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MNpeancnoewne

1 MOOMSTORNEH OTepeiToiM SKUMOHEDHEIM ODWECTEOM o«BCepOCCHACKKMEA  HayYHo-HCoCNeaoea-
TENECHMA WHCTUTYT cepTudukagmmy (080 «BHWWMC») wa ocHope coBCTREHHOTD 3y TEHTHUYHOID Nepeacia Ha
EYCOEMA R3kIK MEKOVHAPOOHOTD CTAHAAPTA, YRAIAHHOND B MYHKTE 4

2 BHECEH TexHHYeckui EOMATETORM NO CTAHAARTHIALMA TE 078 « CHCTEMb MEHEIHMEHTS »

3 YTBEPHOEH W BBEJEH B OEMCTBME Npukasom De0epansHoro areHTCTEA N0 TEXHHYECKOMY
pEryNMpoEaHKKG W MeTpoNoriy oT 1 aarycta 2014 r. Mo 839-cT

4 HacToAw®A CTaHaapT QeHTHYEH MexdyHapoOHoMy cTanaapTy MCO 1583782011 «Matepmane: gna
MEREHYHOR YNaKoBKK NEKapCTEEHHLIX CpeacTe. Ocobeie TpabosaHKa No nprseHeH o MCO 900712008 c yye-
TOM MP3EHN HAONERAWESA NPOMIBOACTESHHON npakTekk (GMPw (150 153782011 «Prmary packaging
materialg for medicinal products — Particular requirements for the application of IS0 80012008, with reference
to Good Manufacturing Practice (GMP )=

MNeK NPAUMEHEH MKW HACTOAWED CTAHAAPTA DEKCMEHOYETCA MCNONLI0BATE BMECTS CObINOHHLIX Ma®0yHa-
pOOHBR CTAMOARTOR COOTRETCTRY KLU HE M HAUMOHANEHBIE CTAHOARTE PocckAckol Deaepalmy M Mesrocy-
AAPCTREEHHLIE CTAHAAPTE, CEEOEHWA & KOTODEE NPHBELEHL] B SONGIHATENLHOM NEANcHe s 1A

5 BBEJEH BMNEFPELIE

Mpoaauna NOUMSREHUA HaoMoAWwezo cmandapma yemakoaness: @ FTOCT P 1.0—=2012 (pazden 8.
Hughopamayua of vamerderusy ¥ Hacmafweny cmandapmy nybnusyemcs & exeaodnon (10 CocMoasuK Ha
T AHEA0A MexyWeso 203a) UHEBODMILUOHROM YESI3amens sHayuoransnse cmaddapmel . 8 0hUyuansisil
MEKCT UIMEHEHUD U TONDE80K — 6 SMeMOCHYHOM UHDORMALUOHHOM YraZamene «HayuoHansHEE CiMan-
dapmeis. B cAyyae RE0acMomDa (3ametb:) UL amdan s Hacmofwess cmandanma cCommesmomEnoLes yee-
damnonlie Sydem onylnukoeaHd @ GnUNaliLeM abiMyche BXEMECAYHOEC UWHDODMALUOMNOSD YaZameans
w HauuoHamnsMeie cmaddapmes s, CoomMeamomayiuan wHopMayUus, yeadoMneHuR U IMerRcmsl DasMaLLawnm-
CR MAaKWE @ UHPoDMaUUoHHON cucmade obles0 NoneIoeanud — Ha ahuyuansHoM cadme DedepaneHioss
A2EHMCINES N0 MEXHUHECKOMY DEEVTUDOSANLI U MaMpOnosUu & cemu Mumepkem (gast.ru)

B CrangapTeadopi, 2015

HacToRWWA cTAHOART HE MOMET BkiTe NONHOCTLH UMK YACTHYHO BOCNDOHIBENEH, THDAKWDORAH W pac-
NpOCTRaHaH B KaYecTee oMUMansHoro HaganuA Gea pajpelwe uA DanepansHore aredTCTEA NO TEXHNYECKD-
MYy PEMYNIMPOBIHAI M METPONOTAW
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BErepeHue

0.1 OBuwMe nonokaHKA

Hacmoawud crmawdapm udenmugbuyupyem npuyuuns GMP o ycmanaanueaem mpedaaarus k cucme-
ME MEREIRMERME KAYSCMES, MEUMEHUMOLI K NEEUYHEIM FTaKSE04HEM Mamapuanas dNs MexapcmacHne s
cpadcma. Peanuzayus npunyunoe GMP nou ApouIsadcmas U KONMPanUpoaaniy NepaunyHsly yiakoaoqHe s
MAMEDUANDE & DAMKX ODSARUIILUL UMEEM YDEIBEMNALHD BAKHOE IHaYenLUe A obecieuveHun Besonackoc-
MU NEUUEHIMOE. MONLIFLLLCE NEKARCITEeRNEMY coedomaanry Us-38 ReNoCedCMBEHNOS0 KOHMAaKma ¢
npodyryued. Mpuderenus GMP 8 omROWaRuY yIaKoaodsLix Mameapuanog dna ghapmayeamuyecral npod k-
LUL RoMosaem ofecneyume GeINoIHEHUE JNUMU Mamapuanaru Hwd U nompebnocmed hapaueamuyac-
KOO TEOMEILLTERROCTILL

HacmoRwud crmandaom SEnsemeA cmandasmonm Mo NDUMEBHEHUKD TEDEUSHE X YTGK080YHLIX Mameapua-
NOE U COSDKUT HODMamuatsil mesom cmardapma FC0 00712008,

B aimHOWeHLY TOCMPOekua Hacmaaieso cmandapma delicmayiom cradyiowue npaeuna

= pasdens: wil nodpasdens:, ULIMUDYEMbIE TOANSCITL U Sea uametenud vz MO0 2001 2008, saicmowe-
Hbl & pAMKY!

= makcm, ebidenenneil KypoueoM, codemmum domonuumenst i UHdbopmayne 0o GMP, kacawwyocs
MELAUSHE X ¥ITaKOEOYHBIX MAMEDUaN0E.

TepMuwes v onpedenenua no GMP codepwames e pazdene 3. MNpu ekmodesuy 8 NEPEYEHE UCMOYHLIK
NpUEodLmcE 8 ckobikax.

OnA coafadHdA CHCTEME MERSKMERTA KaYeCTES HEoDXOOWMO CTRATEMMYECKDE PELWEHHME OpraKMaa-
UK. Ha pazpaBoTiy W BHEQDEHHE CHCTEME MEHEIMMEHTA KAYECTEA ORraHAIALMH BIHRIOT:

a} eeEHEWHAA CPE0a, HIMEHEHHA KK DUCKK, CEBRIGHHME C 3TON CpegoiM,

b} HaMeHARWWecA NoTpebHOCTHI,

C) HOHEDETHEIE LENIA,

d} BeINyCKaEman NPOOYKLMA,

) NPHMEHARMBIE NPOUECCHI,

fl passmep ¥ CTPYETYDE OpraHiaaa A,

HacToswma craqgapT He NpeanonarasT g HocBoasia B CTRYETYDE CHETEM MEHEKMEHTa KaYecTEa
MM WX QORYMEHTALMIA.

ToeboBaHKA K CHETEME MEHETEMEHTE KAYECTES, YETAHORNEHHEIE HACTOALIMM CTAHOADNTOM, ABNAKTCA
OONCMHARLLAR A MO OTHOWEHKIO K TReDoBaskan & npodyeymd. Mudopsmauxa, oboadadeldHan kar «Npdmeda-
HEER, HOCHT XapakTep MeToQWYECKME YEaIaHMA ONA NOHMMAHKUA MW DAILACHEHWA COOTRETCTRYIOWE D TRa-
SOBAHMA.

HacTofwmi cTaHIapT MOXEeT WCNoNeISBATLCA BHYTPEHHMME M BHELHKWMK CTOROHaMK, BENIOYaA opra-
Hbl N0 CERTARMKALMI, B LeNAR SUeHE cnocobHOCTH OPraqd3aUMik BeiNONHATE Toebopanka noTpebuTene,
TpeDoBAHWA K NPOOYILMA, ARNSIOWHECA 00AIATENLHEIMA K MCNONHEHHID B COOTESTCTEMK C QEACTEYIOWIMM
3aKOHOOATEeNECTROM (gQanee — cbazatensHel e TRebosanna), M COGCTEEHHEIE TPEOoBaHMA.

Mpw pazpaboTke HACTOAWETS CTAHJARTA BolNK yHTEHE NPRHLWNE MEHEL#MEHTA KAYECTER, YCTaHos-
nexHee WMCO 9000 w MCO 9004

[MCO2001:2008]

Cenoanod 3adaveld Hacmamiieso cmandapma Aaanfemes onpedensHiue 2apMoNUIUDIaakHEE mpebo-
@aMUll K NEQELYHEIM FNAK0E0HHEN Mamepuanad. O Ccodepmum Hexomopesa Yacmubie MoaBoeaHua K mep-
UMb FTANOE0YHERY MAMSPUANaM, 3auMocmenganHeie Uz apaewn GMP U kacawpwuecs ypaenesus
APoUIAAICMAct U m. 1. NeKapCMEsHHbLIX Npenapamaa.

0.2 NpoueccHbIA NOOXOM

HacToRWWA CTAKDAPT HANPABNEH HA NPUMEHEHKXE « NPOLECCHOrD Noaxoaas NpW paipadoTre, BHegpe-
HEW A YNYHLWEHAN PeayNeTaTHEMOCTA CHCTEME MEHEINMEHTE KEYECTED B LENAX NOBLIWEHWA YOOBNETED-
DEHHOCTH NoTpeluTEned NYTEM BeINCNHEeHMA 1x TpeboBaHmui.

Ona yonew Hors dyy HELMOHK POBEH KA Oprad3alka QOMWHE ONpEegenuT M OCYWeCTENETE MEHEOMMEHT
MHOTOYMCNEHHBE BIAKMOCEAIANHBIX BAOOE OeATENLHOCTH. JeATENbHOCTL, WCNONBIYIOWAR DECYDCE W
YRpapnAemMan B Lenax npecipalosaHinA BXO00E B BRX00E, MOKET PACCMATDHEATLCA KAk Npouece. HacTo
BRIX00 00HOMD NpoUecca obpayeT HeNoCDedcTBeHHD BX00 CNeayIowero.

I

FOCT rocTtPuco 15378-2014 Crpanuua: 4/54

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-15378-2014
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 153782014

MpUMeHeHUE B ORrAHMIALUKK CHETEMB NPOUECCOB HADADY C WX MOSHTHMEALMERA M BIaMMoeRCTEHEM,
8 TaKHe MEHEHMEHT NPOLECCOR, HANPABRNSHHBIA HA NONYUEHUE HENASMOro pEIYNLTATA, MOryT BelTe onpe-
OenaHbl KaK «NpoUECCHBF NogEoas.

MpeuMywecTas NPOYECCHOND NOgXO0a COCTOMT B HENPEDLI BHOCTH YNEEENEHHMA, KOTORoE OH 0Gecnewn-
BAET HA CThIKE OTOENEHEY NPOUECCOR B DAMEAX WY CHCTEME!, 8 TS NDH WX KOMBHHALMA W BIAMMO-
OERCTEMM.

Mp NPUMEHEHIN B CACTEME MEHSIKMEHTa KAYSCTRA TAKoH NoadxX00 NOSYepKUBaET BAKHOCTE!

a) NoOHAMAHKAA 4 BENONHEHHA TPEEoBaHWE

b) HeohxogWMOCTH PACCMOTPEHHA NPOLEBCCOR C TOYKK ADeHRA 00DaARNAEMOR MK UEHHODTH,

C)] BOCTUMESHAA AAMNAHMPCEANHEX PEAYNLTATOR BRINOMHEHWA NEOUScCoR 1 OBeCnedYeHid Ky eIy ib-
TATHREHOCTIA,

d) NOCTOAHMOND YIYHILEHKA NDOUBCCOR, OCHOBAHHOID HA 05 LEKTUBHOM WIMEREHKIM.

MpyBEaSHHAR HA PUCYHES T MOQENE CHCTEMBl MEHEAMMENTA KEA4aCTRA, CCHOBAHHOE Ha NQOUECTHOM
NOgXome, AMIOCTPUDYET CBAIM MEXIY NPOLBCCalM, NpedcTanneH eIy B pasgenax 4—8. 31a mogens
MNOKAALIBAST, YT NOTPESUTENW MIPAKT CYLLECTBEHHY K PONL B YCTAHORNEH WA TREB0BAHKA, DACCMATRUEAR-
Mkl % B EA4SCTES BXOA0R.

MoHWTORKHHI YOOBMETBOPEHHOCTM NOTpeBuTanel TpeSyeT oueHK MHEOPMALKMA O BOCNPUATHI NOTEE-
BUTENAMK BRINCNHEHUA 1x TpeBoeauua. Npueegeqdas Ha pucyHee 1 MOOENs OXBATEIBACT BCE OCHOBH LIS
TpefoBaHua HACTOALWErD CTAHAA0TA, HO HE NOKA3EIBAST NPOUSCokl Ha J8TANLHOM YDOBHE.

Mprasmedadse — HpoMe TOMD, €0 BOSM NPOUBCCEM MOXET DelTe NpUMEeHes yukn «Flan — Do — Check —
feta (POCA) Lukn POCA MOoMHS KpETHD GNMCETE TAK:

- NRaH#posasEde (plan) — paipaBoTes UENEd W NPOYSCCOE, HEoBXoAMMEl X GNA OOCT HEEHAA DEIYNETATOR B COOT-
BETCTEWY C TpeGoBaHHAMK NoTeBHTena i W NONUTHEOR OPrasuIaLMe;

- poyWecTENSHMe (do) — BHEQREHWE NPoUECCDE,

- NPoOEEpHA [Check) — NOCTOAHHEE LOHTPONE W HIMEPSHHE NPOUBCCOR U NPOSYKUAH B CRESHEH MK C NONW THEOA,
LenamMi M TEeBoBEHHAMK Ha NPOOAYELRH W coolilesHe o pe3yNeTaTaY,

- aeRcTEME {act) — NPMEATHE GEACTEME N0 NOCTORHHOM Y yNy- W eHH D NOKASATENEA NPOUBCCoE.

NSCTOAHHOE YNYJYLLEHWE
CHUCTEME MEHELMMEHTA KAYECTEA

NOTRE- MoTHE-
BHTENK EWTENM
U S, DOTRETCTEEHHOCTE
) FYROBOOCTRA
¥OoENETE-
MEHEIHMEHT e b | pereioem
PECYPLOB W ¥ -UEHKME
Tradcs: il
BAHWA Beoa ;rﬂF'DLlEECI:I MpoaykuMa s
HWIHEHHOMO LMKNA
MPOE YKL M E
YooEHee QDS arun
e [ RTEN 0T, AOABENROWEA LEHROCTE
s MOTOR WsOpMEL A
PucyHok 1 — Mog2nk CHcTEMEl MEHEORMEHTE K34ECTER, CCHOBAHHOW HA NPOUSCCHOM NOGXOAE
[MCO 9001 :2008]
W
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0.3 Cenakc MCO 9004

WMCO 9001 1 MCO 2004 aenaiinTcl CTAaHZADTaAMA HA CUCTEME MEHEOKMEHTA KEAYECTEA, KOTODEIE OOM0N-
HAIT OPYT AYTa, HO WX MOKHO NEHMEHATE TAKKE HEIABHUCHMO,

MCO 9001 yoranaenuaaeT TPeOoRaHMA K CHCTEME MEHEIMMENTA KIYECTER, KOTODLIE MOryT OoiTe
HCNONEA0BAHE DA BHYTREHHETD NPAMEHEHKA ODFAHKIALWARMK, 3 TAKKE B UENAK CERTAgHKALKM MK 32KNK-
HEHWA KOHTParToR. CTangapT HANpaeneH Ha pedyNbTaTHEHOCTE CHCTEMEl MEHEOHMEHTA Ka4YecTea npw
BeiNonHedy Tpebosanui noTpebuTenen ¥ COOTRETCTRYIIWME 3aKOHOOATENLHEE 1 ApYTME 00A3aTensHEX
TEeBoBaAHMA.

Ko epemerus nyGnueagma crangapta MCO 80012008 ctamgapt MCO 9004 paxonunca Ha cTagmum nepe-
choTpa. Hoeaa sepoua WMICOD 9004 GyoeT copgepwaTe PEKOMEHIALMK ANA MEHEOKMENTA NO JOCTHESHHIO
YCTORHMBOrD Yonexa niobol oprady3aUnME B croxHod, Tpe0oeaTensHon ¥ NOCTOAHHO HAMEHAKWEBACA Cpe-
e, MCO 9004 npegeTagnAeT GONes WHPOKHA B3rnAg Ha MEHEOMMENT kadacTea, ven VS0 9001, o Haue-
NUEAET Ha YOORNETEOpEHME NOTPEDHOCTER W OMMOaHKA BoEX AAWHTEDECcoRAHHEIX CTOPOH HA OCHOBE
CHCTEMATHHECKOTD W NOCTOAHHOMND YIYHLWEHMA JEATENEHICTH Oprannaagng. OOHako aToT CTaHgapT He
NpedHasHaYed 0NA enesd cepTHDMEALMM, 3aKNKHeHrA KOHTRAKTOR W BuINoNHERWA 0SAsaTeNsHex Tpebo-
BAHKIA.

[MCO2001:2008]

0.4 COBMBECTHMOCTE C APYTHMM CHCTEMAMMH MEHELHMEHTA

Mey paspaGoTie HACTOAWETS CTAHOAPTa O0MKHOS BHMMaHde GeiNo  YOenNeHD NonoMEHHARM
WMCO 14001:2004 onA yNyYwWeHua COBMECTHMOCTIA ITHE J8YE CTAHOAPTOR B WHTepecax cooblWecTea
nonsacearensgid. MNpanoxerds A NOKaILIBAET co0TRETCTEME Mexgy MCO 80012008 v MCO 14001:2004.

HacToRSWWA CTAHOART HE COOEPMHT KOHKDETHEX TReOOoBaHWA K OPYTHM CHCTEMAM MEHELHMMEHTA,
TAKMM KAK MEHELHMEHT OXDAH B OKEYHARWENA CPpedbl, MEHEIMMENT NPodeccHoHANEHOND 300p0BES W Deac-
NACHOCTH, MWHAKCOBRIA MEHEHMEHT KNK MEHELEMEHT DHCKOB. OOHaKo CTAKOAPT NCIBONAST OPradKaa-
UKHK COMMAacosaTe WNK WHTEMPUPOBATE CBON CODCTREEHHYID CHCTEMY MEHEIMMENTa KAYECTEA C SDYIHMIA
CUCTEMAMK MEHEOKMENTE ¢ COOTEETCTEVIOWMMK TpebGoRaHHAAMA, DpraHr3aumMs MoxeT aganTipoBaTe
percTayviowyiofie) crucTesy(bl) MEHEL#MEHTE ONA CO30AHMA CHUCTEMEl MEHEDMMEHTA KAYecTBa, CooT-
BETCTEYIOWEH TReDoBAHKMAM HACTOAWLENO CTAHGARTa.

[MCO2001:2008]

Hacmoawud cmandapm codepsum mpedoganun FOO0 2007 2008 1 dononiumensHa Yacmubie mpebo-
BAHLR K MELBUSHEIN YTAKOBOHHEM MaMapuanan, KOmopee nolaurcmacdans us npasun GMP v adanmupo-
@ambi, BCAL ING Leneco0Bpaiada, K Apou3acdomay U XOMMBoao Nakancmastiaix cpedeme.

Vi
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HAULWOHANBHBIW CTAHOAPT POCCUMWUCKOW GEONEPALUMM

MATEPWANBI ANA NEPEWYHOW YNAKOBKW NEKAPCTBEHHbBIX CPELOCTE

Ocobbie TREGOBAHWA NO NPAMEHEHHID
WMCO 9001:2008 ¢ y4eTOM NPpagyn HAONeMaWed NPoHIBOOCTEEHHOA NpaKTHEA (GMP)

Frimary packagang materials for medicinal products.
Particular requirem ants for the application of 150 90049 2008, with referance o good manufacturing practice [(SMF)

Dara geenedda — 2015—06—01

1 OBnacTs NpUMEHEHUA

1.1 OBwHe NoNoOKEHWA

Hacmoriguld cmasdapm yoemaKaanueaem mpebosanua ¥ cucmeMe Manedsanma kadecmaa, xozda
OPEaHUsaYUL MmpeSyemed NEodeMoHEMDUDDERME CAMD CROCHEHOCTE NOCMEETAME NEPELYHEE YRaKoE0Y-
HEE MAMEPUANns dN8 NeKapcmaatisy coedome, cucmemamuyecky omaaymowue mpedoganusn nompeiu-
mened, 8 MmoM HJucne HopMamuanbid mpebogakliias U mpetoganuaM MexdyHapodtsly cmandapmoa,
HACRLLLUXCA TeDEUNHEE YTAK0R0YMEX MAMEDLEN0E.

B wacmoaueM cmandapme mepMus «5Ciu 3mo Uenecoofpaani e Ucnonkayeimca deodnaspamso. Koa-
da mpebogakie keanhUuLupyemos imol pasod, o CHUMESsmen «Jeneco0bpaitbiid s SCAU ODEaHU 33 UUA
HE NpEd0cMasnn JoXyMenmup0eaHrRO20 D0Ka2aMEensCITES ToOMUEHOE0,

HacToAwwmi cTalgapT yeTaaenyeaeT TReBopaHna K CHCTEME MEeHEIKMEHTA EAYECTEA B TEX CNY4ank,
KOr 03 0praHnaayua;

a) HY¥OIETCA B OBMOHCTPALMK CROSH CNOcOBHOCTH BCErga NOCTARNATE NPOOVELMKD, OTBEYaIILLLYH
Tpefopaduam noTpebuTenaw 1 COOTEETCTEYIOWMM 0BAIATENEHEM TReGOBaHHAM,

b} cTagWT caOel UENsK NOBRLISHHE ¥O0BNETEBODEHHOCTA NoTRpESUTENER NOCDEACTEOM 3DeETHEHD-
ro NPHAEHEHAA CHCTEMs MEHEIRMENTA KAYECTEA, BN I043A NPOLECCEl NOCTOAHHOMD B2 YITYHWe s, i obec-
nedYeHe CooTRETCTRMA TpedoBaHuam NoTpeSuTanad 11 cCooTRETCTEYVIOWKM COA3ATENEHEM TPEBCRAHUAM.

MpuMmewaHsa

1 B HECTOALEM CTAHOAPTS TERMUH « NEOGYELRA S NPHME HAM TONBED:

8) ENpeOH3IHA“ESMOA Gna noTeebeTena Mne 3aTpefoBEaHHOM MM NEOGYEURY;

by = nodbis 3308HHE M PEIYNETATAM NPOUECEOR BHIHEHHO D UMENE.

2 JakcHofaTeneHe e @ Apyree ofasaTencHue TpebosaH WA MOTYT OalTe BoipAXEHE KAK NpaBoEsL e TREBOBaHUA.

[WMCO 9001 :2008]

Hacmorigud comandanim npusdelRemcd nou Mooesmupoganul, U2Eomoananun U NOCMagne Nepaudtibig
YRAKGE0YHEIX Mamepuanoe dna nexkapocmesHibix cpadoma. DR makswe MDUMENLM 8 LAy Cepmubukauu.

1.2 MNprMeHeHHe

TpeSoRaHYA HACTOALWErD CTANSADTA ABNRIOTCA ODWMMH M NEedHA3HaYeH bl ANA NPHMEHEHHE BOS MM
ORrAHKIALKAMA HEIABWCKMO OT WX B0, PAIMEDE W NOCTABNASMON MPOOY KL,

Ecnu kakoe-nuGo Tpebosanne{A) HACTOALWETD CTAMAARTA HENEIA NPUMEHHTE BCNEOCTENE CNEUREHEE
OPraduaalneg M ee NPoaYKLMKE, DONYCKASTCA S0 HCKMIOYEH HE.

Mpo OONYWEHHEX WCKMGUYEHWAX JIaABNEHKAE ¢ COOTBETCTEBMM HACTOAWSMY CTAHGADTY NPUEMITEMEL,
e 3TH WCKMKYEHMA NognaganT nogd Tpefopadua paznena 7 | He BrAWANT Ha CnocobHocTe WM

ManaHue cipHUManbHoe
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OTEETCTEEHHOCTE Opradkaalkiy oGecnedHEaTe NPOAYELUKEA, COOTRETCTEYIOWEK Tpeboeaniam notpebute-
NEA W COOTESTCTEYIOWMM O0AIaTENLH LI TReOORAMAARM.
[MCO2001:2008]

2 HopMaTHMBHLIE CChIMKK

YHAIAHHEIS B JGHHOM DEIGENE 0kyMEHTel ABNANTCA HE0AXOOMMEIME BNA NDUHMEHSHUA HACTORWEND
cTaugapTa. 0NA 0aTHROBAHHEX CCbINOK NPHUMEHAINT TOMNEKD YEAIAHHLIE BEPCHNA W3aHKA. [NA HeJaTHpoDa-
HislX CCBINOK NDMMEHAI0T CaMEG NOCNEIHUE WAOaHUA (BIMI0SAA MNofbe MIMEHEHWA K CTaHOapTam).

YVEASAHHbIE HAME CObINOYHEBIA DOKYMEHRT HEODXoOMM ONA HCNONBAGEAHWA HACTOALWEND cTasgapTa. AnA
OATAROBAHHbIX COBINOKE NPUMEHAKT TONBKD TY BEDCHI0, KoTopaA Bena ynomMaHyTa 8 TekeTe. JnA sedathpo-
BAHHBE CCBNOK HEOBX0OMMO WCMONLICEaTE CAMOE NOCNEgHEE WidaHWe JOEyMEHTa (BENHYas Modoe
NonpasEd ).

MCOD 9000:2005 CUcTemME MEHEDKMEHTa Ka4ecTEa. OCHOBHBIE NONOHEHWA 1 CNOBADE.

[MCOS001:2008]

MO 146441 Yucmble NOMELLENLA U CEATIRREE © HUMU KORMpGnupyerse coadsl. Yacms 1: Knaccu-
CPUIALLA HUCTINTTE G030 XS N0 KOMUSHITIDSUYLL E3E0LUSHHELK SaCTILY

MO 14644-2 Hucmbie MOMELWSRUR U CERISNMLIE ¢ HUMU KOHMOQMUDyeMele cpedsl. Hacme 2; Tpabo-
SAMLA K MOHWTIODUNZY U MepUcdUHBCK UM UCREMaRUAN ONa nodmeepadenun NToomMofRH0S0 CoOMmBamcmaus
HCO 146441

HCO 14644-3 Hucmble NOMEWESHUR U CERIANNEIE © HUMU KOHMponupyamee coeds. Yacme 3. Maemo-
Akt CTENTTARL

MO 146445 Hucmble NOMELLENUR U CERIAHRBIE ¢ HUMU KOHMDQTUDYeMEo cpedil. Yacme 5 Jxcnny-
amagyus

3 TepMHHbLI K OnNpenenedHMA

B HACTOALLEM CTAMJAPTE NPKMEHEH Bl TEDBNHE] M ONDEOENEHKS, NaHHee B MCO0 9000,

B HACTOALLEM CTAHAAPRTE NPUMEHEH Bl TEDRMAHE] ¥ ONDEAENeHKE, NadHse B MC0 9000,
B TexcTe HACTORWERD CTAMAAPTA TEQMKMH «IPOOYELMA S MOKET 0IHAYATE TAKKE CyCnyrys.
[MCO2001:2008]

Jononuumens e MepruHe U onDedelesus, UCNonb2yeais 6 HaCMOALLEM CMandapme, omHacamea
Henocpedemaanqo K npaaunam GMP, NpuMeruMEN K TROU2E0demey MepaUYHER YTaKGEoUHEX MaIMepUanoe
ANg NeKapCcmeatibix Cpedoma.

3.1 eoadywHsll WMol 3aKpsImoe Aoocmpascmas 908 Konmponupoaanus 8o30yIWN020 TomoKa.

Mpusmevanue— Jennos NDOCMDEHOMED, KSK IQ2EUN0, CHEOMEBHO, M0 ADS0RES Meps, dsyMA G2E84W0CARIAH-
HEMU daspasmy wesdy depMF o BONE8 KOMHSMAaWY, & UCN0NBEIYEMGA dNA Nepexods MEpCOHARE URD NEDSMEBHUA MAME-
QUENCE AP yoroauy cofmodenyd DEATUMHEE FENDEUL, HENDUMED. YUCMomal, fomoxa eozdyya npu sxode.

3.2 ymeepxdenHiil Fiveowud cimamyc cosmasmomeUs.

Tpwmeyan e — Coomaamoiaye Moxem nodmespwdamech HE DOOOM 3Mane npoueccs (AN WexodHels Ma-
mepuancs, 0RA SCO0MO2AMENsHay coedome, dNA FNEK0ENHEN MAMBDLANDE URL 20Mos0d npodyauyun).

3.3 chopka: CoaduHBNLE BMSCITE NEDEUYHEX YIaKoaouHelx Mamapuanos (3.35.7) u {unw) ux komMno-
HEHTIOE,

Mpuwevawue— Mpumepany vozym crpxume cBopra ECmel Tumemoy ONA 3aN0RHEHYA annagamaos dnA
UHBERWYGD WAL FOMEN0SEE 380U LMKELIE KoNnavsod 08 van Ba npedeapumeneHD HaMUTHERHE X WNZULEE.

3.4 aamosamuyeckuld wonmpone: OucHka COOMERMCMEUR, SCYUESCMEnaeMan KonmMDaNbHEM
abopydogakuent 083 e WameansCimas ENoaska.

Mpumevanus— Konmponealos odopyd0asHye MOMEM RN0YAME 8 Ce0R oNMOINSEMDOHNRIE KOMTONBHITAI
(MEMEDE], MATEEHEIE CUCIEME, JTEMPAIEF OERE CULINBME! I CEAZAHHEIE & HUMU CUCMEanE obpalomey danHalk, & Masse
dpyenes obopydosanue,

2
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.5 cepun, mapmua: Onpedensnyng KOUYECTIED NAQELUYARE YTSKoaoutLX Mamepuanoa [3.35.1),
LIZOMOENEHHER 8 X008 GIHO20 UMY HECKDALELX MPOUECODE U UMSOWLX cMardapmuiuposattbie XaDaKme-
DUCTIUKL U CMabumeHoe Kauecigo.

MpopuMeusHUA

1 Ara ydosremeopeyus apoulaodcmasitay mpelfiossaul uny mpefossaqul nompeSumens Nagmul Wowem
faime paidensns ie grd nodrspmud, ofibedurReMe s roadnes & edurpa odropods iy mapmuK.

2 Mpu Henpspaigdos npouaidadomas cepual cuumasmea JonR npodyxuuy, onpedenfem s Pulio 38d8RHEM FORL-
WECM B, NUED KONWHECTIE0M, NDOUFEsde HHEIM 38 FCMEHOENEHH B TDOMEKFITON 8DEMEHU.

JE npomoxon Ha cepuko: Aoxysmedmsl U sanucy, daniue npedomaanegiiue o npedbicimopul cepuu
(2.5}, axmioYan UWDODIaULII0, MROCRLLVIOCS K NDOUSESdCMEY U KORHMOQMTK, U GbNesyaiiliue TDOCawuUaas-
Mooms (3.63).

3.7 HOMeD Capull, WOMED Mapmul: YHukansksil udedmudbukamop Capuu Und napmd (3.5).

Npumeanwsnsue— Howep cepyu Maxem npedomasname coliold codvemanus dodghpg, Syre o JWRU) COMSOT08E,

pdeH MU UYEDIEUY CEDUR (URU mapmuk) & noMozamu Ly onpedanume npedeicmopus nposisodonea o pacnpede-
NEHUA.

I8 aLINycKk cepul: Pelenus 0 esnyoke cepul (3.5) dna npadasu unu nOCMaaky focne cbuyuansHg-
20 PaccMomparus ApoMoKona Ma cepuio [(3.6), ocpecmanfemMoss cmywbol kavecmaa (3.47) wnu mungos,
WoAHOMOYaKHEM cyxbol kavecmas.

3.9 wanubpoeka (mogepka): Mooyecs Npogepku LNy pe2ynupoaatus (Mymew conacmaanenus © ama-
N0HHEIM 0BDa2U0M] MoUKoOCTIU Coedemaa UaMeDanLs.

Mpousauadye— Kanubpoaxy (Modepyy) MOKHD MEKAE ONUCEMEe Ay DAD omegayul, yomarasnusso Ly nou
A30GHHEN PONOEURY 3AENCHMOCTIE MENTY FIHAYEHUAMU. NONYUEHHENMG C TOMOWEN COBACMAES HIMEDEHLA, LAY 3HAVEHUA-
MU, noedcMeanAaMaiMy BELWECMESHNOD MBpOS, U COOMBEMOMEMOWIMLT HISSCTHEMY FHEUSHUAMY 3ManoHH0E0
afpgasa.

310 ynpaamenue UIMeNoNUAMU: JoKeHmUuposaHEos yIDaanenus UaMeHeLAMU.

MpoumwauaHus— K UBMBHENUAM MOZYM, 8 4SCMHOCHY, OMHOCUMECR UBWEBHEHUR & ChiDBE, MEXHUIECKLN
yenoeuRx, Apouieodcmasrnod Beie, ofopydaganiy, NpouzacdcmAEasHHE Y IDOHBECEY U MeMm oDy UENaMEHUT.

311 wucmoe nomewenue: NoMEWENUIE, @ KDMODOM KOHMPOTLDYEMEA KORUGHMDALLR 8380LLEHMEX
& anadyxe Yacmul U iaMopoe COOpa0 U LEToTh IVamos makus ofpasos, Wnobh MUNUMURUDoGESME NO0E-
Danue, 0SpaIcEaHUE U COXPaNEHLE YACMULY GHYMDL MTOMBEHUA, U 8 XDMopow Jpyaue coomeamoma LU e
NapaMempel, MaKue KK MesMIepamypa, anaxHocms U Jaenetue, KOHmMpIupymes no Mepa Heobxodu-
IO,

HCO 14644789 3. 1.1]

3.12 yucman 30Ma; CREYUANLNOE NOOCMPaHCMED, 8 KOMODOM KOHMPOIUDYEMEA KOHYEHMDauUa
BIEEWEHHEY @ @038YXE Yacmuy U HOMOPoe NOCHDoERd U UCaNeIVEMCE mak, Ymode! MUNUMUILDOESIT
nonadakue, 0fpaInaanue U COEDaNEHUE ALY BHYMOU S0MHEL U & KOMopoM Joyau0e coomesimomayiaiue
NapgaMempe, MaKUe KaK MeMTapamypa, anaxHocms U J3enasue, KOHmponupyomes no Mepe seofxodu-
ICCITL,

HCO 14644-7—599 3.1.2]

n FUMBHMEHLBE— Song moxem Beims OMEPEMOL 4Ny 3aspemod o HaxodUMeCA Kan EHFMDU, MK U BHE WOC-
o2 NoMewequR.

313 aaspmawenue:; Monadanve nwbozo HEXSNAMENLHI20 BEWECITEA 8 MEDEUYHEILD YNEKoEoYHEIL
Mamepian (3.25.7).

NMpumevnsHua

1 Fomodasa npodyryud Moxess Saime 3a2DRINEHE NocpedcMaos MUIUHNECK0E0 (MBEda & YELMUYE). SUMUYBEKD-
2o uny Buonoagiecknze (Ranuvue Suo- W sndemorcuMts) aosdedomana.

2 A5z0RIHEHNE MONEM S0IHUKAME 60 BDEMA NPoU3E0dCMes, YaK0ERY, YDaHEHEA & (Wiu] meaRenopmypoass no
SUHE IR2DRFHEHREE B03JYIWHE Y CUSMENM, MepoorEna, obopydoesaua dna ombopa npol, MEMEPUEN0E. TIMSWSHUL I
KOHMBUHBE0E,

314 wommponupyesan cpeda: Cpada, coadadHan u akcinyamupyeman makuM o8Dasom, Smoded Kok-
MOOAUPOEaME BOIMOMHOS NONAJGHUES NOMSHUUANEHEY IF2DATHMOUILE BELeCME.

FOCT rocTtPuco 15378-2014 Crpanuua: 9/54

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-15378-2014
http://GostExpert.ru
http://GostExpert.ru

MCT P MCO 153378—2014

MpuMevasuR

1 Cpeda, kax npeeuno, co3daemoh U SMCATYAMUDYEMCA Maxud o8pe20M, amobal MOHMPOTUSCGSARME TOMEHUL-
ANLHOE 3GEDRIHEHLE U TOCNEd GMEUR cRyNEIR0E0 auidpoca MuUBaiX DDSEHLEIMOE.

2 Coomsemomayoyud mepensd dsananud co3dasm S0IMONHOCME AhiheymuaRoen YORMEHUR G30030NEHEX
FEA0AZHUMEREY, NDEdoMEDWEHUR NOMEHLYLANEHOEC AGE0RIHEHIA 4 AocR8domeul CRYNEOHOE0 auBpoca.

2.15 nepekpecmMo 3a2painenue: Jazpradenue (3.13) mamepuana unw nopodykuud JpYaun Mame-
PuEnoM Wil npodyxyued.

MpumMevasuR
1 MBpakpeCcmyoe F8A0AIHEHUE MOFEM MAKKE HEFHEIMECA CMELWHEaHNEM.
2 O f24).

3,16 npemeHaIua nompedumens: Huihopralyud, npadocmaanelHas ROmpebumernasd OmHooUme k-
MO HEJOCMaMKoE LU HECooMEsMomand.

MpuMevasuR

1 Moo aULA Mowem Neped 8 SAMECA § YCMEDL Uy MUCEMEHHOL BODe.

2 MpeduMemon MDEMEHIYU MOWEM BEiMa NEYE LB, KORNUNESHTED WRU FENOELR NOSMAaKY NEJELHO FaKoaoy-
HO20 Mamepusana.

217 dama uzzomoanenus: dama Hacmynnerus odrod 12 nepasix cmadud npouecca Us20moanaHus
MELEUYHOZD YNAKCEOHYROSD MAMEQUANE, WU NDOUECcs YTAKoEKU, WAL TROUSCCE CHONYAMENLNOSD BRINYCKA,
KOMODAA Moxem Sbime NpadMemon COENacaEaHua & NompabumeansM.

3.18 omenoRexue: DMCmymaesEue oim cmandapmuol pabodel npouedyos (2.58) unu dedocmayriiie-
2o cmaMdapma.

210 dokyMexmupoganHans npouyedypa: MNpousdypa, KOMOPER YOMavoeneHa, JokyMeHmanbHo
GBOPRNeHa, CANKULORUDDEaHE, anedpata U coxpanaamcn @ patioyen cocmoaHLL.

3. 20 noamopHan npoaapka! Jokprdedmansyo ogopunelvoe nodmaepsdenue [(3.65) deamansuac-
ML, DEFYNETMIETIOE LU 3anUced aimopsild TLULGM LWL @mapod Cucmemod.

fTpwmeywas e — Yaomes makoso npoyecca Rodmasprdenun Moxem Semes emopan nodmes padasu aq nod-
nuch g xode MeXHOA0ANHECKOR0 KORMPENA, ApoulatdemsenHan dONyMEAMAEYYA 1 38TUCY © Favecmes JAR cepuu, nodny-
CAHHEE EMODBIM FUYOM, URU MOHMDONs & NOMONERD SNBKMPoHNE Y Aoulogod. Kax npsawno, pespneMantal NOemopHod
npoeegky FOANLCEIEZHMER BMODAIM MTLUHOAM.

327 cpok2odnocmu: Mpednonazaameill NpadesMEl COOK LCAONEI0EaHUA,

MpumMevaruR

1 Cw. makme onpedensHye COORE Xpananus (3.56).

2 3mo, /8K NpEeuno, Nepuad, § MeyeHue ROMOE0a0 ONudGEM CA, WO NEEUNHAID ¥ TEN0E0 i HAEIL MBI EDUSR D0ME-
BMCA ApUesdHEM JNR UCNOAEI0SARUR & CNYYaE XDEHEHUA TP ONpedenaHtoll YONOSURE, NOCNS WE20 04 We JonMed
UCNaaEF08aMeca.

222 asxodiol KOHMPos: Moisimasus, npoeddumsie Ha somaaod npodykuuy (3.23) dna anpedens-
HUA CODMERMOMaUa MeefoeanUAM MaxXHUYSckUy Yenoaud.

3.23 aomoaas npodykiua; Mepoudksid ynaKososisild Mamepuan (3.35.7), npowedwud ace crmaduu
npouaaadomaa (3.37).

3.24 wadnewatyas npouzacdcmasHnan npakmuka (GMP): Nopouedyobl YRpaenokus KaYecimactd U
GEECNeYe LR KaYaomeaa, UonoALIyerse @ Npoyecce npousacdcmasa (3. 29).

MpumMmevanuRr

1 Cw. onpedensqud MOHAMUGS & ¢TDSETEHUE KEUSCMEoMy U »0DesNeverHie ravecmeds § OO S000: 20085 (3,210
u 321

2 TpefiogsanuR k nednexaw el npoulsodcmaenHol NOBAMUARE & (RaDMEY BN UYBCHOL NOOMAILTENHOGTIY Foma-
HOANEHsE 8 eManHdapme N 0be cnedsHUn Keyecmas (ou. [24]1.

3 TpefoganuR Hednemawel npouiaodemasHHOn PoaKmuky [EMP) anR WamepuaRcS NEpEUYHOT YNEROEKY BRTH-
WEHIT, TOMUMO HEAUGLA NodXodAess NEDCOHENE, NOMBWSHUD U 000D pA08aREA, HENYILE CUSIMBME MEHSOMMoHTE
AEWESMES, KEMODEA BRTHNAEM KONMEONYD0EEHUE POCITHFTAMWESD UCEOIREED MEMBDYANG, YRE0MOENSHUS, HETWLE
COOMBBMCMayow el JoKYMeNMEYLY, BAINGTHEAYS CAHYME0HO-2NEUEHUMScKUY MPaiossrul Ha npouzecdomes, Kox-
Mpaas 20Moand npodyKuuLy, 35TUCY O DEANKISLUY, DECCHOMPBRUE XEN0E U CaWOKOHM BONE.

4 Monamur GMP U meryaa adnexawan npowsecdcmesdHan npasmura (eGP paarosdavae. Memoduveokua
FRAISHUA BMP RocmoRAR0 8Ky ENUFLDFMCA 8 SO0M SMOMELU © MEHFDW UMUCA MpebosaHUAMY COBDBMEHROED YD OE-
HA DA 3SUMUA. 3Mo U RpUEent / NORENEHUL MepMuna oG MP, xomopeid uroeds venonesyemor. Tapdayeeamusecadn npo-
MBIASHHOCME ADedNoNS2G8m, Wi ODSHYFENUL NOUNEMEBMT B0 aNuMasue mexpuue GMP 8 ceoul MOCMORHHC
CORE DLW EH CME YW USCR TDOEDaMida.

4
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J.25 odwopodHocmb, 2oMo2eHHOCM s EQunoofpasue anavasud sapasmepucmuk Mamepuana dna
g0 opedenenHoS0 KONUYECmaa.

NMpumeuanye — GdHOPOIHOCTE MOXEN BRAMYNEME s0uHonBpaI0e MAMBDUATOE UNLY ONpedaneHHals KE05H-
MBpUCIUY Mamapuanos ocolol aHavuMocm.

J.26 woHmponks & npouecce Apouzeodomaa:; Jedocmeus, npadnpubuMasMec @ xode npouaesd-
CMasHHOSn Npouecea, Na NDoEEOKL CoODMaemomaus npadykuuy npeduaanaemalx & Hel MexHUHeoKkUx
mpafoeakiul.

NMpumeussua

1 Ara gainondesyd mpeboearuld K Apodysyuy Mo2pm Fompefossmecd NEOUECCe MORUMODYHES U RENsdKs
cpedoma npoulaodocmas,

2 Konmpodne okpysanuield cpedal uny cbopydoeHEA MOKEM MAKKE DECCMAMDUSSMECA K5K ECTTA KOKMPONA &
AEnyscoe ooy Fesdomea.

327 nonyghabpukam: Mamepuan dng nepauurod yiaxoaxy (3.35. 1), npowediewd Hexomopsaie, HO HE
ace cmadul NpoUseodcmes.

Mpumenyanue— Nonydhadpukem mpelyem daneredwed ofpsfiomau. Roexmde e CMEMEe 20MOe0d Npo-
Ayryued,

J.28 oyucmra numMuu: ¥danewue cezo, Yno ceflano ¢ npederdyuiuM J0ou3acdomantHBIM LUK oM
(MOOMEIEKS NUMLLU].

Mpumeyadye— Kax Npasunc, oYucivea Tunuy Npowisodumen do ouepednofe PPOUIEcdoMESHROED YURNE
Ana npedomepsiuendA MoS0L ow Ky WL Meperpecmyoan 282pRsHeRuA. ey npaeuna, mpelyemar, smobe npousend-
cmeerros clopydoaakue [TUHUA] U Coomeemomepow it padouul ywacmor Seiiy TomRHOCTT s CULLEHE OM BCEX M&ME-
praroa. amxodosa. apodpayuy, ofpaziod. FORKVMEHOS U M. 0., KOMODEE YoROARF08aNucE & xode npededyiyesa Npows-
sodcmastHozn yurns, do 358038 Mamepusnoe, olpasyos npodpkyyy, doxpMenmos U . 1. Hecixodusely dna HEans
LNEdyRL B 20 MDOUIB0ICMISEHHORD ULKTA.

J.29 uzzomoaneHue: Bog anepadyul mo IaKynKe Mamepuanod, Giniodas Mamepuans: dng NepaudHod
wiaxoau (3.35.1). npoussodcmey (3.37), ynpaanoHuo kadecmacs (3.323), euiyory, XPaneHU, peanuaauuy
AOOIVELUY [ CEAIAHHEIE & HUML cpedomaa ynpaanesUs.

330 nekapcmeaenkoe cpedemed: Mobor eewWecmas WU CONaManUs Gewacma, npedHazHadalHoe
A8 MEYeHUS UNU TDOGBLUNAKTILKL ¥ IRGe U LT SUE0MmKL.

NMpumensHuA

1 Modos selwecmao U CONEMEHYE SELIBCITE, BA0IUMOE 4ER0EBXY AU NUSDITHAIM & JUE3H0CITUYECKLM LU LENR-
MU URL TR BOECMTEHOBREHUA, KOPDERMUDOBNL GO UIMEHEHUA (DUILOT0EUNECKUY (DYHALUL YENOEBKE UNL WUBDMTHEX,
mMakwe pacoMampuasemeR KeF Terapemaernoe cpedoman,

2 O J24).

3 fMekapcmaeHHaie COedsMBE MOEYM MAKKE HBIEISANM BCA D EJMELESMUNECKIMY LAY NEKSECMEEHALIMU NHERE-
DEMEMU. SERHOYWAR MDO0PKLLG, TOABEDIEM0 L POCR KTUHLYE CEUM UEENed08aHUAM.

331 op2aruIayun: pyona nuy o cpedcme © YomakoeNenieIML O0R2HNOCMAMU,. NOTHOMOYUAMU U
GIAUMOCERZAMU.
MCOS000:2008, 3.3.1)

n puMadsHUE— H wacmoawias Eﬂ?&lﬂﬂﬂ,’}l.‘?é OOAFHUYIBUUA MDAXIMPemcA ¥ar FoMISHUR, Y330MadnusslllysR
Mamepuans 4NR fepauYHod ¥NaKoaki.

3.32 nodzomoaka MeYyamHio20 oplaunana: Boa nodsomogumensHan pabom:s do nevamu.

Mpuwmauandye— Cwds OMHOCUMER KOHLEMAM PANEH0E DeEWBHYe, duiads, 2pahuyeCch0s UCTITHEHEE. JenDo-
BpADUR, TNEHKE, UISDMOBTEHUE NEYamAol opie, WeNkemPehafemAsA NEIames, YUHLose s 0N U WoLDIOHDCL-
ey,

332 a3a nepedenamu mexmuveckux mpebosanul: Peaynemame! UCneimmanul, He omesyaoue
MpafosaMuas MeXHUNECKUE yonoeud (3.57).

J.34 aymcopcung: Beinonnesus eceao unu yacmu npouecca doyaod opaasuiayued (3.3.7).

MpumeysHue— APMCOgCURe Yaoma Hedseaom cybdnodprdon (oM. onpedenarue mepmuta noydnodprdyux
(G.61)s).

J.35 ynakoaoyHLe Mamepuansi

J3.25.1 Mamepuank: 4na nepauyrod ymakoaku: ¥akoaoqHsa Mamepuansd, Ucnansiyveidbie @ hap-
MAWSEMUYSCKOD YNaKcase, Kmopaa cOFep¥um, SepMEmMUsL0Fem Wil UCnoNsayvemca dng JoaupoaaHHG20

5
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Apusmeresys wedukamenma Uiy RaxodUmcs & HENocPedoMmasHHoM KORMAaKme © JeKapcimachisM
COCCITIEOA.

MpuMevasuR

1 MNouwapsMdu MEMEUEN0a AR MegEUVHOL YNSKOSHY MOSPRT CAYNUME CMERNa, DEFUHAE. MAACIMMASEE, BNOMU-
HUL, MISHKE, (BONE2E, CROUSTEE MNSCMUKE. MONEm Wen0NaIoedMecR COUEMSHUE BAZTUNRAL MaM8DEaNTE AOMTOHEH-
MOB (HETDYMEE, WADUUE, A30030 e BERTOHE].

2 Hacmorwud cmandapm pECApocmEaHASMeR MARKE Ha MAMBQUEAR, HAXOIRWUECA § HENpodomx UM BN eH0M
HOHMERTTE C NEKADCMEBRHEMU COS0CHBEM U (HENDUMED, NUNEMEY U WADU L),

3 Ha NepeuvHEEe WTSX0S0YHAIE MAMEEUATE MOSYM HEHOCWMAECA NEYAMHEA uRAOSMALUR WIY JeR0DamuEHLEi8
STEMEHT B

3.35.2 Mamepuanki dnA emopUuYNol yNakoaku: YNnakosoquse Mamepuans, He aomyiaowue &
HOHMAKT C 8KapCmegHHbIM coadcmack, HANPUMED KADMOMKMEE KOpohKy ¢ mexkcmaor U Ags mexcma, 3mu-
KEmKLY, SpOWopKL WAL enadslluy (Uil peknaMyse nucisw), obepmid o koxmelkeps ANa mpaHILmHe
ME0eR0I0K, MAKUS KAK CHNAIHEIC KADMOHHES KODOGKU.

3. .36 acnoMozamensHbie cpedomeaa: Mamepuans:, cnocoScmeayioijue Deanuaalgluy npoyacca.

Mpumevanus— donnoie MEMEDUARE HE SXMIOWEHEI B MEXHMMECKUE MpeSossHuA K NpodyrytG O MO2pm
Heime pdaners Mpd uno do akoryvamenas ol ofpsioma.

Mpurep — Cpademea, cnocoBeMayiye PafheMy Npecc-thopbl, EXaMBIl ao3dyx, MexXHONOEUYBEKERA
MDOKAMHER CMBIKE.

3.37 npouvzsodcmeo: Mpoygcce, NpUESdRWLE K NOAYYEHLUG MAMERUAN0e 0N8 NepauyHol ¥iaKoasu
(3.35.7).

MMpuwmeyasue— 3my npodsccs 080SIYAM IOAHEL TROUIB0ICMSSHNED LUKN, HAYUHER OM NDUEMAY ucxod-
HE{ X WA BOUSN0E, SXTMONER Negepaliomyy, YISR0as)y U 3XaH4L8aR MOy WeHUEM 20moend npedyryua.

3,38 npowecc weanugukayuy: Mpooyace, nodmespxdamnuyuld clocobSHocme BRNMHAME VoManoea-
NEHHER MpeboaanLa.
[HCG 80002005, 3.8.6]

Tpuwmeyadoe— Kanu@UraduR o eanudauua {3 64] oxasmaisaom NPoermH Yl BEaNUDURALLIM, FOMEHROan9Y-
HyH KEaNUEEHSLHLE, FEATUE UKGLYH GIFHNLUCHUDOBARUR, NPUEMO-COGMONHES UENBNMEHUA HE ADEORDEAMUY O KEaTY-
DURALI SHEMAFYSMAYLY. 8 MEEHE MOBMIDHYE KBARUHILUKEYLD & MOSMODHYE SaRudauu mo Meps HeobXoduMocmy.
Fma QeRMBAEHOCTME MOKEM MAEKME AREE0dUMECA 0OHCEREMBNHD NYMEM 20PRNUDOAAHNR [MAMDUYHER BARUdEUNA) u
{Lny) pEMPOCISAMUEHD.

3. .35 ynpaanedue kavecmaomM: Hacms Mencdsenma KaYecmas, HanpasnanHan Ha epinanqeMLse
MPpe0oaanul K Ka4esimay.
[HCO 90002005, 3.2.10]

T DY¥Meyasge— }'.I'.IPE&J?EHUE KEIeoMmadu LRYsem Npoesprly Ny MecmMyp0asHiye BaiNORHEHUA MeXHuiec-
KUK Ponoend.

3,40 KpUmUYeckoe cOCMOogNUE Kavecmaa: [Tokaiamers, anuanllul Ha Kavecmas dng mepausHal
ynakoeku Mamepuanoa {3.35. 7).

Mpuweyanue— Mamepusn. oNegagUuR WAL JeR0SUR NP0YBccs, mpefosakinR ¢ UCRENMEHEANM uny Nk teie dpy-
ELH8 COHMESMOMEPGLLE NSPSMEMDEl MIZYM DACCMEMPLUASTIEER KK KOUMEYELKIE & CAYYEE, BORU HEBAINORHEHLE MPe-
HoaaHS K R NoUAcdT & S BcMESHROMY YUisniy

3.47 cnywba kavecmaa: Jp2anuiauuonnog Nnodpaidenayue, KOMAPDOoEe HECem OmMEeemoimasHoCTe
Ja ofecneysnue Xavecimea U WIDaenNaHUue Kauacimeot.

MTpuwmeyanoe— Capwba KGUECTTEA MOKSM COCMOAME U3 omdenarels nodpasdenahull no oleCNSveHYD Ka-
WECTTES U YIDEENEHUT KENECm et wiy 43 odHo20 NUiga (20pnnal Aul] & 38§UCHMOCMU O DEIME00E & SMoPEmMyDel 0p2a-
HUZAaLOW,

3,42 Kapawmus: CIMamyc Mamepuancd uwny nosdvkLuy, Us0NUpoaanksld 00 GRIHECOMUS DeeMHUR of
Lx mocnedpowen odocdpesiy Wik nocnedyiouwel exdoaKoany.

MpuwMeyan e — MTOAKSEaEMUHLLE MEMEDNAR, K&K ROAGLND, UIORUDKEMEA PUILNVESKUM LAY UHBIM dalom-
BEHHEM CAOCOOOM.

3,473 peanuiayun: OBLud Mepius, OFEAMEEA0WULT G608 NOGLECCH!, MPeByeMEie JNF AoCmLUeHLA
HeoOx0dMOS0 DEIVNEMAMa oM NDOSKMUIeEsHUA S0 NOCMAaaky NoodyKLLL.

G
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J.44 conocmaanenue, caepra; Cpaatanie mowdy obbeMoM 20moaol NoodyKLUY, MB0gemuyeciy u
aNMUYE KU @LINVALEHHON LY UCNANb2VeMol, ¢ YHemom HODMANEHOG 8apUaLLu.

Mpumenanwe— Cpasyedie ApoacdumeR ¢ pusmoM omecdos, 08peiyoe o Joyaus NOMEeDs, REUCYWUE Tpo-
WECCY.

345 eoccmanoenenue: DSpabomica unu noemoptias obpatiomia mamepuanoes NepauyHod pnakoay
OA aLINoNHeHUA Mpebaaanud IMeXHUNECKUY YoMoOaL.

46 zabpakosaMnerl: Cmamyc uckodMeix Mmamepuanoa [(3.59), ecnoMozamensneix cpedema (3.36),
nonychabpukamaa (3. 27) unu somacaad npodykyuu (323, peaynemams! UoibIMadus Komophix He ydoancm-
BOOAKNT CONGMY UL HECKOMBXUM MPaboeanuay mesnuYeckus yonosuld (3.57) u nomopeie yoman0aneme
(obb/MED CREHO0l kadacmaa (347} wenpueodueirdl Gne UCnomTbI0EaMUA.

347 apiGpakoaka: [Tpoyecc YomandEnesua, 8ainonyasdail 0fskyo cnykbod kavecmasa (3.47), mozo,
yMmo vexodhee Mamepuane {3.59), scnomozamenesseis cpedomaa (3.368), nonpgabpuxame (3.27) unu 2oma-
aaA noodykula (3. 23) venpuzodusr AR UCnonNE20@aRLA.

348 noamopHas obSpabomia; Mogmopekiue Yaciy MeXHONoSLUYaCko20 NDoYECCa.

Mpouwausnyse— podanweruse S5CMY MEXHOTOALYBCKDED TOOUSCCE NOCNE MOS0, XAK KEHMPORE 4 NP0YBLTe
nooussodomen NOKEIEN, M0 JAHHER YACME ADOUECCA HE FASEDMEHE, RENASMCA HODMANBHO TDEKMUKOG U W8 0MHO-
SHMER K Noemapyod opaliomye.

J49 apxueHkie obpazlil, apbumpamtisie obpazyed: Mamepuans unw 2omoaeas npodykuus (3.23),
ApanuMele 308 Sydyieso cpaaHe LR

Npusmaeyagnue— Fme obpaiya 08ean0 omBuapanmes § docmamovHaM FOTUIECTEs U ¥pAHAMCA € anpede-
NEHHEE PONORURY @ Mevekue 2a0aRH020 SpeMeny AR mocnedy il eal coaaHeHUA.

350 epzapam: Mpouecc omnpasky Mamepuanoe &ng nepeuyHodl ymaxoesy [3.35.1) obpameo g opaa-
Huzayuw (3.37).

351 nepedenka: Jedcmeue, NpedNDUEAMOE @ OMHSWENLL Hecoomaamomayiowed npodysuuy 408
moao, 9Maobsl aHa coomaamomacaana mpefocaanuan.

HCOS000:2005, 3.6.7]

Mpumenanue — CG,I:I.'?]UPD-E‘KE‘ MONMEM JECCMampuseMmeECR Kax J'.'EFIEdE.I'.'H'-E‘.

352 aManuz pucka: CUCMEMAMUYECKOS UCNanb20aMue WMo pMaLus Ana Bl fanesud oTacHociig u
KOMUNECTIEEHHNGN OLSHKL DUCKA,

Pyyosodemen MCOMIK 571950, 3.70]

J.523 ouyenka pucka OGWul npouece avanuza pucka {3.52) v oyoHugasus pucka (3.54).

IPyikogodcmeo MO OWMIK 57139898, 3.12]

354 oyewwaanue pucka: MMpouedypa, coHOEaNHAS WA aWanuae pucka [3.52) dng onpedenesud mozo,
docmugHym AU domycmuMsld VOO8eHRE DUCKA.

Pyrosodemen HMCOMIK 5711998, 3.11]

.50 MeHeddsMenNm pucka CUucmeaMamuyeckos MDUMEHENLE NoNUMUKY, NpoyedyD U NoakmUYacily
wamodog enedsresma 4na pewedla 2aday aHanLIa, CUeHUEAHUSA, FTD2ENeHUA U MOHUMOOUNAA PUCKA.

OO 149712007, 2.22]

356 cpok xpaHenun: MNepuod apeidanly, 8 MeYelUe KOMOPoas Mamepuank 4na nepaudycd ynakoenu
(2.35.1) domswsl COOMEEMCIMEdaanE MPebOGaHLAM (MEXHUYETKUM YOIMOaUAM) MU XpaReMuy nod onpede-
NEHHBIX YOIOSUAX U N0 LEMEBYSHUE KOMOPO20 MAMEapUansd He JonwmHE UononNs308aMeCa.

Npumeysnue— Ox Mmake cpox 2odiocmu (3.27).

.57 mexHuYeckue yomoaus: Jokyiderm, yomaHaanuaaaiiuld mpeSoaanu.

MCO90003:2008, 3.7.3]

358 cmawdapmeaan paovas npoyedypa: Cankuuonupoganyas JoyMerRmansso chopmmeryan
npouedypa wiu pad npouedyp, UHCMPEKLLG NG @EToRNHEHI0 DaGomer U UCNsImanul, UCmonsIyeMelx @ npa-
uacce npoulaodcmaa (3. .37} U yapasgneHus.

359 ucxodHbil Mamepuan: Chipbe, KOMIONEHNTIE, @BUECTMESR, UCHONLIYeMbe & Npolzeodcmas
Mamepuanasa dna nepauskod Wakoek [3.35.7).

JED cmepunkHocms: DmeymMomaus X uIaHecrnocobne X MUKDOODSaHUIMOE.

HICO 148372008, 3.26]

361 cyBnodpaduuk: TDemba CIMODaNS, KOMODaA BLINMOAKSEM YACMe UMW aCk paSomy Mo U2S0moane-
HUK Mamepuanag dna nepeudrod ynakoeky [3.35.7).
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362 pfpatomea noaepxwocmu; MNpoyece, RANPIENENHEID HA YTPHWEHUE NOEGS0ENOCITIU Mameapua-
oE ANA NepeuYHON ¥ITaKkocakL.

Mpuwmep — Mokpeimue cufukoHoM uny dpyean ofpalomya SHYMPEHHUX CMEKNAHHLIX NO8epXHICMal,
MOKDBIT WS 8 HYMDEHHUE UNU BHEWHUY NOSEPXHOCITEN CIMERMAHHEY KOHMSGHEp0a WNU pelnradsy demanad.

363 npocnesusasMocmb: BoaMox OcTE NDOCTedums NRedeicmMopuUil, NOUMEHEHUE LWL MECITIOHE-
XOMAEHUE DACCHMAMPLUSARIMoaT 00 LEKMA.

MpumevanuR

1 MpocnesyaseMosMe NOUMEHURMBNLHED K NEO0AFRULY MONEM SMHOSUMECA K
- NOOHCROMASHLA MEMEDUSTOE L #OMITE KT YA UK,

- poedwemopuy ofipaboma

- DACAPEdENSHUN O MECMOnaxow ALK Mooy LLY TOCNE Docm San.

2 Bofnacmu memponozsuy nouHame onpedenanue, noueedennos g VIM — 1893, nodpaaden £.10.
[HEO B000:2008, 3.5.4)

3.64 ganudayun: MNodmaapwxdedus nocpedomackd Npedomasnelius oSbeRMUEHEY celdamenscme
Mo2a, $mo MpeBoaakud, NOadHasHaYeHEbLE 3N KoOHKDEMKO20 NPednonazasmosn LeNoNeEI0aRUA UL M-
MOHSHUR, SLITOIHEHE.

[HCO 2000:2005, 3.8.5]

MTpumeywasue— M npumsishye ¥ 358,

3.65 sepucpuxauyun: [Modmespxdesuse nocpedomeom npadcmasnemus obbekmudsslx  caude-
MENLCME MOS0 Y0 YEMaMoanasisle Mpeiaaar U by SemmonHe b,

MpuMevaruR

1 TepMud re8pU@UIUERSART » SCTATEIYEMCA ANA 0H0IHEUSHUA CODMBEMEM 8 0LLESAD SIMAMYCa.

2 Mpu pezpafiomes o MOOSKMUpoEARYY aepuduksyuR npedemaenfem colold NOOKBCE UIPUEHUA DE3yReMamaos
pACCMEMEUusasMel dEAMEBReHOCHTU € YERBA FOMARDTENSHUR COOMESMEN BURA YNOMAR yMod deAMansHoCmy 350 3HHAIM
mpefossHUAM.

4 Cwuctema MEHEOAXMEHTA Ka4eCTBa

4.1 OBwHe TpeboBaHKA

Opraduaayna gonssa paipadoTars, oKyMEHTHRORATE, BHEDMTE ¥ NOLGS0MWEATE B paboYen CooTo-
AHKMA CHCTEMY BMEHEIMMENT 3 KAYSCTEA, NOCTOAHHD YIYYLWLATE 88 PELY NETATUEHOCTE B COOTESTCTEKHM C TRE-
GOBaAHWAMK HACTOALLErD CTAHGANTA.

Opradyaagna gore-a:

a) onpegenaTs NPoYeccsl, HeobhxXoaMke & ANA CHCTE Mbl MEHEIKMEHTA KAYECTR, ¥ MX NPUMEHEHHE BO
BoEn oprasdaada (1.2}

b} onpegenaTe NOCNEqoBaTENsHOCTE M B3ANMO0BACTEME ITHX NPOUECCOR;

C) ONgedenaTs KDUTEOWK M MeTodk, HecbxoarMee gna checneaqenis PeayNeTATUEHOCTH KAk NPW acy-
WECTEMEHKM 3TUX MPOUECCOE, TAR M NPK YIDARMNEHAK WM,

d} obecneqYyBaTs HanWYMe PecyYpPCoR M MHopMaUMi, HeoBXoOuMEX N8 NOQASp#AHNA ATHE NPOUSc-
COB M WX MOHUTORMHMA;

B} OCYLWECTENATE MOHUTORWHT, MAMEDEHKE, TAM, TOE 3T0 BOIMOHHD, M aHANKI ITHE NPOUECcoa;

fl NPUHAMATE MEPEL, HEOEXOOUMER ONA QOCTUKEHWA JANNAHKPOBAHHLIX DEIYNLTATOR M NOCTOAHHOM
WIYHLLEHAA ITHE NPOUSCCon.

g) OX¥aPAKMEnU0AANE CROK 0TI K0 NOALMUKY. HAMEPENUA U NodXad ¥ obecneyesua KaYacmas apo-
Jysnunt.

OpradKaayna QomeHa OCYWeCcTENATE MEHEINMEHT NDoUSCCon, HeobXoaWMb X ONA CHCTEML MEHE-
WHEHTA KAYSCTED, B COOTEETCTEWM C TREDOBaAMHAMK HACTOAWESND CTaHga0Ta.

Echii opraHdiauqds pelwasT nepefarts CTOROHHER Opraduaanmy BeINSNHe e kakero-nkbo npouecca,
ENHUAKRLWErD HA COOTREETCTEME NEPOAYEUKK TPeE0EaHHAM, 0HA QONHKHA 0SECN B4 TE 0O CEOSH CTOROHE YNpae-
NEHKe TAKKMM NpoUeccom. BUa W cTeneHs YNRaBne HuA NPCLEecCamMg, NepelanHsbe CTOPOHHKKM ORraHH I3 LuM-
AM, BOMEHL BRTE ONPEASNEHL B CHCTEME MEHETHMAEHTA KAYSCTRA.
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Mpasevanana

1 ¥YNOMAHYTEIS BblLE NEOUECCE, HEOBXOOQWMEIE ONA CHCTEMEl MEHSQHMEHTE KAYECTEE, BENK4ART B cefis npo-
UECCEl YNPAENSHYECH0A ABATENBHOCTE PYKOBOOCTES, OBECNEUEHRA PECYDCAMM, NPOUSCoR] HHIHEHHOMD LHENA NPoLYyH-
UMM, W3MEPEHEA, SHANHIE M ¥y e HAA .

2 Mpouscc, NEpElAHEEA OPYTOA CPTAHHIELMH, ABNASTCA NPOUSCCOM, Heo B0 anss M QNA SHETEM B MEH BQRMEH-
Ta OPraHUIaLMK, HO N0 B BODY 0PrasuI3UME BHNONHABMEM BHEWHER INA HEe CTOPOHOW.

3 OGecneqesne yNPEENEHWR NPOUECCEMA, NEDEJAHHEIME CTOPOHHAM OPraH M3ay«as, He cceolosgaeT opraHn-
33UWHK OT OTEETCTEEHHOCTH 33 COOTESTCTEME BoeM TpeBoeadHdAM noTpefuTened « obBRzaTentHsiMm TpeboBaHARM.
Enifiop B4aa W CTENEHKM YIPRENEHWA NPOUSCCOM, NEPEAaHHBM CTODOHHE A OPTEHHZALHN, 33BMCUT OT TEKAX (D aKTORDE,
Kak:

8) BOSMOMHOE EN@AHUE NEQEeGAHHONT CTOROHH@M ODrEHWIAUAAM NPOUEBCCE HE cnocolHOCTe OPTaHH3E LW
NOCTEENATE N@COYKUMD ., COOTESTETE VWY TpeboaaHnAmM

b) cTEneHs yaACTHA @ yIRAENEHHH NPOUECCOM, NEEEGAHARM CTOROHHEA GPraHRIELUN;

C] BOAMOMHOCTE GBecneqeH ia HEohXOLUMOrG yNEESNEH WA NOCPELCTESM NEMMEHEHWA TReBoaasHA 7.4,

[MCO 9001:2008]

4.2 TpeGoBaHWA K OOKYMEHTALMH
4.2.1 OBwme nonoxeHHA

DokyMEHTALWA CHCTEME MEHSOMMEHTA KAYECTREA QOMMHA BLNKYATE B C0A!

a) LOKYMEHTANEHO OROPMNEHH LIS 3ABNEHHA O NONWTHEE W LEnAx B ofnacts kavecroa;

b) pyKOBOSOCTRED MO KAYECTRY,

€] BOEYMEHTARORAMH LIS NPOLENYDEl # IANKCH, TRPEDYEMEIE HACTOAWWM CTAHOADTOM;

d] OOKYMEHTE, BEMIOYaA 2AMNKCK, ONPEQEneHHEIE OPTaHMAALNE R KaK HEODEOTUMEE 84 Ona oGecnewe-
HWA APch e TUBHOTS NNAHKDOBAMWA, OCYLLECTRNSHWA NPOLUECCOB M YNPABNEH WA MMIA.

MpusevaHua

1 Tam, e 8 HACTOAWEM CTEHAARTE BETREYMAETCA TEPMUH « DOKYMEHTHPOBEHHAA NPOUBLYRE s, 3TO OIHENEET, UTD
npoyeaypa pazpafoTada, QOKYMEHTANEHD OOPMNEHE, BHEOPEHE W NoGAepXeEEeTeA B padosem cocToaHe. DowH
OOEYMEHT MOMET CodepHaTe TREH0EAHMA 0GHOR MNk Bonee npoyeaypel TpeBoBaHUE O HENUYY N DOKYMEH THPOBEHHORA
npoyeaypel MoxeT BeTe pRANMICEAHD BONSR e OOHAM JOKYME HTOM.

2 CTensHs AOKYMEHTHROBEHHOCTH CHETEME MEHEORMEHTA K2YSCTEE ONHOM OPraHUIELM N MOKET OTNHHATECA OT
CTENEHH QOKYMEHTHROBEHHSGTA DDYIOW B 38 BHCHMOGTH:

8) OT pAIMERE OPraHMIaLHH M BHAA ABRTENEHOCTH,

by oT cNOMHOCTH W 333MMOLEACTEBMA NEOUSCCOR,

C] OTKOMNETEHTHOCTH NEDCCHANE.

3 HokymesTaudA oweT BuTe B nobol @opse W Ha NoBoM HocHTensa.

[MCO 9001:2008]

Mpumasan e 4— QowpMedmMupgnaaiiee npouedypal, UHCMEYLEEEY no npoasde Huw patomed, vonkimakul
WEnAx NpoUIendcmas & PRDSENSHEA, MPelyeMEiE HECTOALLGM CMEHIASMOM. MOKHE HAZEEME CMaHdapmHaMy pasou-
MU ApouedymamM.

Heobyodumo SoKyMeHmMansqo oopMums abiyyio nonumoky, damepedua 1 nodeod x eanudaluu.
4.2.2 PykoBoOcTEO MO KAYECTRY

COpradyaauqs DonsHa paipaboTaTe M NoAAepMHBATE B pafods M COCTORHHK PYROBOACTEO MO KAYECTRY,
COOepwaLles.

a) ofnacTs NPUMEHEHNA CHCTEMEl MEHELEMEHTA KaYECTEa, BENOYaA NoapobHocTH W 0GoCHORaHNWE
MNoB X MCHMoYe AR [1.2);

b) DOKYMEHTHROBAHHEE NPOLEOYDE, PaIpaboTaHHsbE M8 CHCTEMEl MEHEZHMENTA KAYECTE, WK
COBIMER HA HMX,

c] CNHCAHWE BIaMMOOEACTEAA NPOUESCCOR CHCTEME! MEHE IHMEHTA KAYECTEA.

[HMCO 9001 2008]

4.2.2.1 Opsanuiayus SoisHa semeo onpedenuitth, @ KaKol cManoHy Hacmaawul crmaddaom npue-
HUM K 86 NpoUeccanT.

MpuMeysH e — OPEGHUISULA MOXEM onpedenyma, oMECCUMCA MY HACMOAW UG CMEHEanm K& aced spTYE-
kgewol npodpsuuy (AR g apMSUeSTIUSECKUN & UHE X HENE0] Ul UCKMONUMEnEHD ONA dapMIUeRMUNEILLS HaTed.
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4 2.2 2 Pykosodcmen No kayecmay onuchHEaem cimpysmypy DoKyMERMauuy. Uenofsayamal 8 cucme-
MO MeHSORMaNME KIYSCIEa.
4.2.3 ¥YnpapneHue QoY MEHTIMM

DOEYMEHTE CACTEME! MEHBIHMEHTA KAYECTER HOMEHE OLITe YNRABRNASMBIMA. 3ANWCK, NPEACTABNAK-
wiHe cobol creuqansH i BUD A0KYMEHTOE, J0M#HE BelTh yNpaBNAS MBI COrnacko Tpeborannam 4.2 4.

Ona onpegensHda HeohXoaMMeX CPEACTE YNIDARNEH A A0MHHA DeTe Da3paboTaHa AoKyMEHTHPORAH-
HaR NPoUEaYRa, NpeqyCsMaToMEa Wan:

a} oduduankHoe cAoSpeHHE DOKYMEHRTOR C TOMKM APEHWA KX OOCTATOHHOCTH A0 BRIMYCKS|

b} aWanua v akTyanuaauues no Mege HechxoiuMocT U NoETogHoe chruMansyoe oqobpaque qoKy-
BEHTOR!

C) 0SecnedeHUs MASHTURHEALMM HAMEHEHHWA W CTATYCA NePECMOTRA 0Ky MEHTOR,

d} ofecnadeHine HANWYHR COOTRETSTAYIOWHY BELCHA NOKYMEHTOR B MECTAX UX NPUMEHEHHE,

e} oBecnedeHis COXPaMEHMA DOKYMEHTOR YETHAMA W NErKo A0eH TREOWUMDYEM MK,

fl cbecnedenne MOSHTAMMKALMKA KW YNRABNEHAE PACCKHINKOR JOKYMEHTOR BHEWHEND NDoUCKOHOEHMA,
ONpefengdHBy Opradniagued kas Heolxodusmee OnA NNAHUPoRAMUA 1 OYHKUMOHUDORAHWA CHCTEMEI
BEHEOMMEHTA KAYECTRa,

g} NpefoTEpALLEHWE HENDEIHAMEREHHOMD HCNONEI0BAHKA YCTAPSHWWY JOKYMEHTOB W NPUMEHEHIE
COOTRETCTRYRHMUSH HOEHTHDNEALWA TAKME J0KYMEHTOR, OCTABNEHHEIE AN LAWK -NA50 Lanei.

[MCO9001:2008]

4 231 Opeanuzayud Jomsna yGedumsca 8 moM, 9ma UIMEREHUA 8 doKyMeNmay aHanu3upymcs u
ymeepadanmen nuio nepauytol coenacumensHol uremanuual, mubo dpyaal nasnadasmol uHcmakuued,
UMeowed Aaomyi K CODMmEsmamayioied Lexoduol uiibopaaliy dns 0BoCHOERHUA CROLUX DELeMLUL.

4.2 3.2 Opeanuzayus dofska onpgedeume coox Kpanenus YomapeawLix KoM ponupyareis Jokymen-
Mol (oM. makwke 4.2 4 8).

4.2 3.2 TIpu ucnoie3oeanuy Ha SOKYMERITAX 3NBKMPOHHLIE No3NUceld OHL JOTHE B KOHMDoNUDOEEMEB-
ca dna ofiecneuenus Be300acHoCifil, INEUESTSHMAHOL NOANUCL OMm pyEL.

4.2.3.4 ¥Vnpaanekue doxyMenmanMy JomwEs arnedams 0aHosHagn o GdeEmubukanun (HanoumMan,
Mazeanueromep JoKyMERMA, Jama BINYCKS U HOMED CMDaNLILIb).

4.2.4 ¥npasnende JanWcAMA

Janucy, yeTaHoBNEHHEE ONA NPESCTABNEHWA CEMASTENRCTE COOTEETCTEKA TREGOBAHHMAM W DEayNLTa-
THEHOMS Y HELWOHHPOBAHWA CHCTEME MEHEIRMEHTI KAYECTES, QOMNKHEl HAXOOWTLCA NOG YNPARNEHASM.

OpraHkaayna AoM#Ha YCTAHOBKMTE AOKYMEHTHPORAHHYID NPoUeaypy ANA oNpefeneHHia cpedcTa
YNpapneHda, HeodxoouMex Ona HaeHTHEUEaLME, XPaHEHHA, 33WWTE, BOCCTAMOBNEHHWA, COXPaHEHHA 1
HIEATIAA 33MACEA.

Januck JoMHHE 0CTABATECA YETEAMK, NETKDS HOSHTARHUMDYEMBIMMA ¥ BOCCTAHABNMEAEAMEBIMIA.

[MCOS001:2008]

MTpwwewanos— KIGPUCRM MHOCAMER darHBE 0 Nood380dom 8e cepuy Noodykyeu. & Makue dpyeus senucu
0 KEWECTIEE, MAKWE K&H 0MYBMe 00 OMETORBHURE U UCCRed0saHUL.

4 2.4 1 Inexmporrse 3anucy NodneRanm MakoMy Be yNpaanequo, ¥omopoe mpedyamch dna dpyaus
sanuced oM. 4.2 4u7.5.2.5).

4 242 Omdenedsia 3anucy domsns! ObiMbs YEMEUMU, HECMBICAOMEML, BEITONHEHREIMU Cha3y Xe
MOCTE GLINOTHENLR FeamenbHacimu (@ napadike asnanHexus pabom), damupoaaHMbiMU U Modnucalibitaly
Auyos, Jeaaiowius 3anucs. Honpaenakun @ sanucay domwHe! Seime JamupoeanieiMy, NO3TUCanHesny U
CONPOEOMIFEMEMUY DEIBACHEHNUAMU N0 Mepe HeobxodUMocmu, 0CmAaanas pazbopyuacd NepEoHaYanbH Yo
FANUCE.

4.2.4.3 Opeanuzayus danxya anpedensme ApOUYSCcoR U Nokaszameany, gaxseie dna obecnevesius
Kayecmaa, 20e Ana epiNyCka cepuy mpafyamea daolnan npogepka. MNpw npoeedesuy 3aneXmpolHod Npoaep-
KU Wm0 domwHo Seime yemko onpedenayo.

4.2 4.4 Kawdel 3man D nokasameans @ Npoyecce npouiecdomean U ypaaneius. aaxHel dng obecneye-
HUA kavecmad. donmxes BEme desminbuiuooaan U nodeepenym deolvod NpoGepKe.

4 245 Ongrawdod cepliy Nepaudtsix yNaksaoYHsE MAMepuanos opsaMu2ayus JosEa cocmaaname
U GECITIU 38NUCE, KOMapas obecnevuaaeim NQoCTeRuEsemMocme (oM. 7.5.3) U onpadenAcin KanuYecmen Mpo-
Urgedetnod NpodyKyLL U RONUHScman, YmaepwdesHos K DEanu3aLiy.
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4.2.4.6 Opaanu3ayun donwna onpedensms me JoKa3ameny JokyMesmayun No cepul. Komope nod-
NEAam aepudhurKaLuy.

4.2.4.7 Dokpidenmalius 0o cepul Jonxra Seime eplibulupoaans U Wnaapxdena.

4245 Bee 2a0Ucy. kacaiyUech U320moaneMtua, ynpaaneius, ucneimaqul, pacnpadensyus o pac-
ciedoaanur, donsksl COXDANAMLER § MEYSRUE, N0 Kpaldnel Mepe, Asmu Nent ¢ Jame UI20MoERenua Wiy 8
MEYEHUIE COOKE, COSNGC0EaNN020 © TompalumensnM Uy, Mo Kpalued Mepe, @ mevekue odwozo 2oda nocne
UCMEYWEMLR COOKE 200W0CMIU NEPEIYREX FNAK0E0NHES MaMEDUAN08, YOMAH0ENSARO20 Opeanusauyiel, ecnu
HET uHol Aos0R0DEMHOCIIY & NOMpefUmenas.

Mpumewsnwe — Moxem ﬂﬂﬂ:‘PEﬁG’EEﬂ?b&"ﬂ COXQANBNUE ISMUCED 0 NEQSUNHALY PTAKCBOWHLIX MEMapLanss
o KOHYSE CpoKa EDEHEHUR ERaDCMEBHAD2D I:",I:llE'lj CIMES, KAK C208008HT NOMEeSumensM.

5 OTBETCTEEHHOCTb PYKOBOACTBA

5.1 OfazaTenwcTeEa pYKoROOCTEA

Briclwee pyKoBoOCTEO A0NHHO SBecnevMBaTe HaNWMYWe CEBMOSTENLCTE NPHHATHA CROWMX obA3aTenscTR
no paszpaboTee ¥ BHEOPEHKIO CHCTEME MEHEQHMEHTA KAHECTEA, 3 TAKKE NOCTOAHHOMY YYHWEHKID &8
pEayNeTATUEHOCTH NOCPECTROM!

a) O0BEOeHWA 00 CReOEHHS NepCoHana OpraHuaalii BasHOCTH BRNONHEHAA TR BoBanui noTpebuTe-
NER, 3 TAKKE 3aK0HoGaTENLHLIX W o0RIaTeNsH X TpEhopaHKg,

bl paspaboTeK NONHTHEK B 0BNacT KaYacTEa,

c) obecnedeniia paspaoTiK Lener & obnacT KadecTea;

d) NpoBEASHKMA AHANH3A CO CTOROHB! DYKOBOOCTR,

2) obecneveHnA HeoDXoOMMBIMK DECYDCAMA.

[MCO 9001 2008]

5.2 OpveHTawLnA Ha noTpebTenA

Briclee pysoRcACTED OOMNMHS 008CcneYMBaTE ONpegensHue U BeiNonUHeswe TpeBosauui noTpeduTa-
NER ANA NOBLILUEHAA W Y ISENeTROPEHHOCTH (7. 2.1 MB.2.1).
[MCO 9001 :2008)

5.2.1 Mpoaepku, npoaodumMsie MOmMpebumanem

Opzanusayus SonHHa pazpewlams nompedumenns Wiy e2o NpedcMasumeanaM (Mo aaauMHoOMy coana-
cua) NpoEsdums MPOSenNL GNA aRanuaa CUCmeMbl MaredRMeHma Kavaecmes.

Ocuoeresle mpefoganud nompedumend K 0p2asulauuiy ceasass! ¢ MPUemIeMsMy NpoUIEo0cman k-
KL GO OMHOCTIAML, KOMITEMEHMHEN U TOJ20mMoanerkbiM MeDcoHaNoM, NOOLECCAMU. NDEdHEIHAYEHHEMU
dna ofecnevenud Fe20acHocL Tood yriUU W OMCYMCMEUs REDEKDECTMCE0 IG20AIRERUA, & MAKKE O0 Co-
COBHOCMER TOCIMOANNG SbiNYCKamEs NOOSYEUUN, OMEEYADLLKI MEXHUYECKUM Mpeboaanuan nompeh-
MESIA.

5.3 NonKvtvka B oBNAacTH KAYecTEa

Bricwes pykoBOOCTRO OOMEH0 0BeCNeyreate, YTo0r NONKMTHED B 0BNACTH KaYecTea;

a) CoOTBETCTEODANA UanAmM Opradilaliim,

b) Bemoyana e ceba obAaTeNLCTED COOTRETCTBOBATE TREBOBEAHWAM W NOCTOAHHO NOBEILATE PEIYME-
TATHEHOCTE CHETEMEl MEHEIMMEHTA KAYECTEA,

c] Ccoagapana oCHOBE ANA NOCTAHOBKK M aHANKaa LEneR o obnacTH kadecTea,

d) Gelna goDemesa 00 CReeHHR NEPCOMANS OPraskIaUEA M NOHATHS by,

&) AHANHIWPOBANACE HA NOCTOAHMYK NPIMOLHOCTE.

[MCO 9001:2008)
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54 MNnanwpoBaHwe
54.1 Uenu e oBnacTd KayecTea

BriClwes pyKoBOOCTES OPraHdIauHy AoNHHD 0SecneyneaTte, YTobel UenK 8 obnacTy kaq4ecTea, BMH-
YAA HEOGHOOMMEIR ONA BbINOMHEHAA TREE0BAMIE ENEOAYELWK [7.1, nepaddcnedde a)), Buink yCTaqHoaneHil
B COOTEETCTRYHILWLME NOAPa3genesrax 1 Ha CoOTBETCTRYWMY YpoBRHAR opradkiaumn. Uend e obnacti
KAYECTEA QoNHHE DulTh HAMEPHMEIMA W COTNACYEMLIMA © NONATHEOA B o0NacTk KaYecTea.
[MCO2001:2008]

54.2 NMnanvpoBaHWe COIAAHKMA K PAIBMTHA CHCTEM LI MEHEMMEHTA KAYECTE

Beiclwes pyroaogcTes AomKHo obacneyveaTe,

a) NNAHMPoOBAHKE COINAHKA, NOOALEDKEHWA W YNYHLWEHHA CHCTeME MEHEIMMEHTE KadecTea anA
BoinonHeHna Tpeboranmia 4.1, a Takwe ANA QOCTMHEHWA Weneh B obnacTy kadvecTea;

b} COXDAHEHHME LENOCTHOCTH CHCTEM! MEHESIKMENTS KA4ECTEA NPW NNAHKPOBAHKA K BHEOREHMH B HES
MIMEHEHMA.

[MCO 2001:2008]

5.5 OTEBETCTEEHHOCTEL, NONHOMOYHA W 0GMeH HHDOPMaLWeR
551 OTBETCTEEHHOCTE M NOMNHOMAYHA

BeICWes pykoBOOCcTED AOMKHO 0GecnedqnaTs onpegeneHie W JoBeieHHe 40 chedeHMA NepocoHansa
ORraHH 33U OTBETCTBEHHOCTH W NONHOMOYMA,
[MCOS001:2008]

5.5.1.1 Dpeanuzayus doaxmHa Secmy mekyiiue obpaslsl oM. 4. 2.4.) nodnuced omaemomaaktibix AU,
Perxomendyemcd uMems nepgeuqy mednuced v {unu) udenmugbukauUUoHHES NEpeYNL ScezD Mepoorana, moo-
SedALLES0 NOS\EDKL LWL NoaMapHEE NPOEEOKY WManoE NPoLEcod, coadoma ynpaaneHsus @ ¥ode Npouescs
Uom. .

5.58.1.2 Cnywmbei kavecimasa, omesqarilua 38 NpUHAMUS DeLleHul, aaxKbly Ona obecnoyelus Kauac-
maa, donxnes 08Na0ams NOMHOMOYURMU T MRUHAMLIO MEKUY DELISRUT HEIFEUCLIMG G TEeuIeadcmas inex
ApoUYEccos.

5.5.2 MNpegcTaEnTenk pYKOBOOCTES

Beiclues pYHOBOOCTED OONMMHO HAIHAYWMTE NPeICTABKTENR H3 COCTABA DYKOBOOCTES OpPraHHIauMI,
KOTODBIA HEZABHUCHMO OT A0y X 05AIAHHOCTER QOMEEH HECTH OTBETCTEEHHOCTE M MMETE NOMHOMOYHA, pac-
NEOCTRaHAR L MECA:

a} Ha obecnedenne palpaloTrl, BHELDEHHA W NOQOSDKAHWA B patoyem COCTORHWK NPOUSCCoa, Tpa-
DyEMEIX CHCTEMON MEHSOMMENTA KAYecTea,;

b} HanpeacTagneHde oTYeTol BICILEMY PYROBOOCTEY O (PYHELWOHWDOEAHHK CHOTEMEBl MEHESQMMENTA
KAYECTEA W HECOKOAKMOCTH B8 YNYHLLEHHS!

C) HA COOQEACTEME PACTPOCTOaHEHHID NOHKWMAKKWA TReDOoREAHKWA NOTPEDUTENaH N0 BCEA OPraHHIaLHn.

M PHMEBEY BHHWE — B 0TEETCTEEHHOLTE NPEOCTABWTENA PYESBECOCTEE MOMET feiTe BENOHEHD NOAAEDHEHNE
CERAZH C BHSWHAME CTOROHAMK N0 20NPpOCAM, KACALLMMEA CHOTE Ml MEHEOEMOHTA KaweLTRA.

[MCOS001:2008]

5.5.3 BHyTpeHHHA cbMeH nHpopMaymen

BriCWEs pyHOBOOCTES A0NMHO OASCNeYMRaTE YCTAHORMNEHME B OPraHUIaLMKH COOTERTCTEYIOWMN Npo-
yeccon ofseHa wedopMaurel, BENOYaA MHOOPMALKIe, OTHOCAWYIOCA K PEayNeTATUBHOCTH CHCTEME
MEHEDKMENTE KAYECTR.

[MCOS001:2008]

5.5.3.1 TMpaeuna GMP, onucanibie @ HaCMoasLesd cimandapme, U HODMamuanbie Moefoaa us domwibl
no Mepe keobxodumoomu dogodumecs Ao caedenus Kaxdoao YDoaHA DDEaHUIS UL,
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55.3.2 Bricwee pykogodoman donwno Osime CR0S80eMeRND yaedomaeqo o CUMyaUUAa, KPUmUuYMsix
dna cbecneyoqUA Kavecmaa.

Mpumeyanys— Knpuepar poyeccos 08MeRa ubboiMayueld amMHOCAMSA Me, KOMODLE KAssnmcA ofMe-
HA UHRODMAYYES 0 TONUMUYe & 0Nacmu KaVECmes, aHaNUI0e 00 CMaponk DyR0acdomes, DETpTEMANMOE SHYMEEBRHUE
NO0ES00K KSNSCMES U KOPDEKM UKW VY & apedynpesdanuuy dedomaui

5.6 AHANHi COCTOPOHE! PYKOBOACTEA
5.6.1 OBuwme nonoMaHHA

Broiclwes pyEoBOOCTEC JOMHHD aHANMAMPORATE Y20ad JanNaHd POBAHHLIE WHTEPBANL BOEMEHH CHCTE-
MY MEHEIHMEHTA KEAHECTES ORIaHM33UHK B UeNAX 0CecneYeHia 88 NOCTOAHHOR NDHIogHoCTH, AoCTaToN-
HOCTH W PEIYNeTATHEHOCTH. 3TOT AHANKS ACMHMEH BENIOYATE B ceGA OUEHKY BOIMOEHOCTER YIYYLEHWHA |
NOTREOHOCTH B HIMEHEHHAX B CHCTEME MEHELKMEHTA KA4ECTEA ODTAHMIALMH, B TOM YHCNE B NONHTHRE |
LUEnAx B 0GNacTH KaYecTaa.

JanKcH of aHanKae co CTOPOHE PYKOBOACTEA O0MKHE NOQOe DHHEATECA B paboYer COCTORMIM (4.2 .4).

[MCO 9001:2008]

5.6.2 BxogHeie gaWHEe QNA aHan4ia

BroOHeIe 0aHHBIE ANA AHANWIA CO CTOPROHLI PYHOBOACTEA OCMMHEl BENKYATE B ce0a cneqyulysn
WMHOpMaLMIo:

a) peIyneTaTel AyOuToR (Nposepok),

b) obpaTHys CBAIL OT NOTREbU Tane:;

c) PYHELMOHKDOBAHKE NPOUSCCOB ¥ COOTBETCTRIE NPOOYKLHK;

d) cTaTyc npegynpesoakoumy ¥ KOPDeKTHOYIWME OEACTENR,

&) NOCNeqyiowwe NeRcTEA, Bl TEKAKWLKE WA NPEIRAYINWE SHANKIOR GO CTODOHE PYEKOROACTRA)

f) MaMEHEHMA, KOTODBIE MOTNM Bl NOBNUATE HA CUCTEMY MEHEAMMEHTa KAYECTRA,

0] DEHOMEHIALMH MO YIYSLLSHAN.

[MCO 9001 :2008]

h) peaynemamuenocme NOO20MOoeKU.
5.6.3 BeixogHbie 0aHHBIE AHANKHIA

Bhix0QHBE OJaHHBE AHANWIA GO CTOPOHE! DYROBOQCTEa JON#HLI BENOYaTe B cebA Bce peweHnA W
OERCTEMA, OTHOCALMECA:

a) KNoBbIWeHW PEayNLTATHBHOCTH CHCTEMb| MEHSOKMENTa KAYeCcTRa W e NPOUEccol,

b) &yNy4LeHA D NPOOYELMK N0 OTHOWEHKEG K Tpeboaanuam noTpednTenaa,

c] EnoTpebHOCTH B pECYRCax.

[MCO 9001 :2008]

6 MeHeaxmeHT pecypcoB

6.1 OfecnevyeHue pecypcamH

Cprady3auqs AoMKHa onpeaendTe W 0Gecned MBaTs pecypokl, TpeDyemMEe:

aj) OnA BHEapEHMA | NOOgeDMaHHA B paboyeM COCTORMAKY CHCTEMbl MEHEIHMEHTA KAYECTRA, 8 TakHe
MOCTOAHHOM NOBLIWEHAA 82 PEIYNETATHRHOCTH,

bl ONA NoBEWEHKAA YOIORMNETEOREHHOCT NOTREBMTENSA Ny TEM BEINONHEHWA WX TReDoBaHHA.

[MCO 9001 :2008]

6.2 Yenopeyeckwe pecypckl
6.2.1 OBuMe nonoMaHHA

Mepcodan, BENONHR0WKE pafoTy, BNHAINWYIO Ha COOTRATCTOME NDOaYKUMKH TReGonauanl, OonmweH
Al Th KOMOETEHTHEIM HA OCHOBE NONYYEHHOI0 08paIoEaHA, NOATOTORKN, HABKIKDOD M ONLITA.

M pusMeYyaHdH®e — HacooTEETCTEME MPOLYKYEUH TFI-E'tiEIEEﬁHFIM MPRMOWNA KCCEEHHO MOKET BNAATe NBRFCOHAN,
Bkl 0L B LG I'IIL‘-E;}'H:I FIEE'EIT:r' B RaMEax CACTEME MEHEOQEMaHTA £a4BeCcTRA.

[MCC 9001 :2008]

13

FOCT rocTtPuco 15378-2014 Crpanuua: 19/54

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-15378-2014
http://GostExpert.ru
http://GostExpert.ru

MCT P ACO 15378—2014

6.2.2 KOMNETEHTHOCTE, OCBOAOMMNEHHOCTE M NOOrOTOBKA

Dpradrasayia QonsHa;

a) onpegenaTe Heobxog My KOMNETEHTHOCTE NEPCOMANE, BeINCNHAIOWEND paboTy, KOTOPaR BNMAST
Ha cooTReToTEME TpeboBaHKanM K KaYecTRy NPoayKLMM,

b} roe aTo BoaMoMHO, 0DeCNeYMBEATE NOGIOTORKY MW NPESNPHHKMMATE OpYTHME QEACTEWA B LENAX goc-
THHEHWA HECHXOOMMOR KOMNETEHTHOCTH,

C) OUEHWBATE PEAYNETATHBHOCTS NOMHATRIX MEp;

d} ofecneqyeaTh OCBEAOMMNEMHOCTE CROEMD NepcoHana of akTyanesHoCTH M BAMHOCTH 8ro Je8TEMb-
HOCTH W BKNANE B JOCTHHEHWE Lanel B obnacT KadecTea;

e} noggepMueate B paboyeM COCTOAHMM COOTBETCTRYINLME JanMcK b oSpazoceannn, NogroToBKe,
HABRKAY M ONeiTe (4.2 4).

[MCO2001:2008]

6.2.2.1 Obyvenue GMP

6.2.2.1.17 Jonwwo pespymapro Npoeodumecs SonanuumansHos ofyYenduns, Komooos armoYaciTt Ooae-
dordnentocms o dedemeyowux npaeunax GMP u ecex npouadypax U Mamoday, Kamopeig OKaZbIGaRIMT iuUe-
HUE HE KaRecmEn Npodyule U cucsmeasdy Meredxsenma kavesmaa. Takoe obyHenue DonsHs Oxaamsaans,

&) pUCK 3ADANEHUS U TEDEKDECTH0E0 JA0aKEHLUA,

b} nomeryUaneH i ONacHoce N8 KOHEYHO20 NOMLI0EEMENANALLeNMa & CAYYAE JADaREHUA REo-
dykuuu;

Cl enuAxue Mobsix CMKToHEHLE O Yemanosanestsix Npoyadyp, NPoUeccos WL MesHUYECKUR Yono-
@ull Ha KaLecinas NEodyRLUL ROMPeBLWNENA UNU KOHEYHO20 NoNLICEIITENA.

6.2.2.1.2 Cnedyem ydename ocoboe auumManue Tod2omoere Nepoorana, 2anamoas UI2omosnaxuenm
CMSBUNTLHEL KOMITORENTIORE WL KOMIOHERMoE, Nodeapaaiowuxes Nocnedyiow el crenunuIauuL.

6.2.2.1.3 Donsno Geime apeanu20@ans creluansHoe 00 pYeHule MUKpDoSLoN0auYdasiior )y 3a20AIHEHUKD
U FASLAIHEHUK HACMULEMU U TOMEHUUSREHOMY DUCKY Makoss 3a20AHERUA N8 NayueHimsa.

6.2.2.1.4 C onpedenewyold nepuoduusocmee donxna npoeodumecs domonuumensnad nepenodzo-
MoaKa.

6.2.2.1.5 Jonwwa Beime ODEaHUICEana NOJS0MOoGKa SaManROEs NEOCOMANS Wil o JONWeH Haxo-
dumeca nod nabmodesuenm nodzomaanerHozo UYa.

6.2.2.1.6 MNpu walme KORCYTLMAaRMaE JNR KAHCYNEMUpOEaHUA M0 @IpOCaM KaYECmaa JonweH aac-
MLUCE WHEm ux seanudukauuu U sudos ORasLIBIEMbIX Yo ye.

6.3 Mucpacrpykrypa

OpravKaayra 0onsHa onpedenaTs, 0SecnedMeaTs W Nog0epsHeaTe 8 paboden CoCToRMUA kiudpa-
CTRYETYRY, HeoBx0aumys 0NA QOCTUHEHKA COOTRBETCTEMA TReboaaHuaAM K npoayiuqu. Mudpactpyktypa
BCHET BEMOYATE B CRER, BCNH NPHRMEHKMO.

a} anaumuA, pabodes NPOCTRAHCTEO M CBAIAHHLE C HAM CRedcTea ToYAA,

b} obopygosadde oNA NpoUScCon (KaK TeEXHHWYSCKHE, TaK M NporpaMMHEIe CpeacTea);

) cnyEe 00eCNeYediA (TAKKE K3 K TRaHCNoPT, CEATE WKW MHROPMaUMOHHEBIE CHCTEME).

[MCO2001:2008]

6.4 MNpoMipoAcTESHHARA Cpena

Cpradvaaga JonKHa cOa0apaTe NPOMIBOOCTECHHYIO CREaY, HEoSXOMUMYID AN OOCTUMEHHA COOT-
DETCTOMA TPEBOoBaHKAM K NPOLysLUMA, ¥ yIRARNATE 810

M PHMEYBHHWE — TE'FIM-‘.IH ENPCHIBOACTESHHAR CPEO 8 OTHOCHTLRA K YCNOSHAM, 3 KOTOPEH X BRNONHAKT FIEE":I--
Ty, BEMNKYEA DHIAYUSCHAS, BRONOTAYSCHAE W OpYrMe PELTORE (TAKME KAK Wys, TEMNEpaTyDd, BENaHHOCTe, DCBEWEH-
HOCTh @AW NOTOOHE R yENOBEA )

[MCO2001:2008]

6.4.1 Tpeboeanus x npouzsodcmeennol cpede

6.4.1.1 Opzanuzayus Jankka yomaHoaums doxyedmupogastsie MoeBoeanla No oxpande 20000664,
qucmame, cdexde U KOHMpOMKD S0CMYNa MepCoHansa, Sl KOMMaKT Mexdy MaKuM NepooHanaMd U mepeusy-
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HEMU PRascEouHBIMLY MEaMepuanary wid npousscdcmesrnal coedol Moxam HE2amuand ompasumecs Ha
HASSCMEE NeDEUYHER FRaKoaoYHE Y MAMenuanoa.

6.4.1.2 Ecnu yonoguf npousecdcMesHHal coedel MOSYM OMpULamesHe CKa3aMmecH Ha Kavecmae
NEQEUYHLIX YTaKG80HNbLIX MaMEeUanad, DpeaRusauus domxHa anpedanums CoomBeememayiowus yenoaus
npouzeodemeeHHol coeds! U Rapabomams CUCITERY 10 LK D3y NbMamuaHomy MOHLIMOERLUHEY L KOHIMDOIK.

64.1.53 Bomywae seobrodumocmu domwdb Geime Co3dams O dOKYMEHMUD0SaNL! CRALLETEMEE YO0
GURA NG KORMBONUROGEHLIIC JAZDATHERNEIX UAL TOMENLILUEALHNG J82DAINEHHEY NEDELYHEY YITAK0S0UHEX
Mamepuanca, smobis NPenAMoMacsams 2EpAIMEHLK S0 YEUK NEDELYHEX YTaK0S0YMHER MaMESpUanoa, Npa-
vagadomeannol cpeds! UMW epConana.

6.4.2 Knaccugbukayus yucmsix 308 YUCTILIX TOMeLeHud

HUCIMBIE JOHEYYUCTERE ROMEWEHUA 3onsHB KNaCoUhuyUupoeamscs & coomaamamaul o MO0 746441
U domwisl KONMOoNUEOEameca/UCToNs308ameca @ coomeemomeuy ¢ WCOD 14644-2 WCO 14644-3 o
WO 14644-5 iy ux IHBUEaNESHMOM,

OMEGCLTENEHG TEoeKMUDOaNLA, cMpoumeanscimaa u aeoda @ dedomaus YUCmely MOMeWerD0 CM.
WO 14644-2 u HCO 146444,

MoRUMOopUHE MOXET GCYILECMEnameCA @ cogmeememenu ¢ FCO T4638-7 1 MCO 14698-2.

6.4.3 ¥npaanowue puckom 3a2pAIHeHua

Opzanusayus Sosna onoedeums U YIRSENAME QUCKSMU GOIMOKHOED FA2083HEHUA NEDAUYHLIX ia-
HOROUMLLX MAMEpUAN0E, HANDUMED.

a) MUHHaR 2UELEHa 1 coCmoanue 20000805,

b nuyHas adewda, wweeNupHee U20anus, aemoYan MUDCLUHEL, U KOCMEmuKa;

C) KyDeMUE, 08, ¥eganue, NUmbe U MUSHEE BedUKaMesme),

d) nepepaboimnka U YMunNuIanus omyodoa;

&) MUKDOGLOAGSUYECKoE 23a20RINERUE.

6.4.4 Bopwbacapedumenamu

Homwtia GbLimib DEARUIGSaNS DEFYNEMaNUaHan Nooepauma no Bapebe ¢ epadumeT .

6.4.5 BenomozamensHiie cnyybsi

64571 Bee undeHepHele cemu (HanpuMep, 8o3dyxo-. 2a30-, Aapa-, eodocHabwalue) donmme SGeims
OUEHEREN Ha MEFedMEM GOIMORHO20 ITUARLA HE KAYECME0 NeQELYHER YIEaKoE0HHEX MAMEDUAnoe W Molaix
CAAIARHEIE © HUMU puckoe, JomxHs 8ecmucs 3anucy npoaodumol ouensy (oM. 4.2.4),

Mpu oleyye JoNHHE UCNONEISEAMECH A Faue XUIKOCTU {HANDUMED, CMEI0HHLE KUIK0CmIU, oxnaxda-
HMUE FUdkoomy, Sudpaanuyeckue Macna u . N.J, KeMopeE Ma2yT GCMyName 8 KORIMAaKm © MEDeUSHEL
YRAKGEOHHEIMU MaMEeDUSHaML.

B 3a6Lcutacmu 0 pUCkoe 3onkna Bisims DACCHMMNDEHS 803M BRHOCITE UEN0ME S0EaHUA NULLESEX Hud-
woemead,

6.4.5.2 Qomsner Gome Apedycdompensl cOOMasmemayiis eMmMuTALUONSLIE U BhiMAMHEG CUC-
Meiis @ Cpuae HeodxadumMocmn A8 ceedenusa K MUNUMYMY DUCKa 3aapasneilis. Ocofoe asudakve cnedyem
VEBAAITEL CUCTIEMaM DELLDKYIRUUL G030yxa.

6.4.5.3 Ecou acda aocmymasm & HenocpedomEsnHeil KOHMAaKm ¢ NeDauYMLidL yakoE0YHEMU MamMea-
DUAREML LU UCXOOREM MAMEepUana WL UCAaReYEMcA dng Medmba oS0 pd0BanuR, KOMMAaKMUDYKWEs0
c npodyriueld. Heabxddumo onpedemamie U KORMPoNUDCEamEs 88 Kadaocmad.

6.5 Pafome no mexHuyeckomy ofcnywueanumg

8571 Opzanuzayus Jonmwa ekipabomames dokyMesmupogarHsie mpeldogadiia K MexHuYackomMy
OOCAPMUGSHUID (HARPUMED, 8 GMHDWENUIL MEXHaNoSUYeECKUY Apoyeccoa, cucmen U cbopydoganus), koada
AOoET3UMEe 0abome! LWL UX OMCYMoMEUs MOSym ompasumescs Ha Ka4ecmee npodykyu,

6.5.2 Cnedyemagcmuy pyam pafom Mo mexHudeciomy oBcmymueaning.,

6.5.3 Opzauuzayus domssa ofecmeuuaames UCHOneI0@aNLue, cnayamadue o noddapxaxue a8
JOMHOM COCMORHUL URHDDACMDYRKMYPE & COMMaemcemeny ¢ npaaunamy GMP wao vadexayUe 3a2pA3HeHUR
NOAIVELUL (GHMOYER KORMMPONE G2EEWEHREY YACMUL U MUKDOSUONG2UYECKUL KORMPOns & ciyyas weobxo-
dusmocmu).

6.5.4 KoMnermepusupoeastsle CUCMemb!, KOMODaIE MOSYm OKaIelEams aNUARUE Ha KaYeCcmen nag-
BUYHEY YTAKDAOYMHEE MAMEaPUancs, 2oaxHbl ShiMe OCHAW EHE FOCMamosHbLIMY coedomaamu Kermpons dna
OOSCISYeRUA MOHMaKa, IKCIAYaMmayuy, MexruYeckoz0 cbenyRUaanus, BHECEHUA uanvotasud v Beaonac-
HOCMU.

6.5.5 Heobxoduso 820y KOMIMSKT Mexkuveckod doryMesmaniu no obopydoaaiuio U yCImManoeKam,
UIMERILLLA GaMHOS SRaYeHUe Ana oBecnayarus Kavecimaa.
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7 Mpouecchbl KUIHEHHOTO LWKNA NPOOYKLWMK

7.1 MnavvpoBaHye NPOUSCCOR MHIHEHHOTD LMK Mo ayHLH M

Dprasnaayna AonkHa NNasKDoEaTE ¥ paapabaTelBaTe NPoUECccr, HeoBRoguMes ona ofecnedena
HHAHEHHONS WHKNE NEoAYKUMK. MNaskuposadve NEpoUecool MUIHEHHOTD LWENa NPOOYELHK A0NHKHD BblTh
COMMacoBaHo . TPRIoBaHMAMA K ADYTAM NDOUECCAM CHOTEMEl MEHBONMEHTA KadecTea (4.1).

Mk ANEHAPOBAHMK NPOUECCOE MHIHEHHOMND LHENAE NPoaYKUAH ODTAHKHIALUWA J0NMHS YETAHOBHTE Nogd-
XOOALWKE ANA HEee 0Gpaiom.

a) uenw e obnacTy Ka4ecTea v TPEGoRaHNA K NPOLYKLKA,

b} noTpedHOCTE B pazpaboThe NPOLECCOR 1M AOKYMEHTOR, & TAkKe B 0DeCcnede i DeCcypoakid ONA KoH-
KOETHOH NPOOYELHH,

) HEChXOOMMYKD AEATENEHOCT B NG BEDHEMEALAM A BANKIALMH, MOHATORWHTY , AIMEDEHU, KOHTRORID
M MCTEHTAHAAM GINA KOHEDETHOR NJOOYELMK, 3 TAKHE KPUTEDKA NEHeMER NPOOYELME,

d} sanvcu, HeobxogWmMee ANA oOeCneYeH A CaMaeTeNECTES TORD, Y4TO NPOUECCE HAIHEHHOTD UdEna
NpodyEUME M NPOOYKUMA COOTBETCTEYIOT Tpebopamnan (4.2 4],

PeayneTaT 3Torg NAAaHUDoBRARKMA AonHeH GeiTeE NpeacTapneHd B opMe, cooTRETCTEVIOWER NpakTHKe
CPraHAIaLMN.

MpumMmevaasnn

1 [JokyseHT. ONpeLenRHOIWHA NPOUSCCEl CHETEMbl MEHEQXMEHTA £A4ECTEE (BENHD4AR NPOLECCHE HHAHEHHOMD L ME-
na NpoayEyMK) @ PRCYpcsl, KOTODEIS NPEJCTOHT MPHMEHATE K KOHERETHOA NPoLYEYWRH, NDOEETY MNE KOHTREKTY, MOHET
PACCMAETPREETEGA KK NNEH KAHECTEE.

2 MNpw paspaBoTLe NPOUBCCOE HAIHEHHIIG LHWENE NPOOYHUMM DRTEHASEURA MOKET TACHE NPHMEHAT: TRaBoEa -
HWA T3,

[MCC2001:2008]

711 Moy nnanuposanuy MpoUeccos KUIHERHO20 YuKNa Jpodyryuy credyem yumbsEames mpaboea-
Hue & nocnedogamentsHol OpabomEe NEpEaUyHBY WIAKOE0YHEX Mamepuanod. Mo Nianupoaaiul Cnedyern
MAKKE PYUMEEaTE HedBXcdUMOCTiE OMB00a U Caxpanerus 0bpaayoe & JoaHor COCMOaHLUL.

7.1.2 Opsanuaalus domwua npedycMampUeames xmoYeHUe @ NNanupoeatus U Deanuiaulio Ha npo-
IMAKSHUL BCES0 KUIMBHHOSD HWTa NOCOYKLUL NPAUBCCOs MasEdRMERMa puckod, credyam eacmu Coam-
aamomayiilue sanucu (oM. 4.2.4).

7.2 Npouaccel, CEAIAHHLIE C NOTPEbHUTENAMM
721 OnpapengHie TpeBoBaAHWH, OTHOCA LMY CA K NPOAYKLWM

Oprasraaya JonsHa onpegennTes:

a} TpefoBaHyA, YCTaHoENEHHLE NoTpeduTenamn, Brneyan TpeGoBaHMa K NOCTARKE ¥ JeATenNsH0CTI
NoCNe NOCTABRKM,

b} TpeGoBaHdA, HE CNPEOeneHHEIE NoTREOHTENeM, HO HeoBX0 LM BE ANR KOHKPETHOrD WK Npeanocna-
raEMoro HCNoNBEIDEAHKWA, KOT0a OHO HIBECTHO,

C) 3aKoHOOATENEHEE M QpYIHe obAIaTeNHEE TRE00BAHKA, NDHMEHRMERE K NDOOYELHK,

d} nobeld QONoNHATENEHBIE TREDOBaHKA, PACCHMATPUEAEM IS OPraHkIayWeH KaK HeohxoOHMBIE.

M PHMEBEYBHHWE — AeATensHOCTs NOCNE NOCTA3EM MOMET BENDYATE B ceba QeRCTEHR NG rap EHTHHHE‘M}'DﬂIEI}
neYyesEn, S0STPAEKTHEM oHRZATENECTEAM, TEKAM KK YEOYIW ND TEXHAYSCKOMY afcn YHHBAHWED . @ OQONOMNHATEN:HEIE
FOMNYrH, TAKME KAE YTHIWISAUWE HNA NONHOS YHANTOHEHHE

[MCOS001:2008]

7.2.1.1 Honxksd Seimb onpedenens o doxyMesmupoaaks MpefoaaHua, GMROCALLUSCA £ NDoOYKLLL,
EKMOYAA UIMEHEHUA, MoaSPoiue yesdonnanLUs.

7.2.1.2 Honwus Beaime onpedenens 0 JoxyMermupoeas mpeboeawus nompebumened, K3caowuecs
ApEJHTERSWLERUA HECIRKLULOHLDOGRHND20 LEMONEIMAHUR OMxodos NpouIeadcmaa Nepaudtbix WTaKoeoy-
ML MAMEDUANOE [ERIOYER OGDaAUL, NEYAMWEE MAMEOUaNE, BENEKL].
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7.2.2 Avanwa tpeSoBaHMi, OTHOCALWMXCA K NPOayKL MK

Jpraduaauus OomEHa aHanHanpgosats TpeDosa A, OTHOCALLWECA K NPoaYKUMK. 3T0T aHanna Qorsed
NPOESOMTECA A0 NPHHATHA opraddsauden oGR2aTensCcTRA NOCTARNATE NPOLYKULMD NeTpeBrTanio (Hangi-
MED, YHACTHE B TEHASDEX, NPHUHATHE KOHTDAKTOR MIMK 33K3308, NDHHATAS MIMEHEHAA K KOHTDAKTaM WK 3aKa-
33 ) M QoNn¥eH obecneYWeaTe:

a) onpeagnadds Tpebopauua K NpoayELMi9;

bl cornacoBadre TREGOBaHKE KOHTRAKTA MK 33Ka3a, OTNHLEKWKXCA OT paHes ChOopay NHPOBRHH bIX;

c] cnocoBSHOCTE ORraHMAALMK BENONHATE ONpeaeneHise Tpebonanua.

JanKck peayNETATOR AHANKMAA K NOCNedYIOWHE DEACTBAA, BuITEKIMKIWKY U2 aHANHIa, J0MKHE NoGOep-
AMEATHCA B paboyem cocToRHMN (4.2 4],

Ecnu NoTpebUTEn HE BelOBMraKT oKy MEHTHROBAHHEE TPEGOBEHHE, OPraHHaaUMa JonwHa NoaTeep-
OWTE MK ¥ NOTPeGWTENS A0 NPUHATHA B ACNONHEHHID,

Ecnu TpefoeaHqa & NPOOYELMKE M3MEHEHE], ORMEaHA3AUMA JOMEHa oBecneqnTe, 4Tobk CooTBaTCTRYIO-
WHE OOKYMEHTE GRMNW HCNPABNEHL, 8 JARHTEDECOBAHHLIA NepeoHan Beln NOCTARNEN B MABECTHOCTE 06
HAMEHHBLUKACA TREBOBAHMAX,

M pAME24YaH#®e — B HEEOTOPEIE CHTYAURAR, TAKKE KA NPOJAHA, CCYILECTENAEME G wEDET FIHTERHET, NPAKTA-
YLK HELI,EI‘:EEI:IEIEFIESHL‘I NEOEORHETE OPHMUWENEHLEIA BHANKE KBXGOMD 3BKESA. BMecTo aToro aHANKS MomaT pacnpoc-
TOAHATECA HA COOTESTCTEY LW YD MEEOPMALNED S NPOIYELY K, TAKYD EBKEaTANOIAM HNW ORPYTHE DEENaMHEIE MBTEDHENL.

[MCC 9001 :2008]

7.2.3 Cerak c noTpebuTenAmMHM

CpraMiaadMs JonHHa onpegenaTe W OCYWEecTENATE MPhEKTHEHEIE MEDLI N0 NOQOSDKAHWK CEAIK C
NOTEeOUTENAMN, KACAIOWMHECA.

a) WHopMaLK O NPOOYELLKIA,

b NpOXOMOEHMA 3ANPOCOR, KOMTPAKTA WK 33KA2a, BEKN0YAA NONDaBKA,

c] cbpartHod cenaau ot NoTpeduTenaa, BKNKYan xanotu noTpebuTenad.

[WMCO 9001:2008)

7.2.3.1 Opaanuaauun donwea pazpaSomamse o noddepwusames 6 paboYem COCMORHUY CUCIIEMY
ohpamuol ceqaw dna 3a6N320808MeRH020 CMOSELIEHUR O NOMEHLUUEALNEIX U DeaNEHEE NDOONEMEK KaYec-
meaa u codedemeun axnady nompebumensad @ cucmemy KopDemupyiowux U npadynpexdaniyuy dedomaud.

7.2.3.2 Ecnu amoso mpedyem nampeSuments, GiSanuzauus JonxHE cosnacoabkidams o nompe-
METEM, Kakug UIMeMeHUR Mmpebyiom nuckMesqo2o nodmeepwdanus do ymeepxdasun, a Kakue monsxo
vagdoMnesud. O Npednazasiibix UIMEHNaHUAX Heabxodumo Cceoeapeanno uiihopMupoaams. U crnedyem
CO2NaCcoBLIBAME TPOUECT BRECEHUA UaMenarul fcam. 7.2.7).

Mawdy opaanwuaaluel U nampedumensd PEKoMeldyemch wemes JoxyeNmupoeaqMoe Max Uy eckoe
coanawetue of oBEcREYeHUL KaYEoMas, @ KOmopon PacoMampUesiimca Meph!, MOUHUMASMES NG HECO0Mm-
BEMCMEUAM (CM. 5.3).

7.3 MNpoekTHpOBaHKE W paapaboTKa
7.3.1 MnandpoBadHe NPOSKTAPOBAHMA K paipaboTEM

CipraqMsauus OormEHa NMNaHUpOoBE Te NDOEKTUDOBAHME W paspaBoTiy 1 yNPSaNATE 3TAMK NDOLUECCaMA.

B x00e NNaHd poBaHYA NPOEKTHROBAHWA W paapaboTid Opraduaanina QOMMHa YeTaHaABNMBATE!

a) cTagWK NpOEKTHROBAHMA W paspatoTiu,

b NpoBEoEHKE aHaNKaIE, BepUdMKALMM M BANWOELWA, COOTEETCTEYRILLLIAK KA 00N CTAgUM NPOoETHp0-
BaHWA 1 paapaboTiK,

c] OTBETCTBEHHOCTE M NONHOMOYMA B oBNacTW NpoSKTWROBAHWA M paapaboTi.

Chpravy 3aUMs OormEHa yNpaenATe BIAWMO0EACTBAEM DAY HEX TYIN, 3AHATHIX NDOSKTUROBAHWEM H
pazpaboTron, B yenas obecnedesns aDesTHEHON CBAAM M YETKOrS pacnpedenaHiA OTRETCTEEHHOCTI.

PeayneETatsl MAaHMPOBAHWA QOMHHE SKTYANKMAWPOBATECR, 8GN AT HEOBXOAMMD, B NPOLUECCE NPOSKTIA-
poBEAHMA M paapaboTkM,

i PAMEYAHH®E— AHANWKE, BEPWEHKIYNA # BANWOSUMA NEOEKTUROEEH WA A FIE]FI-EEID-TEH HMEDT PA3HBIE LENH,
NO3ITOMY HE ROEHT DPOEOIWUTe W 3ANECH N0 HAM BECTA KAKOTESNEBHO, TAEW EN ol COMETEHY AL, NoAX00RL W ONA npo-
AYEUHRA K 0praqddIaumn.

[MCO 9001 :2008]
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7.3.1.1 Opeanusayus Somsina eHedpames JOKpMERMLDOEaHNEE MROWEdY oL NOCEKMUDOEaNUA U pa2-
pAb0MmKU. MU NpoYedyDE SENYSI0M OUanKy DUCKs, onpadenadue coomeemoemayrowiuy acnaxrmosa GMP u
Moba2a NOMarUUansHoS0 BAUARUS Ha TOMPeBUMans u, 8 KORSYHoK CHEIME, Ha Nauyuerma.

7.3.1.2 OmaemomaaiHocme 38 MOSekmMUuPDEaHue o GUeHiy pucka JoaxMa Beimbs Coanacoaans wemdy
nompebumansi U apaasuIayuel.

7.3.1.3 B xode npoyecca npoermupogasus u paapadomyy credyem noedycMomoemes Noogepxy mou-
20AHSCMU SbixadHE X SanHbIX NPCSKMUPosaHNLS U paipalomyy 00 OKOHYAMENEHDED COSTAC0RAHLUR MEXHU-
HECKUX Mpeboaanul ¥ npoulgodomay.

7.3.2 BrogHeie faHHbLIe ANA NPOSKTHPOBEAHKMA M pazpaboTen

BrogHbe GaHHEE, OTHOCAWMECH k& TReBoBadnAM K NPOOYELRK, J0MHHE BelTe oNpegenaisl, 8 3anucu
OOMEHE NOJOeDHUBATECA B pabode cocToAMMIA (4.2 4],

ByoaHele AaHHsE 00N%sHEl BEMOYaTE B ceba:

a) EyHEUHMoOHANLHBIE W 3KCINYaTaukoHHele TpeboaaHua;

b} COOTBETCTBYIOLWE 3AKOHSOATENLHBIE W APYTHE 0BR3IATENEHLIE TREGOBAHKMA,

C) Tam, rge 370 BOIMOMHD, MHCODMALKID, BIATYIO W3 NPE0bBYLIAE AHANOMMYHEY NPOSKTOR,

d} gpyrde TpeboBaHKHe, BANHKE S A NPOSETAROBAHUA W DA3pasoThK.

BroaHbie OaHHLIE O0NKHE AHANKIADOBATLCH HA ACCTATONHOCTe. T pefomannA AomsHes BhiTe NCNHERIA,
HEO8YCMEICTEHHEIMKA M HENPOTHEODEYABEIMH.

[MCO 2001:2008]

7.3.3 BbixoAHbLI# AaHHLIE NPOSETHROBAHMA W paspatoTrK

BrixofHble OaHHLIE NDOEKTROBAHWA 1 paspaBoTe 0oMKHe GeTe NpeacTaaneHsl B hopMe, Nogxonn-
wWai ona NpoaegeEH kA BE DM LW OTHOCUTENEHG BXOOHLIX TREGOBAHKMA K NPOSKTUDOBAHKD 1 paipaboT-
KE, 8 TAoKe Don#Hb DT ofuunansHo oaobpe sl 00 KX MOChE DY oWEers MCnoneIoaaHmna.

BreixofHble DaHHEE NROEETHROBEHWA W DaipaGoTrn OonHHb:

a) COOTBeTCTEORATE BXOQHEM TReDOBaAHKAM K NDOSKTHPOBAHMIO W pa3paboTre,

b} ofecneqwears COOTRETCTRYIOWER MHPOopMaUWEA N 3aKYNKaM, NPOHIB0OCTEY W ODCNyHHBI NN,

C) COOEpWATE KPWTE DM NDASMEKN NDOOYKLMK MW COBINKIA Ha HIAK,

d} onpegenaTe XapakTepMCTHEN NPOSVELMY, CYLWWECTBEHMEIE ONS @2 SeIonacHoro W NEapunsHoM
MCNONbA0BAHAA.

MpuMesasde— Wefopsmadna No NpoMIZogeTay ¥ cBCNyYHRBAHHED MOXaT BENKYATE B ceda nogpobisie
AAHHES O COXPAHEHUH NPOIYKUEH.

[MCO2001:2008]

7.3.4 AHan«a npoeKTa ¥ pazpadoTkH

Ha cooTeeTCTRYRILKE CTA0WAK JOMEEH NPOBOAHTECA CHOTEMATHYECKHA aHANM 3 NPOSKTA M Daspato T
B COOTEETCTEMN C 3aNNaHHpOBaHHEIMKE MEpoNEHATHAMK (7.3.1) 8 yenax:

a) OUEHMBAHKA CNoCOSHOCTH PEIYNETATOR NPOEKTHPOEAHKA U palpaboTin yOoBNETBOPATE Tpebosa-
HRM,

b} BemEnedrA Nobeix NpobneM ¥ BHECEHUA NpeanaEeHii No HeabXCaMMbik J8ACTEHAM.

B cOCTas Y4acTHHMKOE TAKOID AHANKIA QOMEHbl BENOHATRECA NPEACTARKTENH NOLPAIZENEHAH, UAEH-
LWHE OTHOWEHWE & aHANNIMPYEMOoR{BM | CTAOMK(AM) NPOEKTHROBAHKA ¥ paspaboTey. 3anycK pelyneTaTos
AHANKIA M BOEX HEOBXOOWMMEX JEACTEHA JOMEHE NOLOeMEHEATECA B padouem COCTORARKMA (4.2.4).

[MCO2001:2008]

7.3.5 BepudHHalWwa npoeKTa M paapatoTem

Bepddiuikad e AomsHa OCyIUacTBNATLCA B COOTRETCTEMM C 2anNAHWDCEAHHLIMA MERONDHETHAKIA
(7.3.1) cueneso yOocTOREPUTECH, YTO BRIXOOHLS JaHHEE NOCRKTUOCEAHMA 1 paipalo Tk cooTBRETCTaYIoT
BEOQHEIM TREGOBAHUAM, 3AMNKCH PEIYNETATOD BepUDHEALWA 4 Bee X HeoD X0 MMEE DEACTRWA OOMHE noa-
OepHUBaTECA B pabode CocToAHWM (4.2 4],

[MCO S001:2008]
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7.4.6 BannpoauwAa npoeKTa W paspaboTHM

Banvgauua npoekTa ¥ paspaboTkn QONMHA OCYLWECTENATECA B COOTRETCTEHK C 3anNaHHpoBaHH LMK
MERONDHATAARK {7 .3.1) CUENbI0 YOOCTOBEDHTECA, 4TO NONYHEHHAR B peayNbTaTE NPoaYELWMA COOTBETCTEY-
&T TPEGOBAHWAM K YCTAHOBNEHHOMY UK NPEONCNATASMOMY WCNONsI0BAMNK, BCNK OHO M3BecTHO. [ge aTo
MNPAKTHYLCHA BOIMOMHG, BANWMOAUMA SOMEHa D TE JapepUeHa A0 NOCTABKH MM NDAMEHEHMA NPOOYELAW.
Janqol peayneTATOR BANMIALMK M BoeX HeoBXoguMeR ORACTBHA OONHHE NOOAEDEHMBATECA B patoqem
COCTORHKK [4.2.4).

[MCO 9001 :2008]

7.4.7T YnpapneHve naMeHeHMAMK NPOEKTA W palpaboTeM

MameHanna npoekTa U paapaboTin gon#Hsl BelTe MOEHTAQUUADOBAEH L, 8 3ANHCH Q0NHHE NOOLE0HA-
BATLCA B padoyen coCToRHKK. ManeHerna 0onxMsl GslTe NPOAHANWAMECEaHEl, BEpUMUKPOBaHEl M BANK-
OUpOBaHLI COOTRETCTBVIOWMM 0Bpalom, a Tae oaobpemel 00 BHECEHAA. AHAMN MAMEHEHKIA NDOSKTa W
paipaboTE QOMNMEH BEMNKYATE B CE0A OUSHEY BNUAHKE HIMEHSHHE HA COCTARKEIE YACTH M YHE NOCTARNESH-
HYID MPOOYELIAKD. 3aMHck pesyneTATOR aHaNWIa HIMEHEHA R H N0S RN HEohXOOHMBIX OSHCTEMA BOM#HE Nog-
Oep#HBATECA B pABOYeM COCTORMMM (4.2 4],

[MCO 9001:2008]

73771 Yeedoumnewue

O vameranuay, KOMopee anumom Ha kasuwe-nubo npedocmaanaemeie dannsie, cnedyem coofuwams
nompebumenis, a & cnyyase npedocmaanenus apeakulauved mexHuseckozo docee/ockoaroza ghaling —
HEMOCPedomEEHNG DEEY¥ITUDYRLWILM CO2aHam.

7.3.7.2 MameneMue npoexma

Moy ccyuyecmanesuy paMeRelun dedomayiowas aanudayus ¥ JoKYMENME, N8 KOMOPLIE NOanUsno
vameserue, donwHe! BEiTb MROaNANUILD08aNS! U MEpEecMOmMDeRs, 8 NepooHan danwer Mooimu coomaan-
CHTIE L0 Tepenodecmoaiy.

MpuMewagHuA

T K amsodyas daHHBIM nooesmupoaeluR o |'.?E3£IHI§|:IR'1H'LI OMHZCAMCA 3GNWCH (MBXHEYE CKUE FOROEUR, MEXH0RG-
SR DPDUE‘BD@GM Ed. MexRuYasilie YaDMmex . MexHuyaskila ureu UecRed0EAM BNACELE AE oA oXcn b.'} L nﬁpaa.'_.:m.

* Ko Hﬂﬂud‘ﬂ.‘fﬁ:u&ﬂhﬁﬂﬂ HAYWHI-MBXHUYBCRER uuqth:-pmaw_.lﬂ {OpEaduIGHLY) MOXEM DhiMmi& nped CIaRTeHRa B gude
Aocks HEMacpedeMEERAD @ DEEVILDKHIL U8 OpaGHE (HENpUMED. MexHUYECKos JOCES8 U (UL} GCHOBROL hadn).

T4 3aKkynkwm
7.4.1 Mpougcc IaKYNOK

Cpradkaauqs QonKHa obecneYHBaTE CoOOTRETCTEHE JAKYNNEHHOH NPCOYELAH YCTAHOBNEHHEM TReGo-
BEHWAM K 3axyNEaM. THN W CTENEHE yNRABNSHKNA, TPAMEHASMEIE MO STHOWEHKKD K NOCTABWMKY W 3aKyNneH-
HOW NPOOYKLMA, O0MEHE 3ABMCETE OT &8 BOANSACTEMA Ha NOCNEAYHWME CTASWH HWIHEHHOMD LWKna
MPOOYELMA K FOTORYVIO NEO0 YKL I,

Cpraduaadus JonsHa OUSHHUEaTE ¥ BeIBUDATE NOCTABWMKCE HA OCHOBE WX CNOCOBHOCTHY NOCTABNATE
NPOOYKLME B COOTEETCTEMK C TRE00BAHKAMK ODTaHKMAaLKE. JonsHe BeTe paspaboTade KpUuTapin oTEopa,
OLEHKK M NOBTOPHONA OUEHEK . 3anHcH De3yNeTaTos OUEHHBAHHA W Mo0s HE0DX00MMEX GEACTEAA, BbiTEKS-
FOLLME M3 OLEHEN, OOEEH B NOAGe0HnaaTecA B pabodem cocToA K (4.2 4.

[MCO 9001 :2008]

74401 Opaasudatiug damsna ymeepdumes NocmasLiukoe.

a) UCxodHbix Mamepuanoa;

b) scnomozamensrey cpedeme, eamnkix dns oSecneyerun Kavecmaa,

£ YRaRaaaYHbix Mamepuanog Ans venoNLIcEaHUA 8 YUCMER ToME e HURY.

7412 Opsakuviayus donwna peedomums nampedumens do nepaedavy cmMoponHal opaakuaaunu
ool yacmu npouzecdcmeEeMHo20 NpoLyecca.

7413 Beeyonyeu, npedocmasnAesMise CopoHn LMY 0pSaNLZaguyaML, KOMoDea MO2 W Noanuams Ha
KaRecmad NpodyKyuL, Gonsmsl KoRMBONUDCEaMEcH, SKTIOYARA NOJ2MOEKY NEYAMHI20 OpUSUNANE, YoTyaU
naGopamopull, cmMapUNUuIaUYUe, KATUB08oYHEIE YoIYaU U KeanuibUuLayLIORREIS YEAYEL, MEXHLIYECKoE obeny-
KUGSHUE, OHUCIMKY, mapeeodky, Dopsby © apedumensmu v nodpaduukos no nepepafomike omxodos 4
FARUCLMOCITIL O DUCKOE.
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7.4.1.4 Koncynemasme, daowue pexoMandayul no npauzecdcmay o KORMBONURoaEaHLID MEDELHHEX
PRAKDRDYHEIX MAMaDUSAoE, CHUMEKNTICA NOCMasLLLKaML,

7.4.1.5 Mocmagwusy Mamepuanog u yony2, eamneix dna cbecneyedus kavecmea, ymeepsdawomecs
CAPRGOL EaYecEs WL MULOM, HaZHadekMbiM CNywBol Kavecmas.

7.4.1.6 Dpeanuzayus JonxHa oyakueames U B2CMU 3anucy N K0MNSMEaERmEaemy nasoparmonil,
SLIMONNADWUE palome, Gaxkse dna obacnayakun kavecmes. Jna esnonHesis pabom, aaxtsnx Ong obec-
NEYEHUA KSYScMas, OpeaHUsa YU JoasHa LoNons308ame Mobko RaSopamopul. odobpettbie ¢ IMOYKY 5pe-
HLA WK KOMITETIEHIMHOCITIL,

7.4.1.7 Ecnu aeionHasue npoueccs cmapunuiayuy NOSgYYess cmoporHel opaanuIanull, op2aquaa-
YuRA dankka yOedumeCcs @ IMOM, YUMo Npoyecs omaaydaem mpeboganuam 7.5 Tu 7.5.2.

7.4.1.8 Hamexenue LomousuKa MONYUeHUR chipkd, aaxnozo dng obecnayanus xayecmeaa, nodnexum
AEOUECCY WISaEneHUR LIMEHERUAMU.

T.4.2 MHipopMauMa No IaKynkams

Miropsauka No 3akyNka JON%HA ONACLIBATE SAKAIAHHYI0 NPOOYKLKID, BENKHYAA, roe 370 Heobiogu-
MO, TPEGOBaAHHA:

a) KodHuKaneHoMy SOobpeHEIo NPOOYELMK, NDoUeLyp, NpoUeceos 1 0Gopy A0BaHNA;

b} KHBANKDHKALWA NepooHana;

C) KCHCTEME MEHEDMMEHTE KaYecTea.

Dpraskaayna QonesHa obecneddBars QoCTaTOYHOCTE YETaHoBMEHHX TReD0BaHKA K 3aKynEam g0 wx
cooblWEHHS NOCTaABLYMEY.

[MCO2001:2008]

7.4 21 Opzanuzayud JdoNwHa COXpadams COMESMoMEWOWY0 UWDODMAULIID N0 Jakynkas, m. 8.
Sosyrdeiimiel [on. 4.2.3) U 3anucu {oi. 4.2.4), @ obkeme, mpedyason Ona obecnaderua RDOCNEMUaasidociny
coafacko 7.5.3.

7.4.3 BeprdHKaUHA IAKYNNEHHOW NPOOYHLHKA

Opradyaanva OonMHa paipafoTaTk W oy WECTEMATE KOHTPOME WK A0YTYI0 DEATENEH0CTE, HEoBxoau-
BYI0 ONA oOacNaYeHns CoOTRETCTRMA 3AKYNINEHHDN NPOOYKLHK YCTAHOBNEHHEIM TREDOBAHMAM K 3aKYNKaM.

Ecni opraHd3an«a wng ee noTpedvTens NpegnonaraeT oCylyacTeMTs BepudMEaLMID Y NOCTIBLWMER, TO
OPraHUIaLMA QONHHA YCTAHOBWTE MEPE N0 BEPWEMEILHH M NODASOE BEIMYCHE NPOLYHLMA B WHDODMALIAN Mo
AAKYTIEAM.

[MCO2001:2008]

7.4.3.1 Mocmynawiwue mameapuans: nodnexam Quandeckomy Wil admusucmpamuasond y K apasmuny
do vy odofparus u akiNyCKa @ INCIMFaImayue.

MpuMevanue— B ucknouummenensiy COpHSAE MIKET UCTUTEIOEAMBCA UCMEMBSGeMal MAMSOUEN 100
FOTOEUL HEAWILA BSPaHMUupIessRe nadexna s npoyedyp, ve AONYCRAMMWIE SEMYCKE MEEELYHAY FTSADE0HEY WM Bgu-
ance do nedmaspRFeHUR CMaMPLe MaKUE MEMEDLUARDE

7.4.3.2 Cnedyem 8eomu 3anucy gepudurauud foM. 4.2 4]
7.4.3.3 Beibopounii Konmpone Jomses OCyLecMangmecd @ coomeamameaudy ¢ Memodurol ambopoy-
HO2D KOMMEOIA © Ucnans20eanuer npouedyp, cpedoma U obopydosasus, He JONyCKIOWLE 3320AINEHUA.

7.5 NpowapogcTeo M oBocnyxuBaHWe
7.5.1 ¥npapnedve NpoMIBoacTEOM W 0DCNYMMBAHMEM

Opradkaayka 0onsHa NNaMHposaTe 4 OCYWECTANATE NPOMIB0ACTED W OBCIIYHNBAHKE B YNPAGEN ASM X
YENOaUAx. YN pasnaeme e YCrRoBra QOMKHsl BENOYaTE B Ca0a, TaMm, rge 3To NPWBEH MM

a) HanW4re AHEOEMaLKK, CNMCHBAKWER XapakTeprCTHEN NROOYKLKK,

B} Hanuuue paboYsx MHCTRYEL WA B CNYYae HeoDxogQusocT M,

C) NPAMEHSHWE NOAXOOALETD 0GoPYLOEaHKA;

d} Hanu4Kue M NpuseHedne chogy LoOBaHWA ANA MOHUTORPUHIE M A3MEDEHH A,

2} NPoBEfEHAE MOHUTODIMIA M WIMSDaHAA]

fl ccylwecTaneHWe BEIMYCKa, NCCTABKK U QEACTBWA NOCNE NoCTABKKA NPOGYKLMA.

[MCO 2001 2008]
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g) onpedeneuue dame! UI2NMOENEHUA C YWEImon 3adelcmacaan ey MooUeccos,

h) ydenenue 0COS080 EHUMANUA MSPKUDOSKE. IMUKeMUOOEanl U yYnakoare Adns ofecnedeHus
pEIVALMAMUaNoas KOHMPona U npedomepalyes iR owdo

il doxpyMermuposasHys npauedypy © onpedanedusy WIDAaneMNus omEnoHeruaMy 8 NPoyecce.
HomsHer Beimb vccmedosaksl OMENGHERUA, daxkbie dng oBecneqeHUd KaYecmeaa, U IapesucMpupoaats
NOTYHEHHLIE DE2YIEMams (oM. 4.2.4).

7511 ¥YopaaneHus SUcmomaol npodys LUl U 3a20ATHERLIGM

7.5.1.1.1 Opeawuiauyus donxna chopiynupoeame U cobmodams dokpMeRmupogastbie mpeboaanua
H QUCTOME NePEUYREY YIaKoaouksix Mamepuanoe u npoyedypes o NPedomMapaiesun sa20R2HeHIT po-
dykuul U oSopydaaanus.

Lonmawisl CUSHUERMECA NTOMENLLANEREE PUCKY, CERIANHLIE C MobLiMU Mamapuanamu Uy ecioMo2a-
MENEHBIMU CoedcMBAML, KOMODLIE MOE KT HECMU Yapoay BeaonacHocmu NaLUesma, HATDUMED, MpaHCMUC-
CUaMaA 2ySYaman WD anonamuun.

F.5.1.1.2 Boe mexnonoeudeckue Noouecchl, aCyyeciianasMeic 8 SUCTEE WAL KoM pOauDyaMeix
JOMAX, BKTOYEA MaBB! N0 oXPaHe okpyRaiewel coadn!, Npousecdcmen, KONMPONs @ npoyacce noauzeodcmes
U ¥aKoaKy MEDELYHEY ¥RAKOE0YHELX MaMEDURTOE, JOMAHE! OIMEEYaITIE FEMEHOETeHHER MECITIREIN YoIoaLU-
A U hyHELDONANEHEM KDUMSpUaN. Yucmeis moeienus Jomwnel Geimb ofopydoaais! aosdyiiHemu
LT FEL.

75113 TexHOMoAUYEoKUE NPpOUECCEl @ KOMMPOOIUDYEMbIX OKDYHAOLWLY YONoaUusy donkkb! Deims
CO2Macoaans Mexdy nompedumenes 4 opsanusayued.

7.5.1.1.4 Dp2anwuiauls dankia maicse QopMpnuposames JokFMERMLUDOEaHKENE MOeG0EaHLA K YUC-
MME NePauYHEX WIaK0E0YHEX Mamepuancs, oada:

a) NEpEUYHLIE YIaK0aayHbLIE MEMepUane! CYULLEKNNCA opearusauyued do npoasdeHua CIMeEpUnL3IaLnLy
U Lmy) Ly UCmonsIoEanUE,

b nepeusHbIE YREKEOHHEIE MEMEDLENE DOMKNL TOCMEERRAMECA HECMEDUTUI0EAHKEIMU LU LY SUSTI0-
M@ axsa OAA LCNoNE3c8aKUR,

c] mexHonoEUYeCKkUe peasenmsl donsmer Seims ydanens ¢ npodyryun @ nepund npoussodemes.

7.5.1.1.5 Honwiibl Geime onpedengis KoHmMalnepsl dN8 xpanesus, cB0pRUKD Mapks U TUHLL 3820y 3K0
U PaIE0YINL.

7.5.1.1.6 Qowosroe aHuManue [Hanpusep, udanwmugurauun, Selonackocme, L“ucmoma) cnedyem
ydenams a nepeyo ovepeds Ja20pake U PaIS0YING HORMMeLHE00E TA HackiNHeX 20yI0a8 RSO,

75,017 Ona ovucmicw obopydoganus, UCHone3yemoss TP MPou3ecdcmes MERAUYHEE WTG0aaUMLIX
Mameplanod, domssisl Beime paspafiomans NUckMeRHEe npouedyper. Jonwus aecmuch 38NUC0 O4UCTEU
000Dy ADEEHUA. UMEIOLLILIE 8ARHOE IHAYEHIE ONA 0GECTeYEHUA KAYSCMEa M DEHEX aR0E0YHER Mamepu-
anoa fcm. 4.2.4).

7.5.1.1.8 Cnedyem cnpedename COJBpWAHUE U YDOESHE GYUSIMKY Npousgadomasynozo obopydoaa-
HUATPOUIadICMBeHHEY YYaCmKoa,

F5.1.1.9 Hizamoanenio HeXOMopbly Mamapuanos caolcMEsHin NPpUMeNenue nepapatomantbix
Mamepuanasd (Hanpudep, U3s0moanesiio CMexkna, anamusug, ByMazy, mepdonnacmuros). Maparempe
nepepabomiy donster Beme onpedenaksl U cosnacosansl ¢ nompebumeanam.

751110 Ecnu 3moHe COSNacoaan ¢ nompebumanes, mapdannacmutbbic Mamenuans He SomiHe
nodaapaamech MOGMODHOM Y LIMENEYEHUKD UL He NoJNewanm NOGMODHOMY LUCToNEITEaRUK0 8 NEDaLUYHEX
YAAKDSIYHELY MAMEDUANAX,

F5.0.1.17 Jonwen Geime Op2anUuIoeaH KOMNMPOIL CULCITTEY UKL Mexdy DasiaudHbiMu capuamMu Ana
YAanexus acex Mamapuanosg U dakyMeHmoe, e mpedyemex dna nocnedypowed onepayuy. Jonsns! agcmuch
2AOLCU palom 0o oQucmKe nuMul (o, 4.2.4).

7.5.1.2 ¥YnpaaneHue UIMeHakuamML

7.5.1.2.1 Opeanusayus donxHa peanu20eams NooUect peayNEMamuenoso U aghdrexmueHozs ynpaa-
NEHUR USMEHEHUAMU, 9Mabb! UIMEHEHUS OMDULEMETERD HE GNUANL HE KaYeomao noedyryLl b Smobed OHU
OMEeHant TompeSRocmar U ORUIIRUAM JaURMEIEC0SaHRELX CMOD0OH,

7.5.1.2.2 Mavenenus donsms Beims udedmudiiuupoean ey, 3apesucmpupoaaHiEiMy, OUeMEHMEI -
ML, NPeEHANUIUDOESHHEMU U YRDAENASMEIMU N8 MOMUMESHUA LX ANUAHUA 48 doyaue Npouetch.

7.5.1.2.8 Ona ofecnevasus ynpaansedocmu Heobxodumo onpedenume NONROMOYUS, CERIANHEIE C
UHULLAYUED, aHATUIOM U Wmaapkdenuei Eadane U,

7.5.1.3 KoHkpemWee MpedoeaHua K cmMepUuneROCTIU MEDEUYHER PNEaKGECHHEX Mamepuanoa

Opzanuiayud donxya geciml danucy (o, 4.2 4] naparMempod ApoUEeEcca cimepuiuaaguy, Komopbli
UCRONLICEENCH AR CMEepUNUIaLUY kaxdol capuy. 3anucy & cMepunuaainul Somsies BLTs TDOCTEHUESE-
IbiAL ANA kaw Aol CepUL NepELYREX YISKoa0HHEIX MATEDURN0E,
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7.5.2 Banupauua NpoUeccoB NPORIBoACTEA M 00CNYKABAHWA

Oprasraayna AonsHa BanHOUPeBRaTeE BoE NPOUECCHl NPOMIBOACTEA M oDCNYHHBAHKA, PElyNLTaATRI
EOTODEIX HE MOTYT DielTe BeprUUMpORAHE NOCTEOYIOW KM MOHUTODKHETOM WKW HIMEDEHHAKMMK, Ha-33 Yero
HEQOCTATEY CTEHOBATCA CHEBMOHLIMK TONBKS MNOCNEe HaYana WCnonbEIoBaHWA NROLYELWA HOA Noche
NpedcCTABNEHKS YOITYTH.

Banuoauna onsHa NpogesoHcToHpoEaTe CNocoSHOCTE 3THX NPOUECCoR J0CTHMaTE 3annaqHpoeaH-
HblX pE3YNETATOR.

Oprankaauna QonxHa paipaboTaTe Mepkl NG 3THM NPOWECCAM, B TOM YHCME TaM, FO8 3TO NPHMEHKMO!

a) onpegencHHLIE KpMTE DM ONA AHaNKaa # YyTESOHOEH KA NDOLECooR,

b} yTRepwOoEHWEe CoOTEETCTEYIOWE NS obopya0BaHAA 1 KEaNwEUkaLmn NepcoHana;

) MPAMEHEHHE KOHEDETHEE METOOOE W NpoUeyY D!

d} TpeGoBaHHWA K 3an«cAm (4.2 .4);

€) NOBTORHYH BAnKOawnee,

[MCO2001:2008]

7.8.21 Opzanuzayud domsea udesmuchUyupoaaimt NPOYECoET, BaMHEE 0N cORCNEYaHUA KaYWacmas,
& DamMKax CEoel JEAMENEHOCTIN, & UMEHND ME, KOMODEE ERUAKITT Ha Ka4ecmen MepEuYHE ¥akoaosHE s
mamepuanoe, KoHmpons 38 modsisdy U3 MU NEGLECCoE, @kxX0d Komopsix He Mosem Dame eepubuLLpoaaH
nocpedcmeos AocnedPLESs MOHUMODUHES LU UIMapenuR, Jomsed JeMoNcipupoaamaca NYmeM aanu-
Aauul U doRyMEeRmLD0EamECH.

7.8.2.2 Ong onpedenelus imMoso, Kakue Miouecch! asHel dna obecneYelus KaYecmesa, U cimenam
aanudaluy, Heobxodumod 3na FeMoNCMBPALILIL WIDSENEHL IMUMU NDOLECCaMU, UCNONEIYOMCA DUSHKE DLIC-
Ka, Ananus pucika dosses Bemb CeR3aN OO CAoUCMEaMu Npodykuuy, onpedelMoWUMY BE KaY8CIMEs.

7.0.2.3 TexHuyackue CUCTEME! (HanNpUMean, Malilnes, MUALL, CMDYEMYDHSS KOMITOHREHML NDOLZ-
@adomad u m. ), UeNaneIyerbie TR UES0MOSIEHUA NEDEUYMER YIAK0SOYHLIX MamepUanod, domkHe! npo-
¥0dumbs Agpublkayu U (uny) ammecmaliuyeanudauuio 8 Coamasmomend © JOKPMERTIUDOEIHNOL
QUEHKOU DUCKAE.

7.5.2.4 Bepugurauus u (unu) ammecmauusseanudauyus domsnel npoacdumescR MU B03HUKHDEENLLU
CYLUECMBEHHEX UIMeHaHUd @ cpedomaax npouzaademes, oSopydoganuy U NOOUeCCax, KOMoDee MOSYm
SEMUATE HE KEYSTIMEs npodyrLuu.

I DU MEYande— ¥Ipaanerue WIMBNENURMU B8 NpOWECCe ganudausy RENASTCA YECTTEK DOAURTLKY ¥npaane-
HUA UZMENEHUAMY CDagHLIH LY.

7.8.2.5 Hackonsko amo yenecoofpaszin, eanudayus mold uny uHol npodpryun SomwmHa npoasdiimscs
M0 CORNaCoaanuie © nompebumeanca,

7.8.2.6 Peaynemame eanudauuy donwne pesucmpupoeamecs (cw. 4.2 4), Janucy o eanudayuu
FonwKre COXDAMAMLCA Ha NPOMAKEHLL G020 CO0Ka CNywEn! 0Sopyd0eanus U NDOUECCa U BUE & Mo YeHLE
dayx Nem NOCAE CHAMUR C IKCITFAMaUUL Wil N0 Jo20e00eNHoCmU © NoMpedumena.,

7527 OB omyowesuy Npo2paMMHoas 0Gecneyenul, UenoNsIyemMoso 4 NDOYECCaX, aastibix Ana obac-
MEYSHUA KaYeciinga, JonwHes NDoeErIUmsca yHKLLUOHANBHES UCNEIMaHUA 8 OCMamauHald KoNUYecmean U @
COMNNBEMEMEPKILLUY YETOEUAK SNA 0B UKaLLUIL TROCASKUSSSMOCITIL, MOYHOCTU TERadayy U COXDaHEHUR
danmHbiy., CUCmara Sonsna NposepAMLLR, HANDUMED, MyMeld @s0da MDASLUTLHEX U HEMDAEUNEHEY dalHEX
dna onpedeMerud NEOCHEKUSaeMaCiTIL, MOYHITMU NEpadayu U CoXpanenuA JaHtsx LU Fanuced.

F.0.2.8 Peaynemamb! 3miuy densimanud U noaaapor SomsHsl pesucmpuposamech (4.2.4).

7.8.2.89 Jnexmponneie 3anucy JomwHel COXpAMAMBCA U JSWUWLEMECH oM Nomepy U cayvalHoso
noapewderun U JomkKe!l ¥pasumecs 4 hopide, Jonyokariyed aocomAancanesUIe, Soau AMD Hea0IMORHD,
FonwRE COXDANAMBCA DY MANHLIE JHISMILIADE 8 MeYerue deyx Nem Nocae crnucanus cBopydoaanus unuy no
dosoacpenNoCcMU © nompetumenasd oM. 4.2.4. 1),

MTpwmeyanoe— JororHumenessd JERHLE, RECSHWUSCR 5L VISAR0CM U daNHak, MeRedreHTa U S8TL-
dauuy npoaparMenoze clecnsiedun codepwamch & M3K 60601-1-4, Pyepsodomes no H5ANBKEWEN TDEKMUKE S8MOMA-

MUIEOEGHA02A0 Npouieodomed U Hoderoe Redepanakes DEENAMEHMOS ¥IDASRENUR f0 CAHUMEDHOMY HE0300F 28 K&-
WECMEOM MuUleea s npodpcmae u Meduxamenrmos CWA 21, weseme 11

7.8.2.10 Mpu nepadade Ha cmopoiy Mabosa npouaccs, Basroso 0na ofecneyenua KaYacmasa, opaanu-
Fauus Jonsna yEedumecs & MoM, Yo NPoOUEcs oMesvasm mpeboganuam Hacmosweao cmaydapma.

7.50.2.11 Ecnumpedyemos cMEpUnUIaLuR, apeariu3alun JGOmkHa yomadoauims JoKyMaH MupOoaaHibe
Npoyedyped Mo Eanudauul Npoysccos cmepunuzauuy. Npouecck cMapunussuuy JorsHe NDoUmu eanuda-
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uio do NepEoHaYansHo20 UCNans208adus. Jomeus! coXpasAmecs 3anucy pesynsmamos aanudauuy npo-
UECCoE CIMepUNUIaLUL fou. 4.2 4],

Cm. HCO 71135 MCO 111371 unuw MCO 1T137-2.

75212 Ecnou odiium uz mpeboaaluid Rengemcs cmapunuzayud, Opeanuianus SonwmHa nodaspa s
NEQELYHEIE WITAKO0SO0YHEE MAMSDUANs! GanUdUDoSalHoMy NOOLECC) CMEepUNUIALUY U 3AMUCME 808 Kk
MOONEHEIE Ta0AMEMPsl ADCUESCE cmepunuiayuy. Moy nepedads Ba cmopoHy NOOUECCa CMEenLURULIaLLL
CP2aHUIAYUR A0mKHE PESdUMLCH @ MOM, 473 NPoUece OmMaadaem mpefoaanuam Hacmoawe2a cmandapma.

Cm. MCO 740837,

7.5.3 MaeHTHipUKaLKAa 4 NPoCNeXKHBaAEMOCT L

Ecni aTo BOIMOMHO W UenecoobpasHe, OpradHdiauds QomsHa MoeHTHOUUMpoBaTE NPooyKLME
MOMOLLEH COOTEETCTBVIOWMX CREOCTE HA BCaX CTAAWAN &8 MHIHEHHOrD WHMKNa,

DpraH-3aurs A0MeHa WOeHTHPHRUMPOBATE CTATYS NPOOYELKA NS OTHOLWEHA K TREGOBEAHHAM MOHKTO-
PHHTE W H3MEDEHHA HA BCEX CTAQKAX B8 KHAHEHHOMD UHKNA.

Ecnu NpCCnes BassmocTe ABNASTCA Tpedoaanken, TO OpralMaagma GOMEHa YNpaenATE CNeyHansHoR
WOBHTHRMKALME N NPOOYELHAME W NSA0SpMEBETE JaNKcH B patoHes COCTORHWK (4.2 4],

M FAMSYaH®a— B pRAE OTRECNEA NPOMEILWNEHHOCTH MEHEBIMMEHT KOHMUIYDAUWY AENASTCA CPECTEOM
NOAaepHasiA LWOEBHTMDHEESLWA @ NDOCNesHEIEMOCTH.

[MCO 9001 :2008]

7.5.3.1 Opeanuaalius donssa paspabomame u noddepxueams @ pabomacnacoliom CoOCMORHUL CUT-
MeMy NPOENEXRUEAHUR oKX NDCUISOFCMESHNEY MAMSDUATDE G LCMoYHUKE TonyYaHus Jo peanuaauuy
npodykuu conpedenenuar actumalia u mpeSyamribx 3anucal Ha 0cHoee ouery puckafcam. 4. 24, 5.3 01 8.5).

7.5 3.2 Fanucy o cepulidoM apousecdomas danwkbl GhiMe GO0IMAYSHE OMUTLYLMENLMNLIN HOME DO
CEpUL LU LOEHMUELKSUUCRRER HOMEDOM,

7.5.3.3 fonwuel coxpaqamecs 2anucy of ucnone3ogasuy obopydoeakun, eamnozo dng obecneyenun
KAYECmad o, 4.2.4). 3mu 3anucy Sosmakbl IMaKye GKmowaims GHUSITIKY U MEaxHuseckoe oBonyMueanue Haps-
dy ¢ noouzeodcmestibiY ONepauuaMy. Pabomb: N0 MeXHuYackoldy OBcnywiEan i Jonmne doxyMarmung-
BamecAd U ApocnexueamecA do xonkpemucd npouisodomaesnod cnepayuy unu eduMuue obopydaaanus.

7.5.3.4 Opganuialuus donkwa paipabomame U 8eciy FokyMermuDoaanise NOouedyDed CImenM, Ymo-
Gkl GOISDALLEEMEIE GO2aHUIALULY NEDEUYHLIE FTAK0S0YHEE MEMepuans:, Hanpuseap, 3na noamophol obpa-
OOy 1o yomanoenakHeiM  mpefogatlias, Seiiu  odedmuchuiyuposasl U ebldanonsl b2 ofweso
noouaeodomea.

7.5.4 CoBCcTREHHOCTL NOTPEGHTENEN

CpraduaauMs Qon#Ha NpofAenATe 3aboTy 0 coBCTEEHMOCTH NoTPeGuTens, NoKa oHa HAXOOWTCA Nog
YNPABNEHAEK OPrAHKIALAW MNA MCNONE3yeTeA e, ODrankaanna DonwHa MoeH THERMULMPOBaTE, BepudHLK-
pOBATE, 33WMLATE W COXPaHATE COBCTREHHOCTE NOTPEGKTENS, NPELoCTARNEHHYID 4NA HCNONBEIDBAHKWA MK
BEFECHEHWA B NPoOyEUMIo. Ecrnin cofeTeeHHOCTE NOTReBHTeNA yTEPAHA, NOBREHIEHA MK NPHMIHAHE HENEK-
roOHOE ANA WENoNEI0BAHAA, GRTEAHWAALKA DONHHE WIBECTUTE 06 2ToM NoTReEMTENA W NOO0& W BATE AAMN-
cH B pafoqes cocToaHAN (4.2 4],

Mpusmesadne — CoboTESHHOCTE NOTREEUTENA MOXET BENKYETe B calR METENNeRTYaNsHyw coboTeeH-
HOGETE H CEEOEHHA MHHHOMD X3paKTSpa.

[MCO 9001:2008]

7.5.5 CoXpaHeHHA CODTEETCTEHA NPOOYKLAK

Opravyiadua OonHa CoXpaHATE NPOOY LMK B X008 BHYTREHHEl oBpaGoTil ¥ B NPoLECcE NOCTARKM K
MECTY HA3HAYEHKA B LENAX NOALEpMAHKA B8 COOTBETCTERA YETAHOBNEHHLM Tpebopanuan. Ecnmn ato npu-
MEHIBD, COXPEHEHWE COOTEETCTOMA NPOGYELWH BOMEHD BEMNIOYaTE B ce6a WOSHTUMHKELMIO, NOrpyIouHo-
pEArpyI0UHEE paBoTe, YyNAK0BKY, Xpadedue 1 aawuTy. Tpefonauie coXpaleHHA COOTEETCTEMR QOMEHD
Bl Th TAKKE NPWMEHEHD W K COCTARHLIM YACTAM NPOEYELMM.

[MCO 9001 2008]

7.5.5.1 Opeawuiauus donwwa paipabomame U noddepxuaaims & pabomacnacoSRoM COCMORHLL CLC-
MEMy KOHMOONUDGEANUR NRPOAYKYLL © O2DAHUSEHNEM COOKOM X¥DaMeRUA Lnu mpeSyouyo ocobelx yenoeul
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¥parenud. Taxue occobeie Yonoaus xpan el un Qonmkel KoHMpoNUDoEaMECA U DEaUCMPupodamecs oy, 4.2 4),
CpokU Xpanerua Ao sHel BEims SnpaadanmsnL.

7.8.5.2 Mpodyryus donxya Seime yemyxe ofoanayana, V200upoeana u donxKa nodnexams omeem-
CMBEHHOIY XPaHesuD, & Mmakke donwra Shime 3BWEeRs oM Jonadanus NoCMopaMKUY GEWECE Wil
FaspAIHEeNUA. YNaKoassa, ucnatsayaedan Ane cosdaHus U BMELLER UA Npadykuul, SonsHa Ouiib SUcmad b mod-
xodawel. NMocmaesw donxes conposoxdamecs coomeememeyowed doxymenmalues. Joxymasmayus 4a
MoCMaaky JoMaHa CooMEsMaTEnaaims KOMKDEmroD Cepu.

7.8.5.3 Bonyuase noamopHosn UCIank20@anus KoNmedbapoa ang ynakoasl npadidacmayoijue Annb-
KU A0k L Beih pAanedsl WNU HMAONUCH HE HUX CMepmesl. Kosmedhape! Aomeks! Gbitih SUCTbildly LU MEPOEe-
HEHHEIMU HE SUCMOMY 8 CODMBaMOMayy ¢ NUCEMERHL Npauedypad.

7.50.5.4 Bonyyae WeobxodUMoCu Ha BRNske 3onmne! SEme YRa3aHE U GOMKRE GhiRONHATECA 0cobbie
VEMDSUA MPEHEN0RMUDOENU WL XDaHaHUR NepEUNHE YIEKOE0HHELIX Mameouanoa,

7.6 ¥Ynpaenexve oBopyaoBEaHHAEM ONA MOHMTOPHHIA K HIMEDEHHRA

Opraduaayka DonHHa oNpELEniTeE MOHUTORMHE H MIMEDEHKA, KOTODRE NPeOcTOMT OCYWEeCTENATE,
TaKke 0DOPYA0BAHWE ANA MOHWTORUHIE W MIMepeHUid, Heobxoguamoe anA oSecneyeHdnA CRMOeTENLCTES
COOTRETCTEMA NDOAYEUWH YCTaHOBNEHHEIM TREGOBaHMAM.

Dpradnaagka SonsHa YCTAHO0BMTE NPOUeCCE AN 0Becnede A TOro, YToR b MOHMTODHHT 1 KAMEDEHHA
MO BEITE BRENONHEHS! M B 08 ACTBUTENEHOCTM BbifM BRINOMHEHE B COOTRETCTEMM C TDED0BaHNAMM K HUM.

Tam, rog HeobxoguMo oBecnedHBaTe MMELWWE JAK0HHYIO CHMY DesyNbTaTel, WAMaPHTaNEHOE oopy-
OOBAHWE DONKHD DisiTh:

a} oTKanufpoBaHo WMNKM NOBEEHD B YCTAHDBNEHHbBIE NEDK0OE MK NEDE 8o NpYMeHEH el No aTa-
NoMam, NepeaiownM PaMepyl OHHNL B CPABHEMWK © MENIYHADOOH MK U HAUMOHANEHEIMW 3TAn0oHa«
p. Mpw OTCYTCTEMKW TakMX 3TANCcHoB 0233, HCNoNe30EaHHAA ANA KANKODORKM WINH NOBERKK, J0N¥HE OblTe
aapercTpupoRana (4.2 .4);

b} oTpEryNMpPoBAND MKW NOBETORPMO OTRENYNHDOBAH0 NO Mepe Heolx0oMMOCT I,

C) MOEHTHEMUKPOBAHD B LENAX YCTAROBNEHWA CTATYCA KanubpoBKK;

d} saWMLEHD OT pery NMPOBOE, KOTODLIE cOenani Gkl HBASACTEUTENEHBIMIA PEIYNETATE MIMEREHHA;

) IBWMILEHD OT NOBPEMTEHWA W yXYIWEHKA COCTOAHWA B X048 0GpaleHua, TEXHWYSCkoro obemysm-
BAHWA W XPAHEHHA.

Kpome TOro, OpradviaugnA OOMeHa OUeMMTE W 3aperdcTpUpoBaTeE NDEE0MOYHOCTE MNDEeDsUyuins
pe3YNeTaToR H3MEDEHHA, Bcnd chHapykeHo, 4To olopyQosaHme He conTeaTCcTayeT Tpebopannam. OpraHud-
aaUWA OoMKHa NPEANPUHATE COOTEETCTEYIOWE: QEACTBIE B OTHOWEHWW Takoro oGopyaoceaHina 1 noGoll
HEMEPEHHOR NDOaYKLMK.

JanucH pEaynsLTaTos KaNMEpoBKKM M NOBEDEM OM#HE NOLASEEHBATECA B paboyem cocToAumMm (4.2 4.

Eciii Nod MOHWTODKHTE M MIMEREHHM VCTAHOBNEHHBE TReG0BAHWA MCNONBIYIOT KOMMBOTEDHRE Npo-
rpamMMHbIe CoBACTEA, WX CNocobHOCTE YOOBNETEOPATE NOSaNonaragmMony NoHMEHEHWD NPeaEa pUTENEHO
OonEHa GelTe NOATEEEEOEHS W NOBTORHO NOOTESDHOEHE N0 MEPE HeOEX0LMMOCTIA.

i PHMBEY BHHWE — nDﬂ,TEEme.‘iHE COOTEETCTEWA EOMNBSTEIHOMD NPporpaMMHOrD ofiecnedeH A npeanona-
ragromMy NHMEHBHWD ik usn MNEEOYCMATPMEART 8ro BEeDHEUEAL A W MEHEOHMEHT KORUIYPALNA B USnAx Noanep-
HAHUA S0 NPAr0OgH0CTE ANA HCNONEZOEAHUA.

[MCCO2001:2008]

761 Jonsuer npoae0uiMbson PESYTAPDHEE DESUCMDUDYEME TROGOKALLGHREIE UCNBIMARUR 3aMOoMa-
MUYECKOSE KOHMPENEH020 080RyI0EaHUA (HENDLMED, hOMOKaMEDHEIE LHCIEKUUOMHEIE CULTEMbT U CHLIT b
aamenu wmpLx-kodos) Ana NposepkL NOCMOTHHOL YRR LIORANEMOU npU2o0Rocmu.

7.8.2 Mpouzecdcmaesyibie U KOHMPoneHsEe dannse, omyocauecs ¥ npodykyuy rompebumens (3a
UCKMIOYEHUEM CERDEMMOL UNITENMeKMansHol cobomasRnocmu Op2anuiauun), donsHe! noedocmaaname-
ca no mpefoaaku Aompaumens unu apedemasumans nampefumend dng NOoAaEKY EELLOHENENOLH
ApuacdHoemy NpoUsECOCiae HHOE0 NPOYESCea, KORMPOALHOE0 U UCnEMamensbean oBooydoaaHus, LoReb-
Jyarozo @ ¥ode npousaodomes U Ha 2omoeod npodykLuu.

7.6.3 Honeimamenenoe obopydoganus, ucnonsayasmos dna onpedensHud MDUSMISMOCIUY UCxadHbIX
Mamepuanoe, gaxkelyx dng cbaecnadarus Kadecmea, nanygabpukamaoa und somoeol ApodyryUy, dommsso
Kanubpoeameca Wil SomsHe Tpoeodumecs O0TNHUMEIENEE KEaNUPUKILUOHREE UCNEIMEHUR 1o Mepe

HeoxodumMaciy.
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8 MamepeHue, aHanus: K ynydweHuwe

8.1 O0WHe NONoXeH Ha

Opraq3auMa J0NHHE NNAHKDoRaTE W NEHMEHATE NPOUECCE MOMHTODMHIE, WIMEDEHHA, aHaniaa 1
YL EHWA, HeofNoQuMEE 1Na:

a) DEeMOHCTPALMW COOTBETCTENA TpeBoaannamM K NpoSyELMM;
Imo mpefogaHue DMHOCUMCA Kak Kk 1onyghafpukaman, mak o K Nepauttbid WISK0S09HE Mamea-
puanam.

b} obzcneysHUa COOTBETCTEWA CHCTEME! MEHEDMMEHTA KaHeCTa;

C] NOCTORHHOTS NOBLIWEHWA PEIYNETATHBHOCTH CHCTEMEl MEHELHMEHTS HAYSCTRA.

YHAIAHHAA DeATEN EHOCTE DONHHA BENIOYaTE B CeGA ONpegeneHie NDMMEHMMED METOLOE, B TOM YUcne
CTATHETAYRCHIAK, M1 0BNaCTE K MCNONBAGDAHWA.

[MCO 9001 2008]

8.2 MOoHWTODWHI W MaMEpEHHE
821 YooEneTEOPEHHOCTE NOTpebuTaneW

Opravy3auMa oMmeHa NposogTe MOHKMTORWHT MHODMALIWME, KACKWHACA BOCTIPHATHA NOTPeGuTE-
NEM BRINONHEHAA ORradWIaUUeR ero TpeGoRaHWA, KaK 00HOM K3 cNOcoGom MaMapeHUA paboTel CCTER kI
MEHELHMEHTA Ka4ecTea. JonmHe BeiTe yETAHORMNEHE METOOE NONYYEHAA M MCNONEI0EAHKMA 3TOH Hgop-
MK,

MprweydaHae — MI:IHHTDFH-.-F BOCNPHUATHA ’ll:lTpE"_"li‘TE'.l"'FlMH MOMET BRNOYETE B CEDA NONYYaHEE HHPORME-
W M3 TEEME BCTOYMHHEDA, HEBE WCCN240BEaHWA YOOBEMNeTEODEHHOCTH naTpebinTensd, DaHHee oT noTp gBHTENEd O
KAWBCTER NOCTARNEHHOA NPOOYKLEY, HCCNEO0BEH WA MEEHWA NONE30CEATENEA, AHANKA ATTOKE KNMEHTOR, BnarcaapHoc-
T, NPETEHIMK N0 TAPAHTHARHEIM ofAZATENBCTEEM W OTHETE DACNDOCTDEHUTENEN.

[MCO 9001 :2008]

8.2.2 BHyTpeHHHE ayANTE (NpoBSpKA)

Cprad-aaumrs AoMEHa NpoESaNTE BHYTDEHHWE aY Q1 Tol (NDORSPKIA ) Y2083 3anNaHH poOBaAHHbIE MHTEDES-
Nkl BEEMEHA B UENAK YCTAHOBNEHKA TORS, YTO CUCTEMA MEHEIHMENTA Ka4YecTaa;

a) COOTEBETCTEYET IaNNaAHUI0OBEaAHHBIM MEDONPUATHAM (7.1), TReDoRAHKMAM HACTOALLEND CTAKJARTA M
TpefoBaHUEM K CHCTEME MEHSIHMEHTA KAYECTEA, DAspatoTaHHEM OPraddIaL e,

b) BHegpeHa pesyNeTATABHG M NOLOSQHHBEACTSA 8 paBoYem COCTOAHMMK.

Mporpasma ayauTos (Npoeenok) AoMKHE NNaKKpoRATECA C YHeTOM CTAaTyCa 1 BAMHOCTH NPoUWECCoB K
YHACTEOE, NMOONEXAWMYE 3y OHTY, & TAKKE De3yNETATOR NPeBEaYIWHE ayguToR. KpuTepHK, 0BnacTe NpUseHe-
HHA, 4ACTOTaS W METOOE ayOKTOE QOoMEHel DbiTe onpegenets. Bebop ayauTopos W NPoOREISHHE aYOHToR
OCMkHE 0BecneqdveaTe obbeTHEHOCTE W GeCnpUcTPacTHOCTE NPOUECCa AYOKTa. AYOQUTORE HE OOMHH kS
NPOEEPATE CECID COGCTREHHY IO paboTy.

Honwka OsiTe YCTAHOBNEHA OOKYMEHTHROBAKKEA NPoUeOypa ANA onpedene A OTEETCTREHHOCTIA W
TpeGoBaHKi, CERIAHHER C NNEHH POBAHWER H NDOBEOEHHEM AYINTOE, BELEHHEM JAMNWCEA H COCTABMEHHEM
OTHETOR O DE3yNETATAN.

2anwck of ayauTax v vx pelyNbLTaTax A0NHHE NoGAePHHEATLCH B paboqes CoCToRHMA (4.2.4),

PyrkoaodcTes, OTEETCTEBEHHOR 33 NpoBepReEMBEE 0NacTh JeATEeNLHOCTH, GOMEHS o0ecnEYnTe, ST0GwM
BCE HEOGXOOUMES KODDEKLHI M KODPEKTHREYICWWE OeACTEHMA NRPEONEHHAMANKWCE BEa BAaNHWHER OTCOOYKR
ANA YCTpaHeHa ooHADYHEHHLIX HECOOTBETCTENA K BblABABWMY KX NPAYHH. Mocnegyowre GedcTErnA 4on-
#Hbl BEMCMATE B CE0A BepUdHEILNM NPUHATEX MED W OTHET O pea3yNeTaTax sepruddkagnd (B.5.2).

Mpumevadnae — Cu. MCOD 19011 ana pykosoacTES.

[WMCO 9001:2008]

2o
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B.2.3 MOHMTODUHr M MIMEPEHME NPOUBCCOR

Cprasnaanna JonHHa MCNoNE20EaTE NOOX00ALIME METOOE MOHUTORMHIA M, TLE 3TO NDHMEHHMO, H3Me-
DEHKA NPOLECoOE CHCTEME MEHEMNMENTS KAYSCTES. 3TIA METOOL AOMHHE OEMOHCTDHPOEE Th CNOCOBHOC TE
NPOLECCOE SOCTUIATE JANNAHKPOBAHHEK PETYNETATOR. ECNK 3annasuposaHteIe peayNeTaTkl HE QocTIra-
KOTCA, TO OOMHHE NPEANPRHEME TECA HE0EX00MMBIE KODDEKUMK W KODPEKTADYIOW,ME QefCToNA.

M FPUMBEHMBHHNE — MpH ongepensHE NOQX00ALLWY MeTOR0R OCRPraHAIBEUMA A0NEHE YHATRHBEATE TN @ ofbEmM
MOHATORWHIE MNKA ME3MEPEHRE, NOSLXOORAUME GNA KEXAOMNO @3 TECHX NPOUSCCOE, B OTHOWEHMA WX BENURHWA HE COOT-
BETCTEHE TFI'EIE'I:I BAHUAM ENPOOYELNRA H HA P2IYNsTATABHOCTE CULTEME MEHSAMMEHTS HEYSCTEA.

[MCO 8001:2008]

Cnywba kavecmea danxka obecnequeams npogedenve voecnedogasus, yempaHesus o JoXyMeHmupo-
EAMLUA OITEROMEHUT, dawiibix dnA obecneyerua Kayecmea.
B.2.4 MOHATODWHN W MIMEPEHHE NPOOYELAK

CpravriagiA JonNKHa OCYLUECTENATE MOHMTODWHD M WAMEDATE K3PaKkTeDUCTHEK NPOOYELKMA B LEnAx
Be RO KALMH COBMOOeHUE TPEEOBAHKA K NPOOYKLMK. 3TO AOMMHD OCYILECTRMATLCR HA COOTEETCTRYIOWIMY
CTAGWAX NPOUECEE MAIHEHHOTO LHKNA NPOOY LMW COMMacko 3annaduposad sk MeponmeaTaas (7.1].

CeMOeTeNsCTEa COOTEETCTEMA KDHTEDWUAM NDHEMER J0NKHE NOGAEPHHEATECA B PAGOYEM COCTORHM.

3ANHCH JOMEHE YEASEBATE NHMUSIA), CAHELWOHMPORaBLEa] e | BRIy CK NpoayEU9ia (4. 2.4

BrinyCk NPoayrU@Ms 1M NPpeascTARMNSHUE YCNYTA NOTPESMTENIO HE NOMHHE OCYLLECTRNATRECA 00 Tex Nop,
MoK BCE 3ANNaAHMPOBaHHEEe JedcTer: (7.1 e ByayT yOIoBNeTEOPHTENeHO IABEPIUaHE], BCTIM HE YTREDWIE-
HO MHOE COOTRETCTAYIOWMM NONHOMOH HEM NALOM MK OPradom 1, rae 370 NPWMEHKMO, NoToeduTenem.

[MCO2001:2008]

8.2.4.1 Paccnedoeanue pesynamamaos 23 npedenamu 3adannsix mexsuyeckus mpabosauul

Thobol pe3ynsman 3a apedenamy 3adanbbix MaxHutdeckuyx mpebosanul Jomser paccnedoeamscs @
COMNEBEMcMEUy o SoryMenmupoaasnal npoyedypod, a nonydernse dannsie domsHel DEEUCTDUPOERTLCH
(o 4.2 4).

8.2.4.2 Bxodwol xoMmpons 4 axodnse UCTsImanUs

Lonsmel Bbimb YCMaHoanans U 0omskibl LTONHaMLECA MPeboeaHua 3T acex UCoNe3yEMblx MamepLU-
anod. Nocmynarue Mamepuans damsks KOHMmpOALUDOeamsCa Wik UHEM 0B0&200 NOOEERRMECA Ha COom-
SEMCITELE YOMaHOaNaHREIM MPaSosanLiam.

8.2.4.3 Kowmpone anpoyecce npouigodomas

8.2.4.3.1 Opzanuzayus SoimsHa, kak moso mped yam GoyMadmuDoaanHbe Noouyedy sl KOMMSoIupo-
EaMb U UCHENTbIEams NROdVELLIN @ npoyeccs obpalomiiu.

8.2.4.3.2 fonwHe Guime onpadenakis Rpoyedype 8eG0poYHaa0 KaMMAns, ohecnauusanliue paenpe-
senmamuerocme ofpasyoe dna oyasuesemozo dpoyacca, OOpaaysl He cnedyem 803apaans & npoua-
SAOCMAstHYIo 30MY. BCL oMU OLINY HANDAATEHE K OMOENEHYR UCTLIMamensHyn mrowadxy,

8.2.4.3.3 Nocne nomouyy oboppdoaayud LU Hesannasupodasyod ocmadoasy npoyecca domwen
Gpime nposedel JononHumensHel KOMMpons & fpoyeccs Npousasdcmas.

8.2 4.4 Koumpons eomoacd npodysuu

Ecnu mpebyemca konmpons 2omoacd npodykyuy, o8 donwen Bsime nposedes 0o ebimycka Copuu.

Tpumeyadue— KOHmpone S0Mmoenld Apodynuuy Momem nooecdUmesh HE N0 SCEM POMAHDAREHHEIM Napa-
MEMIDEM.

8.2.4.5 Coxpadsembie obpasisl

Coxpangeneie 0bpaiys ombupaiomes 8@ coomeemomeuy ¢ mpefoganuamy opeanuianuy w funu)
noempedumans.

8.2.4.6 Brinyck cepuu

Ana epnycya cepld mpaiyemcd npodaderls aHanuaa Aok yMeRmaLuy Ha Cepuo.
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8.3 ¥npaeneHWwe HeCOOTEETCTEYIOWEN NPOOYKLHNER

Chpradd 3auus 0onsHa oBecneyyBaTe MOSHTAQMEALMIO NROOYELHK, HE COOTRETCTEYIWEH ToeboaanK-
A, W YTIDARNEHWE B B UBNAX NPEQOTEDAWEHHAA HENPELHAMEDEHHOND HCNONLIDBAHKWA MNH TOCTABKW TAKIA
npogyklkd. JonsHa DelTe YOTAHOBNEHa QOEYVMEHTUDOBAHHAA Npouedypa ONA onNpedensvus CpegcTe
YNPABNEHA M COOTBRTCTEYILLER OTBETCTEEHHOCTM W NONHOMO4MA ANA OBACTEMA C HECOOTBETCTAYIOWER
MPOOYELHMERA,

ECnu NoUMeHUMO, OpraHd3agka QoNHHa NpegnpHHKMaTe B OTHOWEHKK HECOOTEETCTEVIOWER NpodyK-
UMM CNEeOyowne JeRCTEHA [OOHD WA HECKONEKD ).

a) yoTpaHeHHs CDHaDYHEHHOND HECOOTEETCTEKA,

b) CAHELUHOHHPOBAHWE HCNONEI0BAHKA, BEINYCKS MWNH NDHERMKH NDOOYELHE, 8CNH NONYYEH0 paipewe-
HAE Ha OTENOHEHHE OT COOTRETCTEYVIOWErD NONHOMOYHOMO NAWE MM ODrada |, F0e 370 NRWMEHHRO, NoTRE-=
BMTENA,

cl NpedoTEpalEHWE B NEPBEOHAYANEHOTD NPEINONArasors HCNoNbICEAHHA KK NPHMEHEHKA,

Mocne Toro Kak HeCOOTESTCTEYHIWAR NDCAYELWA HCNDaEneHa, OHa DoNHHa DeTe NOOBEprHyTa NoBToR=
HOW BepddHKaUMy ANA NOgTEEDHOEHWA COOTEETCTEMA TReDoBaHKARM.

danKcK 0 XApaKTERE HECOOTRETCTEHA W NObEX NOCNEAYIWME NESANDHHATEX QEACTEWAX, BENOYaR
NOMYHEHHEE DAIPEWEHMA HA OTHNOHEHWA, A0MKHE NOOAEPWBATECA B padoven coCToAHMA (4.2.4).

[MCO 9001 :2008]

8371 Hecocomeemomeaprowas npodykyus LY HECONMEaamomeioljue Mameapuans: donwHe nodeep-
2AMBCA KAPSHMUHY @ X UAaNUL NODUMAMUA DEWSHUA 0 KapDesMUDVI0LILE UMY UHex dedcmauax. Koada udem
pEYE 0f UCRpSanaruy Mymes Mepedenyy uiy PeXoHCMAYrKLLY, cnadyan NOSEecmU U SapeaucmpUposaita
OUEHKY DUCKS ME020 OMPUUATTENEHOED GNUANLE Mepedenku wa npodyrywa oM. £ 2.4 0 7.5 7).

§.3.2 Mepedenka v (unu) PEKSHCMPYELUA donmna npoeodumeca @ COMMAEMocMEUy © GoXyMalmupa-
gannol npowedypod. odobpesyold cnyabod ravecmaa. Mopadox nepedensy donwer GeiMb coanacodan ©
AOMEPEOUTENSM, SCAU HNO AANASMCA 02080DEMHbIM MPEGoaaHLCM.

833 Ecnu nepaudEnie WISK0oYHEE MaMepuans Mpouigodunics @ WoNosUuay JUCiosn RoOMELaHUA,
ninbaa nepedenia JonxHa GeiNOMHAMEBCA & ITHEK We Yonoauax.

§.3.4 Moboe npednosxedue 0 BeNYCKE Hecoomaemomayiowel noodywiuy domwse Seime cdenano Ha
OCHOBE DOKYMERMANEH0 OoDMIEHN020 DASDELISHIR0E0 OMCMWINEHUR, CaNkuuoRuprEanrozo nompabumea-
nam.

8.3.5 B cnyuae aeibpakoaiy MEQEUYHER YNaKOEoUHEE Mamepuans) JomsHs YMunusuipoeamesca W
KHUYMOMAMECA & CODMBSMOMaUy o JoKyMENMUDOaaNHOH npoyedypod.

8.4 AManwua gaHHeIX

Cpraduaadus QoneHa onpedgenaTs, cobupate W aHanuaIkpopaTe COOTEETCTEYIOWME OaqHHLE Ong
ASMOHCTRALWM NPUIOEHOCTH W DE3yNETATHEHOCT M CHCTE MBI MEHEQHMEHTS KAYECTER, 8 TAKKE OLEHMBAHWA,
B KAk0N 0GNACTH BOIMOMHO NOCTOAHHOE NOBL| LUEHWE De 3y NETATH BHOCTH CHETE Ml MEHE IHMEHTA KAYECTRA.
Daumiie QonsHsl BROKYATE B CeEA MHEOPMALMIO, NONYYEHHYI0 B PEIYNLTATS MOHKTODMHTA W HAMEDEHNA 1
W3 OPYTAX COOTEETCTEYIOWMX MCTOMHHKOB.

AHANAL DAMHEY ACMTHEH NPESCTARNATE MHRORPMALMK, OTHOCALLYHCA!

a) EyacENETRopeEHHOCTH NoTpebuTenad (B.2.1);

bl KcoOTEETCTEHID TpeBoBaHHAM K NDoayEu«K (8.2 4],

C] K XapakTeprCcTHEamM W TeHOSHUKAK NPOUBCCOR 1K NPoAYELHK, BEMIOYAA BOIMOKHOCTH NpOBEgeHKe
Npegynpesnamiliuy JedcTewi (8.2. 3w 8.2 4);

d) Enocrapwmkan (7.4).

[MCO 9001 :2008]

Opzanuiayus domsya paspafiomams U noddapyueams doXyMEHMUDOearHse NoouedyDsl. axmoyan
Mpefosakud ¥ ananuay dauusix, dNs GuiEnesUs CYILECMEFLILE UL TOMEeHYUans ey pUYUN By era
HECOOMAamemayiewel noodykUuU uau dpyaux npofimnas Kayecmes.

8.5 ¥Yny4ywenwne
8.5.1 MocroaHHOoe yNyYLLEHHE

Opravvzauma JoNMHa NOCTOAHHDS NOBLIWAETE Pe3yNETATHEHOCTE CUCTEME! MEHEZHMMENTA KAYecTDa
NOCPEOCTESM MCNONEI0BAH WA NONUTAKN 1 Uen2i B oBNacTi KaYecTea, pEayNLTATON ayaUToR, SHanuaa 1aH-
Hislx, HOPDEKTHPYIOWME 1 NPEIyNDEsKOaLL My eACTERI, 2 TACKE AHANWAA GO CTOPOHL! PYKOBOOCTES,

[MCO 9001 :2008]
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Mamonwenud, npednazaesbie & Ka4EcMEs Yacimu NOCMOAMNOED YIYHLLEHUA, NOATEKam MeHedsMenmy
pLCKS.

B8.5.2 Hoppexkmupymwwme gencTenA

Opradnaayva Jon«Ha NPegnpHHKMaTE KOpResTHPYIOLINE OEACTEAA B LENAK YCTRAHEHMA NPHUYHUH HeCco-
OTEETCTEMA ONA NEpeaynperiaHdiy NOBToRHOM WX BOIHKMKHOSEHHMA. KoppesTupyeWke AeRcTEMA DONHHE
ALITE A0EKEATHLIMWA NOCNEACTEAAM BblABNEHHBE HECOOTBETCTEHA.

Domssa OulTe paapaboTada AoKyMes THPOSAHHAA NpoUedypa ONA onpe Lenedda TpebosaHdna:

a} Kadanuay HecooTEETCTEKXA (Brnoyan wanohs noTpeduTenai);

b} KYCTaHOBNEHHID NPHHKH HECOOTBETCTRIRA,

C) K OUBHHBAMMKD HEOEXOOWMOCTH GeACTEWA, YToBEI MabesaTs NOETODEHWA HECOOTBETCTEHA,

d} KonpegenaHHIo W OCYLLECTRNEHHKD HeoBXoOnbbY J8ECTOHA;

2} K3andcAM peiyneETaTos NPpeanpuHATEX QEAcTERA (4.2.41;

fl Kadanuay pe3ynETATHEHOCTH NPEONPUHATEE KOPPEsTHRYRWLME O8RCTEHIA.

[MCO 9001 2008]

8.5.2.1 Opaamuzayud JonsHa caoSapeMenHo paccnedodame ace wanobkl nompeumensd U coob-
LUME O NPoE0dUMEY KOPDEXMUDFKILUY Jedomauay #a ace NPouIe0dcMEskHBle PUSCIIKL U PHacmKy, caf-
Januee ¢ apousacdomace. Jelcmeus Jomsss DCyWEcMEnamecs, KaK MoxHe Becmpes U e coomasmomauy
C coznacoganHbin 2pachuron, cnedyem eecmu sanucy paccnadoeakus (oM. 4.2 4).

8.5.2.2 Honxio Beime of0CHDOESHS U JADESLCMPUDCEAN0 SMCYMoMEUs KopDesmuoyowiny o (umw)
npedynpesdaowux dedecmawd no peaynemaman paccnedosanusd xanold nompebumenall fom. 4.2.4).

8.5.3 MNpegynpesaoive QeHcTEHA

Dprasnaayna AonsHa onpenenaTe ASACTEHMA B UeNAX YCTRaHEHKHA NDWYHH NOTEHUManEHEE HECODT-
BETCTECA QNA NPeaynpeMIeHiA WX NoRBNeHMA. [Npegynpesnaml ke A8 ACTEMA QOMEHE COOTBETCTEOBATh
BOIMOHEHLIM NOCNEACTERAM NOTEHUHaNbHE X NROGREM.

Domesa BelTe paspaboTana AoKYyMEHTHDOBAHKAA NRPOUE YR ONA CNPe LeneHnA TReBoBaHHR!

a) KyCcTAaHOBNEHHID NOTEHLWANEHBLY HECOOTBETCTRHA M HX MDA YHA,

L} KousHmBEaHMIO HE0DX0ZMMOCTI ASACTEMA B LENSE NEPedyNDesde A NoAENeH A HECOOTERTCTRMA,

C) K ONpeagneHiD 4 OCYILECTENEHHID Heohxo MM bIX DEACTRIA,

d} Kaanucam pexyNeTaTon NPeanprHATEX gefcTeri (4.2.4);

&) KaHanuay pelynsTaTHEHOCTH NPeqnpHHATEN NPEdy Noesnaouns QeAcTEME.
[MCO2001:2008]

2B
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Mpunoxerne &
(ofA3aTensHo)

Tpebopanua GMP K nepBEMYHLIM NEYATHLIM YNAKDBOYHLIM MaTEpHanam

A1 Cpepcrea NOMYHEHWA NEYATHEIX OTTHCKOE

A1 O6uwe nonoKEHWA

Hroe coedomes Mo pyesuR Measmy sl OMmMUcKoe d0nKHE.

A} UMBmTE YEMAO0S & 0OHOINEVHEE OB0SHaveRUE, smobal gbecieuuma NPOCNeRUEaeMocms 00 eNOIH0BD MEMTE-
puans,

bl Beime U320MOBREHAT U3 00H0SHOE0 UoXedH 020 Mamepuana, #axodawesocd y nompefumena. v offecnavugamse
AEOcNeXuassMocme 30 3AMo20 MAMBpUana;

c) NpoEEDAMECR K& CODMBEMomeus SMaMHOMY HOSLMENM UK INSKMPONHEW daHyew, odoloerH e nompedu-
MENEM, U DEEUCMpUDOBSMacs oM. 4. 2.4);

O} %pSHUMECR & HEJ8HH0M MBCIE MDY HAREYUIL VEMKDL CHOMEMe CEHRNULOHLD DASHHO20 BRINJEKE U B0FE05 B HUA
& HOSHURULLE,

812 CoueTaembie NeHBETHEE @ OpM B

Kogda mpefyemch Sonewe cdHol Messmycl @opuMe!, doMsEE CYWECMANasmes JOKKMEHMUDIBEHHER CUCTEME,
OEBCNEYUBAMWBR HCMTORNEZ0EAMUE BCex AODM § KOMIRexmMEe. B Mo cNyyas, aceds Kounrekm dopu codeprmum munceol
Reoerm noosedesuR HECKONERUY pedom, kaxdar omdensHsR GODMAE B KOMANSRTE JORNHE UMEM s YEMKDE, BdHC0IHE -
woe ofinzrgdedue U Seme dOXPMERMUpOSaHA.

A3 MameHEHWE TEHETAM POeKTA

Moeda npoexm mpedyem ucnonsI08EA LR HECHDNEXLE OO U HEROMOPEE 13 Hux daixHal Baima 3aMAaHEHE U3-35
URMEHEHLA & Mekcme/impoekme. donxHE Cflyecmasgsme JokyMeHMuUpreanHanr noouadypa, 088Cneuyas0LEaR I5MEHY
HENDUEODHEXY oD U coxpareHye dpyauy cpedome a kosMnnesme. Hoxoddeig opis nodRexam ToamopHos ydesmy-
UKL,

A 1.4 BepndsErannA

A Ddugke nonoseHEa

Begudh UEHUA NDOEXME 10 coedCmaa AONYeHUR NEUSMABIE OMMUcKee d0nWHE Mpogodumeca @ nepuod madao-
MGEEY K PSE0ME DEYAMHOS0 CIAaHKE W 00 ToNpieHUR DEIDSWEHLR BE BRIRYCK Npod priuu.

B.14.2 KBpEHTHH M yHHHTOREHWE

OpagHuzayua JonxHE UdemMe.

a) AoKyMesmupoBaHH Y Tpogedyoy, olecreawasow e Hadrexawe oghopmEHH Y L20RAYWG coedoms modao-
MOSKY MEVAMHOED QRUSNHERE & TE4SMEHUR RE0SKTE, No0Se 028 BS00A REDSCMOm D K

hi dokpMesMmUuDoBEHN R SUCTIEM |, eMaTUILD MW 0 Mamoduk )y PRuNyIsuuy ey sHax cpadama nadeomosky
NEYEMADA0 ODUEUHANE U NOMyWBRUA TEYEMHAIY OMMuckod, oX donasa Npusodumech & HERPUACdNO0E COSMORRLE U
FIRUAUFUS0EEMECH KOHMDORUDPEMENM U HEOSRHEM Crocothos.

A2 Mpouscchl NEYATAHWA ¥ NpeoBpasoBaHKA

AZ41 Hanaaka{nogroToesa K pafiore) ne4YaTHoro cTaHKa

A2 1.0 Nepaarausnenrymn Pod2omosly /@ MEYEMEHL cnedyem nposcdulie & UCMTONEICEAHLAM YUCMIEY KOMIo-
HEHIMTOA LR MM E0UEN0a.

A2.1.2 Mpw nodeomosye ¥ ROCHed UM TDOUBSCSM MOMHD GCNONEZ0S8ME MEMEQUAR U3 UINAYARNBHDAD 100-
LECCd NEVYAMAaHNA MOL Xe cepuu.

A2 1.3 MadavankHail Apunpaecynbil Mamepyan Moxem noamopH0 Wenefe3088MeCA 8 X088 Mol 0moEumens-
HOED TROUECCE ARR TORYHEHUA NPAEUREH 080 UBEM &,

A2 T4 Mamepuan, uenonsiyere { ARa npunpaery. dommes BEMa 3000008, 8 38MEN ¥MUTUIHN0BEH KAX 100-
yrBCOdEMERHHBIE O X T4

8,22 NMepexodHble CACTEMES

Nepexrodhele CUCHEME!, REedHEZHEYEHHEE DNA COXDALW BHUR BREMEHL, FSMPAYUSASMO20 HE NOdZ0MOEaKY (HEMNQU-
MED, ASMOMAM UFUDOBSHAAR CMERR OLME) & HE NOFSONAWUE TEoaodume FOOHYFO SYUCTEY Ausul, fodressm dogy-
MEHMUDOBEHNON OUBHKE PUCKOE U JonXHel UCRONEI0AEME cpedomaa WNpsenesus AR DSeCREveHUA 380 UM E
REodyayuy. Boe nevamasie UadaHUuR, NETpYenAsLE 8 xode npederdywie i onepayul, donsHal yGIRMECA ¢ AVAUY 0 noay-
YEHUR GULUANEH0ED DARDSIWESHUR HE SEOYCH Mupaxa. Boe cpedomas ypSenetuRl donxke pEALCMDUDOBSEMALR
foed. 4.2.4).

A.23 CorpanHAedble oBpaiue

A28 BoecoxpaHREMAIE TEYSMHEIE COpalue AONKHE ObMe vemyio ofoaqavese & donxte Todmesame Hadsx-
HOMY XDEHEHUM,
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AZ3E Dpasys, LERoNEIFeMele dNR URBY Yered (Ranpupmen, sdMusuompuposssueinpodaral, donsuan yHuY-
MOMAMBCR, 800U O BONLLLE HE HOHMZONLD PN CR 0028 HY FBLEUEE.

A 2.4 JanacHbl @ MEYATHBIE CPeAcTEA

AZ 41 B xode ppouzecdomea. 8Cny FANECHRE DO0OME UISOMAANUBSOM &3 HUACUDORSHHEE DEI0EWEHNE X
UCxndHsiN MBMBQUSn0s [HENDUMEBD, HEFAMUSHE WL NOWSE0ERIE CHUMNDE £ WCMTORERISAHUEN MEXHOTOSLUY KOMNL K-
meg-agia). onegayua Moxem Saime Rood0oNKens Nocre NoodedeHUuR HOdod NEOSeoRY TEDE00 REDITUL.

A2.4.2 ZaMesHASMBIE NEYaTHLIS CREJCTES

A 4.1 B xode npoulaodocmas, Bony 2AMEHREMES (hOLME YIZ0MSBNUEaM Wi GUKCUDoBEHNEYE COoEDEHNE X
UCADAHEN MAMEQUSRTE [HENDUMED, HECAMUSHE WL NOWSS0ERIE CHUMKDE £ YCMNONBI0SARUEN MEXHOTOSUY KOMNG -
mep-hagual. onegayua Moxem Saime Rood0NwaHs Nocre Npodeded iR HOA00 NPOSEoKU TELE00 REDITUL.

A 242 Brodenpoussndomes, ecnu hopusl cozd8m Ul HOak K MAMBEUSR0S, SMegayuR donmue Baime OMMEeHE-
HA, IGMEHABME R HOopME RE0SKC0UMD PACCHEMDUSANME KSN HOBRME DDUEURANE!. FTocred oy npodyiyuse Hendxod i
ORCCMEMOUEENTE KB HOBY CEpUM. Bapderue 808X SHMEBHASKMELY TEYAMHLIY cpadome HeolsodWMo DEENCMPUDOBET &
fom_ . 2.4)

£.2.5 MedvaTe EOMNNEETOE

Mesuame roMmAesmas [Npouece nevamarur Soree odRoen MERena Ha nodnoske 8 xo0de odnazo npauseodomeaH-
HOSO YUKRATA) He dOAYCHEEMER U3-35 DUCAA NEDSKDSCMHOZ0 3AZPAIHBHUA.

A2E CepHAHOE NPOWIBOACTED W XPAHEHWE 1ANAC0E

AZ B 1 Cepudnos Npoulaodomes o ¥panenye Noodysdul Ha Canede DOpWECManaAm, Soil S0 020800E8HE
AOHMDE KM,

A B E DpeanulsyuR doNAHA PADERRAM s XpaHeRues dna cdecnevenuR D8 F0MACHOCITG U YERDCH HOCM U Apodys-
LUY U COXPaRANE &8 NOOCREXVESEMOCT E 30 ADoUISOIUTERA U UCNoTEFVEMAE MEBM BDUST0S.

AZT UnppoBas nevars

AZF T TuBaue an30aH0CmU U ugpoaad Neuamy SHedDR Hoak e audsl deRMEREHOCM U, XoMopkildu Heolxodu-
MO pRpasnRme ¥ J0EYMEHMUposame dNR oB8cneusHya Moskocmy U S8 30MacH0smu Nevamuod npodyauuL.

AZ T2 Npuuexrerue Guhpoaod newsmy u dgyeusy enaylanaray mpeSoearud & fpodpxysu donmHo Seiie coana-
COaRT C NOmpaiuymanss.

AZ 7S Dpesnuaguur donsns pazpabomame Redexdpo cuomeny docmyna & cralinam, npedHasHsuanty s dnA
noedomap s e uR HeNpedRaMepeHHo30 UENONEI0BEHUA HECOOM SEM CME P U vexodye s dhadnoa.

AZ T A Mok aAeMEpHEMEEHAR CUCMEME B230Ra0HOCMY HE PR30EE0MANE KOHMDOTUD O LWL KOMDLLMED, C8R-
FAMHED ¢ UUBDee0 0 Neus My 08 Mew uH0 D, SoNseH codepsams MOonase 00U oRodHeIG ratin & Ca0s0 NeMATU DDA Mesy-
e ApoUIS0dcmEsRHoZ0 HUKRE, U YAsnesne smMozo aina donwHa BelMe VAo esd d0MMESHNUDOEAREOL CULCTEL
UM

AZ TS FPafovue mapaMempe AR GOCMUXEHUA ADLUBMISMO20 GEamM a #eob oduMo yomanasnuesms § euds odhu-
HUSAEHDED MQOUSECE U DEEUCMPUD0aaMmE [ow. 4.2.4).

A3 CveTeMbl BelonNacHOGTH C NPHMMEHEHMEM WTPHX-L00E

A3 OCHOBHBIE NONGEEHHR

Ana efecneverur Se30fRcH0Cmy NEodydyuy & npedomepaienyn NegeriBcMHo20 FARDAINERHUR WM pux-sodal
GEI0NSCHOCTIU MO2 KM BEG QERRIYERE & MERSM NEVETHEN YNSR0S0GHAIE MEMERUEN08 & UENEK BEDWDURELYY SDasHU-
FayWEeN 8 RDoueCoe Tpouagodomas WU Remoedumansd g NDoUecos ONEDELUL ¥TEN0ERG8HUR.

Dpeadu3siuR Moxam dofiseums cofocmasnHaie udasmudh UNGHLEHREIS KO0E & MBXEM NE0dFRuuL, 80U ama ngad-
FOMOITOEHD KOHITBEA MM,

Taw, 2de 0p2SHUFELUR OMSENCMEssHS 38 onpedenedus wmpus-koda desomacH ooy, kaxdel i yeem waxem s don-
Men Seime B Yes 8 winpus-kod. JoR gcex wmpus-x00o8, 80O UEEM HECOBMECMUM ¢ MpeloBaHYAKMY CHENUD POLLEE0
olicpyrdoesHya, Heolrodumo yeedomume Rompelumens.

A.3.2 MetTogbl BepudiMEALWE B 0BopyACcBEAHME ONA BEPHQOWEALHK

AT 2.1 Eciusmo npakmuvecky aosMowan, kaxd o eduqudy npodyryud co wmpue-kxodor 88300acH0smuy Heod-
poduro noddepeane SEpUIUEELLY TOcpedemEns NoNofez0eakund oHnaly charup poweae choppdosanun, dnr ofiscne-
WEHUA 020 wm o sodal vumasie o npouzaedera weaolroduMan npodysuua. Crerupoearse wWmpus-koda S8 sonscHocmu
dOAKMHD AENOAHRITACR B MEUEHUE NOCTeIHEE0 DONYCMUMO20 NPOouzecdemeBsHE0E0 TOOUBSCA.

A52.2 Hondhuaypaywa NpoepaMeoat cbecnedseHURKOHMPONA CRaNUpPaWEz0 cbopydoeanun donskea 3aa0y-
MAMBCR 43 HEFESUCUWDED UEMOVHYKS [HERDUMBD, MBXHUUECKUE FOR0eUR Uil ogiubuansyoe nodmespxdenus). Mocne
mazad kak kod Gydem ageded v NPoEBDEH, CEEHUDWHRWES olopydossnue JonxHo Beime 380N08UDCEAHD (HANDUMED. ROU-
MEHSHUE MEOEGHUHECR0S0 FAMEE LAU 35UME NEponel ) daR npedomapsileHUA HECAHRILVOHUDDaaHHO20 DoCm pid.

AF 23 Qonwns Saime paspalomans shdiesmyByaR cCUSMems saSpartesdasur nuioao npodyemsa, He npowad-
wead Npouscs ckaruposaqur. Mobol npodyam, 3a0pakoaerHail OHAS0H CUCMEMOL CXEARPOSEHUR, donmes Same noo-
gepen dna onpedensequl Npuavude awBpakoasy, 8 HeRpuacdHels KoMToHEHME enocredomeny domwdb Geima
FMLTUALDOBGHE, Brieodal donmyal Saime 280820CMPLEOSaHE! & NDDEBHENNILNEOSANE OO SETVCRE TROMKHLLL.

A52.4 Dunadn crasupyowes ofop doasHUE & CEAZAHARD & HUM MBXSHU K eafiparcery dONNHE NOdEepEamBCR
UCnaim SHYAM & xode npouzecdomes A RQDSEEHU MOED, S ER MUBHE MY OHU 8 0BHS0KHEHUL U POSREHUL MEMEDUSA08

an
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O HECODMYES M S E Ao L WL wm pux-sodasu. Fposedsnus MeKoEo WONLMODYHES JONMHD WIETE MBSO B HEUENEe NQ0-
UECCA WEDE 3 JANTAHYPOESHHAIE UHMEBDESNE BpBMeHU & DaiMma sspeaycmpupoeana fos. 4.2.4).

A2E S Mabar npodykuds, ROY Rpoysecdemsas Komopold onpedeneq s NEUMEHERUE INERMDOHHDE0 CRANUDOES-
HUR, Bo i SEMUN 0RO BHG HE RNOTHAEM R, donsys Seime 0008088 U o DEMEHS & AGNUCAY 0 Xavesmee, ompabument
donuwen faime peedomped of smoM, U noRyiens dosyMeimaneqte edodpenue 0o BelNyoRa Rpodyruuy.

AZZE R pyMOHHO20 MEODSONOROCHEED Apouzacdomas a8 nuaby JonMHe Modrexsme gepudiusayuy mpuy
nosowy wmpui-koda. Taw, 208 3Mo saMoMHEME HESOIIMGHHD, NOU COENECoRaHYL & mompedumenss monaxo odHa
AUHUA Mowem nodespaamach 8ep Ul LR ayy.

AZET Donwo Saime nped peMomperd BaiNCIHEHLE UIWEDEHUE aHE MENXHORGEUNSCNEE0 RPOLECEE LATU S8 Di-
BUNSUUL 0D0E3N0E WM DUE-KO008 HE BCEE RUHLAK.

8,33 ToBapHBIA WTPHE-EOA

Hmow copage, veada madapHaild wmpds-8od gkneden 8 masam [EAN. Code 30, FZN um. &), 8 mevakue goezonpo-
yeccd npouiecdomed HenOXodUME ST0NHAME DORYIFEHMUDDESHHFM NpoEsKy olpa 344,

A3 4 PynoHHble MATEPMANLL @ NPOOYELHA

A340 Ecny uHee HE pREIEHD T pefumensu.

a) cunelnsdonwaa Geima npouldedesd C UCTONEI0EAHYEM CANSUSAM W S0 REHM B RDEWE KESMO8 HE oBBLY Mope-
HEX NOMOMEE, U JomsHa Beile NpoEEDEHL 058 EMOpoHal cxrelau. Anr 0S8cNeveHEA MO0 4o UOSHNTYYHES MEMEDL 5-
nai cogdUHEHE! U FA0ESWCMDUDOBEHE.

by Mowem Seie enpedensy Npeden MaSrcuManeH 030 FORUYELI S CRTSE K.

A2 4.2 Kopowesmeo Mamepuana (AMuxa, aee, yuoreHHocme) daf ppouzecdemed saxdozn pyioqa donman Seimes
oanpedenalo & MoudsE fpedenay, COANacoasHHAR C NOMDEBLHMENEM U YHEZAHHEE HE B0HE.

A24.3 Homep cepul, HOMBD Bpnons o d5ME U320 EaNesuR domnskal SaiMe FRAIEHE HE BHYMPEHHES NOBSDXHOC-
mu AR kasdosn pyrora.

A2 44 Oor npedomenaly BHUR NENEKRSCMPOED FAA0AZHEHUR ToNamyo dormna Seime aaipafiamano do noRane-
HUA GUCMO20 MAMEQUSRa § AOHUE MR0UISOACMSEHHOAT YWHTS, YMOobel 250aHMUI0SSME DMOCEMoMEUs MAMBpYANS &
REVETHOL WEW UHE .

AZ48 Tam, ade necixoduma oomeaume Mevamusil mamepuan & ofcppdosaruu mo negepaliomse & caRsu C
MEPIHOCIER BOCCTIGHOBNEBHLA UENOCMAOCINY DFNOHYOED MEMEDUETE [HENDUMED, NOO00NEHO - e 28 DHENT CITEHOH),
domaya Seiie paipabomara doxyMERMUS0SaRHEA Npeedyps JNA FANEHLA U PM UL ISUUY MEMEPUETA, UCRONEIPEMT-
20 AR NpoeBdSHUA HOE020 MAKSME YEDET AW UN Y.

A 4B Ecnu cylyecmeyem aopoRMEGEM e NpoUreddCMEs Mam BpUusTa © MPoNYorE MU NEYEITY M0 NEUYUNE MAaKs-
A unw paioms nevamaoes ofopydoaaHUA, 002EHEFSNUR JONKRE UMEME SE30NACHYH CUCmeldy ANA 0BHAR YW BaRuR, yda-
REHUR ¥ omdeneHuA npodyydya, peu3aedeHHO0 © NDONYL SHHEMU USEM O WL MERCM oM.
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MpunoxeHue B
[cnpaEoYHoe)

MeTogMyeckHe YEalaHWA no TpeGoBaHuAM K DepUhMKaILMM M BaNHOauMm
NEpEHYHEIX YNaKoBoYHLIX MaTEpHanon

B.1 O6WwHe nonoKeHHA

B HeeMoRW e CRGAE DMH0M RpURIXesuy onuces nodxad npu veclixaduMocmy NnposedeHus eamudayyy, ucxnda usa
ChonT PGS HUA, YT 1A UL UDHAR (PopME sepubuRaLN L S0e2d8 Mowem Tompeliossmecs,

Hambbie Memoduyeckys YRAZEHUA DMHBOCAMCA K mpeloeaduni no aanudayuy, npuesdensaM e 1520 7521, a
MERHEe & MPpaBoasHUAM N0 NEOSAMUDOBEHYID U padpalamae. Apuesdeutsim ¢ 7 3.

K npedMemas, Aomopee Moaym qompelossms ¥asmud UNauwWe/sanadeius [AHENL2 DUCKS NoRazan. vma odHod
BEOULUKEYLT HEdoom SMoYH O}, DMBOCARTCA!

- MEXHUYECKYE COCTTEME, MEKUTE KEF CMSHKL U NURLUE ADA MDouIaodcmas N8 payiHelY WTSK 0G0 WHE X Mam epuance,

- uenemamenssns ofopydosganue, yonomeiyeuos dNR onpedenesun IOUSHNTSMOCITYG JCEDIHEE MBMepuanos,
moRyhadpURamMos Ui 20maani npodyruuy, gassaix Ana ofecmeyesuR KaNScmaaZ

- gAanudEUUR OMOISnEH0a0 UIFERUR, BCNE 3O HeOHXo AWM UL CO2RACOASHO & TOMPeSumensu.

Henes sanudayuy REnAsmMoR nodmaspadeHye cmabuieHoO20 UIZOMORNERUR U ¥NSK0SKY Apodysiuy & coom-
gemaomeny ¢ mpefogaruAMy ¥ npodysyon. 3mo copdomean monyyesuR ok MERMUDNEaHHOZD CEUISMENECIas Maza,
wmo afopydoaaque u NPOYSCoal, UCAMTL I peMel & dNR GDOU3S0A0MAES L WCNLIMEHUA REDEUMHELY YTSKDS0VHEIT MAMepua-
a0, cBeceyUasm cMaiulersal SeNyoy Npod payuy, DMEevan el 3a0aH88 FoMAaN0aIeH M MerHuYBcKuM mpetia-
BEHLAM.

Banudayus mpelysemoR, & max cOyvanRy, koada opasHuzayua yomaroeuns, nubo nompebumens DewWun, 4ma
odHol monsko sepubukstuy Hedocmamounc. Npu UCNoNEI0EaHUY OOHOH Monesd sepudhukayuy donmar Obima
ROMITERM S0XFMEHMALLEL ¢ YREZGHUEM KOUMSIUEa MDUEMED U DEFYILMEMOE NTDUEMOHE Y UENEIMTAHYL HA MECma WFE0-
MmogResyA (CK. B.16). komoped( yemanasnuesen mMoeboaaqua § MOHYMoDUHEY 4 HIME0BH UM § TDOUBC0S NOECadNESHOED
npouagadcmas.

B.2 DaKTopL, HOTOPRIE HEOBXOOW MO YHIHTEIBATE

B.21 OfwHe nonoXeHHR

B coomaemomauy ¢ F.5. 2 oyyuaieHEa RESNMDUKAYMAAETUdayty MmpelpemoR UCKTDYUMBRERD GNR OUBHKU
onpedeneHHalx NGDSMEMO08. 88MHEN JNR 0B8CNEVEHUA KAYECIMES, KOMODLEE K8 MO2ym SeiMe BSpUDULUDoRAHA ©
MOMOLEH CORMHOZ0 MOHUMOPUHER UNY UIMeperyR. B HeomoRWwen paidens codegmamod Memoduveckye YRaIgHUuA
OMHOCWMENEHD MO20, ¥020e MOXem nompedoeameoR anudayuR.

Hanudpoaxa npoeddumeR omJansHo om aanudayyu.

B.2.2 ©akTophbl, KOTopwE HEGBXOOMMO YY4MTEIBATE A0 NPOBESEHHA BEpHgMHALMA/ EEANMpMEaUMM BaNH-
DALEH

o nposedeHus eapurih VKA LY. KeANUDURALUL UK 8aRudaywy nooyecca, moedyaMoze AN UIZ0MOEREHUR NED-
BUNHE Y FITANOBOWHEN MAMBpuanos, Healixodume yuumadame cAedyoiyus draxmope

- COCMES U MENHUSSCHUS XEDSHT 0 UCMILAL MEMEDLUEN08E,

- ofopyd0SsHUE, HE FOMOSOM OHU TDOUIS0AAMCR U JNEA0aLB&M0MCA;

- onpedeserue GIFHALUL o ofAzaRHocmel (00 EARUIEYLY U AempeSumena);

- NOMEHYTARNBHDE BOIJSULMEUE MEDBUYAEX YTEKDE0YHEX MESMEQUAT0s HE D830MACHOCTTE NEXIDCTIAEHRAIL
coedoms W RaYYERMmos,

- onpadeserUue KELMUNSCKUY NEDEMEN 008 NOOLECCA;

- TpeBoEaHMA £ YPOBHID NOATSTORKY [GNEpaToRk, CNELWANMCTE N0 KEYECTEY, MHHEEHEDEl W T. 0]

- cmakdagmuee padovus npoyedyps GNR NoNPWEHUR casdesul O Mo, KSH U320M GEMUSAM B 3ACNRNYaMuDoasma
u codepwame ofogydoaanue.

B.3 BepidHkauWAlBANKWOBYHMA NpOrpaMMHors oBecnevyeHun

HAns BEOLNPUAALN T NDOEDSMMHCED ofigcneusHuR MO3pi UCNoTbI088MECA MAK HEITLBSEMEE hPHKULNORENEHEE
UCNaimEHLUA. Banwdsuur NOOENEMMHOE0 alBcnEVaHUR HE ASTRAEMCA afipiamenates mFIE'ﬂDd&HIJEM dnA WEFEOMOSNEHUA
MEQBUNYAHEX FYTAMOEDWHEE MBNTEDUARTE, BLNG DMCYMOMEYRINT UH LIS PRAIGHUA.

B.4 DyHEUMOHANBHEE MCNLITAHWA

Mpozpassans 0BECNEUEHUE, UCMNONLIYEMTE 8 TOOLBECAN. APUMUaKe x dna cfecravenuR kauecmea. donwyo Rod-
B8028MECA G HNLUOHEREHBIM UCNAIMAHLAK 8 JOCHAROYHOM MOTUYECmEs U § COOMasMonmaysUy yonosunRs Ana aeou-
uRayiy TPOCTEKEEABMOCMY, MOosRoCmy nepedsyy paameps edubuysl guluveckad aenuvure, ofpabomeu o
coxparesUuR dankel. Cucmenma Jonaya noosepRmeCca, HEMDUMBD, NENeM a500a SepHEE U HESBoHE K DaHHElx, A0 onpge-
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AeneHUd NEOCISRUSESM oSN U, MOMHOCmy Negedaiy paiMeps edunHyys HUILYECKDL S8RUYUNE § COXDEHEHUA JGHHEY U
agnuceld. Cnedyem pEaUCMPUDOBEME DEFVALMAME 3MUE VCAEMSHUD U REOSSp0N.

8 x0de (EyHEYEORANEHEE UCREImM ARl coedyem REposodume MOSMOopHBIS TOOEE0NU KOUMYYESHUN 3MET0E U TA0E-
MEMpoe,

B.5 ¥npaeneHWe HIMEeHEaHHWAMM

Opuyuanenos d0MyMEHTUPTSERHOE FRPEENSHLE NIMSNBRURML d0msHO Gaims 48CMa0 NpoYece s aanudayuy, om
OXOHYSHUA ¥ESTURUNEYYY Tpoexkma (oM. B.13) v #e mpomeExeRuY Bcesd cpoka cnysie ofopydosanuR. ¥npasneHqus
UIMEHEHUAMY HE 3MAENGN SepUluEsy Uy Wiy & xede Mpoueccod eanudayiy domxHo SeMe 45 0MEN TOTUMUNY JTDSEme-
HUR UIMEHEHURMU CD2EHUIEYLY.

B.6 Mocneaysw Wwan QeATENLHOETh

fonxue Sue MOUHAME MEDE (10 SETORHEHUKN HEZEEBQWSeHHAEIXY OD84CEUl, HENDUMED, COCMASNSHUE
DepEkMAabi S800MOCMEN N0 PEIYNeMEMEM KEANUEUKAHULY (DYHELUOHEDOBEHUR (oM. 5.18) U keanubyAaLuY SKCNRYa-
mauu joe. B.17).

Bre npuHUMEaMbE ME0E doRMHE D0/ M EHMUQ088MECA.

B.7T MNopnepsaHWe cTATYCE BANWAALLHKA

Credyem noddepwueame cimamys eanudasoy ofopydosasuR & ppoyecca. Tolee videqraRuR, Jame HeFHEYL-
MENsHAIE, FORKHE DUBHYBEMACR HE NEedMem U SAUAKUA HE CMAME danudayvu aBopyd0asHuR WAL NpodyRyua, U &
ciyyae Henlrodyocmu donmAaa npoeodumach nodmespwdaw U af TOOBE0KS, IXAUESTEHMHAR KSANWDUKSLUY SHCNNYAE-
mayuu o, 8.17).

HaeraURA YW eRuR Nnpoyedyp aanudayuo donkse marse neoxodme oyenyy R ongedensdun seadrodu-
Moomuy noamoprol esnudauygu.

B.6 MNogxog s BANHOALHE

B.8.1 NepcnesTHBHbIR NOAX0S K BANMAALKEN

Barpudayua donsqa apogodumecd 00 HEYSDE AROUIS0CmEs 8 NPoMENLNerREY Macwmatax » credosame nep-
cnekmuenany nodyody. AnkmepHamienkis nodsods § ganydasuy npuesdens manse a B 27T,

Ha pucynre 8.1 npuesdena Bnox-cxems, JeMOHCMOUDYAILIER MOUTUYHEE 30 anal sanudaauy.

B.8.2 PondwmobRAIaHHOGTH

Ha pucyree 5.1 nokszade MOMEeHYUENEHEE CE0s OMEEMCMEsHYoCmY. B paMESY 3Muk prkyud do vauans
patiom donxee Bedme oapedeneral UCROMHUWMERS, CMEEMomasHRLIe 38 ApoesdenUe NpOUECCOR B8 DUDYRALLL Uiy
SanedeuULy O CRMKYUOHLEDOBEHLE DEFNLTET 08,

Cryxlia kavecies HECEM M BEMCMEEHHOGTE 78 DO BHYA, CERISHHAIE ¢ SRTYCKOM NDod kL.

B.B.3 MNoaHWpoBaHMWE

B.83.1 OfuyKe nonoseHsa

Hee cmaduy npoyscca espuiburayyo o funa) eanudsuut domsRel fASHUDCEAM BCA U JOKMEHMUDOESTaLR. Pae-
Hue o gude mpelyasmold doxpreHmayiy JoRKHD RPURLMEMECA 8 HEYENS NROYSCCa. HEADUMED, xoads eapuukanun
RERASMER COANACOSAHHLM NOdxodoM, MOBPM UCTONLICESMACR NONEINASMERBCAUE Maryuveckue mpalficesnua dna
dem ENUEALEY npoyeccod, mpedyesaxy dNA obecneverur aepud ukayu.

Uensm ganudsuuy AGNREBMEA YOMSHOSTSHUS BRNCNNEHLA MPpeloasH Ul NoneF0S8MERA. MOIMOMY oHU JONNHE
i e SeMKD 0nEedBnEHE.

B.8.3.2 MacTep-nnaH ganmaaumu

Ofwud rodrod & e5nudauuu Y ANGH £& NEoEe I HUR ADNKHE Ccodaiiamaca 4 MaeMmed-naaHe aanudauun.

Fmo JoRyMERT. & KIMOP0M JTUCEIE3EM CA, FAK Srdem OCyrecmenAmMesA eanydauur ofoppdosaHud u {uau) npo-
WECod, NESEVUCRAKNMER coHoGHele OFRIANHOSMU U NOPRAOK SLNOAHEHUR SERMENLHOCMY. B RRaRe Yradsd nodxod &
sanudauuy, YHenAR OCHOBHDS AHUMAHUE GCNSNMaM, ApUMudH e Ane ofiscnevesus kavecmas ofoppdoeaHud W funa)
nEoysCca.

OH. K8 POREUAC. SKNOYEEM CNed P Ue STeMERTE.!

- nnEH npodedeRuR aanudaysu;

- ODESHUFALUOHHSR COYEMYDSE pASHM No asnudayyy — pond u oA zadHocmu;

- oRyCcadde cpedems, cucmes, ofoppdoBaHUA U Tpoyecos,

- popuem JospMesmadla — mpedyesarl poosese JONPMEHMUDOESHUR,

- MREHUBOESHUS U COCMBENEHUE EDSPURE;

- COBINAL HE CHWECMER0 W Le A0KpMEHME, 8Ll 3ma Heolxodusmo,

- ¥APSERBHUE W IMEHBHUR MU

Kozda mpefyemer egnudayus pashold npodydyuy Uil gRINUYHoE0 080ppd0sanun, AOMopos No DEAyNeMaman
SHANLIS DUCKE CYEMASMOA DEAROLEHHEIM, MoXem noradoSumech BpaxemuHa o (wru) Mampuyvhail nodxod ¥ eanudsduy.
OHOCHOBEHUE MAaKoEn pewerun Jonmao Beme dokyMesmypoasHo & nnaxe sanudayuy. Joaxes Same docmamoste
FOOESHA IHAHUL B GIMEDLEHUY TDOYeCcE U fpodykyyu dnR 000CHOBEHUA DEWBRUA 00 UCNomeF0S8HUN MBMDUIHDE0 Tod-
yoda w funu) dpaxemusas. Tou SpasemMunse YCNLMAIBNMER MOTERD K0E0HUE FTHEVEHUA SEdERERHAE Y TADGMEMDOR.
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I'-.IFIIJ MEM DU HOM nodrode MOXEN UCHONEICBSMELR (RSN ST DUMENITOEN TR COKPALY BHUR KIMUYECT B8 Mpelpe e x
BEAUSAULCHNE L capua.

B.9 AHanW:s pMcEa

AHANUIE DUCKE RENRSMER HEOM EBMASM0 L YACMEA FOOUB LSS NOURARUR DELWEHED U M OSEM UCNofe3088MecA IR
onpedensrus Heolxodumormy npoesdenyd Bepuwburayuy U fund) sanydanu. On MOREM MAXKE LoNoILIEaMECR a
xode xaanugrusaUUY Npoekma AN onpedeseHuR Nolsix ROMEHYYANLRE X Y2003 ORA 0N DEMEN0S UL ORD VS0 LWED oe-
ded. CHoda emuosumeR Joomyn & cmanky [oapasderdus), deumedue Wamepuanoe, soadedomane Nsiepns & m. n Ha
pucyrne B. T nokszane dae cmeduy, kozda mpetyemon npoeaderye BHANY S DUGKE.

B.10 TexHuyecewe TpeBoBaHMA NONLIOBATENA

Cmadya NRaRupoasHuR axrovaem pespadomyy me sHUeCciuy mogadoeadud nonszosamena. Texnuverive mpeda-
B5HUA NONEI0SAMENA — M0 ymespadaeral JOKFMEHN, B KOMODOM KEETAHE S0 (DYHELLOHENEREE. padouwe u (unw)
MmerHudeckue cecdomes ofoprdoasHus ual npodecca, neolyodumas ARA dpoulecdomes mpeliyemosn Mamepuana.
Cwrds MOMEm omMEOCUMLCA CEEMA KOMPoHoaKy of0pyd0agHUR, NoedyoMam puaanw 5R JOSMamouRas TDOCMBPaHST 80
1A dauNBHUA MAMEDYANSE U ONBQAMDDOE, HEUNUE IGMNACHEE YECMED U Neakdcle docmyns dar yHopry U ouycm A
FuMLY. K8K SAQUSHTT ME UHE 0 SWALNA MEHEM npedocmasnAmech & doye0s dORMEHMEL LK.

B.11 YenoBua EOHTPAETAZAEO0CKME MPHEMO-COATOMHBIE MCNLITAHWA

Amo mpuduNeciu 0G0 DTEHHDES SOTAW BHUE, AGRNNYIGEMOE Mamdy DPaREISULS 0 ¥ ROCT A BWWEeM, NodNyceiaa-
guos ofunl CMOpoREMU O 0FDESQUSAMWES FonoenR nocmeasy. Moy wealiodudocmu apoesderua zasodorux
npueMa-cdamaovHe s ucRamaryl 8 JokpMenme donsse Saiils 0E08008HE MPpelysMale onaimaren, ade U KeW OHU
npoacd R A,

B.12 3Tankl BANHOALHHM

Oy Ls cmay M DaInaHES S0TMONH S U Apogede UR KaERUGUKELUY NE0SRmE [Ci. B.13), pemanosoyHol K8anLu-
uranin o, Bo14), xeanubuksnoy @yREUUorLp0sanuR (oM. 5.15), npueso-cdamovHsiy uoneimarel Ha nrowadse
fom. BOT6) keamughudSULG skCRRyAMayuu o, B.17) 0 aHanuias pucka NocmEaiy uxos U fLna) cpaaHusagued. 3me pato-
me donwda Saiffie JOKYMEHITANAHD CEODMIBRE, HEMDUMED, CO2SHUZALLA MOKEN S0CT0NeREAMBCA DNAIMOM NOCMEE-
LWUKE Npu Roosedequy gocaedngas i onm UM e IS Lo ToweMo-c0amOoVHEY UENAITTARYET HE NRowEdxe.

fMocne cocmaanesyn nRaRs fpossdequn aamudayuy Moxem BedMe HAYEM NPOUBCS Keanuyragul. Keanupuks-
LuR doxadarea gm, $mo ApodEELLE MOREM CUCITEMSMUISC T BBNTYCHBMECA 8 COMEBMOMEUY ¢ mpedyemaiy cnmaidap-
mak (oM. 5. TE)

B.13 HeanvMdMEauWA NpoeKTa

Amo npouBcs SepUEURSLIY TPYE0IHOSMU ApoBEME. DH MOKENT BRMGUEME COSMEBMCMay WLy BHANY TS PUCSKE,
pazpelomey NOMEI0SAMENLCKLY MeXnuvecKuy mpedosanud, yoroeuld KOHMPSKME (B03MONAD. 4 08HOM dOXFMEHME),
FES0CKUS NDUSMT-CA8MONREIE UENLIM BHUA ONA anpedanesun E0MOGHSCMY OMAGESEY 0000 FI0SaRLA 0M NOCIEEW LA
8 OQSEHUIALNN U LENAIMAaHED H8 3Rans DEIDa0omEL/0Rm UM U2 YUOHEBIE YENLMEHUE A0 NEpueMo-cdamauy by benwma-
AU HE maowsdre (cuw. BoT6).

Kaanufuksuus npoexms we mpefyemca dne cmandapmusvpoasqHoze oSoppd0saluR, U320MoanaRE0E0 HE Ha
FAKET.

Faaodckue nouso-cOd8Mautels VERETBH IR MOy M APoeodUMELR C FYaN oM enBiALy soddedcmend, m. 8. HEzEE-
85, WME, CESMAE. Mol Ny,

B.14 YcraHoBo4HAA KEAR L EETTEES

Amo pmaepwdeqHos AOKYMEHMANsHO DO MISHHOE CEUABMBNECM B MOa0, ¥mo ofoppdosadus CHORMUENEaHE
8 COMBaMEREUU & NUCEMERHEMY U 008D eHHEIMY MEXHUNBSHEWL MPEB0saHUAMY & JEDMEBREMU I SM0 DOCNE MOHME-
WA OHO COXDAHASM 408 CACUSMES COSMNAOHD TODEKMAOMY 3508410, Kanulpoaann 8 oiyvae veolxodumormy ¥ cHal e
BCEMU WHEM DY KULAMU 10 SXCTNJEMEL UL,

B.15 KeanHgMEAUHA PYHELMOHHPOBEHMAA

Amonpeese deHye YONENTEHYT HA DCHOEE FHEHUGD NDOLBECA U CUcme M, wmols yHedumeca 8 Mo, Jmo oHu i yREg -
CHU DT, RN U TONGKEHD, HE BEDXHLT U HERHUE SKCNAYAMAEYLNTHA R Npedenax ¢ puemou xonefaqdul 8 calpes U yomoauw-
Ak 4 KOMmopsx petomasm odopydoasHus.

Mpouecs 4 PeiyneMamal YCNEMeRUd donxba Saime ofeyuarero dodyMeRrmMuposane & odofoerel. & Ma2ym
fHeme omdensqee JOKFWERME, Marue ¥ak ARaw AposedeqruR UoNaimanul mEomoNen Uenemarud (oM. B.19.3.2),
OMYEMYEANUCE O RE0sedeRuU eneimaduld fox. B 15 3. 4) v senmouesus oM. B 183 5]

HaanufruksuuR pyHAYLVOHED0ESHUR DOTAHS OROHYAMENLHD ongedenrmes npoyedypal KeRUBpOSHY, 0Nepyooaa-
HUA (SRIMWER XEOEKMED U REDUodyIs0cME NoOSE00ok 8 NpoYeCcce Npoulsodcmas). 04LUcMEY, Nod20mMoedU GREDSMOD0E U
NOCELTENMUYECHDA0 MEXNHUNSCHRED BOCR WU SHUA

34

FOCT rocTtPuco 15378-2014 Crpanuua: 40/54

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-15378-2014
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 153782014

far npocmopzoe ofopydoBSHWA NRAH AposedBlUuA  SCRMEHUGREomMOoXen venemaral oM. B832) u
amyemAaanuce ongosederuy UCNamanel {ou. B 19 5.4 ) moapm Seima odbuu SOXpPMEHITOM, 8 RAMOERM CNPUSE NOUSHD Y-
Halg KPUMEDULE ¥OMEHAENLBEIICR MUK JOKKHEHMOM.

BA16 MNpHeMo-COATOMHBIE MCNBITAHKA HA NNO WA LKE

Nousro-cdamouyae UCNLIMAHYA HE MA0Wsdke Mo2pm nedmespdume YOMEWHIE GRNOTHEHUE YOMEHIGOMHOL
KEARUPURSUULY & KEANMDHLKBULU S yHELTONUDOEAHYA © NOMOMEN UMUMUS0SaHH020 NPOUZE0dcMBE © VCNOTEI0SaH LS
DEansHelX NDCUISOACMAaSHHAIY MEMEDLAN0E. Baixod NodNesum MoHYMOoDUHEY & UIMBQEHYNW, B PEFNEMEMal d0NHWHE
Wononadceameck AnA onpedenshul nompelHocmy § KEGAUD UXNE LU SRCNNYEMEUUY. Fpusso-cdamoyHbLe UENEIMAHLR
HE NROWE NS MOy Oeima SKEUESTEHM AR 0dRo0 KESTUIUKEY LY SKCNRYamayuu.

MNpuero-campskas YCNENTAHUA Ha PR EINE MO2FM Ak e nompefoceamech dNa vonemamenesoaa atoppdo-
SAHUA, BETHER SROUDUKSLHUM FANUED0ERU U NORYYEHLA CmaluneHkix DeiylsMamaos,

BAT Keand@UEaLEA IKCNNYETALHM

AR keafuuESYLUY INCNNFEMEUUY UENTOTEIVEM CR T0088004RLIE BonemaduR ofwed pafome nuauy dnq nod-
MBEDMIBRER MOS0, ¥Ma oHE SN0COSHA CMEHLTEHD NEOUY3e0dUmE NROOKKLLK ¢ odRUM U MEeM KE FpoeHeM xaecmas, fTpy
VERENTAHURE ANA KEANMEEKELLLY SHRENMY AN AUNNE UENOTE VM CA NEOLFE000MEBHHENS MEMEDLANSL SAA RodmespadeHuR
cmalufeH0eMU NPOUYSCCE U BOTMOKHOSM U cMabuNaboen SuNycks NEPEUNHAIK JIEK0A04UHEX MAMEDLEN0E 8 ol vHaix
npouzecdomesssEY PonosyAx. Mpousce U PEEyMbMAMbl YCNAIMEHUG KBX MUHUMYM MpDEX RoCcned08amensts s capul
OULLEREHD ADKFMEHMUD I MCA U FMES DK ABLMICA.

HoaMKEeHUs U3 HCTONEI0SEHUA MPey Nocnedogameiathaly CBOUL BOIMONHO & COpuse ANUMEREH0Z0 POOY -
SOACMEEHHOZ0 MDOUBCCE, HATOUMED, HE BaiNyok odHol CEPUL MEMEDVANS Moxem Nompefioesmacs HBCKORERD Hedank
HENDEDEIEHOA0 APOUIG0ICTTas. B 3moM ciyvae KEanUupuKsLuR 38CmIYameyuy Moxem Same Nnposederns Ha mpex nod-
NEQFTURX, HE BRITYCK Aaxdod 43 Xomopsix MpedyamoA He Meres cdroen JHRA.

B.1E Banwoauua npoaysunnK

Hapudsuyua npodyiyia fenRemed Hecdfzamenadon FUBD 4 pe3yneMame SnpmIeHHEaN DEWEBHER DDAHEFSLLL,
nulia o mpefoaanus TompaBumenn foM. pusyHor 8. 1)

Henpuge ocobaix mpelogsHuyld peromeRdyemocd npoecduims asiudayy 3Manad npoueccs, KpumuiyHais &ne ofes-
NEYBHUA Kavecmes, AnA omdensH020 MEEBYYHOAS ¥NESKOSOUH0ED MAMBDWANS. KPUMEYHES 3MaNaN NOOYE Coa SONMAHE
WEMENT BT CR HE KOUM USHEIS DE0SMEM b, AniGDaHHEIE & DB NeMAMEe OUeHsy pUcks. Banudayyn npodpaiuLy LY 5-
M onpadenenus ECIMORHOCMEl abnpyd0daqUR ¥ NPOYSCCs U REANUHURALNAH cpedoms PNpasnesunR NONKOCMes &
OHNSGHOBOM DEXUME,

B yerou cyumaemoh oUsMIeMels, wimolal RORUYECHMBE TOCHB00EEMBNEHEX NAEMUGCepUl © OROUEMENEHD
LOANASOERHHEMU TAPAMEM DEMU COCMEanANe sanudanuw Apouecos (oM. pyvosodomean EC mo GMP, npunoxenus T45).

B0 AoxysMeHTAUWMA No NPOUBCCAM BEPHIMKALMK W BANWOELHEA

B 191 Odwre nonoxeHnA

PexoMerd yeMeR DEAUCTPUEOSAME TOAN0d ¢ npoyecty sepudhuaduudsanudsuuy o kaxdye cmadus npoueccd, &
FAKME TSR RIS D82y NEM M (b, 4.2.4).

B.18.2 BepudHraysa

fna doxyMenmMuposaiyA 3580doKUy NEUeMO-CIAMOVHEE UCNEMERLT U Nouekd o-cdamoutes UCRBIMasULl 8 nna-
wiEdNE MOXEM SCNAREFNSaMECA edurell doryrerm. OF Wowem codepmame 808 LDY wha-nulio o3 cnedywiyeso;

- WM OpNH pasaumua uro npeded P Ue UENs MARUABED WIDLKE YL AEERudSY VA,

- GOCCHOASHUE LENCNLIVaMoan noadeoda,

- MPUEMONHES KDL EDU,

- MpedyEMEE UCRBITARURA,

- OUEHKY DEIFNAMANMOE U 3EN0YEHUD HCNBMEHUG,

- daneHewye delcmaun;

- YPSENEHUE 4 IMEHBNUR MU

- NORYYEHUE DEIDELLEHUA

B.19.3 Banngauwn

B.19.3.1 OBtem J0EyMEHTELHKA

OoHoBHaR AOXFMERMELUR M0 BEAUIaLUE JoNuHa SHNMYEITE

- @M&ENuE pucka;

- NNEH APoaedBHUR UCRAIMEHYATEOMOR DN YCMsMERUT [ANSHR00MOK0a Kasnugussaus);

- OMYERT OO WCMEMEHUAY [FANUCE UCNAIMAaHL i),

- FAKTOYeHLOE U odofSperue.

B.19.3.2 MnaH nposefeHsa ACNETEHMANPOTORON WCNEITAHAR (NNAaMPOoToREN KEENE U EaLHE)

Capd s &x00AmM 0UH WU HECKODE KD DOK YPMEHITIOE © ONUCAHNEM UCNAIMERYG HA LI S0 WAX PE2R8BHNKY U 3KCNRYama-
LEU. SENKYAR RESNMNDUKALYNOHHES UCNEBMABRUA. Fmy doryiesmal donxhe codeprams:

- QCHOBHEE 3MANAN, KOMOpE 8 CHUMAaMMER KDUMUYHE MU JTR olfecne YBHUR KEUeCmea;
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- RE0aoduMalE JCTEMEHWA U GCNOTEIVEM D Mamoduky,

- AOUSMOYHEE KPUTESULY,

- QhUUUSREHYHD SUEY DNR AHANNEE 4 PMaspxdeHLA.

B 19.3.3 KoHTponeHs e adne (8 cny4ase HeoBo 0 MoecTe |

Paye udem off odnoM 4L HECKDNEKUE dOXFIFERMEN C ONUCEH IS U TDOMOKINUDOBSHLEM VERRMarul He cmaduax
pazpaliril O SKCNRYAMAauUy, SKENYER KEaNUdUKaYYTHHEIS UCREMAaRUA. Fmy doayMerme donshe codepwams;

- DEIFNLMAME AE0S0dUMENX §CMTEMEHWE U ONYCARYE UCADNE IFeMEl Memodusy o UCNenbiyeMozs obop pdoeaHua;

- APUEMOYHATE UM DU,

- OEULLSREHEH LY ONR AHANLGEE 4 YmaspsdeHUA.

B.19.3.4 OTYeT/38NHCE O NPOBEOEHHH WCNEI TAHAA

FPaye udem of odHoM WU HECKDNEKLE JOXPIFEHMEX C ORUCAHUSM U MDOMORONUDOBSHUEM VENKMaHUL He cmaduax
DEEHABGNTAL & 3KCNAFAaMAYLL, SKNNYER KBENUTIUKEYUOHN RIS UCEITT ARUA. IMUY omuenta Jonxke codepxame.

- DEIYNLMAME ApoacIUMal X VoL MaHUG,

- NOUSMOYHANE KOUM 8pUL,

- ODULLSRERED SU3Y A AHANNEE & ¥MEaspxdeHUA.

B 388ucuMOciiy aom CloAH0LT Y S5NOTHREMOG Paliomal CYWBCITEFEMm d0iMONHILTM e 08beduNBHYA ADOMOKONA
UCNAaIMaHyl. PeIVNIamanos UcnaiMmaHyl U omyema o noogedesuy Yonemanud 8 oduy doxpmedm a0 kaxdod cmadyo
REENUGHUKALLIL.

B.19.3.5 JaknwqesHe

Faanwaerue npedomasnAem cofol KpaMEDE ONUCEHUE DEFFNAMAMa ¥aERuPuEEUUY . JAXTOYEHUTE CMHOCUMER K
sadawe U mpefoganuRK, BN OHY WINOKEeRal B NRDOMORDNe reanudurayuuiaanudsywy. Heofrodumo dorazame coom-
aemeomene Fadgvuimpeioaanul moRyaerRaiM DeIpnamaman. Dmeroredus donwHe SeiMe 000CHOESHE,

B.16.53.8 MroroEel OTHET NO BEANMEEUHE

Himoeoas i omyen No 3geepweRul Boax cmadul KSaRuuKa LUl [Reanub uKayya NQEeRMma, YomaHoceaHsR KBaNL-
DURALNA, REANYDHURBLSA @YHELYLOHUPNEHUR, X8R0 UG HUA 3KEMMTYAaMAauL], somopsil 2888 DW S M NEOYECe sanuda-
LUy, O codegsum.

- NEDERDECMAEY0 SORITKY HE NDOMOKOTE, 0E3PTEMSMs U DERoersdayuu;

- LWIMEHBXURA 8 NRaHax u ofnckoearue R0 0020 VIMEHBRUR,

- ofuiuareqDe odofipeHue B FRESOWEHLE.

B.20 ApxuBaymMA

Januow o eepudhuKkayuL U SBRUAELHUY SORMHE COXPEHAMLCA & MEYaHUe BOSE0 SPOKE WG 0B0pyd0aatHUuR U
(LU} NPOYECES U @ Meverus deyy Rem Noche CRUCAHUA.

B.21 ARLTEPHATHEHLIE NOOXOAL K BENWAALWH

B.21.1 O6uise nonoxeHns

Memopduveckys ywassdud @ B.1—B. 20 wacamomes, npexde ace2o, Neponekmusnioze modiods ¥ sanudauuu, m. 8.
anudayyy 0o HENETA KOMMEBENECH020 MRoUIdodCmas, NOCKONERY 3NT0MY € HBCMOAWSs EpeMA omdsemea npednoume-
HUE & a0 MBLEBMEHSCHOE NDOME LTE HH O L.

DEpeaduIsauul Moy m pew smae, kerol nodxed ¥ eanudauuu Sonkwe acezs ydoanamaopasm mpefoaaHuRu ¢ yue-
Mo B20 NDSUMPLWBCIE. ANEMEpHEMUSHEMU nodxodary AGNRIIMCA CREAyRILLE.

- COAMECMHER BaNUIaYUR;

- DEMOGSTELTUGHER aerudayua;

- Bpskemune (Mampuyskan asnudayun).

B.21.2 CoEMeCcTHAR BENWAALMA

Cisa @XM YEEm KeETUd ukayuwo & (wmu) sarudsuusd, PpoaoduMeie TapannensHo CBalTFCHOM M0 OME LNSHHAG f00-
kU, koeds NPEMELNERHAR NPOAFELLA BENENGEMcA J0 3GaeDwieHuA eanudayuy. CoaMecmyEan asnudayus donmua
UCNOTEF088Ms TOUNLYLTE U Rgoyed yoel. DMHACCUMEE § Negoiesmyaqol sanudsuuy. CosMecmyar aanudSUUR oM HOCLTT-
CA MRS R e X KBEAUG UNE YUL SHERMYAMAawst Noousced.

B.21.3 PerpocnelTHEHARA BENWLAUHA

Pempocmekmusiad $anudsuus modDs Measen, 4o NooMEILRBRHAR NRod LU R SenE BAINpIeRE do 3aE8DWE-
HUA Nooyecca §epuukayuwagnudayu.

Amom aodscd ceAIEH & NoAyvwsHUEeM dolyMesmMupodannoze caudemenscmas Moo, Mo PoMas0anssyos o
IRCANYEMUpyeros 0Bopyd0ganue ey CkEem TOOdVKULD CEHLUTEH020 XAVECMEE, NJMEM NEoSedEHUR DM BOCTEN-
MUBHO2O SHANLEE DaHHBX, NOAFYEREEE NG GEN0MY DADY BYHKLLONANEHEIE TADEMSMDOR U Chifbeg0Y MAMBoUaN0s.
Taxol 8NN3 MOKEM DACHSOCMASHAMECA HE FANUCY MENHUNECKD20 0BCNyMUSAHUA U UHASHSDHEE FARNUCY, FATUCY O
AENESMES U ADeMEeHIty Tompeiumened. [To seepWeHuny peMpOCNermueHod anudayuy 2aRNEYERHYR, OMHOCAW UECA
RO ECEM BCHOBHMEM JhyHKLUOHANAHAIM TapaMampan. doaxkal Seme doNYWEHMAaNeRD ogopMaete & Suds omyema o

BETUS L.
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Mocne nodmesprderun IXAUESTERMRDCMU MPOOPELIL LY APOURCCE CYECMEYEM B0TMOINHDCME COXPEUWEHUR
XOMUNSCTES 88RUIAULOHNEIE SEDUT LAY KONYYECTTES MEXHUNECKU wdeHMUiHAIK SMaHRoeMUHUL, nodnesaw ux aanuds-

YE', C UCTORBI0EAHLEM DPSKEMUHER & (WAL MEMPUYHIAD nodyada.

B.22 OonoRHMTENEHLIE YEAZAHMA

Kesnudiusauua npousccos, NpousxrodAluy & xode KeMNSHUS, ASNAEMEA cneyudhusecaold ocolfiesHHOCMER REOWE-
S0ACMEa MEPEUYHER FTSR0S0YHAY MEMEOLEN0E. B omdansray cnyasfy CMankuuHen genofesyamed dne nRaroea-
nepuodidveckoao npousdadocmas. B amus cnpvasy coeMasmaan aanydaqun Moxem Seime Toepeans (e doaansso dru-
MBNEHOE S0SMA) U a0300HDENSHE C HENSNOM HOE00 APoU3a0dCmESHHON KEMIEHUL.

OBAIAHHOCTH Npouwecs KosmsiaHTapHW
CIpraqnsaLua MnanvpoeaHre
OprasyzsuesNoCT LWL ME AHANMS pecea
TEIHHHECP&‘ELTPEIEDEHHHH Hacre
P u KEANMBMEALIME
NpoesTa
YENDBWA KOHTREKTA
JaBOOCKME NpHEMHD- PesHweE
CABTIHBE MENHITAHAR o danpmaTe
Oprasnzauns YoTaHOBOMHAR HBANMRUEELAR
OnpoGoBRaHESE OITEMUIALAIHHES HacT
g MCMLITAHKA e KD MH AL
* nooeETE
Kepanwdvrauna yHEUMCHHPOESHUA
MBI HO - CAATOUHBE Banunauma
MCMBITEHAA HE MNOWSAKS npagykguu®

J

Beinycrk npoM3IBoqcTaGEHanG
CAOpYACEREHUA

AHanua prcea

[MEGNESHT MM BEDWH AL —EE-‘-—I- Breinyes

EbIXO NDOWSCCa Tl
Her
e i ALsm AKCTI MY ETALRAW

“ KAk BAPWEHT: NPOSEAEHRE BANKOALHN NDCEY KL
= FOGAE BHY TREHHETD DELEHWE COMRHAJELME 1N
- 0 TREGOEEHWD NOTRESHTENR.

Banumauns
ADOAY KNS

F‘HDyHDH B.1 — Cxema nocnefoEaTeNeHO0CTH ONe pAUKME ND AEPHD MEAYHHBANRLE LAY HOROMD Dﬁ-l:lﬂ:".'.'l.l:lB:EHHﬂ
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MpunoxeHue
{enpagoqHoe)

MeToguyeckme YHAIAHHWA NO MEHSOHMEHTY PUCHA B CEBAZW © MCNONLIOBAHWEM
nepeEd4YHLEX yNakoeoYyHEX MaTépHanop

C.1 BeegaeHHe

B HECMOoAWEM NpUNORBHNEU COAS0REMER MEMOIUNECHUE FASISHUR, MOZB0NRAKILLLE O002GHUTAYLY Ongedenyma
CNECHOCMY, CARFAHHEE & NQTEXMUD0ESHUSM/DE3Da00MEod. UIZ0MOENEHUEM U NOCMEEKol MEDaLHEY YISH0804HE X
Mamepuancs, daMe KONUNECTTESHHYE U HBUSCMSENAYID OUBNKY DUCKOE, YRDSENAME AMUME PUSKAME U RONMPONUpo-
85Ma DEFVNEMEMUBHOSTE MANDED YROaansHuA. OHo He codepmum DeRoMESHIAYLE MO NTOUSMTEMEM KDOEHRAM DUCKOE &
CEAIY ¢ DONLWNHH BC000MUMEHMON TEQEUVHEE FTANOEOYHLIN MAMEDLEN0E U WUIDKTMY A0ZM0NHOICIIAMY UX MDLME-
HEHLR.

HacmoAuwss npunoxeLue ciled yem pEccM AMpUsam s K68 CoHOeY ANA 3GhERMUuEHD20 MEHE M MEHM 3 DD2aHN 38~
HUEd gUCKOB, CEASGHNEX ¢ NDDEXT U008 8HUeM/ D2 3058 0M KOl ¥ NEOYSCCAMY UFZ0MOSTEHUR U NOCM SBKL TELALNHEX Y-
HOSOMHELN MEMERUEN0E. Codepmaluech 4 HeM MemoduNecius YRazanun cosdanm cmpysmypy, 8 DaMaas Kemopod
CUHCMEMAM UMSCA TEUMEHRAIMCA ONLIT, TOXUMEHUE U CUSHOMHOE Craderye AR ueHadXMEHMS 3MUK DUCKCE o unfoD-
MUDOEAHUA & HUX.

Tepuune v onpedansHun codepramen § HOO 145871 o Pyeoeodomes HOOAM3K 57,

C.2 OfuwHe acnekThl MBEHEOHMEHTE PHCHOB

Hondyenyua pucks clnadsem d&eyMA OCHOBHBIML STEMBHM aME.

- SEPORMHOCME SOIHURHOBSHUA ONACHOCITTG, M, B. K8K 480M0 MOHEeM S03HUKEM e ONACHOSME,

- nocnedcmeda onachociu, M. & HACKONEND CEDESIHEMU OHU MOEK SR ME.

Ha ApuaMiIsKMociie DUCKS BRURKIT 3MY 318MEBHME U SOCRPURMUE DUSKS.

Meradae Hm DUCKS — 200 KOHYEMYUA, COIIEI00W AR DEH0E Y 0RA HAHHALR DeWeHU, Brdyvd UHRTBRDUDOBEHROU 4
CUCITEMY MenadNMaRma Kavecmes unu Apyeus BUFHEC-NEOUECTR.

HKoma npednowmumened cuomemned nodrod ¥ MeHedxMenmy DUCKE. HE BoEe20S Weneconlpaano uny Henbxoduma
UCNoAEF0EEME CBUHUATEHEG NDOUBCE MEHBINIMEHM 8 DUCHE, U hODMENEHOCME CTOReEyEMO20 Nodxada donkna baima
YARIRHA CO CADKNOCMBA U [UNG) KQUMUSKHOCTEMN DRCCMEMEUEAs MO0 NpoinemE.

Puck MeHsdsUeN™a, 8K oW NpedomEERay He pucyyke C. 1, SOCMoum Ul aXanusa pUCks, OUEHUEBANUA AUCKE,
YADGERNEHUA PUCKOM, CHUNBHUR DUCKE U KDUMUYBCKO20 aHanuis. (10 3GeeDwehuy axI0ED 3Mana NDOUSCcs MaNady-
Menma pucia donsds JoKPMESHMUDOEAMECR DOURAMEGD nodried, NQUHAMBS DEWEHUA U KOMEWHEG S83ylemam.
Kounnexm dexkydesmoe 00K ER COCMOAME, KAK IMURLEMYM, U3 Chedymw &en;

&) ONECaHUA ADOdYELLU WU BP0LBSCE]

bl criucka DMEamMCMEsHHLK USTOMHUM SIS URY BRadanNalyEee TDOUBCoa;

c) damel 3586 0MWEHUR 3MENE TDOYSCCE.

Hefmenanccma 10 MeHedXMENM Y DUCKDE, KaK NDESUN0, DCFUWECMBNASMoR M D FHEULCHENbHEMY B0 FRNaMU,
OpYEHMUPOESHHEMU HA EaTONHERYE onpedenesnod 3adavy. B zopynay Wo2ym exodums MEXHUNECKUS CTBLUANUCT B
MOMUMD CTBLYLUANNCTIOR 0 MEHSEKMENT ¥ DUSKOR.

Pyxogodcman domwHG HECTIU DM EBMCMEBRHOCT b 38 NDSEWILHOE MDUMEHBHYS NDOYSCCS MEHE D AMEHMA DUCHOE.

3B

FOCT rocTtPuco 15378-2014 CrpaHuua: 44/54

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-15378-2014
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 153782014

C.3.1 Ananus pucea

— DcHoasue 3Tans Npousces. MasHTeEueagna
— MoeHTudveaums GnacHocTe
- KoMHUBCTEERHAR GLEHES PACKA

y

CiEHEa pHCEa

3.3 OueHUBaHHe pUCKa

— OusHuBaHME O NPUEMTEMOSTH DUCKS

L
C.3.8 YAPanneHee A

= [E@ECTENA, HyHHEH NA MEHAMAIILAA pUCEa
— AHANKI B3QHAHTOR
¥ = ClpeHEE Gy WECTEYHILME MED KOHTRONA

L ]
C.3.7 CHUREHWE PMCKA

MeHenHMaEHT PHCHOE

— P=annzaumna

= MOHETODEHE PR ILTATRAROGCTH
— Dl HHBaHME DCTATOMHOID PUCKS
= MoWHATHE PUCKA 8 LEN0M

C.3.6 KpHTHYECEMA aHANMKS

= Mepuog nocne peanwiaLgWI
— OopatoTkd 4oRYMEHTALNK
= MsfOpraaiiam, NonyYennan of notpel«rens ¥

PHE-'Q.I'HIJ-H C.1 — CxemaTrHeckos NPpencTAENSHRe NPOUSGEE MEHETEMEHTA PUHCEOB

C.3 MNpouecc OUeHKH PUCKOB

C31 OBuWwe NonoMEHWA

Oyenks pucka npedomeanfem colol cusmeMamusSckul MPOLYECT 0pasHUIE UH i O pMaLY L 8 NoddB pXKy DE W &-
HURA, FOMOD0E FOUHUMSEMEA & xode fpodecca MeneduMenma pucqod fom. 7.5 2 2)

flooysct CUSHNY PUCKTE COCITOUM U2 BHANLUIE PUCKS U OUBHYEGHUYA DUCKE.

Oyesks prcrod donMHS WCNONa30Ea MeCR QA PONTARCENBHURA MO0, KEKWE TDOUECCE AEARGIICA ADUMUYH s Y ANA
afesnayaHyA Kaveomeas, W angedenstuf obbera palom no aerudayly, Reolxodumes AnR deMEHOMDEUULY ¥IDEEREHUR
AMUMY TDoUBCCaMU. AHANUS DUCKs domwels BeMEs CEAIEH & NOKSIEMENAMU 88 vecimes noodpruud (oM. F.8.2).

C.3.2 AHanw: pucEa

G321 Ofwre nonokesHns

AHGAUZE DUCKS MR OLiTie KONUISMEBHHEM LK KS4E0M S8 HHE M.

C.3.2.2 BeABNEHUE OCHOBHEX 3TAN0E NpOYasoa

Apoysce oUeHEG PUCKoE oM eR O¥E8MEBEMA A0S 3MANLN LENCUAL TOSNBS0K, KOMOPEE AOHMDCTU D YOG 0D2GE-
RHUFSUUES (PANC CEAIN & NOCMESWUKSMU U MOMOedUmenAme), SKNOVAR RODSAMUDOBEHUE, UIZCMOETERUE U NOCMEBKY
fowd. 7.1 u FA 2] Cnedyem makse NEURLMETE B0 BHUMEHNE RENLYUE COaMecmBal omasmomaaHioemy & doyaum nped-
REURMUEM uny dpyeol 0peaHUFSUUSS, HAMPUMED, METHUNECHUE YET08UA, Noda0mO&aKe NeYamuDa0 U ELNHERE LAY 8-
COECUME.

Beaanenus ooHoaHell SMEMod doRKHD OXBEMLIEAME UORENLIFEME S MEMEDUANa, TORYDadpLdame: ¥ 80moays
RE0 VKLU U T0ouadoduMWaie MEMepuans. 8 Madwe SoHEDaMHE S MeXHUWBsHYE FOROSUR U (UFu) mpedosasur nompedu-
mEnR U denxH0 makse ofecnevusame peayRemamuale d 00MEH UHPODMSY LS.

£.3.3 BoiABNEHWE ONBCHOCTEN, KOTOPLIE MOTYT OTPAIMTECA HA KEMECTEE NPOLY LW

Credyem yledumecA 8 MO, 70 UIGSCMHLIE 304K NOBAIWEHN D20 pUCKa, xarcla qompebumensd o pRIGUMEE
MEcma AEodEK UL BRMOEaeHE 8 bdesmuburayun onacrocmed. Modxod Moxem aime DaFHEIM 8 385UCUMOCTTIL 0 T0U-
DL 8 08 DPEaHUIRNLY O uHduBRdyanesely MpeliogaHud ¥ Rpodysuus Uny ngoyeccy.
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Hns udermuurays onacyocnie d e ofxodumo NDEHUMANME 80 aRUMaHUES chedyiwue dasmaope!.

C.3.31 Depy=awuwian cpana

Puruseckue 0338 HemeuR yorosuld efips fomey o LpaneHta (MeMTegamyps, SR8Me, SNaxHocme, doxdes, Jagne-
HUg 033 xa. casm, aulDaULA WM. 7.), FA0aMSHHOCME dDel VM EeTAMY, TEDERDECTIHDE 320RTHEALVE U Yilepd om Roxapa
Ly HeaodHEHUA.

£.3.3.2 DdopynosaHne

Tun, RONCMPYAUUR, COCITORNUE, BOTMONHDCIL, MBCMORAX0NIEHUE, YoM AROERD. MBXHYECKDS ol CAFMUBEHYE U
AaNUBpOERS.

C.3.3.3 NpowIsoQeTEEHHIE MOWHOCTH

KoMdNonoaks, CUCHEME UHKEHEDHO0EO ODECTSUEHUR, MEXHUYECKos OOCNPRUBSHLE, CNGUUSTLUIALLA & CaKuman-
HO-EUAMEHYYE CHUE YOCNOaUA.

C.3.5.4 YnpaeneHse MCNONs3I0BAHWEM IHAHWA

Hrmennedmyansqan colcmasaHHocME, COXDAHEHUE DCHOEHLIN HEARIFDE.

G335 JeeoHOOETEN=CTED

MomeryusIEADE HED YW eHYE delcmeyia e ao 3aronodamenacinas.

£.33.86 Matepmwansa

TomdecmeaHyocme, FOAMPONs COCMOAHYA, RONYYECME0, 0E0AWEHIS, MerHUdSckue MpeloaaHUA. MEDL GE30-
MACHOGHTU. KOHMDOTE K3EMPAGLEKLLL U COCITORHUE MaMEeDUANDS.

5357 Nepcadan

Hauscmas, ypossHa dodeomosky, odDS30858HUE, KOMAENTEHIMHOCME, NOOUMHEHROCTE, olMed UHDOopMELUed,
MaRUnNyRALLL, SO00SCIE0 & NoOMEHE.

C.33.8 Npouwecce WNpoLEdypal

Mpoaspyy, codBpMAHUE. WIMESHEHUR, DECNDEJEREHUE, UENONLI0OEGHUE, COCMOAHNE, YIDSENEHUE VIHEHEHUAMY,
KpaHeRue. mesderUud, MpSHCNORMUDOEaHY S, MTANTEEES NE0EIRIEL U SHOMENEHEE COBRIMURA (BETHYEA Nepedeniu ).

5.3.3.9 TexHenordn

Cucmemal uHropdauuorqod maexyonoauy. ofpadonea sNesmooHHEs J8HHax, SYHBI0pMALLOHHAR Belonac-
HOGME, 3SUUME JaRHEE.

C.34 OQuesdBEaHES pUCKA

Honmnst Beime onpedensss DAoL MEDE!, NPUHUMEEMES dNA KOHMPONYDOBEHVA Kar 0D onacHocmu. ¥ donx-a
Mk OUEHEHA UK PEIWILMEMUBHOSME, HERDUMED!

- SHEMUI KOHMDEKITA.

- KOHMDOME 8 foouesce Apouisodomes;

- FNDRANSHUE UIMBHEHLUAML,

- SHAMUI pEIFNEMAN I8 NpoSefos & NocmedoMaud ROS0ermupw Uy dedomeud;

- WREEVILPOSSHLE MEpEemeHIul nompedumensi;

- NOKSFAMERU KEWeCmaa,

- ofpsMHAR CEASE C NEQCONAN0M.

C.3.5 OueHKa pHCHE

B omuowsnuy saxdold ongcHocmy, R0 ECmopol omcyMomEyanm Meds KOHMOORA, JdofsHal OUEHUSBMECA
MoeRedeMeUnn b SEPORMMEOCTTE SOIHUNHOGEHUR [TORYIEA SHODMA LV OM RemoeSumensi no Mege e oBxodusosmu).

OnNacHoETE MoTeHYHANEHEIE MOCReICTEBRAIPHMCK
HeHaanesaugse xpansmsms ZarpRangsan
HeE2pHaR MERHAROEKE MNepespecTHES JAMPAIHEHHE
AHMASECEDE, SHIMHETHOE MK |:> Bprin noTReOUTENN A maumssHTY
MUK OESONOIMYBCHDS JAMDAIHEHMA Mpofineme ¢ vaesTHRHESLIWER
MNoBpEHLEHWE MAPETAP IR HecTabunw#0cTL NELSPCTERHHON
MogpeHa NpoLy UMW METERMANE Npenapara

PrcyHos C.2 — MpuMeps PUCKOE M NOTEHUMANEH B NOCNECTand

Cnedyem cUsHUME COQEE FHOCME NOCREICMEUD U SBDORMHACCTTA BOIHUKHOREHUA HEZAM USHOED COORIMUA © pis-
Mok THEBIE PEURLMEEME S MED FORHMDONR.

Mpoemald rodxod ¥ OUEHUBERLD CEREAIHOLIMUE NOCNEdCmavd Momam Seime CredynuuL.

Heottxodusmo kpaccudhugupoesme qoenedomenn xemdold GRECHOOMU KaX aHeinavumensrse s, nlpadruer u
& IHENWMENAbHLE » ¥ 0T0edENUME G800RMAOCIE BOIHYAHOBEHUA OMECHOSM U & BANNEX. BEANL CASAyEn NEpSMHDN LT A
R NOAYYEHUA OUBHAL PUCKS 8 BANNAEY ¢ FKaIANUEN FOOSHA DUCKA.
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Pozynbmamsi OUSHMY DUCKE MO2pM OhiMta HEHECEHA HE REDM K W (LR} FAHECENHE 8 MALRUUY. &K NOKE2AH0 HE
pucyHse CUF.

AHBHETENE HE 3 i ]
2 Coeammne 2 4 B
2 He3Ha e b 1 2 3
% ManoeeporTHEN BeporTHE
=] —_—
BaponTHOETE

Prcydos C.3 — PedoMeHO3UMA NO HAHSCEHWH HA KAPTY U (MNKH) 33HECEHM B Ta0NMUY PEIYNETETOE OUSHEW PHCKE

Mampuys Moxam Gaime MOS0E0 PAXME0E, HACKANERD 3Mo MoelSyamoR opesrUzayuy. Baxres aoesn croool-
HOCTME KPACCUg UYL DOBEME DUCK NE MM KA 8E0QUAM. MM, Komopkid mpelyem desaednaraoao eoidedCmeUn, maom,
xomopeid mpetyem sozdedcmaua Ha onpedeneqHoM 3MENE, U MO, ¢ FOMODBIM MO YAUNECA 4 koM opsil He mpedy-
ST HUKSR 020 80 F0edom aun.

Donoanumens sl Rpusen Mabdrulsl DHBHEL DUCRE npuaeden He pucysre T4,

G306 Opyrde MeTofds AHANKWIE PHCKE

C.o3.6.1 AHanwi BHOOE @ NOCNeOCTaWA NOTERUMANEHEE 0TEE 306 (FMEA)

FMEA npedomasnfem cofol KEWeCmasyH i Mamoduky NRaREDOaaHUR DUCADE U HefnasonpuAmHeY DERmopos;
AGHHBIL NEOYECT CMEpEMWMLA § oNpedenasin Macm espoAmHeY DMKESI0S, NONCDUMUIALYY K FHaYUMOCMWesnaam-
HOCTU, & 3AMEM § SO00MSansHUR MISH0E CHMASYEHUR MPULESM SibMEE NOCAEICMEUd Moy B0IRHUAHOSEHUU 3L OMKS-
308,

C.3.6.2 Ananua gepeas oTeazoe (FTA)

FTA — ame g nepeyw ousgeds cpedoman AHENUZE OMACKHOCMEU, BRIRBNEHHEIY ¢ TOMOWED doyeus Memodos.
Pasynsnamal sueaniia npedomasnrom o Hagnsdao & eude depeas pexyvod omugioa. FTA ensedes o0gaioe uGnons-
AFEMaR HOU BHANKIS DECKE RAK CDEREM B0 OUEHAU BEDOARMKOCMED omEgacs. HasnAdHoe REedomEanaHLE MOMOEasm &
FAROWEHL D POHEMERUA MOS8 J8HUR CUCITE ML U DOUE M Cmapsd us drasmopos,

C 383 AHENWI DHCKOE W 3KCTINYaTAUMOHHLI X BOSMOoRB0CTER [HAZOR)

HAZOP ananceuves FMEA. HAZOF ccHoear HE MECpUU, KOMOBER UCEOIWNT L2 dOTYLEHUA, VMO NEOLCLW BCMELR
SEd FRISEMMCA ONTATONEHURMU OM NDODENM S WAL 0NE0SMUEHELY TAMAI CA08. MO CHCMErHaR Memodyya BaIRBNEHLR ONEC-
wocmel u npofnes patomocnocofnocmy. HAZOP npudesuM, HEANPUMED & npoyeccy uny cbpaliomys (Ranpumen, cme-
DUNUZENG L), WCRON&IFeMOl MY U320 0ENesUY NeJELYHENR FTRRDS0NHEL MEMEDUST0E. KOMODER WOIXSM OFEIRSEME
SYLSCMESHHOE SRURRUE HE PPAKLU0NIDOESHUE REDSUSHALY FNSR0E0HHEY MSMED USR0E.

Uenriu da00d Memodusly RERAKMCR NOAYYEREES TONHOA0 ONUCSHUR NEDSUNHALY FREROSOWHE S WEMEDYENTE U 4K
REedNoREANMEEH0E0 UER0NBI0EAHYA, NE0sedaRue CUSMEMHOE0 BRANVE KEXADS vacmu NeedRongEack 080 UENDNL-
AGEEHUARDSINCAEAFEMO20 HEFHEUEHUA ANA oApedenNaHUA MO0, K5K MO2FM S0IHUKSME CRTATOHEHUR O HO DM ETEHS F
AKCRTYEMALYYORHEBN PONoBLNT U MSHOS020 NTDoBXME, ARNA EalRENERHUA NOCASICMAaNE Marul OMANoHesul ¥ dna onpedens-
HUR MOS0, MOSYM N4 5MU Aecaedcmaua NPUSesinu & B0FHYRHOBEH UM onacsacme i wau npodnes pefomocnocofHocmu.

C 364 AHINWI DHOKOE W KPMTHHECKMY KOHTRONaHE R To4ak (XACC)

HACCH apedomaenpam colal CUSMEMEMUNECTUD T00X0d ¢ BAIRENEHUK . CLUEHRE DUCKOE ¥ UX SODRETHOCIMIY, KOH-
MpoRo BU0NoUYECKLN, KUMUSECRUY U GIUIUYBCKUN DUCHOR, CARFAMHEN C NOHEPEMHAIMY TOOUBCCaMY U NEBMTILFEML.
fMocne asaanenui cmadud foouecca, 208 BOTMONHD BE0IHUNHDEEHUE SRV BNaRAX DUCKDE, ONDE 08N I CA KpUmuye c-
KuE KoRmponeHeE mosved (KT Jonmae Gaime pOMannsNe s KDUmMuwecsye agarduls [npedens:] dnA saxdod KK T uooy-
WECTANAMBCA MOHUMODUHE © YEnks esRenequr rodax omenoresul. Kaxdoe omanodesye npedycMampuasen
REUMEHEHUE XODPEXMUSYRLUY dedomaud, domsHo Sems doAyaRMUpOsanct. & makwe 00AMes OCyeCmEnRmacs
MOHUMOEURE PE3YAEMEmos.

C.3.7 YnpagnedHe pHCEaMA

FrpgansHue pUCKaMY ONUCHE28M JedCmaua no SHedDeHL DEWEHLD MeHed W MERME DUCKDE.

Npededyigue cmaduy JoNaHe BaRBUME HEAUYLE Robaix cnalfiay cmopok. B 0mMAOWEHYY SIMUE cRalsiy cmopok
donuye Seme paipadomana Rpedenperd 0L LE 4 FOpRSXMURKION LE defCmaun.

flpu yipaereruy pUCKaMY Jonses NDUMERAMBCR KOMNIReKcRe G nodxod, yuumeieaiyuld 0dno WRU HECKONLKD UZ
cnedymiuy dademeul @ TopARIxE REUCPLMemBoCmY.

a) BEINTACHICIE KMOHCHTD FAL LT

bl PEpOSKMUDOBEHUE NEOUECCa NpoLFecdemes;

c) KOHMEONs & Npoyeces Npouzeodsmas;

O PEOMENPMIOHHER LRU SERORVEHHAR JRCAS0MUIE MOBE008.

Alnn cHumenuA pucks domxsal Saife onpedeneqs! 80IMORHOSMU ANR JoTORHUMEREH020, BREMEDHBMUERTED LAY
PARPWNEHECE0 KOHM DOAR. ECiu 300 g0aMosHo, Npoesderus Moz uny UHoE0 8Uda AosmpEnR ORFHD JCRNTNEME BUCK
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BOIHURHOBEHLA OnacHocmY. Taw, 208 amoao doCmMuaryme HES0IMONHD, AR VCRTDYEHUR DUCKS SO3HUKHDEEBHUR ON80-
HOCMU NDUMEHRITCR MEDEI X0HMPO0NR WU 058 COEVNES M CR BRIRENERUE M0E020 SOZHWNHOSSH LA CRECHOCM U ONA moza,
W08l WoxHo o ppednpupRme coomaamem ey es dalomaus,

BoamoxHoomy dnA doRGNHUMBenNsH020. SNLMEDHAMUEHO20 WL FRYLEBHHOS0 KOHMDOAR donFHE SHARLILAO-
a5MacA, 8 delemenn donmHs Geima 0 ULUTAREH D DFDBEEHE & PUSmamM;

- HACKOMEAD CAOMHD WAL TEAK0 BHEdDUM L MBDE KOHMDONR,

- SEQOERMHICHTU DEARUISHUL ME0 FOHMDONR,

- CEPEEIHOLME TOCNE0oM By, SCAU ONICHOCINE HE KOHMDONTUSFamMca;

- GEQORMHOICHTE G0 3HURHOBSHUR OTACHICIU RPU NOUMEHAEMEIX ME DAY MOHMDOTA.

Modmaspxdenue Moao. yma dedcmaua RERAKMER MOAX0JALN MW CO0M S8ITCME L UMY, MERem Saime onpede-
MeRd Rocpedomecid codsHUR HOBODA0 UCMOYHYAS PUCKS, NOURUMESRAONYCAER, WMo NEEEQOYHET KOHMpans Ben acy-
wecmeneqeaedenisnedpen.

fTpuopumen donsxer Geme 0MOSH CHEKBHUMN ONSGCHOCMY MAKENEE ROCNSACTTENE LU SOHMPORUDTEAR LK CONEc-
HOSMED, BEROAMHOCTE §03HUMHDSEHUR KOMODEE 0YEHE BRICORA

Tam, 208 oUBHRA DUCKA HESRCOKS UNU HESO3MONHO onpedsenume delomese dNR CHUMSHUR pusks, Wu cdho
dedcmaus He Moxem Oume Yereconbpaansiv. 8 MaKuk cnyasa onxH0 Beia NEUHARD DEWEHNE HE NEednpUHUME Ma
HUuKakux dedocmaud, ¥ aHo donsdo Geime ofockoeado, JOKPMEHMUDOBSHO U, MaM 2de ama neclixodumo, odobpena
Mompeiumenss.

C.3.8 CHUMEHHE PUCKE

fTague Mo sHedpesUM HOBLE Budoe KONMEPONA donmse Beme DopMETUI0EaNE,. CodepRams COANSCOSANHEE
dame FSERWEHNRORONYEGHUA U paocnpedanadwe omeamomasrsocmy, Jonaen 0oplie Cmanimesi MOHUWMODUHE 700-
2OECES N0 GIMHOWEHUM ¥ daHROMY MASHY A0 620 388D EHURAONOHYERUA. Honxer MAake oCyecmManfmacs MOHUmMo-
PUHE PEIYNEMEMUBHOSITL FRpWakee ¥ audng Konmpona dng nodmeepdBHEA UK pe3PREM MU BHOGM L.

Mocne Moz, kak HANEOREE FHEVUMEE G0NDOCE BEATU UCKMMYEHE, MROUESE doRxer Daime Toemapes SN cnedyo-
LWE2a Mo Ppucpumemyecmy yooesA pucka. Dansait npoyece donwes Oeima nosmopes Noxs ANA ey ONECHACMEN He
Hpdpm onpedenenal COOMSEMCme paiue dedomana

£.3.9 Axanwua

PeiynamamnusHosms MeHed MeHma puckoe J0NMHA Mepuoduaecsy OYEHYEaMECA U NpedomaanAmech ANa sHa-
MU3G CO MopoHal ppececdemes.

Marteawn - Eanne Oomemed
Tarkywne | Mocnagor Bepant Dara
Howmep L M B HE B [AEL=LE TEMEHE B Droarer
Sragan Fucn FENS] ava HOLTE L AOCTHHEHIAR
pHCKS nacneqet A P - MEpE BEHHICTE
KLH Tsrn {1 giv 31 [t ga 3 ) L
BHA G, 29 KOHTROAS
FucyHok G4 — JUesHKE PUCKOE
42
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MpunoweHne OA
(cnpaBoyHOe]

CBe0eHHWA O COOTEETCTEMH COLINOYHLIX MEMOYHAPOOHLIX CTAHOARTOR
CCbINOYHBIM HALWOHANEHEIM cCTaHaapTam PoccHACKOR DanepaiMm9
M ASACTEYIOWMM B 3TOM KAYECTEE MEXMOCYOapCTEEHHBIM CTAHOADTAM

leGnurya 041

OfIIHAYERME CORNOMHON Crenans OEoiHayaHdE # HEMMERDBAHAS
MERAYHAPIIHONS CTAHIAPRTA CaaTASTCTNMA CODTOATSTEYHNLENT EILHOHANGHOM, MEKMCY JANGTEE HHAOMS CTAHIA 0T
WCO 9000:-2008 1o FrOCT IS0 9000—2011 sCHeTeMp MEHEQHMEHTE k3uecTaa. Dosoe-

H&l2 NONOHEHHAE W CNO2alke

WCO 90012008 10T FOCT IS0 9001 —2011 aCroTerdbl MeHegxmManTa kavecTea. Tpabo-
BEadHWRA®
WSO 80042008 o7 rMocCT FACO 8004 —2010 sMeHe LHMEHT GNA A0CTHEEHUR YOTOAME-

BOMD YONexs oprasdsay@d. [Noaxon He OCHOBS MEHELKMEHTA KB4ECTES »

WD 1464 4-1 —1% 107 FTOCT MCO 14644-1—2002 «MUCThie NOMELWEHMA W CEAIGHHEE G
HEMW KOHTRONEpyYeMEee cpefal. HacTe 1. KNAaccid MEBLWA YHCTOTR B03-
ﬂ:ll;;ah

WD 1464 4-2— 2000 107 FrOCT P ACO 146484-2— 2001 s YAcTee NOMELWSHEA W CABAIEHHLIS

HAMKW KOHTRONUPYEME e Cpeael. HacTe 2. TReGoBaHUA K KOHTPONH W 80-
HATOPWHIY ONA NoOTESpELEHUA NOCTOAHHOMD cooTaeTcTawa MOCT P
WMCO 14644-1a

WMo 14644-3: 2005 107 FOCT P ACO 14644-3—2007 sYAcTeE NOMEWSHHEA W CRBAIEHHLIS C
HEM W KOHTPONMPYeME e cpedbl. HacTe 3. MeToas NCne TEH Ml s

WD 14648-4:2001 10T FTOCT P ACD 14644-4—2002 sHHoTeE NOMEWSHAA W CEBAZEHHBIE G
HEMH KOHTPONUpYEMEE CpeOel. HYacTe 4. [TposkTUpOBasHE, CTROW-
TEMECTED W BBOO 8 3KCNNYATAL K »

WCO 14644-5:2004 10T FOCT P ACD 14644-5—2008 s4HMOTeE NOMEWEHAA W CEBRZEHHLIE G
HEMH KHOHTRONUPYEMEE CRege. HECTe 5. IKCNNyATAYURAS

WSO 148512007 10T racT P MCO 14871 —2011 sMzgenna smegnunsckze. [paMeseHte
MEHELKMEHTE PUCHA K MELHLUMHIEMM WILEnaAMa

WSO 1493720049 o7 rMACT P MCO 14937 —2012 «CTepsnd3gu«n MEJHUMHCEOR NPoayE-
uer. Obwre TpeloBEAHHA K CNPEgeneHHsd TapakTERHCTHE CTERHIN Y-
WeM: BreHTAE W € paipadoTes, BANWSAURM @ TEHYWEMY KOHTPOMH
NpOWECoE CTERANMIAUNY MEdHEWHCERE M 306 N@A >

WO 1460812003 10T FOCT P ACD 14698-1— 2008 s4HACTRE NOMEWSHAA W C3R3EHHBIS C
HEMW EOHTRONHAPYeMEe Cpedsl. KodTpone Buolarpriseswsd. YacTe 1.
Dfily@e NpEHYMNLN M METOLE .

MO 14698-2:2003 10T FOCT P ACD 14698-2— 2008 sYACTeE NOMEWSHAA W CERZEHHBIE C
HEM K KOHTRONEpYeME S cpegsl. HacTe 2. Anans3 QaHse s 0 DHo3arpAzHe-
HARAX &

WCO 111 35-1 2007 — )

WCO 11153712006 1oT FOCT 150 11137-1—2011 «CTepUNAZELHA MeOAGMHCKDR NpoayE-
usn. PRaMaunoH=aR cTepunUiaumna. YacTe 1. Tpeloeansa ¥ paspabor-
¥E, BENMOELWE M TEEYWEMY KOHTPONK MPOUScca CTEPUNAZELHA
MELHLUHMHCIENY WA0enHl %
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Owoxvanue matnuya A1

OBoIHsyaHAE SCENO0EHaTD
WEEIYHAPOOHOID CTAHgapTa

Creners
CODTBSTETEMRE

CAaQTEETCTHYALWETD HAUNOHANEEITD, MERIOCYQAPCTAEHHDIO CTARGQAPTA

OfginauErse 1 HAWMEHOBAHRE

MCO 11137-2:2006

I

MOCT B0 11137-2—2011 «CTepandIaus A MeguUWHCKOR Npogys-
UMK FEQUELHOHHAR CTEDHN#A33UMA. YaCTs 2. YOTAHOBNEHHE CTEDHNHIY-

WIeR 0050

BETCTEMRA CTAHOAPTOR:
- 10T — WOeHTWHeI& CTA

HO3PThI.

" GCoor BEETCTEYHIWHWA HAUAOHANEHEIA CTEHASPT OTCYTCTEYVET. No ero YTEEDHOSHHA PEEKOMSHOYETCA HCNONEI0BATE
MEpeEd HE PYCCKMA ALK QaHHOMD MExQyHapoqHore cTasaapTa. MNepeaog QasHoMo MEROYHIPOOAHOIO CTEHQAPTA =E-
200dTCA 8 PenepansHoM HHPODMALMOHH0M POHGE TEXHUWYMECKHY DEITNAMEHTOE W CTEHOBRTOE

M pPUHMEY BH®E — B HacTofwed TASNUYS @CNONEI0BAHD N enysiues YyCNoBHOS phoanawesHHe CTENEHW COGT-
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1] IS0 90012008 Quality managemeant aysiems — Reguiremeants

2] 20 004 Managing for the sustained success of an organization — & gualily management approach

[5] IS0 10007 Quality managemenl systems — Guidelines for configuration managemsent

[4] IS0 10012 Measurement management systems — Requirements for measurement processes and measuring
agulpment

(]| 50 11135 Stenlizaton of health care products — Ethylene oxide — Requiremeants for the develspment,

validation and routine contral of a sterllization process for medical devices”

|&] IS0 1115371 Stendizaton of heafth care products — Radiation — Part 1 Reguirements for development,
validation and rowtine contrel of 8 sterllization process for medical devices

[¥1 150 111537-2 Stendizaton of health care products — Radiation — Part 2: Estabksh:g the sterilization dose

1] IS0 134852003 Medical devices — Quality management syslema — Reguirements for regulatory purposes

1] 200 140012004 Environmental management systems — Requirements with guldance for use

[10F 150 14644-4 Cleanrcoms and associated contrelled environments — Partd: Design, construckon and start-up

[11) 150 14644-F Cleanrcoms and essociated controlled environments — Part 72 Separative devices {cleen air
hoods, gloveboxes, iselators and mink-environmeants)

|12} 150 14644-8 Cleanrcoms and associaled controlled environmenta — Fart & Classification of arborne molecu-
lar contamination

[13f 150 14698-1 Cleanrcoms and assoclated controlled environments — Blocontamination control — Part 1:
General pnnciples and rmethods

[14] 150 14698-2 Cleanrcoms and assoclated controlled environments — Blocontamination control — Part 2:
Evaluaton and intergratation of biccontamemnaton data

[15] 150 1489572009 Stenlizabon of health care producis — General requiremenis for characterization of a
sterilizing agent and the development, valdation and routine controf of & steriization process for medical devices

[1&] =0 148712007 Medical devices — Appication of risk management o meadica! devicas

[17)  1E0 19011 Suedelines for qualdy andlor enviranmental managemeant systems auditing

[18] S0OMEC 200032004 Softwars enginearing — Gudelines for the application of 150 90012000 to computer
software

[1%] ISOMEC Guide 2 Standardization and related activities — General vocabulary

[20]  ISOAEC Guide 51:19%9 Sefety aspects — Susdelines for their incluswon in stand ards

[21) IEC &0601-t-4 Medical electrical eguipment — Fart 1-4: General requirements for safety — Coliateral
Standard: Frogrammable electrical medical systems

[22] EC &0812 Analyssiechniquesforsystam rellabliity — Procedure for fallure mode and effects analyais (FMEA)

[23)  EC 61025 Faull tree analysis (FTA}

[24] EC &1882 Hezard and operabiity studies ([HAZOP studies) — Applicaton guide

[2%)  International vocabulary of besic and general terms in metrclogy (VI BIFM, IEC, IFCC, IS0, IUPAC, IUPAP,
OIRL, 1993

[26] EU Guedelines to Good Manufacturing Practsse for Medicoinal Products for Human and Veternnary Use,
hitp:fec.europa.eu/health/documents

|27} US/FDA Code of Federal Regulabons

[28] GAMP 5 A Risk-Based Approach to Compliant SxP Computerzed Systems, httptaww lspearg

|29 FICAS Guide PE 008-3, Explanatory Motes for Industry on the Preperetion of & Sie Master File,
hitp:faww . pleacheme argigics php

[30]  1CH QF, Good Manufeciuring Prachee Guede for Active Pharmacestical Ingredients, httpihwwes lchoorg

[31] EU Guidelines to Good Manufactunng Practice for Medical Producis for Human and Veterinery Use, Annex 18
Good Manufactuning Prachce far Active Pharmaceutical Ingrediants Reguirements,
hitp:iec.europa.euhealth/d ocurments!

[32]  Global Harmornizaton Task Force (GHTF)— Study Group 1 (5G1), Document Mo, MNO2OR15, 2005,
htip: g hif.ongl

" Under preparation.

o

FOCT rocTtPuco 15378-2014 Crpanuua: 51/54

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-15378-2014
http://GostExpert.ru
http://GostExpert.ru

MCT P MCO 15378—2014

YK 658.562.014.006.354 OHC 0212010 TE8 QRCTY 0025
11.040.01

HnoHeania Crosa NegeHHLIe YNakoBoYHEE MATEpWan, NEKapcTeeHHbE CRaOcTaa, CHCTEMa MeHEI#MEHTa
KAYECTRE, OTRETCTREEHHOCTE PYKOBOOCTRA, MEHEHMEHT DUCEKOR, NDOLHECCH] HHMAHEHHOND LHEMa NEo0y LM
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