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rocT P 557472013
Mpeaucnoeue

1 NOAroTOBNEH 3akpbiTeiv akyuoHepHenm obwecteorM «MEOW-TECT» Ha occHoae coboTBEHHOD
AYTEHTHYHOTD NEpEBs0a Ha PYCCKHR AJRIK J0KYMEHTa, YEAIAHHOTD B NyHKTE 4

2 BHECEH TexHM4eckim KOMUTETOM N0 cTaHdapTHzagqa TK 436 cYnpapneduwe Ka4ecTeom meqn-
LMHCHHX Waneniids

3 YTEBEPWIOEH WM BEREOEH B NEWCTBWE Mpurazom PenepansHoro argHTcTEA N TEXHUHeCKomMY
CEMYNTHPOBAHHID W METPCNOMK OT & HoRbpa 2013 r. Ne 1483-cT

4 HacToswMmin cTangapT ARNAETCH MogWOHMUMPOBAHHLIM N0 OTHOWEHHIO K MENAYHADoOHOMY DOokKy-
meHTy Uenesol rpynns no rmmoGansHo# rapsoddaadee (Global Harmonization Task Force = GHTF)
GHTF/SGA/NE4 2010 «PyxoBogoTeS Mo AYOWTY CHCTEM MEHELEMEHNTS KAYECTEA WITOTOBWMTENEN MEIKLIHH-
CKHX HIgenwl Ha COOTEETCTEHE pPerynupyolksM  TpetopaddAM. YacTe S0 AYIOMT  ynpaBneqds
nocTaswmkarmmns [GHTF/SG4/NE4 2010 aGuidelines for regulatory auditing of quality management systems
of medical device manufacturers — Part 5 Audits of Manufacturer Control of Supplierss) nyTesm WasMeHeHHa
erg cTpYETYDE. Mo aToM uoknoded paznen 3 « DGoCcHOEAMME s NDHMEHEHHOMD ODMIMHANEROID OOKYMENTE,
KOTODEIA HeyenecoofpasHo NPUMEHATE B HALUMOHANEHOM CTAHOAPTE B CEA3W C TpeDoBaHMAMKM K CTRYKTYDE
HauWoHaneHore cTasgapta Pococwiickol Pegepaunn, yoTasopneHkeiMe 8 TOCT P 1.0, a Tamke B CEAIM C
TEM, UTO COOEPMAHME NAHHOMD paznena sumodeds B sBegedves 1 paigen 1 « 30MacTe NpUMEHEHNAR Ha-
CTOAWErD cTaknapTa. CpasHesus CTRYKTYDEl HACTOAWETS CTaMOapTa oo CTPYKTYDOR YKadaHuHoro opuri-
HAMNEHOMD JOKYMEHTA NPUBSOEHO B O0NONHMTENLHOM NDHNOHEHKHA LA,

OpMrMHANEHLA TEKCT AyTEHTHYHOMD MepeBona MIMeHEHHEE CTRYETYDHLIX INSMEHTOR NPHMEHEHHO
dokysedta GHTF W 08 bRcHEHWE NPHYHH BHECEHHR TEXHHYECKWY WIMEHEHHR NpUESOeHL B SONONHWTENE=
O Npsnokernd 0.

MMpK NEMMEHEHHA HACTOALEND CTAHOARTA DEKOMEHOYETCA MCNONLADEATE BMECTD COLIMOUHEBE MEIy-
HAPOAHBIX CTAHOADTOR M JOKYMEHTORE COOTBATCTEYVIOWLME MM HALWMOHANEHEE cTaH1apTel PoccHitckol deqe-
payMn, CEEOEHNA O KOTOPRX NPMEENEHEl B ACNONHWTENLHOM NpUnosesan JB.

5 BBEOEH BIMNEPBEIE

Mpasuna NoUMEHEHUS HacmoRuweso cmandapma yomakoanessr @ TOCT P 1.0—=2012 (paaden 8).
Hudropmayua off UIMeHSHUaE K HacMoswey cmandapmy mynukyemcs 8 exeacdnom (N0 CoomaRHLK Ha
1 AHEaDR Meryweso 2oda) UuHghopMaEULTHROM WKasameans sHauuoHankHb5e ciiandapimely, 8 SuLUanen sl
MEKCTY UIMEHERUD U NOMDSE0K — 8@ EXEMECAYHNOM UMDOOMIULONHONM Yiadamene «HayuoHaNeHeLe cman-
dapmeis. B cnydas NEpecMompa (2aMenbd] LR OMMeHsl HECMOoAWess cnmandapma CoMmEsmome oL s
yeedosmnedus Bydem onybaukoearo & BALAATWEM SbLIMVCKe UHBODMILUMHROS0 YRAZAMENA sHauuoHank-
Mbig cmaddapmes. COOMEeMoMEyiowan UWiDopMaUL, yeedoMneNUe U MeKcmb! PAIMELLGIOMCT Makwe @
UHhopMaLLoHROD chucmere oblULEs0 ToNbI0EaHUA — Ha odhuyuansHoM calime QedepansbtNos0 a2eHmcimesa
Mo MEXAUYECKDMY DE2YNUOOSANLID U MEMDON0aUL 8 camu Mrumepram [gostru)

& CrangapTaHdgopn, 2014

HacToAWKA cTAHOART HE MOMET BbiTh NOMHOCTEK WM Y3CTHYHS BOCNPOWABEAEH, THRAMUDORAH W
pACNPOCTRAHEH B KadecTos ohUUMANLHOM WagaHMA el paspewens DenepansHoro aredTcTES No TEXHK-
YECKOMY DEMYTIHPOBAHKMD 1 METPOMNONM
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MoCT P 557472013
BeegeHue

HacToAwmi cTangapT ABNASTCR PYKOBOGCTEOM OMNA DeryNUpyioLWy Opraqon W oprasuaanMin, npoao-
DALMY AYORTE CHCTEM MEHEIHMEHTA KaYECTEa WITOTOBWTENEH MEOWUMHCKMXY HMAOEenwi Ha OcHOoBE nNpo-
WECCHOMD NOOX00a K TpeGoBaHHAM CUCTEMEl MEHELMMEHT KAUECTEA,

Mpumedadpe — B MOHTEKCTE HACTORLWEID CTAHAAPTE 2ayAMTs DIHAYZET 4AYIHT HA CODTEETCTEME PEryTia-
PRI TpEbosaHHAMS .

HactoAwxi ctasgapTt cneavert aa TOCT P 54421-<-2011 «PykopoacTes MO ayaWTy CHCTEM ME-
HEOHMEHTS KAYECTEA MITOTOBMTENEA MEJHLWHCKHX WAGENAH HA COOTBETCTEWE PEryNUEpYIoWKM TRehonanm-
aM. Hacte 1. OSwwe Tpebosanwas u MOCT P 54852-2011 «PyKOBOOCTED M0 ayQuTy CHCTEM MEHETEMEH=
Ta KAHECTEA WAraTOBMTENSR MESWLIMHCHHX WIOENWA Ha COOTBETCTEME PEMYNWDYIOWWM Tpeboeadnan. HYacTk
2. CTpaTterus aygdran.

B ero ocHOBE NEHT NPHHLKE, HanoxeHHesR B paagene 3 gokysedta GHTF/SGIMNAT a«CucTema me-
HEOwMeHTa kadecTea. MeguuMHckie WanennA. PysoeogoTan no ypaEneHW NpoOysLMei M yoryram, no-
AyH3EMbIBAA OT NOCTABLKKOES.

oB pamiax cVWeCcTEYIOWEH HODMATHEHO-NPAE0BE0A Daikl TEPMAH «MArOTOBHTENRE: MOMET ObiTe ONpe-
AEneH No-pazqcmy. O0HaKD KEaxgsEA PErYNMDYIOWKWA Oprad, B KOHEYHOM CYeTe, BOINarasT Ha WarcToBMTE-
NA MEJWUHHCKRY MA0en4il cTEETCTEEHHOCTE 38 coBNodeHe HODMAaTHEHbIX TPeDoBAHWA CHCTEMEl MEHB L%~
MenTa kadectea (CMKL HMaroToaWTeNs, KOTOPRIA, B KOHEYHOM CYETE, HECET OTRETCTEEHHOCTE 3a CMEK, He
MOWET OTKA3ATLCR (N0 KOHTDAKTY MW HHBM 00pazom) 0T CEBOMX oDR2aTensCTE W OT OTEETCTEEHHOCTI 33
Ny WK Bce dyHELWK B DaMESX CHCTEMEl MEHBOHMENTS KaYecTEa. JTo 0IHAYART, YTC OTESTCTEEHHOCT
33 COGMKGEHWE TREBoBaHWE K CHCTEME MEHEBIKMEHTE KAYECTEA HE MOMET DbiTh BOINOMEHA HA NoOCTABLLM-
K2 NpOOyELIME U YCOYTs.

i
Pa3spaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 3/12
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-55747-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=47536
https://gostexpert.ru/gost/gost-55747-2013?utm_source=pdf&utm_medium=47536&utm_term=page

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 4/12
CTpaHuua OoKkyMeHTa - https: tExpert.r t t-55747-201


https://gostexpert.ru?utm_source=pdf&utm_medium=47536
https://gostexpert.ru/gost/gost-55747-2013?utm_source=pdf&utm_medium=47536&utm_term=page

rocT P 55747—2013
(GHTF/SG4/NE4:2010)

HAULWOHANBHBIA CTAHOAPT POCCHMACKOW EOQEPALMUM

PYKOBOOCTEO NO AYOQWUTY CUCTEM MEHEOQ¥MEHTA KAYECTBA M3rOTOBUTENEN
MEQWUMHCKAX M3AENKMA HA COOTBETCTEBME PEMYNUPYIOLWWM TPEEOBAHMAM

YacTe §

AYOMT YNPaABNeHMA NOCTAE LMK MK

Guidelines for regulatory auditing of quality management systems of medical device manufacturers. Part 5.
Audils of Manufacturer Condrol of Suppliers

Oata eeenenuna — 2015—01—01

1 O6nacTe NpUMMeHEHUA

HacToAwMi CTaHOapT ABNAETCA PYKOBOACTEOM ANA NPOBEIEHWA ayOUTa NOCTABLUMKOE NDW OCYLWECT-
BMEHMK NpoUecca aaxynok. Mpr NpoBegesv ayauTa NocTaalwukos HeoBxoaMmMo NoNLI0BaTECA CTaKapTa-
e TOCT P 24421 n NOCT P 32882,

HacToAwwMi cTaMQapT CoQemMUT SONOMHHUTENEHYD WHDOPMAaLKIO O CTRaTervy NPOEEJSHWA ayauToR
PErYNUDYIOWKMA OPradamy, ayguTopCKMMH OprasnIauMAMK W ayouTopamMiK NpM OCYLUECTENEMHH ayouTa
NPOLUSCCA 3AKYNOK, 8 TAKKE NPK NEOBEAEHWA AYAUTOR NOCTABLLMKOE MIFOTORMTRNEM.

[MaBHaA LWENk HACTOAWErD CTAHQAPTa JaknkyaeTca B obecnevennd Goneled NocNedoBaTe NeHOCTH
NPK NPOBESEHKA AYOWUTOR — HE0GX0OUMOCTH FADMOHMIILMA W BIAMMHOND NPU3HAHKA PEIYNETaTOD ayOuTa.

2 HopMaTuBHGIE CCLIMKX

B Hacmoajesd cmakidapme UeNoMbIoeaHsl HODMamueHhg cobiMil Ha cnedyiowue cmandapmbi.

FOCT P 5442-2011 Pywosodomao no aydumy cucmen Mayeddadma kayccmes i22omoaume-
Nedl MeduiuMckuy uadenud Ha coomeemomeus Desynuoyiowis moebogakuss. Yacme 1. Obwwe mpebo-
ganua (GHTF/SGANZ28R4: 2008, MOLD)

MOCT P 548822071 Pyrkogodecmeo N0 aydumy cucmeM Medsdkdenma Kavecimea Uasomoeumeaned
wMeduyUHCKUY P20TUD Ha COoMaemomans peayNupprwiur mpebogakuas. Yacms 2. Cmpamesun ayduma
(GHTFSGANINRZ0: 2008, MOD)

FMOCT P 545881-2011 Pyrkosodemeo Mo aydumy cucmes MedsdxWenma Kavecmea U2somoeumansd
wmeduyurckey Uz0eNul Ha coomeemomens pasynupwowus mpetogasusn. Yacmes 3. Omyam o npogede-
Hul ayduma (GHTFRSGESNIIRTE.2007, MOD)

FOCT P 557482013 [GHTFSG4MNEE2010) Pyrogodcmean no aydumy cucmen MedadsMenma ka-
HECMED Ui2cmosumensl seduguMcruy  padenul Wa coomBEEMCMEUE PESynupyowLs  mpelosaniUam.
Hacme 4. Aydum HeckINEKUX npoussadomeentsix Tnowadox

FOCTISA 3000-2011 Cucmemid Meredsodenma kavecmad. OcHoeHBIE TONOREHURA U CA0Ea00

MOCT 150 13485-2011 Madenua Meduuuickue. CucmemMb! MeRedxmesma kavecmas., CucMemMibIe
mpeboeganud JNs Lenal peaynupoeaHun

Mpuumedadue — MNpd NoNEI0EaHMH HBCTOAWMM CTAHOAPTOM LENEconBpaiIHo NpOBEpATE SEACTEVNE GobI-
MOMHBIE CTEHOEPTOE B MHDCDMAUMOHHOR ClCTemMe 0DWErD NoNEIcEaHMA — HE SEMUHaneHoM cadte PenspansHorag
ArEHTCTEA NE TEXHAYSCROMY DEMYITHPOBEHHED W METRONOMK B CETH FIHTERHET MMM N0 emarogHony Mo prMagsoHHomy
yraaaTenn dHAUWOHANLHLE CTEHOEPTHEY, KOTOREA onyEnMEDEaH No COCTORRAK H2 T SHBAPA TEXYWETD rona, W no Bel-
MYGEAM EMEMSCAYHON HMHhOPMBUMOHHOIG yEa3atans «HauWwosansHele STaHJapTeY 38 TEEYMA rog Ecnw aamsawad
COBINDHHEIA CTEHAEPT, H3 KOTOPRIA O8HA HEOBTWPOBEHHAR CChIEA, TO PEROMEHIYETCH MCNONEI0EETE QERCTEVHILLYHD
BEQCHH 3TN CTAHAEPTA © YHETOM BC0ODN BHECSHHLIE B GEHHYED BEPCHAH WIMEHOHWA, ECMM 38AMEHEH COLINDHHEA CTEH-
OADT, HA KOTOPRA JAHa GATHROBEHHAA COBIEE, TO DEXOMSHSYETCH WMCNONES0EETs BEPCHED 3TOM CTAHOARTA © YR33EH-
HEM BELUE TOEO0M YVTESPMOSHWA (NPHHATHAL ECnie nocng yTESDSOEHHE HECTOALEN CTEHSAPTS B CORMOYHBIR CTaH-
AADT, HA KOTOPEIA AaHa OATWPOSSHHEA CORJIED, BHECSHD MIMEHSHWE, 3aTPArHeayes NonikeHHe, Ha KoTopoe O8HE
COLIMKA, TO 3TO NONCHEHWE PEKOMEHIVETCH NPMMEHETE B3 yYeTa NaHH0rD BiMeHeHHA. Ecnie coRnoyEsiA cTannapr
OTIMEHEH DRI 3aMeHE!, TO NOMOHEHHES, B XOTOPOM DAHS CORINMEA Ha HETO, DEKOMEHOYETCA NPUMEHATE B 4ECTH, HE 33TPAa-
IMBAEHILLERA 3Ty COINKY.

Mapanue oduunanbHoE
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rMoCT P 55747T—2013

3 TepMiHbI U ONpegeneHna

B HacTOAWEM CTAHASDTE NPUMEHEHE] CIENYVHILIAE TERPMMHE © COOTBETCTEYIOWIAMA ONDEaETEHAAMA
3.1 nocrapwwe [supplier): OprasviauvA WNWd NdLo, NpeiocTapnfiowde npogysuwo. (TOCT 150
9000, 3.3.8)

Mpumep: npouzsodumens, oNMoaux, npednpusmue poIWuyHold mopzoenu unu npodaaey
ApodyKULUL, UCROMHUMENE YCAYU, OcMagjuy UHBopMILLUL.

MpumesaHnA
1 - Mocraswms MoweT BuiTe BHYTREHHAM MM BHEWHHM N0 OTHOLBHKE K OPrEHHEEUNH.
2 — B HOHTPAKTE MOCTABWMEE MHOMDE HE3RIB80T #NOGPROSHEOMY .

B pamMkax gamHors cTaddapta, NocTapwme AENALTCA OpraHHIanMer un QUIndeckuM NHLoM, He Bxo-
AWk B CME warotoedTenA.

HacToAW KA CcTasgapT pacnpocTRaHaeTCR Ha TeX NOCTABLWMEDS, KoTopee He BxoaAT B CME waroTopk-
Tend. Ana nocTaswMeos, axogawpy 8 CME waroToadTend, denoneayiate NOCT P 55748,

B kouTEKCTE ayOoMTa MAroTORMTENEN MEOMUMHCKAX MIOENWA 3TO ONPEOENeHnE NPUMEHARTCH HEIE8 K-
CHUMO OT IDPHOMYECKHE W DUHAHCOBRX BIANMOOTHOWEHHIA BEHOY HIMOTOBHTENEM 1 NOCTABLLIMKDM.

3.2 warotoeuTens [manufacturer). Moboe DHAMYECKOE KW IODAOWHECKoS TKUC, OTEETCTEEHHOE 33
NpOEKTHROBAHWE WM NROMIE0ACTED MEJUUMHCEOrD MIOENWA © Uelbio HITOTOBW T MEJULHHCKOE HIgenWe
ONA WCNoNeI0EankA Nog CEOWMM MMEHEM, HE23aBWCKMS OT TOMD, CNpoEKTUDOEAHD WHWNW NpoyIeegeHs 310
MEOHUMHCKOE MAGENHE BeILWEYIOMAHYThIE MTHMUOM MK TPETEEN CTODOHOR OT ero Maedqs. {GHTF/SG1/NDSS)

M PEMEYHdHWAE — TE'FMI-'E'H IIB-I-'I[.JT'_-,'B‘..I'II:HH-IT'I HAMOTOBATENE® MHOMO:E HCMONB3YETCA ONA TeX HArOTOBMTENEA,
HOTOpEIE Nepagdand Ha i:'_-,'Enu,.r:.pﬁ.u. NOYTH BCE NPOUBCCE NPOSETHROEBIHWA. NPON3BOOCTEA W OPDYrHE, CEA3dHHEE © BERLIBO-
ADM TOTOBEOND MEgALMHCEROrD B3genvs Ha peHOE

3.3 BaMHLIA NocTaswwMi (critical suppler): MNocTapwMk, EOTOPHA NOCTABNAST MATE WA, KOMINEK-
TYIOLIME HMATENMA WM Yoy, KOTOPRE MOMYT NOBNWATE HA BeacnacHooTeE M AECIAYaTAUMOHHLIE KIYecTRa
MaQEnHA.

Mpumeyd HHE — B LOHTSKCTE 8YOWTE WITOTOBMTENSH MEOWMUWMHCKHE M308NHA. BEHHEIN NOCTASWHE REMRAST-
CF NOCTEEWMEDM TEX NPOEYELHK HNK YCOyT, HECODTEETCTEMA ROTORLIE YETSHOBNEHHEM TRED0BaHMAM MONET NPHEESTH K
HEOBROCHOSBAHHOMY DWCKY ONA NAUWEHTE, BPEYa MNK TRETEME DAL, WOH MOBET NPHEECTH K 3HEYHTENEHOMY CHHEEHED
NMPOHABOOHTENEHDCTH. 310 Tam®e MOonyT DeETh NOCTABLWMEY YCNYT, ROToPkLIE Heobxogumel gnA cooTeeTeTEMA CRK wm
CODTEETCTENA DEFYNMEYHWAM TRE0OBSHMAM, HANPUMED, BHYTPEHHWE SyOWT NOODAOHLE OPMEHMEE0AA M YIOorHOMo-
YEHHLIX NDEQCTEEMTENER, PACNONDHMEHHLIX HE TEDRHTORKKY EBpocalaa.

4 MpUHUKMNLI ayauTa
4.1 OBwwe NpUHLKHNLI

Mpouacc YyNPaBNeHAA JaKyTIESMIA NPW aYOHUTE WaroTOBWTENA Jonsed SkiTe NPOBEREH B NEPBEYI0 04E-
pedk. AYOWTODL MOMYT pykoBoOCcTEOBaTeCA MOCT P 34882, a Takwe GHTF/SGINAT2008. B 3aBrcHMoCTH
OT Takvy QaKTOpoR, KAk PRIYNETAT CUEHEM NOCTABLWKOE, YPOBREHE BXOGHOMD KOHTRONS NPOAYELWA, 8 TAKKe
OT KPWTHYHOCTA NPOoUeCccos, Nepegdanibis Ha ayTCOPCHHD, ¥ Oprada no oueHKe COOTBEETCTEMA MOWET BO3-
HHEHYTE HEODXOOHMOCTE B ayOWTe NocTaBwkka (oM. 4.2).

Mpouacc yNPaBNeHua I2KYTIKaMIK CledyeT paccMaTpHEATE KAk OCHOBHON NPOUSCcs ONA TeX HIroTos K-
TEN2K, KOTOPRIE NEPEgaKT HA SYTCODCHHT OOHOMY MMM HECKONLEAM NOCTABLWEAM OCHOBHBIE BUObl DEf-
TENLHOCTH, TAKWE K3K NPOSKTUDOBAHKWE W PazpatoTy WHMKW NPOWIB0acTeSD.

Lens ayauTa npouecca yNpaeneHda 3aKynkami — NpOBepHTE, MOWET MM HIroTOBWTENL, YIPaBNAA
ATHMK NPOUSCCAMH, 00SCnNaqYyTe, 4Tobbl NDOOYELKA, KOMANeKTYIOWNE, MaTEpWanst ¥ yonyrk, nocTaEnae-
MBE  SMY NOCTARWKHKAMA (BENIOYaA NOADAZHHKOE), COOTEETCTROEANK YoTaHOBENeHHbM TEebosadam. 310
ocofeHHo BAMO TOMQa, KOTGa roTo8as NpogykyMa WK yonyra He WMoweT ObiTe NpoRepeHa NocpegcTecM
TEXHAHECKOID KOHTRONA (HANDUMED, YCNYNA N0 CTEDMAWIAUNA).

MpK NpCEadeHW ayaMTa NpoUBcca YyNpapneHHA 3akyNEamn JomeHbl BbiTe NpEaNPHHATE CNE0YHLWWE
CCHOBHBLIE WArKH B COOTEETCTEMK C pUcyHED# 1, npueegedsom B MTOCT P 55748,

a} cneaveT yOROMTECA. 4TO NPOUBOyPsl NPOBESEHHA OUEHEW NoCTaswMkoR Owind paspaboTadis
(FOCT 153 13485, n.y 4.1
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rocT P 357472013

1] NDoUECE YNPABMEHMA J3KYNKAMK ANS MATOTORMTENA W NOCTABLYWES,

2] Ngoueqypa yNoaeneHH A NocTABLUMKAMK,

b) cnegyeT yOeOMTLCH, YTO0 WAFOTOBWTENE OUSHWBAET ¥ NOAAEQHKBEAET IDPEKTHEHLIE MEepL yNpaB-
MEHKA B COOTRETCTEHM C YCTAHOBNE HHER K TREeGoaaHWAMK (TOCT 150 13485, n.7.4.1)

I KpWTEDHK OTEODE NOCTABLLWER W NPHUHATHE DELLESHAR,

2 NPapoMoYHOCTE BLIGDPa NOCTABWMWES,
3) AOropopHEE OTHOLWEHIMA C NOCTABLLMKDM,
4] M3MEHEHWA METOOONOMAA YNPABMEHAA M BEAeHKR JAaNHCeR,

c} cnegyeT yOeOWTECA, 4TO M3rOTORWTENL TAPAHTWRYET COOTEETCTEME TEXHWYECKMX TpeboBaHWi K
MPOOYKLUMK W yCnyram, KoTODbIE J0MeHb BwiTe obecneyYeHsl NOCTIBWMHKAMK, 3 TAKKEe yCTaHoBWN ofRza-
TENLCTES N YIPEEASHWI0 PUCKAMA W OCYIRCTEAAET HEODNOWMEE MEDL M0 YyNPAENEHA prckasia. (TOCT
IS0 13485, n.7.4.2).

TexHWHECKHE XAPAKTEPHCTARM, TReBOBEaHKWA, NPOUEOYDEl H pabodue WHCTPYEL WA

1] BOKYMEHTHPOBAHHBIN NEPEYEHD BEIABNEHHEE PHUCKOR ONA 3AKYNAEMEIX NPOOYKLKA K YCNYT, 3
TaK#E BIAMMOCEAIL © NPOEETARCRAHNEM W NNEHNDORAHNENM,

2] OOBYMEHTHPOBAHHEIE TPeGoRAHWA K KAYSCTRY,

3) BOAMOKHOCTE CUEHKA NOCTARLWKDE;

4 KOHTRaKTE, 338336,

d) cnegyet yOeOWTECA, 4TO 3anWcK o0 CUSHKE NOCTABWMKSE NOLOSMKWBAKTCA B pabode COCTOAHMM
IMOCT IS0 13485, n.7 4.1

1} OTHETEl MO 8y a9TY.

2 OaHHLIE © NOCTABWMES (hadn NOCTABLWMES) (HANPUMED, HIMEHEHWA B YNPABNEHWH, peayneTa-
Thi AYQWUTOR, KOPPEKTWUDIOWME M NDEgYNpesgamnlme 0efcTarA, 1 1.0.);

3) MNEOTOKONEl BCTREY C NOCTABLYMEOM,

41 KODREKTHDYIOLWE 1 NPEOYTPEXOaI0WHMe JeACTEUA GNA JaKyTIae ML NPOOyKLMK 1 YCIyT,

5} BEpMPHEALMA 3AKYNNEHHOE NPOLYSELMK,

@) CNeqyer YoTaHORMTE, Y4T0 BepudivkaUMa 380y nasmoil NROOYKLKMKA U YNy oTeeYasT Tpefonadmam
(TOCT IS0 13485, n.7 4.1}

1} 0O0BpeHHLIE NPOUeOYPE ONA 38KYNAeMOR NpoDyELLAK,

N TexsMdeckde TPeAoRAHUA M METOOUEN,

1} 3a0CKYMEHTUDOBAHHEN NPOUECE YNPARMEHHA JaKyTIKaMM ONA MArOTORMTENA W NOCTABLLMKA .

QueHka YNpapneHHa NEoYeccomM 18Ky Noy OCYIMECTENASTCA Ha OCHOBIHKK NOMYYEHHBX DEIyNETATOR.

4.2 Pewenne 0b ayonTe NOCTABLWMKOE

AT pELEHWE GOMHD NPHHWMAETECA B CooTEETCTaEWA c TOCT P 52421, n.7.4.4.

AyOUTODE J0MEHs 0B0CHOBATE HeCONOGWMOCTE NPOBEOSHWA ayguTa v nocTaswwea. [MprYkHL ans
MPMHATHA PEWSHAA O NPOBEOEHWA AyOWTa ¥ NOCTABLWES D0N#HHE BhiTe JAQ0RYMEHTHPOEaHL. PewaHde
AOTEEHT YHATEIEA T

a) HopMaTHEHBE TpEDoBaHWA,

B) KPUTHYHOCTE JNEMEHTOE W NPOUECCoR, OOYVCNOBNEHHEE BAWAHKEM, KOTOPOE JaKynaeMeli Tosap
WIW YOMYra MOMET OK31aTh Ha NOCNegyioWne cTAGKW HHIHEHHOTS UWENa NPoayELMKd WNK Ha roToBYID Mpo-
AYRLLAR,

KM THYECENE INEMEHTRE WNK NPOLEcokl MOrYT BENIOYaTE:

1) roToBYKD NPOOYKLHE,

2) NEpEMYHYKD YNAKDBKY,

3] CTepHUNKMaaLKI;

4] OpyrHe aHancriYHsIE chysad, Koraa cooTBeTCTEME MOT0B0NS MEQAUWHCKDIID WIZJenka B 3HaYWTen b
HOW MEpEe ONpEJENREeTcs OeATenbHOCTRI NOCTABWMWES W WIrOTOEWTENL HE MOMET NPpoJemMOHCTPHDOEaTE
AOCTATONHBIN EOHTPOMNE 38 NOCTABLMKOM NOCPEOCTAOM YNDAENEHHA IAKYTIKAMK W BEDAMHEALMK A3KTINEH-
HOW NDOaYKLWK,

5) OOroBOpHES CTHOWEHHA C MCNETATENBHEMKE NE00DaTOPWAMN [HANPUMED, WCNETaKKWA Ha Groco-
BRMECTHMOCTE);

G) Yormyrd (HanpWMED, NECeKTHPOBaHKE, NOCTABKE, CUSHKE COOTEETCTEWA DEeryNMpyiowms Tpedosa-
HHRM],

T MaprrpoRKa.

n PHMEYHaEHME — CTEETCTREHHOCTE 38 onpeerasie Tord, KEEMe 3NeMaHTel ANy NpOecChl REMAKITCR HDW-
TEHECEWMA W EdE OHIE YNPEENAKITCH B DEAMEIX NPOUSCCH YNPEEMEHAR J8EYNEIMKE, NEXAT Ha H3rdTdgnTans. ST0 TRKHEA
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Ej‘.ﬂ.ET JHBHCATE OT JEFRTEMBHOCTH Mo MEHEOMMEHTY PUCHA. Tem He meHEa, SYOATOPCEER ORrasazauth MOEET MPEMHATE
PRLEEHAE O NOCRLEHAN NCCTESWWMKEOE. KDTORES, N MHEHHED ASMMTOBHMTaNA, HE ABENRHOTCA KDHATHAYECEAMA.

C) peayneTaTk ayouTa NpoUEcca 3axyNoK M OpyTMX Npoyeccon. MHbopMalKa, NonyYeHHan B peayne-
TaTe ayouTa MOMET BIMOYaTE:

1} MHCBOEMAUMID © NPOUSCCAR MUIHEHHOMD LMKNA NEOAYELMK, BEMOYAA DaHHLIE BXOLHOMND KOH-
TPONA W YNPABNEHAA NDOHABOOCTROM,

Z) OCYLECTENABTCA N MATOTORMTENEM NPOBEDKE NPOOYKLMKM KM YCOYTM,

3} ELSBNEHHWE HECODTEATCTEYIOWEN JaKyNNEHH0R NRoAYELYH Ha Gonee NoagHem atane npona-
BoacTaa)

4} ACCTaToqHa N KHPOPMaLKE KW OPYTHE JaHHBI2, OTHOCALWMECA K NOCTABLLHKAM

5} cepThdrykposada nd CME nocTaswmea TpeTeeR CTOROMOR W ABNAETCA MM 3Ta CepTHhMEaALKSA
NpHEMIEMoN;

d} oTEETHRE GRACTEWA Ha NOCTNDOOaMHYH MHODMa LMK,

1} OCYLLECTENASMBIE KOPPEETHRYHIWWE OBRCTEMA, BAMAIDWLWE HA NOCTABLMWKOE NPOLSCCoR Wk
NOCOYELHAK,

Z) Hanobkl, EACIINWWECA NOCTABLLHKOE NPOUSCOOR WA NPOOYELHE,

3) NoNy<eHae MHMoOpMALWMK C DaIHEA, HANPUMED, DE3YNTETETOR KNMHWSSCKAX WCCNEO0RAHMEA, KC-
CReOoBaHA, NPoa0IKMBX HATOTOBMTEMNEM, ODWECTEEHHLIX ACCNBO0BEHWR W aHANOMMHHOR MHEGDMAL KA,
OTHOCAWSNCA K NOCTABLLMEANM NPOUBCCoR MW NEOOYKLMH,

4.3 AYyaWuT NocTaBLMKS

Liens ayaura nocTaBlyweEs CocTouMT a;

- NOOTBEQHAEHMA MATOTOBMTENEN, YT0 YNPABNEHWE IAKyNKaMK ABNAETCA e THRHEM anA
OfBCNeYEHMA COOTREETCTEMS 3axyNNEHHOR NPOOYKUKMIA YCTAHOBNEMHEIM TpEBoBaHMAM;

- oUeHKE cNnocobGHOCTH NOCTABLLMES NOCTARNATE NPOOYELIMIO MMA YCNYTY, KOTODEIE COOTEETCTEYET
YCTAHOENEHHLIM TREG0BAHMRM HITOTOBWUTENA, BKMYAR TPRGOBAHNA K KAYECTBY.

M DHMEYEHWE — TOYHRE LENKW MOMYT BE3DEUP0BATEEA B ZABMCHMOCTA OT CTEMNEHN perymaposaHs.

AYIAT NOCTABLMKCE JONHKEH OCYLUECTENATECA KaK HacTe ayguTa Npouecca Jakynox. 370 HE SOoNKHD
JaMEHATE AYOMTE BTODGR CTOPOHOR, OCYILECTENASMEE OT HMEHW WArOTOBHTENA,

AYONT NOCTARUMKOE NOIBONEET OUEHNTE BRINOMHEHWE 3ahUECHpOBaAHHEIX B COrnaleHns TpeloBanMi
MENDY OBYMA CTOPOHAMM, NDEOLABNASMBIY MITOTOBMTENEM K NOCTARWMEY. [JOCTATOMHOCTE COMMalleHHa
OorHa BalTe OUEHEHA HITOTOBWTENEM KaK YacTk aygWTa.

xoTA cradgapT FOCT IS0 13485 wnK gpyrie HopMaTHBHEE QOKYMEHTEl MOMYT GblTh HCNONBE3I0BAHE
ONA OEA3AHAA NoMOLW B NPOBEDKE NPWIOGHOCT W CNONHEHWA COrMALLIeHHE, ayauT nocTasilyka He obRaa-
TEMNBEHD OUEHWBATE KEK COOTRETCTEME Boery TOCT 150 13485 1WnK Opyromy HOPMaTHBHOMY JOKYMERTY.

NioGoe HECOOTEETCTEME, IAPEMHCTPMDORAHKOE B X008 ayAHTa, KaK NPasqdno, AomsHo GelTh 3agoKy-
MEHTMRORAHO, ONA Tors, YToDL NOCTABMTE B M3BECTHOCTE MATOTOBMTENA.

MpuMmesaHume — HeHOTOPSE PEMYIMEYIOWME DRraHe MOMYT NOTRE0oBEaTE, 4T00E HECOOTEETCTEHR DEINK
anpecosaHkl HENOCPSOCTESHHD NOCTASLWMRY.

4.4 OTUeTHOCTL

JaHHeie No ayauTy NOCTaBwMKa moryT OwiTe OTpaMEeHsl B AyOMTOPCKOM 3aKNKYEHHH MITOTOBUTENA
WNK MOrYT BeiTe NPEOCTAENEHS] B OTOSNEHOM OTYETE.

Ecni aToT oT4eT SENASTCA wHopMauWein of ayguTe 0OHOro U3 NOCTABLMKOD, CNEeJYeT YeTD yKa-
AT NPMYHHY NPOBEKA.

MpumedadHde —HeCMOTpA HA TO, 4TO OTHET MO AYONTY MOMET SbiTk A00ECORAH HINCTOBKMTENIK,
d HE& K MOCTABLLMKY, B HEKOTODBIX MPMAWHECKWY CHMTYaUMAX OT4ET No ayauTy MOEeT OTHOCUTRCRE TONBKD K
NOCTaBWMEY.

Ha WaroToRMTENA BOANAFaeTCA OTEETCTERHHOCTE NOo OBCYIABRHMIO DEIYNLTATOR AyANTA ¢ NOCTABLL M-
KOM W NDHHATHIO NI0GLIX HeoBX00MMBIX MED.

AYOWTOPCKAA OpraHuaauMa OOMKHa 3a00KyMEHTHDORATE ofocHoBaHWe ONA pewenka of ayguTe no-
CTABLUWKOR. OHO MOKET GblTh BEMIOYEHD B OTYET NGO ayOUTY, MoMEeT GeiTe NPEACTARNEHT B BUOE OTAENBHOTD

4
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OOKYMEHTA, COINIHHOMD B DaMKax NOAMCTORKW K ayouTy. OBocHoBadwe DonmsHo BeiTe JaBeplUeHo nocne
ayoura.

Mpumedadue — Hexoropele perynvpyilWMe OpraHsl MoryT noTpeboeats 00oCHOBAHKMA B ChyHE8 HENpo-
BEOEHARE BY0HTA KPUTWHECKHE NOCTABLMKDE,
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NMpunosenne JA
[obR3aaTensHoE)

CpaBHEeHHE CTPYKTY PRI HACTOALWLEND CTaHOapTa co CTPpYKTYpOor aokyMenTa GHTF/SG4/MNE4: 2010
«PYHOBOOCTED NO aYAWTY CHCTEM MEHEOKMEHTE KAaYecTEa HAMOTOBWTENEA MBOWLWHCKKHI
HIOEeNWW Ha COOTBATCTEBHE PerynHpyrollMM TpedoBaHWaM. YacTe 5. AyauT
YNpARNeHWA NOCTaBLWHAKIMHR

TaGnuwua dad

Homep pasnens HaCTORWEND CTaHapTa Howep paiagena pokymedta GHTE
Beegasne 1.0 Beagenwa
1 QGnacTe NPHMEHEHHA 2.0 08nacTe NpUMaRaHWR

- 3.0 0BocHoBaHWe

2 HopMAaTHEHES CObUAREA 4.0 Hopra THEHEIE CObIAEA
3 TapmuHbl W ONPESENSHMRA 5.0 TapMuHel W DNPEgeneHng
A TpHLUKNE] @yOuTa 5.0 MpyHumne ayogutd

NMNpunoxenns 1B
[oDR3aTEnBHOE)

TekeT MIMEHEHHLIX CTPYETYPHEIX IMEMEHTOR HACTOALEro CTAHOAPTA M OOKYMEHTA
GHTF/SG4/NE4: 2010 «PykoBoacTEO NO AYAWTY CHCTEM MEHELMMEHTA KAYECTEA HANOTOBHTENEH
MEOWMLWHCKHY H3OenWA Ha COOTEETCTRWE PETYRHPYIOLWHMM TpeboeaHHaM. YacT 5.
AyauT ynpasneHda NOCTABWLMKIMME

Terct pazgana 3 gokysanta GHTFSG4AMEL 2010 oPyroBoOoTED N0 SyauTy CHCTEM MEHBQRMEHTS KEEYSETEE M2-
FOTOEMTENSH MEQWLHHOENE MA0SNHA HE COOTRETCTEWE PEryNUpYHIWWEM Tpaboearurm. Hacts 5. AyauT ynpasnesnd no-
CTABLMEEMAY HELENECODERAZHD NPHMEHRTE B HELAOHANEHOM CTAHOS0TE 8 CBRIW © TReSosaHUAMK K CTRVETYE HaUMo-
HENBEHHT CTaHgapTd Pocowdckol Sagepaudd, yeTaHoeneddsmd g8 TOCT P 1.0, Tekct pazpana 3.0 «DBocHoeaHnes
MPMMEHEHHOM OPAMMBENEROND QOKyMEHTE UsnacoolpazHedn esnuynte B sBagerwas v 8 pasgen 1 «OGnacrs npumadae-
HHFAY HACTORLWETD CTEHOBPTA.

3.0 OBocHoBaHKME

HacToRWME AOKYMEHT MPELOCTABNSET AONONHATENEHYH) HHIPOPMALMK D CTRATENESM AySMT0E PEFYMHDYILAMKY
CPTEHEMW, BYOMTORCHMAMK COraHI3aUMARE 0 BYVQMTOPEME NPH DoYILBCTENEHAH 3YQHTOE NPOUStea 3aKyN0E, 2 TADKS NpH
MPOESZEHAN AYSWTOE NOCTAEWLWKOE WATOTOBH TENEM.

MasHas Lenk pYYO0ROACTES 38KNOHAETEA B 0ORCNEYEHHN BoNLLWER NoCNedoEa TENEHOOTA B NPOBEIEHAA 3y41-
TOE — HeDDxX0OMMOCTE FAPMOHAZELWA 1 BISHMHOM NPYIHEHWA PE3yTIETATOR BYONTA.
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Mpunomenwe OB
[{obRzaTenLHOE)

CeageHWA O COOTEETCTEMHA HALUWOHANLHEIX CTaHaapToR PoccHicHoW Pegepaumm
CCLINOYHLIM MEMOYHAPOAHLIX CTAHAAPTOE (MEROYHAPOOHLIM OOKYMEHTaM)

Tabnwuya OBA

OEDIHaHRHAE CORMIYRHOTTD HAUKOo- CrensHe DEo3HaqueHie 1 HIMMEHOBAHHE CORMOYHITD MEKOyHAPOOHO-
HANLHOrD CTaHgapTa Poccrickon COOTEET- o CTEHOEPTA
e e paUwe CTEWA

FOCT 150 8000-2011 IoT ACD 9000:2008 «CrcTenb MEHEOMMEHTE kEYecTEa. JCHOE-
HLIE MONOHEEHAR W CROEEp5S

MOCT 150 134852011 IoT MCD 13485:2003 «Magenns megmuMHcEwE. CHCTEMB ME-
HEOHMEHTA Ka4ecTEa. TpEDOBEHMA ONR UENER perynvposa-
HHA®

FOCTP 54421-2011 B GHTFSG4MZBR4-2008 «PywoeoocTan no SyOuTy CHCTEM
MEHEOHMEHTE EEYECTES METOTOBMTAENEA MEGQHUMHOEME nage-
NWA Ha COODTBETCTEWE DEMYNEDYIOWMM Tpebosaduas. Macte
1. Dbwme Tpeboeansy

FoOCT P 54882-2011 BT GHTFSG4MIDRZ0:2006 oPysoBoOcTeD NO ayouty CHCTEM
MEHETHMEHTE EEHECTES MATOTOEMTENEA MEQHLMHCEAR wage-
NYA HE COOTESTCTENE PEMYNUERyRWe Tpabosasiam. Macts
2. Crpatenin aynouras

[OCT P 54881-2011 BT GHTRSGAMI0R20:2006 «PyroBogoTeo No ayquTy CHETeM
WEHEPHMEHTE KA4SCTER MATDTOBMTENEN MESHLMHCHAX Hage-
NAHA HE COOTHETCTEWE PArYMIMPYHIWWMM TpEDoEaHEAM. YacTe
3. 074eT o NpoESgeHH ayauTas

[OCT P 55748-2013 IO GHTFSG4MET 2010 «Pyroe00cTen No SYOWTY CHOTEM ME-

HEQHMEHTS KEHECTES HAMOTOEMTENSR MEDHLMHCENE Ma0anu
HE COOTBETCTEME pEIYNHDYIWan TpefosannAm. HacTs 4.
AYAWT HECEONLEAE NPOWISANCTEEHHLL MNOWE5 08

Mpumedadys — B HacToswed Tabnuug Monone20BEaHb: CNEgyrilpa yCnoaHbIg ODO0AHAYSHNA CTEMNEHN CODTRET-

CTEWH CTEHQApTOR.

- DT — WOSHTWHHER CTAHOAPT,

- MOD — mogiiauMpOSEHHER CTAHDAPT .
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Kniodessa cnopa; ayouT Ha COOTEETCTEME PErYNHPYIoWLMM TReBoBaHMAM, CHCTEME MEHEDHMEHTE Kaue-
CTEA, MATOTORKTENL, MELHLMHCKDE HIAENKE, YNPaBnEHHe NoCTABWKKIMM
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