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Hanpasnaiw Bam npepno)keHMAa nNO BHECEHUIO W3MEHEeHWiI B MPOEKT U3MEHEeHWl B
TeXHUYECKUA pernameHT TamoXeHHoro cowsa «O 6e30nacHocTy CpeacTs WHAMBUAYA/IbHOWM
3awmter» (TP TC 019/2011) 8 4acTu ycTaHOBAEHMSA dopm, cxem U Npoueayp OLEHKU COOTBETCTBUA

Ha OCHOBE TUMOBbIX CXEM OLLeHKM COOTBETCTBUA, YTBEPKAEHHbIX Pewennem CoseTa EBpasuiickoii
3KOHOMMYECKOW Komuccum oT 18 anpens 2018 r. Ne 44.

MpegnoxeHue Ne 1.

1. O,EI,HVIM M3 OCHOBHbIX [JOKa3aTe/bCTB Hanuvus d)aKTa OCYLLeCTB/IEHNUA MNOCTaHOBKU

NPOAYKUMM Ha CepuiltHOE NPOM3BOACTBO AB/MSETCA Hanuuue y W3srotosutens npoAayKumu
Pe3yNbTaToB KBa/IMGUKALMOHHBIX UCTIBITAHWUI NPOAYKLMM.

[laHHble MCNbITaHUA OCYWECTBAAIOTCA M3roTosutesem B TOM Yucie ONA NOATBEPXLEHUA
CBOeH CNOcOBHOCTM OCYLUECTBAAT CepMitHbIN BbIMYCK MPOAYKUMM C YCTAHOBNAEHHbIM B8 HJ]
Ka4eCTBOM, TO eCTb MCMBbITAaHUA AAHHOW KaTeropuu RBAAIOTCA YacTbio NMpoOLecca NPOM3BOACTBA
npoAykumu. McnbiTaHuA AAHHOW KaTeropuu, Kak Npasuio, NpealecTByoT CEPTUPUKALMOHHBIM

WCNBITaHUAM UM OcywlecTB/iAlOTecA M3roTosuTenem ana ueneil ganbHeliwedt ceptudumkaumum

npoayKumu. Pe3ynbTaTbl KBaAMOUKALUMOHHBIX WCMBITAHWI  ABAAIOTCH AONONHUTENBHBIMM

AOKa3aTe/IbHbIMU MaTepuanamu, noATBEPXAAOWMMMN KauyecTBO 3anB/IeHHON Ha cepTuduKaLmio

MPOAYKLMM, U MOTYT (3 B HEKOTOPbIX CIY4anX AOMKHbI) BbITb NPEAOCTaBIEHbI 3a9BUTENEM B opraHx
no cepTMdUKaLMm NPpoayKLUM.

B COOTBETCTBUM AENCTBYIOWMMM HOPMATUBHLIMM JOKYMEHTaMM B chepe cpeacts
WHAMBUAYANbHOW 33lUMTLI, MCMbITAHUA [AAHHON KaTeropuu MOTYT OCYLLEeCTBAATLCA CBOMMM



COBCTBEHHbIMM CHNAMM 1 cpescTBaMK U3roToBuTeNa NaaHMpyemoit K cepTudMKaLMm NPOAYKLUN.
TpebosaHuii 06 obasaTenbHOM NPUBAEYEHUM aKKpeauToBaHHbIX UJT K nposeaeHMI0 UChbITaHWUIA
AaHHOW KaTeropuu B 3akoHogarensctse PO u EASC He umeeTcs, B TOM Yucae no npUYynHe TOro,
4TO B COOTBETCTBMM C MPUHLMNAMM TEXHUYECKOTO peryanposaHua 8 TC, aKKpeaUTOBaHHbIE ULA
HE MOTYT BbiTb 4aCTbIO NPOM3BOACTBEHHbIX NPOLECCOB 3aABUTENA (v3roToBuTENA) NNAHMPYEMOIt K
cepTuduKaLumu NpoayKLmMm.

B cBA3M C BbIWEN3NOMKEHHBIM, @ TAKKE MUCXOAA U3 GOPMYIMPOBOK, NPUHATBIX B ONMUCAHMM
TUNOBbIX CXeM OLLeHKM COOTBETCTBUA, Npediaraem GOpMyAUPOBKY

«AcnbiTaua B uenax cepTUUMKaUMM NPOBOAMT aKKPEAWTOBAHHAA WCMbITATENbHASA
nabopartopusa (UeHTp) Ha OCHOBaHUM AOroBopa C 33ABUTE/NIEM MM OpPraHom no ceprTudbuxaymm,
KOTOPOMY Bbl4aeTca NPOTOKON UCMBITAHWUII» 3aMEHUTL Ha

«UcnbitaHna 06pasuos NpoAyKUMKM (MM KPUTUYECKMX COCTaBHbIX YacTel (komnoHeHTOB)
npoAyKUUKM), npeayCMOTPeHHble CcXemoii cepTuduKaumMM, nNpPoOBOAUT aKKPEAWUTOBaHHas
ucnoiTartenbHas nabopaTtopua (L4eHTp) Ha OCHOBaHUM AOroBopa ¢ 3aABUTENeM WK OpPraHom no
cepTUdMKaL MM, KOTOPOMY BbIAAETCA NPOTOKON UCTILITAHU».

MNpegnoxenue Ne 2.

[ononuutenbHo npegnaraem BHecTM B COOTBETCTBYIOWMIA pasgen TP TC 019/2011
TpeboBaHue cneayowero copepKaHma:

«B cnyyae, ecnM B nonHol mMepe HEBO3IMOMHO WMAM 3aTPYAHUTENIbHO MOATBEPAUTH
COOTBETCTBME OTAE/NbHbIX MOKasaTeseil cepuiiHO BbinycKaemoii npogykumMmu TpeboBaHuaAm
HAacTOAEro TEXHMYECKOTO pernameHTa NyTeM MPOBeAEHMA MUCCNef0BaHUi (vcnbITanuil) u
M3mepeHuit nowasarenelt rotvosod npoayuuun B 2KEPOOUTOEAHHLIX  WUCOLITSTENBHEIX
naboparopusax (ueHTpax), OLEHKY KadecTBa cepTudULMpyemoit NpoayKuMM MO AaHHBIM
MOKasaTeNAamM  [ONYCKaeTcA MNpoBOAUTb C  NPUMEHEHUEem NPOTOKO/IOB  UCMbITaHWIA
HEAKKPeAUTOBAHHbIX MCMbITaTesbHbIX nabopaTopuii (LeHTpos). Mpu sTom uccneposaHua
(vcnbiTanus) M usmepenus OTAENbHbIX MOKasaTteneil cepuiiHo BbINYCKaeMoOW NpPoOAYKLUUY
CNeAyeT NpoBoAWTbL B NPUCYTCTBMM 3KCMepTa OpraHa no cepTUdMKaumm ¢ OCYLLEeCTBIEHUEM
sugeo- u (unm) dorodpukcayuu npouecca M pesynbtatoB paboT, noaTBepKAAOWMX

COOTBETCTBUE CPEACTBA WMHAMBMAYANbHOW 3aWUTbl TPEGOBAHUAM HACTOALLEr0 TEXHUYECKOro
pernamexTa.

MpegnoxkeHue Ne 3.

Popmynnposku «CepTudukaums CPeACTB MHAMBUAYANIbHOW 3alUMTbl NPOBOAUTCA OPraHOM
no ceptudukaumum:

- A71A NOCTaHOBKM Ha CepUINHOE NPOM3BOACTBO NPOAYKLIMM MO CXeme 7c;

- AN1A NOCTAHOBKM Ha CepuitHOe NPOM3BOACTBO NPOAYKLMM M MPU HAAUYUM Y M3rotosutens

BHEAPEHHOW CUCTeMbI MEHEIPKMEHTa, CepTUOUULMPOBAHHONI OpPraHoM no cepTudUKauum cuctem
MeHeXMeHTa, Nno cxeme 8c.»

3aME@HUTb Ha

«CepTuduKauma cpefcTs UHAUBUAYANLHOM 3alMUTbl NPOBOAMTCSA OPraHOM Mo CepTUdMKALUU:

- B Cllydae nocTaHOBKM Ha cepuiiHOe NPOU3BOACTBO HOBOI (B TOM uMce MO/,epHU3UpPOBAHHOM
u/vnn moguduumposanHoii) npoayKuMu no cxeme 7c.

- B C/ly4ae NocTaHOBKU Ha cepuiiHOe NPOU3BOACTBO HOBOIA (B TOM Yucne MO epHMU3MpPOBaHHOM
u/unm mopnduUMpoBaHHOIi) MPOAYKLUMM U NPU HAMYMK Y U3TOTOBUTENA BHEAPEHHOMN CUCTeMBl



MEHE/PKMEHTa, CepTUPULIMPOBAHHONA OPraHOM MO CePTUPMKALMM CUCTEM MEHEeAXMEHTa, Mo
cxeme 8c.» ‘

Mo NpUYMHE TOTO, YTO:

- NpoueAypa NOCTaHOBKU Ha CepuiiHOe NPOM3BO/CTBO OCYLLECTBAAETCA U3rOTOBUTENEM A8 HOBOIA
(B TOM YKcne mogepHusuposaHHoi U MoAMPUUMPOBAHHOM) NPOAYKLUY;

- B COOTBETCTBUM C NPUHLMNAMU TEXHUYECKOTO perynnmposaHus B EASC, akkpeauToBaHHbie Anua
HE MOTYT 6bITb 4aCTbO NPOU3BOACTBEHHBIX MPOLECCOB 3aaBUTENS (vsroTtoBuTensn) nnanupyemoin k
cepTUdUKaLMK NPOAYKLMM, HE MOTYT y4acTBOBaTb B MPOLLECCE NOArOTOBKMU Npoun3BOACTBA K
CEPUINHOMY BbIMYCKY, TO €CTb HE MOTYT OCYLUIECTBAATL CEPTUDUKALMIO « AN NOCTAHOBKY Ha
Npou38oACcTBO». OC NPOAYKUMM OCYLIECTBAAET CePTUDMKALMIO NPOAYKLMMI, KOTOPAs ViKe
nocrassieHa U3roToBuTenem Ha cepuitHoe NPoU3BOACTEO,

MpegnoxeHue Ne 4,

TpeboBaHue K opraHy no CepTMUKaLMM NPOAYKUMU NyHKTa 5.23 NPOEKTa M3MEHEHUN
«GOPMMPYET M XPaHUT KOMNAEKT AOKA3aTeIbCTBEHHbIX MaTepuanos, BKAoYaWwmx ¢oTo- u (uam)
BUACODMKCAUMIO MpoLecca M pe3yibTaToB  MUCMbITaHMIT  u U3MEPEeHUn npoAayKuMu
NOATEEPXAAIOUWMX COOTBETCTBUE CPEACTBA UHAUBUAYA/BbHONM 3aWmMThl TpeBoBaHuam HacToALero
TEXHUYECKOrO pernameHTa, nepeyeHb KOTOPbIX YKa3aH B MyHKTe 5.19 HacToAwero pasaena»
M3NOXWUTL Creayowm o6pasom «pOPMUPYET M XPaHUT KOMMAEKT AOKa3aTeNbCTBEHHbIX
Marepuanos, nepedeHb KOTOPbIX YKasaH B NyHKTe 5.19 HacToawero pasgenan.

®opmynuposKy «BKAYaWMX HOTo- U (Mau) BUAEODUKCAUMNIO MPOLLecCa U PEe3yNbTaToB
MCMIbITAHUA M WM3MepeHuid  NPOAVKUMM,  MOATBEDKAAOLIMX COOTBETCTBUE  CpeacTsa

MHAWBUAYANbHOMN 3auThl_TpeboBaHuam HacToALlero TeXHMYecKoro perfiameHTa» UCKAYUTh B

CBA3W C OTCyTCTBMeM B MyHKTe 5.19 TpeboBaHuii o npepocTasneHun 3assuTesem pe3ynbTaTtos
33BOACKMX MCMbITAHUI NPOAYKLMU, MONYHEHHBIX UM A0 NOJA4M 3aABKM B OopraH no ceptuduKaumm.

MpepnoxeHue Ne 5.

M. 5.26 npoekTa n3meHeHui 4oNoNHUTL TpeBoBaHem CneayioLLero coaepaHus:

«CpOK XpaHeHMA B aKKPeAWUTOBAHHOM WCNLITATENbHOM nabopatopuu (uyeHTpe)
MPOTOKO/IOB MCCNe/l0BaHMIA (MCNbITaHKUIA) U U3MepeHuit noKasaTeneit NpoAyKLUMK, BblAaHHbIX
ANA ueneit cepTudUKaLMmu NPoAYKLMM, COCTaBASET He meHee 10 fieT ¢ MOMEHTa Bblgaum».

[aHHoe nonoxeHue yxe umeerca B Aencteylowei pegakuyum TP TC 019/2011 wu
BbINOJIHAGTCA aKKPEAUTOBAHHBIMU IMLAMMU.
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000 «3asox «O30my» I'C u [I0» i Kobenmpnunxuit M.A.



