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FOCT P 55747—2013

Mpegucnoeune

1 NOONOTOBRNEH 3aspsiteim agmoseprein obwecteom «MEDW-TECT» ua ocHoae colcTReHHOrD
ayTEHTHYHOTD NEDEROAE HA PYCCKMR Aakil JOKYMENTE, YKAIAHHOMD B NyHETe 4

2 BHECEH TexHWYeckd KOMWTETOM N0 CTaHgapTalaudd TK 436 «YnpapneHde KadecTBoM Medun-
LUHHCKHX WAOendis

3 ¥YTBEPHOEH 1 BEENEH B NEMCTBWE MNpukazom PegepansHoro areHTcTEa No TEXHHYECKOMY
PEMYNHPOBAHWIO M METPONOMK OT & HoAbpA 2013 r. Ne 1483-cT

4 HacToAWWA CTaHgapT ASNASTCH MOOMEMUHPOBAHHEIK MO OTHOWEHWID K MEMIYHADCOHOMY JOKy-
wmenty Uenerol rpynner no rnoGansHod rapsaoduaague [(Global Harmonization Task Force - GHTF)
GHTF/SG4/ME4: 2010 «PyroB0oOCTES NO aYOWUTY CHCTEM MEHELEMEHTA KAYECTEA WITOTOBWTENEN MEDKLMWH-
CHMX  MIZenKd Ha COOTEETCTEME perynupy:wks  TpeSopaddam. YacTe 50 AyduT  ynpaesnesus
nocraslMeamdy: [GHTF/SGEAMNE4: 2010 «Guidelines for regulatory auditing of quality management systams
of medical device manufacturers - Part 5 Audits of Manufacturer Control of Supplierss) NyTes WaseHeHKs
erg cTpysTyDel Mo 2Tos okno-Yed pazaen 3 «DEocHOBAMME : NPHMEHSHHOND SRHIMHANEHOMD JOKYMEHTA,
EOTOREIR HeyenecooBpasHo NPUMEHATE B HALMOHANLHOM CTAHAAPTE B CBASK C TpebopaduamM- K CTRYKTYpE
HaLWoHanNeHors cTasngapta Pocculickol Tefepauui, yeTawoaneddsmMue 8 FTOCT P 1.0, a Tagke B CBAIM ©
Tew, 4TO COOeDMAHKE QAHHOMD Dalfena BKnodens B «Bagedden 1 paigen 1 «20nacTe NpUMEHeHnAr Ha-
CTOAWEND CTaKdapTa. CpaoHeHWs CTRYKTYDL HACTOAWETD CTaHOApTa oo CTRYKTYDOR YHAIAHHOID Opwria-
HAMEHOMD JOKVAEHTA MPUBSOEHD B OONOMHATENEHEM NDHNoHEEHIA [

OpUrHANEHE A TEKCT AYTEHTHUHOID NEpER0SE WIMEHEHHEDX CTRPYETYDHLIX INSMEHTOR NPUMEHEHHOTT
gokymeHdta GHTF 1 obhacHerne NpruMH BHECEHNA TEXHWYECKWE MaMeHeHul NpUEEdeHkl B SONONHUTE MR-
HomM Npunoxedns 0B,

Mp NpUMEHERM HACTOAWEND CTANAARTA DEEDMEHTYETCA WCNOMNBIOBATE BMECTO CObINOUHBE MEKTY-
HAPOAHIX CTAHOANTORE W QOKYMEHTOR COOTBETCTEYIOWME MM HALWMOHANEHEE CTaHAApTe Poccuickoll ege-
pAUKMK, CEBENEHWA 0 KOTODEY NPUBEAEHL B ONGAHATENBHOM NPANosaHuE OB

o BBENEH BMNEPBLIE

Mpasuna NDUMEHEMNLA HAaCMORLWEED cimakddapma yomakoanews: @ TOCT P 1.0—=202 {paadan 8).
Mugbopmayua off uameHeHUax K Hacmoaw ey cmandapmy nyBnukyemcs @ exescdHon (N0 cocmosHU Ha
1 sHEaps mexyiyeso 20da) LHboDMaULIaHKOM VKaFaMEans «HayuoHans se cmandapmely, 8 SuLLansRsd
MEHCIT? UIMEHEHUD U NOADAE0K — & EHEMOCAYHOM UNEODMIULSHHOM YEa3amens «HayuorRaNbHLe Ciman-
dapmers. B cnyvae nepecmompa (2amMens!] unn omMess! Hacmodess cmandapma coomeemomeyouea
yeedomnenus Bydem onybnukoeaqo @ BALUNAOILEM SRIMYCKE UNODMALUOHHO2a Yikasamena vHauuokank-
Mbte cmatdapmess. COMMEEMOMEyioUan UHBODMaULUs, yeE00MNEHUE I MEKCTb! DEIMELEaNMCH Makke &
whopMaguonHol cucmeme obwess nonsIoeanud — na chuyuansHonm calme PedepansHoso azesmomes
Mo MEEHUNECHOM Y DESYNUDIEaNUID U MEMPoNoaUY & cemu Mumepwem [(gost.rul

& CrangaptuHdopm, 2014
HacToAW WA CTaHDapT M@ MOMET BbiTh NONHOCTEM WNM YACTHYHO BOCMPOWIBENEH, THRAMWDORAM W

pacnpocTpaHed B KayecTes OhMUMANsHOMD HagaHyA Gel paspewedis PenepansHorD areHTCTES MO TExHW-
HECHOMY DETYIIMPOBAHMED M METRONOIHM
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MOCT P 557472013
Beegenune

HacToAwMi cTangapT ABNASTCR PYROBOGCTECM ONA DEryNMPYIOLWWME Oprados W opradnaaumn, npoac-
OALLMN ayOWTel CHCTEM MEHESTEMEHTS KAYECTEE WIMOTOBMTEN0N MEOULWHCKWY WAO8NWA Ha OCHOBE Npo-
WEBCCHOrD NogXo0a K TREGoBaHMAM CHETEMEl MEHEOMMEHTS HAYESCTRA.

Mpumedarue — B WOHTECCTE HACTORWETD CTAHOEPTE fayOMT: GIHAYHSET €AYIHT HA COOTEETCTEME DEryIW-
pyRILWMM TpaboeaHHRM: .

HactoAawMi ctawgapt cnegyer aa TOCT P 54421=-2011 «PyrkoBOOCTED MO 3yOdTy CHCTEM Me-
HEOHMEHTA KAYSCTEA MAITCTOBMTENEH MEJHUMHCKMY MIGENHA Ha COOTRETCTEME PerynHpyiowkm Tpeboaanun-
aMm. HacTe 1. Oowwe Tpebosannar w MOCT P S4882-2011 «PykoBogcTeo no ayauTy CHCTEM MEHEDEMEH-
Ta KAMECTEA WAFOTORMTENEN MEJULHHCKHK KIOENWHA Ha CODTRETCTRHE DEryMMDVIOWHM TpeboraHuanM. YacTe
2. CTpaTterua ayauTan.

B @ro ocHOBE NEMMHT NPUHUKT, HINOKeEHHLIA B paagens 3 gokysedTa GHTFSGIAMNT aCucrema Me-
HEMHMEHTa KadecTes. MeguurHosde nanenna. PysoacacTes No yPaRneHEo NPoLyEUMel M yonyramu, no-
MYy HAEMBIEA OT NOCTABLKKOE .

6B pamiax CylWECTEYIOWEA HODMATHBHO-NPABoB0H DAkl TEPMWH # MIFOTCEKMTENbY MOWET DblTe onpe-
AEneH No-pasHony. OQHAKD KaEOBE PerynEpyioWKh oprad, 8 KOHEYHOK CHeTe, BOSNArasT Ha WaroToBuTE-
A MEAWLWHCKKY HAOENHH CTRETCTEEHHOCTE 33 COBNIOASHWE HODMATHBHLIX TREGOBAHMA CHCTEME! MEHED M-
MeHTa KadecTea (CME) MaroToeuTens, KOTOPRIF, B KOHEYHOM CHETE, HECET OTEETCTEEHHOCTE 3a CMEK, e
MOMET OTHAAATLCR (MO KOHTRAKTY WNK MHblk 0BpaszoM) oT cRoux o8R3aTenecTd W o7 OTEETCTEEHHDCTH 38
MGV UMK BCe QYHEKLAKE B DAMERX CHCTEMBl MEHEDKMEHTE KA4ECTEA. JTO 0IHAYAET, YTC OTEETCTEEHHOCTE
3a cofngedre TpeboBasMit K CHOTEME MEHEOMMENTA KAYECTEa HE MONET ObiTk BOANOMEHA Ha NOCTABLLK-
KA NpOOYELIAK 1 YCIYTs.
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rOCT P 55747—2013
(GHTF/SG4/NB4:2010)

HALWOHANBHBIA CTAHOAPT POCCHMWACKOW @EOEPALUMM

PYKOBOOACTEO NO AYOQMTY CACTEM MEHEOMMEHTA KAYECTEA M3rOTOBMTENEW
MEOWMUWHCKWX M3OENWA HA COOTBETCTEME PEMNYNUPYIOLWWM TPEEOBAHWAM

YacTe 5

AYOMT yNpanneHHA NOCTI0WMKI MK

Gurdealines for regulatory audibting of quality managemant systems of medical device manufacturers. Parl 5.
Awdits of Manufacturar Contral of Suppliers

Oara eeenenmAa — 2015—01—01

1 OBnacTs npumMeHeHUA

HacToAwsMiz cTaHnapT ABNSETCA PYECBOOCTEOM OMA NPOBELEHNA ayIHTa NOCTABWMKDE NpK OCYLWEcT-
BMEHMKW NPoUECca aakynok. MNpKU NPpoBeaeiiM ayauTa NocTaewMiee HeoBxogMmo NoNsLIoEATECA CTaMgapTa-
WA TOCT P 54421 w MOCT P 54882,

HacToAwmiz cTangapT CogepmuT DOoNONHUTENEHYD MHERODMaUKIo O CTRATErMY NPOBEJSHWR ayouToR
PECYIADYIOLLWMA OPraqamy, ayouTopckiii OpradnaaudaMy W ayauTopaMs NpY ocyLBcTEMNSHWE ayouTa
NPOUSCCa 3AKYN0K, 3 TaKe NpW NEoBEaEHH aYAHTOR NOCTADWMKOE WArOTORKTENEM.

MapHan Uenk HAcTOAWErD CTaHgapTa aaknoYasTca B ofecneve v BONeWLeR NocNeIoBaTensHOCTH
MpK NQCEESEHHI 3YOUTSE — HEOGX0OUMOCTH FADMOHMIZLMA W B3AWMHONS NPW3HAHKA peayneTaToR ayoMTa.

2 HopMaTHBHbIE CCLINKK

B nacmoaiwesd emandapmea BenonbI0aaHs HOpMaMUEHEE CobKY Ha CRedyiolius cmandapmbd.

FOCT P 5442=2011 Pyxoaodomao no aydumy cucmen Meqedsudanma auasinesa w2omosume-
el MeduyubcKly UIdenud Ka Comesmomene DesynupyiowLn mpebaaaruae. Yacme 1. Obwie mpebo-
ganua (GHTF/SG4NZ28R4. 2008, MOD)

MOCT P 54882-2011 Pyxogodcmen no aydumy cuCimem Mededwieiima Ka4ecimes UIsomoanmansd
aredUyuHckLy wadenul Ha coomasmoimaus peesynupyolind mpebosanuas. Yacme 2. Cmpamesud ayduma
(GHTFSG4NI0R20: 2008, MOD)

MOCT P 54881-2011 Pywosodemean no aydumy cucien Meqedwelima KavYecmes U2somosumeansd
A0 gUHCKLY UI0BNUD Ha CONMESmomaens pasynupwowusd mpedaaarussd. Yacme 3. Omuam o apoeede-
M ayduma (GHTRSG4NIIRTE:2007, MOD)

MOCT P 55748-2013 [GHTF/SG4ANEZ2010) Pyroeodomen o aydumy cucmesd WededxMenma Ka-
HECITIEA  Usaomoaumenal Medugurekuy  padenul Ha coomeemomans  PeSynUDRoLLLM  mpaSosanUA.
Yacms 4. Apdum HecKaneXUy MooUIeodcmestitbix TRowadox

MOCT IS0 3000-2011 CucmeMe! Meqedsdalma kavacmaa. DoHOBHEE ToNOKEHURA U cNo8aph

MOCT IS0 13485-2011 Hadenua Meduyurckue. Cucmemb! MeHedWpMesma kavecmaa. CucmemMtble
mpeboaakua AN ueneld pesynuposaHua

Mpuwmedandue — MNpH NONEICEEHWH HBCTORAWMM CTAHGAPTOM LENSCOOEpaIH0 NPOBSpETs JEACTEBHE COLI-
NOYHBIE CTEHZEPTOR B WHPOPMBUMOHHOR CrcTEMe 0DWSM NoNsIoBEHEA — HE owWuHaneRomM calme feaspansHorg
ArEHTCTEA MO TEEHWHECKOMY PEMYTHROREHHED W METRONOMAE B CETH FIHTERHET Nk No &warcgHomMy MHDopMELBoHHOMY
yrazaTent «HALWOHANBHLE CTAHOEpTHY , KDTOPER onyGnMEDBEaH No COCTORHMKS HE 1 RHBAPA TEEYWETO roga, v No Bkl
NYyCEAM EXEMECAHMHOM WHPODMBLWMOHHOND yra2arans «HaunoHaneHsle CTEHOAPTEY 38 TERYIMA rog Ecnw aamassad
COBINOYHBEIA CTEHAADT, HE HOTOPLIE 08HA HEJETWPOBAHHER CCRNES, TO PEROMEHOYETCH HCNONEINEETh OERCTEYHILLYHY
HEQCHHE 3700 CTEHSADTA © WHETOM BOSX BHECSHHBIX B SEHHYK) BEPCHMH WIMSHEHAR. ECMW 2aMEHEH CObINOMHEIA CTEH-
OAQT, Ha KOTOPSA 0AHA OATHROSAHHEA CobINEE, TO PEEOMEHOYETOR MONONEI0EETE BERCHED 3TOM CTAHOAPTE © YE333H-
HEedM BEILLE TDO0M YTESPHASHWA {NPHHATHAL Ecni nocne yTeEepsOEHHR HACTOALLSMD CTEHOEPTA B COLINOYHBIA GTaH-
AApT, HE KOTOPRIA gaHE OSTWPOBAHHEA CORUIKE, BHECEHD KIMEHEHWE, 3ATPArHBAMKIWEa NONOHEHWE, HE KOTOPOR OHHE
CChIMKA, TO 370 NONCHEHWE PEEOMEHIYETCA NPHMEHRATE 083 y4eTa JaHHDMD MIMEHEHMA. ECNK CORINODYHER CTaHOapT
OTKMEHEH BB3 3aMEHE, TO NONOHEHWS, B XOTOPOM OAHA CObINEA HE HEM, DEROKMEHOYETCA NPAMEHATE B 4ACTH, HE I3TDA-
MMBEHILEA 3Ty CobINKY.

Hapavwe cfuunansHoe
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rocT P 55747—2013
3 TepmuHbl U onpegeneHuA

B HacToAwem cTaHOapTe NEHMEHEHE! CNE0YICWKE TEEMHHLl C COOTRETCTEYIILWAMIN ONPeJeieHAARMN .
31 nocrapwue [zupplier) Oprasddiauqda Wnd nuiyo, NpenocTapnfiowMe npogysudo. (MOCT (S0
9000, 3.3.6)

Mpusep: npoluzeoduments, ONMOoAUK, NPpednNpuAMUEe POIHUYHOD MOPS0anu unu npodaaed
npodykuul, UCNOMHUMENs Yonyau, MoOcmaguiuy uxdopmMaue.

MpumMmesaHwA
1 — Mocraswes MomeT BuiTe BHY TREHHAM MITH BHELLHWM N0 OTHOLWEHHKD K ODraHH3aU9A9.
2 — B hOHTRAEKTE NOCTABLMES MHOMNDE HAIEIBAKIT #N0O0PR0-HEOM Y.

B pamkax ganHors cTadaapTa, NocTABWME SBNASTCA ODraHHIaAUHER MNK PrIMHECKHK NHLOM, HE BXO0-
oAWK B CME darotoBdTens.

HacToAw WA cTaHgapT pacnpocTRaHAeToA Ha TeX NOCTaBWHKDE, KoToPRE He BxoaAT B CME naroToBmM-
Tens. [Ana nocTaswmeon, sxogswky 8 CME daroToedTens, enoneayiite FOCT P 55745,

B KOHTEKCTE ayQWTa MIreTOBKMTENER MEedWUMHCKMY KAOEeNWA 3TO ONpegenerHte NPUMEHAETCR HE3aE H-
CHMO OT KPHIAHECKAX WK DHHEHCOBEK BIAWMOOTHOWEHMA MEOY HAMOTORATENEM W NOCTABWMHKOM.,

3.2 waroroBMrenk (manufacturer). MoGog DUIMHSCKOE W ODHORHECKSS NHLD, OTEBETCTESHHOE 33
NOCSKTHEOBAHWE WIANK NPOHIE0OACTEO MEQUUMHCHITS MINENWA C WaNkid MIroTOBKTE MEQUUMHCKDS MAOEenHe
ONA WCNCNeI0BAHKE MO0 CEBOWM HMEHEM, HEIABWCKUMO OT TOrD, CNPoeKTUDoBAHO WHNK NPOMIBE0EHs 3T0
MEIHLMHCKDE WAOENKE BEILUEYNOMAHYTRIM MNHLOM WNH TRETLEH CTODOHOW OT ero MueHd. [GHTF/SG1/NDSS)

M pHMEYEdHAE — TE‘FMI.'IH ISI:E-i'IpT'_l,'E‘.I'IthIi'I MAMTOBMTENL® MHOM0Aa ACRONEIYETCA OMA Tex WIrOTOBMTENER,
HOTOREIE Nepaganda Ha C-}'EI'IU,EIFIH.IJ. NOYTH BCE NPEOUBCCE NPOSETHPOBEAHWA. NPOAZE0OOCTES W OPYIHE, CEA3dHHES © BLIBO-
O0M MoToECTO MagULMHCEOND H3Oeniy Ha peIHOE.

3.3 pamHLIA nocTaswme (critical supplier): NocTagwmy, KOTOPEA NOCTARNAST MATERWANLI, KXAMNNSK-
TYIOLLME WADEMNHA WM YCNYTK, KOTODBIE MOMYT NOBNWATE Ma GEacnacHocTe M AKCINYaTAUMOHHLIE KaYecToa
HaQEnMa.

MpumedaHne —B HOHTEKCTE 8yOWTE WINOTOBHTENSA MEOWLUMHCKHE M3OSNWA, BAMHEA NOCTARLHE REMTAST-
CH NOCTEBELMEDM TEX NPOOYELMKA MM YCyT, HECODTEETCTEHR HOTODLIN YCTEHOBNEHHEIM TRaODSaHUAM MOMET NPUBECTH K
HEOBOCHOBAHHOMY DWCKY ONA NALWEHTE, BREHE MNM TDETEMX NAL, WAH MOKEST NRHESCTH K 3HAYMTENEHOMY CHUREHED
MPOMIBOANTENEHDCTH, 310 TaxHE MoryT DEITe NOCTABLMEKN YENYT, KOTOPRE Heobxo0umMel 5nA cooTeeTcTEMA CME wm
COOTEETETBMA DEYNHPYHILLAM TPESoBaHMAM, HANDUMEp, BHYTDEHHHA AyOWT NOODAOHLE ORIEHAZE0HA WA YHOMHOMO-
YEHHLIX NPEQCTAEHTENSR, PECNONDKEHHEIX Ha TEPRHTORMH EBpocomaa.

4 MpUHUKNBLI ayauTa
4.1 O6LWwMe NpAaHLKHN L

Mpouecs yNpagneHYA JAKYNEAME NPW AYOWTE WIreTOBWTENA Aon+ed DeiTe NpoRepeHd B Nepayn o4e-
pEde. AYIUTODE MOMYT pykoBoacTEORATLCA TOCT P 54882, a Tase GHTF/SGINIZ/2008. B 3a8MCHMOCTH
aT Takuy GaKTOpoBR, KAK PeaYNETAT OUEHEM NOCTABLMKOR, YPOREHE BXOOHOMD KOHTRONA NDoOYVELMA, & TAKKE
OT KPWTHHYHOCTA NPOUSCccoB, NEPEOaHHLX Ha ayTCOPCHMI, ¥ Oprada no oueHKe COOTEETCTEWA MOWET BO3-
HHEH T HEODE0OMMOCTE B AYy0WTE NocTaswMea (oM. 4.2).

Mpouecs YNPagnedua IaKyNEaMd cNeayeT pACCMaTRHEATE KaK OCHOBHON NPOUSCcs ONA TEX KWIF0TOR M-
Tenel, KOTOpRE NepesatT HA AYTCODCHHT OOHOMY KN HECKONLKHM MNOCTABLMEAN OCHOBHEIE BUOL O8R-
TENEHOCTH, TAKME KAK NPOBKTMDCGBAHKME M pa3patoTry WHNY NPOMIB0OCTED.

Lenes aynoura npouecea ynNpasneHqyda 3akyiEam — NposepuTe, MOXMET N MIroT0RMTENL, YNRaRNAA
ATUMK NPoUSCCAMA, 0BECNeYMTe, YTobul NDOOYELKMA, KOMIONEKTYHWWE, MATEPWan M YOOy, NocTapnae-
MBI BMY NOCTARLMKAMK (BKNIOYE8 NOADASUYMKOR), COOTRETCTROBANA YCTAHOBNEHHLIM TEeloaadusd. 3To
ocoDeHHD BAMO TOMJA, KOMGa roTosas Npoayelus Mg yoenyra e mMoseT OuTeE NPoBepeHa NocpeqcTaom
TEXHWHECKOND KOHTRONA (HANDHMED, YCIYTA N0 CTERHMMIALNIA ).

Mpu Npoeegeqyn ayaMTa NQCUECCa YNDEENEHHA 3aKYNEAMH O0MTEHsl BeiTe NOEANPMHATE CNegyoume
OCHOBMBIE WATH B COOTRETCTERW C pUcyHEoM 1, npueegendom 8 FOCT P 55745,

a) cneayeT YyOeOMTRCA, 4T0 NPOUeIyDbl NDOBEOEHWA OUEHKM NOCTABWMKCE ObiN paspadoTades
(MTOCT 120 13485, n.74.1):

2
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13 NEoUece yNpaaneHdia JaKyNKamKd AN8 WaroTOBMTENA K NOCTABLWES,

2} npoueqypa ynNpasneHya NocTABW KM,

B) cnegveT yOeadTeCA, YTO MATOTOBMTENE OUEHWBAET W noagepxueacT ek THEHLIE MEDR YNpaB-
NEHWA B COOTEETCTEHM C YCTAHOBNEHHERMK TReSoBaHWAMK (TOCT 150 13485 n.7.4.1)

1) KpMTEDHK 0TOODa NOCTABLYMED H NPUHATHE DELbeHA R,

2} NPaEBoMOYHoCTE BRIDOpa NOCTABWMWKA,
1) AOroREOPHEE OTHOWEHWA C NOCTABLLLMEOR,
4 M3MEHEHHA METOQOMNOMK YNPABNEHWA W BEOSHHS JANHCER,

c) cnegyeT yEeOWMTECA, 4TO HIMOTORMTEN: TAPAHTARYET COOTBETCTEME TEXHHYECKWX TpeboBaHWi K
NPOOYKUMK W YENYraM, KOTODLIE A0M#HE BbiTe cbecnaveHsl NOCTABWKKAMK, a TAKKe yoeTadoaun obasa-
TENLCTES NO YIPABNSHWIO PUCHAMK W OCYILECTENAET HEODXOONMEE MEDEI N0 YNDABNSHKD prckasi. (TOCT
150 13485, n.7.4.2).

TeXHUHECKHE XADAKTEDHCTHEY, TREBORAHKE, NPOULEOYDE B DaboHHE MHCTEYELHIA

11 OOKYMEHTHROBRHHBIH NEPEHEHDL BEIABNSHHEEY PICKOS ONA 3aKyNaeMelx NPOOYKLHK K yonyr, a
TAKKE BAAMMOCERIL C NPOEETHROCEAHWENM W NNAHWDOBAHAEM,

2} OOEYMEHTHROBAMHBIE TPEOOBAHKA K KAYSCTRY,

3 BOIMOMHOCTE OUEHKM NOCTABWWKOR,

4} KOMTRAKTE, 3aKadkl;

d) cnegyet ybegWuTeCA, 4TO JanycK of oUeHES NOCTABWKKSE NOLOSDKMBAMTCA B pabodem CocTOAHHM
(MOCT IS0 13485, n.7 4. 1)

I} CTHETE N0 ayadTy,

) JaHHBIE O NOCTABLMEES ((Daidn NOCTABLWEA ) (HANPHMED, HIMEHEHWA B YIPARIEHAH, pPeayNeTa-
Thi AYOWUTOR, KOPREKTURYIOWME W NPEOYNDEXDSWNE JeACTERA, U T.0.),

3 NPOTOKONEl BETREY © NOCTABLMEOM,

4y HODPEKTHMOYIOWHAE 1 NpE0YTIPEE0a0W9e JeACTENA GNA JanyNasmMsx NPOOyKLMKE 1 YOIy,

5 BELADUKALME 3AKYNNEHHOHR NPOOYELHIA,

@) CNegyeT YyCTaHoBWTe, YT0 BEpUUKaUHa 33Ky Nastoi NPoOyHLME W YCnyr OTEeYasT TpebonaHuAm
(FMOCT 150 13485, n.74.1)

1} ofofpeHHEe NPOUEOyYPE ANA SEKYTAEMON NDOTYELLMW;

1} TeXHWYECKME TPeBoBAHWA M METOOMKN,

1} 3A00KYMEHTHUDOBAHHER NPOWECT YNPABMEHNA JaKYNIKAMK ANA MAFOTOBRKTENA | NOCTABLWKS.

OueHka yNpasneHyA NPoLUeCccomM JaKyNox OCYIWECTENABTCA HA OCHOBAHKW NOMYHEHHBX DEIYNLTATOR.

4.2 Pewenue ob ayouTe NOCTABLWMWKOB

ATO PEWSHWE JOMNHMHD NEMHAMATECA B CooTeeTeTaMW c FTOCT P 54421, n.7.4.4.

AYOHTODE A0MEHE OBCCHOBATE HEOEX0IUMOCTE NPOBESEHHA ayouTa ¥ NoOCTaBwkEa. MpHYKHBEl Ans
NEMHATAA PEWEHAA O NPOBEOSHWK ayguTa ¥ NOCTABLWWES O0MHHE BbiTe 3a00KYMEHTHPOSaHS. Pawende
ACTTEHD YHUTLIBE TE!

a) HOPMAaTHEHERE TRebDBaHKA,

B) HPHTHYHOCTE NEMEHTOR W NPoUeccoB, ODYCNORNEHHEE BAMAHKEN, KOTOPOE JakyNasMel Tosap
MM YCAYTa MOHET OKAIATE Ha NOCNESYIOWWE CTAZKKM MHIHEHHDID UWENS NDoAyEUHA WK HA TOTOBYD Npo-
AYELMK,

EOATHYECKAE INEMEHTE WK NPOLECCE MOMYT BEMKOYa T

1) TOTORYD NPOOYKL A,

2) NEDBEHYHYID YNaE0aKy,

3 CTERHNHUIaLMIO;

4) Opyrve aHaANcriYHBe cnysad, Korda cooTEETCTEME MoTOBOM MEdHUMHCKOMD HIgenya B JHaYHTEN k-
HOW MEDE oNpeaenfeTcs QesTeNbHOCTLK NOCTABWMES ¥ WAFCTOBWMTENL HE MOMET NEoAEMOHCTRHEORATE
A0CTATOMHBIA KOHTRONE 338 NOCTABWHKCG NOCPEOCTR0M YNDABRNEHAA AAKYTIKAMA W BEDAHKALMK 3aKYNNEH-
HOA NDOOYHL WA,

5) QOroBOPHEE OTHOLWEHWA © HCNLITATENEHBMKY NabopaTopUAMK (HANPMMED, KCNEWTAHKA Ha Groco-
BMECTHMOCTE];

G) yonyrd (Hanpamep, NpoekTWPoBaHKE, NOCTABKa, OUEHKA COOTRETCTEWA DEerynupyiow«s Tpedopa-
HIAAM |,

T) MapEMpoBka.

I PHMEYEHMHE - CTEETCTEEHHOCTE 38 onpEfernadie Tord, KEEHeE 3INeMEHTR N NPOUYECChl REMNAFKTCR KpDW-
THHECEHMMHA K HaK OHE  YNPE3ENANKTCH B DEMEIX NPpOUSCCd YNPaEMEHAR JaXYNEGMKE, NEXWT Ha H3ramdgirane, 3TO TAKME
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E}'JJ,HT JHEHCATE OT OAFTEMNRHOCTH N MEHEOXMEHTY MHACES. Term HE MEHES, SYOWTOPCEAR OPraHn2ayiA MOEET NPAHAETE
PEWEHAE O NOCEWSESHHAN NOCTEEWMEOR, ¥DTODE, NT MHEHAED HEMOTOBATENA, HE AENROTCH HOUTHAYECENMA .

) pEIYNETATE YAMTA NPOUECEa JAKYN0K W ADyTHY Npoleccon. MHBopMawLKa, NonyyeHHaA b peay-
TaTe ayOUTa MOMET BRMHOYATE.

1) WHEECEMAUMID © NPOLECCAX EUAHEHHOMD LMKNA NEOOYKUMH, BENKYAA QAHHEIE BXODHOMD KOH-
TPONA W YNPABNEHWA NPOWIBONCTE0M;

2) OCYLYECTENARTCA M HATOTOBMTENEM NPOBEDED NPOAYELAM KM YCIYTH,

3) BLABNEHWE HECOOTBETCTEYVIOWEN JaKyNNes ol NpoavEug3 Ha Gonee No3gHem atana npoua-
BoacTaa;

4} ACCTaToMqHa AW HHPODMALKE 1 OPYTHE DaHHBIE, OTHOCALMECH K NOCTABL KA

5) cepThduuMpoaada nd CME NoCTanwMes TPeTeEH CTOPOHON ¥ ABMASTCA NW 2Ta CepTHDMEaLKMa
NEAMEMNEMOR;

d} OTEETHEIE ORACTEWMA HA NOCTNDOOAMHYD HHPOPMaWHKD,

1} CCYLEBCTENASMBIE KODPEKTHRYIOWME JEHCTEHA, BNAAIOLKE HA NOCTABWMKOE NPOWECCOs WK
NPCOYELMN,

2) Hanobbl, KACAIOWMECA NOCTABLLMKOE NPOLUSCCOR KA NEOOYKLHK,

3} NEny-HeHHe HHEODMALKMK C DbIHER, HANPHAED, DE3YNETATOR KMHHHUYECKAX HCCNenoBaHHE, Ko
CNeqoBaHHA, NPOBOOKMEIX HATOTOBMTENEKM, ODWECTEEHHLIX HCCMNEO0BAHME M AHANOTHYHOR HHQODMaLKA,
OTHOCAWERCA K NOCTABLUMEAN NEOUSCoOB MM NEOOVELMK,

4.3 AyauT nocTagwMKa

L@ne ayauTa NOCTARWWES COCTOMT B

- NoOTBEp#AEHKH MArOTORMTENEM, HTO YNPABNEHWE IRKYNKaMKU ABNASTCA JpekTnBHEM ANA
ofecneqeHns CoOTBETCTBMA JAKYNNEHHON NPOOYKUMK YCTAHOBNEHHEIM TPEBoBaAHMAM,

- OUEHKE CNOCOGHOCTIA NOCTABWMES NOCTARNATE MPOAYELIMIO WK YeNYrY, HOTODeE COOTEETCTEYET
YCTAHOBNEHHEI TREBoBaHHAM KITOTOBKUTENA, BLNOYAR TREGORaHWUA K KaYecTay.

n PHMeENSdHAE — TOHHEE UENH MONYT BEaPeMPOBATRCR B ZAa8MCHMOCTHA OT CTangHA parylimposaHniE.

AYOUT NOCTABWWECE OOMMEH OCYIUECTERNATECE KaK YacTk aYyOWTA NDOUECCa 33KYNOK. 3TO HE JOMKHD
JAMEHATE AYOMTE BTOPOHA CTOROHON, CCYWECTENASMEE OT HMEHW WAraTCEMTENA,

AYOUT NOCTABWMKCE MNOABONAET OUSHWTE BEMNONHEHWE 33MMECHPOBAHHLIX B COrNAaleHry TReboBaHMi
BEMOY NBYMA CTOPOHAMH, NDEOLABNASMB HITOTOBMTENEM K NOCTABWMEY. [JOCTATOMHOCTE COMMALLISHWS
O0MHHE Bl Te QUEHEHA WINOTORWTENEM KIK HACTk ayg«Ta.

XomA cravgapT NOCT IS0 13485 wnw gpyrve HOPMATHEHEIE QOKYMEHTEl MOMYT SelTe HCNCNBEI0BAME
ONA CHASAHWA NOMOLLK B NPOBEDHE NPUIGOHOCTIA H WCRONHEHWA COrNALIsHUK, ayaKT NocTanwMea we obaia-
TEMEHD OUEHWBATE KaK COOTEETCTEME Boemy TOCT IS0 13485 wnn Opyromy HODMaTHEHOMY Q0K MENTY.

NMoGoe HECOOTBETCTEME, JAPEMWCTOMOOEAHKOE B XOOE ayOMTa. KaKk NPaaMno, JomsHo ObiTe dagoKy-
MEHTUEDBAHO, ONA TS, YTOBL NOCTARMTE B M3BRCTHOCTE MAMSTOBUTENA.

MpumesaHne — HeROTOp:e peryNApyowWmMe opradel MonyT noTpeboBates, H4Tobbl HECOOTEETETEMR DeInn
afpecoedHbl HENODCEEOOTESHHD NOCTEELWMEY.

4.4 OTUeTHOCTE

Oakukle NO AYOHTY NOCTABWMES MOMYT BeiTe OTPaMEHE Db 2YOWTOPCKOM 3AKMNKDHEHHK WITOTOBMTENA
MK MOrYT ObiTe NPEQCTABNEHE] B OTARNEHOM OTUETE.

Ecni aToT oT4eT RENAETCA dHiopiauded of ayouTe oOHoro W3 NOCTABLLMEDR, CREayeT YeTHD yea-
18T NPHYKKY NROREDKA.

Mpumedadue — HecwoTpA Ha To, 4TO OTHAT N0 AYAMTY MOMET GuiTe A00ECOEAH WATOTOBKMTEMO,
a ME K NOCTABLMKY, B HeHoTODED KPUOMYEcKAY CUTYALWAX OTYET NO ayOuTy MOEET OTHOCHTECH TONkKD K
NOCTABLLMEY.

Ha WaroToRMTENA BOINarasTeA OTRETCTAEHHOCTE N0 ofCyWasHMIO peayNeTaTOR SYOWMTA © NOCTABLLM-
KOM W NPHEATIAD MG HeobxodMMsix Mep.

AYOWTOPCESA OPTaHM3aUMA OOTHHA 3a00KyMEHTMDOEATE 0G0CHDBAHKE ONA pewenns of ayguTe no-
CTABWWEOE. DHO MOKET GblTh BENIOYEHO B OTYET NO ayauTy, MoweT ObTe NPeOCTABNEHD B BMOE OTOENEHOID
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OOEYMENTA, COIOAHHOND B DAMEaX NOOrOTOBKW K ayanTy. OBocHonanwe O0NHD BeiTe JaDeplUeHo Nocna
ayoura.

Mpumedanue — HewoTopee perynapysiluwe OpTads MoryT noTpebopars 000CHOBEHMA B CNY-88 HEnpo-
HBEQEHWA SY0MTa KDUTHHECKME NOCTABLMEDE.
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Npunosenne A
[obR3aTensHOE)

CpagHeHHE CTPYKTYPLI HACTOALWESNS CTAHOAPTA CO CTRYKTYPOW aokymedTa GHTF/SG4/NE4: 2010
«PyHOROACTEO MO AYAWTY CHCTEM MEHEQRMEHTA KAYECTREA MATOTORMTENEGH MEOMLLMHCKHX

HIOenHH Ha COOTBETCTEHE PEryNHMpYyIOLLMAM TpedoBaHMAM. YacTe 5. AyauT
YyNPABMNeHHA NOCTABWHKAMA R

TaGnuua 051

Horep paigensa HASTORWEND CTAHIARTA Homap pasgena pokywmedta GHTF
Beegaqme 1.0 BeaneHwsa
1 DBnacTe NPHUMEHEHNA 2.0 08nacTe NpUMERaHHs

- 3.0 D8ocHoBaHME

2 HophaTHEHEE COBINKM 4.0 HopmaTHEHEE CObINKM
3 TapMyHBl M ONpPESENEHnA 5.0 TepMuHbl W ONPEgeneHrs
4 TMpyHUKNEl ayo«Tra 6.0 MprHumne ayontd

NMpunoenuwa OB
[oDR3aTeneHoe)

TeKCT HIMEHEHHEIX CTPYKTYDHEIX INEMEHTOBE HACTOALEro CTAHOAPTA W O0KYMEHTa
GHTF/ISG4/NE4:2010 «PyxkomrogcTEo NO ayanTy CHCTEM MEHELKMEHTA HAYECTEA MIMOTOBHTENEH
MEQWHLMHCKWY MAOBNKWA Ha COOTEATCTEWE PErYRMPYIOWWM TpebopaHumam. HacTe 5.
AyOWT yNPaBENeHHA NOCTABLWMKIMMH:

TekcT paagana 3 gorymadta GHTFSG4MNE4: 2010 «PyroBogcTen No AyguTy CHCTEM MEHEOEMEHTS KRHeCTER M-
roOTOEMTENSR MEOWLMHCHNE MIOSNHA H3 COOTESTCTEVME PEryNUpyWKWKM Tpaboearnsm. Hacts 5. AyauT yNpEsneHaR no-
CTABLMESMA D HEUENBCODDPaZHD NPMMEHATE B HAUWOHANEHOM CTEHNSPTE B CEAIM C TRE00SAHHAMK K CTRYETYPE HALMO-
HENEHOMD CTaHnapTa Pocowiceor Sagepauwi, yoradoaneddsme g NOCT P 1.0, Teker pazpnana 3.0 «OBocHOBaHAE
MPHMEHEHHOMNT OPHMMHANEHONT QOHYMEHTE USnecoobpaszHen Bsnn4nTe B aBagedpas ¥ 8 paznen 1 «DEnacts npumMaHa-
HWAR HACTORLWEND STEHOaRTE.

3.0 OSocHoBaHKE

HacToAwWi QokyMEHT NpegacTAENRET JONONHUTENEHYD HEDODMAUMKD O CTRATEMMH SySUTOE PEryITHEY LM
ORTEHEMW, BYQMTORCKMMA CPFaHNZAUMAMK W 8YOMTOPEMKE NPA DCYILECTENEHAW 3y QHTOE NPOLUSCCS 28Ky N08, 3 TAHHE NP
NPOBESTEHHK YWTOE NDCTABWMKOE W3rOTOEH TENEM.

MnasHan uene pysoBOOCTED 38HNHHEETCA B 00ecne<eHHn GonLWEeR NOCNE00BATENEHOETA B NPOBEOEHAN 3y g1-
TOE — HEODXNOQMMOCTE FADMOHAZELM 1 B3SHMHOM NPWIHEHWA pE3yNETATOE Y OWMTE.

FOCT rocCTP55747-2013 Crpatuua: 10/12

EH][id GostExpert.ru


http://GostExpert.ru/gost/gost-55747-2013
http://GostExpert.ru
http://GostExpert.ru

MoCT P 55747—2013

Mprnoxenwe OB
{obRIaTENBHOS)

CeaneHWA O COOTEATCTEMH HALWOHANLHLIX cTaHoapToR PoccuicKon Qenepauyuwm
EChLINOUHLIM MEXAYHAPOAHLIX CTAHAAPRTOR (MEMXAYHAPOOHLIM OOKYMEHTAM)

Tabnwuya JB

DHoaHaHEHNE CoRMBOHHDNTD Hawuo- CreneHe CHEO3HaYaHHE ¥ HEMMEHOBEHHE CORMOHHITD MEHIYHAROOHD-
HENEHOID CTAHgAPTa Paccuickan COOTRET- o CTEHOAPTA
D nEpauUmnM CTEMA
FM2CT 150 8000-2011 0T ACC S000:2008 4 CrecTe M MEHBIHMMEHTE EYecTRa. JoHoB-
HBIE NONOHEHKA W CROBApGD
FoCT 150 134852011 DT ACD 13485:2003 «Magenyr MEOMUMHCERE. CHOTEMLE Me-
HEQ#MEHTE Ka-4BcTEE. TpeEOOBAHMA ONA LENER perynnpoea-
HHAD
MCTPE h4421-2011 MO0 GHTF/SG4MNZBR4:2008 «PywosoacTen no ayguty oHoTEM

MEHEIHMEHTE KEHECTES WAIOTOBMTENER MEQHUMHOEWE Wana-
NWA HE CODTESTOTEME DEMYNEPYHEMM TpebosaHaM, MacTk
1. Dbwwe Tpebosaquas

M2CT P 54B82-2011 MO0 GHTF/SG4AMNI0RZ0Z2006 oPykoeogoTen no ayowTy CroTam
MEHEDHMEHTE KEHECTES WAMOTOEBMTENEA MEHUMHOKAS Wina-
N¥A HA COOTESTCTEME DEMYNUpYHWW TpaboBasian. HMactk
2. CTpaTtenin ayauras

M2CT P 54881-2011 MO0 GHTF/SGANI0R20:2006 «PyroBogoTed No ayquTy CHETEM

MEHETHMEHTE KEYECTER MITDTOBENTEMEA MESHLIMHCHNE W30E-
NFA HA COOTEETCTAWE PEryMIMpYHILLMM TReDosaHuAM, YacTs

30 0mueT o NpoBSOEHHM ayauTas

M2CT P 55T48-2013 [hinla GHTF/SGE4ME 2010 « PysoeoacTen No YONTY CHOTEM ME-
HEQHMEHTE KEHECTES HATOTOBNTENSA MEOMLMHCKAY M30aEA
HE COOTEETCTENME PEMYNHPYHWAR TpeboaaHuAM. HacTs 4.
AYAHT HECKOMBKAN NPOWIBO A0 TEEHHBLX MITOWEAg0H

n PUHMEYNaIHHE — B HacToswed 1abnuug monone3oBaHs CREOYROWMEe YCNoBHbBIE DO0AHAYEHMA CTENEHW COOTRET-
CTEHA CTaHQapTOB.

- 10T — vOSHTHSHER CTAHOSPT,

- MOD — mogrimyMpOosaHHER CTAHOEPT.
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Kriodeese cnopa; aygauT Ha COOTBRTCTEME PErynUpyiownM TpeBoBEaHMam, CHCTEME MEHEZEMEHTA Kaqe-
CTEA, MAMOTOBHTENE, MEQWUMHCKOE HIQENKE, YNPADNEHNE NoCTADWKKAMM
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