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MNpegncnosne
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2 BHECEH TexHuyeckum KOMWUTETOM Mo ctaHgapTtusaumm TK 436 «YnpaBneHne kayecTBOM MefuLuH-
CKWX M3Lenunii»

3 YTBEPXJEH W BBEJEH B ,EI,EMCTBVIE Mprkasom PepepanbHOro areHTcTBa NO TEXHUYECKOMY
perynmposaHuio u metposoruu ot 17 mapta 2016 r. No 159-ct

4 HacTtosAwuii cTaHdapT MAEHTUYEH MeXAyHapoAHOMY AOKYMeHTy Lienesoit rpynnbl Mo rno6asibHow
rapmoHmnsaumm (Global Harmonization Task Force. GHTF) GHTF/SG3/N19:2012 «CuctemMa MeHemXMeHTa
kavecTBa. M3genvsa meguumHckie. Cuctema rpagaumm HecooTBETCTBUI ANA Lieneil peryimposaHisa n obmeHa
nHcpopmauueli» (GHTF/SG3/N19:2012 «Quality management system — Medical devices — Nonconformity
grading system for regulatory purposes and information exchange». IDT).

Mpu NpMMEHeHNN HaCTOALLEro cTaHJapTa PEKOMeHyeTCa NCNO/b30BaTb BMECTO CCbI/IOYHbIX MeXyHa-
pPOAHbIX CTAaH4APTOB COOTBETCTBYHOLMIA UM HaUUOHabHble CTaHAapTbl, CBEAEHMS O KOTOPbIX NPUBEAEHbI B
[OMOSIHUTE/IbHOM npunoxeHun A

5 BBEJEH BMNEPBbIE

6 NMEPEV3OAHWNE. ®eBpanb 2020 T.

MpaBuna npumMmeHeHns HaCTOALWEro cTaHjgapTa yCTaHoB/IeHbl B cTaTbhe 26 PefepasibHOro 3akoHa
0T 29 uoHA 2015 r. Ne 162-9®3 «O cTaHgapTu3auum B Poccuiickoii ®enepauuun». MHdopmaunus 06 13-
MEHEHMAX K HacToALLeMY CTaHAapTy Ny6nkyeTca B eXXerogHom (No cocTOoAHUI0 Ha 1sHBaps TekyLero
roga) nHopMaLunoHHOM yKkasaTene «HaunoHasbHble CTaHAapThi», a ohuunanbHbli TEKCT U3MEHEHUN
1 NnornpaBoK — B eXeMeCAYHOM MHopMaUNoOHHOM ykasaTene «HauuoHanbHble cTaHgapThi». B cnydvae
nepecmMoTpa (3amMeHbl) AW OTMEHbl HACTOSALLEr0 CTaHgapTa CooTBeTCTBYyLee yBefoM/eHe byaeT
ony6/nKOBaHO B GAMXailleM BbIMYCKe eXeMeCHAYHOro MHMOPMAaLMOHHOro ykasaTens «HaunoHanbHble
cTaHgapTbi». CooTBeTCTBYLWasA nHhopmauns, ysefoMneHne 1 TEKCThbl pasMeLlalnTCca TakKke B UH-
chopMaLMoHHO cucTeme obLLero nob3oBaHNa — Ha ouuranbHoM caliTe degepasnbHOro areH TcTBa Mo
TexXHUYecKoMy perympoBaHuio 1 MeTPosiorMn B ceTu MIHTepHeT (www.gost.ru)

© CraHgapTvHdopM. odhopmieHne. 2016. 2020

HacToswuit cTaHAapT He MOXeT GbITb MOMIHOCTLIO UM YACTUYHO BOCNPOU3BEEH, TUPaXUPOBaH U pac-
MPOCTPaHEH B Ka4YeCTBe 0hMLMaSTIbHOTO N3aaHus 6e3 paspelueHnst defepanbHOro areHTCTBa No TeXHUYEeCcKo-
My peryMpoBaHuio 1 MeTposiorum
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BBepeHve

HacTtoswwmiA cTtaHgapT npefHasHayeH AN Peryvupylowux OpraHoB M ayAWTOPCKUX OpraHvsauuii.
OH ycTaHaB/MBaeT CTaH4apTU3UPOBAHHYO CUCTEMY rpajalun HeCOOTBETCTBUIA ANSA Leneil perynnpoBaHus
C ncnonb3oBaHMeMm opmynsipa 06MeHa MHopmaumeld No ayaMTam Ha COOTBETCTBUE PErYUPYHOLWMM Tpe-
60BaHNAM ANns 0o6ecneyeHnss conocTaBMMOCTM MHOpPMaL MM No ayauTaM U BO3MOXHOCTU ee 06MeHa Mexay
perynmpyroLnmMm opraHamu.

B HacToslLLee BPeEMS OLEHKA 3HAYMMOCTU HECOOTBETCTBUIA B OTHOLLEHMN CUCTEMbI MEHEIKMEHTA Kaue-
ctBa (CMK) n3rotoButenei MeauLMHCKAX M3AEeNUA MOXET pasnuuatbCs Mexay peryvpylowummu opraHamm
N ayauTOPCKMMK OpraHusaumsamMu. Bce CTOpPOHbI BbIMFPAKT OT UCMO/Ib30BaHUSA CTaH4apTU3NPOBAHHOW U Mno-
HSITHOI cucTeMbl rpagaumm HecooTBeTcTBUA CMK. 9T0 co34acT HE06X0AUMYH YBEPEHHOCTb A5 B3aVMHOI0O
Npu3HaHWs pe3y/bTaToB ayAuTOB HA COOTBETCTBME PETYVMPYHOLMM TpeGOBaHNSAM.

TpaguuMoHHO ncMonb3yemas rpajauns Ha 3HauMTeNbHble U Maslo3HAUYNTE IbHble HECOOTBETCTBMUA He-
[OCTaTOYHO AeTasibHa ANns 06MeHa MHdopmauueit B rnobanbHoM macwitabe. [M03TOMy TEPMUHBI «3HAYU-
TeNbHOE M Masio3HauYnTeNlbHOE HECOOTBETCTBUSA» He OyAyT onpefefieHbl WU MUCNO/b30BaHbl B HACTOSLLEM
cTaHgapTe. 3agayeli HOBOM cMCTeMbl rpajauny ANsa uenei perynmpoBaHns aBAseTcs BO3MOXHOCTb 06MeHa
pe3ynbTaTaMu ayamTa, YTO BbIXOAUT 3a npefesibl GUHAPHON KOHLEeNuuM 3HaunTensHoe/ManoaHaumTelbHoe 1
BBOAWT NSATUYPOBHEBYIO CUCTEMY B OTHOLUEHUN HECOOTBETCTBUIA.

Perynupytowme opraHbl MOryT onpegenntb, kak nHopmaumsa o6 ayaute, npegoctaB/ieHHas B paMkax
hopmMynsipa o6MeHa nHchopMauueid No ayautaMm Ha COOTBETCTBME perynpyrLmm TpeboBaHusmM, 6yaet npu-
MEHATLCA B UX HOPUCAMKUMW. Perynupyowme opraHbl MOTYT Takke pacCMOTPETb MHble UCTOYHWUKU [aHHbIX
B AOMNOJIHEHME K pe3ynbTaTaM ayAuTOB Ha COOTBETCTBME PEryNnpylowmM TpeboBaHUSAM, Takue Kak oueHkKa
NPOAYKUMM, OT3bIBbl C PblHKA, OTYETHI O MOHUTOPWUHTEe 6e30MmacHoOCTX 1 T. M., NpefocTaBnseMble AN Lenei
perysimpoBaHus.
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HALULWOHANBbHBW CTAHOAPT POCCUMCKOWMW OSGELEPALUMN

Cuctema MeHe)XKMeHTa KavyecTBa
N3OENANSA MEAULNHCKNE

CucTtema rpagauun HeCOOTBETCTBUIA ANA Lesell perynMmpoBaHus n obmeHa nuHgopmauuei

Quality management system. Medical devices.
Nonconformity grading system for regulatory purposes and information exchange

fata BBegeHna — 2017— 03— 01

1 O6nacTb NPUMeEHEHUs

HactosAwwmin cTaHgapT ycTaHaBnNvBaeT MeToA NpefcTaB/ieHns pesy/nbTaTtoB ayAuTOB Ha COOTBETCTBUE
perynupyrowmum TpeboBaHNAM, KOTOPbI MOXeT 6biTb UCNOMb30BaH A5 06MeHa MHopmaLmein B Lensx pe-
rynupoBaHusa. OH Takke ycTaHaB/nMBaeT cuCTeMy rpafjauuv HeCOOTBETCTBUIA ANS Leneil perynupoBaHus ¢
ncnosb3oBaHvem dopmynsapa, obecneynBaloLero CTaHgapTU3NpPoBaHHOE NpeAcTaB/ieHne pe3y/bTaTos.

Cnegyouine acnekTbl He BK/THOYEHbl B 061aCTb NPUMEHEHMSA HACTOSALWEro cTaHaapTa:

- OCyLLecTB/IeHNe ayanMTOB W MOArOTOBKA COOTBETCTBYIOLLMX OTYETOB;

- MCNONb30BaHNE perynupylLyMm opraHamm hopmynsapa obmeHa nHgopmaymeli no ayamtam Ha cooT-
BETCTBUE perynmpyowmnm TpeboBaHnsm.

2 HopMaTuBHbIE CCbI/IKU

B HacTosleM cTaHfapTe MCnosib30BaHbl HOPMAaTUBHbLIE CCbISIKM Ha cnegytolme ctaHgapTsl. Ansa gatu-
POBaHHbIX CCbI/TIOK MPUMEHSIOT TO/IBKO YKa3aHHOe M3faHve CCbIJIOYHOro CTaHAapTa, ANS HeJaTMPOBaHHbIX —
nocnegHee n3gaHve (BkYas BCe U3MEHEHNS).

GHTF/SG4/N28R4:2008, Guidelines for Regulatory Auditing of Quality Management Systems of Medical
Device Manufacturers. Part 1: General Requirements (PykoBoACTBO No ayAuTy CUCTEM MeEHe)XMeHTa kaye-
CTBa U3roToBUTENEN MEAULIMHCKUX N3[eNnii Ha COOTBETCTBME perynupyrowmum tpebosaHnam. Yactb 1. Obwme
TpeboBaHus)

GHTF/SG4/N30:2010, Guidelines for Regulatory Auditing of Quality Management Systems of Medical
Device Manufacturers. Part 2: Regulatory Auditing Strategy (PykoBoACTBO No ayauTy CUCTEM MeEHeMKMeHTa
KayecTBa M3roToBuTenel MeaULMHCKUX U3LeNnii Ha COOTBETCTBME perynupyolmm TpeboBaHuam. YacTtb 2.
CrtpaTterus ayaura)

GHTF/SG4/N33R16:2007, Guidelines for Regulatory Auditing of Quality Management Systems of
Medical Device Manufacturers. Part 3: Regulatory Audit Reports (PykoBofCTBO no ayAuTy CUCTEM MeEHe[-
XMEHTa KayecTBa W3roToBWTENEe MeAWLMHCKUX U3LeNUii Ha COOTBETCTBME perynvpyolmm TpeboBaHusAM.
YacTb 3. OTUeT no ayauTy)

GHTF/SG4/N83:2010. Guidelines for Regulatory Auditing of Quality Management Systems of Medical
Device Manufacturers. Part 4: Multiple Site Auditing (PykoBOACTBO No ayAnTy CUCTEM MeHeKMeHTa KayecTBa
n3rotoeuTene MeaNLUHCKUX U3Eennii Ha COOTBETCTBUE perynvpyowmm TpebosaHusam. Hactb 4. AyguTt He-
CKOIbKMX NPOU3BOACTBEHHBIX NIOLWAA0K)

GHTF/SG4/N84:2010, Guidelines for Regulatory Auditing of Quality Management Systems of Medical
Device Manufacturers. Part 5: Audits of Manufacturer Control of Suppliers (PykoBoAcTBO No ayauTy cuctem

W3paHune ouynanbHoe
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MeHeXMEeHTa KayecTBa M3rotoBuTeneli MeauLUHCKUX U3LeNnii Ha COOTBETCTBME perynvpytoLmm TpeboBa-
HUSAM. YacTb 5. AyauTt ynpasfieHnss noctasLymKamm)

ISO 13485:2003. Medical Devices. Quality Management Systems. Requirements for Regulatory
Purposes (MeauuuHckme nsgenus. CUCTEMbl MeHeAXXMeHTa kadecTBa. CUCTEMHblE TpeboBaHWA ana Lenei
perynmposaHus)1»

ISO 9000:2015. Quality Management Systems. Fundamentals and Vocabulary (Cuctembl MeHemXMeH-
Ta kayectBa. OCHOBHbIE MOMOXEHUSA U ClI0Bapb)

ISO/IEC 17021-1:2015. Conformity Assessment. Requirements for bodies providing audit and certification
of management systems. Part 1. Requirements (OueHka cooTBeTCTBMA. TPeb0oBaHNA K opraHam, NpoBoAALLVM
ayauT n cepTudpmkaLmio cuctem MeHegxMeHTa kavecta. Yactb 1. TpeboBaHus)

ISO 19011:2011. Guidelines for Auditing Management Systems (PykoBogsiive ykasaHus no ayauty
CcUCTEM MeHe[XMeHTa)2»

3 TepMuHbI 1 onpeaeneHus

B HacTosiLeM cTaHAapTe NPUMMEHEHbI CeayoLlne TePMUHbI C COOTBETCTBYIOLUMI ONpeaeneHnsiMu:
31

usrotoBuTenb (manufacturer): ®usnyeckoe WM PUAUYECKOE NIMLIO, OTBETCTBEHHOE 3a NPOEKTUPO-
BaHWe. U3roTOB/IEHNE, YNaKOBbIBaHWE W/WN MapKUPOBKY MELULMHCKOTO U3LENNSI, YCTaHOBKY/MOHTaX WK
MOANMDMKALMIO MEANLMHCKOTO N3AeNnsi nepes BbiNyCcKOM ero B o6pallieHue uin BBOAOM B 3KCMyaTaumio
HE3aBMCMMO OT TOTO, BbLIMOJIHAET M 3TV ONepauyyn BbIlLEYNOMSHYTOe /IMLO WM TPeTbsi CTOPOHA OT ero
VIMEHN.

[GHTF SG1/N55:2009]

MpumeuyaHne — W3roTOBUTENAMU HE CHMTAIOTCS /MLA, KOTOPble OCYLWECTBAAT COOPKY UM MO UKALKIO
n3fenunii ANS KOHKPETHOro nauueHTa B COOTBETCTBUM C WHCTPYKLUEW NO NPUMEHEHWIO NPWU YCNOBUW, YTO Takue usgenus
yXe BblNyleHbl B 06palieHmne. /llo6oe n1Lo, KOTopoe He AeiicTBYeT OT UMEHW U3TOTOBUTENA N U3MEHSAET NPeAyCMOTPEH-
HOe HasHaueHue U3jenus UM M3MeHseT caMo roToBOe MeANLNHCKOe U3jenne Takum 06pasom, 4TO 3TO MOXeT NOBAUATL
Ha 6€30MacHOCTb WU pe3ynbTaTUBHOCTb M3Ae/usi, a Takke BblMyckaeT Takoe u3genve B obpalleHne 0T CBOEro UMeHH,
cuynTaeTcs U3roTOBUTENIEM 3TOr0 MeAULMHCKOTO U3genus.

3.2

HecooTBeTcTBME (nonconformity): HeBbINO/THEHME TpeboBaHUS.
[MCO 9000:2015. cTatba 3.6.2]

3.3

cuctema mMeHemxmeHta kadectBa (CMK) [quality management system (QMS)]: Cuctema meHen-
XMeHTa AN PyKOBOACTBA U yNpas/ieHNsa opraHnsaumeii NpUMeHUTeNbHO K KayecTBy.
[MCO 9000:2015. cratbs 3.2.3]

4 O6uwme TpeboBaHMA

B nocnegyowmx pasgenax HacTosilLero ctTaHgapTa onpegensietcs cTaHAapTM3MpoBaHHas cuctema rpa-
[auum HecooTBETCTBUI Ans ueneii perynmpoBaHus. [ns o6ecneyeHus BOCNPOM3BOAMMOCTM rpajauunii npes-
CTaB/IEHO PYKOBOZCTBO MO (DOPMY/IMPOBaHUI0 HECOOTBETCTBUI. DOpMynsp o6MeHa MHhopMaLmeii no ayautam
Ha COOTBETCTBME PEryIpYOLLMM Tpe6oBaHNUAM, NPeACTaB/eHHbI B JaHHOM pa3jesie HacTosLero ctaHaapTa,
ABNSIETCSA MHCTPYMEHTOM, KOTOPbI UCMOMNb3yeTca AN [OKYMEHTUPOBAaHUS rpajaluy HeCOOTBETCTBUS TakuM 06-
pasoM. UTo6bl NoAAePXMBaTbL 06MeH UHGopMaLueli Mexay 3anHTepecoBaHHbLIMU PerynvpyoLymMm opraHamu.

4.1 ®opmynMpoBaHWe HECOOTBETCTBUIA

Ay[/Tbl HA COOTBETCTBUE PEry/IMpyoLIMM TpeGOBaHNSAM A0/KHbI NPOBOAUTLCS B COOTBETCTBUM C JOKY-
mMeHTaMn GHTF SG4 v apyruMu NpUMEHVMbIMI PEryiMpyowmMMmy LokyMeHTamu. Pesy/bTaTbl 4aHHbIX ayUToB
MOTyT BK/IO4aTb HECOOTBETCTBUSI.

1» 3ameHeH Ha ISO 13485:2016.
2»3amMeHeH Ha ISO 19011:2018.
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[ns Toro yto6blI 3HAYMMOCTb HECOOTBETCTBUIA XapakTepu3oBanachk C NPUMEHEHWEM CUCTEMbI rpaja-
LN HECOOTBETCTBMUIA, YCTAHOBJIEHHON B HACTOSLLEM CTaHAapTe, BaXHO, YUTOObl HECOOTBETCTBMSA OblM YETKO
cchopMynMpoBaHbl C UCMOb30BaHne (hakToB M OAHO3HAYHbIX (DOPMY/IMPOBOK, MO3BOMSAILWMNX MOHATb KOH-
KPETHYI0 CYLLHOCTb HECOOTBETCTBUS, BbISIBNEHHOTO Npu ayaute. lpefcTaBrieHHas MHopMauma Ao/mkHa
npeAcTaBnATb co60li TOYHOE OnucaHne NpoaHan3MpoBaHHbIX 3anuceli, 06pasLoB 1 Npoueayp, a Takke npo-
Be/ZleHHbIX OMPOCOB.

HecooTtBeTcTBME A0/IKHOIL

a) 6bITb YTBEPXAEHNEM B OTHOLLEHUN HECOOTBETCTBUSI B YUETKOM U KPaTKOM BUAE:

- 6bITb 4OCTATOYHO NOAPOGHO OMMCAHHLIM U OTHOCUTLCS K CBMAETENbCTBAM ayavTa, He SBNSACh Npo-
CTbIM NOBTOPEHUEM CBUAETENLCTB ayAnTa U HE 3aMEHSIIOLMM CBUAETENLCTBA ayANTa;

b) 6bITb NOATBEPXAEHHLIM CBUAETE/IbCTBAMY ayanTa:

- TOYHO ONMCbIBaTb 06BbEM CBUAETENLCTB (HanprMep, KOSIMYECTBO 3annceii) — 4To UMEHHO 6b1s10 06Ha-
PY>XEHO UM He 06HAPYXEHO, C NpUMepamu;

- yKasblBaTb MECTO M OCHOBaHWe (MCXOAHbIN fOKYMEHT) ANS CBUAETEebCTBA (Hanpumep, B 3anucu, npo-
ueaype, onpoce uav npu Bu3yasbHOM OCMOTpe);

C) UIMETb YKa3aHMe Ha KOHKPEeTHble TpeboBaHWs, KOTOPbIe He Gbl/IY BbINOSIHEHbI:

- ncnonb3oBaTb hopmynuposkn NCO 13485:2003;

- yKasblBaTb Ha UCTOYHWK TpeboBaHwWii (Hanpumep, perynupyoLmne 4OKYMeHTbl B OTHOLWEHUN MeAULIVH-
CKUX U3aenuii, Apyrue npuMeHUMble cTaHapTbl, NpoLeaypbl Ui TpeboBaHuUs, yCTaHOB/IEHHbIE CaMOii opra-
HM3auuel, n 1. n.).

MHOXeCTBEHHbIe C/ly4yan HeBbINOMHEHUSA TpeboBaHU AOMKHbI 6bITb CTPYNNMPOBaHbI B OAHO HECOOoT-
BETCTBME. €C/IN TOMbKO TaKUe Criydam He OTHOCSTCA K pas3/IMYHbIM acnekTaM MyHKTOB TpeboBaHwuii (CM. npu-
noxetHue A). MNprMepbl NpaBUIbHBLIX U HEMPaBU/IbHLIX (DOPMYIMPOBOK HECOOTBETCTBUI NPeACTaB/EHb! B NpU-
noxexHunn A.

4.2 Tpapjauus HECOOTBETCTBUIA

pajaunsi HecoOTBETCTBUIA ANA Leneil perynupoBaHusa npeactaBnseT cob60i Noaxofn, COCTOALWMA 13
[BYyX LIaros, KOTOPbI 06ecneunsBaeT pacyeT OKOHUaTeNbHON rpagauun 48 Kaxk4oro HecooTBeTCTBUA (CM. pu-
CYHOK 1):

LWar 1 — Wcnonb3oBaHne MaTpuupl rpajaumnii, onpegensiolein HayanbHyo rpagaumio;

LWar 2 — MNprvMeHeHve AoNONHUTE BbHBIX NPaBWA 418 ONpefe/ieHns OKoOHYaTe bHON rpagauuu.

Hmooimutvmi

PucyHok 1— Cxema rpagaumii

4.2.1 War 1 — Vcnonb3oBaHue mMaTpuubl rpagauui

Kak nokasaHo Ha pucyHke 1. ncnonb3oBaHMe MaTpuLbl rpagalmnii AsBnseTcs nepsbiM LIAroM npu rpaga-
L HECOOTBETCTBWIA.

Ocb /maTpuubl rpagauuin onpegensieT cTeneHb BANSHUS HecooTBeTcTBUS Ha CMK. BrimsiHue oTHocuTcA
K BO3AENCTBUIO HA 6€30MacHOCTb U (hYHKLMOHA/bHbIE XapakTePUCTUKN MEAWLMHCKOrO U3Aenns No KaxLiomy

111SO & IAF 9001 Auditing Practices Group Guidance on: Documenting a Nonconformity (5 June 2009) www.iso.
orgftc176.1S09001 AuditingPracticesGroup.
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nyHKTY Tpe6oBaHuii CMK. Mpu 3ToM HEO6XOAMMO YUNTLIBATb, YTO BCE NYHKTbl Tpe60oBaHWii cTaHAapTa A0/XK-
Hbl BbIMOIHATLCA B COOTBETCTBUM C 06/1aCTbI0 NPUMEHEHMAL>NPU BHEAPEHUN 1 NOALEPXKAHUN CUCTEMBI Me-
He/pKMeHTa kayecTBa, OTBevaroLweln perynnpyrowmnm Tpe6oBaHnaM.

Ana ueneii 6onee YyeTKOro pasfeneHns B cucTeme rpagaunmn2* nyHkTel TpeboBaHuil cTaHgapTa pasge-
NeHbl Ha [iBe KaTeropuu:

- KOCBeHHoe BnuaHWe Ha CMK: nyHkTbl 4.1—6.3 MICO 13485:2003 paccMaTpuBaloTCs Kak «BCNOMO-
raTenbHble» (Co3galoLive YCoBUS UM BO3MOXHOCTM) AN18 (hYHKUMOHMpoBaHuUa npoueccos CMK. Moatomy
HecooTBeTCTBUS TPebOoBaHMAM 3TMX NYHKTOB PacCMaTpuBalOTCA Kak MMeloLie KOCBEHHOe BAMsAHUE Ha 6e3-
0MacHOCTb M DYHKLMOHA/IbHbIE XapaKkTePUCTUKN MeAULMHCKAX U3LeNuii:

- npsmMoe BavaHne Ha CMK: nyHkTbl 6.4—38.5 NCO 13485:2003 paccmarpmBatoTCs Kak UMetoLme nps-
Moe BMSHMEe Ha ynpaBfieHne pa3paboTKoi M MPOM3BOACTBOM, & Takke NpsMoe B/UsIHWE Ha 6e30MacHoCTb U
PyHKUVOHaNbHbIE XapakTepUCTUKN MeAVNLUHCKNX N3AEeNUiA.

CyLecTBYIOT iB& OCHOBHbIX NPUHLMNA, KOTOPbIM AO/KHbI C/iefoBaTh ayanuTopbl Npu yOpMy/IMpoBKe
HecoOTBETCTBUI 1 MPUCBOEHUN HOMepa NyHKTa Tpe6oBaHMii B pamkax NMPUMEHEHUA AaHHON CUCTeMbI rpa-
Jauuu.

- €C/IM HECOOTBETCTBME NOTEHLMaNbHO MOXET NOBAUATL HA 6€30NacHOCTb M (DYHKUMOHANbHbIE Xapak-
TEPUCTUKN MELULMHCKMX U3AENNi, TO OHO AO/MKHO 6biTb ChOPMYNMPOBAHO NO COOTBETCTBYIOLWMM TpeboBa-
H1saM NCO 13485:2003, cogepxalwimmcs B nyHkTax 6.4—8.5. Tak kak OHO umeeT npsamoe BnusHve Ha CMK:

- Korga HecoOoTBETCTBME BO3HUKAET OTHOCUTE/IbHO TPe6OoBaHWiA, YCTaHOB/MEHHbIX B PYKOBOACTBE MO Ka-
4yecTBY M3roTOBWTENSA, Npoueayp Win TpeboBaHWiA, HanNpsiMylo He ycTaHoB/eHHbIX B ICO 13485:2003 u He
B/IMAIOLWMX HA 6€30NacHOCTb U (OYHKLMOHA/IbHbIE XapakTepUCTUKX, Torga HeCOOTBETCTBUIO JO/MKEH ObiTb
npuceBoeH NyHKT cTaHgapta NCO 13485 B uHTepBasie 4.1—6.3, Tak KaKk OHO MMeeT KOCBEHHOe BJ/iMsHue
Ha CMK.

OcbX maTpuubl rpagaumnii Ha pucyHke 2 0603HavaeT «nosiBieHNe» HecOOTBETCTBUSA, KOTOpOe nogpas-
Jensetca Ha [Be KaTteropuu:

- NepBMYHOE: 3Ta KaTeropus BKIOYAET BbiSB/IEHNE HEeCOOTBETCTBUS B MEPBbIA pa3 No KOHKPETHOMY
noanyHkty (X.X.X)3) NCO 13485:2003, He 3aperncTpupoBaHHOe Mo 3TOMy MOAMNYHKTY B TeUeHue AByX npej-
wecTsylowmnx ayautos CMK;

- MOBTOPHOE: 3Ta KaTteropusi BKNOYaeT BbISiB/IEHNE HECOOTBETCTBUSA N0 KOHKPEeTHOMY NoAnyHKTY (X.X.X),
no KOTOPOMY aHasorMYHoe HECOOTBETCTBME Y)Xe BCTPeyasioCb XOTA Obl B OAHOM Y3 [BYX NpeALecTBYOLWMX
ayamToB CMK. Takoe HecooTBeTCTBME NpeAcTaBsieT 60/1ee BbICOKUIA PUCK, TaK Kak SBNSeTCs nokasatenem
TOro, YTO KOppeKTupyloLme AelicTBUA He OblAn AO/MKHBIM 06pa3oM onpegesneHbl N BbINOSIHEHbI.

[Ba npeglecTByowunx aygnta CMK, KoTopble BKAOYaNW faHHbI NOANYHKT, 661U BbiGpaHbl No cneay-
IOLWUM NpuynHam:

- B&XHO UCMO/Ib30BaTb CPABHUMbIN HECOOTBETCTBUSA NPU OLLlEHUBaHUN puUcKa MNMOBTOPHOrO NOSBNEHUS;

- NosyyeHHble AaHHble, 60nee yem ABa npepwecTtsyowmx ayguta CMK. MOryT He COOTBETCTBOBaTb
Tekywemy coctosiHuio CMK,;

- aHanu3 60/bLIero KoanyecTBa OTYETOB MO ayAUTY MOXET OblTb HENPOAYKTUBHBLIM AN15 3dheKTUBHON
CUCTEMbI rpajaunu.

Tem He MeHee BaxXHO yb6eauTbCs, YTO ayAuTbl, NpoaHann3vMpoBaHHble ANA ONpefenieHns KaTeropuu
«MOSABNIEHNA», NO MeHbLUE Mepe BK/Yanu OAMH 1 TOT e NOAMYHKT.

«[losBneHne» B pamkax HacTOAWEro ctaHgaprta OpUeHTUPOBAHO Ha 4YacToTy perucrpauun aHasno-
TMYHOTO HECOOTBETCTBUSA B KaXXAOM ayauTe Npu NpUBELEHUV OLHON 1 TOW Xe ayAuMTOpCKOl opraHusauneil.
Mpy aTOoM ayauTOpOM AenaeTcs BbiBOL O HaNWYMU WKW OTCYTCTBMM HECOOTBETCTBMS B pamkax 3afaHHoi
BbIGOPKY.

HecooTBeTCTBMA 4acTo MOryT 6bITb CDOPMY/IMPOBaHbLI B OTHOLLUEHUU HECKO/IbKUX MYHKTOB TPe60oBaHwWii
0fHOBPEMEHHO. 103TOMYy 06A3aHHOCTLIO ayauTopa ABMAAKTCA OnpefesneHne B/IMAHUSA HECOOTBETCTBUSA Ha
CMK v onpefienieHne coOTBETCTBYIOLEr0 NMyHKTa TpebosaHunii. BansaHue HecooTeseTcTBMA Ha CMK onpegens-

Cm. ISO 13485:2003. nyHKT 1.2.
2> 060CcHOBaHME NOAXOAA: C LieNbio NoAAepXaHus oueHkn BanaHna CMK B pamkax HacTosleidl cuctemsl rpagauum
66110 peweHo pasfenuTb Tpe6osaHua CMK. cogepxawmecsa B ctaHgapTe ISO 13485:2003. Ha cneymnanbHble YPOBHU
noAnyHKToB (Hanpumep. 6. 6.2. 6.2.2).
3>CucTema oueHMBanacb N0 HECKO/IbKNM YPOBHSIM, U GblI0 OnpeAeneHo, YTO B/NSIHWE HecooTBeTCTBMA Ha CMK
HaymHaeTCcs Ha BTOPOM ypoBHe (X.X) NYHKTOB cTaHjapTa, B TO BPEMSA KaK «NOsiB/IeHMEe» HeCOOTBETCTBUA CNefyeT Hauun-
HaTb YYUTbIBATb YXe Mo TpeTbeMy YPoBHIO (X.X.X) U ucnonb3osaTth falfibHelilne npasuna gnis 6onee YeTKUX rpagaLmii.
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€T, ByAeT NN Pe3YNIbTUPYIOLLMIA NMYHKT «NPSIMbIM» UM «KOCBEHHbIM». HekoTopble NpUMepbl, NokasbiBatLline
npouecc rpagaumm B OTHOWEHUN wWwara 1, npeAcTaBneHbl HUXe.

1. HecooTBeTcTBYe, rae Nnpobnembl 6€30NacHOCTV ONpeaenstoT rpajaumto 4O «NPAMOro BIMSHNA»,

- M3roToBUTENb peanusyeT npoaykuunto B EBponeiickom cotose. KaHage n CLUA. VM3rotoButens nmeet
npoueaypy yBeAoOMNEHNA O HE6NaronpuATHLIX COOLITUAX, KOTOpas COOTBETCTBYET kpuTepuam Esponelickoro
C003a, HO HE UMEET HY CCbINIOK, HY TpeboBaHUii B OTHOLEHUN yBELOMIEHNI O HEONAaronpUATHBIX COGLITUAX
B ApYrux topucamnkumsax. C MeguumHCKuM usgennem npousoLwno HebnaronpmuaTHoe cobbiTue, U U3roToBUTENb
nocnefosan npoueaype B OTHOLIEHWN YBELOMEHN 0 He6NaronpuATHbIX COBbLITUAX. V3roToBUTENb COOBLLMA
0 CO6bITUN B COOTBETCTBYIOLLME KOMMNETEHTHbIE OpraHbl EBponeickoro cot3sa, HO He paccMoTpesn Heobxoau-
MOCTb co06LeHuns B gpyrue opucavkummn (KaHagy v CLUA). laHHOe HecooTBeTCTBME [0/IKHO GbiTb OTHECEHO
K MYHKTY 8.5 «YnyulieHne», a He K NYHKTY 4.2 «TpeboBaHus K JOKYMEHTaLUN».

2. HecootseTcTBMe, rge oTcyTCTBYeT npobnema 6e30MacHOCTY M KOTOPOe OTHOCUTCA K TpeboBaHuio,
yCTaHOB/IEHHOMY B MpoLeAype camoil opraHusaLmn, onpefenseTcsa Kak rpafauns «KOCBEHHOe BNSHUE»;

- npoueaypa U3roToBuUTENSA B OTHOLLEHWUM peBanujauum npouecca NnTba Nog fAaBneHnem TpebyeT exe-
ro4HON peBanmaaLun BHe 3aBUCMMOCTU OT BHOCUMbIX U3MEHEHUI MW OTKNOHEHWI B npouecce. ExeroaHas
peBanmaaumns He 6blaa BbINOMHEHA, OAHAKO NPW 3TOM He 6blNI0 KaKUX-NNMO0 U3MEHEHWUI UK OTKIOHEHWI B
npouecce. B atom npumepe nyHkT 7.5 NCO 13485:2003 He TpebyeT exerogHoi pesanupauun. OTcyTcTBUE
N3MeHeHWn B mpoLecce Uan OTK/IOHeHW He cBuaeTenbCcTByeT 0 npobnemax 6e3onacHocTu. [laHHoe HecooT-
BETCTBUE CrefyeT OTHECTU K NYHKTY 4.2 «TpeboBaHVsA K JOKYMEHTaUUW», Tak Kak M3roToBUTeNb He cnegyet
CBOEW COBCTBEHHON npoueaype, a He K NyHKTY 7.5 «Mpou3BoO4CTBO U 06CAYXMBaHUE.

3. HecooTtseTcTBMe, rae NpuUcyTCTBYET npobsiema 6e30macHOCTM, KOTopas OTHOCUTCA K TpeboBaHWUAM,
yCTaHOB/IEHHbIM CaMOIl KOMNaHuei, onpegenseTca Kak rpagaumsa «npsiMoe BASHUEe:

- nsrotoeuTens npumeHsietr MCO 11137-1 gns Banngauuy npouecca pagvauuoHHON cTepui3aumm, B
KOTOpoM TpebyeTca exekBapTa/ibHblii ayanT [03bl 06/yYeHUs. STO He ObI0 BLINMOMHEHO, Kak TOro Tpebyet
cTaHgapT. B aTom npumepe npucyTcTeyeT npobnema 6e30nacHOCTU, NMOCKObKY CTaHAApT TpebyeT exeksap-
TaslbHbIX ayAWTOB AN obecneyeHns CTepubHOCTU Npoaykuun. MoaToMy AaHHOe HeCOOTBETCTBME AO/MKHO
6bITb OTHECEHO K NYHKTY 7.5 «[1pon3BOACTBO 1 06CNYXMBaAHNEY.

4. HecooTBeTCTBME, AEMOHCTPUPYIOLLEE «NOBTOPHOE MOAB/IEHNE:

- NCXOAHOMY HeCOOTBETCTBUIO Gblsl NPUCBOEH MYHKT 7.5.2.2 B OTHOLIEHUN Ba/iMAaumm npouecca ctepu-
nusauun. MNocnegywowunii ayaut obHapyXuna HecooTBeTCTBME MO MyHKTY 7.5.2.1 no Banngauum npouecca nu-
Tbs NOA4 faBneHnem. Oba HeCOOTBETCTBMSA nonajaloT nof NyHKT 7.5.2 «Banuaaums npoueccos Npon3BoACTBa
n obcnyxmnBaHusa». MoaTomy nocnefoBartesibHOe NOSABMEHUE 3TUX HECOOTBETCTBUI AOMKHO ObITb OTHECEHO K
KaTeropuu «rnoBTOPHOE MOAB/IEHME» MO YPOBHIO X.X.X COOTBETCTBYIOLLEro NyHKTa cTaHjapra.

MpumevyaHnme — TIpn U3MEHEHHbIX CLLEHAPUAX B JaHHbIX MPUMeEpPax BbiBOAbl TaKXe MOTYyT U3MEHUTbLCA.

4.2.2 War 2 rpagaunn — Mpasuna sckanauunm

PesynbTupytoLyto rpagauuio nocne wara 1 cnegyet ncnosb30Bath Ha wware 2. 4Tobbl OLEeHUTL obnacTu
60nee BbICOKOTO pucka, KOTOpble MOTEHLMAaNbHO MOTYT OKasaTb BAVAHME Ha 6€30MacHOCTb U PyHKLMOHab-
Hble XapakTepucTukn MeAnLMHCKOTo u3genus. Ha gaHHOM aTane rpajauuvs, nosyyeHHas nocne wara 1. 6yget
YBE/IMUNBATLCA HA eAVHULY NPU NMPUMEHUMOCTUN KaxK4oro npasuna.

1. OTcyTCTBME AOKYMEHTUPOBAHHOIO MpoLecca Win npoueaypbl

OTcyTCTBME AOKYMEHTVPOBAHHOIO NpoLiecca Wan npoueaypbl KOPeHHbIM 06pa3oM BAUSET Ha LesocT-
HOCTb M Pe3yNbTaTMBHOCTb BbINO/IHEHUS /1060r0 npotiecca.

CnoBO «OTCYTCTBYHOLLMIA» (NN «OTCYTCTBME») CriedyeT UCNOob30BaTh B (DOPMY/IMPOBKE HECOOTBETCTBYUSA,
Korfa HeT [OKYMEHTVPOBaHHOTO npouecca uan npoueaypbl, COOTBETCTBYIOLMX TPe6oBaHWO. ABHAA BblpakeH-
HOCTb J@aHHOrO CfoBa SABMSETCA BaXHbIM B (DOPMY/IMPOBKE HECOOTBETCTBUSA, YTOObI NPaBU/IbHO NMPUCBOUTL 3Ha-
YeHue rpagaumn.

2. BbInyck HECOOTBETCTBYIOLLEr0 MeANLIMHCKOTO n3genus

HecooTBeTCTBME, KOTOPOE MPUBESIO K BbIMYCKy HECOOTBETCTBYIOLLETO MEAULMHCKOIO U3Lenus Ha pbl-
HOK. SIBNIAeTCA NpsAMbIM CBUAETeNbCTBOM c6051 B CMK. [laHHOEe npasusio cucteMsl rpajanmmn BefeT K OLeHKe
HecooTBeTcTBMS CMK Kak k 60n1ee BbICOKOMY PUCKY, Tak Kak HECOOTBETCTBYIOLLAA NPOAYKUUA HAXO4UTCA Ha
pbIHKe 1 BHe o6nacTtu gelictena CMK n3rotosutens. Ecnm HecooTBeTCTBYOLAA NPOAYKUMA Gblna BbinyLeHa
B pamkax paspelleHns Ha OTK/IOHEeHWE C COOTBETCTBYIOLMM TEXHNYECKUM U HayYHbIM 060CHOBaHMEM, TO He-
COOTBETCTBME cuMTaeTCa paspelleHHbIM. B 3ToM criyyae Takas npoaykuus He paccmaTpuBaeTcsl Kak HecooT-
BETCTBYHOLLAA 1 NPaBu/o ackanauny He NpuMmeHseTcs.
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4.3 TpumeHeHne cucTeMbl rpajaunm HecooTBeTCTBMIA

lWar 1 — WNcnonb3oBaHne MaTpuupl rpajaumm HecooTBETCTBUIA.

A. TNpamMoe N KOCBEHHOE B/IMSAHUE:

- Korga HecooTBeTCTBME CGIOPMY/IMPOBAHO U eMy NPVUCBOEH COOTBETCTBYIOLMIA NYHKT CTaHAapTa, cne-
AyeT onpeaenuTb, UMEET SN OHO «MpsiMoe BAMsHUE» (3 6anna) nim «kocBeHHoe» (1 6ann), Kak onmMcbiBasiochb
BblLLE.

B. MoBTOpHblE HECOOTBETCTBMSA MO OAHOMY U TOMY Xe noAnyHKTy CMK (X.X.X):

- ayauTop [O/MKEH MPOBEpPUTL OTYEThI MO ABYM NPeALecTBYIOWMM ayauTamM, KOTopble BKIHYaUuN NPoBepKy
[aHHOT0 MyHKTa, YTo6bl BbISACHUTb, GbINIO /N BbISBIEHHOE HECOOTBETCTBUE MAEHTUdMLMPOBAHO paHee. HecooT-
BETCTBME He 06513aTe/IbHO [0/MKHO 6bITb MAEHTUYHBIM HECOOTBETCTBUIO NPeALECTBYOWMX ayanToB, AOCTATOYHO
coBnageHuns nognyHkta CMK CX.X.X). Ecnv HecooTBeTCTBME NOBTOPSETCS, TO rpajauns ysenmumsaeTcs Ha 1.

LWar 2 — MNMpumeHeHne npasua ackanauuu.

Ha aTom wware rpagauun maTpuua rpajaumm HecooTBETCTBMIA 6onee He ncnonb3yeTcs. Kaxaoe npasu-
0. yKazaHHOe HWxXe, NpUMeHseTcs ANA onpejeneHns okoHYaTeNbHON rpagaummn HeCooTBETCTBUS.

MpaBuno 1— OTCyTCTBME: OTCYTCTBME AOKYMEHTUPOBAHHOIO MnpoLecca uan npoueaypbl B OTHOLLIEHUN
Kakoro-nn6o TpeboBaHNs ysennumsaet rpagauuio Ha 1.

Mpasuno 2 — MeauUUHCKOE U3Aesne: BbIsIBNIEHNE HECOOTBETCTBYIOLLENO MeAULMHCKOro usgenus 3a
npegenammn obnactu gelicteus CMK nsrotosutens ysenvumeaeT rpagaunio Ha 1.

OkKoHuaTenbHas rpajalus HECOOTBETCTBUS B pamKax JaHHOW cxeMbl rpagauumn byaeT ABNSTbCA YUCIOM
oT 1 0 6. Tem He MeHee rpagauuio «5» crieqyeT onpefennTb Kak MakCuMasibHyo, Tak Kak oHa npegcrasnseT
[0CTaTOYHO BbICOKMNIA YPOBEHb puCKa, Tpebytowunii BMelLaTenbcTBa. Pasnuume mexay «5» n «6» He npuseget
K nydwei cucteme rpagauumn. Moatomy ecnu gocturaeTcs rpagaumsa 6, To okoHuaTenbHaa rpajauns foKy-
MeHTUpyeTCcs KakK «5». CM. npumep 8 npunoxexus B.

4.4 dopmynsip o6mMeHa uHgopmaumeli No aygutam Ha COOTBETCTBME PErynmpyowum
TpeboBaHNAM

[ns obecneyeHns o6MeHa MHopMaLveli Mexay perynvpytowymMy opraHaMmn npegnaraetcs cnegytoLmii
thopmynap obmeHa nHdopMaumein no aygutaMm Ha COOTBETCTBME perynupytowmm TpebosanHusam (chopmynsp).

Ta6nnya 1— dopmynsap o6MeHa nHopmaumeit No ayautam Ha COOTBETCTBUE perynnpylowmm Tpe6oBaHnam
O 0 ©

CneynansHble TPe60BAHUS . MEANLUHCKUM

MepeyeHb HECOOTBETCTBUIA Fpajauns HecooTBEeTCTBUIA
13fenusam a cTpaHax
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dopmynsAp cocTouT U3 Tpex cekunii (cM. Tabnuuy 1):

1. MepeyeHb HeCOOTBETCTBUIA — BaxHO NpefocTaBnTb [OCTATOUYHYIO MHADOPMALMIO O KOHTEKCTE U pe-
NIeBAHTHOCTM KaX[0ro HeCOOTBETCTBUS, NEPEUNC/IEHHOro B hopmynspe. MepeyeHb HECOOTBETCTBUI AOMKEH
6bITb MAEHTUYEH NEepPeYHto B OTYeTe Mo ayanTy.

2. Mpagauyns HecooTBETCTBUIA — [10APOGHOCTM TOrO, Kak Gblsia MoslydyeHa OKoHuYaTeslbHas rpajaums
HeCcoOoTBETCTBUI, B ocobeHHocTM Ans MCO 13485:2003. Mcnonb3oBaHue 3ToW cekuum hopmynsipa obecne-
ymBaeT NOHMMaHVe npolecca pacyeTa.
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3. CneuvansHble TpeboBaHMSA K MEANLMHCKUM M3Aennam B cTpaHax — HecootsetcTeusa B CMK un3roto-
BUTE/Sl. KOTOPbIe HAXOASATCS 3a Npefenamu KOHKPeTHbIX TpeboBaHmMii nyHkToB MICO 13485:2003. AOMKHBI ObITb
yKasaHbl B cekuyuy chopmysnispa no cneumasbHbiM TPeb60oBaHNAM K MeAULMHCKUM M3AennaM B OTAeSbHbIX CTpa-

Hax. [JaHHas 06nacTb He NOANEXUT rpajaunmn, Ho ayauTop AO/MKEH YKa3aTb KOHKPETHbIE CCbIIKU Ha NPUMEeHU-
Mble perysimpytoLive nosoxXeHns Uan 3aKkoHOAATE IbHbIE aKTbl, M0 KOTOPbLIM CROPMY/IMPOBAHO HECOOTBETCTBYE.

4.5 Vcnonb3oBaHue opmynsapa obMeHa nHgopmayueii no ayguraMm Ha COOTBETCTBUE
perynnpynLmm Tpe6oBaHNsaM

Mpu o6MeHe hopmynapaMn Mexay perynnpylolyMy opraHamu, B hopmynap fo/mKHa ObiTb BKAOYe-
Ha KOHKpeTHas MHdopMaLmsa B OTHOLEHUN ayauTa. Hanpumep, faTta ayavTa, 061acTb NpoOBeEpKX, MPOU3BoA-
CTBEHHblE M/I0WAAKN B pamKax ayguta, dpamnnny aygutopos 1 T. .

Cekuusa chopmynsipa «rpagalms HeCOOTBETCTBMI» NpeAHa3HaYeHa A5 BHECEHUS rpajaluuii HecooTBeT-
cTBuiA no MICO 13485:2003. Ecnu HecooTBeTCTBME OTHOCUTCS K NYHKTY VCO 13485:2003. OHO A0/XHO 6bITh
N0 MeHbLUeli Mepe 3aHeCceHO0 B cekuuto hopmynsipa «rpajalms HeCOOTBETCTBUI» U OLLEHEHO.

3apayeit cekummn chopmynsapa «cneumanbHble Tpe6OBaHUS K MEAULMHCKAM U3OENNAM B CTpaHax» $B-
nsieTcs 3aHeceHne AO0NOHUTENbHbIX HECOOTBETCTBUIA, KOTOpPble HAXOASTCS BHE MpeAesioB KOHKPETHbIX Tpe-
6oBaHuii NCO 13485:2003. [laHHasa cekuus He MOAIeXMWT rpajauun, a HeCOOTBETCTBUS MEPEYUCIATCA B
COOTBETCTBUW C PErynupyroLwmmMm 6asamy (BKIKOYEHHbIMY B ayAuT) 1 o6LWUMK perynupyowmummn tTpebosaHu-
AMU ANSA KaX4O0N opucankunm. HekoTopble perynvpyoume opraHbl (Hanpumep, B KaHage) moryT Tpe6oBartb,
4YTO6bl HECOOTBETCTBMA HaLMOHAMbHBIM Peryvpyrowmm TpeboBaHnAaM 6bin 3aHeCeHbl C UCMOb30BaHEM
KOHKPEeTHOro nyHkTa TpeboBaHuWii cTaHgapTa B CEKLUM C rpajaLumeidl HeCooTBETCTBUIA.

Hwxe npuBefeH Npumep 3anosiHeHHOro hopMyispa:

Cneuunsbuble Tpe6OBaHUA T. MEANLMHCKAM

MepeyeHb HECOOTBETCTBUIA Ipafaums HecooTBETCTBUN
M30ensaM B CTpaHax
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3 Mpouecc NuTbss noj AaBneHUEM
He 6bl1 BanMaupoBaH. kKak Tpeby-
eT npouegypa DOC12345. Ho aTO
He NMpMBENO K BbIMYCKY Ha PbIHOK
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HECOOTBETCTBYIOLWEN NPOAYKLMUM
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4 M3penne WIDGET npopasanoch
B KaHape 6e3 nuueHsun. Mpoue-
aypa DOC12345 TpebyeT, 4TO6bI
BCE MeAuUWHCKMEe M3penus knac-
cos Il. lll n IV npownun nuueH3npo-
BaHne nepep npogaxei B KaHage
B COOTBeTCTBMWU C pasgenom 26
CMDR. [laHHOB HecoOTBeTCTBUE
Takxe 6bl10 3aperncTpupoBaHo
Ha ayAuTe B NPOLWOM rogy

4.1 2 2

CMDR pasgen 26
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HecootBeTcTtBue N° 1 — lMpumep HecooTBeTcTBMA CMK TpeboBaHusm NCO 13485:2003.

HecooTteeTcTBne No 2 — lMpumep HecooTsBeTCTBUA CMK U3roTOBUTENA HALMOHa/IbHLIM perynnpyroLwmm
TpeboBaHuAM, ABNALLWMMCS 6onee cneyudryHbIMM N0 OTHOLWEHWIO K TpeboBaHnsam MCO 13485:2003.

HecooteetctBne No 3 — lNpumep HecooTBeTcTBMA CMK KOHKPETHLIM HauWOHasIbHbIM PeryanpyoLmm
TpeboBaHnsAM. B aTom cnyyae HeCOOTBETCTBME Takke MOXeT 6biTb CDOPMY/IMPOBAHO N0 AUPEKTUBE O Meau-
LMHCKMX n3genuax E3C.

HecooTteeTtctBre No4 — lMNprMep HECOOTBETCTBUSA KOHKPETHBIM HAaLMOHANbHBIM PerympyoLwmnm Tpe6o-
BaHWAM. KOTOpble Takxke cogepxartca B NyHKkTe 4.1 NCO 13485:2003. B aToM cnyyae perynvpyoLiue npasunia
KaHagbl TpebytoT, 4TOObl BCE HECOOTBETCTBUS Obl/IM chopMynmpoBaHbl no MCO 13485:2003.

dopmynsp obecneunBaeT NOHATHLIN M CTaHAAPTU3MPOBAHHbLI MeToh 06MeHa MHopmauuein mexay
perynvpyloLwmMm opraHaMmun no pesynbtaram ayguTtoB Ha COOTBETCTBUE perynmpyownm TpebosaHuam. MNpea-
nonaraeTcs. 4To hopmynap 6yneTt npefocTaBneH U3roTOBUTEN0 MeAULIMHCKUX U34eNnii B pamKkax cTaHgapT-
HOW mpouefypbl ayauTa, Korga HeCOOTBETCTBMSI paccMaTpuBalOTCA B XO4e NPOBEAEHWA ayauTa U B pamkax
3aKnunTesibHOro cosellanusa no ayguty (MCO 19011:2011. nyHKT 6.4.9). PekomeHayeTcs, YTOObI NPOEKT
dhopmynsapa 6611 NpegocTaB/ieH Ha 3aK/IlunTeIbHOM COBELLaHUK No ayauTty Ans obecneyeHns NOHATHOCTU
pe3ynbTaTos.

pagauun, NPUCBOEHHbIE KaXKAOMY HECOOTBETCTBUIO, HE JO/MKHbI U3MEHATLCA B pe3y/ibTarte Kakux-im6o
KOPPEeKLMiA Nnn KOPPeKTUPYOLWUX AeCTBUIA, 3an1aHNpPOBaHHbIX NPOU3BOAUTENIEM, HO MOTYT ObITb N3MEHEHbI
B pamMkax anessiLMoOHHOIO npouecca ayautopckoit opraHmnsauun (MCO/M3IK 17021-1:2015, nyHKT 9.7). Mo-
cne 3aBeplUeHUs ayauTOPCKONM opraHu3aumeli npouecca ayavTa oKoH4YaTesbHbIi hopMynsp AoSHKeH 6biTb
npefocTaB/ieH U3roToBuTeNto. 1aBHOW Lenbio ABAseTcs, 4Tobbl rpagauun u hopmynsap ABASANCE METOAO0M
KOPPEKTHO OLeHKN Nno ayauTy n obecneunBann eguHoobpasune 1 LefoCcTHOCTL NpoLecca rpajaummn HecooT-
BETCTBUIA.

dopmMynsap HaMepeHHO He AaeT CyMMapHYIo OLeHKy pe3ynibTaToB ayauTa. Kak umeHHo 6yaeT uHtepnpe-
TMpoBaTbCs (DOPMYSISAP, OCTAETCA PELlEHNEM KaXKA0ro peryimpyoLwero opraHa B 3aByUCYMOCTU OT €ro OLLeHKM
TeKyLnx noTpebHocTen 1 Tpe6oBaHwiA.



Mpumepbl hOPMYIMPOBOK HECOOTBETCTBNIA

MpunoxexHne A
(cnpaBoy4HOE)

®opMynnMpoBKa HECOOTBETCTBUA

MpaBunbHas hopmMynupoBka

He npepgctaBneHbl cBuAeTenbCTBa
06yyeHns coTpyAHWKOB no [upek-
TMBE O MeJULUHCKUX U3Jennsax

Mpouecc «YnpaBneHne [OKYMEH-
Tauuei» nNpu3HaH HeCcoOTBETCTBY-
IOWNM. TaK Kak BO MHOTUX Caydasx
MCcnonb3oBannCh ycrapeslwne sep-
CUN JOKYMEHTOB

3annaHnpoBaHHbIN BHYTPEHHMI
ayAuT [ONXEeH 6biTb MpPoOBeAeH u
pesynbTaTbl BKIOYEHbI B OTYET AN
aHanM3a co CTOPOHbI pPyKOBOACTBA

HeBepHas opmynnposka

FOCT P 56895—2016

MyHkT UCO
13485.2003

Mpon3BoanTenb He BbIMOMHUA CBOK COOCTBEHHYIO 4.2.1
npouenypy no obyyenuio (Ne 14). Tpebytowyo npose-
AeHusa obyyeHusa no [ijupekTuse 0 MeAULUHCKUX u3ge-

nusax (93'42/EEC) gna BHYTPEHHUX ayAUTOpPOB

Cnepgywuime yctapeBline JOKYMEHTbl Gblnn o6Hapy- 4.2.3

X€eHbl B NCNMO/Ib30BaHNN:

- ycTapeswas Bepcus npoueaypbl XYZ o6HapyxeHa B

MCMNONb30BaHNM B OTAENE KaTMGPOBKU:

- ycTtapeBwas Bepcuss ABC obHapyxeHa B MCNOb30-

BaHNN B 30He NPpUeMKn matepuanos,

- ycTapeBlias Bepcus npoueaypbl aHanusa paspaboT-
kn PQR o6HapyXxeHa B UCNONb30BaHUM B OTAeNe pas-

paboTku

OTCyTCTBYET AOKYMEHTUPOBAHHAA npouegypa no npo- 8.2.2

BeJEeHNI0 BHYTPEHHUX ayANTOB
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MpunoxeHue B

(cnpaBou4HOE)

MpuMepsbl, UANCTPUPYOLWKWE Fpajalun HeCcoOTBETCTBUIA

n pumep HecoOoTBeTCTBUA

1 He npepacTaBfieHbl 06bEKTUBHbIE
cBMAETeNbCTBA NPUHATUS LUeneil B
o6nacTtu kayectsa Ha 2011 rog. Kak
TpebyeTcs pyKoBOACTBOM MO Kaue-
CTBY ayAMTUpyeMoii opraHusaymm.
AHanornyHoe HecooTBeTCTBME GbINO
3aperncTpupoBaHo B xo4e ayauta B
2010 ropy

2 AHanu3 co CTOPOHblI PyKOBOACTBA
NPOBOAUTCA eXeKBapTaslbHO B COOT-
BeTcTBMM Cc npouegypoii DOC12345.
TeM He MeHee OTCYTCTBYWT fo-
KyMEHTbl MO aHasn3y €O CTOPOHbI
pykoBOoACTBa 3a TpeTuili keapTan
2010 roga

3 lpoueccbl KOMNETEHTHOCTU, OC-
BEJOM/IEHHOCTN N 06Yy4YeHUs OTCyT-
cTtByloT B CMK. [okymeHTanbHble
cBUAeTeNbCTBA 00Yy4YeHUst He npej-
cTaBneHbl. OT0 HecooTBeTCTBUE
Takke 6blN0 3aperucTpUpoBaHO Ha
npeabiaywmnx aygutax CMK (2009.
2011)
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O6ocHoBaHue
OKOHYaTeNbHOIW rpagayuu

3T0 He ABNAETCA HEeBbINO/IHEHUEM
Tpe6oBaHns CMK. CywecTByeT A0-
KyMeHTMpOBaHHas npoueaypa, Ho
npou3BoANTENb He CMOr npejocTa-
BWUTb CBUAETENbCTB €€ BbINONHEHUS.
ManoseposATHO, 4TO B pe3synbTarte
[laHHOTo HecooTBeTCTBUA GyaeT Bbl-
nyuieHa HecooTBeTCTBywUWas npo-
aykumsa. MoaTomy ncxofHas rpaga-
LS He MeHsieTcst

370 He ABNSeTCA HEBbINONHEHWEM
Tpe6oBaHua CMK. ManoBeposiTHO,
4yTo B pesynbTaTe AAHHOIO HECoOoT-
BETCTBUA 6GyAeT BblNylW,eHa HECOOT-
BETCTBYOLWAn npoaykunsa. Moatomy
ucxofHas rpajgaumsa He MeHsieTcs

OTcyTtcTBue Tpe6oBaHns B CMK
yBenuumeaeT rpajauuio Ha 1 fgo
OoKOHYaTesbHOIi rpagauun 3



MpopgonxeHne Tabnuubl

MpumMep HecooTBETCTBUA

4 YnpaBneHue nocrtaslukamMmum ocy-
U,ecTBNAETCA HE B COOTBETCTBUM C
npouegypoit DOC1234. MocTaBLKK
X 6blN 3aMeHeH Ha nocTtaslnka Y
1mas 2011 ropa 6e3 ofo6GpeHUs.
37O MNOBTOPHOE HecooTBeTCTBME,
BbIHECEHHOE N0 TOMY X€e NYHKTY Ha
npegbligyuwem ayante CMK (2010)

5 YnpaBneHue nocrasluKkamMmu ocy-
uecTBnsaeTcs He B COOTBETCTBUMN
c npouepypoii DOC1234. Tlpo-
AYKT XX 6bln oTnpaBneH 1 ceHTaA-
6ps 2011 Toga wm 6bIN KNnaccuuym-
poBaH Kak HecooTBeTCTBYHOL MU No
npuYnHe  HeCcaHKLMOHUPOBAHHOTO
M3MEHEHNs, OCYL,eCTBNEHHOro Mno-
CTaBLWMUKOM. OTO MOBTOPHOE Heco-
OTBETCTBME. BbIHECEHHOE MO TOMY
Xe NoANYyHKTY Ha npeAblayuiem ay-
ante CMK (2010)

6 He npepcrtaBneHbl cBugeTenb-
cTBa MOHUTOPWMHIA XpaHeHus me-
AVUVHCKOTO U3[enus CcO CPOKOM
XpaHeHus 24 mecsila U YC/0BUAMMU
XxpaHeHuns 2—8 "C cornacHo npoue-
aype (Ne 12345)

7 OTcyTCcTBYeT nonmTuka B o61actu
KayecTBa
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LUAT 2

O6ocHoBaHue
OKOHYaTenNbHOl rpagauuu

3To He sABNsSeTcs OTCYTCTBMEM Tpe-
6oBaHna CMK. HeT cBugeTenbcTB,
4YTO B pesynbTaTe JaHHOIO HEecooT-
BeTCTBMA 6GyAeT BbiNyweHa HeECOOT-
BeTCTBYylOWAs npoaykumsa. MNoatomy
ncxofHas rpafjayns He meHseTcs

HecooTBeTcTByloWas npoaykuus
6blna BbiMylleHa Ha PbIHOK B pe-
3ynbTate AaHHOT0 HeCcoOTBEeTCTBUA
CMK. 9710 yBenuumaeT rpajauuio
Ha 140 OKOHYaTenbHOW rpagauyun 5

McxofHas rpagauus He MeHsieTcs

270 He ABNAETCA OTCYTCTBUMEM Tpe-
6oBaHns CMK. 3710 yBenunumBaet
rpagauuio Ha 1 40 OKOHYaTeNnbHO
rpagauuu 2
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OkoHYaHue Tabnuupl

I'Ipmmep HecooTBeTCTBUA

8 OTcyTcTBYeT Tpe6oBaHue kK Bepu-
dukaunn paspabotkm B CMK npo-
nspogutens. Kak pesynbtar, usme-
HEHUA B KOHCTPYKUuun mopenn XXX
He 6binn BepuduuupoBaHbl nepepg
BbIMYCKOM Ha PbIHOK. DTO MOBTOP-
HOEe HEeCcoOTBEeTCTBME, BblHECEHHOE
no TOMy Xe NOoANYyHKTY Ha npeAbiay-
wem ayaute CMK (2010)

9 OTCyTCTBYIOT CBMUAeTeNbCTBA Ba-
nugauun paspaboTkum cornacHo npo-
uegype DOC12 gna mogenun XXX.
MpogykT 6blN MocTaBneH NATW NO-
Tpebutenam
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O6ocHoBaHue
oKOoHYaTenbHOW rpagayuun

3T0 He sAIBNSieTCs OTCYTCTBMEM Tpe-
6oBaHna CMK. M HecooTBeTCTBYIO-
was npoaykuus 6bina BbinyleHa
Ha pblHOK. Mo3Tomy rpagauusa 6y-
pet 4+ 2=6. OgHako, TaKk Kak Mak-
cMManbHO BO3MOXHas rpagauusa 5.
oHa 6yfeT 3anucaHa kak 5

HecooTBeTcTByloL an npoaykuus
6bina BbiNylieHa Ha PbIHOK B pe-
3ynbTarte AaHHOTO HEeCOOTBETCTBUS
CMK. 9710 yBenuumBaeT rpajauuio
Ha 1740 oKOHYaTeNbHOI rpagauuu 4
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Mpunoxenne A
(cnpaBouHOE)

CeefleHns 0 COOTBETCTBUMN CChITOYHbIX MeXAayHapoAHblX CTaHA4apTOB
HaluMOHaNlbHbIM CTaHAapTam

Ta6nuya [A-1

O603HaYeHne CCbISIOYHO
MeXyHapoAHOro cTaHfapTa

GHTF/SG4,'N28R4:2008

GHTF/SG4,'N30:2010
GHTF/SG4<IN33R16:2007

GHTF/SG4,'N83:2010

GHTF/SG4,'N84:2010

ISO 13485:2003

ISO 9000:2015

ISO/IEC 17021-1:2015

ISO 19011:2011

CTteneHb
COOTBETCTBUSA

MOD

MOD

MOD

MOD

IDT

IDT

IDT

IDT

O603HavyeHne 1 HaMMeHoBaHue COOTBETCTBYHOLEro
HaunoHasIbHOro ctaHgapTa

FOCT P 54421—2011 «PyKkoBOACTBO MO ayAUTy CUCTEM MeHe[-
XMeHTa kayecTBa W3roToBuTeNei MeAULMHCKUX U3[ennii Ha co-
oTBeTCTBUMe perynupyouwnm tpe6osanHnsam. YHactb 1. O6uime Tpe-
60BaHUA»

FOCT P 54881—2011 «PykoBOACTBO MO ayAuTy CUCTEM MeHe[-
XMeHTa kayecTBa M3roToBuTenell MeAULNHCKUX N3AeNnii Ha co-
oTBeTCTBME perynupylownm TtpeboBaHuam. Yacte 3. OTyeTr o
nposejeHuun ayguta»

FOCT P 55748—2013 «PykoBOoACTBO NO ayAuTy CUCTEM MEHe-
XMeHTa KayecTBa W3roToBuUTENEll MEeAULUHCKUX U3henunii Ha co-
OoTBETCTBME perynupywwmum tpe6oBaHnsam. Hactb 4. AyauTt He-
CKOJTbKMX MPOU3BOACTBEHHbIX NOLWAL0K»

FOCT P 55747—2013 «PykoBOACTBO MO ayAuTy cUCTeM Me-
HeJ)KMeHTa KayecTBa M3roToBuTeNneil MeANLUHCKNX U3[ennin Ha
COOTBETCTBME perynupyouwum TtpebosaHusim. YacTtb 5. Ayaut
ynpasfieHus nocrasLynKaMmn»

FOCT ISO 13485—2011 «W3pgenua meauumHckue. Cuctemsbl
MeHeA)XMeHTa kayecTBa. Tpe6oBaHUs ANA Uenei perynuposa-
HUua»”

FOCT P UCO 9000—2015 «Cuctembl MeHeAXMeHTa KayecTBa.
OCHOBHble MOMOXEHNSA U CNOBapb»

FOCT P NCO/M3K 17021-1— 2017 «OueHka cooTBeTCcTBMA. Tpe-
60BaHMA K opraHam, NPOBOAAWMUM ayauT u cepTudukaymio cu-
cTeM MeHeaXxMeHTa. YacTb 1. TpeboBaHnsa»

FOCT P NCO 19011—2012 «PykoBogsine ykazaHus no ayauty
CUCTEM MEHeXMeHTa»

* COOTBETCTBYIOLMA HALMOHA/bHbIA CTaHAAPT OTCYTCTBYET. [lo ero NpUHATUS PEKOMEHAYETCA UCMNO/b30BaTh ne-
peBoj Ha PYCCKUM A3blK AAHHOTO MEXAYHApOA4HOro cTaHgapTa.

NMpnmeyaHne — B HacToswei Tabnuue CNoNb30BaHbl CAeAyOLNE YCOBHbIE 0603HAYEHUSI CTENEHU COOT-

BETCTBUA CTaHAapTOB:

- IDT — nAeHTUYHble cTaH4apThl;
-MOD — moauduymnpoBaHHble cCTaHAapThl.

1>[fleiictByeT FOCT ISO 13485—2017. naeHTnuHbIii ISO 13485:2016.
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YK 006.83:006.354 OKC 03.120.10
11.040.01

KntoueBble CNoBa: cucteMa MeHelXMeHTa KauecTBa, U3aenna MeanumMHcKkue, HeCOOTBETCTBUS, rpagaumsa He-
COOTBETCTBUIA. ayAuT Ha COOTBETCTBME perynvpyrowmm TpeboBaHnsamM, obMeH nHdopmauneli ons uenei pe-
rynnpoBaHus
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