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CKUX n3penuii»
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4 HacTosiWwmii cTaHfapT MAEHTUMYEH MexXAyHapoAHOMYy AOKyMeHTy LleneBoit rpynnbl No rno6anbHoi
rapMmoHusauun (Global Harmonization Task Force. GHTF) GHTF/SG37N19:2012 «CucteMa MeHeLXMeHTa Ka-
yectBa. M3pgenus meguumHckne. Cuctema rpagauum HeCOOTBETCTBUI ANA Leneil perynmposaHus 1 obmeHa
nHdopmaumein» (GHTF/SG3/N19:2012 «Quality management system - Medical devices - Nonconformity grading
system for regulatory purposes and information exchange»).

MpW NPUMEHEHNN HACTOSALLEro CTaHAapTa PeKoMeHAYeTCS UCMOMb30BaTh BMECTO CCbIJIOYHbIX MEXAyHa-
POAHbIX [LOKYMEHTOB COOTBETCTBYHOLLME UM HALMOHAbHbIE CTaHAapTbl Poccuiickoin ®epepauun, cBefeHus o
KOTOPbIX NpMBEAEHbI B ONOMIHUTENIbHOM NpunoxeHun JA

5 BBE/JIEH BIEPBbIE

MpaBnna npuMeHeHNUss HacTosAWero ctaHgapTa yctaHosneHsl B FOCT P 1.0—2012 (pasgen 8).
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Ta cooTBeTCcTBYyllee yBefoMmieHne 6yaeT onybnmkoBaHo B 6GnvxaiilleM BbINyCKe eXeMeCAYHOro
MH(POPMAaLMOHHOrO ykKasartensa «HauuoHanbHble cTaHfapTbl». CooTBeTCTBYylOWaA WHDOpMaLUS,
yBeJloOM/IeHne N TeKCThbl pa3mMelalnTca Takke B MH(POPMaLNOHHOW cucTeme o6Lero nonb3oBaHnsa —
Ha othunumnanbHOM caiiTe defepanbHOro areHTCcTBa No0 TEXHUYECKOMY PEry/IMpoBaHNI0O U MeTPOosIornm
BceTun NHTepHeT (Www.gost.ru)
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BeepeHune

HacTosimii ctaHgapT npegHasHaveH s pErynMpyoLmMx OpraHoB 1 ayuTOPCKUX opraHu3auuii. OH ycTa-
HaBNMBaeT CTAHAAPTU3MPOBAHHYIO CUCTEMY rPajaLMy HECOOTBETCTBUIA ANs Lenei perynmpoBaHust ¢ UCNofib-
30BaHMeM hopmynsipa o6MeHa MHopMaLMeil No ayauTam Ha COOTBETCTBUE PErynvpytowyum Tpe6oBaHUsaM
[nsi 06ecneyeHnst ConocTaByMOCTM MHPOPMaLK MO ayanuTaMm 1 BO3MOXHOCTU ee 06MeHa MexXay perynmpyio-
LMW OpraHamu.

B HacTosllee BpPEMS OLEHKa 3HAYMMOCTY HECOOTBETCTBUIA B OTHOLLEHUN CUCTEMbI MEHEXKMEHTA Kaye-
ctBa (CMK) n3rotoBuTENE MEANLMHCKUX U3AENUI MOXET PasnuuatbCsl MeXay PerysvpyoLwyMn opraHamu
U ayAUTOPCKUMK OpraHu3auusaMu. Bce CTOPOHbI BbIMIPAKOT OT MCMO/b30BaHUA CTaHAAPTU3MPOBAHHON U No-
HSAITHOI cuUCTeMbl rpagauum HecooTBeTCTBUA CMK. 3To co34acT HeO6X0AMMY YBEPEeHHOCTb /11 B3aMHOTO
NPW3HaHWs pesyNbTaToB ayANTOB Ha COOTBETCTBUE PETYINPYIOLLMM TPEGOBAHMUSIM.

TpafMLUMOHHO Mcno/b3yemas rpafauus Ha 3HaunTe NbHble Y Mano3HauYMTEeIbHbIE HECOOTBETCTBUS HELO-
CTaToYHO AeTasibHa AN 06MeHa uHhopMaLveil B rno6anbHOM MacliTabe. [o3ToMy TepMUHBI 3HAUYUTENbHOe
U Mano3HauMTeNbHOe HECOOTBETCTBUA He ByAyT onpefesieHbl UM UCTO/b30BaHbl B HACTOSILLEM CTaHAapTe.
3afaueii HOBOI cucTeMbI rpafauumn ANs ueneii perynnpoBaHus siBNsieTcs BO3MOXHOCTL 06MeHa pesyibTatamu
ayauTa, UTo BbIXOAUT 3a npefefibl GUHAPHON KOHLeNUMU 3HauuTenbHoe/Mano3HauuTelbHoe 1 BBOAWUT NATH-
YPOBHEBYIO CUCTEMY B OTHOLLEHWUW HECOOTBETCTBUIA.

Perynupytolime opraHbl MOryT ONpeaenuTh, kak nHgopMauus 06 ayaute, npefocTaBieHHas B paMkax
thopmynsapa o6MeHa MHhopMmaLmeil No ayauTam Ha COOTBETCTBUE PerynupyloLliMM Tpe6oBaHusam, Gyaet npu-
MEHSITbCS1 B UX OPUCAVKLMK. PerynnpyoLime opraHbl MOTyT Takke pacCMOTPeTb WHbIE UCTOUHUKW AAHHbIX B
[oMNo/iHeHWe K pesy/nbTatam ayAuToB Ha COOTBETCTBUE PEryMPYIOWMM TpeGoBaHUAM, Takue Kak oLeHKa npo-
[YKUMW. OT3bIBbI C PbIHKA, OTYETHI O MOHUTOPWHIE 6e30MacHOCTY U T.M1.. NpefocTaBnsemMble AN Lenei perynu-
poBaHus.
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HAUWOHANbHBIN CTAHOAPT POCCUMNCKOW OSELEPALUNMN

Cuctema MeHeXMeHTa kayecTBa
N3LENNA MEANLUNHCKUE

Cuctema rpagaumm HecooTBETCTBUIA ANA Lenei perynmpoBaHus
n obmeHa nHopmauuei

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

[ata BBefeHna — 2017—03—01

1 O6nactb NpUMeEHeHNsa

HacTtoswwmii cTaHgapT ycTaHaBnMBaeT MeTof NpeAcTaB/ieHus pesynbTaToB ayAUTOB HA COOTBETCTBUE
perynvpytoLwym Tpe6oBaHWsAM, KOTOPbI MOXET 6biTb MCMO/b30BaH A1 06MeHa MHdopMaumeil B Lensx pery-
nupoBaHusi. OH Takke ycTaHaB/IMBAET CUCTEMY rpajalny HeCOOTBETCTBUWIA AN1A Leneii perynnpoBaHus ¢ uc-
nonb3oBaHnemM opmysapa, 06ecneumBanLL MM CTaHAAPTU3NPOBAHHOE NPeACTaBeHe pe3y/bTaToB.

Cnepytouive acnekTbl He BK/IOUYEHbI B 061aCTb MPUMEHEHUST HACTOSILLENO JOKYMEHTa.

- OCYLLEeCTB/IEHVE ayANTOB U NOAFOTOBKA COOTBETCTBYHOLLMX OTHETOB!

- UCMONb30BaHWE PEerynnpyloLwmMMn opraHamu hopmynspa o6MeHa nHdgopmMalueli no ayautam Ha cooT-
BETCTBUE PErynMpytoLM Tpe6oBaHNSM.

2 HopmaTuBHbIE CCbINTKK

B HacTosem cTaHfapTe UCNO/b30BaHbl HOPMaTMBHbIE CChIIKU Ha crefyloLme JOKYMEHTbI:

GHTF/SG4/N28R4:2008 PyKOBOACTBO MO ayAuTy CUCTEM MEHEKMeHTa KayecTBa M3roTOBUTENEN
MeAULMHCKUX 13aennii Ha cooTBeTCTBME perynupylwum TpeboBaHnsam. Yacte 1. O6wune TpeboBaHUs
(GHTF/SG4/N28R4:2008 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device
Manufacturers. Part 1: General Requirements)

GHTF/SG4/N30:2010 PykoBOACTBO NO ayAuTy CUCTEM MeEHeXMeHTa KayecTBa M3rotoBuTenein me-
OVUMHCKUX U3[ennii Ha COOTBETCTBME perynupylowmm tpebosanmam. Yacte 2. CTpaterusa ayguta (GHTF/
SG4/N30:2010 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufac-
turers. Part 2: Regulatory Auditing Strategy)

GHTF/SG4/N33R16:2007 PykoBOACTBO N0 ayAuTy CUCTEM MeHe[)XMeHTa kKayecTBa M3rotoBuTe-
neli MeAWLMHCKUX U3AENNIA HA COOTBETCTBME perynmpylowmum tpebosaHnsam. Yactb 3. OTUHeT no ayauty
(GHTF/SG4/N33R16:2007 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device
Manufacturers. Part 3: Regulatory Audit Reports)

GHTF/SG4/N83:2010 PykoBOACTBO MO ayAuTy CUCTEM MeEHeIKMeEHTa KayecTBa M3rotoBuTenein me-
OVUMHCKUX M3AEeNnii Ha COOTBETCTBME perynupylowmm TpebosaHusam. YacTb 4. AyauT HECKONbKUX NpO-
U3BOACTBEHHbIX nnouwagok (GHTF/SG4/N83:2010 Guidelines for Regulatory Auditing of Quality Management
Systems of Medical Device Manufacturers. Part 4: Multiple Site Auditing)

GHTF/SG4/N84:2010 PykoBOACTBO N0 ayAuTy CUCTEM MeEHeAXMeHTa KavecTBa M3rotoBuTenei
MefULMHCKNX U3Aenunii Ha COOTBEeTCTBME perynvpylowmm TpeboBaHuam. Yacte 5. AyguT ynpasnieHus
noctaswumkamn (GHTF/SG4/N84:2010 Guidelines for Regulatory Auditing of Quality Management Systems
of Medical Device Manufacturers. Part 5: Audits of Manufacturer Control of Suppliers)

ISO 13485:2003 MegauuuHckme nsgenus. CuctemMbl MeHeXMeHTa kadectBa. CucteMHble TpeboBaHus
ans ueneii perynupoBanus (ISO 13485:2003 Medical Devices. Quality Management Systems. Requirements for
Regulatory Purposes)

N3paHve oduynansHoe
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ISO 9000:2015 Cuctembl MeHefXMeHTa kavecTBa. OCHOBHble MOMOXeHUs u crnosapb (ISO 9000:2015
Quality Management Systems. Fundamentals and VVocabulary)

ISO/IEC 17021-1:2015 OueHka cooTBeTCTBMA. TpeboBaHWs K opraHam, NPOBOAAWMM ayauT n cepTndu-
Kauumio cucteM MmeHemkMeHTa kadectsa. YacTb 1. Tpeb6osaHus (ISO/LEC 17021-1:2015 Conformity Assessment.
Requirements for bodies providing audit and certification of management systems. Part 1. Requirements)

ISO 19011:2011 PykoBoasLuve ykasaHus no ayauTy cuctem MeHemkmeHTa (ISO 19011:2011 Guidelines for
Auditing Management Systems)

3 TepmuHbI U onpepeneHns

B HacTosALem cTaHgapTe NpUMEHeHb! creayoLine TEPMUHbI C COOTBETCTBYIOLLIMMIN ONpeaeneHnamMun:
31

u3rotoBuTenb (manufacturer): ®u3nueckoe UK LPUAMYECKOE NMLO, OTBETCTBEHHOE 3a NPOEKTUPOBA-
HUE. U3roTOBMIEHVE, YNAKOBbIBaHUE W/NN MapKUPOBKY MeAVLMHCKOTO U3AENUs, YCTAHOBKY/MOHTaX UK MO-
ANMKaLUI0 MEAULIMHCKOTO N3AeNnsi Nepes BbiNnyCKOM ero B 06palleHne Uy BBOLOM B 3KCMlyaTauuio He-
3aBMCUMO OT TOTrO, BbINOJIHAET /1N 3TV ONepaLmi BbILEYNOMSIHYTOE /L0 UM TPETbsi CTOPOHA OT €0 UMEHMW.
(GHTF SG1/N55:2009]

NMpumeuaHue — M3roToBATENSIMW HE CUMTAIOTCSA NIMLA, KOTOPbIE OCYLLECTBASIOT C60PKY UM MogudukaLmio
U3Lenuit ANs KOHKPETHOTO NauWeHTa B COOTBETCTBUM C UHCTPYKLUMEN MO MPUMEHEHWIO, MPU YC/IOBUM, YTO Takue U3Lenus
yXe BbinyLyeHbl B o6palleHue. J1lo6oe NnLo, KoTopoe He AeiCTBYET OT UMEHU U3rOTOBUTENSI U U3MeHSIeT NpeayCcMOTPEeH-
HOE HasHaYeHue U3LEeNnsa UM U3MEHSIET CaMO rOTOBOE MEANLMHCKOE N3ae/ne Takum 06pasoM, YTo 3TO MOXKET MOB/IUAThL
Ha 6e30MacHOCTb UK Pe3yNbTaTUBHOCTL M3AeNUsl, a Takke BbiMyckaeT Takoe uigenve B obpalieHne OT CBOEro UMeHH,
CuMTaEeTCs U3rOTOBUTENEM TOM0 MEANLMHCKOTO U3LENNS.

3.2

HecooTBeTcTBME (nonconformity): HeBbINONHEHNE TpeboBaHUS.
(ISO 9000:2015. ctaTtbsa 3.6.2]

3.3

cucteMa MeHexmeHTa kadectBa (CMK) (quality management system (QMS): Cuctema meHeg-
XMeHTa A1 PyKOBOACTBA W YNpaB/ieHNs opraHusauvein NpuMeHnTeNbHO K KauyecTBy.
[ISO 9000:2015. ctaTbsa 3.2.3]

4 O6bwmne TpeboBaHus

B nocnepyowux pasgenax HacTosILLEro cTaHjapTa onpejensieTcs cTaH4apTM3MpoBaHHas cucTema
rpagauuy HecooTBETCTBUI ANA Leneil perynupoBaHus. s o6ecneyeHus BOCNPOU3BOAUMOCTU rpajaunii
npeacraBfieHo PyKOBOACTBO MO (DOPMY/IMPOBAHMI0 HECOOTBETCTBUIA. ®opMynsap o6MeHa UHopmalmein no
ayavTam Ha COOTBETCTBUE PEryMpyoL MM Tpe6oBaHUAM, NPeAcTaBNEHHbIA B JaHHOM pa3fesie HacTOsLLero
cTaHfapTa, SBASETCS WUHCTPYMEHTOM, KOTOPbI/ WCMOMb3yeTca A1 AOKYMEHTUPOBAHWS rpajauuyM HecooT-
BETCTBUSA TakuM 06pa3oM, 4To6bl NoALepXMBaTh 06MEH MHopMaLueid Mexay 3auHTepecoBaHHbIMU pery-
NVpYOLWAMY OpraHamu.

4.1 ®opmynupoBaHUe HECOOTBETCTBUI

AyauTbl Ha COOTBETCTBME PEryMpyowmM TpeboBaHNAM A0/KHbI NPOBOAUTLCA B COOTBETCTBUM C [OKY-
MeHTamn GHTF SG4 n apyrumm npuMeHMMbIMU PErynnpyowmmMm JoKyMeHTaMmu. Pe3ynbTaTsbl AaHHbIX ayanToB
MOTYT BK/tOYaTb HECOOTBETCTBUS.

[Ans TOro, 4tobbl 3HAYMMOCTb HECOOTBETCTBUI XapakTepu3oBanacb C NPUMEHEHWeM CUCTEeMbl rpa-
Jauuy HecoOTBETCTBMWIA, YCTAHOB/IEHHONM B HACTOSILLEM CTaHAApTe, BaXHO, YTOOGbl HECOOTBETCTBUS Oblnn
4YeTKo cthopMynnpoBaHbl C UCMO/b30BaHNe (HaKTOB U OAHO3HAYHbIX POPMY/IMPOBOK, MO3BOAOLWNX NOHATH
KOHKPETHYI0 CYLLHOCTb HECOOTBETCTBUSA, BbISIBIEHHOrO npu ayaute. MNpefctasneHHas nHhopmauymsa 4OX-
Ha npefcTaBnaTb CO60/ TOYHOE onucaHue nNpoaHann3npoBaHHbIX 3anuceil, 06pas3LoB 1 Npoueayp, a TaKkke
NpoBeEeHHbIX ONPOCOB.

2
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HecooTBeTCcTBUE J0MKHOL

a) 6bITb YTBEPXAEHNEM B OTHOLLEHMN HECOOTBETCTBYSA B YHETKOM U KPATKOM BUAE:

- ObITb JOCTATOYHO NOAPOOGHO ONUCAHHBLIM W OTHOCUTLCS K CBUAETEeNbCTBaM ayauTa, He SABNSACh Mpo-
CTbIM NMOBTOPEHUEM CBUAETENLCTB ayAnTa U HE 3aMeHSIIOLLMM CBUAETENLCTBA ayauTa:

b) 6bITb NOATBEPXAEHHBIM CBUAETENBCTBAMM ayanuTa:

- TOYHO OnucbiBaTb 06bEM CBUAETENLCTB (HanpyMep, KONMYecTBO 3anuceli) — 4To MMeHHO 6bis10 06Ha-
PY>XEHO UM He 0BHApYXEeHO, C NpuMepamu;

- yKasblBaTb MECTO ¥ OCHOBaHVe (MCXOAHbIN AOKYMEHT) ANS CBUAETeNbCTBA (Hanpumep, B 3anucu, npo-
Luefype. onpoce, UAu Npu Bu3yasbHOM OCMOTPE):

C) MMETb yKa3aHune Ha KOHKpeTHble TpeboBaHUs, KOTOPbIE HE OblY BbIMOHEHbI:

- ncrnonb3oBaTb hopmynupoBku 1SO 13485:2003;
- yKasblBaTb Ha UCTOYHWK TpeGOBaHWI (Hanpumep, perynupytoLline 4OKYMeHTbl B OTHOLIEHUN MeANLMH-

CKUX U3genuid, apyrue npuMeHWMble cTaHAapTbl, Npoueaypbl U TPEGOBaHUS, YCTAHOBNEHHbIE CaMoii
opraHusauuen, uT. n.).

MHOXeCTBEHHbIE C/lyuaun HeBbINOHEHNUS TPE6OBaHNI A0/KHBI 6bITh CTPYNNMPOBaHbLI B OA4HO HECOOTBET-
CTBUE. eC/I1 TO/bKO TakKue c/lyyan He OTHOCATCS K pas/iMuHbIM acnekTaM NyHKTOB Tpe6oBaHuii (CM. NpuioxeHve
A). MpriMepbl NPaBUIbHBIX U HEMPaBUIbHbLIX (DOPMYIMPOBOK HECOOTBETCTBUIA NPeACTaBEeHbl B MPUIOXEHUM A.

4.2 Tpajauusa HeCcooTBETCTBUIA

pagauma HecoOTBETCTBUIA ANA Ueneil perynnpoBaHua npefcraBnseT co60i Noaxon, COCTOAWMA 13
[BYX LLAroBs, KOTOPbIA 06ecneymBaeT pacyeT OKOHYaTeIbHON rpajaLnmn ANs Kaxaoro HecooTBeTCTBUS (CM. pu-
CYHOK 1):

LWar 1 — Vcnonb3oBaHve MaTpuubl rpagaunii, onpegensiollein HavasibHy0 rpagaumio;

LWar 2 — MpuMeHeHne [oNONHUTE NbHbIX MPaBWA 4N onpefeneHusi OKoHYaTeNbHOW rpagauum.

L i? J

M m p*»

ok koK K <y

War2 BniowTCMC

Fpwwnna
acMnaam

OwnoHygonsbHas

rpafaums
HECOOTBETCTBYA MbpmTm foBTopHo:
Mm Tm

PucyHok 1— Cxema rpagaumi PucyHok 2 — MaTpuua rpagauuii

421 War 1 — WNcnonb3oBaHue mMaTpuLbl rpagaumii

Kak nokazaHo Ha pucyHke 1U1cnosib3oBaHWe MaTpuUbl Fpagauuii SBAsSieTCs NepBbIM LWaroM npu rpagauum
HECOOTBETCTBUIA.

Ocb Y maTpuupl rpagaunii onpegensieT cTeneHb BAMSHUS HecooTBeTcTBUS Ha CMK. BrimsiHue oTHocuTcA
K BO3,eNCTBMI0 Ha 6€30MacHOCTb U (DYHKLMOHA/IbHbIE XapaKTepPUCTUKN MeAULMHCKOTO U3AENUS N0 KaKAoMy
nyHKTY Tpeb6oBaHuii CMK. Mpu 3TOM HE06X0AUMO YUNTLIBATL, YTO BCE MYHKTbI TPEGOBaHMIA CTaHAapTa AO/KHbI
BbIMOMIHATLCA B COOTBETCTBMM C 06/1aCTbl0 MPUMEHEHNS2 NPU BHEAPEHUU U NOAAEPXKAHUN CUCTEMbl MeHenq-
XXMeHTa KayecTBa, OTBeYaloLLell perynupyowmm TpeboBaHmaM.

ISO & IAF 9001 Auditing Practices Group Guidance on: Documenting a Nonconformity (5 June 2009) www.fso.
org/tc1 76/IS09001 AuditingPracticesGroup.

2 Cm.ISO 13485:2003. nyHKT 1.2.
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Lns ueneit 6onee YeTkoro pasgeneHus B cucteme rpagaumnlnyHkTsl TpeboBaHWin cTaHgapTa pasgene-
Hbl Ha [IB€ KaTeropuu:

- KOCBeHHoe BAnAHue Ha CMK: n.n. 4.1—6.3 1SO 13485:2003 paccmaTpuBatoTCa Kak «BCcnomoraTesibHble»
{cospatoLune ycnosusa nnm BoO3MOXHOCTU) A5 (PyHKLMOHMpoBaHua npoueccos CMK. MNMo3aTomy HECOOTBETCTBUSA
TpeboBaHUAM 3TUX MYHKTOB PacCMaTpuBalOTCA, Kak MMeloLiMe KOCBEHHOe BAVAHWE Ha 6e30MacHOCTb U DyHK-
LMOHa/bHbIE XapaKTEPUCTUKN MEAULMHCKAX U3AENNIA:

- npsamoe BausaHne Ha CMK: n.n. 6.4—8.5 I1SO 13485:2003 paccmatpmsaloTcs, Kak umetoLme npamoe Bnu-
AHWe Ha ynpasneHne paspaboTKoli U NPON3BOACTBOM, a TakXe NpsMoe BVSHME Ha 6e30MacHOCTb U DYHKLMO-
Ha/lbHble XapaKTEPUCTUKN MELNLMHCKAX U3OENNA.

CyLecTBYIOT fiBa OCHOBHbIX NPUHLMNA, KOTOPbIM JO/KHbI CnefoBaTb ayaMTopsbl NpyM hOpMy/IMPOBKe He-
COOTBETCTBUIA 1 NPUCBOEHUW HOMepa NyHKTa Tpe6oBaHuii B paMkax NPUMEHEeHUs JaHHOW CUCTEeMbI rpajaLuu:

- €C/N HecooTBeTCTBME NOTEHLNAILHO MOXET NOBAMATL HA 6€30NacHOCTb U (PYHKUMOHAIbHbIE XapakTe-
PUCTUKM MEeAULMHCKUX N3LeNniA, TO OHO A0/KHO 6biTb CHOPMYIMPOBAHO N0 COOTBETCTBYIOLWMM TPEOOBaHNAM
ISO 13485:2003, cogepxatymmcs B n.n. 6.4—8.5, Tak kak 0HO UMeeT npsimoe B/nsHne Ha CMK.

- Korga HecoOTBETCTBME BO3HMKAET OTHOCUTE/IbHO TPE6GOBaHWiA, YCTaHOBMEHHbIX B PYKOBOACTBE MO Ka-
YecTBY M3roTOBUTENSA, NMpoLueayp wav TpeboBaHuii, HanpsMyl He yCTaHOB/EeHHbIMU B 1ISO 13485:2003 n He
BUAIOWNMN Ha 6e30nacHOCTb M DYHKUMOHA/IbHbIE XapakTepUCTUKK, TorAa HECOOTBETCTBUIO AO/MKEH ObiTb
NpUCBOEH NYHKT cTaHaapTta ISO 13485 B nHTepBasie 4.1—6.3, Tak Kak OHO UMeeT KOCBeHHoe BnaHne Ha CMK.

Ocb X mMaTpuubl rpagaunini Ha pucyHke 2 o603HayaeT «nosiBNIEHNE» HECOOTBETCTBUS, KOTOPOE noapas-
fenseTca Ha [jBe KaTeropuu:

- NepBMYHOE: 3Ta KaTeropus BKIOYAET BbISIB/IEHNE HECOOTBETCTBMS B NEPBbI/i pa3 N0 KOHKPETHOMY NoA-
nNyHKTY (X.X.X)21SO 13485:2003, He 3aperucTpmpoBaHHOe N0 3TOMY NOAMNYHKTY B TeYeHWe ABYX NpeaLlecTBy-
owmx ayamtax CMK;

- MOBTOPHOE: 3Ta KaTeropus BKAKYAET BbISIBNIEHNE HECOOTBETCTBUSA MO KOHKPETHOMY NoANyHKTY (X.X.X),
1o KOTOPOMY aHa/IorMyHOEe HECOOTBETCTBME Y)XXe BCTPeYyanoch XoTs 6bl B OJHOM U3 iBYX NPeALLIeCcTBYIOLNX ay-
anToB CMK. Takoe HecoOoTBeTCTBME NpeAcTaBnseT 60/ee BbICOKUI PUCK, TaK Kak SBIAETCS nokasaTenem Toro,
YTO KOPPEKTUPYIOLLME feACTBUS He BblIN f0/MKHBIM 06pa3oM onpesesieHbl N BbIMOSTHEHbI.

[OBa npegluecTBytowmx ayauta CMK, koTopble BKIHOYaNM AaHHbIA NOANYHKT 6bl1M BbIGpaHbl NO creayto-
UMM MPUHUHAM:

- B&XHO MCNOMb30BaThb CPaBHMMble HECOOTBETCTBUA NPU OLLEHNBAHMUM PUCKA NMOBTOPHOTO MOSABNEHWS;

- Mony4YeHHble AaHHble, 6onee yeM fBa npejlecTtsyownx ayauta CMK, MoryT He cOOTBETCTBOBATL Te-
KyLiemy coctosaHuio CMK:

- aHanu3 60NbLUEro KOMYECTBa OTYETOB MO ayANUTY MOXET ObiTb HEMPOAYKTUBHBLIM A5 3¢hheKTUBHONA
CUCTEeMbI rpajaumn.

Tem He MeHee, BaXHO y6eauTbecs, YTO ayanTbl, NpOaHaNN3nMpoBaHHbIe 415 onpeaenieHns KaTeropum «no-
ABNEHNA» MO MeHbLUEe Mepe BKHYaIM OAUH U TOT e NOANYHKT.

«[losiBNeHre» B pamkax HacTOALLEero cTaHjapTa OpUEHTUPOBAHO Ha YaCcTOTy perncTpauum aHasormyHoro
HeCcCoOTBETCTBUS B KaXKJOM ayAuTe npv NpuBeAeHUN OLHON W TOW Xe ayAuTOpCKol opraHusaumeii. Mpy atom
ayAMTOpPOM fileniaeTcs BbIBOA, O HAJIMYUM UM OTCYTCTBMM HECOOTBETCTBUSA B pamKkax 3aJaHHON BbIGOPKU.

HecooTBeTCTBMSA 4acTo MOTyT 6blTb CPOPMY/IMPOBaHbLI B OTHOLLUEHUWN HECKONbKMX MYHKTOB TpeboBaHuii
0iHOBPeMeHHO. MoaToMy 0643aHHOCTbIO ayauTopa SABASETCS onpefdesieHne BAUSHWA HeCOOTBETCTBMSA Ha
CMK v onpefeneHve COOTBETCTBYIOLLErO NyHKTa TpeboBaHuii. BnnsiHne HecooTBeTcTBUA HA CMK onpegensert,
6yAeT N1 pe3ynbTUPYIOLWMIA NYHKT «NPAMbIM» WU «KOCBEHHbIM». HekoTopble npuMepbl, NokasbiBatoLiie npo-
Lecc rpagauuun B OTHOWEHUY wara 1. npefcTasBieHbl HUXE.

1. HecootBeTcTBUE, rAe Npob6siembl 6€30NacHOCTU onpeAensioT rpajaumnio 40 «NPSMOro B/IMSAHUSA»:

- M3roToBUTESb pEasIM3yeT NpoAyKuuio B EBponeiickom cotose, KaHaae n CLUA. N3rotoBuTe b UMeeT Npo-
Leaypy yBefAoMNIeHNs 0 He6NaronpuaTHbIX COOLITUAX, KOTOpas COOTBETCTBYET KputepusiM EBponeiickoro co-
t03a. HO HE UMEET HU CCbISIOK, HWU TPe6OoBaHWl B OTHOLIEHUW YBEAOM/IEHW O HE6NAronpUSATHLIX COOLITUAX B

O6ocHoBaHMe noaxopa: C Lenblo nogaepxaHns oueHkn BimaHua CMK B paMkax HacToslei cuctemsl rpagauum,
6bIN10 pelweHo pa3aennTb Tpe6oBaHna CMK. cogepxalyvecs B ctaHgapTe 1ISO 13485:2003 Ha cneunanbHble YPOBHU NOA-
nyHKTOB (Hanpumep. 6.6.2, 6.2.2).

2 Cuctema oueHuBanach no HeCKONbKUM YPOBHSIM, 1 6blfI0 ONpeAeneHo, YTo BANSHWE HECOOTBETCTBMUSI Ha CMK
HauMHaeTCs Ha BTOPOM ypoBHe (X.X) MYHKTOB cTaH4apTa, B TO BPEMS KakK «MOSIB/IEHNE» HECOOTBETCTBUS CNEAYET HAUU-
HaTb y4MTbIBATL Y€ N0 TpeTbeMy YpoBHI0 (X.X.X). N ucnonb3oBaTb fanbHeliline npasuna ans 60nes YeTKUX rpagauuii.
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Apyrux topucaukumnsax. C MeauuuHCKUM U3fenvem rnpousoLLno HebnaronpusaTHoe cobbiTve, U U3roToBuTesb
nocnegosan npoLeaype B OTHOLEHNW YBeAOMIEHWI O HEGaronpuUATHbIX COBbITUAX. V3roToBUTENb COOBLLMA
0 COGbLITMN B COOTBETCTBYIOLLME KOMMETEHTHbIE opraHbl EBponeiickoro cotsa, HoO He paccMoTpesn Heobxoau-
MOCTb co06LLeHus B Apyrue opucaukumnn (Kanagy n CLUA). laHHoe HeCOOTBETCTBUE O/IKHO ObITb OTHECEHO K
n. 8.5 — «YnyuweHne», a He Kk N. 4.2 — «TpeboBaHWA K JOKYMEHTaLUU».

2. HecootseTcTBue, rae oTcyTcTBYeT npobnema 6e30macHOCTM M KOTOpPOe OTHOCUTCA K TpebosaHuio,
yCTaHOB/EHHOMY B NpoLieAype camoli opraHusauuv, onpefenseTcs kak rpafauns «KOCBEHHOe BANSHUE:

- npouegypa “3roToBMTeNsl B OTHOLLEHWW peBasimgauuy npouecca MMTbs Noj faBneHnem TpebyeT exe-
rofHO peBanMpauun BHe 3aBUCMMOCTU OT BHOCKMbIX U3MEHEHWUI UM OTKNIOHEHWIA B npouecce. ExerogHas
peBanufauvsa He 6bln1a BbINOMHEHA, OAHAKO NPW 3TOM He 6bl/I0 KaKUX-NM60 U3MEHEHUI WU OTKNOHEHWI B
npouecce. B atom npumepe nyHkT 7.5 ISO 13485:2003 He TpebyeT exerogHoi pesanugauyumn. OTCyTCTBME U3-
MeHeHWli B mpoLecce Un OTKNOHEHWUIA He CBUAETEeNbCTBYET 0 Npobnemax 6e3onacHocTu. [laHHOe HECOOTBET-
CTBUWE ceayeT OTHECTU K N. 4.2 — «TpeboBaHuA K AOKYMEHTaLUM», Tak Kak U3roToBuTeNb He crefyeT cBoei
co6CTBEHHOV npoLeaype, a He K N.7.5 — «pon3BoACTBO 1 06CNyXMBaHNE.

3. HecooTBeTcTBYME, A€ NPUCYTCTBYET nNpobreMa 6e30nacHOCTU, KoTopas OTHOCUTCS K TpeboBaHMAM,
YCTaHOB/IEHHbIM CaMoVi KOMNaHuel, onpefenseTcsa Kak rpajauns «npsimoe BANSHUE:

- n3rotoBuTENb NpUMeHseT ISO 11137-1 gnA Banugaumm npouecca pajgmaurMoHHOR cTepuamsauun, B KO-
TopoM TpebyeTcsi eXXeKkBapTasibHbIi ayauT f03bl 06/1y4eHUst. ITO He 6blNI0 BbINOMHEHO, Kak TOro TpebyeT cTaH-
fapt. B aToM npumepe npucytcTByeT npobsemMa 6e30nacHOCTU, NOCKO/bKY CTaHAapT TpebyeT exeksapTasb-
HbIX ayanToB 415 06ecneyvyeHuss CTEPUIbHOCTU NpoAyKuun. MoaToMy faHHOe HeCOoOTBETCTBME AO0/KHO ObiTh
OTHeCeHO K n. 7.5 — «[pon3BoACTBO U 06CNYXMNBAHUEY.

4. HecooTBeTCTBUE, EMOHCTPUPYIOLLEE «NOBTOPHOE NOSIBNIEHNE:

- NCXOAHOMY HECOOTBETCTBUIO GblN NPUCBOEH N. 7.5.2.2 B OTHOLIEHMN Banngauunm npouecca ctepunansa-
umn. Mocnenyowuii ayaut o6Hapyxmn HecooTBeTCTBME no n. 7.5.2.1 no Banugaummu npouecca MMTbs Nog Aas-
neHnem. Ob6a HecOOTBETCTBMA MonajatwT nofg n. 7.5.2 — «Banugaums npoueccoB Npov3BoACTBa U 06CYXK-
BaHus». [o3ToMy nocnefosaTesibHOe NOSBMEHNE 3TUX HECOOTBETCTBUI [O/MKHO OblTb OTHECEHO K KaTteropun
«MNOBTOPHOE NosAB/IEHME» MO YPOBHIO X.X.X COOTBETCTBYIOLLENO NyHKTa cTaHdapTa.

MpumevyaHnne — TIpu M3MEHEHHbIX CLLleHapUAX B flaHHbIX MpUMepax BbIBOAbLI TakXe MOryT U3SMEHUTLCA.

4.2.2 UWar 2 rpagauun — lNMpasBunia sckanauum

Pe3ynbTupytolyto rpagaumio nocne wara 1 cnefyeTt UCMNO/b30BaTh Ha LWware 2. 4Ytobbl OLeHUTb 061acTu
60/1ee BbICOKOrO prcka, KOTopble NOTEHLMaNbHO MOTYT OKa3aTb B/IUSHUE Ha 6e30MacHOCTb 1 (PYHKLMOHA/bHbIE
XapakTepucTukn MeguLmMHCKoro usgenus. Ha gaHHom atane rpafgauus, nonyyeHHas nocne wara 1 6ygeT yse-
NNUMBaTLCA Ha eauHULY NPU NPUMEHMMOCTM KaXJ0ro npasuna:

1. OTcyTCTBME AOKYMEHTMPOBAHHOIO NpoLecca Ui npoueaypbl

OTcyTCTBME AOKYMEHTUPOBAHHOIO MpoLuecca unu npoueaypbl KOpeHHbIM 06pa3oM BAMSIET Ha LEenocT-
HOCTb M pe3yNbTaTUBHOCTb BbIMNOSIHEHWUS NHO6Oro npoLecca.

CnoBO «OTCYTCTBYWOLMA» (WU «OTCYTCTBUE») cnefyeT UCMO/b30BaTb B (DOPMY/IMPOBKE HECOOTBET-
CTBUSA. KOrga HeT AOKYMEHTMPOBAHHOIO npouecca uny npoueaypbl, COOTBETCTBYIOLWMX TpeboBaHuio. HBHas
BbIpaXXE€HHOCTb JaHHOTrO0 C/1I0Ba ABASETCA BaXHbIM B (DOPMY/IMPOBKE HECOOTBETCTBUSA, YTOObI NPaBUIbLHO Npu-
CBOUTb 3HaYeHue rpajauuu.

2. BbInycKk HECOOTBETCTBYIOLLErO MEAULNHCKOIo n3aenusa

HecooTBeTcTBME, KOTOPOE NPUBEJIO K BbIMYCKY HECOOTBETCTBYHOLLEr0 MEeANLUHCKOrO U3aenns Ha pbIHOK,
ABNAETCA NpAMbIM cBUAeTenscTBOM cboa B CMK. [laHHOe npaBu/io cucTeMbl rpajauny Be4eT K OLleHKe Heco-
oTBeTCcTBUSA CMK Kak Kk 60/1ee BbICOKOMY PUCKY, Tak kak HECOOTBETCTBYIOLAA NPOAYKLUUS HAXOAUTCA HA PbIHKE 1
BHe o6nacTtu aelicteus CMK nsrotosutensi. Ecnm HecooTBeTCTBYHOLWAA NPOAYKLUs Oblia BbiMyLEHA B paMKax
paspeLleHns Ha OTK/IOHEHVEe C COOTBETCTBYIOLUMM TEXHWYECKMM W Hay4YHbIM 060CHOBaHMWEM, TO HECOOTBET-
CTBME CcUMTaeTCA paspelleHHbIM. B aToM cnyyae Takas NpoayKuns He paccMaTpuBaeTCs Kak HECOOTBETCTBYIO-
Lias u Npasuio ackanauny He NpUMeHsieTcs.

4.3 MpumeHeHne cuctemsbl rpagayunmn HEecooTBeTCTBUI

LWar 1 — Vcnonb3oBaHne MaTpuLbl rpagauuy HeCOOTBETCTBUIA.

A. TlpsAMoe WM KOCBEHHOE BNAHUE:

Korfa HecooTBETCTBME CPOPMYIMPOBAHO 1 €My NPUCBOEH COOTBETCTBYIOLUMIA MYHKT cTaHapTa, cnegyet
onpeaesTb, UMEET /1N OHO «NPSAMOE BANSAHNE» (3 6anna) Unmn «KocseHHoe» (1 6asn), Kak onucbiBasioch BbiLLe.

B. MNoBTOpHbIE HECOOTBETCTBUSA MO OAHOMY M TOMY Xe noanyHkTy CMK (X.X.X):
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ayauTop AO/HKEH NPOoBepuTb OTHETHI MO ABYM NpeLecTByOLWUM ayauTaM, KOTopble BKIKOYaIn NPoBepKy
[JaHHOTO0 NYHKTA, YTOObI BbISICHUTL, GbIN0 N BbISAB/IEHHOE HECOOTBETCTBUE NAEHTU(MLMPOBAHO paHee. HecooT-
BETCTBME He 065A3aTesIbHO A0/HKHO 6bITb NAEHTUYHBIM HECOOTBETCTBUIO NPeALWECTBYOLWMX ay4UTOB, f0CTATOuY-
Ho coBnageHus nognyHkta CMK (X.X.X). Ecnu HecooTBeTCTBME NOBTOPSAETCS, TOrpagauns ysenmymsaerca Ha 1

Lar 2 — MNMpumeHeHWe npasun ackanauum.

Ha atom ware rpagauuv maTpuua rpagalnm HecooTBeTCTBUI 60/1ee He ncnonb3yeTcs. Kaxgoe npasuso,
yKasaHHOe Huxke, NPUMEHSIeTCA A1 onpefeneHunst OKoHYaTeNbHOW rpajauuy HecooTBETCTBUS.

Mpasuno 1— OTcyTCTBME: OTCYTCTBME [OKYMEHTUPOBAHHOIO MpoLecca Uan npoueaypbl B OTHOLLIEHWN
Kakoro-nm6o TpeboBaHnA yBennunsaeT rpagauuio Ha 1.

MpaBuno 2 — MeguumHCKoe nsgenue: BbisiBieHNe HECOOTBETCTBYIOLEro MeAuLMHCKOro nsgenus 3a
npegenamun obnactu gelictena CMK nsrotosutens ysenmuvsaet rpagaunio Ha L

OkoHYaTefNbHasA rpajaLns HeCOOTBETCTBUA B pamkax faHHOl cxeMbl rpagaunmn 6yaeT SBAsTbCA YAC/IOM
oT 180 6. TeM He meHee rpajaLmnio «5» cnefyeTt onpefennTb Kak MakCMMasibHY0, Tak Kak oHa npeacrasniseT
[0CTaTO4YHO BbICOKWI1 YPOBEHb pucka, TpebyloLlwmnii BMeluatenscTea. Pasnnuve mexay «5» n «6» He npuseget
Knydlein cucteme rpagauyuu. Moatomy, ecnvm gocturaetcsa rpagaums 6. To okoHYaTenbHasn rpagaums AoKyMeH-
TMpyeTcs Kak «5». CM. npumep 8 npunoxeHus B.

4.4 ®dopmynsp o6MeHa nHopmMaunein no aygutaM Ha COOTBETCTBUE PETYNNPYIOLLUM
TpeboBaHMAM

Ons obecneyeHnst 06MeHa MHopMaLmei Mexay perynnpyoLwymMmmy opraHamu npegnaraeTcs cnesyoLmii
chopmynsp obmeHa nHdopmauvein no ayauram Ha COOTBETCTBUE perynupytoLmm TpeboBanmam (hopmynsp).

Ta6nuua 1 — dopmynap o6MeHa UHOpMaLMel No ayAuTam Ha COOTBETCTBME PerynnpyloLmM Tpe6oBaHusm

O © ©

CneuunanbHble Tpe6oBaHNA K MEAULUHCKUM

MepeyeHb HECOOTBETCTBUIA Fpajauus HecooTBETCTBUN smenusm B cTpaHax
K
L ® 5
& 8 ! 3
g 8 % % & =
?p B ® « o 3 < = s &
Ne HecooTBeTcTaune " 2 o} kY 3 g 3 ¢
o} & > % e v 2 © ] & é
1o 3 [e) § 2 <
w
: I
1 5 o

dopMynfip COCTOUT U3 Tpex cekuuii (cM. Tabnuuy 1):

1. MepeyeHb HECOOTBETCTBUIF — BaxHO NpefocTaBUTb [OCTATOYHY MHhOPMAaLMI0 O KOHTEKCTE U pe-
NIEBAHTHOCTU KaXA0ro HeCOOTBETCTBUSA, NepeyncrieHHoro B popmynspe. MepeyeHb HECOOTBETCTBUI AO/MKEH
6bITb UAEHTUYEH NEPEYHIO B OTYETE N0 ayauTy.

2. T'papaumsi HecooTBeTCTBUIA — MMOAPOGHOCTM TOrO, Kak Gblia NonyvyeHa OKoHYaTenbHasa rpajaums He-
COOTBETCTBUIA, B ocO6eHHOCTM ansa 1ISO 13485:2003. Mcnonb3oBaHue 3Tol cekumm hopmynsipa obecneynsaeT
NnoHMMaHmne npouecca pacyera.

3. CneuyuanbHble TpeboBaHMSA K MeAULNHCKUM nU3genusamM B cTpaHax — HecooTseTctBus B CMK nsroro-
BUTENS. KOTOPbIE HAXOAATCA 3a Npefenamy KOHKPETHbIX Tpe6oBaHuii nyHkToB ISO 13485:2003. f0/MKHBI GbITh
ykasaHbl B cekuuu hopmynspa no cneunanbHbiM Tpe6oBaHNAM K MEAUNLMHCKUM U3AeNnsaM B OTAefbHbIX CTpa-
Hax. flaHHasa o6nacTb He NOANEXUT rpagauun, HO ayauTop AO/KEH yKa3aTbh KOHKPETHbIE CCbISIKM Ha NPUMEHN-
Mble perynnpyoLme nosoxeHns uny sakoHodarte IbHble aKTbl, N0 KOTOPbIM CHOPMY/IMPOBAHO HECOOTBETCTBME.
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4.5 Wcnonb3oBaHue popmynspa o6MeHa UHopMauueii No ayautam Ha COOTBETCTBUE
perynupywwum Tpe6oBaHnsam

Mpy obmeHe chopmynapamMu Mexay perynupylowmnmy opraHamu, B ®opMynsap fo/mkHa 6biTb BKIOYEHA
KOHKpeTHas uHchopMauums B OTHOLWEHUN ayauTa. Hanpumep, faTa ayanTa, 06n1acTtb NpoBepKn, NPOU3BOACTBEH-
Hble M/IoWajkvu B pamkax ayauta, hamuimm ayautopos U T.n.

Cekuusa chopmynsipa «rpagauusi HeCOOTBETCTBU» NpefHa3HauyeHa A/ BHECEHUS rpajalunii HecooTBeT-
cTBuiA no 1SO 13485:2003. Ecnn HecooTBeTCTBME OTHOCUTCA K MYHKTY ISO 13485:2003. 0HO AO/MKHO GbITb MO
MeHbLUEl Mepe 3aHeceHo B cekLmio hopMynspa «rpajauns HeCOOTBETCTBUIA» U OLEHEHO.

3apayeii cekummn chopmynspa «cneuunanbHble Tpe6oBaHNA K MeAULMHCKUM U3AENNSAM B CTpaHax» ABNseT-
€S 3aHeceHve AoMOTHUTE/TbHbIX HECOOTBETCTBUI, KOTOPbLIE HAXOAATCS BHE NpefenoB KOHKPETHbIX TpeboBaHuii
ISO 13485:2003. [laHHas cekuus He NoANEeXUT rpajauun, a HeCOOTBETCTBUA NEPEUNCNAOTCHA B COOTBETCTBUU
C perynupyrowmymMm 6asamMu (BKIYEHHbIMI B ayauT) U 06LLMMK perynmpyowmmm TpeboBaHnaMN A0S Kax 4o
ropucamkummn. HekoTopble perynupytoLiue opraHbl (Hanpumep, B KaHaae) moryT TpeboBaTk, UTOGbI HECOOTBET-
CTBMS HaLMOHa/IbHbIM Perynnpyrowmm TpeboBaHnsaM Obiv 3aHECEHbI C UCNOIb30BAHMEM KOHKPETHOTO MyHKTa
TpeboBaHuWii cTaHAapTa B CEKLUM C rpajauneli HeCOOTBETCTBUIA.

Hwxe npvBefeH NprvMep 3anosIHeHHOTo hopmMyrispa.

CneynansHble Tpe6oBaHNUs

I'Iepeuem: HECOOTBETCTBUIA rpa,qaqvm HecooTBeTCTBUN
K MEAWUUWHCKUM U3feNnam B CTpaHax
x
H ) c
= g = \%
2 & ¢ H 5 z
c < o = o
2 sy 22 2 M3 ¢ 2 = § %
5 OpMy/nMpoOBKa HECOOTBETCTBUSA z g s H £ & % 3 = ° ]
S Ed S 3 e J/I X 3 3 © a [N =
] P [e) <
z 8 H g ]
o
=z
B opraHusauum oTcyTCTBYET
1 P N YICTBYET 53 1+« 2
MonnTnka B 06nactn Kkauectsa
[Te} QL
N o N
[loKyMeHTMpOBaHHble  mpoLe- o £ ¢
N
5 Aypbl MO naeHtTudmrkaymmn noTpes- @ < s
o [e2Je)
HoCcTeili B 06y4eHUW He yCTaHOB- & © S
L =)
NeHBbI o oo™
— = N
N e}
Mpouecc nuTbs nop pfasne- o
H/eM He 6bln BanMAUPOBaH. Kak (Ho
TpebyeT npouegypa DOC12345. $ X
3 peby poueayp 75.2 3 3
HO 3TO He MpPUBENO K BbIMYCKY Ha
PbIHOK HECOOTBETCTBYlOLLe npo- I
AyKumm
M3penve WIDGET npopgasa-
nocb B KaHage 6e3 nuueH3uu. ©
Mpouegypa DOC12345 Ttpebyer, N
=
4YTO6bI BCE MEULMHCKMNE n3genmns ol
4 knaccos I, lll v IV npownun nuyeH- a1 P 2 b4
3upoBaHve nepep npojaxeii B Ka- ’ ;—
Hajle B COOTBETCTBUW C pa3fesiom [a)
26 CMDR. [laHHOe HecooTBeT- g

CTBUME Takke 6blfo 3aperncTpupo-
BAHO Ha ayAuTe B NPOLL/IOM rogy
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HecootBeTcTBue No 1 — Mpumep HecooTBeTcTBUA CMK TpeboBaHusam ISO 13485:2003.

HecootsetctBne No 2 — lMpumep HecooTBeTCTBUSA CMK M3roToBUTENA HALMOHAIbHLIM PEry/IMpYOLLIM
TpeboBaHuaM, ABAsALLWMMCSA 60nee cneungryHbIMY NO OTHOLLEHWIO K Tpe6oBaHmaM 1ISO 13485:2003.

HecootBetcTtBue No 3 — lpumep HecooTBeTCTBUA CMK KOHKPETHbLIM HaLMOHasIbHbIM pPerynnpyowum
TpeboBaHMAM. B aTOM criyyae HECOOTBETCTBUE TakkKe MOXeT 6biTb ChOpPMyIMPOBaHO MO AVPEKTVBE O MeAn-
LMHCKMX nsgennax E3C.

HecootBeTcTBrEe No 4 — lNprMep HECOOTBETCTBUSA KOHKPETHLIM HaLMOHA/IbHLIM peryavpyrowmm tpe6o-
BaHUSIM. KOTOpble Takke cogepxaTcsa B nyHkTe 4.1 1ISO 13485:2003. B aTom ciyyae perynuvpyolime npasuna
Kanagbl TpebytoT, 4TO6bl BCe HECOOTBETCTBMSA GblM chopMynmpoBaHbl no ISO 13485:2003.

dopmynap obecneymBaeT NOHATHLIN U CTaHAAPTU3NPOBAHHBIN MeToA 06MeHa MHopMaL el Mexay pe-
rynvMpyoLWuMy opraHamu no pesysnbtatam ayauToB Ha COOTBETCTBUE perynvpytowum tpebosaHuaM. Mpeano-
naraetcs, 4to chopmynap OyaeT npefgocTaseH U3roTOBUTEN0 MeAVLMHCKAX N3AeNnii B paMKax cTaH4apTHO
npoueaypbl ayauTa, Korga HeCooTBETCTBUSA paccMaTpyBaloTCA B XOAe NPOBEAEHNS ayamuTa U B paMKax 3ak/io-
ynTenbHoro coselanmsa no ayauty (ISO 19011:2011, n. 6.4.9). PekomeHayeTcs, 4TO6ObI NPOEKT hopMynsipa 6bin
npefocTaB/ieH Ha 3akKNlYNTeIbHOM COBELLaHUK No ayAnuTy AN o6ecneyeHns NOHATHOCTU pe3yibTaToB.

pagauymn, NPUCBOEHHbIE KaXA0MYy HECOOTBETCTBUIO, HE AO/IKHbI U3MEHATLCS B pesy/bTare Kakux-mbo
KOPPEKLUWI NN KOPPEKTUPYIOLLMX AEACTBUIA, 3an1aHNPOBaHHbIX NPOM3BOAUTENEM, HO MOTYT OblTb 3MEHEHBI
B pamkax anesnsuMoHHOro npouecca ayautopckoi opranmsaumm (ISOfIEC 17021-1:2015, n. 9.7). Mocne 3aBep-
LIeHNs ayaUTOPCKOM opraHusaumeli npouecca ayauta OkoHYaTeNbHbl hopMynap AOMkeH 6biTb NpeAocTas-
NeH n3rotoeuTento. NaBHON Lienbio ABNSETCA, YToObl rpagauuu n hopMynsap SBAANNCL METOAOM KOPPEKTHO
OLeHKV No ayauTy 1 obecneunsany eguHoobpasne 1 LLesIoCTHOCTb Npouecca rpajgaunuy HeCooTBETCTBUNA.

dopMynsAp HaMepeHHO He faeT CyMMapHYIo OLeHKy pesynbTaToB ayauTa. Kak UMeHHo 6yaeT nHTepnpe-
TMpOBaTbCA (OPMYSIAP, OCTAETCA PeLleHVeM KaxKAoro perympytollero opraHa B 3aBUCYMOCTU OT ero OLeHKu
TekyLwmx noTpebHocTen n TpeboBaHuii.
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MpunoxeHvne A
(cnpaBouHoe)

MpumMepbl POPMYNNPOBOK HECOOTBETCTBNUIA

®OopMynNpoBKa HECOOTBETCTBUS

MpaBunbHas GopmMynnposka

He npegcTtaBneHbl cBUAeTeNb-
cTBa O00Yy4YeHUs COTPYAHWMKOB MO
[VpeKTVBe O MeAWLMHCKUX u3ge-
nmax

Mpouecc «YnpaeneHue [Ao-
KyMeHTauuel» npusHaH HecooT-
BETCTBYIOLMM. TakK Kak BO MHOTUX
cny4yasx WUCMOMb30BaNUCh ycTa-
peBLwMe BEPCUN JOKYMEHTOB

3annaHnpoBaHHbIii  BHYTPEH-
HWIA ayanT fJoMXeH 6biTb npoBe-
[EeH W pesynbTaTbl BKAOYEHbI B
oTYeT AN aHanu3a CO CTOPOHbI
pykoBoAcTBa

HeBepHas chopMynupoBka

Mpou3BoAUTEND HE BbINOMHUA CBOK COGCTBEHHYH
npoueaypy no obyueHuto (Ne 14). Tpebyiowyo npose-
[leHns obyyeHnsi No QUPEKTUBE 0 MeANLMHCKNX n3fe-
nnsx (93/42/EEC) gna BHYTPEHHUX ayANTOPOB

Cnepywuime yctapeBluve AOKYMEHTbl 6bin 06Ha-
pY>X€eHbl B UCNO/b30BaHNUN:

- ycTapeslas Bepcusa npoueaypbl XYZ o6Hapyxe-
Ha B UCMONb30BaHUN B OTAESe KannbpoBKu;

- ycTapeswas Bepcua ABC o6HapyxeHa B uc-
no/ib30BaHnn B 30HE NPUEMKN MaTepunarsnos;

- ycTapeBluas Bepcusa npouegypbl aHanusa paspa-
60TkM PQR o6HapyxeHa B UCNO/b30BaHUN B OTAENe
pa3paboTku

OTCyTCTBYET [OKYMEHTWpOBaHHas npouegypa no
npoBeAeHuo BHYTPEHHNX ayAUTOB

MywkT ISO
13485:2003

421

4.2.3

8.2.2
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MpunoxexHue B

(cnpaBoyYHOE)

MprMepbl, UNAKCTPUpYOLLMe rpajauny HeCOOTBETCTBUIA

Mpumep HecooTBETCTBUA

1 He npeactaBneHbl 06BLEKTUB-
Hble cBujeTeNbCTBa MNPUHATUA Le-
neii B obnactn kayectBa Ha 2011.
Kak TpebyeTcs pyKoBOACTBOM MO Ka-
4yecTBYy ayANTMPYyEMOli opraHnsaunm.

AHnanornyHoe HecooTBeTCTBME
6bI/10 3aperncTpupoBaHO B X0o4e ay-
auta B 2010 rogy

2 AHanui3 co CTOPOHblI PyKOBOA-
CTBa  MPOBOAMTCA  eXekBapTasib-
HO B COOTBETCTBUWM C npouenypoit
DOC12345. Tem He meHee, OTCYT-
CTBYIOT AOKYMEHTbI MO aHanusy co
CTOPOHbI PYKOBOACTBa 3a TpeTuii
kBapTan 2010

3 Mpoueccbl KOMMNETEHTHOCTH,
0CBE/IOM/IEHHOCTN U 06y4yeHus OT-
cytctByloT B CMK. [loKymeHTasb-
Hble cBuAeTenbcTBa O0Oy4YeHMs He
npejcrasneHbl. OTO  HeECooTBeT-
cTBMe Takke 6blI0 3aperncTpmpo-
BaHO Ha npegblaywmnx aygmtax CMK
(2009. 2011)

10
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WAT 2

O6ocHOBaHME
OKOHYaTeNbHOW rpagauuu

3T0 He AABNAETCA HEBbINOMHEHNEM
TpeboBaHusi CMK. CyuwecTtByeT fo-
KyMEHTMpOBaHHas npoueaypa, Ho
npov3BoAnTeNb He CMOr npegocTa-
BUTb CBMAETENLCTB €€ BbINOJIHEHMNSA.
ManoBepoaTHO, 4TO B pe3ynbTaTe
[aHHOro HecooTBeTCTBUSA OyfeT Bbl-
nylieHa HecooTBeTCTBylL|as Mpo-
aykums. MoaTomy ucxogHas rpaga-
uMa He MeHsieTcst

370 He ABNAETCSA HEBbINOMIHEHNEM
Tpeb6oBaHna CMK. ManoBeposiTHO,
4YTo B pe3ynbTaTe JaHHOrO0 HecooT-
BeTCTBMA OyfeT BbinylleHa HecooT-
BeTCTBylOWAs NpoAykuus. Moatomy
ncxofHasa rpagauns He MeHsieTcs

OTtcyTtcTBMe TpeboBaHus B CMK
yBenuyueaeT rpagauyuio Ha 1 fo
OKOHYaTesnbHOW rpagauun 3



I'Ipmmep HecooTBeTCTBUA

4 YnpaBneHve  nocTaBLiMKamu
OCYLLECTBNAETCA He B COOTBETCTBUN
¢ npouenypoii DOC1234. [ocTas-
WK X 6b111 3aMeHeH Ha nocTasLyvKa
Y 1 man 2011 r. 6e3 ogobpeHus. 310
NOBTOPHOE HEeCOOTBETCTBME, BbIHE-
CeHHOe Mo TOMY e MYHKTYy Ha npe-
abigywem ayaute CMK (2010)

5 YnpaBneHve nocTasLlinMKamu
ocylecTB/isieTCi He B COOTBET-
cTBMUM € npoueaypoii DOC1234.
MpoaykT XX 6bin oTnpasneH 1 ceH-
TA6pst 2011 1. n 6bIN KNnaccuduym-
poBaH Kak HECOOTBETCTBYOLWWI NO
npuynMHe  HecaHKLMOHWPOBAHHOTO
VN3MEHEHUS, OCYLLeCTBNEHHOro Mno-
cTaBLMKOM. 3TO NOBTOPHOE Heco-
OTBETCTBME. BbIHECEHHOE MO TOMY
Xe MoANyHKTY Ha npeAblgyliem ay-
ante CMK (2010)

6 He npepctasneHbl cBuAeTesNb-
CTBA MOHUTOPUHIA XPaHeHus Me-
AVUVHCKOTO U3[EeNMs CO  CPOKOM
XpaHeHus 24 mecaua 1 ycnoBusimMun
XpaHeHus 2—8 "C cornacHo npote-
aype (N912345)

7 OTcyTCcTBYET nonutnka B obna-
CTN KayecTsa
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WAT 2

I O6ocHOBaHue
'« oKOHuaTenbHON! rpagayun

3T0 He ABNAETCA  OTCYTCTBU-

em Tpe6osaHus CMK. HeT cBsuge-
TeNbCTB, YTO B pesynbTaTe JaHHOro
HecooTBeTCTBUA OyfeT BbiNylleHa
HecooTBeTCTBYlO WA NPoAYyKLMUS.
MosTomMy wucxofHaa rpagauus He
MeHseTcs

HecooTBeTcTBylowas npoaykuus
6blna BbiNylieHa Ha PbIHOK B pe-
3ynbTaTe [aHHOro HecoOoTBETCTBUSA
CMK. 3710 yBenuuusaeT rpagauuio
Ha 140 OkOHYaTeNbHOW rpagaunm 5

McxopHas rpagauusi He MeHsieTcst

00

3TO He sBNAETCS OTCYTCTBUEM
Tpe-60eaHns CMK. 3To yBennunsaet
rpagaumio Ha 1 0 OKOHYaTenbHoi
rpagauun 2
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Mprmep HecooTBETCTBUA

8 OTcyTcTBYyeT TpeboBaHue K Be-
pudbukauun paspaboTkn 8 CMK npo-
n3soauTens. Kak pesynbTart, usme-
HEHUA B KOHCTPYKUUM mogenn XXX
He Oblnn BepuduuMpoBaHbl nepes
BbIMYCKOM Ha pbIHOK. 3TO MOBTOP-
HOe HecoOTBETCTBME, BbIHECEHHOE
no TOMY Xe MOAMYHKTY Ha npeabiay-
wem ayante CMK (2010)

9 OTCyTCTBYWOT  CBUAETeNbCTBA
Banmjauun  paspaboTku  cornac-
HO npouenype DOC12 gna mope-
nm XXX. TpoaykT 6bln noctaBneH
nAaTM notpebutensam

12
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7.3.5 (npsimoe)

MoeTopHoe oo N
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[MoBTOpHOE HecooTBeTCTBUE,

MepBMYHOE HECOOTBETCTBYUE,

nosTomy rpagaums 4

noaTomy rpagaums 3

QOrtcyTcTBME

LAl 2

O60ocHoBaHue
OKOHYaTe/bHOV rpagaLum

OTO He ABNAETCA OTCYTCTBMEM
TpeboBaHuss CMK 1 HecooTBeTCTBY-
ouas npoaykuna 6sina BbinylieHa
Ha pbiHOK. [o3TOMy rpajaumns éyaet
4+2=6. OfHaKo, TaK Kak Makcmmasb-
HO BO3MOXHas rpagauus 5, oHa 6y-
[eT 3anucaHa Kak 5

HecooTseTcTByoWasa Npoaykuus
6blna BbiNyleHa Ha PbIHOK B pe-
3ynbTate [AaHHOro HecooTBeTCTBUSA
CMK. 370 yBenuuusaeT rpagauunio
Ha 1 [0 oKoHYaTenbHoli rpagauun 4
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MpunoxexHune JA
(cnpaBoyHoE)

CBefieHUsi 0 COOTBETCTBMM CChINTOUYHBIX MEXAYHAPO4HbIX CTAHAAPTOB
HauMoHanbHbIM cTaHgapTam Poccuiickoit ®epepauuu

Ta6nunua JAL

O6O03HAYEHE CCbITOHYHOTO CreneHb O603HAYEHNE 1 HAMMEHOBAHNE COOTBETCTBYIOLLIETO HALMOHA/IEHOMO
MEX[yHapoaHOro CTaHaapTa COOTBETCTBUA craHgapTa
FOCT P NCO 9000—2015 «CucteMbl MeHeKMeHTa Kaye-
1ISO 9000:2015 oT

cTBa. OCHOBHbIE NOTOXEHNSA ncnosapb»

FOCT ISO 13485— 2011 «W3penua mepuuuHckme. Cuctemsl

1ISO 13485:2003 oT MeHeMKMeHTa kayecTBa. TpeboBaHuua ONA uenei perynmposa-
HUA»

ISO/IEC 17021-1:2015 — .

ISO 19011:2011 oT FOCT P NCO 19011—2012 «PykoBoAsLne ykazaHusa no ay-

AUNTY CUCTEM MEHEAXKMEHTa»

FOCT P 54421—2011 «PykoBOACTBO MO ayAuTy CUCTEM Me-
He[)XMeHTa KayecTBa M3roToBuTeneil MeAULNHCKUX M3henunii Ha
cooTBeTCTBME perynupyolmum TpebosaHusam. Yactbe 1. Obwme
TpeboBaHNa»

GHTF/SG4/N28R4:2008 MOD

GHTF/SG4/N30:2010 — .

FOCT P 54881—2011 «PyKoBOACTBO MO ayAuTy CUCTEM Me-
He[)XMeHTa KayecTBa W3rotoBuTeneil MeAuLUHCKUX n3aenuin Ha
COOTBETCTBME perynvpylowmnm TpebosaHusam. Yactb 3. OTueT 0
nposejeHuy ayanTa»

GHTF/SG4/N33R16:2007 MOD

FOCT P 55748—2013 «PyKoBOACTBO MO ayAuTy CUCTEM Me-
He[)XMeHTa KauyecTBa W3roToBuUTeneil MeANLMHCKUX N3aennin Ha
COOTBETCTBME perynnpywwmum TpebosaHnam. Yactb 4. AyanT He-
CKOJIbKMX MPON3BOACTBEHHbIX NI0LAA0K»

GHTF/SG4/N83:2010 MOD

FOCT P 55747—2013 «PyKOBO/ACTBO MO ayAuTy CUCTEM Me-
He[)XMeHTa KayecTBa W3rotoBuTeneil MeauLMHCKNX N3genuin Ha
COOTBETCTBME perynupylowum TpebosaHusam. Yactb 5. Ayant
ynpaBsiieHns nocTaBLuKamm»

GHTF/SG4/N84:2010 MOD

* COOTBETCTBYWOLWMIA HaLWOHANbHBI CTaHfapT OTcyTCTBYeT. [lo ero yTBepXAeHUsi pekoMeHAyeTcs ncnonb3oBaTb
nepeBof, Ha PYCCKUA A3bIK JAHHOTO MeXAYHapO4HOro AOKYMeHTa.

MpumevyaHne — B HacTosileil Tabnuue UCNONb30BaHbl CneAyloLine YCNoBHble 0603HAYEHUsI CTEMNEeHN COOoT-
BETCTBUA CTaHAapTOB:

- FOT — naeHTUYHbIE CTaHAapThI:

- MOD — mogmdunuympoBaHHble cTaH4apThbl.

13
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YAK 006.83:006.354 OKC 03.120.10 OKM 94 0000
11.040.01

KntoueBble C/IOBa: CUCTEMA MEeHeMXMeHTa KauecTea, U3aenns MeguLMHCKUe, HeCOOTBETCTBYUS, rpagauns He-
COOTBETCTBUIA. ayiUT HA COOTBETCTBME perynmpyolum Tpe6oBaHusM, o6MeH rHdopmaumeii ana ueneii pe-
ryMpoBaHunsi

14
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