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Mpepgucnosue

1 PABPABOTAH OTKpbITbIM akLMOHEepHbIM 06LLEeCTBOM «Bcepoccuiickuii Hay4Ho-nccnenoBaTeNbCKmii
UHCTUTYT cepTudumkaunm» (OAO «BHUNC»)

2 BHECEH TexHuyeckum kommuteToM no ctaHgaptusauny TK 079 «OueHka COOTBETCTBUA»

3 YTBEPX/EH 1 BBEJEH B JENCTBWE [Mpukazom ®eaepansHOro areHTCTBa no TeXHMYECKOMy pe-
ryNMpoBaHunio 1 MeTposiorumn oT 19 ceHTabps 2016 r. No 1159-cT

4 BBEJEH BIEPBbIE

MpaBnna NpUMEHeHNA HacTOSALEero cTaHAapTa ycTaHoB/eHbl B CTaTbe 26 ®eABpasiblioro 3akoHa
«O cTaHgapTwusauum B Poccuiickoin ®egepauun». MHhopmauna 06 n3ameHeHusx K HacTosWwemy cTaHaap-
Ty nybsmkyeTCs B €XerofHom (No CoCTOAHUI0O Ha 1 AHBaps Tekywero roga) MHOpPMaLUNoOHHOM yKasa-
Tene «HauvoHanbHble CTaHAAPThI». a 0hULMaIbHbI TEKCT U3MEHEHWI 1 NOMPaBOK — B €XEeMeCAYHOM
yKkasaTene «HaunoHanbi<biB CTaHAapThi». B cnyyae nepecmoTpa (3aMeHbl) AN OTMEHbl HAaCcTOALWEro
CTaHgapTa cooTBeTCTBYlOLee yBeaoMeHne bygeT ony6aMKoBaHO B 6avkalilleM BbilyCKe exemecsu-
HOro MHMOPMaLUMOHHOrO ykasaTens «HauuoHanbHble cTaHfapThi». CooTBeTCTBYOWasa MHdopmauus,
yBefJOM/IEHNEe N TeKCTbl pa3MeLlalnTcsa Takke B WHhopMaLnoHHOW cucTeme 06Lero nosib30BaHus —
Ha odhuumansHoM caiiTe ®efepanbHOro areHTCTBa N0 TEXHUYECKOMY PeryinpoBaHuio U MeTpoioruv B
ceTu VIHTepHeT (Www.gost.ru)

© CraHgapTuHdopm. 2016

HacToswuii ctaHgapT He MOXeT 6bITb MOTHOCTHIO UIN YACTUYHO BOCMPOW3BELEH, TUPAXUPOBAH U pac-
MPOCTPaHEH B Ka4YecTBe OhULMANbLHOTO N3faHns 6e3 paspelleHns defepasibHOro areHTCTBa No TEXHNYECKO-
My peryMpoBaHuio U MeTposiorum


http://mosexp.ru# 

FOCT P 57078—2016

CopepxaHune

1 OBJIACTD MPUIMEHEHMIS ... teeuteeuteeateesteateeteesteeaseesaeabeeseeesbeesee e bt e aheeabeenseeebeeshe e s eeebeenbeeabeesheesbeenseebeesbeeaneesnnenbaenns 1
2 HOPMATUBHBIE COBITKM ... uveieutriereteteitee st e e st e st e e sasee e sreeese e e eate e easre e e s e e e s e e e e s e e e se e e e e e e e ame e e nme et enneeeennneenmneeannneennnees 1
3 TepMUHbI N OMPEAENEHMSA. ... 2
4 OBLMNE NMOSOKEHUS ... eteeeeieeecireeeitee e sae e sieeeenneeeas 2
5 Ob6sA3ateibHOe NOATBEPXEHNE COOTBETCTBHUA...........

6 [106p0BOIbHASA CEPTUDUKALMSA ...cveereeriieciierre e £
7 MNpekpaleHne aericTena cepTudmkaTa CooTBETCTBUSA 8

BUBANOTPAINIA. ...t



FOCT P 57078—2016

BesepeHune

Lienblo HacTosLLero ctaHjapTa siBNseTcs ycTaHOBNEHWe 06LLEero nopsifka u npaBun NPoOBeAEeHUS OLeH-
K1 (NoATBEPXKAEHNSA) COOTBETCTBUA 060PYA0BaHUS, NPUMEHAEMOro B cdhepe 6MOTeXHON0rMKN, TPeGOBaHUAM,
ob6ecneymBaroLLMM BbINOSIHEHME 3afay CO3[aHWs OPraHW3MOoB C 3afiaHHbIMW CBOMCTBAMMW B NPOMbILLIIEHHbIX
obbemax.

B cthepe 6roTexHonorun npuMeHstoT MUKpobronornyeckne, bruoxmmumyeckne, brnodursnyeckne meTo-
4bl, ANs peannsaLnm KOTOpbIX UCMO/b3Y0T 6a30Boe (OCHOBHOE) 060py0BaHNe, BbiNyckaeMoe B HacToslLiee
BPEMSI MHOTOYMC/IEHHbIMW 3apY6GEXHbIMU U 0TEYECTBEHHLIMU KOMIAHUAMU-NPOVN3BOAUTENAMMN AN Pa3iny-
HbIX 06nacTtei 6uonormn. 3170 060pyL0BaHNE NpeAcTaBnseT cob6oi naboparopHoe UAn NoyNpPOMbILLIEHHOE
o6opyaoBaHue

K Takomy 060pyA0BaHuio 0OTHOCUTCSt 06opyAoBaHMe, NpefHa3HaueHHoe AN KyNbTUBUPOBAHNUSA KYNbTyp
MWKPOOPraHM3MOB (KyNbTyp KNeToK), A8 pa3fesieHns KNeTok uan NpoaykToB GMocuHTesa, AN onpegeneHns
CBOICTB NOJIyYEHHbIX OPraHU3MOB WIN MPOAYKTOB, AN MaHUNynauWii (NonyyveHus) KynbTyp WN BeLecTB C
3afjaHHbIMW CBOWCTBaMU, a TaKkke 18 06ecrneyeHns CTePUNbHbIX yCNoBuid U T. .
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HALUWMWOHANBbHbBIWKN CTAHOAPT POCCUWNCKOW OEJLEPALUNWU

OueHkKa cooTBeTCTBUA

OBWWE NMPABWNIA OLUEHKN (MOATBEPXAEHNA) COOTBETCTBUA OBOPYNOBAHUA,
NMPUMEHAEMOIO B COEPE BUOTEXHONOI NN

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

fata BBegeHus — 2017—07—01

1 06nacTb NpUMeHeHMUA

HacToswwmii ctTaHgapT ycTaHaBnuBaeT 06LWmMii NOPSA0K U NpaBuia NpoBeAeHNs OUeHkn (mogTBepxae-
HWS1) COOTBETCTBUSA 060PYAOBaHUSA, MPUMEHAEMOrO B chepe BUOTEXHONOIUN.

HacTosiwumii cTaHfapT pacnpocTpaHsieTcs Ha paboTbl, NPOBOAUMbBIE YHaCTHUKAMU OLLeHKN (MoaTBepXae-
HWS1) COOTBETCTBUS MPU 0653aTe/IbHON cepTudmKaLun u geknapMpoBaHumn cCoOOTBETCTBUSA, a Takke npu gobpo-
BOJIbHOW cepTudmKaumm o60pyAoBaHus, NMPUMEHSIEMOTO B cchepe GUOTEXHOIOTUN.

CTtaHfapT npefHa3HayeH Ans 3assuteneii (M3roToBUTeNEen, NnL, BbIMOMHSAOLWNX PYHKL MU MHOCTPaHHO-
ro U3roToBMUTENS, MPOAABLIOB), OPraHOB MO cepTUdMKaLnK, UCTbITaTebHbIX nabopatopuii (LEHTPOB) M NHbIX
3auMHTEpPeCcoBaHHbIX NuL,.

2 HopmaTtuBHbIEe CCbl1KK

B HacToALleM cTaHAapTe UCMONb30BaHbl HOPMATUBHbBIE CCbISIKM Ha criegylolme ctaHaapTbl:

FOCT 31814—2012 OueHka cooTBeTcTBMA. Ob6wme npaBuna otbopa obpasyoB ANS UCNbITaHWI Mpo-
AyKUMN NpWU NOATBEPXAEHUN COOTBETCTBUSA

FOCT 31815—2012 OueHka cooTBeTCTBUA. [MopsAAOK NpoBefeHUsA WHCMEKLMOHHOrO KOHTPO/S B Npo-
ueaypax cepTudunkauuv

FOCT P 53603—2009 OueHka cooTBeTCcTBUSA. Cxembl cepTudpmkanmm npogykunm B Poccuiickoin dege-
pauuu

FOCT P 54293—2010 AHan13 cCOCTOAHNS NPOU3BOACTBA NPY NOATBEPXAEHUM COOTBETCTBUSA

FOCT P 56013—2014 OueHka cooTBeTcTBMSA. MNopsagok 0653aTeNbHOro NoATBEPXKAEHUS COOTBETCTBUSA
npoAyKuum TpeboBaHnsAM TEXHUYECKOro perfiaMeHTa TaMOXeHHOro cot3a «O 6e30MacHOCT! MalluH 1 060-
pyfoBaHus»

FOCT P 56017—2014 OueHka cooTBeTcTBUSA. MNopsagok 0683aTenbHOro NoATBEPXKAEHUS COOTBETCTBUSA
nNpoAyKuny TpeboBaHNSAM TEXHUYECKOTO pernaMmeHTa TaMoXeHHoro cotw3sa «O 6e30MacHOCTN HU3KOBOIbTHOMO
060pyA0oBaHNS»

FOCT P 56029—2014 OueHka cooTBeTcTBMSA. MNopsafok 0683aTenbHOro NoATBEPXKAEHUS COOTBETCTBUSA
npoayKunn TpeboBaHNAM TEXHUYECKOro perfaMmeHTa TaMOXeHHOro cot3a «3MeKTpoMarHuTHas COBMECTU-
MOCTb TEXHUYECKUX CPECTB»

FOCT P 56532—2015 OueHka COOTBETCTBUA. PekomeHauuu no NpUHATUIO Aeknapauun o0 COoTBeT-
CTBUW NPOAYKLMMN YCTAHOB/EHHbIM TPEOOBAHUAM.

n pnmMmevyaHne — |-|pl/I noNb30BaHMN HaCTOAWNM CTaHA4apTOM qenecooﬁpa3Ho npoeepuTb AEVICTBME CCblJ104-
HbIX CTaHA4apTOB B MHDOPMALMOHHOW cucTemMe 06LLLE0 NOb30BaHNA — Ha oduuManbHOM caiiTe defepanbHOro areHT-

CTBA MO TEXHUYECKOMY PErysiMpoBaHvi0 U METPOIOTUN B CETU VIHTEPHET UK NO eXerogHoMy MHGopMaLMOHHOMY yKa3sa-
Ten «HaunoHanbHble CTaHAaPTbI», KOTOPbI/ ONy6AMKOBaH MO COCTOSHUIO Ha 1 SHBaps Tekyliero roga, u no Bbinyckam

N3paHue oguymansHoe
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€XeMeCsYHOro MH(DOPMALMOHHOTO yKasaTens «HauuoHaibHble CTaHAAPTLI» 3a TeKyLnii rof. ECnv cCbiNoYHbIi cTaHgapT
3aMeHeH (M3MEeHEH), TO NPU NOMIb30BAHNMN HACTOSL MM CTAHAAPTOM CrefyeT PyKOBOACTBOBATHCS 3aMeHSAOLWMUM (M3MEHEH-
HbIM) CTaHAAPTOM. EC/M CCbINOYHbIV CTaHAAPT OTMEHEH Ge3 3aMeHbl, TO MOJIOXKEHUE, B KOTOPOM faHa CCblska Ha Hero,
NPUMEHAETCA B YaCTW, He 3aTparvBaioLLeii 3Ty CCbIKy.

3 TepMuHbl 1 onpeaeneHuns

B HacTosLWweM cTaHfapTe NPYMEHEHbI CeayloLmne TEPMUHbI C COOTBETCTBYIOLLMMUN ONpeaeneHNsMA:

3.1 gepxaTtenb cepTudukata cooTBeTCTBUA: 3asaBuTe b, NOAYUMBLUMI NO pe3ynbTatam cepTudmnka-
LIMOHHbIX Mpouesyp cepTugmkaT COOTBETCTBUSI.

3.2 3aABUTENb: PU3NYECKOe WU HpUANYecKoe SIMLO, UMelLee HaMepeHne NPUHATL UK NOMyYuTb
[OKYMEHT O MOATBEPXAEHUN COOTBETCTBUA MO0 NPUHABLLEE WU NONYYUBLLEE [OKYMEHT O NOATBEPXAEHNM
COOTBETCTBUSA.

3.3 3aABKa Ha cepTuukaumnio: IcxoaHblli [OKYMEHT 3asiBUTENS, COAepXalluii NpeaoxeHns opraHy
no cepTudmkaLny NpoBecT cepTudukaunio 3asaBieHHOro 060pyaoBaHnsa, NprMeHsemoro B coepe 6uoTex-
HoMorMn.

3.4 cepTudukat cooTBETCTBUA: [JOKYMEHT, yOCTOBEPSIOLLUI COOTBETCTBNE 0OBEKTA YCTAHOB/IEHHbLIM
TpeboBaHuAM.

3.5 cxema cepTudukauunn: lMepeveHb [eNCTBUI YHACTHWKOB cepTudMKauumn, pesynbTaTbl KOTOPbIX
paccMaTpuBaloTCa B KavecTBe [oka3aTeNlbCTB COOTBETCTBMA 060pYyA0BaHUA, NpuMeHsemoro B cdhepe 6umo-
TEXHOMNOTNW, YCTaHOBMEHHbIM TpeboBaHNAM.

3.6 cuctema po6poBonbHON cepTudumkaymm: COBOKYNHOCTb YH4aCTHUKOB paboT no A0OpPOBO/LHON
cepTudukaumm, LeicTBYOLLMX NO YyCTaHOB/IEHHbIM NpaBuiam.

3.7 opraH no ceptudunkauun: OpraH, akkpeauMToBaHHbI B yCTAHOBEHHOM NopsiAke AN NpoBeAeHUs
paboT no cepTudmkauun.

4 O6bwme NooXeHUs

4.1 OueHka (NOATBEPXAEHWNE) COOTBETCTBUS 060pYA0BAHUSA, NPUMEHSIEMOTO B chepe GUOTEXHOMOMM,
MOXeT 6bITb OCyLLecTB/eHa B hopMe 0653aTe/IbHOT0 NOATBEPXAEHUS COOTBETCTBYUS, a Takke A06POBO/LHO-
ro NOATBEPXAEHUSI COOTBETCTBUS.

MpumMeuyaHne — B TeKCTe HACTOSLLEro CTaHAapTa Hapsgy ¢ TEPMUHOM «060pyAOBaHNE, NPUMEHSEMOE B
cthepe GMOTEXHONOIMM» UCMONB30BaH TEPMUH «0GOPYOBaHNE» B TOM XE 3HAYEHUW.

4.2 B TOoM cnyyae, ecim 060pyAoBaHve, npuMeHsemoe B cchepe 6UOTEXHOOrMK, nognagaeT nog aei-
ctere (1]. [2]. (3] n VHBIX TEXHUYECKMX pernameHToB TaMOoXeHHOro cotsa, B cpepy AeliCTBUS KOTOPbIX Mo-
nagaet obopyaoBaHue, NpuMeHsieMoe B cthepe 6MOTEXHONOMMU: ANA HEro ocyllecTBAseTcs obsasaTenbHoe
noATBEPXAEHNE COOTBETCTBUA B NOpsAAKe, NPeAyCMOTPEHHOM TEXHUYECKMUW pernaMeHTamu.

4.3 ObsAsaTenbHOE NOATBEPXAEHNE COOTBETCTBMA OCyLLecTBNseTca B hopme 0653aTenbHON cepTudn-
Kauum nnm B hopme NpUHATUS Aeknapaunm o COOTBETCTBUM (AeknapupoBaHue).

4.4 No6poBONbLHOE NOATBEPXAEHNE COOTBETCTBMS 060PYAOBaHUS, NMPUMEHSIEMOr0 B cdhepe GMOTexHo-
NOrnKn. OCyLLeCTBNAIT B hopMe A06POBO/LHOV cepTUUKaLMM B pamMmkax COOTBETCTBYHOLLEN cucTeMbI [,06pO-
BOJIbHOW cepTudukauun.

4.5 TMpu £06pPOBO/ILHOI cepTUdMKauum NpoBEPSAOT COOTBETCTBUE (hYHKLMOHANLHLIM TPEBGOBaHUSAM
(Tpe6oBaHMsAIM Ha3HayeHwus), onpefensowyM BbiI60p UMEHHO Takoro 060pyAoBaHus AN UCNONb30BaHNA B
chepe buoTexHoormu.

4.6 fobpoBonbHas cepTudmKauus ocyLecTBASETCA N0 UHMLMATMBE 3asaBUTENS Ha YCNOBUAX [0OroBopa
MeXay 3asBuUTesIeM U OpraHoM Mo cepTudmnkaLmmn ANs ycTaHOBEHUss COOTBETCTBUSI 060pyA0BaHWs, NpYMeHse-
Moro B cchepe 6MOTEXHONOIMKN, HaLMOHa/IbHBIM CTaHAapTaM, cTaHgapTam opraHv3auuii, yCrnoBusm 40rOBOPOB.

5 06s3aTesibHOe NOATBEPXAEHNE COOTBETCTBUS

51 Lnsa pelweHna Bonpoca 0 HEOGXOAMMOCTY NpoBeAeHUs 06s3aTeNlbHOT0 NOATBEPXKAEHNSA COOTBET-
cTBMA 060pyA0BaHUS, NPUMEHSAEMOIO B BMOTEXHOMOTNN, TPEGOBAHNAM TEXHUUYECKUX PEF/TAMEHTOB TaMOXeH-
HOro coto3a NpoBOAAT:

2
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5.1.1 cpaBHeHMe HaVMeHOBaHWS W ONuUcaHWsa 060pYyAoBaHWA, a Takke ero HasHauyeHus ¢ 0671acTbio
pacnpocTpaHeHns TEXHUYECKOro perfiaMmeHTa, obbl4HO NpuBefeHHbIMY B pasgene 1. ¢ y4eToM npoaykuuu, Ha
KOTOPYIO AeliCTBME TEXHUYECKOTO pernameHTa TamMOoXeHHOro col3a He pacnpocTpaHseTcs;

5.1.2 cpaBHeHVe TpeboBaHWii, NpeabABASEMbIX K 060pYA0BaHNI0 UCXOAA U3 ero HasHayeHus, ¢ Tpebo-
BaHWSAMMW. YCTAHOB/IEHHbIMI B TEXHWYECKOM pernameHTe (C y4eTom TpeboBaHMWii CTaHAAPTOB, B pesy/brare
NPUMeEHEHUs1 KOTOPbIX Ha AO6POBO/ILHOV OCHOBE obecneunBaeTcs cobnogeHne TpeboBaHNii COOTBETCTBYIO-
LLIero TEXHUYECKOro pernaMeHTa).

5.2 B TOM cnyyae, ecnu no pesysbratam cpaBHeHus no 5.1.1 n 5.1.2 npuHUMaloT peLleHne o TOM. 4To
o6opyaoBaH/e OTHOCUTCA K 06beKTaM TEXHUYECKOro peryimpoBaHus TEXHUYECKOro pernameHTa TamoXeH-
HOro coto3a, NPoBOAAT CpaBHEHNE HAaVMEHOBaHWA (ONUCaHUsA, Ha3HauYeHUs1) C NOJIOXKEHUSAMU TEXHUYECKOTOo
pernameHTa, onpegenarwmnMm 06bekTbl cepTudmkaLum n (Mnu) AeknapnupoBaHna COOTBETCTBUSA, a Takxke ¢
no3nLMsiMU COOTBETCTBYIOLLETO NepeyHst NPOAYyKLMW, B OTHOLIEHUM KOTOPOI nojadva TamMOXEeHHOW Aeknapa-
Lun conpoBoxaeTca npeAcTaBieHnemM fOoKyMeHTa 06 oLeHke (MoATBEPXAeHUN) COOTBETCTBUA TpeboBaHNAM
TEXHUYEeCKOro persiaMmeHTa TaMoXeHHOro cotosa.

5.3 O6fsA3aTenbHOe MOATBEPXAEHME COOTBETCTBMS 060pyAoBaHus, npumeHsemoro B cdepe 6uo-
TEXHOMOTMW. MonajalolLlero noj [AeicTBME TEeXHMYeckoro pernameHta [1). nNpoBoAST B COOTBETCTBUU
¢ FOCT P 56013.

5.3.1 lMo peleHnio 3asBuTeNa Ana 060pyA0BaHNSA, BKIIOYEHHOTO B MNepeyeHb 06BbEKTOB TEXHUYECKOTO
perynvpoBaHus, noanexawimx nogTBepXAeHNI0 COOTBETCTBMA TpeboBaHMAM TEXHUYECKOro pernameHTa Ta-
MOXeHHOro cot3sa «O 6e3onacHoCTM MallvH 1 06opyaoBaHusa» B hopme AeknapupoBaHUsi COOTBETCTBUSA,
MOXHO MPUMEHSATL CepTunKaLuio Npu ycnosmu, 4To BbibMpaemas cxema cepTudmkaunm SBAseTca aKeBuBa-
NEeHTHOI cxeme feKknapupoBaHus.

PelleHne o 3ameHe feknapupoBaHusa COOTBETCTBUSA Ha CepTUdUKALUIO MOXET NPUHMMATLCA B C/lyvas
OTCYTCTBUA UM HEAO0CTaTOYHOCTY Y 3asBUTEeNA COOBCTBEHHbIX A0OKa3aTeNbCTB COOTBETCTBUA 060pyA0BaHNS,
Heob6XxoaUMbIX 417 NOATBEPXAEHNA COOTBETCTBUSA.

5.4 O6s3aTenbHOe NOATBEPXAEHME COOTBETCTBMS 000pPYyAOBaHUA, NPUMEHsiemMoro B cdepe 6uo-
TEXHOMOrMW. nonagjawliero noj AelicTBMEe TEXHUYECKOro pernameHta [2], NpoBOAAT B COOTBETCTBUM
¢ F'OCT P 56017.

5.4.1 B COOTBETCTBMU C TEXHNYECKMM pernameHToM [2] o6opyaoBaHmne, BKIIOYEHHOE B [NepeyeHb HU3KO-
BO/IbTHOrO 060pyA0BaHMA, NoA1exallero NoATBEPXKAEHNIO COOTBETCTBUA B dOpMe cepTudmkaLny B COOTBET-
CTBUU C TEXHUYECKUM pernameHToM TamMoxeHHOro cot3a «O 6e30nacHOCTY HU3KOBOIbTHOTO 060pYA0BaHNSA»
(TP TC 004/2011), npvBeAEHHbIA B NPUIOXEHUN K TEXHUYECKOMY periaMeHTy, MoAnexuT obssarenbHoMy
NoATBEPXAEHMIO COOTBETCTBUSA B hopme cepTudpmkaumm. ObopygosaHne, He BKIOYEHHOE B yKasaHHbIW MNe-
peyeHb. NOANEXUT NOATBEPXAEHNIO COOTBETCTBMSA B (DOPME Aek1apupoBaHns COOTBETCTBUS.

Mo pelleHunto 3asBMTENS NOATBEPXAEHNE COOTBETCTBMNA 060pyA0BaHUSA, He BKIIOYEHHOTO B yKa3aHHbIi
B npegbigyliem absaue MepeyeHb, MOXHO OCYLLECTBNATL B hopme cepTudmkaumm (CT. 7 N. 2 TEXHNYECKOro
pernameHTa (2)).

NMpumeyaHne — B HACTOsALEM CTaHAAPTE AN YBA3KU €r0 NOSIOXEHU ¢ TPe6OBaHUAMM TEXHUYECKUX perna-
MeHTOB TamMOXEHHOT0 COK3a NPUBELEHbI CChI/IKU HA COOTBETCTBYIOLLNE CTPYKTYPHBIE 3/IEMEHTbI TEXHUYECKOIO periameH-
Ta (MYHKTbI, NOAMNYHKTbI, NPUNOXEHUS U T. N.).

5.5 O6s13aTeNIbHOe NOATBEPXAEHNE COOTBETCTBMS 060pyA0BaHNSA, NoNajatoLLero nog feiicTene TexHu-
yeckoro pernameHTa (3), npoBogAaT B cooTBeTcTBMM ¢ TOCT P 56029.

5.5.1 B COOTBETCTBUM C TEXHNYECKUM pernameHTom [3] o6opyaoBaHue, BKIOYEHHOe B [epeyeHb TeXHu-
YeCKnX cpefCcTB, NoAanexalymx nogTBePXAEHNI0 COOTBETCTBUSA B hopme cepTudinkaLum B COOTBETCTBUN C TeEX-
HMYEeCKUM pernameHToM TamMOXEHHOro co3a «3NeKTPOMarHTHas COBMECTUMOCTb TEXHWYECKUX CPeACcTB»
(TP TC 020/2011), npuBeAeHHbI B NPUIOXEHUN 3 K TEXHUYECKOMY persiameHTy, NoanexuT obsasarenlbHoMy
noATBEPXAEHNIO COOTBETCTBUA B (hopMme cepTudmkauymumn. O6opyaoBaHne, He BK/IIOUYEHHOE B YKa3aHHbIN [Me-
peyeHb. NOANEXUT NOATBEPXAEHNIO COOTBETCTBMSA B (DOPME Aek1apupoBaHns COOTBETCTBUS.

Mo pelleHunto 3asBMTENS NOATBEPXAEHNE COOTBETCTBMNA 060pyA0BaHUSA, He BKIIOYEHHOTO B yKa3aHHbIi
MepeyeHb, MOXeT 6bITb OCYLLECTBNEHO B hopme cepTudmkaumm (CT. 7 n. 2 TEXHUYECKOoro pernamexTa [3]).

5.6 MoAaTBepxaeHne cOOTBETCTBUA 47151 060pyA0BaHNS, NOANajaroLLero noj 4eiNCTBME HECKObKUX Tex-
HMYeCcKMX pernameHToB TaMOXeHHOro cok3a, NMPOBOASAT B COOTBETCTBUM CO BCEMMW AECTBYIOLLMMMN B OTHO-
LUEHUN Hero TpeboBaHUAMM.
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5.7 OT60p 06pasLos 060pyf0BaHNS, NPUMEHAEMOrO B chepe 6GMOTEXHOMOMMK, NpU NpoBeeHnn 0653a-
TeNbHOW cepTudmMKaLmMm OCyLLecTBAT B Nopsigke, onpegeneHHom FOCT 31814.

5.8 lMpy NnpoBeAeHNN NHCMEKLNOHHOTO KOHTPO/IA CepTUdMLMPOBAHHOrO 060pYy0BaHNSA, MPUMEHAEMOTO
B cthepe 6MOTEXHONOMMW, NPUMEHSAIOT nonoxeHns FOCT 31815.

5.9 [leknapauno 0 COOTBETCTBUMN TPEOOBAHUAM TEXHUYECKUX pernameHToB TaMOXeHHOro cotsa npu-
HUMaOT 1 0POPM/ISAIOT B COOTBETCTBUM C peKOMeHAaunsaMn, N3noxeHHbIMun B pasgene 7 FOCT P 56532.

6 [ob6poBonbHasa cepTudukayns

6.1 lo6poBO/bHYIO cepTudvKaLmio 060pyA0BaHNA, NPYMEHAEMOro B chepe 61OTeXHONOrNK, OCyLLecT-
B/ISIOT B paMKax cucTeM A06POBO/IbHOW cepTUdUKaLmMmn, Co3AaHHbIX B COOTBETCTBUM C MONOXEHUSMM [4] 1 [5].

6.2 B cuctemax f06poBONbLHON cepTudmkauuy 060pyaoBaHust, NPUMeHAeMoro B cchepe GMOTeXHOO-
rMW. yCTaHOBJIEHbI CXeMbI cepTudnkauumn B cooteetcTBum ¢ TOCT P 53603.

B cnyyasx, onpegeneHHbIX cMcTemoi 06pOBO/bHON cepTudmkaLmn, MOXHO NPUMEHATb CXeMY, OCHO-
BaHHYI0 TO/IbKO Ha PACCMOTPEHUN W aHanM3e npeAcTaB/IeHHOW 3asBUTENeM TEXHUYECKOW AOKyMeHTaLuN.

6.3 PaboTbl N0 f,06POBONLHON CepTUdMKALIMM OCYLLECTBAAIOT OPraHbl N0 cepTudurKaLMmn n ncnbitatenb-
Hble nabopaTopuu (LEHTPbI), akKkpeaMToBaHHbIe B NOpsAAKe, yCTaHOB/IEHHOM 3aKoHoAaTeNbCcTBOM Poccuiickoi
depepaunmn B chepe akkpeanTauuu.

6.4 Pa6oTbl N0 06pOBOLHON cepTudhmKaLuu 060pyA0BaHNA BKIOYAKOT Credytolime atanbl:

- nofava 3asBKu Ha [OGPOBO/NbHYIO CepTuukaLmio:

- paccMOTPeHUE 1 NPUHATUE pPeLLEeHNs No 3asBKe;

- npoBefieHne HeobXoANMbIX MPOBEPOK COOTBETCTBUSA YCTAHOB/IEHHLIM B CUCTEME TPeboBaHUAM.

- aHaNn3 NoJlyYeHHbIX pPe3ynbTaToB U NPUHATWE PeLUeHNs 0 BO3MOXHOCTU Bblgauv cepTudumkara cooT-
BETCTBUS;

- ohopM/IeEHNE, perncTpaums n Bbifadya cepTudukaTa CooTBETCTBUSA.

6.5 3asaBuTenb HanpasAseT B OpraH nNo cepTudrkalmm 3asnBKy Ha NpoBeAeHne cepTudukalm obopyao-
BaHusA. OpraH no cepTudmkaunm perncTpmpyeT 3asBky U paccMaTpuBaeT ee C Lesblo onpegenieHns BO3MOX-
HOCTU NpoBefeHns cepTudnkaLnm.

6.5.1 OgHOBpPEMEHHO C 3aBKOI 3aABUTENb HanpaB/seT KOMM/IEKT MaTtepuasnios, B COCTaB KOTOPOro, Kak
npaBwo, BKTHOYAIOT:

- macnopt 06opyaoBaHus;

- UIHCTPYKLMK NO 3KCnayatauun o6opyoBaHns;

-felicTeytloue cepTudukaTbl COOTBETCTBUA WK AeKnapauumn 0 COOTBETCTBUK;

- KOHCTPYKTOPCKYIO JOKYMEHTaLMIO0;

-onucaHne TeXHONOrMM (MeToAUKN) NonyYeHUs GMOTEXHONOMMYECKOW NPOAYKLINN;

- VHble JOKYMEeHTbl B COOTBETCTBUM C NpasBuiaMn cUCTeMbl ,OOPOBONLHOW cepTudukaLmm.

6.5.2 OpraH no cepTudmKaLmm Npu pacCMOTPEHMMN 3asBKM U KOMMJIeKTa npeAcTaBfeHHbIX MaTtepranos
onpegensiet TpebosaHna (HopMaTUBHbIE JOKYMEHTbI), HA COOTBETCTBME KOTOPbLIM NPOBOAAT cepTudumKaLmio,
cxemy cepTudmkauun, 3anpawmsaeT y 3aaBUTENA NPU HEOOXOAMMOCTN AONOSHUTENIbHbIE CBEAEHNS.

Cxemy cepTucdpmkaummn onpegensieTt opraH no ceptTudukaumm no corfacoBaHnio ¢ 3asaBuTenemM 13 ymcna
CXeM, NPefyCMOTPEHHbIX B CUCTEME [06POBOLHON cepTudmKaLmm.

6.5.3 CpoK pacCMOTpeHus 3asBK/ 1 NPUHATUS peLleHuns o npoBeaeHun (nnbo HenpoBeaeHUn) cepTudn-
Kauun obopyfoBaHusa cocTaBiseT He 6osee NATU KaneHjapHbIX AHER nocne ee nosyyeHus.

6.5.4 Mo pe3ynbTatam paccCMOTPEHNA 3asBKM U NpeAcTaBNeHHbIX MaTepunasioB opraH no ceptudukalmmn
NPUHYMaeT peLleHne No 3asBKe U Harpas/iSieT ero 3assuTenio.

6.5.5 lMNpy NOMoXUTENbHbLIX pe3ysibTaTax PAaCCMOTPEHNA 3aABKV 3asBUTEII0 BMECTE C pelleHreM no 3a-
ABKE HanpasBfsloT MPOEKT JOroBopa Ha npoBefeHne paboT no cepTudurkauuyu. PaboTbl N0 pacCcMOTPEHUIO
3asBK/ BK/IOYAIOT B [OrOBOP.

6.5.6 Ecnv NpuHATO oTpuLaTesibHOe peLleHne, To OpraH no cepTudmkaunm apryMeHTMpOBaHHO B NCh-
MeHHO chopme coobLyaeT 3aABUTE/O MOTVBMPOBAHHOE pELLEHME O HEBO3MOXHOCTW NPOBEAEHNS cepTudun-
Kauumn obopyaosaHus.

MpunynHOIi 0TKa3a B PacCMOTPEHNM 3aBKM MOXET ABNSATLCA OTCYTCTBUE HEOOXOAMMbIX paspelumntesb-
HbIX AOKYMEHTOB Ha 3KCn/yaTauuio 3asBNEeHHOro 060pyA0BaHNS.

6.5.7 MNocne 3aknyYeHNs 4oroBopa 1 ero onnatbl OpraH No ceptudukauny NpucTynaeT K NpoBeaeHNo
paboT no cepTudukaum obopyaoBaHus.

4
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6.5.8 MpoBepkn B LeNsx 406POBO/IbHON ceEpPTUdIMKALUN MOTYT BK/IOUATb:

- aHann3 TeXHNYECKoN AoKyMeHTauun (NpeAcTasB/eHHbIX MaTepuanos);

- ncnbiTaHns 06pasyoB 060pyAOBaHNA, €C/M 3TO NPefyCMOTPEHO CXEMOW cepTudukaumm;

- aHaNIn3 COCTOSIHNA NMPOU3BOACTBA, €C/M 3TO NPEeLYCMOTPEHO CXEMOW cepTudmKaLmn.

6.5.9 AHann3 TeXHNYecKoin AoKyMeHTaLUn 1 ApYrux AOKYMEHTOB, NpeAcTaB/eHHbIX 3aaBuUTenem, npo-
BOAAT 9KCMepTbl OpraHa no ceptudunkaumu. Mo pesynbratam aHannsa opraH no cepTudmkaLmm MoxeT 3anpo-
CUTb AOMNOMHUTENbHbIE CBELEHNSA OT 3asBUTENS.

6.5.10 B Tom cnydyae, ecnu npefycMOTPEHO MpOBeAeHWe UCMbITaHWi obopyaoBaHWsA, opraH Mo cep-
Tudpukauun paspabartbiBaeT nporpamMmmy U MeTOAuKY WUCMbITaHW Ha OCHOBE COOTBETCTBYIOLMX AOKYMEHTOB,
npeAcTaBneHHbIX 3adBUTENEM, U COTIACOBbLIBAET C 3aABUTENIEM MECTO ¥ CPOKM NPOBEAEHNSA UCMbITAHUIA.

McnbiTaHna npoBOAAT UCNbITaTe bHble labopatopumn (LEeHTpbl), akKpeanToBaHHble B YCTaHOB/IEHHOM
nopsfAke Ha nposefeHve Tex UCNbITaHUA, KOTopble NPesyCMOTPEHbI B HOPMaTUBHbIX AOKYMEHTaXx, UCMNO/b3Y-
eMbIX Npy cepTugmnKaLnmn 3asaBaeHHOro 060pyLoBaHus.

Mpy HEBO3MOXHOCTW MPOBEAEHNS UCTbITAHWI B TaKMX UCNbITaTeNbHbIX NabopaTopusx (LeHTpax) ucnbi-
TaHWA NPOBOAAT HA MeCTe HaxoXAeHus 06opyAoBaHus. B aTom ciyyae ncnbiTaHns NPoBOAAT NOJ KOHTPOSIEM
aKcnepTa(os) opraHa no cepTudmnkaLunm.

MpoTOKONbI UCMbITAHWIA NPeACTaBASAT B OpraH no ceptudukaummn, a Takke 3asaButesnto no ero Tpebosa-
HW0. MPOTOKONbI UCMbITAHWA NOANEXAT XpaHeHuto (B TOM uncie n ANsa cayvas, Korga 3asaBuTesiio He MoXeT
6bITb BblgaH ceptudmkart, BBUAY HECOOTBETCTBUSA 060pYyA0BaHNS YCTAHOBMNEHHbIM TpeboBaHMAM) B TeYeHne
CPOKOB, YCTAHOB/IEHHbIX B AOKYMEHTaxX MUCMblTaTeNbHON nabopaTopun (LLeHTpa), HO He MeHee Tpex feT.

OpraH no cepTuduKaluMm Ha OCHOBaHUN aHann3a MPOTOKO/I0B UCMbITAHWUA U APYTNX AOKYMEHTOB O CO-
OTBETCTBUM 060PYAOBaHUSA OCYLLECTBASET 00y oLeHKy (MOATBEpPXAEeHME) COOTBETCTBUA 060pyA0BaHUSA
YyCTaHOBJ/IEHHbIM TPEBOBaHUAM U NPUHUMAET peLleHre 0 BO3MOXHOCTM (HEBO3MOXHOCTM) BblAaun cepTudu-
Kata COOTBETCTBUS.

6.5.11 B cnyvyae cooTBeTCTBMA 060pyAOBaHMA TpeboBaHWAM, YCTAHOBMEHHbIM B cucteMe A06poBO/ib-
HOI cepTudhvkaLmmn, opraH no ceptTudukauny NprHUMaeT pelleHne 0 BO3MOXHOCTW Bblgauun cepTudmkaTa
COOTBETCTBUSA.

Ha ocHOoBaHUM pelleHns 0 BOSMOXHOCTY Bblgaun cepTudunkaTa CoOOTBETCTBUSA OpraH no cepTudmkaunm
ochopmnseT cepTudmkar CooTBETCTBMA No hopme 1 npaBuiam, yCTaHOB/EHHbIM B cucTeMe f06POBO/IbHON
cepTudukaluu.

6.5.12 B Tom cnyvae, ecnv obopyaoBaHue, npuMeHsemMoe B cdpepe 61MOTEXHOMOMMM, NPOU3BOANTCA Ce-
PWIAHO. MOTYT MPUMEHSITLCA CXeMbl CepTUdMKALMKN C aHaTM30M COCTOSTHUA NPOM3BOACTBa. B aTom cnyuyae npu
npoBefeHnn aHanunsa CoCTOAHUA NPOU3BOACTBA UCMO/b3YIOT nonoxernna FOCT P 54293.

B TOoM cnyuae, ecnu B cucteme fo6pOBOLHON cepTudmKaLum NPUMEHSIIOTCA CXeMbl cepTudukaumm,
BK/IlOYAIOLME WMHCMEKUMOHHbIV KOHTPO/b, TO 3Ty NpoLeAypy BbINOSHAT B COOTBETCTBMM C NOSIOXEHWUAMU
FOCT 31815.

6.5.13 lMpu oTpuuaTenbHbIX pedynbratax NOATBEPXAEHNA COOTBETCTBUA 060pYyAOBaHUS OpraH no cep-
Tuchnkauum BolfaeT 3asaBUTENI0 MOTUBUPOBAHHOE pelleHne 06 0Tkase B Bblgaye cepTudmkata cCooTBeTCTBUSA
C yKasaHuem MpuyvH.

6.5.14 CepTudpmkaT BCTynaeT B AelicTBUE C MOMEHTA €0 perncTpauun B peectpe cuctembl 406p0OBO/Ib-
HOI cepTudmnkaumm.

6.5.15 Cpok feiicTBus ceptudukara COOTBETCTBUA yCTaHaBMBAET OpraH no cepTudmkauum, HO He 6o-
nee Tpex feT.

6.6 B cnyuyasx, npeAyCMOTPEHHbIX CXxeMamu cepTudukaLnmm, NpoBoAAT UHCMEKLNOHHBIV KOHTPOSb.

6.6.1 VIHCMEeKLMOHHBI KOHTPO/b OCYLLECTBASAIT C Lie/blo YCTAHOBIEHNA TOTO, NPOAO/IKAET /1N BbiNycKa-
emas npoayKumsa oTeeyatb TpeboBaHNAM, Ha COOTBETCTBME KOTOPLIM OHa Oblna cepTuduumposBaHa.

6.6.2 VIHCMEeKLMOHHBI KOHTPO/b OCYLLLECTB/IAIT B TEYEHNE BCEro Cpoka feicTBua ceptudmkara cooT-
BETCTBUSA. HO HE pexe Yem OAWH pas3 B rof,.

WNHCNEeKLNOHHBIA KOHTPOb NPOBOAAT B hOpMe MHCNEKLMOHHBLIX NPOBEPOK (NJ1AHOBLIX UM BHEMMIAHO-
BbIX) OPraHom no cepTudnkaLmm, BblgaslLumMM cepTuukKar cooTBETCTBUA Ha faHHOe obopyaoBaHue.

6.6.3 OcHoBaHVeM A1 NPOBEeLEHNS MHCNEKLMOHHOTO KOHTPOS SABIAETCA AOr0BOP Ha cepTudmkaumio
(oononHUTENbHOE COorMalleHne K HeMy), 3ak/toUYeHHbI 3adBUTENIEM U OpraHOM Mo cepTudnkaLmu, nnn cne-
LinanbHbll 4OrOBOP MeXAy 3TVMU CTOPOHaMMW O MPOBEAEHUN MUHCMEKLMOHHOTO KOHTPONS.

6.6.4 CopgepxaHue, NepnognyHOCTb, NOPALOK MPOBEAEHUSA WHCMEKLNMOHHOTO KOHTPO/IA, npasuia npu-
HATUS peLleHns No ero pesynbtatam v OpMbl AOKYMEHTOB MO WHCNEKLNOHHOMY KOHTPOIO YCTaHOB/IEHbI
cucTemMoi 106pOBO/bHON cepTudIuKaLum Ha ocHoBe nosioxeHuin FOCT 31815.
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7 MpekpaweHne geiicTeus ceptTnudgumkata cooTBeTCcTBUSA

7.1 MpekpalleHne feiicTenua cepTudmkara cCoOTBETCTBUS OCYLLECTBASIET OpraH no cepTudmkanum, Bbl-
JaBLMM cepTudmkaT COOTBETCTBMA NMyTEM NpekpalleHns perncrpauuy ceptudukara CooTBeTCTBUSA.

7.2 [leiicTBue cepTudmKkaTa COOTBETCTBUA MOXET ObITb NpekpaLleHo no pesynbTaram UHCNEKLMOHHOTO
KOHTPONSA cepTudnLMpOBaHHOrO 060pYA0BaHNS.

7.3 Jepxartens cepTndmkata CooTBETCTBUA (3asBUTESb) MOXET 06paTUTLCA B OpraH no cepTudmkannm
C nNpocb60ii 0 NpekpalieHnn feincTens ceptudnkata COOTBETCTBMSA NPY BHECEHUN U3MEHEHWU, BANSIOWMX
Ha nokasaTtesin, NoATBEPXAEHHble B cepTudhukate, Unu ee MAEHTUMMKALMIO, NP N3MEHEHUN Tpe6GoBaHwWi
HOPMaTVBHbIX AOKYMEHTOB, yCTaHaB/IMBaKLWMX TpeboBaHNA K 060pyA0BaHNI0, a Takke Npy peopraHusauumn
IOpUANYECKOro mua.

7.4 OpurnHansl cepTnhrKaToB COOTBETCTBUS, leICTBME KOTOPbIX NpeKpaLleHo, HanpaBAaoT B OpraH no
cepTudmkaLmmn n xpaHaT B opraHe no cepTudmkaL My co LTamnoM «AeincTBne npekpaLLeHo» B TeyeHne nsatu
neT ¢ Aatbl NpekpalleHns geincTeus ceptudmkara CooTBETCTBUSA.
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