKaLMM BblAAET 3asBUTENMIO MOTUBMPOBAHHOE peLleHne o6 oTkase B Bblaaye ceprucmkara COOTBETCTBUS
C yKa3aHUeM NPUYKH.

6.5.14 Ceptuchukar BcTynaet B A€NCTBUE C MOMEHTA €ro perucrpaumm B peecrpe CUCTembl 100pOBONb-
HOWM cepTudukaymn.

6.5.15 Cpok aeicTBus ceptucpmkara COOTBETCTBUSA YCTAaHABNMBAET OpraH no ceprtudukaumm, Ho He 60o-
nee Tpex ner.

6.6 B cnyvasix, n(pegyCMOTPEHHbIX CxeMamu ceptudmkaLmm, NPOBOAAT UHCTIEKLMOHHBIA KOHTPONb.

6.6.1 'HCNEKUMOHHLIN KOHTPOSb OCYLLECTBAAIOT C LENbi0 YCTAaHOBNEHUSA TOr0, NPOAOIDKAET NU BbiNyCcKa-
emasi NpoayKLus oTBeYaTb TpeboBaHUsAM, Ha COOTBETCTBUE KOTOPLIM OHA Gbina ceptudmumposaHa.

6.6.2 IHCNEKUMOHHbII KOHTPOSb OCYLLECTBNSIOT B TEHEHUE BCEro cpoka AeNCTBUA ceptudukaTta coor-
BETCTBUSA, HO HE pPEeXe YeM OAMH pas B roa.

MHCNEKUMOHHBIN KOHTPONb NPOBOAAT B (POPME MHCNEKUMOHHLIX NPOBEPOK (NNAHOBbLIX NN BHENNAHO-
BbIX) OPraHOM Mo CepTUCMKaLIMK, BbiAABLUMM cepTuUKaT COOTBETCTBUA HA AaHHOe obopyaoBaHue.

6.6.3 OcHoBaHWEM ANs NPOBEAEHUSA UHCTIEKLMOHHOTO KOHTPOMA ABMAETCA AOrOBOP Ha cepTuduKaLmio
(AONONHUTENBLHOE COTMALLEHUE K HEMY), 3aKNIOYEHHBIN 3aaBUTENEM M OPraHoM No ceptTudpmkaumm, unm cne-
UManbHbIA JOTOBOP MEXAy 3TUMU CTOPOHAMU O NPOBEAEHUU UHCNEKLIMOHHOTO KOHTPONA.

6.6.4 CoaepyxaHue, NepMoagNYHOCTb, NOPAAOK NPOBEAEHNSA UHCMEKLIMOHHOTO KOHTPONSA, Nnpasuna npu-
HATUSA PeLUeHust No ero pedynsraram U popmbl JOKYMEHTOB MO MHCMEKLMOHHOMY KOHTPOSIO YCTaHOBNEHbI
cnucTemon AobpoBornbHON cepTucukauumn Ha ocHose nonoxenun MOCT 31815.



rOCT P 57078—2016

7 MNMpekpaweHne aencTeusa ceptudmnkara cCootBeTCTBUS

7.1 lMNpekpalleHne aencrTema ceptudukata CoOOTBETCTBUSA OCYLLECTBASAET OpraH no ceptudnkauum, Bbi-
JaBLUMM cepTudmukat COOTBETCTBMA NYTEM NPEKPALLEHUS perucrpauum ceptudukara CoOTBETCTBUSA.

7.2 [lencteue ceptudpmkara COOTBETCTBUSA MOXET ObITb NPeKpaLleHo No pesynsratamMm MHCNEKLMOHHOIO
KOHTPONS CEPTUAMULMPOBAHHOIO 060pYA0BaAHNS.

7.3 Oepxartenb cepTudukaTa COOTBETCTBUSA (3asIBUTENB) MOXET 00paTUTLCH B OpraH no ceprudukaumm
C npocbBoi 0 npekpalleHu AencTeust ceptuchmkara COOTBETCTBUS MPU BHECEHUM U3MEHEHWUIA, BMUSIOLLUX
Ha nokasaTtenu, NOATBEPXKAEHHbIE B cepTudukare, unu ee naeHtTudukaumio, npu naMeHeHun TpebosaHuii
HOPMAaTUBHbLIX JOKYMEHTOB, yCTaHaBNMBAOLUMX TpeboBaHUa Kk 060pyaOBaHUIO, a TaKkKe NpW peopraHu3auun
IOPUANYECKOro nuua.

7.4 OpurnHansl cepTudmkaToB COOTBETCTBMUS, AENCTBUE KOTOPLIX NPeKpaLeHo, HanpaBngaoT B OpraH no
cepTudmrKaLmMm U XpPaHaT B opraHe no ceptudpukaLmm co LWTamnom «4encTBue NPekpaLleHo» B TEYEHUe NATu
NneT ¢ Aathbl NpekpaLleHns AenCcTBus cepTudukara CooTBETCTBUS.
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