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lNpeancnosune

Lenv u npuHUmMnbl cTaHgapTvsaumm e  Poccuiickolt  ®efepauyn  ycTaHOBMEHbl  defepasibHbiM - 3aKOHOM
or 27 pekabpsa 2002 r. Ns 184-d3 «O TexHMYEeCKOM PerynmpoBaHum», a npasuia MNPUMEHEHUS] HaUMOHa/IbHbIX
cTaHgaptoB Poccuiickoii  ®epepauum — TOCT P 1.0—2004 «CraHgaptvsaumss B Poccuiickoii  depepaumn.
OCHOBHbIE MOMOXEHUs

CeefieHns 0 cTaHaapTe

1 PA3PABOTAH OTKpbITbIM  aKUMOHEPHbIM  OOLLECTBOM  «BCEPOCCUMCKUIA  Hay4HO-CC/IEe0BaTe TbCKMl
WHCTUTYT ceptuchnkaLimy» (OAO «BHUNC»)

2 BHECEH TexHuyeckum KomuteToM «OLieHKa COOTBETCTBUA U yrpas/ieHne kauectsom» (TK 079)

3 YTBEPXAEH W BBEAEH B [EVCTBVE [Mpukasom defepanbHoro areHTcTBa Mo TEXHUHECKOMY
perynmposaHuio 1 meTposiorm oT 30 Hosips 2010 r. Ne 613-CT.

4 BBEJEH BINEPBbLIE

5 B HacTosllleM CTaHOapTe peann3oBaHbl MNOMoKeHUs crateli 2. 19. 24. 28 depgepa/ibHOrO  3akoHa
«O TEXHNYECKOM PEeryiMpoBaHmnmn»

NHdopMaums 06 M3MEHEHVsIX K HACTOSILLEMY CTaHfapTy Nyb/ivMKyeTCs B €XerogHo n3gaBaemMoM WH-
oopMaLyioHHOM yKasaTene «HauuoHanbHble CTaHfapTbi». @ TEKCT M3MEHEHWU/ M MOMpaBOK — € exeme-
CAYHO M3[aBaeMbIX MH(OPMAUMOHHBLIX YKasaTensx «HauvoHasbHble CTaHAapThi». B cnyvae nepecmoTpa
(3amMeHbl) MM OTMeHbl HacTOsAWEro cTaH4apTa COOTBETCTByNOLWEee YyBedoMmieHne 6yaeT ony6/mMkoBaHO
B €XEMECSYHO M34aBaeMOM WHGOPMAaLMOHHOM YyKasaTene «HaumoHanbHble cTaHgapTbl». COOTBETCTBY-
Iowas mMHopmMauns, yBegoMmieHne M TEKCThl pasMellalnTcea Takke B WMHGOPMaLMOHHON cucTeme o06LLero
No/nb30BaHWst — Ha odpuumansHoM cariTe defepasbHOr0 areHTCTBa MO TEeXHNYECKOMY PEerynvpoBaHuio U
MeTPpOonorMn B ceTu MIHTepHeT

© CraHgaptvHdopm. 2011

HacTtosilumii  CTaHgapT He MOXET ObiTb MOSIHOCTBIO WM YaCTWHMHO BOCTPOM3BELEH, TVPaXKMPOBaH M pac-
MPOCTpaHeH B KauyecTBe odmuManbHOro um3gaHust 6e3  paspelleHusi deaepasibHOr0 areHTCTBa Mo TeXHUHECKo-
My PETY/IMPOBAHMIO 1 METPOOIN
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CopepxxaHue
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BeepeHune

HaunoHanbHbIli  cTaHgapT Poccuiickoli  ®epepaumm  «CxeMbl  AEKTapUpOBaHNSt  COOTBETCTBUS»  BXOAUT B
CucteMy CcTaHOapToB B 00M1aCTV  OLEHKM COOTBETCTBYS, aHa/IOMMYHYI0 M0 UEeIsM UM NpUHUMNaM  MeXxayHapos-
Hol cucTeme ctaHaapTos ICO/M3K cepum 17000.

Mog OUEHKO COOTBETCTBUA B MexayHapogHom craHgapte WCO/M3K  17000:2004 «OueHka COOTBET-
ctBua. CrioBapb M 06WME MPUHUMMBE> MOHUMAETCA [0Ka3aTeflbCTBO TOr0, YTO 3adaHHble TpebGOoBaHUA K Mpo-
[yKUumm, NpoLieccy, cucteme, NnLLY Wiv opraHy BbINO/THEHDI.

HaupoHanbHble cTaHfgapTel, BXogsdwwme B Cuctemy CTaHOapTOB MO OUEHKE COOTBETCTBUSA, apMOHU3MPO-
BaHbl C COOTBETCTBYIOLMMM MeEXAyHapoaHbIMM CTaHgapTamm WCO/MOK cepyum 17000 B TOli Mepe, B KOTOPOW
BO3MOXHO MX 3hdheKTMBHOE NpUMEHEHME Ha TeppuTopum Poccuiickoin deaepaumn.

B cootBeTcTBMM CO cTatbeil 20 depepanibHOrO 3akoHa OT 27.12.2002 r. N9 184-®3 «O TexHW4YeckoMm pe-
ryfMpoBaHWM»  [ieKknapupoBaHMe COOTBETCTBMS B Poccuiickoil  defepauy  MpyMeHsieTc  TOMbko  Npy 06s13a-
Te/TbHOM MOATBEPXAEHUM COOTBETCTBYSA.

BasoBble CxeMbl [OEKNapypoBaHVsi  COOTBETCTBMSA  YCTaHOB/EHbI B CTartbe 24 ®defepaslbHOro  3akoHa
«O TexHWYecKoM perynmpoBaHum». B HacToswem craHgapTe 3TV CXeMbl  JETa/M3VpYOTCA  [/19  NPaKTUYecKor
NPUMeHeHNs Ha J0OpPOBOMLHOM OCHOBE MpU  06sA3aTeNlbHOM  MOATBEPXKAEHMN COOTBETCTBUA TpeOOoBaHUAM  Tex-
HUWYECKNX PErSTAMEHTOB M [0 BCTYIVIEHVWS B CWI1y COOTBETCTBYIOLLMX TEXHUYECKMX PEISIaMEHTOB — Ha COOTBe-
TCTBME HOPMaTVBHbIM MNpaBOBbIM aktam Poccuiickoin depepauyi 1M HOPMATVBHLIM - JOKYMEHTaM  dheepasibHbIX
OpraHoB UCMONHUTENBHON BNaCcTH (CTaTbs 46 PefiepasibHOro 3akoHa «O TEXHUUECKOM PeryimpoBaHn).

Mpn pas3paboTke HACTOSLLEro HALUMOHAMIHOMO  CTaHAapTa  6bUM  UCMONb30BaHbl  MeXayHapodHble  CTaH-
faptbl MICO/M3K  17050-1. NCO/M3K 17050-2 »n PekomeHgaumm no BbIGopy OPM U CXeM  0Bs3aTesIbHO
NMOATBEPXKAEHNST  COOTBETCTBUA MPU  Pa3paboTKe  TEXHUYECKMX PErMaMEHTOB Ha  MPOAYKUMIO,  YTBEPXKAEHHbIe
nocraHoesieHveM rocctaHaapta Poccum ot 23.06.2003 r. No 2001-cT.

Kpome TOro, npu paspaboTke HacTOALEro CcraHgapTta ObUM  MCMO/b30BaHbl  OTAE/bHbIE  MOSIOKEHNA  €B-
poneiickux Mogyneli OueHKN COOTBETCTBUSA, copepxawmxcd B PeweHnn No 768/2008/EC  Esponelickoro nap-
naveHta u CoBeta or 9 wona 2006 r., onpedensiowem o6WMe YCNoBUA  peanmvzauun  NPoayKunM 1
OTMeHsItoLLIEM peLueHre 93/465/EDSC CoseTa.

CraHfapT HanpaBfeH Ha cosfgaHve OOLero MEeTOAOMIOTMYECKoro Mnoaxofa K npouedypam  AeknapupoBa-
HUS COOTBETCTBYISA, KOTOPbI MOXET ObITb UCTO/Lb30BaH NpyY 06513aTe/TbHOM NOATBEXAEHNN COOTBETCTBUS.
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HAUMWOHANbHBLIWAW CTAHOAPT POCCUMNCKOMN GEJEPALUNMN

OueHka COOTBETCTBUA
CXEMbI JEKTAPUPOBAHNA COOTBETCTBUA

Conformity assessment. Conformity declaration schemes

[ara BeegeHns — 2012—01—01

1 O6nacTb NpUMeHeHus

HacTosilumiA ~ CcTaHAapT yCTaHaB/MBAaET CXeMbl [AEKNapupoBaHWs COOTBETCTBUS, WX TWMOBOM cOCTaB, CO*
[epXaHue 1 NpUMeHeHMe.

CTaHOapT  pacrpocTpaHsieTcsl Ha  [EeKMapupoBaHWE COOTBETCTBUS MNPy 06si3aTe/lbHOM — MOATBEPXAEHNN
COOTBETCTBYS MPOZYKLIMMN YCTAHOB/IEHHBIM TPEGOBAHUSIM.

CTaHgapT npefHasHauyeH 4711 pas3paboTuMkoB  TEXHUUECKVX —PErSTAMEHTOB, OPraHoB MO CepTudivKaumm,
VcnbITaTesbHbIX laGopaTopuii (LEHTPOB) 1 3asiBUTESEN AEKTapVPOBaHNs COOTBETCTBYS.

2 HopmaTuBHbIE CCbINKK

8 HacTosLLEeM CTaHAapTe UCMOo/b30BaHbl HOPMATUBHBIE CCbUIKM Ha CriefytoLume CTaHaapTbl:

FOCT P MCO 9001—2008 Cuctema MeHemKMeHTa KayecTsa. TpeboBaHus

MCT P WNCO 14001—2007 CuncTeMbl 3KO/IOTMYECKOrO  MeHeMKkMeHTa. TpeGoBaHMS W PYyKOBOLACTBO
Mo NPYMEHEHNIO

FTOCT P 51705.1—2001 Cwucrema KadecTBa. YnpasfieHME KayeCTBOM MULLEBbLIX MPOAYKTOB Ha OCHOBE
npuyHLMnoB XACCI1. O6Lume TpeboBaHus

FOCT P 52249—2009 INpaBwia Npomn3BOACTBA U KOHTPO/IA KaYecTBa JIEKapCTBEHHbBIX CPEACTB

MpumeHeHne — Tpy NOAL30BAHNN HACTOAWMM CTaHAAPTOM LenecoobpasHo NpoBEpUTL AeiCcTBME CCblIoY-
HbIX CTaHOapToB B WH(OPMALMOHHON cucTemMe 06LWero nonb3oBaHUs — Ha odmuvasbHoM calite degepanbHOro
areHTCTBa Mo TEXHUYECKOMY PEry/iMpoBaHNI0O U METPOsIorMM B CeTu VIHTepHeT Wnn Mo eXerogHo usgasaemMomy MHdopma-
LIMOHHOMY YykasaTesnito «HauuoHasibHble CTaHAapThbl», KOTOPbIA Ony6/MKOBaH MO COCTOSHUIO Ha 1 AHBaps Tekyliero roga, u
MO0 COOTBETCTBYIOLMM EXEMECAYHO MW3A4aBaeMblM WMHGOPMALMOHHBIM YyKa3aTensmM, Ony6/IMKOBaHHbIM B TeKyLlem rogy.
Ecnu cCbINIOYHBIA CTaHAapT 3amMeHeH (M3MEeHEeH), TO /IpU NO/b30BaHWK HaCTOSALWMM CTaHAapToM crefyeT pyKOBOACTBO-
BaTbCS 3aMeHSIWYM (M3MEHEHHbIM) CTaHAapToM. Ecnn cCblNoYHbIA cTaHgapT OTMEHeH 6e3 3aMeHbl, TO NOJIOXKeHUe, B KO-
TOPOM JlaHa CCblfika Ha Hero, MPUMEHSETCS B YacTu, He 3aTparuBatoLLeli 3Ty CCbIKy.

3 TepMuHbI N onpepeneHuns

8 HacTosILLEeM CTaHAapTe NPUMEHSIOTCS CIEAYHOLLYIE TEPMUHBI C COOTBETCTBYHOLLMMM ONpeAeIEHSIMU;

31 cxema MOATBEPKAEHWSI COOTBETCTBUS: [lepeueHb [AelicTBUIA  yuacTHMKOB  MOATBEPXAEHWSI  COOT-
BETCTBMSI. pe3y/ibTaTbl KOTOPbIX PacCMaTpuBAlOTCA MMM B KAUECTBE  [OKAdaTe/IbCTB  COOTBETCTBUSI  MPOAYKLMU
W MHbIX OGBEKTOB YCTAHOB/IEHHBIM TPEGOBAHMSAM.

3.2 CXemMa  [eKMapupoBaHMsi — COOTBETCTBUS: CxemMa  MOATBEPXKOEHWS  COOTBETCTBUSl,  MpUMEHsiemast
MY AEKNAPMPOBaHUN COOTBETCTBUIS.

M3paHve oduupanbHoe
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33 opraH no cepTudkauym: tOpuauueckoe MU0 WM MHAVBUAYa/bHBIA  NpeanpuHUMaTesb, akkpe-
[MTOBaHHbIE B YCTAHOB/IEHHOM MOPSIAKE A/151 BbINOMHEHS paGoT Mo NOATBEPKAEHUIO COOTBETCTBUSI.

MpuMeuaHne — 8 LEHHOM cTaHAapTe MNof OpraHoM Mo CepTMMKaLMK NMOHUMAETCS opraH no cepTudmkaluy,
aKKPEAMUTOBaHHbBIN Ha CEPTUMKALMIO CUCTEM KadyecTBa.

34 ucnbitatenibHast  nabopatopus  (UeHTp):  Jlabopatopusi  (LUEHTP), KOoTopas  MpOBOAWUT  MCMbITaHWS
(oToenbHble BUAbl  WCMbITaHWIA) MPOAYKUMM B COOTBETCTBAM C 00/1aCTbi0  akkpeguTaumy, OMpeaesieHHoONn  akkpe-
[OUTYIOLLIMM OpraHoM.

35 3asBuTenb: dusnueckoe WM HOpUMAMYECKOE  NMLO, KOTOpoe A1 MOATBEPXIEHWS  COOTBETCTBUSA
MPVHYMAaET AeKnapauyio O COOTBETCTBUM.

3.6 wvcnbitaHve: OnpedenieHne OpHOM WM 6GOMee  XapakTepUCTVK 0ObeKTa OLEHKA COOTBETCTBUSI CO-
rnacHo npoLeaype.

37 cucTema kadectBa: CuctemMa CKOOPAVHUPOBAHHOM [eATeSIbHOCTUM [Ans  PyKOBOACTBA W yhpaB/ieHus
opraHuzaLmeli NPUMEHNUTENBHO K Ka4ecTBy (6e30mnacHoCTw).

MpumeuyaHne — 8 HacTosLleM CTaHAapTe MPUMEHSeTCA TepPMUH «CUCTeMa KavecTBa*, ncnonb3yemblii B de-
JepasibHOM 3akoHe «O TeXHUYECKOM PerysIMpoBaHuM», KOTOPbIA OXBaTbiBAET Pa3/IMuYHbleE MOAENN CUCTEM MEHeMKMEeHTa,
HanpaBs/ieHHbIX Ha obecrneveHve kayecTBa NPOAYKUMM M ee 6e30nacHOCTU NS N0Ael, UMYLLecTBa, OKpyxalowein cpeapl
(cuctema MeHeKMeHTa KavecTBa, CMCTEMA 3KOJIOTMYECKOro MeHeKMeHTa 1 p,).

4 O6Lue NonoxeHns

41 Cxema [eKlapypoBaHVs COOTBETCTBMS SB/ISIETCA  OMpefensioweil  YacTbio  npoueaypbl  Aekiapypo-
BaHWS  COOTBETCTBUS, XapaKTEpU3ylOLei HeoOXOAVMbIA  YpOBEHb  [0Ka3aTeSlbHOCTM  COOTBETCTBMA  NPOAyKLWW
YCTaHOB/IEHHBLIM TPEGOBAHMAM.

42 Cxema [exrapupoBaHVsi COOTBETCTBMSA MOXET COEPKaTb OAHO WM  HECKOMbKO  MPpeanpuHiMaeMbIX
[encTBuiA, pesynbTaTbl KOTOPbIX MCMOMb3YKTCA  3asBUTENIeM [/ MPUHATUS  OOLLEro  pelueHns O  COOTBETCTBUM
(HecooTBETCTBMM) NPOAYKLMN YCTaHOB/IEHHBIM TPEOOBAHUAM.

43 OtgenbHble [eiicTBuA (Onepauyun) no MOLTBEPKOEHMIO COOTBETCTBUA B Pas/MUHbIX Cxemax Aekna-
pUpOBaHWA  MOMYT OCYLLECTBMSATL: 3asBuTeNb (MepBasi CTOPOHA), aKKpeaMTOBaHHble B YCTAHOB/IEHHOM  MOpsf-
ke opraHbl Mo cepTudmKauMm W VCnbiTatesbHble naboparopun  (TpeTbsi CTOpoHa). B 3aBMCMMOCTM  OT  3TOro
Jexnapalyto O COOTBETCTBUM MPUHUMAKOT Ha OCHOBE COOCTBEHHbIX [OKa3aTeflbCTB WM  COOCTBEHHbIX [oKasa-
Te/bCTB € UCMOMb30BaHMEM A0KA3aTEeNbCTB, NOYYEHHbIX OT TPETLEN CTOPOHbI.

4.4 TvinoBbIMM JEVICTBUSIMU MO NOATBEPKAEHMIO COOTBETCTBYS B OOLLIEM C/Ty4ae MOTYT CHUTaTBCS:

- hopmmMpoBaHe KOMIUIEKTa OKa3aTe IbCTBEHHbIX MaTepHaIIOB:

- vccnefosaHya (UCTbITaHKS) U U3MEpPEeHUs (Jasiee — VUCTIbITaHus);

* cepTudrKaLA CCTEMbI KaUeCTBsa.

45  KOoMMnnekt [okasareNbCTBEHHbIX MaTtepuasioB [O/KeH O0OecreuvMTb BO3MOXHOCTb — OLEHKM  MPOAYK-
UMM C TOUKA 3PEHUs ee COOTBETCTBUS YCTAHOB/IEHHbIM TPEGOBaHWAM W BKMOYATL aHa/IM3 U OLEHKY OfHOro W
HECKO/IbKMX  PUCKOB, CBSA3aHHLIX C BO3MOXHOCTBIO MPUUMHEHUA Bpefa. B KOMMMNeKT [O/MKHbI  Take BXOOWTb
CTaHdapTbl M CBOAbl NpaBwn, KOTOpble Ha [A0GPOBOMBLHOW OCHOBE WCMOML3YIOTCA A/19  CObMoaeHus Tpebosa-
HW COOTBETCTBYIOLLIMX TEXHUYECKUX PErSTAMEHTOB.

CocTaB [j0Ka3aTefIbCTBEHHbIX MaTepuasioB  OnpefensieTcd TEeXHWYECKUM  PerslaveHToM, a [0  BCTyrJie-
HUS B CWIy COOTBETCTBYIOLLETO TEXHWYECKOTO perfiameHta — WHbIMW - HOPMATUBHLIMW  MPABOBbIMW  aKTamui
Poccuiickoii Pepepaumm, MPUHATLIMU paHee.

O6LLyie TpebOoBaHSA K foKa3aTeIbCTBEHHLIM MaTepurasiam NpuseeHb! B NPUIOXeHN A.

46  VicnbitaHua MoryT ObiTb  NpeAcTaBfeHbl B CXemMax [AeKnapupoBaHWs COOTBETCTBMSA — CRefytoLLvMu
OCHOBHbIMW BUAMMU:

- VCTbITaHst  TUMOBbLIX 06PasLoB  MPOAYKUMKM, MPEedyCMOTPEHHON K cepuitHoMy (MaccoBOMy) MpOV3BOS-
CTBY;,

- VCMbITaHWA NapTUN NPOAYKLWN;

- WCMbITaHWA €4NHULIbI MPOAYKLINN.

47  CepTidvkaumsa CUCTEMbI KayecTBa MOXET WCMOMb30BaTbCd B CXeMax [JeknapupoBaHvsi  COOTBET-
CTBMWS NPUMEHVTE/TBHO K OMpesesieHHoV 06/1acTv cepTidmKaLmm:

* KOHTPO/ISA 1 UCTbITaHWIA:

* MNPOV3BOLCTBA;

- MPOEKTUPOBAHMSA 1 NPOU3BOACTBA.
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CxeMbl [eKnapypoBaHns COOTBETCTBYA, BK/IOYAOLLYE CEPTUNKALIMIO CUCTEMbI KAUECTBa, J0/PKHbI
NpeaycMaTpUBaTh MHCMEKLMOHHBI KOHTPO/b 38 CEpTUGIMLIPOBAHHOM CUCTEMOI KauecTBa.

4.8 KOHKpeTHble CxeMbl AEKTaPUPOBaHMA COOTBETCTBUSA YCTaHABIMBAIOTCA B MpaBu/iax, CoaepkaLLmx*
CA B TEXHNYECKUX PersiaMeHTax.

5 TunoBoOW COCTaB CXeM AexknapnposaHna CoOOTBETCTBUA

5.1 O6Luii coctas (Habop) CXem AeKTapupOBaHNS COOTBETCTBUSA NpUBEAEH B Tabmue 1.

Tabnuua 1

O603HayYeHne cxembl CopepxxaHue cxemMbl U ee UCNONHUTENN

14 3aasuTesnb
MpunBOANT COBCTBEHHbIE fOKa3aTe/IbCTBE COOTBETCTBUSA
MprHYMaeT geknapaLuio 0 COOTBETCTBUN

2a AKKpeagmTOBaHHas nenbiTarenbHas na6opaTopus
MpoBOAMT uUCNbITaHWA TUMOBOrO 0b6pasua NpPoAyKuUn
3aaButesnb

MpUBOAUT COBCTBEHHbIE A0KA3ATELCTBA COOTBETCTBUSA
MpUHMMAaeT AeKnapaLmio 0 COOTBETCTBUM

3a OpraH no ceptudmkauum

CeptudmumpyeT cuctemy kayectsa Ha CTauu Npon3BoACTBa
AKKpeAWTOBaHHaA ucnbiTatesibHasa naéoparopus

MpoBoAWT MCMbITAHUA TUNOBOrO 06pasLa NPoAYKLMK

3asBuTtenb

MpuBoANT COBCTBEHHbIE fOKa3aTe/IbCTBE COOTBETCTBUSA
MpuHUMBET feknapauuio 0 COOTBETCTBUU

OprsH no cepTudukaymu

OcyLLecTBNSET MHCMEKLMOHHBIV KOHTPOJIb 3€ CUCTEMON KayecTBa

*a OpraH no cepTtuchmkaLmm

CepTudmumpyeT cuctemy kayecTsa Ha aTanax KOHTPOAS 1 UCMbITaHWi
AKKpeMTOBaHHaA ucnbiTatesibHasa naéoparopus

MpoBoOAWT MCMbITAHUA TMNOBOTO 06pasLa NPoAYKLMN

3aasutens

MprBOANT COGCTBEHHbIE fOKa3aTeIbCTBa COOTBETCTBUSA

MpuHumaeT aexknapalunio 0 COOTBETCTBUN

OpraH no ceptudmkauum

OcyLLeCTBNSET MHCMEKLMOHHBIV KOHTPOJIb 3@ CUCTEMON KayecTBa

5a AKKpeaMTOBaHHas ucnblTaTensHas nabopsTopus

MpoBOANT BbIGOPOUHbIE UCNLITAHNA NapTUK BbiMyCKAeMON NPOAYKLMN
3asaButenb

MpnBOANT COGCTBEHHbIE AOKa3aTeNlbCTBE COOTBETCTBUSA

MpuHUMaeT geknapaunio 0 COOTBETCTBUN

6a AKKpeamMToBaHHas UcnbiTaTebHas nabopaTopus
MpoBOANT NCNbITAHNA KaXAO0N eANHNLEI NPOAYKLNN
3aaButenb

MpnBOAMT COGCTBEHHbIE fOKa3aTeNlbCTBa COOTBETCTBUSA
MpuH1UmaeT geknapaunio 0 COOTBETCTBUM

74 OpraH no cepTtuchmkaLmm

CepTudmumpyeT cucTeMy KayecTsa Ha CTagusax NPOeKTMPOBaHNA 1 NPOU3BOACTBA
3aasuTesnb

MprBOANT COGCTBEHHbIE AOKa3aTeIbCTBA COOTBETCTBUSA

MpoBoAnT UcnbITaHUA obpasLe NPoayKLun

MpyHYMaeT geknapauuio 0 COOTBETCTBUN

OpraH no cepTtuchmkaLmm

OcyLlecTBASET NHCNEKLUMOHHbIN KOHTPO/Ib 38 CUCTEMOI KayecTBa
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52 B KauecTBe [10Ka3aTeflbCTBEHHbIX MAaTepuasioB  MCMOMb3YIOTCA  TEXHUUECKAs  [IOKyMEeHTaLusl, pe-
3ynbTaTbl COGCTBEHHLIX WCCMEAOBaHUA  (MCTbITaHWIA) W uaMepeHuii 1 (W) Apyrve  AOKyMEHTbI, MOC/yKUBLLVE
MOTVBMPOBAHHLIM ~ OCHOBAHVWEM  [/19  MOATBEMKAEHWSI  COOTBETCTBUS  MPOAYKUMM  TPeBGOBaHWSIM  TEXHUHECKUX
pernameHToB. O6LLe TPEGOBAHNS K A0Ka3aTeIbCTBEHHBIM MaTepuaiamM NpUBEAEHbI B MPUIOXEHWN A,

53 Ha ocHOBe nNpeACTaBMeHHbIX OCHOBHBIX CXEM [EKTapUpPOBaHWS COOTBETCTBUSI B TEXHWYECKUX per-
flameHTax npu Heo6XOAMMOCTM MOMYT YCTaHAB/MBATLCA OTAE/bHbIE MOAUMMKALMM  OCHOBHBLIX CXEM, OTpaXa-
toLLIe OCOGEHHOCTY AEKNAPUPOBAHIISi COOTBETCTBUS OTAE/TbHbIX BUAOB NPOAYKLNAN.

6 OnucaHue cxem AeknapupoBaHus COOTBETCTBUA

6.1 Cxema feknapvpoBaHusi COOTBETCTBMSA 1/ (34eck 1 faniee — corsiacHo Tabnmue 1)

6.1.1 Cxewma 14 BKIHOYAET CneaytoLLve onepaLmn, BbiNo/IHAEMbIE 3aABUTENIEM:

- dhopMMpOBaHNE KOMM/IEKTA TEXHUYECKOI AOKYMEHTaLWN;

* MpUHSATUE ASKTapaLyin O COOTBETCTBUN:

e MapK/pOBaHVE NPOAYKLMM 3HAKOM OOpaLLIEHNS Ha PbIHKE.

6.1.2 TexHnyeckast [OKYMeHTauust [O/DKHa MO3BOSMATb  MPOBEAEHVME  OUEHKUM  COOTBETCTBUS  MPOAYKLMN
TPeboBaHUAM TeXHWYECKOro persiameHta. OHa [Jo/hkHA B HEOOXOAVMMOW NS OUEeHKUM Mepe OTpaxaTb MNpoeKT
(TEXHMYECKME YCoBMA), CMocod6 MNPOM3BOACTBA WM MPUHUMN AEWCTBMS MPOAyKUMM, a Takke Ccodepxarb [Aokasa-
Te/IbCTBA COOTBETCTBUSA MPOLAYKLMN TEXHUHYECKOMY PErSTAMEHTY.

MpYMePHbI COCTaB KOMM/IEKTA TEXHUYECKOI AOKYMEHTALWN BK/THOUAET:

* 06LLEee on1caHne NPOAYKUMN 1 NPUHLMN AEACTBUS;

* MPOEKTHblE JaHHbIE, HEPTEXM, CXEMbI, TEXHUYECKVE YCITOBUS;

- MepeyYyeHb MOMHOCTLIO WM YacTUYHO WCMO/b3YEMbIX CTaHAAPTOB W OMMCaHWE pelleHuidi ans  obecreve-
HVS1 COOTBETCTBYISA MPOAYKLMM TPEGOBaHNAM TEXHNYECKOMO PEISIAMEHTA;

* pesyribTarbl NPOEKTHbLIX pacHeToB, NPOBeAEHHbLIX NPOBEPOK:

* MPOTOKO/TbI UCTbITAHWIA.

KoHKpeTHble TpeboBaHWA K COCTaBy TEXHWYECKON [OKYMEHTaLMWM YCTaHaB/IMBAOTCA B TEXHWYECKOM per-
JIAMEHTE Ha AaHHbIA BUA, NPOAYKLN.

6.1.3  3asBuTeNb (M3rOTOBMTENb) MPUMHUMAET BCE HEOOXOAMMbIE Mepbl, 4TOObl MPOLECC MNPOV3BOACTBA
06ecrneunn COOTBETCTBME W3TOTOB/ISEMO NPOAYKUMM  TEXHWUYECKON [OKYMEHTaUMM W OTHOCAWMMCA K Heli  Tpe-
60BaHVAM TEXHNYECKOIO Per/iaMeHTa.

6.14  3asBUTE/Nlb MPUHMMAET AeKnapauno O COOTBETCTBUM, PETUCTPUPYET €e B MOpsiake, YCTaHOB/IEH-
HOM B 3aKoHe.

6.1.5 3asBuTenib MapkUpyeT MPOAYKLMIO, Ha KOTOpPYlH MpuHATA [Jeknapauys O COOTBETCTBUM, 3HAKOM
06paLLEHS Ha pPbIHKE.

6.2  Cxema [ieKnapupoBaH/is COOTBETCTBUA 2/,

6.2.1 3Tacxema BKIHOYaEeT CriefytoLLye onepaumn:

- VCMbITaHWs TUMOBOTO 06pasLA akKPeAUTOBAHHOI VCTbITaTeNbHOW labopaTtopuel;

- NpUHATYE 3a8BUTENIEM AeKTapaLm O COOTBETCTBUN;

* Mapk1poBaHue MPOAYKLWN 3HAKOM 06pALLIEHNSA Ha PbIHKE.

6.2.2 [MpOTOKON  WCMbITaHUIA  TUMOBOrO Obpasua KpoMe XapakTepUCTVK MPOAyKUMM  OO/DKEH coaepkarb
onucaHue Tuna NpomyKUMM HEMOCPEACTBEHHO WM B BWAE CCbUKM HA TEXHWYECKME YCMIOBUS WA [pyroii aHa-
NOTWUHBIA  JOKYMEHT, a Taloke CoAepkaTb 3aklouveHVe O COOTBETCTBMM 00pasia  TEXHWYECKON [OKyMeHTaumw,
Mo KOTOPOWA OH U3rOTOB/IEH.

6.2.3 3asBuTENb MPUHMMAET BCE HeOOXOOVMble Mepbl, YTOObI MPOLLEeCC MNPOM3BOACTBA ObGecneuns CcooT-
BETCTBME U3roTOB/ISIEMOI NPOAYKLMM TEXHUHECKON AOKYMEHTaLWN 1 TREBOBaHMSAM TEXHUYECKOTO persiameHTa.

6.24  3asBuUTENlb MPUHVMAET [eKnapaunio O COOTBETCTBUM, PETVCTPYPYET €ee B  TMOpsaKe, YCTaHOB/IEH-
HOM B 3aKoHe.

6.25  3asBuTENb MapKPYET MPOAYKLMIO, Ha KOTOPYH TNpUHATA JeKknapaumss O COOTBETCTBUW, 3HAKOM
obpaLLeHVs Ha pbIHKe.

6.3 Cxema [ieKknaprpoBaHms COOTBETCTBUSA 3,

6.3.1 3racxema BKIOYAET CreaytoLLye onepaumm:
* VCMbITaH!s TUNOBOIO 06pasLa, MPOBEAEHHbIE akKpeAUTOBAHHOI VCTbITaTesIbHON labopaTopues;



FOCT P 54008—2010

* ofjaya 3asBuTENIEM 3asBKA B OpraH Mo ceptuvkaumm Ha npoBefeHve cepTudomkauyn CUCTEMbl  Ka-
YecTBa;

* MpOBEAEHNE OPraHOM Mo CepTUhMKaLMM CUCTEMbI KAUECTBA, KacatoLLIENCS NPO13BOACTBA NPOAYKLINK;

* MPUHATME 3asBUTE/IEM AeKTapaLyn 0 COOTBETCTBUW,

* MapK/pOBaHMe NPOAYKLMM 3HAKOM 06paLLIEHNS Ha PbIHKE:

* VIHCMEKLMOHHbIA KOHTPO/Tb OpraHa no cepTugivkaLmm 3a CMCTEMOI KauecTsa.

6.3.2  TpoTOKON UCMbITAHWA TWUMOBOTO ObOpasla KPOME XapakTEPUCTMK MPOAYKUMW [OO/MKEH cofepxarb
onvcaHve Tuna NPOAYyKUMM HEMOCPEACTBEHHO WM B BUAE CCbUKM HA TEXHWYECKMe YCMoBusS W Opyroii aHa-
JIOTVYHLIA  OKYMEHT, a Talkke COAepXaTb 3aK/MouyeHMe O COOTBETCTBMM 0bpasua TEXHUYECKON AOKYMEHTaLWu,
Mo KOTOPOW OH U3rOTOB/IEH.

6.3.3 3asBuTENb NOAAET 3asiBKy Ha CepTudhvKaumio CBOEld CUCTEMbl KauyecTBa MPUMEHMTENIBHO K COOT-
BETCTBYIOLLE NPOAYKUMM B OAVH U3 aKKPeOWTOBaHHbIX OpraHoB MO cepTdhvkauym CuCTeEM KadvectBa MO CBOe-
My Bbl6Opy. B 3asBke Oo/mKeH OblTb ykasaH [OKYMEHT, Ha COOTBETCTBME KOTOPOMY MNpOBOAMTCA cepTudhmkauyms
cuctembl kavectea (TOCT P MCO 9001—2001. MOCT P WNCO 14001—98. INOCT P 12.0.006—2002. GMP.
HACCP uT.1n.).

6.34 CuctemMa KauecTBa [O/DkHA 06ecrneumBaTb COOTBETCTBME W3TOTOB/ISIEMO MPOAYKUMM  TEXHUYec-
KO AOKyMEHTaLWIN 1 TPEHOBaHMSIM TEXHUUECKOTO Per/laMeHTa.

6.35 Tpy nonyyeHnn ceptuchukata Ha CUCTEMY KkauecTBa 3asiBUTE/lb MPUHMMAET Aeknapauuo O CooT-
BETCTBUW. PETUCTPYIPYET ee B MopsaKe, yCTaHOBIEHHOM B 3aKoHe.

6.3.6 3asBuTENlb MapKMpyeT NPOAYKUMIO, Ha KOTOPYKH MpuHATa Oeknapaunsi O COOTBETCTBUM, 3HAKOM
06paLLEHS Ha PbIHKE.

6.3.7 3asBuTENlb B MpOLECCE MPOM3BOACTBA [AAHHON NPOAYKUMM BbIMOSHSET TpeboBaHUs, BbITEKAOLLME
M3 MOMNOXEHWA CepTUIMLMPOBAHHOM CUCTEMbl KayecTBa, W NOAAEPKMBaEeT ee  (PyHKUMOHMpOBaHWE Haf/iexa-
LLIMM 0Bpasom.

OH uH(popMupyeT opraH no ceptudmkaumm 060 BCEX 3ar/iaHUpPOBaHHbIX W3MEHEeHUsX cucTeMbl. OpraH
no ceptudkaun MpoBepPSIET 3TN M3MEHEHWA W pellaeT, OydeT /I COXPaHsATbCA paHee cAaefaHHas OueHka Ha
CUCTEMY KavecTBa C BBEAEHHbIMY N3MEHEHNAMU. O CBOEM PELLIEHNN OH COOBLLAET 3asABUTESHO.

6.3.8 OpraH Mo cepTMdIMKALMM OCYLLECTB/ISIET MHCMEKUMOHHBIA  KOHTPO/b 3a  CEepTUCMUMPOBAHHOM  CuC-
TEMOA KayecTBa C LEbH0 YOOCTOBEPEHMSI TOrO, YTO 3asiBUTENb MPOAO/DKAET BbINOIHATL 0053aTe/bCTBa, Bbl-
Tekawowme 13  CepTUMLMPOBAHHON  CUCTEMbI  KayecTBa. HCMEKUMOHHbIA  KOHTPO/b  MPOBOAUTCS € MOMOLLbHO
NnepuoaNYecKuX NPoBePOK. NeproanyHOCTL MPOBEPOK MOXET YCTaHaBIMBATLCA B TEXHUUECKUX pPer/ilaMeHTax.

Kpome TOro, opraH Mo cepricpukaLmy WMMEET MpaBo MPOBECTV BHe3arnHble MpoBepkn. Bo Bpems npoBepok
OH MOXEeT ropyYuTb WM MPOBECTU CaM WCTbITaHUS C  LUefblo  KOHTPOAsA  adpeKTMBHOCTU  (RYHKLMOHUPOBaHNSA
CUCTEMbI KQYeCTBa.

Pe3ynbTarbl MHCMEKLUMOHHBIX NPOBEPOK OChOPMIISKOTCA aKTOM 1 AOBOAATCA 10 CBEAEHNS 3asBUTENS.

6.4 Cxema geknapupoBaH/s COOTBETCTBUA 47,

6.4.1 3rtacxema BKIIOYaET CrefytoLLyve onepaumm;

* VCMbITaHWsA TVMOBOrO 06pasLa, NPOBEAEHHbIE aKKPeAUTOBaHHON UCTbITaTeIbHOl NabopaTopuels;

e nofjaya 3asBMTE/IEM 3asiBKA B OpraH Mo cepTudmkaumm Ha npoBedeHVe cepTudovKauyn CUCTEMbI  Ka-
YecTBa;

* MpoBedeHVe OpraHoM Mo cepTuchuKaLM CUCTEMbl KauyecTBa, Kacalolelics KOHTPONS W UCTbITaHWi
NPOAYKUWY;

* MpUHATUE 3aABUTENEM AeKapaLim 0 COOTBETCTBUN;

* MapKMpoBaHVe NPOLAYKLMM 3HAKOM 0BpaLLeHNs Ha PbIHKE:

* VHCMEKLWOHHBI KOHTPOSb OpraHa no cepTrdomkaLyn 3a CUCTEMOI KavecTsa.

6.4.2  TpoTOKON UCMbITAHWA TWUMOBOTO OOpasua KPOME XapakTEPUCTMK MPOAYKUMM [OO/MKEH Ccofdepxarb
onvcaHve Tuma MPOAYKUMM HEMOCPEACTBEHHO WM B BUAE CCbUKA HA TEXHWYECKMe YCMoBusS WM Opyroii aHa-
JNIOTVYHBIA  IOKYMEHT, a Talkke COAepXaTb 3aK/MoueHMe O COOTBETCTBMM 06pasua TEXHUUECKON AOKYMEHTaLWM,
Mo KOTOPOIA OH U3rOTOB/IEH.

6.43 3asBuTENb MNOA@ET 3asBKy Ha CepTidhrkaumio CBOEel CUCTEMbl KayecTBa MPUMEHUTENLHO K COOT-
BETCTBYIOLLIEN NPOAYKUMM B OAVMH U3 aKKPeOWTOBaHHbIX OpraHoB MO cepTudhvkauym CUCTEM KadvecTBa MO CBOe-
My BblOOpy. B 3asBke Oo/mKeH Oblb ykasaH [OKYMEHT, Ha COOTBETCTBME KOTOPOMY MNpOBOAMTCA cepTudhmkaums
cuctembl kavectea (TOCT P MCO 9001—2001. NOCT P WCO 14001—98. INOCT P 12.0.006—2002. GMP.
HACCP nT.n.)
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644 CuctemMa KkauecTBa [OO/DkHa 0becreunBaTb COOTBETCTBME W3rOTOBMSEMOM MPOAYKUMM  TEXHUYEC-
KO [IOKyMeHTaLMM 1 TpeBOBaHMSIM TEXHUYECKOTO per/laMeHTa.

645 Tpn nonyyeHnn ceptuchukata Ha CUCTeMy kauecTBa 3asBuUTE/lb MPUHMMAET Aeknapaunio 0 CoOoT-
BETCTBUN. PETUCTPUPYET ee B NOpsiAKe, YCTaHOB/IEHHbIM B 3aKOHE.

6.4.6  3asBuTENlb MapKPYET MPOAYKLMIO, Ha KOTOPYH TNpUHATA JeKknapaumss O COOTBETCTBUW, 3HAKOM
06paLLeHVs Ha PbIHKe.

6.4.7 3asBuATENlb B MpoLECcce MPOVM3BOACTBA [AAHHON NPOAYKUMM BbINOSHSET TpeboBaHus, BbITEKAOLLME
U3 MOMOXEHUA CepTMCIMLMPOBAHHON CUCTEMbl KayecTBa, W MOAAEPKVBAET ee  (DyHKUVMOHUPOBaHME Haanexa-
LLIM OBpPa30M.

OH uHpopMupyeT opraH Mo cepTudmkaumMmM 060 BCeX 3arviaHMpOBaHHbIX M3MEHEHMsIX cucTeMbl.  OpraH
no cepmmduKaLym MpoBEPSeT 3T U3MEHEHMS W pellaeT, OyAeT /M COXpaHATbCA paHee cAeflaHHas oueHka
[Ns cUCTEMbI KAYeCTBa C BBeEHHbIMMN M3MEHEHMAMN. O CBOEM peLLeHNM OH COOBLLIAET 3asBUTESTHO.

6.48 OpraH Mo cepTUdMKaLWM OCYLLECTBISIET WHCMEKUWOHHDBIA KOHTPOMb 3a  CepTUCOMLMPOBAHHON  cuUC-
TemMOil KauyecTBa C Le/blo YAOCTOBEPEHUS] TOro, YTO 3asBuTe/lb MPOJO/DKAET BbINOMHATL 00S3aTENLCTBa, Bbl-
Tekawowme 1”3  CepTUMLMPOBAHHON CUCTEMbl  KayecTBa. IHCMEKUMOHHbI  KOHTPO/b  MPOBOAUTCA € MOMOLLBHO
NMeproaNHECK/X NMPOBEPOK. MNeproanyHOCTL NMPOBEPOK MOXET YCTaHAB/IMBATLCH B TEXHUHECKVX PErIAMEHTaXx.

Kpome TOro, opraH no cepmmdmkalynm uMeeT MnpaBo MNPOBECTVM BHe3arnHble MpoBepKM, BO BPEMS MPOBEPOK
OH MOXET MopyYMTb WM MPOBECTU CaM MCMbITaHUA C  LENblo  KOHTPOsS  adhheKTMBHOCTU  (RYHKLMOHUPOBaHUSA
CUCTEMbI KA4YeCTBa.

PesynbTarbl MHCNEKLMOHHBIX MPOBEPOK OCPOPM/ISHOTCA akTOM 1 JOBOLATCA 10 CBEAEHNA 3asBUTENA.

6.5 Cxema fexnapvpoBaHns COOTBETCTBUA 57,

6.5.1 Oracxema BKIOYAET CneayroLLyie onepauyn:

*  WCMbITaHUA MapTWiA NPOAYKUMM  aKKpeOWUTOBaHHOW MCMbITaTe/lbHOW  fabopaTtopreil 1 Bbldada  MpPOTOKO-
JI0B UCTIbITAHWIA 3a51BUTETHO:

* MPpUHATUE 3aABUTEEM AeKTapaLim O COOTBETCTBUN;

* MapkupoBaHue MPOAYKLWN 3HAKOM 06pALLIEHNSA Ha PbIHKE.

6.5.2 3aABUTENb-U3MOTOBUTESIb  MPUHUMAET BCE  HEOOXoAVMble  Mepbl, 4YTOObl MPOLECC MPOU3BOACTBA
obecrieunn COOTBETCTBME W3rOTOB/ISIEMOA  MPOAYKUMM  TEXHWYECKOW [AOKyMeHTauum W TpeboBaHWsIM  TeXHUYec-
KOro persiaMeHTa.

653  3asdBuTeNb MpUYHMMAET [Jeknapaumio O COOTBETCTBUW, PErUcCTpPUpYeT ee B MNOPsaKe, YCTaHOB/IEH-
HOM B 3aKoHe.

6.54 3assuTeslb MapkMpyeT NPoLAyKLMIO, MPOLLEeALLIYHO UCTbITaHWUS, 3HAKOM OOpaLLEHNSA Ha PbIHKE.

6.6 Cxema fexnapvpoBaHns COOTBETCTBUA 64

6.6.1 3Tacxema BKIHOYAET CneaytoLLve onepaumm:

- UCTbITAHVS KaXKOOW eayHMLbl MPOAyKUMM  akKpeaUTOBaHHOM UCTbITaTesibHOM nabopatopueli 1 Bblgaya
NPOTOKO/I0B UCTIbITAaHWIA;

* NPUHATUE 3asBUTENIEM AeKIapaLyin O COOTBETCTBAM;

* MapK/pOBaHMe NPOAYKLIMM 3HAKOM OOpaLLEHNS Ha PbIHKE.

6.6.2 3agBuTeNb MPUHUMAET Aeknapauuio O COOTBETCTBUM, PEMMCTPUPYET €e B MOopsiaKe, YCTaHOB/IEH-
HOM B 3aKoHe.

6.6.3 3asBuTeNb MapKMpyeT MPOAYKLVIO, MPOLLEALLYIO UCTbITAHKS, 3HAKOM 0OpAaLLIEHNS Ha PbIHKE.

6.7 Cxema JeKnapypoBaHnsi COOTBETCTBYA 7.,

6.7.1 Oracxema BKIOYAET CieayroLLyie ornepauyn:

* UCTIbITAHVMSI TWMOBOTO 06paslia, NpoBefeHHble 3asBUTENeM WM OPYroi  opraHvsauueli no ero  nopy-
YEHWIIO;

* nojaya 3asBUTENIEM 3asBKM B OpraH MO cepTudMKaLMM Ha nNpoBefeHVe cepTudmkauyn cucTeMbl Ka-
yecTBa:

- npoBefieH/e OpraHoM Mo cepTudmKaum CUCTEMbI KauecTBa, KaCaloLLEeics MNPOeKTMPOBaHWst U Npous-
BOZCTBA NPOAYKLMN:

- NPUHATUE 3asBUTENIEM AeKnapaLyin O COOTBETCTBUM;

- MapkupoBaHue NPOAYKLWN 3HAKOM 06pALLIEHNSA Ha PbIHKE;

* MHCMEKLMOHHBI KOHTPO/b OpraHa no cepTmchuKaLn 3a CUCTEMOI KavecTBa.

6.7.2 MpoTOKON  MCMbITAHWIA  TUMNOBOrO O6pasLa KPOMe  XapakTepuCTUK NPOAyKUMWM  [O/MKEH  COAepxarb
onucaHue Tuna nNpoAyKUMM HEMOCPEeACTBEHHO WM B BUAE CCbUIKM Ha TEXHWYECKME YCMOBUS WA [APYroiA aHa-

6
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JIOTVYHLIA  AOKYMEHT, a Talkke COAepkaTb 3aKMoueHMe O COOTBETCTBMM 0bpasua  TEXHUYECKON AOKYMEHTaLu,
MO KOTOPOIA OH U3rOTOB/IEH.

6.7.3 3asBuTENb MNOA@ET 3asiBKy Ha CepTdhrkaumio CBOEli CUCTEMbl KauyecTBa MPUMEHMTENILHO K COOT-
BETCTBYIOLLEA NpOAyKUMM B OAWH U3 aKKpeoWUTOBaHHbIX OpraHoOB MO ceptudmKauym CUCTEM KadecTBa Mo CBOe-
My Bbl6Opy. B 3asBke [Oo/mKeH OblTb yka3aH [OKYMEHT, Ha COOTBETCTBME KOTOPOMY MNpOBOAMTCA cepTudhmkauyms
cuctembl kadectea {fOCT P WMCO 9001—2001. NOCT P WCO 14001—98. INOCT P 12.0.006—2002. GMP.
HACCP nT.n.).

6.74  Cuctema KkayecTBa [O/DkHa 06ecneumBaTb COOTBETCTBME W3TOTOB/ISIEMOI  MPOAYKUMM  TEXHWYec-
KO AOKYMEHTaLWIN 1 TPeHOBaHMSIM TEXHUUECKOTO persilaMeHTa.

6.75 [pu nonyyeHnn cepTudvkaTa Ha CUCTEMY KayecTBa 3asBUTENb MPUHMMAET Aeknapauuio O COooT-
BETCTBUM. PEMVICTPUPYET €€ B NOPSLKE, YCTAHOBIEHHLIM 3aKOHOM.

6.7.6  3asBuTENb MapKMpyeT MNPOAYKUMIO, Ha KOTOPYKH MpuHATa Oeknapaunsi O COOTBETCTBUM, 3HAKOM
06palLLEeHVs Ha pbIHKe.

6.7.7 3asBuATENlb B MpOLECCE MPOM3BOACTBA [AHHON NPOAYKUMM BbIMOSHSET TpeboBaHUs, BbITEKAOLLME
M3 MOMNOXEHWA CEepTUIMLMPOBAHHOM CUCTEMbl KayecTBa, W NOAAEPKMBaeT ee  (PyHKUMOHMpOBaHWE Haf/iexa-
LLIMM O0Bpasom.

OH uvHcpopMupyeT opraH no cepTudvkaumy 060 BCEX 3ar/iaHUpPOBaHHbIX W3MEHEeHUsX cucTeMbl. OpraH
no cepTudoMkaLMM NPOBEPSET 3TW M3MEHEHUS M pellaeT, 6yAeT S COXpaHATLCA paHee CAefaHHas oueHka Ha
CUCTEMY KayecTBa C BBEAEHHbIMY M3MeHeHNAMN. O CBOEM PeLLIEHNN OH COOBLLGET U3TOTOBUTESTHO.

6.7.8 OpraH Mo cepTMdIMKALMMA OCYLUECTB/ISIET WHCMEKUMOHHBIA KOHTPO/b 3a  CepTUMUMpOBaHHOM  cumC-
TEMO Ka4ecTBa C LE/bl0 YAOCTOBEPEHUS] TOrO, YTO 3asBUTE/lb MPOAO/DKAET BbIMNOMHSATL 00S3aTENLCTBE,  Bbl-
Tekawowme 13  CepTUMLMPOBAHHON  CUCTEMbI  KayecTBa. HCMEKUMOHHbIA  KOHTPO/b  MPOBOAUTCS € MOMOLLbHO
NeproSnNyeckyX NPoBEPOK. MNeproanuyHOCTL NMPOBEPOK MOXET YCTaHAB/IMBATLCA B TEXHUYECKMX PErIaMeHTax.

Kpome TOro, opraH no ceptidpvkaumm MMeeT npaso NPOBECTV BHe3anHble MpoBepkd. Bo Bpems npoBepok
OH MOXET TMOpy4MTb WM MPOBECTU CaM WCMbITaHUA C  LEblo  KOHTPOMISA  3dGDEKTMBHOCTU  QOYHKLIYIOHMPOBAHWS
CUCTEMbI KAYECTBA.

PesynbTarbl MHCMEKLUYOHHBIX NPOBEPOK OCPOPMIIAKOTCA aKTOM U AOBOAATCA [0 CBEAEHNSA 3asABUTENIA.

7 O6Lme NpUHLMMbI BbiIGopa cxem AeKnapupoBaHust COOTBETCTBUS

7.1 YCTaHOB/MeHME CXEM B TEXHWYECKOM PEerflaMEHTE PEKOMEHAYETCS OCYLUECTB/ISATb 3KCNEepPTHbIMUA - Me-
ToAaMu B CeaytoLLie nocneaoBate/lbHOCTU:

* BbIGOP KOHKPETHOI CXEMbI 13 Tabnmupl 1;

e [JeTa/3auyst OTAENbHbIX Onepauuii B pamMkax BbIOpaHHbIX CXeM C  Y4eTOM  Creumdvki  NpOAYKUWN,
0COBEHHOCTEN cekTopa NOTPEG/IeHNS 1 Lieneli TEXHAYECKOTO pernaMeHTa.

72 Bblbop CxeM OCyLIECTBMISIETCA C YYETOM CyMMapHOrO pucka OT HEe[OCTOBEpPHO OLEHKA COOTBET-
CTBMS U yuwepba OT MpPYMEHeHVst MpoAyKUMW, npollenwieli MOATBEXAEHUE COOTBETCTBMS. [lpy 3TOM  yunTbiBa-

€TCA TawKe OOBEKTVBHOCTb OLEHKM, XapakTepusyemasl CTerneHbl0  He3aBMCMMOCTU  WUCTMOMHUTENeV  onepauym
(nepsas W TPETBLSA CTOPOHA).

IMpW BbIGOPE CXEM YUUTLIBAIOTCS C/IEAYIOLLVIE OCHOBHbIE (DAKTOPbI:

* CTeneHb NoTeHLMasbHOl OMacHOCTN NPOAYKLIUK,

e UYBCTBUTE/ILHOCTb  PErTIAMEHTUPYEMbIX TEXHWYECKUM perfiaMeHToM rokasatesieli 6e30macHoCcT K - U3-
MEHEHVIO NMPOVN3BOACTBEHHBIX (DAKTOPOB WM SKCTUTyaTaLWIOHHBIX (OaKTOPOB;

. CTeneHb CJ/IOKHOCTU  KOHCTPYKLn (npoeKTa); onpeaenseTca  3KCneptHbiIM  METOA0OM pa3pa60Ttn/|KaM|/|
TEXHNYECKOIO periaMmeHTa;

*  Ha/mune [JpyrMX MeXaHU3MOB OLEHKM COOTBETCTBUSA, Hampumep rocyAapCTBEHHOTO KOHTPONSA  (Hadso-
pa) B OTHOLLIEHV W AeKTapupyeMOoit MPoAYKLWN.

7.3 Cxemy 14 criegyeT pekoMeHA0oBaTb 4N MPOAYKLMN, /15 KOTOPOIA:

* CTeneHb NoTEeHLYaIbHON OMacHOCTY HEBBICOKA UM KOHCTPYKLMS (MPOEKT) NpU3HAETCS NPOCTOW;

* rokasaresim 6e30MacHOCTY Masio  YyBCTBUTESIbHbI K W3MEHEHUIO MPOM3BOACTBEHHLIX W IKCTUlyaTaLuoH-
HbIX J)aKTOPOB;

* MpefyCcMOTPEH rOCyAAPCTBEHHbIN KOHTPOSb (HAA30p) Ha CTaamm 06paLLeHus.

74 Cxembl 24, 34 W 44 PeKoMeHayeTcs MPUMEHSTb, Korga 3aTpygHWTENbHO 06ecneunTb  A0CTOBEpHble
UCMbITaHWSE  TUMNOBOTO MPEACTaBUTENII CaMWMM  U3TOTOBUTENIEM, & XapakTepuCTVKM NPOAyKUMM UMET  6onbluoe
3HaveHue ana obecneyeHnss GesornacHoCTW. [lpu 3ToM cxembl 34 U 40, peKkoMeHAyeTcs MUCMofb3oBaTb B TeX

7
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cnyvasix, Korga KOHCTPYKUMst (TPOEKT) nMpu3HaHa MpOCTOl, a 4YyBCTBMTE/ILHOCTb —Mokasarenieli  6e30mnacHoCTU
NPOAYKUMM K WU3MEHEHUIO MPOU3BOACTBEHHbIX (PAKTOpOB U (WM)  IKCTUTyaTaUMOHHbIX  (DaKTOpoB  BbicOka. Cxe-
Ma 44 BbloYpaeTca B C/lydae, Korga COOTBETCTBME MNPOAYKUMM MOXHO OTC/IEXMBaTL B MPOLECCE KOHTPONA W
UCMbITaHWIA.

75 [Ona npoaykumM, CTeneHb MOTEHUMA/IbHOM OnacHOCTM  KOTOPO [OCTATOYHO BbICOKA, |PEKOMEHAyeTCs
ucnosnb3oBaHMe cxem 5a. 64 wwm 74, Bblbop onpegensieTcs CTeneHbito  YyBCTBUTENBHOCTU Mokasateneli  6es3o-
MacHOCTU MPOLYKUMM K W3MEHEHWMIO MPOM3BOACTBEHHBLIX (PakTOpoB UM (M)  3KCTU/TyaTtaumoHHbIX  (hakTopoB, a
TaloKe CTeNneHbH0 C/IOKHOCTU KOHCTPYKUMA (NPOEKTa).

Cxembl 54 n 6f4 cnefyeT pekoMeHOOBaTb /1A TeX C/lyyaeB, Korga mnokasaten 6e30nacHOCTV  MPOoAyKuvn
M&U10 YYBCTBUTESTbHbI K 3MEHEHMIO NMPON3BOLACTBEHHBIX 1 3KCT/TyaTaLNOHHbLIX (DaKTOPOB.

Cxema 74, MOXeT OblTb pEKOMEHZOBaHa [/ MOATBEPXKAEHUS] COOTBETCTBUSI C/IOKHOW MNPOAYKUMM B CIy-
yasix, €ecnM nokasatenn 6e30MacHOCTY  MPOAYKUMM  YyBCTBUTENbHBI K M3MEHEHWIO MPOW3BOACTBEHHBIX U (W)
3KCIJ/TyaTaLyoHHbIX (DaKTOPOB.

7.6 TlpymMeHeHVe cxem, NpMBEOEHHbIX B MyHKTax 7.3—7.5. pekoMeHOoBaHO [/ Cryyas, korga [geknapa-
LMI0 O COOTBETCTBMM MPUHVMAET Wu3rotoBuTeNb. EcCnn  geknapaumio O COOTBETCTBMM MPYHUMAET npojasel, Ko-
TOpbIA He WMEET BO3MOXHOCTM cobpaTb COOCTBEHHble [OKasaTeNbCTBa  COOTBETCTBUSA, TO  MPUMEHSIETCH
cxema 54w 64.

7.7 Tlpn HeoGXOAMMOCTM CXeMbl MOryT [OMOMHATLCA W OeTa/M3npoBaTbCA  MOSIOKEHUAMY,  YYUTbIBAKO-
UMM crieupmchrky NPoayKLMN, OCOBEHHOCTY ee NPOV3BOACTBA U NPYMEHEHMS.
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Mpunoxexve A
(pexomeHpyemoe)

O6Lwyie TpeboBaHMA K foKa3aTeIbCTBEHHLIM MaTepuasiam

A.1 8 KauecTBe fA0OKa3aTe/IbCTBEHHbIX MaTepuasioB, SIBMAIOWMXCA OCHOBAHWEM [A71A MPUHATUA [eknapauum o cooT-
BETCTBUM HE OCHOBaHUM COBCTBEHHbIX A0Ka3aTeNbCTB, MOTYT UCMO/Ib30BATLCS:

B) TeXHMYecKas fOKyMeHTauus: fOKYyMeHTbI, ycTaHaBvBatoLLme TpeboBaHua K NPOAYKLMW 1 NpaBuna akcnayara-
unn (NpUMEeHeHKs);

6) NPOTOKO/IbI MPUEMOYHbIX, MPUEMO-CAATOYHbIX W APYrMX WCMbITaHU/A MNPOAYKLUMM, NPOBEAEHHbIX 3asBuTeNeM
/AN CTOPOHHUMU KOMMETEHTHLIMU UCMbITaTelbHbIMK flabopaTtopusmu (B TOM UWC/E akkpeAWTOBaHHbIMW B YCTaHOB/EH-
HOM NOpsifKe UCTbITATE/bHLIMU OTEHECTBEHHBLIMU UMK 3apybexHbiMy nabopatopusamm);

B) [AOKYMEHTbI, NMpefyCMOTPeHHble A5 AAHHOW MpoAyKUuUWM COOTBETCTBYHOWMMU hefepasibHbiMM 3akoHamMu U Bbl-
[JaHHble YNO/IHOMOYEHHbIMY Ha TO OpraHamMu W opraHusauusMu (CaHUTapHO-3MUAEMMUONOTNYECKME 3aK/IlOYEHNUs, BeTepu-
HapHble CBMAETE/NbCTBA, PerncTpaLMoHHble YA0CTOBEPEHNS 1 AD.);

r) cepTuchmkaTbl COOTBETCTBMSA, Aekiapauuy O COOTBETCTBMM WM NPOTOKOJIbI UCMbITAHWA Ha Cbipbe, Martepuasbl,
KOMMEKTYOLLME U3aenus;

f) cepTudivkatbl COOTBETCTBUA Ha [JaHHYI0 MPOAYKLUMIO, MOJTyYEHHbIE OT OPraHoB MO A0OPOBOJLHON cepTudmkaumm
NN 3apy6exHbIX OpraHoB No ceptTudimkalmm:

e) cepTuukaTbl COOTBETCTBUS HA CUCTEMY KayecTBa 1/ NPON3BOACTBA;

X) Apyrve [OKYMeHTbl, MPSMO WX KOCBEHHO NOATBEpXJatolime COOTBETCTBME MPOAYKUMW YCTaHOBMEHHbIM Tpebo-
BaHUAM.

A.2 B KauecTBe yC/0Buii NPUMEHEHUs yKka3aHHbIX [JOKYMEHTOB MOryT paccMaTpuBaTbCs:

B) A1 MPOTOKO/I0B UCMbITaHWi

* Ha/nMume B MPOTOKOMAX WCMbITAHWA 3HAYEHWUl XapakTepuUCTUK MPOAYKUMM, NOATBEPXAAtoLWMX COOTBETCTBME
BCeM TpeboBaHWAM, YCTAHOB/IEHHbLIM B HOPMATUBHLIX [OKYMEHTaX, BK/OUYeHHbIX B VHdopmauuio... 1 pacnpoc-
TPAHSAIOLMMCS HA KOHKPETHYHO 3asBNIEHHYIO0 NPOAYKLMIO;

* pacnpocTpaHeHne NPOTOKOIOB UCMbITAHWIA Ha 3as1BIEHHYO MPOAYKLMIO:

6) ANnA [OKYMEHTOB, MPeAyCMOTPEHHbIX A/1A AaHHOW NpPOAYKUMW COOTBETCTBYHOWWMMKU (hefepasibHbIMU 3aKoHamu,
€C/I1 OHY BblfaHbl B YCTAHOB/IEHHOM NOPAAKE 1 Ae/CTBYIOT HA MOMEHT perncTpauum geknapauum o COoTBETCTBUY;

B) [/19 CepTUPUKaToB COOTBETCTBUSA, feknapauuii 0 COOTBETCTBUM WM MPOTOKOIOB UCMbITaHWA Ha Cbipbe, MaTepu-
anbl. KOMMIEKTYIOWME W3[enns, ecnn OHU OnpeaensioT 6e30MacHOCTb KOHEYHON NpoAyKuMK, NoAasexalleii noarsepxge-
HWIO COOTBETCTBUS;

r QAN cepTUPUKATOB Ha CUCTEMbl KayecTBa WM NPOU3BOLCTBA, €C/IM OHW PacrnpoCTPaHsATCA Ha Mpou3BOACTBO
3as1BNEHHON NPoAyKuuK;

) B KayecTBe VHbIX AOKYMEHTOB, MPSIMO WM KOCBEHHO MNOATBEPXAAIOLMX COOTBETCTBUE MPOAYKLUUW YCTaHOB/EH-
HbIM TpeboBaHUAM, MOryT paccMaTpuBaTbCs CepTUcMKaTbl COOTBETCTBUSA Ha 3asiB/IEHHYIO MPOAYKUMIO, BbliJaHHble Mnpu
[06pOoBONbHON cepTudmkaumm (Npu ycroBum, 4To Npu JO0OPOBOMLHON cepTudmkaumm 6biavm NoaTBEPXAEHbI BCe YCTaHOB-
NeHHble B MHopMaLuy TpeboBaHusa K AaHHON NPoAYyKLMK).

A.D ba3oBbIM OCHOBaHVWEM A1 MPUHATUA AeKnapauun 0 COOTBETCTBUM MOTYT C/YXWUTb MPOTOKOSbI MPUEMOYHbIX,
NPUeMO-CAATOUHbIX U APYTUX UCMbITAHWA NpoAyKuUW, NPOBEAEHHbIX 3asBuTeneM W/WAn CTOPOHHVMU KOMMETEHTHbIMW WC-
nbiTaTeNbHbIMKU  labopaTtopusiMmn, a Takke AOKYMEHTbl, MpefyCMOTPEHHble AEeNCTBYIOWMM 3aKkoHOoAAaTeNnbCTBOM Poccuii-
cKoli depepaunn.

A.4 B OTAENbHbIX C/lyyasx B KauyecTBe OCHOBaHWA ANs MPUHATMSA Aeknapauuum O COOTBETCTBUM MOTYT MCMO/b30-
BaTbCA MHbIe [JOKYMEHTbI, NepeyncrieHHble B NOANYHKTaxX r, fA. € MyHkTa A.2 a 3aBUCMMOCTW OT MNOJIHOTbI COAepXallumxcs B
HMX [loKa3aTe/IbCTB COOTBETCTBUSA YCTaHOB/IEHHbIM TpeboBaHUAM.

A5 B KauyecTBe [AOKYMEHTOB, SABASIOLLMXCA OCHOBAHWEM [N NPUHATUA Aekiapauuy O COOTBETCTBUM C y4yacTuem
TpeTbeil CTOPOHbI, MOTYT UCMO/Ib30BATLCSA:

NS 3BABUTENSA-NITOTOBUTENS (NNLA, BLINOMHAOLLEr0 DYHKLMU MHOCTPAHHOTO U3rOTOBUTENS):

- MPOTOKON WcCnefoBaHuii (MCMbITaHU) M U3MEPEeHWi, NPOBeAEHHbIX B aKKpeAMTOBAHHON B YCTaHOB/IEHHOM MO-
psAke ncnbiTatenbHon naboparopun (LEHTpe):

* UK cepTucukar crucTemMbl KayecTBa, BblAAHHbI OpraHoM Mo cepTudkaummn, akKpeauMTOBaHHbIM B YCTAHOBMEH-
HOM nopsigke:

NS 3asautena-npogasLB:
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* MPOTOKON uccnefoBaHuii (MCMbITaHUA) U U3MEPEeHWii, MPOBEeAEHHbIX B aKKpeAWTOBaHHON B YCTaHOB/IEHHOM MO-

psake ncnbiTatenbHon naboparopun (LEHTPE).

YcnoBus NpUMEHEHNS YKa3aHHbIX JOKYMEHTOB NpUBEAEHbI B MyHKTE A.2.

A.6 HeszaBucuMO OT KaTeropuu 3asiBUTENs 415 NPUHATMSA Aekiapauum O COOTBETCTBUM B COCTaB [0Ka3aTe/IbCTBEH-
HbIX MaTepuasioB BK/IHOYANT [OKYMEHTbI, MPeayCMOTPEHHble ANS AAHHOW MpOoAyKUMM COOTBETCTBYHOLMMU hefepasibHbl-
MW 3aKOHaMy U BblaHHblE YNOSIHOMOYEHHBIMW Ha TO OpraHaMu 1 OpraHu3aumsiMu.
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CTBVS. OpraH o CepTUUKaLIMK, 3asiBUTESb, AEKapaLysi 0 COOTBETCTBIW, 3HAK 06paLLEHVIst HA PbiHKe
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