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Mpegucnoewne

1 NOArOTOBNEH OSwecTeoM © orpaHU4eHHoR oTeeTCcTReHHOCTE «MEOWMTECT: wa ocHoBe cob-
CTBEHHOTD AYTEHTWHHOID NEPEB0A HA DYCCKWA RIBK MEXOYHADOOHOMD OOKYMEHTS, YEAIAHHOND B NyHKTE 4

2 BHECEH TexHW4ECckMM EOMMTETOM NO cTadfapTaauun TK 436 «YNpasneswe KasecTeomM MeqMLMH-
CHHX MAOENKAR

3 YTBEP#OEH W BEEOEH B OENCTBWE Mpukasom $e0epanksHoro areHTCTEA NO TEXHHHECKOMY Dery-
NKUPOBAHKMIC M MeTpanorian oT 17 mapta 2046 r. Ne 159-cr

4 HacToAWMA CTAHOapT MOEHTWYEH MEexOvHapooHoMy aokymenTy Llenesol rpynnsl no mobansHol
rapmodizaguy (Global Harmonization Task Force, GHTF) GHTFSG3/M15:2012 «CucTema MeHBOXMENTA Ka-
yecTea. Magenda MeguyMHckke. CHUCTeMa rpafauui HECOOTBETCTREMA ONA Uened perynupoBaHqa W obMena
whfropmageis (GHTREGIHN18:2012 «Quality management system — Medical devices — Nonconformity grading
system for regulatory purposes and information exchanges).

Mpw NPUMEHEHUN HACTOALLErD CTAHGAPTA PEKOMEHOVETCA MCNOMNLI0BATE BMECTO CCRINOYHLIX MEX DY HE-
POQHEIX O0KYMEHTOR COOTEETCTEYIOWME MM HALUMOHANSMEE CTAHGAPTEH Pocoritckoil Sedepaynn, CEEQEHHA O
KOTOPGIX NEHBEOEHS! B JONONHUTENEHOM NpHNoseHRE 04

5 BBEJEH BMNEPELIE

Mpasuna ApuMeHeNLa HacmoAwWeso cmandapma yemanoaneks @ NOCT P 1.0—=2012 {pazden §).
Hudhopmauua of UsMeHeHUAx ¥ HacmoAweMmy cmawdapmy nybnukyemcs & ewesodHoM (1o cocmo-
AKue Ha 1 axeaps mexyweso 2o0da) unbopMauuoHHoM yrazamene sHauuorankMsie cmaNdapmes,
8 oguyuansHeIl MEKCITT UIMEHEHNLE U NONpagocKk — 8 GHEMECAYHOM UMGOPMaYUOHHOM yKalamens
aHayuoHansRee cmandapmes. B ciyyae MepecMdompa (3aMenkl) U OmMWeHsl Hacmoaweso cmakdap-
ma coomesmcemaywes yeedomnenue Gydem onyfnuxoesarno & Grusalwes GuNYCKE EHEMEBCAYHOZD
uMchopMayUoNHO20 Ykatamens «HayuosansHee cmandapmes. Coomesmomeyiowas UHBopMaUs,
yeedOMIBHUE U MEKCMEl DAIMEWSIOMCH MaKye 8 unhopMayuoKHol cucmeme obWeso MoNL208aHUA —
Ha oguluansHoM cadme PedepansHo20 a2eHMCITEa N0 MeXMUYECKOMY De2yNUDoaaHLUio U MemponoaLn
a cemu Mamaprem (www.gost.ru)

& CradpapTuHdhopm, 2016

HacToRWMiA cTaHGapT HE MOMET GeTe NONHOCTEID MMM YACTHYHO BOCNPOWMIBEOEH, THPAXMPOBAH M pac-
NpoCTRpaHEH B KaYecTBe OfULansHoro MagaHuA Gea pajpelweHWA PefepansHoro areHTCTeEa No TEXHEHECKD-
MY PEMYIMPOBAHMIO W METPONOIMA
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Beepenwe

HacToAwwit cTasaapT NpeaHaIHaYeH ANA PEryn-pyIoWHE 0prasoe 1 ayJHTOPCKMY OpradnaauMia. O« yeTa-
HABMWBAET CTAMAADTHIMDORAHHYKD CHUCTEMY MPafaLUMH HECOOTEETCTEHHA ONA Uaned perynHDoBaHME ¢ WCNOMb-
acaaduen opMynapa obMera MHQopMaUWel No ayouTam Ha COOTEETCTEME PerynupyrowsmM TpebosanHmnam
AnA oGecneYeHra CoNOCTABMMOCTH HHMOPMELIWMA N0 ayIMTaM 1 BOIMOKHOCTH @8 O0MEHa MEwTy Perynupyio-
LMK DprasamMi.

B HaCcTOALLES BOEMA OUEHKA JHAYMMOCTH HECOOTEETCTEHE B OTHOLLEHMH CHCTEMB! MEHERMEHTS Kada-
cTea (CMEK) maroToBHTENEA MEOWLMHCKMY MAGENAA MOMET DAINUYETLCA MEKOY DEryIMPYIOWMMKY CPraHanmm
W AyOUTOPCKMMKA OpPraHM3ayuaAMK. Boe CTODOHBI BRWUIPAKT OT MCNONBI0OBAHWA CTAHOADTWIWDOBAHHON W No-
HATHOR CUCTEME MPagauMy HecooTeeTcTEMA CME. 3To coanacT Heobxoanmyso YEEePEHHOCTE O0A BIANMHOMN
NOMIHAKWA DEIYNETATOR 3yJHWTOR HA COOTRETCTEHE DEryNHDYIOWKM TReboBaHHARM.

TpaguuMoHHD MCNONBIYEMAA MPE0AUMA HA IHAYHTENEHLIE W MANOIHAYMTENEHEE HECOOTEETCTEMA HEO4o-
CTaTOMHO JeTaneHa 0na obmeda vudopmaumeid B rnobanesom Macwtate. MNoaTomy TepMUHEl IHaYHTENEHOR
M ManoaHa4MTENLHOe HECOOTEETCTBMA He ByOyT onpenenedsl KW MCNoNLICEaHsl B HACTOAWLEM CTaHOApTE.
3anadyed HOBOK CUCTEME IPaJaLWMKd ONA Lanei peryniposad+a ABNASTCA BOAMOMHOCTE ODMEHa DEIYNETATAMK
ay0uMTa, YTo BEXOOWT 33 NPedentl GHHAPHOR KOHUESNUHH IHAYMTENLHOEMaNnoIHAYMTENEHOE W BEOGHT NATH-
YPOBMEBYIO CUCTEMY B OTHOLWEHHH HECOOTBETCTEMA.

Perynvoyiolive oprass: MoryT onpegendTs, kak mhdopmauxa of ayguTe, NpenocTasnes an B paMiax
dopwynapa cbveda uwopMagnei No ayouTam Ha COOTEETCTEWE Perynupyiowkm Tpebosannam, ByoeT npu-
MEHATECA B WX IOPUCOMELMA. PerynupylolMe opradsl MoryT TAkHe PacCMOTRETE MHBIE WCTOMHWEM JaHHLX 8
DONONHEHKE K PEIYNETATAM SyAMTOR Ha COOTRETCTEME DEryNUpYILMM TPEOOR HMAM, TAKKME KaK OLEHKa Npo-
OYHLMK, OT3BIBE C PhIHES, OTYETLI O MOHWTOPKHNE Be30N3ACHOCTH K T.N., NPEA0CTIRNASMEIE ONA LEN2A perynu-
pOBAHMA.



rocT P 56895—2016/ GHTF/SG3/N19:2012

HAUWOHANBHBIA CTAHOAPT POCCHMHUCKOWN @EOEPALUMWM

CUCTeMa MeHeIKMEHTa Ka4ecTEa
H3IOENKA MEOWUWMHCKKWE

CuvecTema rpagaulM HeCooTEETETEMH ONA Ueneld perynMpoBaHua
H obmeHa nadropmaygmed

Quality managemeant system. Medical devices.
Monconformily grading system for regulatory purposes and information exchange

Oata seegeHua — 201T—02—0

1 OBnacTbe NPUMEHEHHA

HacToRW KA cTaHpapT YCTaHaRNMESET METOS NPEACTARNEHHWA DEIYNETATOR AyOWTOR Ha COOTBETCTRME
PEYMADYIOWWM TPEG0BaAHMAM, KOTODLIA MOWET BuiTh MCNONL3IoaaH OnA obmeHa WHdopMalyWMed B LENAX pery-
Nuposanua. OH TAKKe YCTAHABNWBIET CHCTEMY MPafauMin HECOOTERTCTEWH ONA UEnel peryNUpoBaHua C M-
NoNs3IoBaHHem opuynaApa, oSecneduBaLMM CTAHAAPTHIMPOBAHHOES NPeSCTARNEHHE DEIYNLTATOS.

CRenyiowWe acnekTel e BKNOYEHb B OBNACTE NPMMEHEHIAR HACTOALLEND QOKYMEHTE:

- OCYLECTRNEHWE AYOMTOR W NOATGTOEKE COOTRETCTEYIOWIMY OTHaToR;

- MCMNONBIOBAHKE DEMYNUPYIOLMMKE opradany dopsMynapa obMenda wabopmauei No aynMTam Ha cooT-
BETCTEWE DEMYIHPYIOLMM TpehoaaHHam.

2 HopmaTUBEHbIE CCbINKK

B HacToswen cTaHgapTe MCnoNb30Bans HOPMATHEHLIE CChIMKM HA CNegyioWne JoKyseHT s

GHTFSGA/NZER4:2008 PyroBogcTao No ayduTy CUCTEM MEHEIMMEHTA KAYECTEA WIroTOBMTENER
MedWUKHCKUE HAOenWd Ha COOTEETCTEME pPeryndpyiowmm Tpebosaduam. Hacte 1. Obwwe TpeboBasva
[GHTFSGAN2BR4:2008 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device
Manufacturers. Part 1: General Requirements)

GHTFSGAMNI02010 PykoBOACTRO NO aYOWTY CHCTEM MEHEIMMEHTA KSYSCTEA WIroTOBMTENEH Ma-
OHUMHCKMX HIOenHiA Ha COOTRBETCTEXE PErynUpyiwWmem Tpedoaaram, YacTe 2. CTpaternwa ayaura (GHTF
SG4/MNI02010 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufac-
turers. Part 2: Regulatory Auditing Strategy)

GHTFSG4MIZR16:2007 PyrkopodcTEO No aygWTy CUCTEM MEHEMMEHTA KaYecTBa HWIroTOBWTE-
NEeA MeJrUHHCKMY WIgenyid Ha COOTEETCTRHE DerynMpyiowmus TpebosadranM. HacTe 3. OTYeT No ayauTy
(GHTFSGA/NIIR16: 2007 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device
Manufacturers. Part 3. Requlatory Audit Reports)

GHTFSG4MNES 2010 PykoBoacTRO NO aydWTy CHCTEM. MEHSQMMEHTA KAY2CTES WArOTOBMTENER Me-
OHUMHCKMX MIORNKA HA COOTBETCTEME perynupyiownM Tpebopanuam. YacTe 4. AYOWT HECKONEKHMX Npo-
H3IBOACTEEHHLIX nnowanos (GHTFSG4HMNEI2010 Guidelines for Regulatory Auditing of Quality Management
Systems of Medical Device Manufacturers. Part 4: Multiple Site Auditing)

GHTF/SG4/NB4: 2010 PykopogcTRO No ayguTy CHMCTEM MEHEIMMEHTA KAYecTBa WIroTOBMTEneR
MEIHLUMHCHHY HA0BNWA Ha CODTERTCTEME PErynNUpyewKs Tpedopanwam. YacTs 5. AyguT ynpasneHua
noctapwueamy (GHTFSG4/NB4:2010 Guidelines for Regulatory Auditing of Quality Management Systams
of Medical Device Manufacturers. Part 5: Audits of Manufacturer Control of Suppliers)

150 134852003 MeguuuHcere wanenda. CUCTEeMBl MEHEL#MEHTA KadecTea. CHCTeMHBE TpeboBaHva
ANA Lened perynposaqya {1530 134852003 Medical Devices. Quality Management Systems. Requirements for

Regulatory Purposes)

Mapnanue ofuuMansHoe
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IS0 80002015 CucTemel MEHEIHMEHTa Ka4ecTea, OCHOBHBIE NONOMEHHA W cnoBape (IS0 20002015
Quality Management Systems. Fundamentals and Vocabulary)

ISWIEC 17021-1:2015 OueHka cooTeeTcTEMA. TpebSoBaHHA K oprasaM, NpoBoasWMM ayanT W cepTudi-
KALMIO CHCTEM MEHEIMMEHTA kadecTea. HacTe 1. TpeGopanwa (ISONEC 17021-1:2015 Conformity Assessment.
Requirements for bodkes providing audit and certification of management systems. Part 1. Reguirements)

1S3 12011:2011 PysoBoaALLME YES3IAHWA NO ayOMTy CHCTEM MeHedsmMenTa (150 19011:2011 Guidelines for

Auditing Management Systems)
3 TepMHHBLI M onpegeneHyuA

B HacTORWEM CTAHOAPTE NPHMEHEHE! CNESVIOWMWE TEPMHHE! C COOTEETCTEYIOWMMY ONPESEneHHAMM;
31

HArOTOBRMTENE (Manufacturer), GMIMYECKDE WNK IDPMIMHECKDE NMMUD, OTDETCTREHHOE 38 NPOeKTMpoBa-
HAE, MATOTORNEHWE, YNAKOBLIBAHWE MM MAPKMPORKY MEQWLIMMCKDID MALENWA, YOTAHOBKY/MOHTAN MITH MO-
AW IKELIAD MEQMUMHCKOTD WAGENHWA Nepan BkiNyCKOM &ro B 06palleHue MMk BE0OOM B JNCMNYaTALMID He-
2ABMCHMO OT TOMD, BEINONHAST MM 3TH CNEPALMH BEILLEYTICMAHYTOR MALG MM TRETEA CTOPOHA OT 810 HMEHM.

[GHTF SG1/NS5:2009)

MpumedaHne — HaroToBUTENAMKY HE CHMTAITCA NULA, KOTOPLIS OCYLWBCTENRIOT chopky WM smogudueauw
HIAENUA 4NA KOHEPETHOND NAUWEHTE B COOTBETCTENK C MHCTPYELMER NO NPHMEBHEHMIG, MPE YCNOBMK, HTO TEKME M3OSNHs
VHE BeINyWweHs B obpawsanme, Mofoa NMUD, KOTOPOS HE JERCTEYSET OT MMEHW MATDTOEUTENA M MIMEHAET NPEQYCMOTREH-
HOE HAZHENEHWE MATENHA MK MIMEHRET CAMO MITOB0E MEMLMHCKDE HANSNHE TAEAM ODPaZ0M, YTO 370 MOMET NOEMWATE
Ha GEIONACHOCTE HNK PEIYNETATHEHOCTE WAOENWA, 3 TAKME BRINYCKEST TAKDE HAgenWe B obpalleHie OT CEDEMD HMEHHK,
CHHTASTCH HANOTOBMTENEM JTON MEGMUMHTROMD MAZEnNWA.

3.2

HecooTEeTCTREME (nonconformity) Heswinonweswe Tpebopanus.
IS0 9000:2015, cTaTeq 3.6.2]

3.3

cHcTEMa meHeHmeHTa KavwecTea (CMK) (gquality management system {QMS) CucTema mewed-

HMEHTA ANA PYKOBOLCTEA W YNPABRNEHKA ORTaHKH3IAUWEN NPHMEHHTENEHD K Ka4ecTRY.
[I1SC 8000:2015, cTaten 3.2.3]

4 OBbwme TpeboBaHUA

B nocnenysolluy painenax HacToAWEero CTAHAapTa onpelenseTca CTadaapTHIMpOBaHHan CUCTEMa
rpagaudK HecOOTEETCTEMIA ANA ueneh perynrpoeadkA. 0na obecnededva BocnpoMIBoqUMOCTH fpadaumit
NpeaCTaENEHs PYHKOBOQCTED NO QOpMYyNMPOBAHKI0 HECOOTEETCTRMA. DopMynAp ofMeHa WHOpMaLMER No
ayAWTaM Ha COOTRETCTAME PEryNUEYICWMM TpeGoRaHUAM, NPEOCTaRNeHHBEI B ASHHOM Da3fens HacToALWero
CTAHOADTA, ABNAETCA WHCTDYMENTOM, KOTODBIA MCNOMNBIYETCA ANA JOKYMEHTHUDORAHWA MPatauny HecooT-
BETCTEMA TakKms 0Spazom, YTobel NoOQASpHMBATE OOMEH MHOPMALMER MENOY AAUHTEDECORAHHLIMIA Dery-
MADYIOWLAME ORraHaMHA.

41 PopmynHpoBaHWe HECOOTBETCTEHH

AYOUTEl HA COOTRETCTEME DEryNUpYICWKKM TPeboBaHMAM J0MEHSE NPOBOAMTRCE B COOTEETCTEMW C Q0KY-
wmeHTaMKd GHTF SG4 1 gpyrHsd NPURMEHWMBIMK DEryMHBYIOWHMA Q0 YMERTaMK. PEaynNksTatk QaHHsX 3yJWTOR
BMOFYT BHNIOYATE HECOOTBETCTEMA.

Ona Torg, 4Tobel AHAYUMMOCTE HECOOTRETCTEMA XapAKTEPWIORANACH © NPMMEHEHWEM CUCTEMBL rpa-
OauKMKH HECOOTBATCTEMNA, YCTAHOBNEHHOW B HACTOALWEM CTaHgapTe, BawHo, YT00E HECOOTBETCTEMA BeinK
YETKD COHOPMYNUPOEAHK ¢ MCNONLIOBEAHWE DAKTOR M OOHOIHAYHEY DODMYNHROBOK, NOIBONAKLKY NOHATE
KOHKPETHYI CYLHOCTE HECOOTEETCTEMA, BRABNEHHOND npw ayoqure. MNpeacrasnemHan wuthopMalMa Doni-
Ha NpeacTaBnATE cobod TOMHOE ONUCAHKME NEPOAHANMINDOBAHHEY 3aNHcel, 0BpasUos 1 NDOUEAYE, 8 Takwe
NEpoBEOEHHBIX ONDOCOR.

2
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HECOOTBETCTEHE NOMKHD':

a) GuiTk YTEEDHOSHHMEM B OTHOLLEHWH HECOOTRETCTEMA B Y8TKOM W KDATHOM BWAE.

= BbiTe OGCTATOMMO NOADOGHO ONUCAHHLIM M OTHOCHTECA K CBUOETENLCTEAM AYOMTa, HE ABNAACE NpO-

CThIM NOBTOREHWEM CEBMASTENLCTE ayaMTa M HE JAMEHAIOLHMM CRMOETENECTEA ayauTa;

B} GuiTe NOOTEEDHAEHHLIM CEBAOETENECTRAMK ayaMTa:

= TOMHO ONMCHIBATE 00BEM CBHMOETENECTE (HANPUMED, KOMWYECTRO 3aNWCeR) — 4T0 nMedHo Beino obka-

DYHEHD WA He 0DHADYHEHD, C NDMMEDABM,

- YEAILBATE MECTO W OCHOBAHWE (MCXOOHLIA OOKYMENT) ONA CEMABTENLCTEE (HANDUMED, B 3aMNWCH, Npo-

LeOyDe, ONpOCE, HNE NDH BAIYANEHOM OCMOTRE);

€] MMETh YEAIAHWE HA KOHKDETHRE TReBoBaHKA, KOTOPLIE HE GhNKY BEINONHEHI:

= MCMONLICEATH DOopMyNMpoBkK 150 134852003,

= YHAILBATE HA WMCTOMHHME TpEOoBaHMA [HANPUMER, PErYNHDYIOWHE DOKYMEHTEl B OTHOLWEHHH MEdHLMH=

CEMY M3OEnWi, Apyrve NpUMeHUMbIE CTAHOAPTE, NpoUeaypel KNW TpEGoBAMKA, YCTAHOBNEHHLIE CAMOIA

OpraHMaayWeR, W T nh.

MHOMECTESHHBIE CITYYAM HERRINOGNHEHKA TREGoBAHKE OoNKHE BT CIPYNNKPOBAHE! B OOHO HECOOTRET-
CTBME, BCNW TONBKD TAKKME CNYYAW HE OTHOCATCR K PA3NHUHbIM ACMEKTaM MyHETOR TEEG0BaHWA (CM. NPUNCHKEHWE
Al TMNpuMepsl NpaBHNEHEER 4 HENPARUNEHLIX OEMYNAPOBOK HECOOTRETCTEWA NDeICTARNEHE B NDHNOHEHANA A,

4.2 Mpagauyna HECOOTBETCTEMA

lpapaums HECOOTEBETCTEMA ONA Uenel perynupoBaHdkA NpeacTaenaeT cobol noaxod, COCTOALMA 1a
OBV LWATOR, KOTODRM 00ECNEYHMBART DACUYET CKOHYATENEHON rPaNaLME ONA KAMO0MD HECOOTRETCTEMA (CM. K-
cyHoK 1)

War 1 — Mcnonbiocsande MaTpuLsE Ipaaauui, onpedensiowen HasansHy o rpanansg,

War 2 — MNpuMesexre QoNonHETENEHEX NDABAN GNA ONPEqENeHus oKoHYaTENEHON MpagalMin.

)

Mapam

-l

3 4

1 2

HECOOTRETCTRMA Magairsma Mosopoe
Meormnews

8
g

Pucynox 1 — Cxama rpagagsn Pucynor 2 — MaTtpuua rpagauaia

4.21 War 1 — Mcnonk3cBadke MaTpuls rpagaduni

Kak nokasamuo Ha prcyHke 1 HCNoNB30BaHWe MaTRMUB MEaauXi RENAETCA NePBLIM LWATSHM NP3 Npagagqun
HECOOTBETCTRMA.

Ock ¥ satpyubl rpagaudi onpedenfeT cTeneHs BNUAHNA HecooTBETCTEMA Ha CME. Bnuauwe oTHOCKHTCA
K BOA0eHCTEMI0 Ha Be30NacHOCTE W MYHKUHOHANEHEIE XAPAKTEPUCTARY MEQWUMHCKOID WIOENUA N0 KA 00y
myHETY Tpeboaaduwin CME. Mpr aToM HEoBX0O0MMO YUMTEIBATE, 4TO BCE NYHKTE TPEGORaHWA CTaHgapTa A0mEHl
BEINOMHATECA B COOTBETCTEMW C 0GMNACTEN NPMMEHEHMA NDK BHEOPEHMH ¥ NOLASEKAMMA CUCTEMEl MEHEd-
HMEHTA KAYECTEa, OTESYIOLLEA PEryNHDYIoWKsM TpeboaaHHasm.

' 150 & IAF 9001 Auditing Practices Group Guidance on: Documenting & Monconformity (5 June 2009) www.iso.
orgfc TENS08001 AuditingPracticesGroup.

2 Cw. IS0 13485: 2003, nyHer 1.2



FOCT P 566895—2016

Ona weneld Bonee YETKOND PazNeneHKMA B CHCTEME rpa,u,auum‘ NYHETE TpeboBaHWMiA cTAWOapTa paigena-
Hibl HA 088 KATEropHH;

= KOCREMHOR BNUAHKE Ha CMK: n.n. 4.1—6.3 150 134852003 paccMaTpHBaTCA KAk «BCNOMOraTEMbHBIE:
(coaganwMe YCNoBMA KNK BOIMOMHOCTIA) 0NA iyHEUMcHUpoBaHA npoueccos CMEK. Moatomy HecooTeaeTCTRHA
TpeboBaHKAM ITUX NYHKTOR PACCMATDWBAMTCR, KAK MMEOLLIHE KOCBEHHOE BRWAMKE Ha DEI0ONACHOCTE W gyyHK-
UHOHANBHEIE XADAKTEDHCTHEN METHUWHCKHX H3Oennd;

= NpAMOE BNWAHKE Ha CME: n.n 6.4—8.5 130 134852003 paccMaTpHBEanToR, KAk WMEIDLWWE NPAMOE BINM-
AHKWE Ha YNPABNeHKE pa3padtoTEol W NPOMABOACTEOM, 3 TAKME NPAMOS BNUAHME Ha BeaonacHocTe W yHKLKO-
HaNEHEE XAPaKTEDHCTHIG METHLWHCKHRY Wa0En9iE.

CyLLecTeYIOT 083 CCHOBHLIX NPWUHLMNG, KOTODEIM O0MHHE CNEA0BATE aYOWTOPE NP opMyNUDOREE He-
COOTBETCTEWA M NPHMCEOEHUMA HOMEPE MyHKTa TpeboBaHUA B PaMESX NPUMEHEHIWA JaHHOR CUCTEMb FDaNaLIHH:

= BCMA HECOOTREETCTEHE NOTEHUHANERD MOWET NOBAUATE Ha BEI0NACHOCTE U DYHKLNOHANEHEIE XapakTe-
PUCTHHH MELALMHCKAY HIO8NWA, TO OHO O0MTEHO GbiTh COOPMYNHMPOBAKD ND COOTBETCTEYIHLMM TpeGoBaHuAM
IS0 13485:2003, copepwalymmca B n.n. 6.4—AB8.5, Tak Kak oo MMEET NpAamMoe BRKAKWe Ha CMK;

- KOMOa HeCOOTESTCTEME BOAHMKAGET OTHOCWTENBHO TPEOOoRAHKR, YCTAROBNEHHLIX B DYKOBOOCTEE NO K-
YECTEY WITOTOBMTENA, NPOUEOYD WM TpeGoBaHui, HANDAMY HE YCTaHOENEHHLMK B |50 134852003 v He
BRAMAIOWAMK Ha GE30NaAcHOCTE W QYHELUMOHANBHEIE XADaKTEPUCTHIN, TOMLa HECOOTRETCTEHIO JOnMeH DTk
NpWCROEH NYHKT cTangapTa IS0 13485 B uxTepeane 4.1—6.3, TaK k3K OHO MMEBET KOCBEHHOE BnuAHKE Ha CMEK.

Ock X matpulsl rpafagni Ha pyicyHre 2 oboiHadaeT «NosBNEHHE: HECOOTRETCTEMR, HOTODOE Nogpas-
OEnAETCA Ha OBe KATeropHM.

- MEPBWYHOE. 3Ta KATEMOPWA BRMOYAET BERIABNEHHAE HECOOTRETCTEMA B NEpBRIA DA N0 KOHKDETHOMY Nog-
NYHKTY (x.xxf IS0 134852003, He 3aperUCTRHPOBAHHOE N0 3TCMY NOANYHETY B TEYeHWE JBYX NDe0WwecTRYy-
owix ayouTax ChK;

= NOBTOPHOE. 3TA KATEropWA BEMNICYEET BRIABNSHHE HECOOTEBETCTEMA NO KOHKDETHOMY NoOnNyHETY (XXX,
Mo KOTOPOMY SHANOMMYHOE HECOOTBETCTEME YHE BCTDEYANOCEH XOTA Gl B OOHOM M3 DBYX NpeqUIECTRY OWIAX Sy-
guroe CME. Takoe HeCOOTEBETCTEME NPESCTABNAET DONeS BRICOKHA DUCK, TAK K3k ARNASTCA NOKa3aTenam Toro,
YTO KEOPDEKTHEYIOWME JEACTEMA He Bhink A0mEHsIM oEpasoM oNpeaenetsl MK BEMOAHEHb .

[ea npegwecTeyowrx ayguta CME, EoTopsie BENIOYANK JaHHBIR NOANYHET Beind BelGpade: N0 cnegyw-
LKA MIPAY M HE .

= BAMMHO HCNONEI0BATE CPABHMMLIE HECOOTEETCTEMA NPH CUEHHWEAHMKM DHMCKa NOBTOPHOMND NOARNEHKS;

= NofMy4eHHLIE JaMHbie, Donee YeM OBa npafuecTeyiwuy ayauta ChME, MoryT He cooTBeTCTEORATE Te-
KyLgesy cocToAHmo CMK;

- aHanWa DoNpWErs KONWYECTEA OTHETOR NO aYAWTY MOMET DkiTh HENPOOYETHEHEIM ONA 30 DesTHREHOR
CHCTEMB MPagaLMK.

Tem He MEHEE, BAKHO yORONTECR, 4TO SYOHTE, NPOSHANMIMPOBAHHEE NS ONPELEneHHA KAaTEropHM o« no-
ABRMMEHAD N0 MEHELE A MEDE BEMIOYANH OGWMH 1K TOT e NOGNYHKT,

«MoAanesnes B pamMEax HacTOALLETD CTAMAAPTA OPWEHTUPOBAHD Ha YACTOTY PErMCTRaLMH aHaN0MAHOT
HECOOTRETCTEMA B KaWOoM 3yOWMTe NP NPYBEge KM OOMORE W TOR e aydWTopCKOd opraduaaynei. Npn atom
ayoMToOpOM DENAeTeA BelBOD O HAMMHMA WNK OTCYTCTEMA HECOOTBETCTEMA B DAMKAX 3a0aHHON BRBoDKM.

HecooTEETCTEMA YacTo MOMYT ObiTe COOPMYNMWDOBAHE! B OTHOLEHWK HECKONEEMX NYHKTOB TpebopaHmi
ogHoBpemeHHo. Moatomy obRIaHHOCTEID ayguTopa ARAAETCA ONpeaenaqHHe BNWAHKA  HECOOTBETCTEMA Ha
CMK 1 onpegenesdme COOTBETCTRYHOWEMD MyHETa Tpeboeanni. Bnuaxwe HecooTeeTcTEMA Ha CMK onpegenaerT,
GYOET N PEIyNBTHRYIOWHA MyHET anpAbiMe WA CKOCBEHHLIMY. HEKOTODBIE NPMMEDE, MOKS3RBAKWLME Npo-
LECC rpadauny B OTHOWeHMKA Wara 1, npeacTanneHs HHKEe.

1. HecooteercTeMe, roe Nnpobnemsl GE30NacHOCTH ONPeaeAiT Mpafaluo 00 aNPAMOrD BRAKMAHWAD.

= MAroTOEMTENE PEAnWMayeT NpodyKuK0e B Eaponeicrkom cowae, Kadage u CLUA. MaroTosrTens MMeeT npo-
Lenypy YEEOOMNEHMA 0 HeGNaronpyMATHLY COOLITHAX, KOTOPAA COOTEETCTEYET KpUTEpHAM EBponelckoro co-
K033, HO HE MWMEET HM CChINOK, HM TPeDoBaHMA B OTHOWEHWHA YBEOOMINEHMA O HebnaronpuATHEIX CoBRTHAY B

! DBocHoEaHKE NoNxoAE: G ENLH NOAASPHEHIA OUEHI BriaHus CME 8 paMEaX HECTORLEA CACTaMEI FPaAALIMA,
Oeing peusHo paanenyTs Tpebosadua CME. cofepeawpmecn 8 ctadgapre |50 13485:2003 Ha cneuMansHsIe YRORHE nog-
MyHETOR (Hanpumep, & 6.2, B.2.2).

I Cuctama ALEHMBANECE N0 HECKOMEKAM YOOBHAM, W BEIN0 ONpeganaHo, YTo ANWRHNE HECODTRETCTEMR Ha OMK
HEMVHASTCR HA BTOpOM YpoaHe (X_X) NyHKTOR CTAHOAPTE, B TO BPEMSR KBX «NOREMEHHE: HECODTRETCTENA CNE0yET HaHKW-
HETh YHUTHBATE YAE N0 TRETLEMY YPOBHID (XXX}, M MCNONE3I0BATE AANLHEALKE NPEEMNE AN DoNes YeTHHE rPagannia.
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ADYTHX IOpMcOMELuaX. G MeguuMHCHHM MIgenqen NpoMaowno HebnaronpuaATioe cobeiTHe, W WIroToOBMTENE
nocnefoean NPoUuegype B oTHOWEHHA YERIOMIEHWA 0 HeGNaronpuATHLIX cobumrax. MaroToeuTent coobwun
O COBBITHH B COOTRETCTEYIOLME HOMNETEHTHBIE Oprakkl ERpONeRcKOro coaa, Ho He paccMoTpen Heobxoau-
MOCTE COOGLWEHMA B ApyTve ioprucaMeumn (Kanagy » CLUAY JadHoe HecooTEETCTEME SONMHO BeME OTHECEHD K
M. 8.5 — a¥myyiuasues, 3 we KN, 4.2 — «TpeboBsaHvA K GOKYMEHTILMAY.,

2. HecooteetcTeMe, roe OTCYTCTEYET npobnesma BelonacHoCTH M KOTOPOE OTHOCHMTCA K TpeGoBa Mo,
YCTAHOBNEHHOMY B NpOoUEOype Camol OpraiMaauii, onpalenAeTcA KaK rpadauna «HOCBEHHOE BNHAHKE

- NpoUeaypa MIrcToBWTENA B OTHOLWEHWM PEBANKOALMA NPOUBCCA NWTEA NoG JaBneHHEM TpedyeT eme-
rogHoil peERANUOALNH BHE IABNCUMOCTH OT BHOCHMBIX MIMEHEHHWA WNY OTKNOHEHWA B npouecce. ExeronHan
peEanMiaumMa He Obina BLINONHeHa, OOHAKD NPW aToM He GbiN0 KakHX-Nubo HIMeHEHWA WA OTENOHEHWMA B
npoyecce. B aTom npuMepe NyHKT 7.5 150 134852003 He TpebyeT exeroqHol pesaniiauny. OTCYTCTBME Ma-
MEHEHMA B NPOUECCE MNW OTKNOHEHWA HEe CBMOeTeNnsCTEYET 0 npobnemax BeaonacHocTH. JaHHoe HEeCOOTRET-
CTEME CNeayeT OTHECTH K N. 4.2 — «TpeboRaHda K OOKYMEHTALWNS, TAK KK KIFOTORWTENE HE CNeayeT CEOeR
coBCTREEHHON NPOUESYPe, a He K N.7.5 — «llponasogcten K oBCnyKHEaHMED.

3. HecooTBeTCTEME, IOe NPMCYTCTEYET npobnema Be3onacHocTH, KOTOPas OTHOCHTCR K TpebosaHmMAmM,
YETAHORNEHHLIM CAMOA HOMNAHWER, ONpedENASTCH KK MPAadaUMa cNpAMOE BIWAHKHE:!

= HAroToOEUTENE NpUMedseT |50 111371 gna BannauMy NpoUecca pagHalMoHHOR CTEPMNKAALIMM, B KO-
TOpOM TPeBYeTCA exEXBADTANEHEIN aYOWT 003k CBNyYeHnA. 3T0 He GLIN0 BRNONHEHD, KaK Toro TpedyeT cTax-
fapr. B aToM npymepe npUcyTeTEYeT npobnesa GeIonacHocTd, NOCKoNBKY CTaHAapT TpebyeT exeksapTank-
HEIX ayOWToR 0nA obecnedeHHn CTepMnEHOCTH NPoAyKyKY. MNo3ToMy GaHHOe HecOoTEETCTBME JONMHO BeiTe
OTHECEHD K M. 7.5 — «[Mpor3BoacTED W OGC Iy MBS HHE .

4. HecooTRETCTBME, OEMOHCTEUMPYIILEE *NOBTODHCE NOABMEHWEY,

= MCXOAHOMY HECOOTRETCTEMIO GbiN NPMCBOEH M. 7.5.2.2 B OTHOLWEHKK BANKWOALUWH NPOUECCa CTepMNKMaa-
yri. MocnenyowMia ayguT obHapyMn HeCOOTEETCTEME No N. 7.5.2.1 No BannaauMs Npouecca NWTeR Nog 0ae-
nexkess. Oba HeCOOTEETCTEMA NONaSaKwT nog n. 7.5.2 — «Banvpayna npoueccos NpOMIBoacTRa W 0BCny wi-
ganuAy. MoaTomy NocnegosaTensHoe NOABRMNEHWE ITHX HECOOTEETCTBMA DOMKHO DbITE OTHECEHO K KATETORHK
#NOBTOPHOE NOARNEHKXE: NO YPOBRHIG XX X COOTRETCTEYIOWEND MyHKTa CTaHdapTa.

Mpumedarnus — [pH MIMEHEHHBIX CLUSHADWAX B OSHHLIE NPAMEDEX BRE00L TEKHES MOTYT MIMEHHTECR.

4,22 War 2 rpagaymy — MNpaeuna ackanauud

PaaynsTWpyIowyio rpanadug nocne wara 1 cnedyet Mcnonk30BaTk Ha ware 2, 4Tobsl ougHnTE obnacTia
Gones BECONOTD PUCKE, HOTOPEE NOTEHUXANLHO MOTYT OKAZaTE BNMAHKE KA De30NacHOCTE M OYHELMOHANEHEIR
HAPAKTEPHCTHER MEOWUMHCKOrD Magenya. Ha gadHomM 3Tane rpagauus, nonyyqedsas nocne wara 1, Gyget yee-
NHYHBATECA HE OMHMLY NDH NPHMEHWMOCTH K2 0000 NpasKna;

1. OTCyTCTEME AOKYMEHTUPOBAHHOID NPOLUECCa N NPoUenypil

OTCYTCTEHE OOKYMEHTHROBAHHOID NDOUBCCa MNY NPOoUEedyPhl KOPEHHBIM 0Dpa30M BNHAST HA WENOCT-
HOCTE W PEaYNETATUBHOCT b BEINONHEH WA NOGor0 NEoUecca.

Cnopo «0TCYTCTEYIOWMIAR (MMM 4OTCYTCTEMER] CABOYET WCNOMNL3ICEATE B (DOPMYNAPOBKE HECOOTRET-
CTBMA, KOMGa HET OOKYMEHTWPOBAHHOMD NPOUBCcta WNW Npouedypel, COOTEETCTEYWMY Tpeboranumin. Fexan
BLIpAMEHHOCTE JAHHOND CNOBA RBNABTCA BAMHLIM B DOpMyNHMPOBKE HECOOTRETCTEMA, YTODE NPABANEHO NpkH-
CBOMTE IHAYEHNE MPa0aLMK.

2. BrinyCk HECOOTEETCTEVIOLLEND MEQMUMHCKOIND MAOenia

HecooTBETCTEHE, KOTOPOE NPWBEND K BEINYCKY HECOOTRETCTEYIOLWEND MEQULWHCKOTD H3ENHA Ha PRIHOK,
ABNASTCA NPpAMEIM CBUOeTensCcTEOM cBon 8 CMK, JavHoe npaeuno CHCTEME rpaSalHy BEOET K OLEHKE HECo=
oTaeTcTEMA CMK kak k. Gonee aelcoroMy PUCKY, TaK KaK HECOOTBETCTEYIOLLAA NPOAYKLMA HAXOOMTCA HA PRIHKE 1
pxe obnactk gedctena CME narotoautens. Ecny HECOOTBETCTEBYIOWAR NPOOYKUWA DbiNa BeNyLLeHa B paMEax
PAIPEUEHHA Ha OTKNOHEHWE C COOTEETCTEYIOLLMM TEXHMYECKHM M HayYHbIM 0B0CHOBaHKMEM, TO HECOOTBET-
CTEWME CHMTRETCA palpewenHisin. B aToM cnyyae Takan NpoaykUHA He pacCMaTpPHBARTCH KaK HECOOTBRTCTEYIO-
UiEA W NPABMAD JCKANALWA HE MPAMEHASTCH.

4.3 MNpumeHeHWe CHCTEME! FPAOALMKA HECOOTRETCTEHM

War 1 — Mcnoneaceanke MaTpyysl Ipaganky HECoOTEETC TR,

A MpAMos WNK EOCEEHHOE BITHAHME!

KOrGa HECOOTEETCTRWE CHOPMYNMDCRARD M &MY NPUHCEOEH COOTBETCTRYIOWWA MyHKT CTAXOADTA, CReayeT
ONPEAENMTE, MMEET MA OHO «NPRMOE BRkaHWe: (3 Banna) in4 «xoceeHHoes (1 Bann), Kak onUcLIBaN0CE Bhille,

B. MoBTOpHEE HECOOTBETCTEWA M0 OOHOMY 1 TOMY 3E noamyHETy T (XXX
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AYOUTOPR OOMGEEH NPOBEDMTE OTYETEI N0 ABYM NPEQWECTBYIOWMM Sy0MTamM, EOTOPLE BENKOYaNnd NEoBepy
DAHHOID MYHKTA, YTOGE! BRACHATE, GhIN0 N BHABMEHHDE HECOOTRETCTEME MOSHTHDMUWPORAHD paHes. HecooT-
BETCTEME HE ODA3ATeNsHo A0MKHD GhiTe WISHTHYHEIM HECOOTBETCTEMID NDENLUSCTEYIUMWY ayAMToR, 00CTATOY-
HO COBNAOEHKMA nognyHETa CMK (X X X). Ecnd HECOOTEETCTRWE NOBTODAGTCA, TO MPafaLMA YEEMNMYHUBEIBTCA Ha 1.

LWar 2 — MpuMeHeHe NDEaBKn 3CKANayum.

Ha aToM ware rpaaauid MaTpyua rpadadul HEeCOOTRETCTEMA Gonese He HCNoNBIYeToA. Kawoe Npasmno,
YEAZAHHOE HWKE, NDHMEHAETCA ONA ONpegenaHus CHOHYATeNBLH0A rpafayy HECOOTBETCTREHA.

Mpasiano 1 — OTCyTCTEME! OTCYTCTBME JOKYMEHTWDOBAHHOMD NPOUBCCa N NPOUEOYPR B OTHOLIEHHNA
Kakoro-nubo TpeGoRaHWA YBENHWYWMBAET rpagaumo Ha 1.

Mpaeuno 2 — MeguuMHCcEDe KWINeNKE. BRIARNEHWE HECOOTEETCTRYIOWENS MEJWULMHCKOND MINEnUA 33
npegenamd oénacty geAcTerA CMK HarcToRMTENA YBENWYKMBIET MpagauMio Ha 1.

OroHYaTENsHAA IPAJALWA HECOOTRETCTEMA B DAMKAX JaHHOR CXesbl FpafaunKy Gy0eT AENATECA YMCnosM
o7 1 006 Tem HE MeH2E rpagaumo «5y cNeqyeT onpedenTe KAk MAaKCHMankHy, TaK KaK oHa NpeacTasnaeT
QOCTATOYHO BRICOSMA YPOBEHE pUCKa, Tpefyowmri BpMewaTenscTea. Pasndynme smexgy «5» v «B» He npueeger
K Mydled cucTeme rpagague. Noatomy, ecnv A0CTWIAETCA MEagauus 6, To oKoHYaTeNsHaA Mpanalua QoEyYMeH-
THPYETCA BaK «50. Ca. npuMep 8 npunoseHHA B.

4.4 Qopmynap obMeHa HHPOpMALKMER NO ayAUTaM HA COOTBETCTEBHE PErynupyoLwnm
TpeboBaHHAM

[Ona ofecneqveHya oSMeda HHbopMaured Mesdy perynpyioLMMY opraHasMK NpeanaraeTcR Chedy M
dopaynap ooMena MHpopMaUVMei No ayauTaM Ha COOTBRTCTEME DErYIMPYIWHMM TpedosanuaM (opuynapk

Tabnuuya 1 —dopaynAp obMeda nHdoprMalHeR No SyOuTaM Ha COOTBATCTENE PEryNMHPYIOWWMK Tpebosaram

(1] (2] (3]

- : Cheguansnse THeGOBSHIA K MEIMLWHCEM
Mapeuess HecooTaETCTAWA Mpagauss BeCoOTBETCTOMRA
HIQENHAM B CTRAHAR
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= & = o
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- @ = = = ® o
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DOpMYyNAD COCTOMT M3 TREX CERLUWR (ChM. TaBnuyy 1)

1. MepeveHs HECOOTEETCTEHA — BamHO NpegocTaBMTE DOCTATOYHYIS MHODMAaLUWKD O KOHTEKCTE 1 pe-
MNEEAHTHOCTH KAXO0M0 HECOOTRETCTEMA, NEpEYUCNEHHOre B dopuynape. NepedeHs HECOOTEETCTRIA JONMEN
BT WISHTHYEH NEPEYHIO B OTHETE MO aYOMTY.

2. lpanaums HeCOOTRETCTEMR — [MoapoSHOCTH TOro, KaKk Ghina NonyYesa OKoHYaTeNsHan rpanayls He-
COOTBETCTEMA, B ocobenHocTy ang 180 13485:2003. Mononeaceawwe atol cexuuk hopmynapa obecnevneaet
NOHKMA HWE NPOLUECCA DACYETA.

3. CneydvansHeme TPeBoRaHKS K MEOKLMHCKMK M3Q2NHAM B CTpadax — HecooTeeTcTanA B CME waroto-
BATENRA, KOTOpLIE HAXOOATCA 33 NPpeJenamMK KOHKPETHE Tpebosadni nyHkTor IS0 134852003, nonwHe BeTE
YEA3AHE! B CEXUWKM DOopMyNAPa No cneykansHkiy ToeGoBaHMAM K MEOWLMHCKMM HIOENHAM B OTOENEHLIX CTRa-
Hax. [adHan oBnacTs He NOAMNERHT rpagautK, HO ayOHUTOD SOMKEH YEAIATE KOHEDETHLIE COBIMKW HA NEHMEH K-
MBS DETYNHPYIOWHE NONCHEHWA MNW 3aK0H00ATENBHLIE AKT B, N0 KE0TOPLIM CHOpMYNHDCEIHO HECOOTRETCTEHE.
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4.5 Mcnonelopanue popmynapa obmeHa mHgopMagMed No ayanTamM Ha COOTBETCTERE
perynupyrowMMm TpaSoBaHHAM

Mpw obmeHe hopMyNAapaMHy MexOy PEryNUPYIEWKMK opfadami, B Dopaynap JonkHa DeMe BENIOYEHA
KOHKDETHAA WHdopMauMA B OTHOWEHWK ayouTa. Hanpumep, oata ayouTa, oBnacTk NpoBepky, NpoM3B0ACTBEH-
HEs2 NNOWAGKK B pasmkax ayaura, damanam ayauTopos | T.0.

Cekura dropMynapa «rpagauqa HECOOTEETCTEMA: NPEAHaIHAYEHa ONA BHECEHWA rPafalui HecooTRET-
cTeuiA no 150 13485:2003. Ecnk HECOOTRETCTEME OTHOCHTCA K NyHkTy 130 13485:2003, oHo gonsHo BeiTe No
MEHBLIEH MEPE IAHBCEHD B CRKLMO HOpMYNAPa «rPaOALWA HeCDOTBETCTRMRS W OLEHEHD.

3agadel cexumin GopMynapa ccNeyMansHes e TReGoEaHKA K MeIMLMHCKMM M30eNWaM B CTPaHaXy ABNAET-
CR 3aHECEHHE OONONHUTENBHEIX HECOOTBETCTEMA, KOTOPLIE HAXCAATCR BHE NPEAENOE KOHKPETHEIX TpehoBa M
IS0 13485:2003. JandHan ceruna He NogNemnT rpagalnd, a HecooTEETCTEMA NePEYHCNRIOTCA B COOTEETCTEHM
C pPErynapyowMmnY Gazamy (BKMNIOYSHHBIMKA B ayOWT) ¥ o0WHsMK DerynupysolMmMe TpeboBaddaAMd AN K2 aoia
OPHUCAMKLME,. HBKOTODRIE DEryNMpyolMe oprans (Hanpusep, B Kasane) moryT TpebosaTte, YTobkl HECOOTEET-
CTEHA HALWMOHANEHEM DEFYNADYIOWAM TReboaaHHAM DelNd 3aHeceHbl C HCNONBIOBAHKEM KOHKPETHOMD NYHKTa
TpeboBaHKA CTAHGaPTa B CEKUAH C IPafauked HECOOTBETCTRMA,

Huse npreages npuMep aancnHeHHore opMynapa:

Cneywansree Tpefopanun

NepeusHe HECOOTEETCTBNH Fpapauxa pecooTESTCTRMRA
K SEIHUMHCKAR MI0SNAAM B CTRAHEN

‘;‘GPM}T'I-'.D‘:I HEA HEIOOTEBETOTREA

M HECAnTEITOTRWA
T yHET
50 134852003
Mpagauxn nocne
Wara 1
Creyromamna
M e gdumncEae
PELEN R
DIROHHSTan BHan
roanaudn
E3C
Kamana
Clus
AscTpandn
Hnasua
Npaures

B oprasHd3aume oTCYTCTEYET

MonuTika B 00NAcTV KEYBCTEA 3 ! o #

DoxymMeHTHPOBEHHLIE  Npoye-
Oypil Mo MaeH THRWEALMA noTped-
HOCTER B ODW4EHMKA HE YOoTaHOB-
NEHE

21 CFR 820.25
Ond 169 (Article
23 zubpar 2)

Mpoysct nuTeR nNog  OQ38ne-
Hpam HE Bkin BAMMAWMPOBAH, KB
Tpebyer npouanyvpa DOC12345, 752 3 3
HO 3T0 HE NPHEAND K BRINYCHY Ha
DhHOE HECOOTEETCTEYIMLEA npo-

AyKLp

MDD (8342/EEC)
{Annax 1)

Wapenwe WIDGET nponasa-
nock &8 Kadage GB3 NALSHINH.
Mpousgypa DOCA12345 Ttpabyer,
4Bk BCE MEOHMLWHEHAS M3DENKA
wnaccoe |, 1w IV npowng -
AMPOBEHKE NEpen npoga=en B Ka-
HE0S B COOTEATCTEAKM © DAINSNOM
26 CMDOH. [OanHoe Hecootsar-
CTEWS Takes Bbing 2apardcTpupo-
BAHO HA BYOWTE B NPOLNOM rogy

4.1 2 2

CMDR paanen 26
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HecooTeeTcTEMe M2 1 — Mpusep HecooTeeTcTaMA CMK TpeGoranuam IS0 13485:2003.

HecooTeeTCTAME ME 2 — [puKep HecooTEETCTEMA CMK HaroTOBKTENA HALWOHAMNEHEIM PEMYIIADYIOLWIMM
TpebosaduAm, ARNAINWHMCA Gones cneludraHBIMKA NC OTHOWEeHKID K Tpedosanvam IS0 134852003,

HecooTeeTcTEME N 3 — (MpuMep HecooTEETCTEMA CMK KOHEDETHRIM HALMOHANEHEIM DEryRIADYIOLWMM
TpefosauuAm. B aTomM Ccnyyae HecOoTBETCTEWE Takme MOKeT DuTe cHopMyNUMpoBaHD NO OMDEKTHES O MEOW-
UMHCKAX MagennAx E3C.

HecooTeeTcTBKE Mo 4 — [pHMep HECOOTEETCTBMA KOHKDETHEIM HALMOHANBHEM Derynupyrowkue Tpebo-
BAHWAM, KOTODKIE TAIOKE COOSMHATCA B MyHkTe 4.1 150 13485:2003. B aToM cny4ae perynupyilliWe npasudna
KaHagw TpebywnT, 4Tobs Boe HecooTEETCTENA Deind chhopMynupoeads no 150 13485:2003.

DopMyNAp 0GECNeYUBaaT NOHATHEIA W CTAHOARTWIMPORAHHEN MeTon ofMana KHOPMaLKeR Mem Iy pe-
MYNUEYIOWMMK DOrasamy No pesynesTaTam ayquTos Ha COOTRETCTEME perynupywme Tpedoeanman. Mpeano-
naraeTca, 4to hopmynap ByOeT NPegocTasNed KAroTORUTEMND MEQWLMHCEMX MAOENHWA B DAMKAY CTAHOADTHOH
Npouedypkl ay4uTa, Korha HECOOTEETCTEMA PACCMATRUBAINTCH B XOOEe NPOEE0eHnA ayOHTa U B DaMKax 3aKnon-
YHTENEHOMD CORSLUARMA No ayquTy (IS0 19011:2011, n. 6.4.9). PekomengyeTca, 4Tobw npoerT qropmynapa Bein
NpegoCTABNEH HA IAKMO4HTENLEHOM COBSLUIAHMKA N0 ayQUTY 4Na ofecnedesns NOHATHOCTH PeaynNsTaTon.

Magaumy, NPUCEOEHHEIE KANAOKMY HECOOTRETCTREM, HE O0MEHE KIMEHATLCA B DEIYNETATE KAKWX-NUG0
KODDEHLMA MM KOPPEKTADYIOWME JEHCTBIAN, I3MNAHWPOEIHHEN NPOWABOOUTENEM, HO MOTYT BbiTh WIMEHE LI
B pAMEAY ANENNALROHHONS NPOYECCE ayQWTOPCKoNR opradyaaymn (ISOAEC 1702112015, n. 9.7). Mocne aasep-
WEHWA AYQWTOPCKOR OpraHMaaured NpoLecca ayauTa oHOHYaTENEHEIR DopMynaAp gonwed BelTe NpegocTan-
neH waroTopuTen:o. Maexoi ensn ABNASTCH, YToOs rpagauxMi M HopMynNAp ABNAMWCE METOOM HODDEKTHOH
OUEHEA NO ayOuTy M 08ecna4vvBani eavHooBpasne M UenocTHOCTE NPOUECCa rpajaly HEeCooTEETCTEMM,

DOpMyNAD HAMEDEHHD HE OAET CYMMADHYIO CUEHKY DeyNLTAToR ayauTa. Kak wumedHo ByaeT uHerepnpe-
THpoBaTECA OpMYNAD, OCTAETCA DELIEHWEM KA 000 peryMpysouLero opraqa B 3aBlcHMOCTH 0T ero oLUesm
TEKYLHXK NOTPEBHOCTER W TPeBoBaHHA.
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MpunoxesHe A
(cnpaso4ynoe)

Mpumepe hopMyNHPOBOK HECOOTEETCTEMA

'-‘hupu‘pnnpnu L3 HECOOTBETCTEHAH

Mpasunbxasn opMynapoaka

Hesapnan dropuynuposxa

MyHer 120
134BE:2003

He npegcrasnedsl CEMOETENE-
CTEA OOy4HeHMA COTRYOHWEDS no
Oupestves 0 MeOWUMHCHAX Kane-
AL

MponIasoOuTans HE BENONHAN CBOW CODCTEEHHYD
mpougaypy no obysedn (Me 14}, Tpebyowys npose-
AeHuA oByveHrA no JUpecTHEE O MESULMHCERY Mge-
nAx (3M2IEEC) ANs BHYTREHHWY Sy QUTOpae

4.2.1

Mpouscc  «¥npaenesda oo
KYMEHTAUWEAY NPU3IHEH  HEeCoOT-
BETCTEYEOLMM, TAK HEX B0 MHOMMX
CNYyHany  MCNONeB30BAMMCE  yoTE-
PEBLIME BEPCHN OOKYMEHTOR

CRaayiwye yoTapasve QoRYMEHTE Baing obda-
py#EHEl B HCNONLI0BAHMI:

- YOTAPESWEA Bepoun npouenype XYL oOnapywe-
HE B MCNONEA0SEHAN B OTOSNS RANWOPOEKN;

- yoTEpeswan sepouA ABC obrapyxeHa B wo-
MaNLI0BAHAM B 30HE NPWEMEN MBTEQHANCE,

- YCTHPSELUEA BEPCHA NPOUSOYPS SHANWIA paipa-
GoTky POR obHapysaHa B HCNONEIoEAHHA B OTOSNS
paapaboTis

423

JaNNaHMPOEAHHER  BHYTPEH-
HAR ayout pgormied OuTe npoBs-
OBH W PEIYNLTATH BRNHOYEHL B
aT4ET OMA BHAMM3E 0O CTOPOHE

PYEOBOACTES

OTCyTCTEYET SONYMEHTWPOEAHHAR Npoueaypa no
MpOBSAEHAH BHYTPEHHWE ayauTos

8232
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Npunosexwe B
[cnpagoqxoe)

NpuMepsl, MNMKCTPUPYHOLWWE TPagaLMy HECOOTBETCTBHA

WA 1 WAl z

=

= o =

5 | 3

3 Tl 2 < |3
o @ = @ o =1 a
i = % B_ (&8 | =] &

] ' :

MprMEp HecooTaBTETEAR o e o i B g 2 DELcHW_JHME
: E = & 3 13;' ? g DOECHYATENERDGA rPagayan
ilelg| ¢ o | 3| %

e 3| & x| 2
= = ¥ !
o a
C = E
o
1 He npagcrasnass obbesTHe- = £ FTO HE ARNASTOR HEBRNONHEHNERM
™
HEE CEMOSTENLCTEE NPUHATUA ue- | — é 2o TpeboeanuA CME. Cywecteyar o-
nei 8 obnactv kasectea Ha 2011, | g &5 E = EYMEHTHPOBAHHAR NpOUBaYpa. HO
KAk TpeOysToA PYROBOOCTEOM N Ka- g - g = MPOMIBOOMTENE HE CMOM NpEOocTE-
SECTEY YN THRYEMOR OPraHH3awui. E o g 'ET E rd | BMTh CEMOETENLCTE B8 BEINONHEHWA.
AHENOr HHHOE HECOOTEETCTENS E B ¥ - ManopepoRTHO, 4T B peaynbLTara
BhLing JapardocTRMpOBSHO B X008 ay- | 7 é 8 3 NEHHOM HECOOTEETCTEMA Gyoar Bk
=
auta e 2010 roay E = Eg MyLEHE HECOOTEETCTEYIIWER Npo-
é OykuwA. MNoatonMy WCxogqHas rpaga-
& LA HE MEHABTCH
o
2 AHanwz Co CTOpOHE pyROSOM- B 370 HE AENRETCR HEBRINONHEHHAEM
L
CTEA MNpoOBOOWTER  EMeKBARTANS- | T E Tpeboeanuas CME. ManosepoATHo,
WO B coofesTcTEMM o npouedypon | F | o E gr HTO B pRIYNETATE QEHHOM HBCOOoT-
DOC12345. Tem He MeH2E, OTCYT- & g BETCTEMHA Gy0ET BeRMYLWEHA HBCOOT-
¥ 8 ¥ ¥
CTEYHT OOKYMEHTL NO AHANWIY GO § % — 2 =1 ':@ 'i,i — | BATCTEYHWAR npogyruwA. MNoaramy
CTOpOHE PYROBOOCTEE 38 TpamvR | = | 2 -y MCXOAHAR FPESALUMA HE MEHABTCA
weaptan 2010 ol § 2
s iz
B
]

3 Mpougccw KOMIETEHTHOCTI, E o Orcyterena tpebosadmA 8 CME
OCEEA0MNBHHOCTH W obywaswr oT- | & ? x YEEMWYWBRET fpagauwe Ha 1 go
cyterayar 8 CME.  JorysadTans- g g8 E & OEOHYSTENLHOA paganun 3
HLIE CBHMOETENLCTES OOy4EHWA He § z E%

NPEOcTaEneHs. STo  HecooTeer- | # E R = ':Ei e
cTede Takse ObinD 3apernmcTpMpo- :q'f* 2 : s
BaHO Ha npeaeayrs aygutax CMK | o g E
(2009, 2011} o g 2
=
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4 ¥npapneHws  NOCTABWMEAMK £ 310 HE RENABTCA  OTCYTETEM-
CEVILECTRNABTEA HE B COOTBETCTENW Eﬂ' ew TpefopaqHws CMK. Her cewps-
C npousgypor DOC1234. MocTas- g ’i % TENBCTE, HTO B PE3yNETATE JAHHOM
LK X Bl 33mMeHeH Ha NOCTABLWES | = g 5B HECOOTEETCTEMA DyOeT BmnyweHs
¥ 1 man 2011 1. Bea cpobpedwn. Sto | & & § gk b= HECOOTBETCTEYIIWAEA NPOSYRLMA.
NOBTOPHOE HeCOOTBETCTEME, BaHe- | = [ = ki = ; 2| 2* MoaTomy WCAOGHAR FPagaUWMA  He
CEHHOE N TOMY M8 NYHETY Ha npe- ; E % ] MEHABTCA
Oelaywsn ayoura ChE (2010 - = E

5
.
=

5 Ynpapnedne  NOCTABWMEAMN E HacoorsercTeygan  npogykuMA
ODCYLWECTENRETCA HE B COOTEET- 2 Ouina BuINYLIEHA HE peHOK B pa-
CTEMH & npousgypoR DOC1234. = AYNETATE OAHHOM HECOOTESTCTEHA
Mpogykr XX Ben otnpasned 1 cas- | B CME. 3710 yeanqusmeast rpagauqo
TABpA 2011 r. ¥ Bwn knaccuguue- | 8 § 7] E Ha 1 00 OXCHYATENLHOW NDaOALHA 5

i I
POBEH HEEK HECOOTBETCTEYHILLME No & & [ g % i & %
MPMYMHE  HECAHHUMOHWPOEaHHOM | = E § g
MEMEHEHIA, OCYLUSCTENEHHOMD No- | o | & 2 e
CTABWMEDM. 3T0 NOETORHOE HECo- | ™
OTESTCTEWME, BLIHECEHHOS Mo TOMY g
HE NOGNYHETY Ha NpegLayLLan ay- E—
aure CHWE (2010} §

§ He npegcTaEneHs! cEMRETans- E McxooHas rpafauma He MEHRETCR
CTEE MOHWTOMHHIE XPEHEHWR ME- L™
OWMUMHCKOM  WEO0ENWA GO COOKOM g o E g
ApEHEHMA 24 MBCALA W YCNOBWMAME | = g = o
xpadeHun 2—E8 "C comacHo npoug- § E - 88 | 5| & &
oype (Me 12345) =l & S I -

o | & g8
r- &
L E
7 OrcyToTayar nonvtmea B obna- % 3TO HE ABNRSTCA OTCYTCTEMEM
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8 Croyrorayer Tpeabosadwe k Be- 5;_" ST HE ABNASTCH OTCYTCTEMEM
pufEaywd paapaboTed 8 CME npo- Ea Tpebosanus CME M HecooTeaTCTRY-
wagoguTend. Kak pesynLrar, wame- | _ § z HOILWEA NpOgyKuHA Oeina BsnyLleHa
HEHHA B HOHCTEYELMA Mogend XX a X ﬁ = HE peHok. Moaromy magagua Gyoar
He Oeine BepudrUMpoBaHs Nepean i z 4+2=0. OnHarD, TAK K2 MAKCHMAMN:-
= m
BEITYCHKOM HE PRIHOE. 370 NOBTOR- E g | ¥ g B e & | HO BOIMOMHEA Fpanayus 5, oHa Oy-
HOE HECOOTSETCTEME, BhIHECEHHOS | u E % B OET 3EaNMCcaHa Kax 5
Mo TOMY e NOGNYHETY HA Npagany- : & E
e anyaweTe CRE (2010 g e
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nuw XXM Mpogyer Bein nocTaeneHd E S E CME. 370 yeenwsveasT rpagaugwo
NATA NOTREDWTENAM E £ § % i . HE 1 00 ORoHYETENEHOR rpagaupe 4
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NMpunomxenwe OA

(cnpaso4Hoe)

CBafeHWA 0 COOTREBTCTEMH CCLIMOMHBIX MEMAYHAPOAHLIX CTAHOADTOR
HALMOHANEHELIM cTaHgapTam Pocchidckod egepaumm

Tabnwuya OA1

QIFAIHAYEHAE CO6 NOERaTD Cienehn DEAIHASEHES B HANMEHOBANKS COOTEETOTEY W END HALMOHANEHITD
MERAYHAPOAHON CTaHgapTa LTI T CTangapTa
FOCT P MCO 8000—2015 oCrcTeMbl MEHEDTKMBHTE Kaye-
b £ crea. OCHOBHEE NONDTHEEHUA W CROEIPED
FOCT 150 13485—2011 aMagenyn meguumHcere. CHeTaml
150 1.3485:2003 1o0T MEHEORMEHTS KaYscT2a. TpeboBadun OANA USNSR perynwposs-
HHFR
ISOINEC 1T021-1:2015 — .
IS0 190412014 IoT MOCT P MCO 19011—2012 «PyrosogAllne YEAZAHHA No ay-
' OUTY CUCTERM MEHELMMEHTAD
MOCT P 54421—2011 aPyroBoacTen no aygMTy CHETam Me-
GHTF/SGA/NZBRE 2008 MOD HEHMEHTE KAHSCTES MIANOTOBMTENSR MEQHLWHCKIAX MA0SMNE HE
- COOTEETCTEME pPEryrmpyioKMe TpeboeasrAM. Yacre 1. OSwme
TpabosaHnAy
GHTF/SG4MNIN:2010 - -
MOCT P 548871—2011 aPyroBoncren ng SyoMTy CHCTam Me-
HEPHMEHTE KAYSCTES WINOTOBMTENSR MEOMLHHCKNG WI0SNME HE
II =
GRTFBOMICLIR 180N, e COOTRETCTEME parynupyilvK TpebosadmAm. Hacte 3. Omert o
NPOBEJEHI BYQUTE
FOCT P 565748—2013 «PywoBofcten No aydMTy CuoTem Me-
GHTE/SGAMNEL 2010 MOD HEPHMEHTE KEHECTES WAMOTOBMTEMNSRE MEOMLMHCKIX WI0SMAR HE
' ; COOTEETCTEME PEryMHEYHILARM TpebosaHuAM. YacTs 4. AyauT He-
CHOMEXMX MPOMABOOCTBEHHEIX NNOWE00KS
FOCT P 56747—2013 «PyroBoacTen no aydMTy CuoTam Me-
GHTE/SGA/NE4-2010 MOD HE[HMEHTE KEYECTES WIrOTOBMTENER MEQMLMHCKIG WIDENKMA Ha

COOTEBETCTEME peryrmpyrwms Tpefosadaam. Macte 5. Ayaut
YNPABNEHWA NOCTABLLHEEMIS

BETCTEWA CTAaHOapTOB!

- IDT — HOEHTH-HEIE CTAHOSPThI,
- BMOD — moguduMpoBaHHEIE CTEHOAPTEL.

* CooTEETCTEYILWMA HALWOHANEHLIA CTAHO0ApT otcyToTeyer. Jo Bro yTESpsOeHUWA PEROMEHOYETCA MCNONE3I0BATE
MEpEE0E, HE PYCCKWA A3biE J3HHOMD MEXIYHAPOAHOM OOKYMEHTE.
Mpusesarue — B HAcTOAWEA TAENWULE WoNONE308SHE CREAYHHLME YCNOEHEIE DO0IHAYEHWA CTENBHW COaT-
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YOK C06.83:006.354 OKC 03.120.10 OKM 84 0000
11.040.01

Kmodeesie CNoBa: CHCTEME MEHEOMMEHNTA KA4YECTEA, MAOANWA MEJWUHHCEWE, HECOOTBETCTEMA, MDAgaUMA He-
COOTBETCTEMMA, ayduT Ha COOTBETCTEKUE perynupyiolms Tpebosaduan, obmed mudopMaumnein ans uenal pe-
MYNHPCEIHNA
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