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Mpepucnoeue

1 NOOMOTORNEH OTEpeITeM  AKUMCHEDHBIM 0BWECTROM «BCepOCCHRCKHA  HAaVYHO-HCCNeaoRa.
TENLCKAR WHCTUTYT cepTrudrkaygius [OAD «BHWWC» ) wa ccHoBe CODCTREEHHOTD 3y TEHTUYHOMO NepeEoga Ha
PYCCKMA B3kiK MEXOYVHADOOHOIS CTAHAAPTS, YEAIZHHOD B NYHKTE 4

2 BHECEH TexHHYECkMM KOMATETOM NO CTAaHZaRTHIAUWA TK 076 « CHcTemMsl MEHEOXMEHRTA »

3 YTBEP¥OEH W BRBEJEH B QEMCTBME Mpukazom DefepansHoro argHTCTEA NO TEXHHYECKOMY
perynupoBaHKG M MeTponorkn oT 1 aaryeta 2014 r. Ne 839-cT

4 HacTOAWME CTAHJapT WoeHTHEEH MeXOyHapoaHoMy cTaddapTy MCO 158378:2011 «MaTtepwane gna
MEEoWYHOR YyNAKoBKH NEKapCTEEHHLIR CpeacTs. Doobuie TpeboBaHHA No NpWseHeHn MCO 80012008 © yuye-
TOM MPABRAN HAONERAWESA NPOMIBOACTEEHHOA NpakTikk (GMPYs (IS0 15378:2011 «Primary packaging
materialz for medicinal preducts — Particular requirements for the application of IS0 8001: 2008, with reference
o Good Manufacturing Practice {GMP )= ).

MK NPAMEHEHMA HACTOALLEMD CTAHOaRTA PEKOMEHOYETCA MCNONLIOEATE BMECTO CORINOUHLIN MEx Oy HA-
pOQHBIX CTAMOAPTOR COOTRETCTAYKIWIME MM HALMOHANBHEIE CTaM0apTe Pocouickal enapaums 11 MEXrocy-
AAPCTEEHHEIE CTAHAADRTE, CEBEASHHA O KOTOPRX NPHEELEHSE B GONCTIHATENLHOM NRANcHaHan A

3 BBEOEH BNEPBHIE

Mpasuna NouMeHeHUR Hacmofwes2o cmaxsdaoma Yoemakoceness: @ FOCT P 1.0—=2012 [pazden 8}.
Huchopmauua 0f UIMENERUARKX K HACMOosWeMy cmandapmy Nybnukyemcs 8 exezodnas {No COCMoARUK Ra
1 aneapa mexyieso 205a) UHoDMALUOHHOM Yra3amens sHauuoansnse ciiandapmel s, & ouyLaTsMeL
MEHCM UAMEREHUT U ToNpaeor — & oReMECAYHOM UDODMALUOHHOM prazamene « HayuonanbHele ciman-
dapmeis. B cnpyas nepacMompa [Iasekis) Uil Omders RACMOALE s cmakdaima COMWIESMCME VIO LW ee yae-
dornenue Gydem onyBnukoaaHo & BRUXalWeM abiNycke EREMECRYN0ES UNDODMALLOHROED Yrasamens
s Hayuonanaibie cimandapme s, COOmEemomayiian uHGooMaUUR, FeadoMneHUR U IMEKeme DASHMEWanm-
CA Makme @ UHGCDMaYLoHHON CUCmaMe ablles0 NaNeI0eanua — Ha GPuyuansHoM cadme Pedepaibioss
A2EHMCIMAasa N0 MEXHUYECKOMY DESFNLUDOSaHLI U Mampomosul @ cemu Mumepkem {gost.ru)

B CrangapTeHdopm, 2015

HacToAWwniA CTAaHOAPT HE MOMET Gk Te NONHOCTEI MMM Y3CTUYHD BOCIDOWIBE0EH, TMDAMWDOEAH | pac-

NPOCToEHEH B KAYECTES PULMANEHOMD H30aHKWA Gea paspellerna PelepansHors aradTcTaa N0 TeXHMYECKD-
Ky PEMYIIAPOBEHHI0 M METRONOAM
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EBeegeHne

0.1 OGwMe nonoKaHKa

Hacmorwuld cmandapm udermugbuyupyem Nouxulns GMP U ycmanaanueaem mpedoaarua K cucme-
WME MEHEdNMENTIA KAYECIEa, MPUMEHUMOL K NepELYHEN YTaK0E0YHEIM Mamepuanam dng Mexapoimaesne s
cpadoma. Peanuzayus npusnuunoe GMP npy Apouiecdomas O Konmpanupoeanul Nepanyibiy YWIaKkoeouHb X
MAMEQUANDE § JaMERX CDSaRUIALUT UMEET YUDRISLNALWD GERHOE FHaYeHLe Ana obecneyerua BesonacHoc-
MU RAYUEHMOGE, ToALIVLLNECE MEKApOTHEeRnEMY cpedomeany U3-33 HemocpedoMEeHHo20 KoHMaKma
Apodykuyued. Npuserenue GMP 8 omroesiy YRaKoeoyssix Mamepuanas dng eapmausemuyecral npodyx-
LUl moMosaem oBecIauUimb SelCNHEHIE IMUMU Mamapuanamy Hywd u nompebiocmed hapMausemiqec-
KO0 TDOMEILLTSRROCMILL

HacmoRwud cmandapm SeRaemos cMandapmom Mo NDUMENERLID NEPEUYHE X YTAN080UHLIX Mameapua-
1oe u codepxum Hopramuansld mekcm cmardapma OO 50072008

B omroweHUY TOCmpoasus Hacmaoauesn cmakdapma dedcmeayom credyowue Apasuna;

= pazdens: unu nodpazdenst, ULMUDYEMEIE TONHOCTEO U BEe3 uaserenud ux HCO 9001 2008, saxmove-
Mkl & DEMIKY,

- MEKCH, BuidemenHbIT KypouaoM, codepmiim dononEuimensy i UHopMayuo no GMP, kacawwywocs
TE0EUHHEX YRaKceouHBX MAMEPLanos.,

Tepmuns U onpedensrul no GMP codepwamcn @ pazdens 3. Npu xmMoHeduy & Mepeystt UCmoYHLK
Apueodumca @ ckobrax.

OnA coafaHMA CUCTEMBL MEHEONMMENTa KaYacTEa HeoDXoOMMo CTPaTErMYEckDE PELLEHWE OpraMnaas
ukn. Ha pazpaoTiy W BHEGDEHKE CHCTEMEB MEHEIHMEHTE KAHECTES ORTraHHIALMMH BNHAKDT,

a) eeBHeWHAR CPE0a, HEIMEHEHNA HNK PUCKK, CBRAAHHEE C 3TON COenoM;

B} MamMeHARWKECA NoTREHOCTH,

C) KOHEDETHRIE WEanu;

d} BbINYCKISMIA NPOOYKLWA,

£} NpUMEHASMEIE NPOULBCCH,

fl paasep ¥ CTPYETYDA OpraHKaamnum.

HacToAWKMA CTaHZapT He NPpeananaraeT equHoobpasMa B CTRYETYDE CHCTEM MEHEIHMEHTa KadacTRa
MMM M QORYMEHTALLMIA.

TopebopaHuA K CUCTEME MEHEIRMENTA KAYSCTR, YCTAHORNSHHEIE HACTOALMM CTAHIapToOM, ARNAKTCA
OONCNHAKLMMK NO OTHOWEHHID K Tpebopanknam & npogyeinn. Mucopsmauna, oboadadeHan kag s Mpsmeda-
M, HOCHT XADAKTED METOQUHECKIUY YEAIAHKA ONA NOHWMAHKMA MMM PATEACHEHMA COOTRATCTEY IO THE-
GoBaAHKA.

HacToAWKMA CTAHAAPT MOMET MCNONLICEATECA BHYTREHHIAMME M BHELHAMK CTODOHaMMW, BEMNIOYAA opra-
Hbl M0 CEDTHMKALMIA, B LENAX GLEHKM CNOCOTHOCTI ORraHM3aL KK BeINONHATE Tpedonanna noTpefuTenei,
TpeOoBAKKWA K NPOLYKUMK, ABNRIOWHECA 0DAIATENEHBIMA K MCRONHEHHID B COOTEETCTEMK ¢ BERCTEYIOLIMM
JaKOHOQATENECTESK (Qanee — obAlartencHiele TREBOBAHKWA), W COECTREHHRIE TREBOBaHHA.

Mew paapaboTee HACTOAWETD CTAKAAPRTA DuINK YHTEHE! MPUHUKNG MEHEIHMEHTS KAYECTRA, YCTaHoR-
nexHsle WCO 9000 K KGO 9004,

[MCO9001:2008]

Cowoarod 3adavel HacmoRlleso cmandapma AaNFemes onpedeNeHue eapMoNUIUDoaanRsly mpebo-
EakLG K NEDEUYNEIN FTAN0E0YHEM Mamepuanas. On COJBpHUM HEROMopEE Yacmusie mpalogaHua & nep-
BUYHBIM YTEKN0E0YHEM Mamepuanan, JauMcmedeakinbie Ud npacun GMP U xacaowuecs ypaenaxus
pOUIaFICEcH U M. M. AeKapCMEsHHLIX Mpenapamos.

0.2 MNpoyeccHiii nogxog

HacToawki cTasaapT HANPaBNeH HA NPAMEHEHWE «NPOLBCCHOTD NOgXoaays NpyM paipaboTre, BHagpe-
HMW A YNYULLESHAM PEIYNETATHEHOCT CACTEME MEHBIMMEHTA KAYECTEA B UENAX NOBLIWEHAA YAGBNETEG-
PEHHOCTA NoTpeduTened NYTEM BLINCAHERNA K TREBoBAHKA,

LnayonewHons dy HELWOHKH POBaHHR CPradIaunm9a O0MHHa OnpegenvTe M OCYILeCTENATE MEHEIHMEHT
BAHOTOUKCTEHHER BIAMMOCEAIAHHLIX BUOCE A8ATENEHOCTH. JeATensHocTy, HENoNsIYIoWan Hecypol 1
YNpaEnAeMan B Wenay Npecbpaiosaikvg BX0000 B BRX00E, MOKET PAcCMaToMBaTLER KaK Npoyece. YacTo
BaIX00 0QHOMS NPOUEcca oDpasyeT HENOCPEOCTEEHHD BX00 CNedyowero.

I
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MpHMEHEHWE B ORraHHI3LMK CHCTEMbI NPOUECCOB HADAOY C© HX MOEHTHDHEALKENA W BIAMMOOSHCTEHEM,
8 TaK#e MaHELMMEHT NPOUECCOR, HANPABMNEHHEIA HA NONYYSHWE KENISMOM0 pEAYNLTATA, MOMYT SbITE onpe-
OenaHbl KAk «sNpoUeccHBR Nogrods.

MpedMyLWecTED NPOUECCHOM NOgXoOa COCTOMT B HENPEQEIBHOCTH YNPABNEHWA, KOTOROE OH 0GR CTIeYK-
BAET Ha CThike OTOENbLHBIX NPOUECCOE B DAMEAX WX CHCTEMBl, @ TAEHE NDH WX HOMOWHAUKK 1 B33KMMo-
OefRcTRMI.

MpH NpHMEHEHWA B CUCTEME MaHeIHMENRTA KI4ECTRA TAKDA NOOX00 NOSHEpEWEaET BAKHDCT .

a) NoHWMAHAA ¥ BEMTONHEHAR TPEE0BAHWR,

b HeohxOQWMOCTH PACCMOTPEHKR NPOLECCoE © TOYKK ApEHAA J0BaBNAEMOR WMMIA LEHHOCTH,

C] QOCTHUHMEHWA 3AMNAHKPORIHHEX PEIYNETATOR BERINONHEHMA NPOUBRCCoOR W oDeCcneYeHna MX pEIYNE-
TATHBHOCTH,

d) NOCTOAHKOND YYHWEHWA NPOLUECCOR, OCHOBAHHOTS HA 0D LEKTUEHOM WIMEDEHKM.

MpHESdeHHaA HA PUCYHEE 1 MOQENE CHCTEMB! MEHSOMMERTA KAa4YaCTRa, OCHOBAHHOH Ha NpOYECcCHOM
MOgEGEE, ANMNOCTPMRYET CBA3W MENAY NPOUSCCamMK, NpedcTaaneHHLIME 8 palgenax 4—8. 37a Mogens
MOKSILIBAST, 4TS NOTPESKTENW HIPAKT CYLWECTESHHYH PONE B YCTAHIENEHKHA TREB0BaHWRA, paccMaTpyoas-
hklx B KA4ECTEE BEXO008.

FMOHWUTODMHT YOOBRMET BOPEHHOCTH NOTPEGHTENel TPESYET OUSHKK MHEDOPMALWKE O BOCTPHATHH NaTpe-
BUTENAMA BRINCAHEHWA W Tpebopanvi. MpreegeHHas Ha pucyHke 1 MOOeNs OXBATRIEAET BCE OCHOBHBIZ
TpadoBaHHA HACTOALWEND CTAHANTA, HO HE NoKAsEIEaET NPOUSCCH Ha JeTaNbHOM YDOBHE.

MprameyaHse — KpoMe TOMD, €0 BOSM NPOUEcCEM MOMeT BalTe NPUMEHeH kN oPlan — Do — Check —
Aots (FDCA) Luen FOCA MOo¥HD KRATHO GNMCETE TAH

- NNAaHWpoeasde (plan) — paapaloTia uenel 4 NPOYECCOE, HEOBETANMEl% ONA OOCTHEEHHA DEIYNETATOR B COO0T-
E2TCTEAM G TpeBoBEHMAMM ROTReBMTENad W NONUTHEDR OPrasdIauH

- ooyWecTeEneHke (do) — EHEgReHWe APOUECC0DE,

- NpoEepka [check) — NOCTOAHHES HOATPONE M MAMEDEHWE NPOUECSOE W NPOSYHU®H B CRA8HEHMW C NOMW TREDR,
UEnAMK 1M TpeDoBaHWAMHK HA NPOOYHU@N 0 cocbuesne o pEIyNeTATAN,

- aefcTEME {Act) — NpHHEATHE DEACTEMA NO NOCTORHHOM Y YN y- WeHH D NOKE3aTened NPoUBCCon.

MECTOAHHOE ¥MYSLEHME
CHCTEME MEHEDMEHTA KAYECTBA

NOTRE- NoTRE-
BWMTENA BUTENM
R P
- ¥OOEMETED-
MEHEDHMEHT HEMEP',EH”' ..... s - R OCTH
PECYPCOB BHAMS
W ¥IMyHUEHKWE
Troetis-
BEHMA Bxag __r NPOLEGCHI
HHZHEHHOMD LWMKNA
NP YEL M %
YENDBHRE Qb0 wEdErHE
i [ RTENEAOCTE, A0AERNROWER YSHRODTE
s FlOTOR WedDpAELWA
FucyHor 1 — Mopens CHCTEMEl MEHEGEMEHTE KA4BLTEE, GCHOBAHHOW HA NPOYSCCHOM NOGE00E
[MCO 9001:2008]
W
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0.3 Cepaakc WCO 9004

MCO 9001 w MCO 9004 aenaioTcs CTAHAARTAMM Ha CHCTEME MEHS OKMEHTA KAHECTEA, KOTOPRIE O0MN0N-
HAKT OpYT AFYra, HO WX MOMHO NPHMEHATE TAKKE HEIABWCHBMD,

MCO 9001 yocTaHaenuaaeT TPeOORaHWA K CHCTEME MEHEZMMENTA KA4ECTEA, KOTODLIE MORYT DblTe
WCTIONLI0EAHE ONA BHYTRPEHHE0 NPAMEHEHMA OPraHMIaunaAMK, 8 TAKKE B UENAK CEpTWCAKELK M MW 3aKnK-
HEHWA KOHTPakToR, CTaHgapT HANPaBENeH HA DesyNbETAETHEHOCTE CHCTEMBI MEHELEMEHTA KaYecTBa NpW
BuINSAHEHWA TpedoaaHki noTpefuTened ¥ COOTEETCTRYIWME 3aK0HOOaTeNeHEE W ADYTHY 00AIaTENbHEL
Tpeboparua,

Ko Bpemed NyGndEauky ctangapta MCO 2001: 2008 ctangapT MCO 29004 RaxoaMnca Ha cTankm Nepe-
choTpa. Hoeaa sepcua VGO 9004 6yoeT cogepwaTe PEKOMEHOAUMK ONA MEHEOMMENTA NO OOCTHEEHHID
YCTORHWAOro Yonexa nobol opradd3auKdik B CNoxHoR, TpeboeaTensHol W NOCTOAHHD H3MEHAKLWEBACA Cpa-
fe. MCO 9004 npegeragnAet FONes WHROKHA B3rMAD Ha MeHeHMENT kadecTaa, e HMCO 9001 oH Haye-
NWB3ET Ha yOORNETEODEHWE NOTPEDHOCTER W OXWIaHHA BoEX AAWHTEDECOEaHHBIX CTOPOH Ha OCHOBE
CHCTEMATHYECKOTD W NOCTOAHHOM YNYyHWeHWa JeATeNeHOCTH 0pradniagidy. CaHako 3707 CTaHgapT He
NpeaHasHadYed ONA uened cepTAOMEaLAH, 33KNKYeHUa KOHTSAKTOR ¥ BINCNHEHWA 08A3aTeNBHEK TRpeho-
BAHMA.

[WMCO9001:2008]

0.4 COBMEBCTHMOCTE C ARYTHMH CHCTEMAMKM MEHEOKMEHTA

MpW paspaBoTie HACTOAWEND CTAHOAPRTA A0NMHOR BHAMaHWe BsiN0 YORNEHD NONOKEHMAM
WMICO 14001:2004 onAa ynyqWeHMAa CORMECTHMOCTI 3TKHE O8YX CTAHAAPTOR B MHTepecax coobuecTea
nonsaceatened. Npancsenyde A NoKaaepBaeT cooTEaTeTEME Mesgy MCO 9001:2008 w MCO 140012004

HacTonwni cTasgapT HE COOSpHHT KOHKPETHRX TPebOoBAHWA K OPYraM CHCTEMAM MEHEIMMENTa,
TAKIAM KK MEHEDHMEHT OHOE HE OKEYHEH0ULEN COBO L, MEHEOHMMEHT NPOgeCCUOHANBHOND 300P0RERA i DEan-
MNACHOCTH, DHUHARCOBRIA MEHEZHMENT WK MEHELEMEHT PHCKOB, OOHAKD CTAKOAPT NOIELNAST OpraxKas-
LKW COMMAacoBaTe MMM MHTErPUEDEaTE CBOM CODCTEEHHMYKD CHOTEMY MEHSIMMEHTE KaYecTRa © SDYIHMM
CHCTEMAMM MEHEOHMEHTA & COOTRETCTEYIOWMMEA TpeBoBaHWAMM, OpraqM3aUmrs MOoMeT ajanTUpOBaTL
AEACTEYIOWYIO{ME] CHCTEMY () MEHETHMEHTE OANA COANAHWA CUCTEMEl MEHETHMEHTA KAY0CTBa, COoT-
BETCTEYIOWER Toe0oBaHMAM HACTOALWEND CTaHgapTa.

[MCOS001:2008]

Hacmoswul cmandapm codepsxum mpefcaarus MO0 9007 2008 v dononHumens o sacmusie mopabo-
BAHLA K ME0EUHHEM YNaK0E0HHEM Mamapuanan, Komopeia nolaumMcmecaats us npaawn GMP v adanmupo-
@akki, BCAU IMS Yenscoohpaito, K npouseadomay U KoHMpon Mekapcmesiibix cpedcma.

Wl
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HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

MATEPMANBI ANA NEPBMYHOW YNAKOBKW NEKAPCTBEHHBIX CPEQCTE

Ocobele TpeboBaHHA NO NPAMEHEHKID
HCO 9001:2008 ¢ y4eTOM NpaBHn HagMeKaWeHd NPOXIBOOCTEEHHON NpakTHEH (GMP)

Primary packaging materials for madicinal products.
Paricutar requirements for the application of 150 4001 2008, with reference to good manufacturing practice (SGME}

Darta geejeHds — 2015—06—01

1 OBnacTe NnpUMeHEHWA

1.1 O6wWe nonoXxeHHA

Hacmeaawul cmasdapm yemasaghuaaem mpefosanun & cucmeme Masedwenma kavecmea, kozda
opeaHuIayuy mpedremca npodeMoNCMPULoEa M CAMD CIoCdGHOCME NOCMAaeIATL TeREUHHEIE YIaKoE0Y-
HEE MAMEDUANE JNA NeKapCiMaat sy cpedeme, cUcMEeMamuYdackl OmMaayanwue MmpefoaanuamM nompeau-
mened, @ Mo Yuche HOpMamuekbid mpebogaklisd U mpedosanuas Mewdyiapodkeix cmakdapmas,
KACADYLINCE MEDEUYHBIY WIAK0ROYMALX MAMEDUEI0a.

B Hacmoalen cmandapme MEepmuH «2Ciu 3mo Wenacdofpasnos UCnonkayemos HeodHospammo, Kog-
da mpebogakue keanubulupyemcs amel hpasod, oxe CHUMSemcA rUenecooliaiteiid s 80 opeanusauus
He npedocmaaum doxyMesmupoadano2o Jokal2amenscimas NpoMUEH020.

HacToAuwuwi cTaMgapT YCTaHaBNMBEAST TPEGORAHMA K CHCTEME MEHEIKMEHTA KAYECTES B TEX CNy4Yanx,
KOF 03 OpradMaauna;

) MYHOAeTCA B OeMOHCTPALWK CBOEH CnocobDHOCTY BCerfa NOCTAANATE NPOLYELMID, OTBEYIMILLYD
Tpebopankam noTpebTenad u COOTEETCTEYIOW MM OBAZATENEHEM TPEGOBIHHAM,

bl cTaEuT cEOSl UeNsK NOBRLLIEHWE YO 08NSTEODEHHOCTA NOTPeGMTEned NoCoencTEOM M DeKTHEHD-
o NPAMEHEHAA CHCTEMBl MEHELEMEHTA KAYECTEA, BENI0YEA NPOUECCH] MOCTOAHHOID SE YITYYWEaeHKA, 1 obec-
NeYesHe CoOTEETCTEHA TReBoBaHKAM NoTReBUTENaA 1 COOTEETCTEY KW MM CBAIATENEHEM TPEBORAHWAM.

MpusiesyaH#A

1 B HECTOAWEWM CTAHOADTE TEPMUHE « NPOSYHL@AA # NDEMEHUM TON B

A) £ NpeoHassagsasMon gna noTeelaTena Mne 3aTpeBoEaHHOR MM NPOOYELEM,

by Enwfeis 3a0aHHEIM PRIYNETATEM NPOUECCOR HHIHEHHOMD UMENS.

2 FakcHogaTeneHe e W apyree ofazatencsee TpedoBaH AR MOFYT DaiTe BRIpadeHE KaK NpaRoEsie TpeBoEaHMaA.

WS 9001 :2008)

Hacmoswud cmandanim NoUMEHRemes NoU NRoeEMUDMEan Uy, U220MOaTenuy U NOCHaaKs NeneLYtLix
YAKGEGHHLIX Mamepuanoa ana Nekapcmasiiiblx Coadoma. OH Makse TDUMEMNUA 8 LENax cepmugbukantil.

1.2 NprumeHeHue

TpeSoRaHMA HACTOAWErD CTAHOARTA ARNRKNTSA GOWMMK 1M NESOHA3HAYEHE ANA NEHMEHEHKE BCEMM
OPFAHUIALMAMKA HESAEMCHMO OT X BWOS, PAIMEPE W NOCTIRNASMON NRO0YKLAK.

Ecnu kakoe-nvEo Tpebosanne]A) HaCTOAWEro CTAKOSPTa HENEIA NPHMEHHTE BCNEJCTERE Cnelkdmer
OPrAHKIaLMH 1 B8 NPOOYELKKA, DONYCKASTCA Sr0 HCRMIOUSHKE,

Mpy QONYWEHHEYK WCKMRDUSHAAY JAABNEHKA O CODTEETCTRMM HACTOAWEMY CTAHOADTY NpHeMiehbl,
GEMM aTH WCKNIOYednd noanagaoT nog Tpefopadua pasnena 7 W He BAWAIT Ha cnocofHOCTE W9

MamaHue SPHUHANBHOR

e
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OTEETCTESHHOCTE OPradHkIannn oGecnedqBaTe NPOOYEUHER, COOTRETCTEYIOWER TRpeboBaHnAM noTpednTe-
NEd W CoDTEETCTEYIOWWM ohAIaTeNbH b TReboBaHNAR.
[MCO 8001 2008]

2 HopMaTHBHbLIE CCbINKK

YHA3aHHLIE B 0AHHOM Palgene JoKyMEeHTsl ABNAOTCA HeoBX0OMMEMK ONA NPHMEHEHHA HACTOALErD
cTaHgapTa. 0nA 0aTMpoaatHey CCbINOK NPAMEHAIOT TONLES YEAIAHHLIE BEPCHM HIZaHWA. ANA HedaTupoBaH-
HilX CCBIMOK NDUMEHAINT CAMER NOCN2OHUE WAAaAHWA (BKMN0YaA MOoGLIE MIMEHBHWA K CTAHOANTaM ).

YEAIBAHHBIA HAKE CobINOYHEBIA DOKYMEHT HECDXOOMM INA KCNoNEACEAHWA HACTOAWEND cTangapTa. AnA
OATAROBAHMBIX COBINOK NPUMEHAKRT TONBKD TY BERCHI0, KOTOpaA Dena ynoMaHyTa a TekcTe. [1nA Henatupo-
BAHHEX CCRNOK HEODXOOMMO MCMONEIORATE CAMOR MOCNEdHes MINAHWE OOKYMEHTa (BKNoUYaAR nobkee
NoNpaREA ).

MCO 2000:2005 CucTeMe MEHEDMMEHTA Ka4ecTEa. DCHOBHbIE NONOKEHKA W CNOB3DE.

[MCO S001:2008]

MO 148447 Yyocmbde MOMELLEHLR U CEATIHHES ¢ HUMU KoHMpanupyeMee cpadhl. Yacms 1. Knaccu-
huUKaLUR YUCMOMsl @033VES M0 KOMUEHMPAYLUL ISELUISHHLIX S3CMIULY

OO 14644-2 Yuomeie MOMELYEHUR U CERZHNLIE © HUMU KOKMpOnupyerMee cpede. Yacme 2. Tpebo-
@AMUA K MOMLITOOUREY U TepuoduSeckun ucismanuan dna fTodmespwdenusa MocmoAHNO20 COOTaamcifaUns
HCO 14644-1

HMCO 14544-3 Yycmee NOMEBLEHUA U CEAZAHNEE C HUMLU KONMPpoaUpyaree cpedsl, Yacme 3. Mamo-
St UCTEITTARI

MO 146844-5 Yucmpie NnoMeldetus U CaRIanble ¢ HUML KoNmpanupyembie coedel. Yacme 5 Swcnny-
amayus

3 TepmuHbI W onpegeneHUs

B HacToAWEM CTAHAAPRTE NPWMEHEH bl TERMWHEI K ONpEQeneHks, JadHee B MCO 3000,

B HACTOALWEM CTAHAAPTE NEMMEHEH b TEDMAHL] H ONDEJeneHds, JanHee g ACO 8000,

B TeKcTe HACTORLWErD CTAHAARTA TEPMMH N DOOYELHA » MOKET OIHASETE TAKME ©YCYyMys.
[MCO 8001:2008]

Janoayumensiee MepuHEl i onpedeaasug, Uoionk2yemMLie 8 Hacmoalen chardapme, omHoCAmon
sanocpedcmansksn ¥ npaaunan SMP, opuserumeEr K npou2eodcmey MEDEUYHEE YWTSKOSOUHELY BSITTeDUanos
dngs nekapcmeeMibix cped .

3.7 eoadywHLIl WK a: 3akpsimoe NEocmpancined AR KoHMPoNUDSasHUA 8030 VILHO20 TomoKa.

Mpumeyadus — JauHos NOECMPEHCMED, KER N0SEUN0, CHEOMEHD, M0 ADS0RE0 Meps, J8yMA a2aUMOCaRIAH-
HbIMU daepAMY MaNAY JEMA U HONES KOMHAMA MY, ¥ UCH0TsEVemeR ANA Nepexcds TEQCOHATE UL NEDEMBL BHUR MAME-
DUST0E ADY YCA0aUy cofmedenUa DEATWHHEY YN0eud, HENPUMED. YUSMOMal, TomMoxa sozdyxa npu axode.

3.2 ymeaepmdesnbil HMeowul cimamys commasmomeun.

Mpumeyanue— Coomaamomause Moxem nodmes padamecd HE DOBoM 3mans npouscea (dNA vcxodyels Ma-
mepuanos, 0FA SenoMozantanera cpedome, 0Na YNaKosouHE Y MEMBDLATDE URH fomae0l npodyruu).

2.3 cBopka: CoeduHeELE BMSCITE TEPEUYHLLX YIaKdaoukelx Mamepuanoes (3.35.1) u funw) ux koMno-
HEHTIOF,

Mpuweyanue— TpuMegamy MOSYM CAPRUME cBOpRE YECMED TUTEMoy ANA 3aNaRHedyA annagamas A
UHBERUYG LU YCMAN0EKE T80 UMK ¥0Tavi0s Ane e BE NpedeapumeneHD HamOTHEHHE X WINPULEE.

3.4 agmoMamuyecKkuld wommpons: OyeHka COOMEEMomEaLns, OCYecimanaeMan KonmponbHe
afopydoganuem 083 BMeLamensCMEs YEN0asKa.

MTpuwweyanue— Kosmponshoe ofoppdossHue MOKET SETOVEME 8 Co0R GNMOasNSKMDORNEE KOMTONBH T A
{kaMepE), AaFepHAIS CUCIMBMEl. FNEMBATEVNOERS CUCIMBM Bl & CEAZANHAIE & HUMUT CUSMaME obpalfomygy dautaly, & Makme
dpyeos chopydosarus.

2
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3.5 ecepun, napmus: OnpedelenHDe KONUHECIMED NepEUYHEN YIEKoaouHLx Mamepuanog (3.35.1),
LI20MOAneHHEX 8 XG0E GOH020 LML HECKONLKUY NOCUECE0E U UMEKWLX CManJapmuauposattbie X8 DaKme-
PUCTIUKU U CMabunbHoE KaYSCED.

NpumensHua

1 fra ydoanemeopedud ApoudgademasnHaiy mpatoasnud uny mpetosequld nompeBumens MAgmuR Mo
fGainie pazdensds ae pRd nodnspmud, ofbedurRsuned s ToadHes & eduR e 0JHOE OO VI ALK .

2 FMpu Henpepaedos Toouiaodcmas cepiell caumaamed Jong npodysuuy, ongedenfemsa nubo 38 M85 RORL-
FECMBOM, NUE0 KONUWUECTIEOM, NpOUIBedeHBAEIM 35 FOMSHOENSHR B TOCME R FIOL 808 EH U

AE mpomokon Ha cepui: JokyMesme: o sanucy, damigue npedomaanetus o Npedbicmopul cepuu
(3.5}, axmodan WrihopranLo, CMROCRWVIOCA K Apousscdcmey U KoRmMpama, U obiesyanuile Npochesxuaas-
MOCs [2.63)

A7 HoMepD Copull, HOMaD RapMul: YHukans sl Genmughukamop cepud Wil Tapma {3.5).

Mlpumeu s e — Howep cepul WoKem NpedcmasnAme cobold codemanus Judhp. SYee & (LA cuMsanas,

UEBHM UG CLUDYH LY CEDUM (LAY Tagmiuk) & MoMozanuuy ongedanyme npedecmopuie npoyisodomea u pacnpede-
NEHYUA,

3.8 asinyck cepuu: Fewenus o ewmyoKe cepul {(3.5) dna npodamu wiy nocmaakl ocne oghuyuaasto-
20 PACCMOMpaHUR NPOMoKona Ha cepua (3.6}, coywecmansemoso cnyxbol ravecmeaa (2.47) wnu ugoms,
YonHoModasHsM cyxGol kavecmaa.

3.8 wanubpoeka {noaepka): Mpoyecs NDOSEOKL LAY PESYIUDOSAMNLR [RYMEM CONGCMAATEHUA © 3Ma-
AokKBIN OO0a2YoM) MToUROCMIUY coBdcmaa UaMEDaHLS.

flpuweyss e — Kanubpoaky (nogepyy] MOMKD MEKAKE JMUCENE KAK 0AD ofepalul, Feimadasnussouyy noy
IF0GHHEE PENOEURE JAGUCUMOCTIE MEM DY FHAVEHURMU, TONYISHNENAU C TOMOWLMN COEI0MEs UIMEDEHLA, WL IHAYSHURA-
MU, ApedomSaAnREME MY BRABCMSSHRT] MEBp0d, ¥ COOMESMONEMOLUME NISSCMARMU FHEISHUAMY 3METoHHOED
ofpg3ua.

310 ynpaaneHue uzmMeHenuaMu: JoKkyMERMUDDEIHHOE YIDAENEHUE UIMEHEHLAMU.

NopuMaysHue— K UZUBHBHUARYW MOEYM, & 4SCMHOCHU, OMHSCUMECA USWEHEHUR & ChiDke, MEXHUYSCHUY
FENOBURK, Mpouiendomearaod Baae, ofoppdosasuy, NpouzscdocmasHie s NPOUECCES U Memo0ax USRB a0,

311 uucrios MoMewWerwe: [TOMEWLEHLE, @ KOMOEOM KoMMDOTUDVEMCA KOHLEHMDALUA 108U EHMbX
@aoadyxe Yacmull I Komopoe COORYAEH0 U LENOMLIYeMmcR Makus ofpazon, Ymofsd MUMLIMLEZL00ESME TOME-
Dariie, 08pasoaaHUe U CoXDEHeHUE YECMUL BHYMPU TOMELLaNLS, U 8 Homapow doyaus coomeamomaoLue
REpaMemosl, Maue Kax MaMTepamypa. anaxMoce U JeaneHUe, KoHMAMTUOMOMmes no Mepe Heofxodu-
MOCTL.

OO T4644-1—88, 3.1.1]

312 yucman 20Ma: CREUUSNLENOE MPOCMAaHCMED, & KOMOPoM XOMMBONUDYemcE KOHYeHMPauua
BIEEWEHHEY 8 e03dyXe Yacmuy U KDMOpoe NOCMOOEH U UCaMbIYemcs mak, Ymafs! MUHUMUIUDDES TS
nomadanus, 0fpaloaanue U COXDaNEHUE YACMUL GHYMPY S0MEL U 8 KOMopoM J0yaue coomeamamaniue
nagarMemposl, MaKue Kax MaMTapamypa. anaxsoche U J8aneqUe, KaMmpanuoomes no Mepe Heofxodu-
SAGEIL.

JHCO 14644-7—88 3.1.2]

f FUMBYSHLE— JoHE MOFEM BBk AMEPHMOL UNd 3aXpeimol & RaxadumMLCe Kaw EHPWDU, MER U BHE YUC-
02 NOMEeL BHUR.

313 zazpranenue: MMonadanue NG00 HEXSNAMENEH020 GEWECTEA & MepEUYHEIL yHaKoesYRbll
Mamepuan (3.35.7).

lpumMeusHua

1 Fomoass npodyryda Moxer Baime 3360RIHENE NOCPedCMEaos QUILSSCKDED (MBSpIale YECMULYE], BMUNBoKD-
20 WL FUonDANUECK02e (HANKWLE Suo- U 3Hdemorculos] aosdedomana.

2 J5zpRIHEHYE MOXNEM SOFHURAME 80 BREMA NPOU3GadCimes, ¥IaXos sy, ¥paleHuA & (WUl maarcnopmypoasy o
SUHE IG2ORFHEHNEIX BRIVWHELY CUSM BM, NEpCORERA, ofogydoasaua dra ombops npel, MEMEeDUEN0E. ToMewesUl Ny
KOHMTBOHED0S.

314 wowmponupyesan cpeda: Cpeda, coadanian U IKCIMyamupyeman manun ofoadom, 9mob mosy-
MOQRUDOEaME GOIMOKHOE NONAJaHUe NOMERLUANENLIY 3320AIHAIMLILY G2LLe0ma.
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Mpumevanur

1 Cpeda, kax apesyno, coidaemor u SKENRYAMUDYBMCA Makdm 0808208, amolal XOHMPOTUL0E8ME NO0M 8L U-
ANLHOE AFEDRIHEHVE U TocNedSMeus CRYYSUHGE0 a5iBOCa KUBsiX D DEAHYIMOS .

2 Coomsemomayouud nepensd deanshyA coI0EEM. SOIMONHOCME JhgresmuaRoen FOSMENUR S30030N0HEX
FAEPAHUMEBREU, NpedomED USHUR DOMEHLLANAHOED 3GE0RINEHLA U Nocredomeul cRYYEUR0E0 aadpoca.

2.15 nepexpecmHoe 3azpRanenue: Jazpaadenue (3.13) mamepuana uny npodysuuy Spyaum Mame-
LS LU NEodysigLe .

MpumevaHur
1 Mepekpecmy0e FAACAIHEHUE MOXEM MAKNE HETLEEMLLR CHEW UEAHEEM
2 Cwr f24).

2716 npemenIua nompebumens: Mihopyauus, npedocmasnalHan NompebUmerTe OmHOCLITE k-
MO HEAOCMAMKOR UL HECODMaasmoiand.

TpymMmevanur

1 HugropMayua Moxem negedasamecs § YOmu0D iy MUCLMEHHOD o pwe.

2 Mpeddemon MDEMEHINL MoXE M BeiMma KEYVECITES, KONUVBCRTED LIU YENOEUR MOCMAaKY NENEUWHOEE Rakoaau-
HO20 Mamepuana.

217 dama wazomoanerud: Jama wacmpnnedud odrod 12 Nepabix omadud Npoyecca Usaamoanelus
MTELEUHHOED YIEKGE0OHHOSD MaMEaPuana, Uil NPoUecca YIakoanu, Wid TpoUecca oRoNYaeNEHOS0 GaIMYCKA,
KOmopas Mowem Shime NpedMemon cOERacoEaHu © Iomoabumeansm.

3.18 ominoxeHue: Omocmynnetue om cmasdapmecd paboveld npowedynsr (3.58) wiu dedomayrilie-
20 candanma,

2.158 doxyMeqHmupoganHan npouedypa: MNoouedypa, KOMOPER YOMaROeNeHs, JoRYMeHmansHe
HOPMTEHS, CANKLUGHUDIEaNS, eHadpeNa U COXpanaamen 4 pabades CocrmoaHLL.

2.20 moemopHan npoaepka; JokpMenmansto ogroprmnakios nodmaepxdanue [(3.65) deamensHoc-
ML, PEIFREMaMod LU 3aNuced amopesd TLULoM LY emaopod cucmemol.

MTpuwsmeyanwde— Yaomes mMaseso Npoyececa Nodmaspwdefun Moxem Exme emopas nodmespadauas nod-
Muck g ¥0de MeXHONDAUYNECHOE0 MOHMPENA, NDoUISEdeMSenHER AOKyMBRHMAEYUA U 3aTucy o Ravecmes dnR cepuu, nodnu-
CAHNEE SEMODBM TULOM, LT XOHMO0NE & NTOMOWERD JNEXMPoHAEY Apudopod. Kax noaauns, pespneman s A0emopHod
nooeegky ModNYCRaSH0MER BMaDhid TULOM,

3.27 epox2odHocmu: Mpoednonazasmkil npedensisil CoOoK UCMoNeEIEaRUA,

MpumevaruR

1 Cw. mrakse onpedeNEHYE COORE XDAHEHUA |3 56).

2 3mo, dax NpEeuna, Nepyod, & Mevesue KOMOS0 20 ONUISEMCA, WMO NERSUNHAIL YISKoE0WHA T MARMEOUSR A8mE-
emcA mpuaodass ONA HCNONEI0SARUR B CAYYAE XDEHEHLA Tou onpedenantai FoROSURK, NOGS WE20 OH He JonMen
WCNoTE 308 8M ECA.

222 anixodwol KOMMPoAL: Moisimakus, npoeddubie Ha zomaecd npodykLuu (3.23) A anpedans-
HLUS CODMBemomaus MpelosaHURM MEXMUNECELY YCa0aL,

2.23 zomoaan npodyxuua; Mepoustieid ynaxoeodmnsd Mamepuan (3.35.7). npowedwal ece cmadiiu
Apouraadomeas (3.37).

2.24 wWadnewalyas npouzacdcmeennans npakmuka (GMP): Noouedyokl YIDSETHUR KSYSomacsd U
afecnededUs kavecmaa, LonoNsLIyesse @ Npoyecce Apoulasdcmea (3. 29).

MpumevaHuRr

1 Ou. ongadensHUuR MOHAMUEG « yiTDEEMERUE KEUECMady U «0facnevaHys iavecmeas & MO O S000: 2008 (3.2.90
w3 A1)

2 TpefpaanuRr v nadnexawel MpoulsodCMaeHHoD NPABKMUKE & ADMEYEAMUYECKOL NOOMElLITEHHOCMY poma-
HOSNEHE 8 CMEH0S0MTE RO 0B CNSUSHUN KENECmas (oa. [24]).

3 Tpefpaanur Hednerawel FoouigodcmasHHold nparmusu [BMP) dnR Mamepuancs NepeuyHON KNEKOEKY BETH-
USHIT, MOMUMO HEFUGLA Nodx0dAWE20 NEDCOHANE, NOMBWEHUG U 060D rI0EaHEA, HANWYYE CUCT BME MERedMeHma
HAWECMEd. XOMODSA BATHYASM ROMMIONYDO8SHUS NOCH PTAMWEE0 UCEodRoE0 MAMBPWAENE, UIE0MOSNEHUE, HENWNLE
CODMEBMEMa0w 80 JoKPMeHmMmEYLY, BaINGTHEHLS CEHUMAIHG-A42ueHueckuy Mpelosarud Ha Npouzscdamae, KoH-
Mpons E0MOoaod Npody UL, 3857UE0 O DEaNYISLUY, DACCMOMEBRLE XAN08 U CEMOKOHIM 0ORE.

4 Moramur GMP U mesyea Hednaxayas npousecdemearHan nparmura (eGP | paarcsrayns. Memoduvecxkue
FEAIGHUA B MP RocroRHRD AKM YaNYFUSYRMCA 8 COOMASMOMELU C MEHAKW UMUCA MEaloed HUAMY COB0BMEHROED YOOE-
HRDASEUMUA. 3o U RBUEEN0 K TORENEH UK MepMuHs cGMP, xomopsil ukoeds venofedyemor. TapMayeam uueckan noo-
MElUASHHECME ADedNoNaa8em, Yo OD2FHEIALUL NOUHGMABNM 80 SRUMENUS Mexpuue GMP a8 cecul MOSMOAHNGC
COEE 0 BHEME YL UXGR MDOE0aMIfa%.

4
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325 odnopodHocme, 2oMOSeHNoemE: EQuroaipaiue adaderud xapasmepucivuy Mamepuana dna
a0 oAPedeIeHHOSD KONLYaaman.

fpuweyss s — D0nopodHocmes MoRem einiemes sdydoolipeiuve #amepuanog ung onpedanesHais KE05H-
FEQUGHTUY MAMEpUanos ocolol 3HaVUMOCnTU.

J.26 konwmponk 8 npouecce npouzecdomaa; Jedomeus, npednpusuMasMsie @ xode npouiscd-
CIMBaHHOZ0 Apouecca, dNR NPoEepEy CoODMEsmomaus noodykyuy MpedLaangaMbix & Hel MEexXMUYeoKLY
mpefoganull.

NMpuMeusHuA

1 fra smnonyesys mpebosasyl & Apodysyuy Mozpm fompedossmecd NpoUeccsl MORUMODNHEE U RENS0KS
cpedoma npouasodcmas.

£ Honmpone okppsanoweld cpedar une obopydoesRua MOKEm MAKKE DECCHMAMOUSSMECA K57 90T KOHMDONA &
Apoyecce npoyrecsdomad.

327 nomyghalSpuxam: Mamepuan dnr nepeuynod piakoary (2.35. 1], npowediivd HekomMophig, HO HE
o8 cmaduu NpouseEcdcmes.

flpumeushue— Nonpdedpukam mpebyem danedeliwed afpsbomsay. noexde e CMETs 20MOE0LH ADG-
dyryued.

.28 ovucmka AUNuL: Ydansnue goaso, Wno ceflant o npedeididue Aoou3acdomaaiibivg LLIRoM
(MooAIEKa NUMLLU].

ApoumewsHee— Kay Npasune, uucmya guduy npouisodumens do ovepednogo RpouiaedomessHoen UURNS
AnA ngedomepsweHuA MoBod owulky LU Tepespecmqoat 2a2pReHUR. Kar npeauna, mpedyemor, smobs npouseod-
creesdHos obopydoBaRue (AUHLUA] U CODMBRMEMEYWUT padouul yWasmor Sy MOmHOCITes CHUWLSHE OM BCAY MEME-
puanoa, emxodod. Apodpayuy. elipazyod, JoRKYMEHTIOS U M. R, KOMODeE YoRonLs08anuce & xode mpadeldyesn Moows-
sodcmeerAoesn Yueng, do s5e0ze Mamepusnos, obpaiuos npodyryay, doxypeeRmoe v m. a1, reodroduMel s 0R8 eSS
CRedyWL B0 FROUIBCACMESHROSD LUKTE.

J.29 uasomoanenue: Bog oIepayul Mo 3aKynxne Mamepuanos, GiIYas Mameapuaiis 3 nepauyHod
prawoau (3.35.1), npouzeodemey (3.37), ynpagnesue kavecmaos [3.38), esnycry. kxpaneslio, peanuaaluy
ROG3YKLLL U CEATAMHEE C HUMU cpedomaa WIpaenesus.

J.30 nexapemeenioe cpedemean: Mobor BEUWECITES WU COYNMMaNUE Belecma, NpedHasnayalkoe
Ana NEYeHLS WD RDOURaKkmUKL ¥ el LD UEOmHbix.

NpudmeuysHUA

1 Modos oW ecm 80 WK CONEMEHNE SELIBCTTE, BA0dUMOE SEN0SEKY WL HUSINTTHEM & JUASHOCHT U CEUML K8 NA-
MU UnU AR e0CCIAHOAREHURA, KOPDSKMUDOEND WY UIMEHEHUA DUILLTOSUIECHUE O PRFULL YENDEEKS LU MUSOMHEN,
Makwe DECCMAMOUAsSMoR KaK TeRapemeatnog coedoman.

2 Cm. f24].

I fexkspocmasHHbie COE0CM 858 MOEYIT MAKKE HEILISAMBCA DEIMELBE MUNECKUMY UMY DEKS0CTESHHEML NEBNE-
LEMEMU. GET0 VAR MPodysuuse, ModEe02EM0L LR KNUHIYECK M USCRe00aaH LIAM,

331 opsarulayun: Mpyina AUy U cpedcme © YomanoenanHesMy 08S2aHHOCIAMU, MOTHROMOY LAY U
EIAUMOCERIAML.
GO 2000:2005, 3.3.7]

n pUMBNSHLUE— 8 racmoalen Dﬂ?&ﬂ-ﬂ'ﬂﬁm& QOEFHYIIUUA MPpAXRyemoA K¥axX FoMTaNUA. J3a0masnuseinllyan
Mamepuyane dna MEEAUYHEE YNEKOBKL.

132 nodsomoaka NeYyarmyoso oplasusana; Boa nodeomosumentsHan pabomsa do nesami,

Mpumweqanue— Cwds OMHOCUMER KORUENMYANEH0E DEWEHEE, JU380R, 2PaEUYBCHOE UCTOTHEHYE, DEmDo-
ADAMUR, MRBHKA. UZ2DMOBNEHUE NeVamuEeD JopME, WankempahafemAsa NeUame, YUDPOERE (DEONE U WALDMOHICU-
e,

J.32 3a nepedenamu mexHudeckux mpeSosanul: PeayneMame! vensMaHul, He omasyaniiue
MpEGOEAHLAM IMEXKUSECKUY Yomoaun {3.57).

J.34 aymcopcuMs: BeinNanHeldle ereao LU 4acmu npouecca doypaod opeaduzalued [3.3.7).

fpuweysH e — AyMCopcube YAOMo Hedkeasm cyfnodordor (oM. onpedenakuse Mepsuxa noyiinodprduus
(GE1)e).

J.35 ymakoaoyHbLIe Mamepuansi

J.35.7 Mamepuank GnA nepauyrol ynakoakl! ¥NakosoyrsEs Mamepuans!, Uonankayersie g hap-
MANSAMUHECHOD YIancane, KNopan codepmum, SaomMemUuIupyem wil ucronbiyemca dna Jodupoaanncan

=)
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ApUMeNENUYs Meduxavesmna Ny kaxodumcs @ HenocpedomasHHoM KONMAaKme © NeKapcimackibsiv
CoS3Cand.

Mpuwmevanur

1 Mpusmepsido MEMELET0a MR MepEUWHDS YITSROSKY MOSFM CAFMUME CMEeRNO, DEFUHE, MTACMMBCCS, BNAMU-
MU, ANeHKe, hoNe2s, CREUCTED MTSCMUN. MORSm HoT0NLI0EaMecR COUET SHNE DAZMUNHAL MATO0Ua NS KOMTOHEH-
Moe [HENDEMED, WAPWLE, A30030ReHE e Banmose!).

2 Hacmorwed cmaddapm DECAPOCMPaNASMER MAKKE Ha MAMBPUANE, HaxodRWueca § HenpodonxumensH oM
HORMERME CASKADEMEERHEMU COE0CM BEMU [HEMRUMED, NUTEMEL U WMpUys ).

3 Ha nepeuiHEe FTSN0E0VHAIS MEMESUSTE MO2YM HEHOCUMACH T8 VAMHSA uhopMBLUTA WIL JeRoDamueHs 8
ATEMEHT B

3.35.2 mamepuansi Ona emMopUYHol ynaxkoaku: ¥NaxoeoYHsle Mamenuans, He ECMyTanwue 8
KOHMAKT C JGHapCmesiHbii coadomactd, HanpuMep KapmokHbpie KopodKL © Mercmon o §a3 mewcma, Jmu-
Kemil, SoOWRoDKL Wl erAadbitll (LY peknaMHele Aucman), cbepmiy U koldmelveps ANg MpaHIumRex
TEpEa0IoK, Makue KaK CHNadHBIe KaDMoHHEE KODOEKL.

3.36 ecmoMozamensiibie cpedomea: Mamepuankd, cnocoScmepiollue peanu2aluiu npoyeccs.

Tpuseyas e — JeHHaE MIMEDUENE! HE GXAIOHEHS B MENHUNECKUE Moel0saHud ¥ npodyauia o Mo2ym
feime pdansHs Ny ulu do okorvamenakol ofpsdomed.

Mpumep — Cpademes, cnocoboMayoilye DETLEMy NpecC-thopMel, caHaMelld aoidyx, MexHONOZUYECKan
MOOKEMHEA CMBIHE.

3.37 npouazsodcmen: [Tpoueccs)l, NEUEcOAWNE K ROAFHEHLIC MAMepuanos AR Nepauusod yianoeakL
(3.35.7).

Tpuwmeyanue— 3munpoyeccs 0B0SIF0AT NETHLD ToousendcmasHAE ] LuKR, HEYUHaR oM ToueMiu usxod-
Hbid WA BQUSTOE, SXIONERA TOpapaliomyy, YIaHoasy U JAaLaHuyaar momyuesUeM somosod npodyryu.

3.38 npouecc kaanughurkaguu; Mpoyece, nodmespxdadul ciocobRocme BeITOTHAME YCManoa-
neEHHEe mpebogamun.
[ACT 90002005, 3.8.6]

Mpuwmeyan e — KsanupunauuR o Bancdayya |64 oxaamaissnm NDoekmEYD KEaNUDURALUN, FEMEHoaTY-
MY MBANGDUKSLUAY, REATUTUAEYLD FHNUUCHYDOBEHUR, MPUEMO-COSMOUNEIS UCRBIMSHUA HE FOEARDYAMUY U Keanu-
DURBLLIA SKCANYSMAYLY, 8 MIKKE MTOSMoDHYD KBaNUGULSYUN & PoSmopryse eanudayuwn mo Meps wectrodumocmy.
3ma JEAMENEHOCTE MOKEM MEKNE TPoE0dUuMECcA 0OHOEREMERHD NYMEM 2pyRTUIORAHLR [MAMDUYHER sanudayun) o
{LaL | pEmpoCTaRmUuEHa.

2,35 ynpaanesue kavecmaom: Hacmbk MeNedRMeHma KaYecinad, HanpaananHans Ha GhINONHeNIS
Mpedoaanull K Kadecimay.
MCO 8000:2005, 3.2.10]

i DU MEey ANy e — ¥IpagRerus Keiecmaos AXNAINEEM NRoEedEy GG MECTYBOASHLE BAINONHEHUA MEeXRIVac-
KUA ponoeud.

2.40 kpumuvyeckoe cocmofHue kaveemea: MNokaiamens, GRUAKHLLE Ha Kavecmes dng nepeuyHal
yRaxkosky Mameapuanos (3. 35.1).

Mpuweyayue— Mamepuan. onegeuuf WU peRosus REoLescs, mpefoBaduR /@ UCRENM SHUAN Wiy motee dpyp-
208 COMTESMCMERNULE NE0SWMEMDE MIZFM DASCMAMPUESMEBCHA KSK XOUMUNEBCKUE § CAPYAS, BORU HEBAINGRHEHLE mpe-
BoasHy0 & WM NEUSSOWT ¥ CpW S CMESHHOMY Fue iy,

2.47 enywba kavecmaa: Oo2aiusauuonHog Nodpasdensdus, KXomapoe Hecem omesmomasHHOCTIE
3a 05eCeverUe Kavecmea U WIDIEASHIE KaWECTIEoM.

Tpwseyasde— CNpaba KAIECTad Mosem ConmoAme Ul omdensye nodpazdanasuld no obscnsusHURD K5-

HECATAA O FIDASTEHUK KEMECE0M UK 43 0dHGED NUUA (20KFANEN AUk & JASUCUWOCMIL OM DEIMBLR0S 4 CMpREMyDe 0pea-
HUZALLL,

342 wapanmur Cmamyc Mamepuance uwi Noodykliug. U3oaupoeanEsix 0o BHHECENLUR paekus of
tx mocnedpowen odofpetuu Wik nocnedyoweld ahGpancas.

Mpuwseyanue— ModRspasmunEed MEMSDLAER, K85 ROS8WN0, CIGRUDYEMCA GUILYECKUM LAY UXeM e lom-
BBHHE CRocoBom.

2.43 peanuzaygus; OO0 Mepdul, DEERMEEA0WLET 808 NDOUECCH], MpebyenMbie 3ns docmusells
HEobx0IUMOS0 DEIFNEMATE O NEOSKMUDoaaHUA S0 NocMasyy NEodyKLLL.

&
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344 conocmaanedue, cagpka. Cpaanasue Mexdy obeMonM 20mMosal NEodyELULL MEODSMUYECKY U
EAKMUYECKY SLIMYLLEGHKOT LMY UCNANE2YeMol, © YHemoM HODMaNLHOD 8apuaLuy.

fpuweyss e — Cpaghenue npoaddumcR ¢ puemoM omiodoes, 08paiyce o d0paux MOME0LE, ROUCYWUN Apo-
LB CC).

345 aoccmawnoanerue: OSpafomea uau noemopsas oGoatomia Mamepuanos NepeuysHol ynaxsoant
4na aeinonHerUs Mpefosanid MEexXMUSECKLY YomoaLd,

3146 zabpakoeaHHbil: Cmamyc ycxodibix Mamepuanog [3.59), acnoMasamantibix coedoema [3.38),
nompehatpukamos [3.27) unu somaosol npodyRyuu [3.23), peaynemanisd UCNLIMatUs kKomopbix He ydoanein-
GO0AKNT SOHOMY LWL HECKONBKUM MPeSoeaHual MEeXHUYECKUX Yonoeud (3.57) U Homopme yomaHoaneis
(obamna cnywbol kavecmaa (3.4 7)) renpuecdHbimiy Sna LeNATEI0ESHLA.

347 apibpakoaxa: [Tooyece YemansaneHUua, asinoaxaeMell obskye cnywbol kavecmas (3.47), mazo,
YUMo Uexodneie Mamepuanes {3.59), scroMosamenesnsie cpadomas (3. 36), nonpdabpukamel (3.27) unu 20ima-
gan npodyruua (3.2 3) menpuaodtsl ONR UCNoNsI08aKLA.

348 noamopHan oGpabomka! Meemopakue Yacmy MEXHONsaLYeckaa0 No0Yecsa.

Npumansnee— Npodorsesus S5CMY MEXHTOZWYECKEED MPOUECCE NOCNE MOED, KK XOHMPORE 8 NoOUBLoe
AoousEodcIER ROKEISN, YN0 JaNHSA YACTE TDOUSCCA HE 2E8E0WEHE, RETASMCA HODMANEHOL TDSKMUNOGT U HE M HG-
CLUMER K NOEMOopHOL obpaBmmye.

349 apxuensie ofpazuk:, apSumpaxHsie obpasyel: Mamepuans wiw aomoean npodysuus (3.23),
xpanumse AN Srdpeso coagHeEHuA.

Npumeyarye— 3myobpeiys obeayo omBupawmea & docMamovHoM ROMTUNECITEE U KpaHAMER & onpede-
NEHHEE YCADEURE 8 MeveHue 2adaNH020 §peuery AR ToCedy Ol Ba0 CORBHAHUA.

A.50 aosepam: MNpoyece oMipasku Mamepuanos 4na nepauykol poakoexy (3.35.1) obpamug & opaa-
Huzauyuw (3.37).

351 nepedenka: Jelicmeave, MOedNDUHAmMOoE § OMASWEHLL HeCcoomaamomayowed npodysuuy daa
moeo, 4mabil oM COMMaemcmasaana moedoaaH uamM.,

GO S0 2005, 3.6.7)

fApumaensatdue— CopmMmupnsks MOMaM JSCCMANMDUSEMLEER X¥ak NapedBnka.

J.52 amanuz pucka: CLUCMEeMamuYyeckos UCNonsE208aHLe UHDODMaLLL AR BLIRENEHUT OMacHoCIm U
KAMUHECTEEHEO0 OLSHKL PLCKS.

TPysosodemeo HC OAMBK 57:1938, 3.74)

352 ouewnka pucka: OGS NpOUECT ananuza pucka {3.52) U oueHuaasus pucka [(3.54).

Pysosodemeo HCOAMIK 51:1338, 3.12)

3.54 ouenueanue pucka: NMpoyedypa, CCHOEAHHAR KA ananuze pucka (3,52} dna onpedenesusd Mmoo,
docmuznym AU donyemumel YOOo8EHE DUCKE.

[Pyxoeodemen MO OMMIK 51:1996. 3.71]

355 seHedwMaHm pucka CUucimeMamuyeckog NpuMeHaue NonumuKy, npoyedyp U NDaKmuyackix
rMemodos MesedRMeHMa ONA DeleNLT 2833y aHANL28, OUeHUEANUS, WIDEENeNLS U MOKNUMODUMAE PUCKS.

CO 149712007, 2.22]

J.56 cpok xpanwenuR: Nepuod aperMeny, B MEYBHLE KDMODo20 Mamepuans dna nepaudsal ynakoasu
(3.35.1) donsusl CODMaaMomMEnEans MPebosaHLaM (MEXHUYECKUM YOMoaUAM) Npu xparesud nou onpede-
NEHHBIE YOIGELUAN U N0 LCIMayeiue KOmapoao Mamepuans! He SomyHed Uonons308ameos.

Mpumayasue— O Makke cpox 2odwosmu (3.27).

357 mexHuYeckue yonoeus: Joxyidanm, yemadaanueasiuld moeboaaniug,

GO S000:2005, 3.7.3]

358 cmawndapmian pabovans npoyedypa: CankluosLpoeatHas JokyMermansqo chopneHHan
npauedypa wuny pRd npouedyp, UNCMPYHLUGT 10 @ENoRHERLI0 PaBomsl o Ucnemanul, LCToneEIpemMsix @ oa-
wecee npouasodomaa [2.37) U ynpasnesus,

259 wexodnbil aramepuan: Chipse, KOMIONEHTEL, GEWECITEE, UOMoNLIYeMele 8 npouzeodomee
Mamepuanosa dna nepauyHRod ynakoeu (3.35.7).

JED cmepUunbHOCTL: OmMoyMoMans KuaHacTocdbrely MUKDOODDEEHUIIMOE.

FACO 749372009, 3.26]

61 cybnodpaduuk: Toemea cMODoKs, KOMODaA BEIMOTHAEM YACTTE UL acid DaSomy Mo U2s0moans-
AU Mamepuanad dnas nepauykod ynakoaru (3.35.7).
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3.62 ofpaGomka noaepxHocmu: Nooyecs, HANPEENEHHEIN N WTHWENLe NOSSoEROCTL Mamapua-
N0E ANA MELEUYHI ¥aKoaKy.

Mpumep — Mokpeimue cumuronos wny dpyeaR ofpalomya SHYMPEHHUX CMEKIAHHLIX AOaepXHochTed,
MOMDEIMUE BHYMDEHHUY UL BHEWHUE NOBERXHOCM el CIMEKAANNEIX KOHMSGHEpoe WAL PeIUHoaLEs demaned.

2.63 npochexusdemMocmb; BoaMomHocme NDOCAeduims Apedeiciopuis. NOUMSHERUE AL Macmong-
xowdenus paccKHampuaagidoas obLakma.

MpumevwaHuR

1 I'-I':ICIG.I'.‘EI.H-! UGEEMOCTIE MOUMEHUNTERLARD H’.ﬁ‘pﬂn’j}'ﬂ'uuu MOAEMm OMEDSUMELR K

- A DL CEOMOEHL MamMepusmod U /o8 ITE XTI PO X

- npedeloMopul ol gatome;

- A E“ITIF'E@EJ'IEH LA U MECMOHAX0N e HLIAD ﬂpﬂﬁ_l.'.k'n'.tul..' ToCnE NoCMassd.

2 Bobnacmu Memponozsuy npusams onpedenarue. npuaadenios a VIM — 1893, nodpasden 6.10.
JHCO 00020048, 3.5.4]

2.64 sanudayun: Modmaepwderus mocpedcMacid Npedomasnelus obberMUuEHEY ceudaemensome
Mo2a. Ym0 MpeSoearua, NpedHasiadYertsig dna KOHKPEeMmR020 NpednonasaemMo20 UoNocns308aMUSA LY mpu-
MENSHUS, BLIMONHSHE!.

[ACO 9000:2005, 3.8.5]

Mpusmeywanwue— CM NpuwsisHue ¥ 338

3.65 eepucpurkayun: Nodmeepwdesus nocpedomaon  npedomasnesus oSbermuasbly  caude-
MENECITE MOS0 YN0 YomaNeanes e Mpeosarus Ghinu eiioaMeHs.

MpyMmevaHuR

1 Teptuy ve8 pUDUUUEEEaR0 s yenonesyemod Ane cloIHEYEHTA CODMBEMEMEy L S0 CINAMYCA

2 Mpw pazpasfomys u NpoekmMupoeasly aepugdhuksyur noedomaanfem colod NOOLBET VIPUEHUA D83y ReMamos
PACCMEMpusasMEd dEAMERaHICMU C UENEA FOMARDTETEHUR COOMASMaMBUR ¥NOMALYMCH JERMEeNEHICMY 350 2HHAM
mpefoasHUAM.

4 CucTema MeHeKMEeHTa KavecTBa

4.1 Obwme TpeboBaHKA

Opraduiayna gomeHa paipaboTaTe, J0KYMEHTHPOBATE, BHEOPKWTE W NOAZEDHHEaTE B paloyen cocTo-
AHWA CHCTEMY MEHEDKMSHTA K3YECTER, NOCTORHHD YNYYLWATE 8¢ PaIyNbTATHEHOCTE B COOTEETCTEWA C Tpa-
GOBAHHAMMK HACTOALLEMD CTaHOgADTA.

Dpraduiayia gones-a

a} oNpegEnsTs NPOYEcokl, HEoBXOdWkMEIE ANA CHCTEMBl MEHEAMMEHTA KIYECTES, W MX NPHUMEHEHKE BO
BCEW Cpraddaaun (1.2},

b} onpegensTe NOCAEJ0BaTENLHOCTE H BIAWMOOEACTEHE ITHY NPOUECCon;

C) ONpEeaenaTe KPHTEPHA U MeTodk, HeobxodHMMeie Ona ocbecnedyeris peayNeTATHEHOCTH KK NPK ocy-
LWECTAMEHWA 3THX NPOLECCOR, TAK W NPK YIHPARNEHAH A,

d} obecnedyBare HanWY[Me pecypocoB M MHhopMaUKK, HeoBXoduMEx NS NoQOepHaHuA ITHE NPOUec-
COB M WX MOHKTORWHME;

B} OCYLETTENATE MOHWTOPKHHT, HIMepEHME, TaM, TO8 3TO BOIMONHD, ¥ SHANKWE 3THX NpoUSCcoa,

fl NPUHAMATE MEDE, HEODXOOWMEE QN8 JOCTHHEHWA 3ANNAHAPOBAHHLIX PEIYNETATOR M NOCTOAHHOMD
YITYLLLEHWA 3THX NPOUeccon,

g) oxapakmepui0aeatih cE0r OG0 NaNUMLUKY, HaMepenud U Nodxod ¥ obecned el Ui kayacmaa npo-
QyRLLILL

OpraduIayna GorkHa OCyWeCTENATE MEHEIMMENT NpoUaScCcoR, HeoOX0OMMEIX GNA CHCTEMEl MEeHe-
KHMEHTS KAYESCTEA, B COOTEETCTEMH C TpeboBaHKAME HACTOALWETD CTaHZARTA.

Ecrni opraddiauqds pellaeT negedate CTOpOHHER OpradMIaL[y BeNcnNHente kakoro-nubo npouecca,
BNWRKLLEND Ha COOTRETCTEME NEOAYKUKKA TPREoRAHHAM, OHA GONHHA 0SeCTEYHTE OO CROEA CTOPOHE YNpan-
MEMHE TAKMM NpoUeccon. Bing M cTenexs yNpaene HWA NPoUECCamMi, NEREAAHHEIMA CTOPOHHHM ORraHHaanm-
AN, GOMEEHBl ObiTh ONPEASNEHE B CHCTEME MEHELEMEHTE KAYECTER.
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MpuumeyaHea

1 ¥NOMAHYTRIS Beile NPOUECCS, HEOBX00WMBIE ANA CUCTEMBl MEHEIHMEHTE KAYUACTEE, BEKNKHAEDT B caba npo-
UECCe YNPEENSHYECKOA QBATENEHOCTE PYROBOACTES, OB ACNEYEHAR BPECYRCAMM, NP0 USCCH MHIHEHHOMD LHENE NPogyE-
LMK, A3MEPEHAA, SHANWIE W yNYSIWEHHA.

2 Mpousco. NepegaHHEE QPYIOA CPraHWIELMK, ABNASTCA NPOUScooM, HeodxoanMel M QNA CHCTEME MEHBLEMEH-
T2 OpPraHy3auM k. Ho No 26 Bopy OPrasMIaune BENONHAEME M BHEWHER JNA Hea CTOPOHOM.

3 Ofecneqesue yNpasneHUn MPOLECCEMY, NEPEOAHHEIME CTOPOHHWM GPTaHW3ayHMAmM, He oceolosgaeT opraHm-
IBUMK OT OTEETCTEESHOOTH 38 COOTESTCTane acen TpeBoeaduas noTpeduTenedn « ofRzatencHsimM TpeboBaHRAM.
Baifop E#aa M CTENSHW YAPABNSHWA NDOUSCCOM, NEPEJAHH bW CTOPOHHEA OPTEHMIALWH, I3BMCUT OT Takns HaLTopos,
CETS

A) BO3MOWHOE ENUAHWE MNEPEGAHHGTD CTOROHHAM OPrEHWIAUMAM NPpOUECsE HE cnocolHOCT: OpPTaHM3aLWM
NOCTEENATE NDCOYELME ., COOTEETCTRYIW YR TpelosasAn

bi CTENSH: Y4ACTHA @ yNPAESNEHHA NPoOUECSTOM, NEpE0aHAEM CTOROHAE A CPraHH2aLH~;

C] BOAMOMHOCTE ofecnedeHni HeohxoguMOore yNpERNEHMA NOCPECTEOM NEUMEHeHMA Tpeboaasun 7.4,

[MCO 9001:2008]

4.2 TpeBoBaHWA K OOKYMEHTALWA
4.2.1 Obwme NONOKMEHHA

OokyseHTAUWA CACTEME! MEHSIMMEHTA KIYECTE QOMMHAE BNOYaTE B CeBA;

) OOoKYMEHTANEHD OHOPMOEHHLIE IAABNEHUA O NONWTAKE W UENAx B obnacTe KasecTea,

b pyKOBOOCTES NO KAYECTRY,

C) OOEYMEHTWROESHHbLIE NROLEOYDL! M 3ANWCH, TPEGYe Ml HACTOALMM CTAHJAPTOM,

d) DOEYMEHTLE, BEMIOYEA 3ANWCH, ONpegenetHbe 0pradiiayned kak HeoSRoguMels el gna oSecneye-
HIAA 3ch K THBHOTD NNAMKPOBARKA, OCYLLECTENEHAA NPOUECCOB M YNPABMEHKS WK,

MpunmeyaHea

1 Tam,roe 8 HACTOALIEM CTAHAAPTE BCTREEETCA TEPMHH « OOHYMEHTHPOBEHHAA NPOUEQYRas , 3TO 03HEYEST, 4T
npoyeaypa paipaBoTanda, OOKYMEHTANEHD OMOPMNSHE, BHEJDEHE M NOGOepH@EaaTeA B paSoMam cocToaHuy. DgwH
AOEYMEHT MOMET COAEDHAaTE TRefoEaHEA oqHOA MNxe Bones npogeaypel TpefoBEanue o HENWYWKW OCHYMEHTAPOBEHHSA
npoyeaypel MOoxeT BT pRANKHINEAHD BONSE 488 OOHAM JOKYMEHTOM.

2 CreneHs QOHYMEHTHDOBEHHOCTH CHOTEME MEHEQRWMEHTA KYECTES OOHOW GPTEHUIBALW A MOKET OTNWHATECA OT
CTENEHW GOKYMEHTUROBEHHOCTH GRYMOW B 38 BUCHMOCTR:

A) OT pA3IMERA OPrEHMIALHMA W BMEE ABRTENEHOCTM,

bi OT CAOEHOCTH W 233MMOLEACTENA NPOYECCoE;

C] OT KOMMNETEHTHOGTH NEQCOHANE.

3 NoryMesTauuA MoweT GelTe B Aol @opse W Ha NRGoM HOCHTENS

(WSO 9001:2008]

Mpuweusnue 4d— JopMedmupoasHEE S REouedypal UHOMoEMLLY NG NO0Esd8 HUW DES0m e, Uonkmanul e
WenAx MpouzendCMEs o PRPSENEHUA, MpelyeMeie HECTTOALLGY CRSHIA0MEM, MOKHE HEZEAME CMaHIaDMEsMY paBoul -
My Rpoyedyoasy.

Heabxodumo SoxpMesmansyo ogropmumes ofiy i RoAumuKy, HaMepenus U nodxod k eanudayu.
4.2.2 PykoBoOcTBO NO KAYECTRY

CrpraduaaumMa 0oneHa papatoTaTe ¥ NOQLEPHHMBATE B paBOUEM COCTOAHMM PYKOROOCTRO ND KAYECTRY,
conepHales;

al obnacTe NPUMEHEHMA CACTEMEl MEHEIEMEHTA KAYECTES, BENIOYAA NoADCDHOCTH W 0G0CHOBAHWE
oG MoknoYeHnn (1.2);

b) ooKYMEHTMPOBAMKHEE NPOUeOYDE . pailpaboTaHHeIE ONA CHCTEMEl MEHEOWMEHTa Ka4yecTaa, |
CChIMKH Ha HWAX;

Cl CNUCaHWE BIAHMMOOEACTENA NPOUECCOn CHCTEME MEHELMMEHTA KAYeCTaa.

MCO 9001 :2008]

4 2 21 Opeanuiayus Sofwda yemso onoedenums, @ Kakol Cmenely RacmoaLwul crmasdamn Npuse-
HUM K 8 NpoUeccan.

f guUMBYEHUE— GPEE‘HHEB‘HUFI MO e I:I.".'_.'.'IE'Ij-E'ﬂn'.l'ril'."b. DMHOCUMEA AN HESMaRL UL -:m&uc‘.'apn.' N ACel SRTYE-
NEEMOD .r.'_ECIIj‘j.".'l:'l'.I:UU {a.‘Tﬂ D ACMBUEETILASCKEN & UNBY ENSH] U0 UCKRONUMEBNEHD R ¢IS_DME‘L|-EB|'I‘1U'JE'€.'-:HI emed.
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4.2.2.2 Pykogodcmaen Mo Ka4acmay oMUCHBasm cmpysmypy JoKyMermayuy, dcnodbayesol & cucie-
ME MeHSORMANMa K3YeCias.
4.2.3 ¥npapneHde QOKYMeHTIMHA

LOKyRMENTE CACTEME MEHELMMENTA KAYECTEA QOMEHEl DbiTe yNpaENASMBIMA. 33NKCK, NPEOCTABNRAK-
wie coBol cneusanbHelid BAD ACKYMEHTOR, O0MHHE Bl Te YyNDaBNAEMEMK COrnacHo Toebopanuam 4.2 4.

Ona ocnpegensHya HeobLoOuMME X CRPAOCTE YNDaBNEHKA DoMKHa GRITe DaspaBoTana AoKy MEHTHPOBAH-
Haf Npouenypa. NpenycMaToHBaowWan:

a} oduukanskoe oAoBpEHKE DOKYMEHTOE C TOYKA ADEHWA WX BOCTATOUHOCTH 00 BENYCES!

b} ananka ¥ akTyankaauwe no Mege Heobx0AMMOCTH W MOBTODHOE SHUUMaANLHOE OooDpeEHHE QOKy-
BAEHTOR;

C) 0SeCNedYeHWE MOSHTUOHKILMKM HaMaEHEHHA K CTATYCA NERECMOTRS OOKYMEHTOR,

d} ofacnadeH e HanyY ke CoDTRETCTEYIOWMY BEPCHi AOKYMEHTOR B MECTEX WX NMPUMEHEHRA,

&} ofacnaderie COxXpaHe A DOKYMEHTOR YETEMMA W NErko MOsH TR MDY BN

f) cbecnedenme UISHTHRUKALMIA 1 YITPABNEHWE DACCEINEOH 0Ky MEHTOE BHELWHEMD NDCUCKONOEHIE,
onpeoenetHEY OpTaHnaauned Kag HeobxoouMpe OnA NASHWPoBIHWA B BYHELMCHWDOBEIHWA CHOTEMEI
MEHEOHMEHTS KAYECTRA,

0} NPRIOTBRALEHAE HENDEAHAMEREHHOID WCNONBIDBAHKA YETAPEDIWWY O0KYMEHTOR M NPAMEHEHAR
COOTRETCTEYINUEN HOEHTHDWEALMA TAKKA J0KYMEHTOR, DCTABNEHHBIX ANA KakWx-NuSo Lened.

[MCOS001:2008]

4,237 Opeanuzayus domsna yHedumber @ MOoM, 9710 UIMEHENUA & JoKYMEHIMaK aHamuaupomcs u
ymeeoxdaomer MUB0 NepauyHoD COENACUMENEH0T UHomanLived, nubo Jpy2ol HasHayaeMol uHcmaKiued,
UMeioiied dooimyn K coomaamamapiolied voxoduod ukibopiayuu dne ofocHoEaNUA CROLY DEeLUeNU.

4.2.3.2 Opeanuzayls domkta onpedenume CooK KPaHaRua YOMapeaiilx KOMMponupyeidbia SoKymMeH-
moa fon. masowe 4.2.4.8).

4.2.3.3 Tpu vchonNs oeanuu Ha JoKyMERMAX 3NEKMBoREER NOINUCcEd oML SONHHEN KORMPOUDOEETE-
A dng obecnedenus Ge20NacHonl, SKareaneHmHal nodnucu om grkL.

4 2 3.4 ¥Ynpagnesue JoXyMesmamMy Jomseo armouame o0GNIHaYHYI0 Udenmugburauue (HanpuMagp,
HazegnueHoMen JoKyMeRmMa. Jama BLINYONE U HOMED CMpaNULL).

4.2.4 ¥npasneHWe 3anacAmiM

3anucH, YCTAHOBNEH MBS ANA NPEqCTABNEHWA CEBMAETENECTE COOTEETCTEHA TPRGOBAHHAM W pEIYNBLTA-
THEHOMS YHKLHOHKPOBAHWA CHCTEM B MEHETEMEHT KAUSCTES, DONHHL HAX0OWTRLCA NOG YNPABNSHUEM.

OpradKIagna OoMeHa YCTaHOEMTE OOKyMEHTHDOBAHMYID NpPOUEaYPY ANA CNpefensHiA cpeqacTe
yhpaeneadua, HeobxonMmMex ANA MOeHTHEWEILNE, XDaHEHNE . I30WWTR, BOCCTAHGENEHMA, COXPAHEHWE 1
HIBRTHA 3ANKMCEN.

3anucH QoMHHE OCTABATLCA YETEMMM, Narks MOeHTURHUMEYEMEMA 4 BOCCTAHABNHEICMEIMIA.

[MCOo001:2008]

MTpuwseyanue— KISNUCRM OMHOCAMcA daHRE 0 Npoy ssodomes cepud noodykUuu, & maxe dpyeue 8w
0 KENSCMEE, MAKUE N&7 0MYEeMs: 0f OMUTONEHURY U UoCRedngaHIL.

4.2.4.7 INexmMpOoHHEIS 28MUCU ROANEMST MENGM ) HE FNDSENEHLID, XOMopoe Mpefyemca dng dpyaux
Fanuced (e 4.2 du 7. 5.2.9).

4.24.2 OmdensHse sanuct Jonsib OaiTe YSMEUML, HECMBIEEaMEIL, GRINONHENREMU CDa3Y xe
TOCTE GRiNOIHEHUR SeamensHoecmu (& naparire exnonnenus palom), SamupoeaHEbIMY U TodNUCaNRLIL
JUYOR, denailiun 3anuck. Moipaenekus 8 3anucax danwHe! Sbimbs damupoaanibill, MOdnUuCcaHRemy L
CONPoRORIFEMEIMU DAILACHENUAKMU N0 Mape HeobxodWacmil, OCmaanas pazbopuuaoll TepEoHaYansH Yo
FANUCh.

4243 Opzanuzayua donwka anpedensme OpOYSCcCE U MOKAZaMEeny, dawkbie dna obecnevelus
Kauecmaa, 206 dnNA emnycka cepul mpebyemca daecdnan nposepka. Npuw npoaedelliu anesmpoltad Tpoasn-
KU 3mo donwHo Seime vemyo onpedenaro.

4.2 4.4 Kawdell 3man uiokasameans 8 TROUEcce npou2endecmaa U pnpaanesud, gamnail dng obecneqe-
HLUA kavecmea, domses Beme Wekmudghiuupoaan o nodeeperym deolvod nposepre.

4.2 4.5 Amaxaxdod cepul NEDEUYHLIX YNayoEoYHbly MamepUanos 0p2asu3agus domwMa cocmaananis
U BECMIU 3ANUCE, KOMapas oBecneYyuaasim NDoCNEXUEIeMOCTE (Ch. 7.5.3) U anpedenaem KanuYecimen npo-
uraedensod NpodyKyLn U KONUYEsma, WnaepwdetHoE K PEATLIaLuy.

10
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4 2486 Opzanusalun domsya onpedenams me NoKa3ameny JoxyMesmayun 1o capull. KOmopee nod-
Nexam aepuchuraLwy.,

4.2.4.7 Doxpdenmanus no cepuu dommnra Seimes eepughuLunoaana U ymaepxdera.

42,48 Bee 2anucy, kKacaloWUech U320mMoanaMus, PnoaancHud, denenmanul, pacnpedenenua U pac-
crnedogasun, DonsHel COEDANAMLOR & MEYSHUE, NO Kpaduel Mepe, namu nem ¢ damed UIS0MOoaneHuA wiy a
MEYeHLE COoKS, COBNACOEaNN020 ¢ Tompabumenss Uiy, no kpalved Mepe, @ medelue odnoso 2oda nocne
UEMEYEHUA COOKE 200HOCMU NEREUYKENY VITAKDEOHNE Y MAMEDUAN0E, YOMAHOENSNHO20 DDEaRLIaYUIel, ecnu
HEm Lunod doeoeopaqrocmy ¢ NompeSumenad.

flpuMeusnys — Mosxem nompedoasMiach CoXpanesue FENUCED O NELFUNHEIY FAAKCEQWHEIY WMSMEDVansx
o KOHYS COOKA XDEHEHUR AerRapcmaslnodd IZ‘"I:I-E'Ij‘EII'?E-E. KAK CEOSO0EHE oMo eSumansm.

5 OTBEeTCTBEHHOCTL PYKOBOACTBA

5.1 ObazarenLCTEA PYKOBOOCTED

Briclwes pyKoOBOOCTAD OCNKHD CEECNeYBaTE HANWYHE CEMOSTENLLTE NPHUHATHR CROMY 0DA3ATENLCTE
No paspaboTEe ¥ BHEQDEHMIO CHCTEME MEHEIMMEHTA KAYECTREA, 8 TAKWMe NOCTOAHMOMY YNYHLWEHHID &8
pEAYNbTATUEHOCTH NOCPELCTROM.

a) QOoBeOeHWA 00 CReLEeHME NEPCOHaNna OPradMIanki BANKOCTH BRENONHeHHA Tpebosanni noTpebuTe-
Ned, a TaEE 3aK0HoaTeNeHuix M ohRIaTENbHbIX TReboBaHKA,

bl paspaCoTin NoONWTHEW B 00NacTi Ka4YecTea;

c) obecnedexka paipadoTen Lensd a obnacTy kadecTea,

d) NpoReOe A aHENK3E CO CTODOHE! DYKOBOOCTRS;

@) obecneveHHA HeobxoguMuIMA DECYDCaMM.

[MCO 9001 :2008]

5.2 OpueHTaura Ha noTpedKuTenA

Buicliee pyRoBcacTEO GOMEHD ohecneyveaTs onpageneHye W BeinonHeHe Tpeboeaquih noTpebuTe-
Nel ANA NoBLILWEeHWA HE YAOBRNETRCPEHHOCTH (72,1 B2 1)1
WSO 9001 :2008]

5.2.1 Mpoaepku, npoaodumMbie Tompasumeaenam

Opeanuiauyud SonmHa pazpaluams Nompobumens Und e20 Tpedcmasuimenam [0 E33UMHOMYy coana-
cira) npoacduiMb Mpoeepsl GNA aNanuiIa cucmeaMbi MakcdsdeRma kavecmes.

OchoaHse MpeGoaanua NomMpetumesa ¥ op2adui3auiy ceasassl ¢ MpUEMISMEIML NPOUSE00CTEEHHE-
LU BOIMONHOCTIAMU, KOMITEMEHMHEM & TOdS0MoanERNEM TEDCoOHAT0M, NPOUECCIMU, NDEIHZINIYTHHEIMU
A o8 ECAEHEHLA BE20aCHICMIL TROd KLUl U OMCYMcMEns NEDEKDECMNO20 IF20DAIHEHUA, & MaIGKE o0 CNo-
COBHOCMEIC MOCIMORNNG ShINYOKaME MOOJYKLLG, OMBEYaTLI0 MExHLYeckuM mpeboganuan nompoti-
FIEUTA.

5.3 Monwtuea B obnacTy kavyecTeEa

BriClige pyKOBDOCTEO OOMEHO O6ecnedHBaTs, YTobu nonuTHEa B oBnacTy kavecTea:

a) CoOOTBETCTEOBANA WenAM OpraHnaaluM;

b) mkmiouyana e ceba obAIaTENLCTEO COOTRETCTROBATE TPEGOBAHNAM M NOCTOAHHO NOBRILLIATL PEIYNE-
TaTHEHOCTE CHCTEMEl MEHEONMENTA KaYecTea;

C) Cco3gapana ocHOBE! ANA NOCTAHOBKA W aHankaa yenei a ofnacTi kadecTea,

d) Geina gooegea 0 CEEeHKA NEPCOHANA OPradK3IaL M M NOHATHA Sy,

2) AHANWIMPOBANACE HA NOCTOAHHYIK NPUIOLHOCTE.

[MCO9001:2008)
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54 MnanvpoBaHue
54.1 Uenu B oGnacTv Ka4ecTsa

Briclwes pyRoBOACTEO CPradHIaudin JoONMHO 0ORCNEYHEaTE, 4T00K UENK B8 oONacTy Ka4ecTea, BKMs-
Haf HEOSXOOMMEE ONA BRNONMeHHa TReboBARKMA K Npoayeu«y [T.1, nepaddcnedde a)], Beink yeTaHosneHs|
B COOTBETCTEYKILWWE NoOgPpasgeneH ax W Ha CoOTRETCTEYIKWMY YPOBHAR opradisaunk. Uend B obnactH
ESYECTEA OOM#HE GblTe HIMEDHMEBIMKA W COTNACYEMBIMA C NOAWTHEOR B 00NacTW Ka4ecTea,
[MCOS001:2008]

54.2 MNnavvpoBaHKe CO3NAHMA M PAIBMTHA CHCTEM bl MEHEHMEHTA KAYECTEA

Briclies pyEOE0OCTES ASMKHO 00ECnaHUBa Th,

a) NAaHWpoBaAHKE CO3SaHKA, NOOOePKAHWA W YIYHLWEHRA CHCTEME MEHEIMMENTE KaYecTea OnA
BeINCNHeHWA TREDoBAHWA 4.1, a Take ANA JOCTHHEHWA Uenelh B obNacT KadvecTea;

b} coxpaHeHMe UenoCTHOCTH CHCTEMB MEHEOHMENTA KAYSCTES MR NAAHKPOBAHWA M BHEADEHWN B HER
HIMEHEHHH.

[MCO 8001:2008]

5.5 OTEETCTEEHHOCTEL, NONHOMOYHA M 0DMEH HHDOpMaLKWen
5.5.1 OTRETCTEEHHOCTE H NOMHOMOYHA

Briclies pyROROACTED O0MMHO ofecnedHpaTs oNpafeneHHe W D0BEOEHWE 00 CReeHKA NEpooHana
OpPTaHH 3aUKH OTEETCTESHHOCTI W MO HOMOYMEA.
[MCO2001:2008]

5.5.1.1 Opeanuszayus donxHa agcmu mexywne obpasue (oM. 4. 2 4 | nodnucel omeemcmaasybix UL,
PekamesdyemcA uMems nepeykl nodnueed o (unu) sdemmughUKkayuoRREE NESEYHY GCEa0 NepCONana, npo-
GOOALLESD NDOES0NU WL TOSMopHES MPOSEOKY AMaN0E NoOUEcCa. coadcma ynpadneHud @ xode Noouecca
Lo, .

5.5.1.2 CnywOsi kravecman, OMEEYAIWLLE 38 NPUNAMLES DEEHUL, Gaxnbix AN checneYedus Kadec-
maa, domsHs 0Ona0aTs NOTHOMOYUARMLU TO ADURAMILID MEKLUX DELTeHUT HEIFEUCLIMG SN ARouasadciae iHbx
IpOUSCcoa.

5.5.2 MNpegcTaEuTenk PYKOBROOCTES

Briciuge pykoBOOCTEO OCMMHO H3IHAYWTE NPSOCTABMTENA M3 COCTADA DYKOBCSOCTED OPradHd3audm,
EOTOREINA HEIARACHMO OT ApYTMX 0GR 3AHHOCTRE QOMKEH HECTH OTEETCTEEHHOCTE M MMETE NOMNHOMOUMEA, pac-
NEOCTPaHARLWMECA:

a} Ha obecnedeHHe paspaboTkl, BHELPEHHR M NOQOEDMaHWA B padoyenM COCTORAHH A NPOUECCon, Tpe-
ByemMbIx CHCTEMOMN MEHeDKMEHTa KAYecTEa;

b} HanpegcTaBneHMe OTYETOD BRICIIEMY PYHOROOCTEY O BYHELMOHUDORIHHK CHCTEMEl MEHEDMMEHTA
ERUECTEa W HEoBXOOMMOCTH B2 Yy IEHua;

) Ha COQERCTEME PACNPOCTOAaHEHHID NOHKMAHKKA TREBOEARWA NOTREDUTENEH N0 BCEH OpraHda3aLMM.

n PUMEYEHHE— B oTEaTCTEEHHOLTE NPEOCTAEATENA AYESECOCTEE MOMET feiTe BLNKYEHD NOAASHEHHE
CERZN C BHSWHAM CTOQOHAMA NO 80APOCAM, KACARILWMCA CHCTEMEl MEHEQEMEHTA K848 LTEA.

[MCOS001:2008]

5.5.3 BHYTpEHHHHA 0BMEH HHpbOpMaLWer

Beiclues pykoBodcTEo O0nwHO OBECTeudpaTs YyCTAHOBMNEHWE B OPraHMIanmMy CoOTEETCTEYIOWMN Npo-
ueccon ofsaHa WHdiopMalKed, BENOYaA WHHODMALWWED, OTHOCAWYIOCA K PE3yNbTATHEHOCTH CHCTEME
MEHEONMEHRTA KAYECTES.

[MCOS001:2008]

5.5.3.1 Npasuna GMP, onucaniibie & HaCMoRLILeM cmandapme, U HapMamuanbie mpeGosanud Aok
10 Mepe keobxoduroomy doeodumecs do caedemUs kraxdoan YIoEHR OP2aHUIF UL,

12
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5.5.3.2 Beicwes pywoeodeman donwno Gaimb Ce0SaieMenHH0 YEedomIeHs O CUMyayuax, KoumudtHLix
dna cbecnedoHUR kavecmaa.

MpumMeysHUa— KNpuWegad TDoUSccos 00MEHa UNDeDMALYEL 0 HICAMSA ME, KOMOpEe KACIHOICA ohME-
HA UHEODMALYES 0 TOTUMUNE § 06Ra0MU KaYECEa, AHANUI0E CO CMOJOoNE DyA0S0dcTes, DeIpTEMANDE SHMEEHHLT
APO0AE0oK KEMECMAES U KODDERT UDMOW LY 4 npedynpasd 3w uy dedcmaud

5.6 AWanwa co CcTOpPOHLI PYKOBOACTEA
5.6.1 Obwme NONOMEHHA

BhiCluee pyEoRo0CTan JoMHD aHanyIMpoRaTeE Yeped 3annaHd poBaHHbIE WHTEPEANE BpeMeHd CUCTE-
WY MEHEDHMEHTS KAYECTEA ORraHM3aUHY B UenAX oDecnedeHiA 8 NOCTOAHHCH NPUroOH0CTH, ASCTaToN-
HOCTW W PEIYNETATHBHOCTH. 3TOT aHANK3 OCMNHeH BENI0YATs 8 Ce0R OUSHKY BOIMOEHOCTEA yNyYLWeHWA 1
MNOTREOHOCTH B HIMEHEHHAR O CHCTEME MEHSOIMMEHTE KAYSCTES ODTIHWIALNH, B TOM YMCNE B NOMMTHE W
Lenax B ofnacTyd KadecTaa.

Januck of aHannae co CTOPOHE PYKCBOOCTES OOMHHE NOGAS PHHEATLCA B paboden cocTORHWA (4.2 4).

[MCO0001:2008)

5.6.2 BxogHbie ganHs/e gNA aHanyaa

BxogHEE JaHHBIE ANA AHanWa co CTOPOHLI PYKCBOOCTEA AMMHE BENKYATE B caln Chedysollys
MHOPMELA K-

a) pesyneTaTel ayQWUTOR (NPOBEpOK),

b} ofpaTHy CBAIL OT NOTREBUTENEN;

c} PYHELWOHHPOBEaHWE NPOUSCCOB M COOTERTCTEME NPOOYKLIKK,

d) cTatyc NpedynpewnarLty ¥ KOpDeETMpYWHE GeMcTEWA,

2] NoCnegykwse GefcTRMA, BelTEKAI0WWE W3 NPegsaYLILMX SHANWI0R OO0 CTOPOHE! PYKOBOOCTEA,

f) MIMEHE8HWA, KOTOPLIE MOTNKM Dbl NOBNWATE HE CUCTEMY MEHEOKMEHTA KA4ecTaa,

Q) PEKOMEHOALKK MO YTy YL HAD,

WSO 9001:2008)

h) peapnsmamueHociie NOD2MOGKLL
5.6.3 BoixoOHbie QaHHLIE aHANK3a

Bhix0OHBIE JaAHHEE AHANWIA CO CTOPOHE! DYEOBCOCTES SOMEMGl BEMIOYaTE B C20A BCE pERWEHWA
O8ACTEHA, STHOCALKMECA:

3) KNOBLIWEHMC PEIYNETATUBHOCTH CHCTEMBl MEHEIMMERTA KI4ECTRAE W 8 NPOUSCcos,

Bi KyNy4LWEHR D NPogYELME NG OTHOWEHWS K TpaBomaqHaM noTpetuTanas,

cl knoTpebHOCTH B pecypCax.

WSO 9001:2008)

6 MeHeaXMeHT pecypcoB

6.1 ObecnevyeHHe pecypcamMM

Jprasviauds JonHa cnpedenydTe W 0GecnediBaTts pecypor, Tpebyemesie:

a) AnA BHeApeHHA | NoA0epMaHHs B pabodyeM COCTORHUH CHETEMBl MEHEOHMEHTE KAYECTEA, 3 TAKHE
MOCTOAHHOID NOBLIWLEHAA 88 PEIYNETATABHOCTH,

b onA NoBLILEHWA YO0RNETEODEHHOCTH NOTReSHTENER NYTEM BRINONHEHKR WX TReSoBaHKA.

WSO 9001:2008]

6.2 YenopevyecKHe pecypibl
6.2.1 Obwme NnoNoHeEHHA

MepcoHan, BENOMHAKWWE pafoTy, BNHAIOWYI0 Ha COOTBETCTEME NDOAYKLMK TReBoBaHMAM, DonsaH
Al Th KOMIOSTEHTHbBIM HA OCHOBE NONYYEHHOMD 0EpaIoEaAHKUA, NOATOTOBKA, HABKKOE M ONETA.

I pHEMaYyaH® e — HacoOTERTCTAME NPOOYELMA TFIE'ti'EIBEHHFlM NPRMCHNHEOCESHHCG MOKET BNWATE NEQCOHAN,
BRINONHALLULHE I'IIEIE';:"H:I pa ﬁ-::l'!'!r' B faMEax CHCTEMEl MEHBQEMEBHTA KA« BCTHA.

[WCD 9001:2008)
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6.2.2 KoMneTeHTHOCTL, OCBAO0MMAEHHOETL M NOArOTORKA

DpradnaalinA gomsHa:

a) onpegenaTe HeofKoauMyio KOMNETEHTHOCTE NePCoHaNa, BelINonNHALWEN: paGoTy, KOTOpaR BNHAET
HE CODTBRTCTEWE TPaDOBaHWAM K KEYBCTRY NPOaYKLMK,

b} roe aTo BoanMoMHG, oBecneyrBaTe NOGROTOBKY MMM NPEANpMHMMAaTE Opyrie 0edcTEWA B UenAX Loc-
THHEHWA HECBNOIMMOR KOMNETEHTHOCTI;

€} OUEHADATE PEAYNbTATHEHOGCTE NOHHATEN MEP;

d) ohecneysBEaTk OCBENOMNEHHOCTE COORMO NEpooHana of akTyankHoCT W BAMHOCTA @ro OeATE k-
HOCTH W BENa0e B AOCTIREHWE Lenei o ofnacTi KayecTea;

£} NoJgepMUEaTsE 8 pafodyem COCTOAHMKM COOTRETCTEYIOWME 3anuck of ofpajopani, NogroTosKe,
HABEKaY M onNsiTe (4.2.4).

[MCO 2001 2008]

6.2.2.1 Obyverue GMP

6.2.2.1.71 Qonwwo peaynapro Npogodumeca JoNonrumensHoe ofyyarue, Komopos eKkmaYasilt 0Cee-
dosnensocms o dedecmeyiowux npaeunax GMP u aoex npouedypax U Memodax, KOmophie OKATLIGEIITT BIUR-
MLUE HA Kavecmen MpodyRyLn U cUcmeMy MeredsMonma kavecmaa. Tarod obyvenue DomaHG OX8amiaainh;

al puck 30ANGHUSR U NEDEXDECMHOS0 Ja0a% GHUA;

B} NomeRYUaNERYD ONECHOCTE 3N KOMEYHO20 NONLI0EaMEana/ Nayuesma & CyYas Japamelud npo-
AL,

€} eAUAHLE MOSLIX oMIToHEHLE OM yomaKeanesbsix moogedyp, NEoUeccos Wil MEXHUYBCKUR JFomo-
AUl Ha KaYecmen NpedyEu UL ToMmpetUumens W KoHEYHI20 MeNbL30eanens.

6.2.2.1.2 Cnedyem ydename ocobog auuManue Todaamoaie NEDCoRana, 3aHAMoSs UI2amoaialuem
CMEELTEHEIE KOMMTOHSNTIOE LTH KOMTOHEHMoE, MOdeepaaouwuxcs nocnedyiowed CrepunuIauLI.

6.2.2.1.3 Jonswo Geime opeasliz0@ano cieluansHoe o0yyeHye MUKpoSLoNIoaUuYeckomy 3Ia20A3HEHUD
U FAESOAIHEHUG HACTILULEMU U TOMEeHUUANEHOMY DUCKY MAaKoso 3as0AIHeRUA 3NA Naluelima,

6.2.2.1.4 C onpedenenyal nepuoduusocmes donxkna npoeodumecs donanHumansnas nepenodzo-
MoERa.

6.2.2.1.5 QomsHa Beims Dp2aHuIcaana nodaomosika epasaHHOSs NEPpCoHAna Wil on danwed Haxo-
dumeca rod Habnodesuem Nod2omaaneHo20 TUYa.

6.2.2.1.6 Nou waliMe KoRCYNEMAERMaE SNA KOHCKIBMUDOEAHLE M0 @NpOcam RaYecmea JomweH aac-
MLUChH e ux keanughukauul U sudod ORashigacMbix Yomye.

6.3 Wudpactpyrrypa

DOpradkaayna Oonssa onpeaenaTe, 0Secney BaTe W NOLOeEHEATE B paboder COCToRHWK MHlbpa-
CTEYETYEY, HEoDX0gWmMys ONA QOCTHHEHHWA COOTEETCTEMA TReDoRaHWAM K Npoayku-i. MudpacTpyrrypa
BACHET BENIOYATE B C0R, 8CNH NPHMEHKMO!

a} sgauua, pafodes NDOCTPAKCTED M CEAIAHHEIE C HUM CPedcTea Tpyaa;

b} ocBopygosande 4NA NPOUSCCOR {Kak TEXHWYECKME, TAK M NPOrpaMMHbe cpeacTaa);

o) cnysGB OGECNEYeHHA {TAKKME KAK TRAHCNOPT, CEAZE N KHORMALMOHHBIE CHCTEME!).

[MCOS001:2008]

6.4 MpovapoacTEEHHAA CpEO3

Opraduaayna OonkHa coagaBaTs NPOMIBOACTEEHHYIO CDegy, HeoGxoguMyIo ANA QOCTUMEHWA COooT-
BETCTEMA TPEDOBAHHAM K NPOOYKLMK, M YyNDARNATE 810,

n pPUMBYBHWE— 1E'F|M|.GH ENZOHIECOCTEEHHRARCpE0a OTHOCHMTOR K YCNOBWARM, B KOTOPRHXBRNONHRT pﬂﬁl}-
Ty, BEMKYER @HAIHHSCHAR, IRONOTAYSCEAE W OPYrHe EsTops (TAKME KK Wy, TEMNEPATYRA, BAAXHOLTE, OCBEWEH-
HOCSTh WM NorOgHEE YONoa#Ea ).

[MCO2001:2008]

6.4.1 TpeboeaHwus k npouzaodcmaenHol cpede

6.4.1.1 Opealussyud domwka pemanoaums dokysMelmupoeasysie mpefoeadud no oxpane 20000864,
Sucmaome, cdemde u KoMmpomo Jocmyna MepcoHana, Sciu KoHmanm Mewdy MakumM NepooMandM U mepauy-
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HEIMU YTENCE0YHBIML Mamapuanary unu nooussedomeerial cpedold Momem HEEamuaHd Ompasumscd Ha
KAYECMEn MEpeUYHEN JRakcaouHE s MAMeDLanod.

6.4.1.2 Ecnu yonosun npousgsdcmaednol cpedsl MOSYMm OMDUUAMENEHD CKEIAMBLA Ha KadYeomee
MEQEUYMELY YIEK080YHLIX MAMENUancad, opeanuzalus domssa onpedenums CoomeemMemMEyouLe yenosus
noouzeodemeetnel cpedbl U 0a30abomanth CUCeMy N0 Uk DesyMbMamuaHoMy MoHUMODUHEY U KOHITIDOIRD.

6.4.1.3 B onywae neobxodusocmy domwis Beime cosdaksl U doryMesmupoeats CeLuanb e Yolo-
BUA 10 KOHMPOAUSOGSHWD JAS0ATHERHREX WAL TOMEHLULESILNG F82DAIHSHEBEE NTeDELYHEY YRGROSIYMbIX
Mamepuanss, Ymobsl MpenAMcMesaame 382pRIHSHUK JDY2UX NERELYHEX WIAKDS0YHEE MaMepUanoce, Nog-
vIgadomaesHol Cpedid LAL NEpCoHaNa.

6.4.2 KnaccubUkayun YUcmbiX JOH/YUCTILIX MoMelieHu0

HUcmble 3oHEYUCTERE TOMBWeRUA 3onkne kiacclbuyLpogamscs @ coomaamamalil ¢ MO0 T4644-7
U domkHe! KOHMOORUPoEaMLECALCTONE30EaMEBECA @ coomaaemomawy ¢ OO 14644-2, MO 14644-2 o
MO 146445 unu ux JKEUERNSHITION,

OmuacumanHd MFoeKMUpoeaNLUs, cmpoumenscinga u @enda @ dedomaue YUCTMEX NOMEwesUd .
WO 148442 OO {46444

Morumopurs Mo¥em oCyILeCManasmeca a coomeememeny ¢ HCO T46358-1 1 MCO 14698-2,

6.4.3 ¥Ynpaanedue pUuckoM 3a2pAIHeHUR

Opeanusauus JonwHg onpedenume U yipaansme QUCKAML BOIMOKHOS0 Ja20AIHEHUA NeDaUYHLIX Wi
KOGOHHbIX MAMSpUanoeg, Hanoumep.

) MUHHEA SUSUEHS U COCMOAHLE 20000665,

b} nuuwran odewda, WEEAUDHES U20ENUR, SKMOYan TLPCLHEY, U KOCMEImLKa,

o) kypesue, eda. WERaNLUE, NUWTIEE U TUSHEIE MEdLKAMEMNTIR,

dl mepepabomka U PMuNUIaLUs omxodos;

a8) MUKpOBLOIGSUYECKDE 2820 AHEHUE.

6.4.4 Bopkba capedumenamu

Honmscka Geime pEANUI0EAHE DEFYTEMAMUaHas Nocafama No Bopebe ¢ gpedumeTamL.

6.4.5 BornomozamensHibie caysdsi

§.4.5.7 Bee uswenephbie cemu (Hanpuwmep, aoadyxo-. aazo-, Napo-, esdockabwanue) donwns Seime
DUSHEHEN M8 TFSOMET B0IMOMHOES GTUAHUA HE KAYSCMED NEDELYHEX YNEaKOE0HHEX Mamepuanoe u mabbix
CAAZAHHEX ¢ HUMU puckos. JonsHel BECIUCE 238TUcU npoeadurol cuenku (on. 4.2.4).

Mpu aueske JoNEHE BenoNLIoEameca dpyaue Mudkocmu (HanDuMen, SMadoyHbie xudkocmu, oxnaxda-
oiue Fudkocmu, SL0paanuyeckue Macna uim. .}, Komopeie MOy GCiynames 8 KoHMakm © MeDauyHbiu
FRAKOEIHHLIML MAMeDUaNaMu.

B 3a8LCusociiy oim puckos SomsHa Sbimb DACCMMNTIDENS S0IMONHOCITIE WCTOML I0ESHUA NULLESX Aud-
KO,

6.4.5.2 Jominks Gbime Dpedycdompetsl cOOMagsmomayiowue @@HMWITALLEONSEE [ GhiMANHEG CUC-
meMs 8 cTpyyas FeoxaduMocmu R ceedenuA K MUKWMEMY DUCKS 3a2pasnesus. Ocoboe asumanue cnedyem
WEBTANE CUCMEMand DelU DRy mauUL Go3dyxa.

6.4.5.3 Echu aoda acmynaam & HenocpadoMasHHED KOHMAKT ¢ NeDauttbiy WakosoyHsIML Mama-
pUARAMU LY UCKOO0HER MamepUanos WU Uenone3yemcs dng Msmea cBoppdosalug, KoHMarmupeLesn
o npodyryueld. #ecbxadumo onpedensme U KOHMPoHUPoEaME 68 KaYacman.

6.5 PaGomkl No MmexHuYeckomMy obcnyxuaanuo

8.5.71 Opeanuzayus Jdonwma eeipabomams JdoNyMeNmupoganise mMoebodanus £ MexHuyscykomMy
CECAYMUBSHUKD [HARDUMED, 8 GIMHOWEHUY MeXHONOSUNECKUY NpoLeccos, cucmen U cbopydoaanua), kozda
nomaadurble DaBMTR LAY UX OMCYMoMEue MO OMpasumecA Ha KaYecmes TpodyryLL.

6.5.2 Cinedyem agomu ydam pabom No maxiuyacicoidy oSomysusanLio.

6.5.3 Opeanuzayus domwda obecneuueams UCNONBINSAMUE, IKcNAyamauur o noddepwakuve &
SOTAHOM COCMOANUL LR(ADACMPYEMYDE & CONMEEMomEaud ¢ npasunanu GMP U a0 valiexarue 3820A3HERUA

APO3YKLLL [GRTIOYEA KOMMPONE BIS0WaHHEK Yacmull U Mukpobuonosudackll KoOHMponk & ciydae Heabxa-
dusMocmi}.

6.5.4 Komnemmepuinpo@auisle CUCMEMe), KOMODLIE MO2Y OKIIBIESNTE @NUARULE NS KaYECmED nap.
BUYHEIE WIAK0R0YMEIX MAMEpUanos, S0msHe GuiMe OCHAWEHE FOCMamOoyHLMU cpedCMaamt KoHmMpona ana
OBSCIeUeHUS MOHMEKE, IKCINYAMaYLULY, MEXHUWECKO20 oOCAYNUEanURA, BHECEHUA vanekaxUd v Beaonac.
HOCMU.

6.5.5 Heobxodudo 8ecimu KOMIUTEET MexHuYeckod SoRyMesmaluu o cbopydoaaH Uy U yomaroaKas,
WMERILLUM GENHOG IHaYeHUE AnA obocneyanus Kaysecimnaa.
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7 Mpouecchl ¥UIHEHHOIO UMKNa NpogyKLKu

7.1 MnaHvpoBaHWE NPOLECCOD MHIHEHHOTO LWNKNA NPoAYKLKMA

Dprasviayia AomeHa NNasnposaTe W paspabaTelBaTe NEOUSCCH, HEOEROGUMER ONA obeCneYeHA
MHIHEHHOND UWKNE Npoaykuqd. NNaiupoeadie NpoUeccol MUIHEHHOTS UWEna Npoayrlydk QonmHo BeiTh
COrMAacoBaHD ¢ TRRGOBEHHAMA K ADYTHMM NpoUBCCAM CHCTEMBl MEHEIMMEHTA Ka4ecTRa (4.1).

MpH NNaHAPOBAHAK NPOUSCCoE MU3HERHOMD WMENa NPoayELMd ODTaHHIagna JoMsHa YyCTa 0BT Mod-
XOOALKM ANA Hes 0Gpaion.

a} uenkeobnacTd KavecTea W TPeGoEaHWA K NPOoO Yy LWA,

b} noTpebHOCTE B paspaboThe NPOUBCCoR M AOKYMEHTOR, a Takke B 0Decn8ye M peCyYpoaMK ONA KoH-
EDETHOH NPOgyRLMM,

C) Heolx0OMMyK JEaTeNLHOCT B NS BEDHEUEAL WA M BaNHIALWH, MOHATODAHTY, MIMEDEHWAK, ROHTROMIO
H MCNBTIHWAM GINA KOHEDETHOR NPOAYELMK, 3 TAKKE KPWTEDHA NpHeMER NPOgyELKG,

d} 3anncK, HeobxoduMee ANA obecneYeHHA CEMGeETeNLCTRES TOMD, YTO NPOUBCCEl HRAHEHHDTO UAKNS
NPoOYELAH W NPOGYELWA COOTBETCTEYIOT TRpebopanmas (4.2.4).

PeayneTaT 3T0Mo NAAHADCEIHWA JonseH SeTe NpegcTaened B opMe, cooTAETCTEYIOWEH NpakTHRE
CRraHd3aLmMK.

NMpumMeHEa=HA

1 [okysMeHT, DNPELeNRILMA NPOUSCCE CHETERMBI MEHBOXMEHTA LAMECTEE (BRNHMAER NPOYSCoH WHAHEHHOMD LME-
na NpoAYRYHH) ¥ PECYPCE!, KOTORBIE NPELACTOMT NPEMEHATE K KOHKPETHOR NPOOYELHH, NDTEKTY K KOHTREKTY, MOKET
PRCCMAETPWEETECA KK NNEH KA4N8CTEA.

2 lNpw pazpaloTde NPOUBCCOE HUIHEHHOIO UHENE TPOLYHUMM OPTEHHIAUMA MOKET TAXHE NPEMEHATE TReboEa-
HUR 7.3

[WMCCr2001:2008]

741 Nou MnaHupeesHuy NEoUEccos KUSHEHNOS0 Yukna npodyruyul cnadyem yumeieame mpebosea-
MuE & mocaedoeameantHol cbpabomue NEDaUYHLIX NaKoeoYHex Mamepuanod. MMou niaduposanuu caedyam
AKED PYLIMEIGaMEs HeobxodUMOCmE OMSopa U coxpanenud ofpaalod 6 D0maHEM COCMIGANLL,

7.1.2 QOpaanuaaliua Jonxya noedyoMampueames BRIOYERLE 8 MNaNUPOEaHUE [ DESRUSSLLIND Ha NPo-
IMANEHULY SCES0 KUIHBHHOSD UKTE NPodyKLUL NPOLECCos MeHEdRMERTE PUCKod, cnedyem eacmu coom-
aemomayimyue sanucy (om. 4. 2.4).

7.2 Npouscchbl, CEAIAHHLIE C NOTPEBRTENAMMK
7.2.1 Onpegengvie TpeHOBaAHWA, OTHOCA LLMXCA K NPOAYKLMKA

OprasMaayina QonsHa onpegenaTe:

a) TpeboBaHMA, YCTAHSENEHHBIE NOTPabMTENAMK, BRNICYaR TPEGOBaAHKMA K NOCTABKE W QEATENEHOCTH
NoCeE NOCTABK,|

b} TpeboBaHwA, He onpegeneHHEle NoTEpeGuTenem, Ho HeobxogMMEe ANA KOHKPETHOMD MNK Npeanona-
ragmorn WCNoNEI0BAHWA, KOTEA OHO HIBSCTHD,

C) 33KCHOOATENEHEE M GpYrve obAlaTensibe TREbosaiiua, NoHMEHAMBIE K NDOOYEUAH,

d} nobele QONOMNHATENEHEIE TPEDOBaAHKS, PACCMATPHBAEMBIE ODraHuIayWed Kak HeobxoarMbIe.

M PHMEYBEHHE— HeaTenaH0ooTs AOCNE NOCTESKW MOMET BENOYETE B cada QEACTENR NO TEFIEHTHI.:IHEIM-}'-EIEIED—
NEYeHND, KO0HTPAKTHEM olR3aTENECTEAM, TEKHM KAK YONYIW ND TeXH@AYSCHDMY Dﬁ-ﬂ!‘l}'}HHEEHHnﬂ W OoONONHATENsHBIE
FONYrK, TAKME (8 YTHNHIZUHE MNA NONHOS YHANMTOHEH WS

[MC O S001:2008]

F.2.1.7 Aonwkisd Seimb onpedenens b dokyMelmupogadsl MpoGosanis, OMHOCAILLSCA K NoodyELLL,
EKMIOYEA UIMSHEHUR, Mpelyiowue yacdonnekLs.

7.2.1.2 Aonwiesd Beime onpadeens U dokyMermupoeans mpebogakus nompebumened, kacanwliecs
ApedomMEpaWEHUR HECIHIYLOHUDOEAHH020 UCTOIEI0EaHUA oMy edoe Npou3eodcnea Mepaudtbix YiaKoaoy-
MBI MAMEPUANDE [BEMOYAR 050a3LL, TEYaMAEE MaMEQUaNs, ApAsKL ).

18
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7.2.2 AHanuWa TpedoBaHni, OTHOCALMXCA K NPOAYHLMH

DpraqHzauds JomEHa aHanHInpoeaTte TReboeanna, OTHOCALLWECA B NPoyKUMK. 2TOT aHANKMI JonseH
APOESOWMTLCA 00 NPHHATHA Opradviaymell oGAzaTenscTEa NOCTARNATE NPOSYKLKED NoTpeGuTania (Hanpu-
MEQ, YHACTWE B TEHOERAX, TPMHATHE KOHTPAKTOER WM 3aKa308, NDHHATAE HIMEHSHWA K KOHTDAKTAM WK 3aKka-
a3amM) W gonxed obecneYyBeaTe:

a) onpegsneHis TpeboRaAHWH K NPOOyRLHK,

b) cornacoeadne TpEGoBaHKA KOHTRAKTA MK 3aK33a, OTNKHYAKILKECA OT paHees chiopmy N pOBaHHbIX;

C] CNOCOSHOCTE OPTAHRAALKH ERNONHATE ONPegeneHHbIE TpeboBaHKua.

JannucH pesyNeTAaTos AHANK3E K NOCNERYIOWHE JEACTEWA, BLTEKSKI WY K3 aHaN«3a, O0NHHe NogOep-
AHMBATECA B paGoqen CocToRHMA (4.2.4),

Ecnu NnoTpebuTend He BeidBHIaKT A0KYMEHTHPOBaHHE TPEGOBAHMRA, OpradviauvA Aon¥KHa NogTeep-
OMTE WX ¥ NOTPEGKMTENR 00 NPUMHATHA K ACNONHEHKID.

Ecnu TpeGoBEaHHA K NPOGYELHA M3ME8HEHB], OPTaHEIAUMA GOMEHa oDecneYnTe, 4T00E COOTBETCTRYIO-
WAE OOKYMEHTE SBMA WCNPABNeMsl, 3 IFHHTEDRCOBARHBIA NepCoHan GelN NOCTABNEH B WIBESCTHOCTE 0D
WMIMEHMBLWMXECA TReDoBaHMAX.

0 pPRAMEBa4YaH#®we — B HEHOTOPSIE CHTYALWA R, TAKMX KAKNPOSAKA, COFILBCTANRSME R YE0a3 FIHTEDHET. NRAKTA-
Hafku HELI_'BI!EIIIZIC-EFIE SHO NPOBOGETE OPAUHENLHEIR BHANKE KEXOOrD 38KE3E. BMEcTe ATOrD aHANK3 MOEET pacnpoc-
TRAHATELA HA COOTESTCTEY KW W0 MECDMALNG O NPOAYELWW, TAKYD EAKLATANOIH MNA OPYIHe DeEnaMHele M3TERWAanNL].

[WMCC 9001 :2008)

T7.2.3 CeAak ¢ noTpebWTENAMMA

COpradyaauds DonHHa ONPELenaTe W CoYIWeCTENATE MPHOEKTHEHBIE MEDEl N0 NOLOEPHAHND CEAIM C
NOTREBHUTENAMA, KAC2I0LLMECcH:

a) WHPOpMALHK O NPOOYELLMM,

b) NpoxowOgHKA 2aNpOCOR, KOHTPEKTA MNK 33Ka38, BET0Yan NoNpasK;

c] oBpaTHOA CBAIKM OT NoTPeSUTENER, BENKHaa #anobel noTpebuTanaid.

[MCO 9001 :2008]

7.2.3.7 Opeanuvaauus domxsda pazpabomams U moddepwusams & paboverm COCMORKUL CUCMEMY
pApamuol cefay Ana 3a0Na208paMalH020 CTOGELEHUA & NOMEHYUENEHLIX U DEANEREX TDOGNEMaX Kavec-
maa u codedemeun exnady nompeSumened @ cCUCMeMy KOpoemupiowux b npedynpexdamiluy delomaud.
7.2.3.2 Ecnu amozo mpebyem nompeSumens, of2akizayusd JofkNg coanacoabiGams ¢ nompetu-
MENEM, KaKUe UIMeHERUA mpeSyiom RUCLMENHD2O nodmespmdenus do ymeepAdeNUR, 8 KaKud monsKo
yvagdomnenud. O dpednazasusix Lamenasusy Heaobxodumo ceoe8peManno uHopMupogams, o ciedyem

COAMACORLIGAME MPCLECT BRECEHUA WaMereHud o, 7.2.7).
Meax:dy opaanuaaliuel u nompeSUmensi peroMaHdyemca UMems JokyMeRmUDO8aHHOE IMEXHUYECKD

@

coanaesue of obecnederuUy Kavecmaa, & KOmMOpord DRCCMampUEsaimocs MaDy!, DDUHLIMESMLE N0 Hec00m-

FEMCMEUAM (on. 5.3).
7.3 NpoekTHpoBanKe K pazpadoTka
7.3 MnaHvpoBaHWe NPOCETHPOBAHMA K pazpaboTrM

ChprasH3auUMa QoNMHa NNAHWPOBATE NDOEKTHDOBAMME M pA3paGoTKY 1M YNPAANATE 3TMMA NDOLUECCAMM.

B x00e Nnaq|poBaHya NPOSkTHROBAHKA M paInabo T 0prasaanus Qon%Ha YCTaHaenueaTe:!

a) cTagu NpoeKTUPOBaHMA U pazpadoTim,

b nNpopenends aHanyaa, BeprdiHEILHE M BaNKOAUMK, COOTRETCTREYHILLME KA#O0N CTAANH NEOSKTHRO-
BaHWA WM paapaboTiu;

C] OTBETCTREHHOCTE M MNONHOMOYWA B oBNAcTW NPoeKTHOOBAHKA K paipaboTiM.

Chpramm 2aUMa DONMHa YNDannATE BIAWMOOSACTBHEM PAINWUHEN TPYNN, 32HATEIX NDOSKTHDORAHMEM H
paapaboTEor, B uenax obecnedends 3PELTHEKON CRBAIN M YaTEOrS pacnpegensHia OTEETCTEEHHOCTIH.

PeayneTars NNAHWPOEAHWA QOMKHE AKTYAMWINPOBATRCR, BCIKM AT HECDX0AKMO, B NPOLECCE NDOEKTI-
pOBaAHKA W pa3paboTeu.

I PRAMESY4aH#E— AHINAZ BEDUEHKIYNA 4 BANWOSUWA NPOSKTUPDBAH WA W Pasp AEBGTEH WME0T PAIHLIS LENK,
NO3TOMY HX MOWHO NPOBEOIWTe ¥ IANHECH NOHAM BECTH KAKOTRENEHD, TAKK B nNioBeix COMETARMA, NOLXGORALLHE ONA npo-
AYELHA W Opranmdiasgumn.

[ACO 9001:2008)
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7311 Opeanuzaqud Jomera aqedoAms doKyMEHTIUDOEANHLIE MROYEdYDL NCEKTIUPOSaNUR U paz-
pabomyu. 3mu npoyedyped BRGS0 OYERKY DUCKS, OnNpadenaHUe COoMmeamomeayiowuy acnasmoa GMP u
Maf02a MOMEMLLANLR0Z0 GNUAKLAR HE TOMPeSUMEand U, @ KONEUHOM CYRTE, Ha MauyUerma.

7.3.1.2 Omaemcimegsrocme 38 MOOSKMUSORAHUIE U SWaHKy pucka Jonssa OeiTs coanacodans Mexdy
Aompadumenes U opsanuaagued.

7.3.1.2 B rxode npoyecca Npoekmupoaanua U paipabomsn credyem npedyoMompemes Rooaapiy Npu-
20AHOCMLY GbixadHEY JaHNLX NDOSKTUDOEAHLT U Pa20aB0meL A0 OKOHYAMeTEMOS0 COANAC0RaHUR MEXHL
Hackux mpehoganud ¥ npouasodomay.

7.3.2 BxogHeie 0aHHLIE ONA NRPOSKTHROBAMMA W PaIpaboTKH

BrogHble QaHHEE, OTHOCAWMECH K TReOOBaHuAM K NPoOysLMK, J0MHH BulTe ONpedenaHs, a 3anicn
OoEHs NoO4epHuBEaTecA 8 paboqem cocToRMuKm (4.2.4)

BxogHble JaHHBE JON#HL BKNKYaETE B Caba:

a) PyHELWOHANEHES W 3KCINYaTaUKOHHbIE TpeboBaHKa;

b} cooTEETCTEVIOWWE 3AK0HOOaTENsHBIE W OPYIHMe oba3aTaNsHblE TPEGOBAHWA |

C) Tam, TGE 37O BOIMOMHD, WHEOpMALKKD, BAATYID M3 NEE0LIGYILWMX AHAN0MMYHEX NPOSKTOR,

d} apyrve TpeboBaHMe, BAKKHEE ANA NPOEKTAPOBAHKS W Da3padoTiA.

BxogHbie JaHHbIE D0nHHE AHaNKIAP0EaTECA HA JCCTATONHOCTE. T peBonaina OoM#HE GbiTe MoNHBIRMA,
HEJBYCMBICNSHHBIMA W HENMPOTHBODEYHBLIMA.

[MCOS001:2008]

7.3.3 BrixogMikie JaHHLE NPOSKTHROBAHKA K paipaboTeu

BrixogHble 0aHHsIE NQOSKTHPCEAHRA M paspatoTrd JoMiHE SelTe NpeacTaBneHsl B fopme, Nogrodn-
el Gna npoBefeHKs BEDHDMEALWA OTHOCUTENBHO BXOOHBIX TREBOBAHWA K NDOBKTUDOERHNGD M paapaboT-
K&, @ TAKE QoN#Hb GeiTe odHuWansHo ogobpatbl A0 WX NoOCMe0yIoWens MCnonbIoeaHnA.

BrixcaHble A3HHEIE NMROEKTAROBAHHAA W DalpaBoTiK OonHHSL

a2} CoOTEETCTEORATE BX00HEIM TRESOBIHHAM K NPOSKTHDOEAHKK ¥ pazpaboTre,

b} obecnedwBarte COOTRBETCTAYIOWEHR MHCPMAUMEH No 3AEVNEAM. NPOUIRE0ACTEY 1 ODCNyRHMBAHND,

C) COOBPMATE KPWTEDMWK NPHUEMEN NDOOYELMH MNH CObINKK Ha HIAX,

d} oNpegenaTe XapakTepHCTHEM NDOEYELKK, CYWECTBEHHLIE ANR @8 Ge30NacHoro W NpasuneHor
HCNONE3InBaHKA.

MpumMed s Hde— HudopMalys No APoOMISONCTEY U OBCAYHMBAHWE MOXET BENKYETE B cedfa noopolHeie
LAHHEE O COXMEHEHAH NPOSYELMA.

[MC O S001::2008]

T.3.4 AHanWa NpoeKTa W paspadoTe|

Ha cooTBeTCTRYCLLME CTAWAX JOMEEH NPOBOAMTECA CHCTEMATHYECKIA AHANKA NPOEKTa W paspaloTin
B COOTEETCTRMM C 3anNaddpOBaHHEIMK MEDOTIDUATHAMK (7.3.1) 8 uenax:

a} OuEHMBAMMA CNOCODHOCTH PEIYNETATOR NPCEKTUPCEANWA 1 paspaboTik yOoBNETBOPATE Tpeboaa-
HMA,

b} BmsEneHna NGbix NEOBNEM M BHECEHKA NDEINREHKA NO HECDXoOMMBIM DERCTBHAM.

B cocTae yYacTHWKDR TAKOMD AHANKIA GOMEMbl BKNMHATECA NPEACTARMTENK NOOPAIgENEHHH, HMe-
LUME OTHOWEHHE K 3HANWAMPYEMOAEK | CTAAMKIAM) NPOEKTHROBAHKA ¥ paspaboTd. 2anyocH peayneETaTos
AHANKIA M BCEX HEOBXOOMMBLX OERCTRHME Q0ONKHE NOLASEABATECA B patoden CoCToORHKA [4.2.4).

[MCO8001:2008]

7.3.5 BepudMKalWa NpoaKTa W palpabdoTewm

Bepudukauma AoMmxHa OCYLECTENATECA B COOTEBRTCTEWM C 3anNaHvpOoRaHHbIMY MEQOMNDHATHAMN
(7.3.1) C uens0 YEOCTOREDHUTECH, YTO BRIXOOHBE JaHHEE NDOSKTHPOBRAHHA ¥ paipaloTkd CoDTBETCTaYIOT
BX00HEM TPEEOBAHMAEM. 3anucK pEAYNETATOR BEPUEMKALNA 4 BOE X He0BX0 O MMEX DEACTRNA J0NMHE No-
OEEHUEATRCA B paboqem coCToAHMK (4.2 4],

[MCO S001:2008]
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7.3.6 BanvwaauWa npoexTa My pazpadoThu

Banugauqa npoekTa 4 paspaboTr JoMMHa OCYLUSCTENATECA B COOTRETCTEMK © 3ANNAHWPORAHH LMK
MEQONDUETMAMI {7.2.1) CUBNBI0 YOOCTOBEDUTECH, 4T0 NONYYEHHAR B PEIYVITLTATE NPCOYHELMA COOTRETCTRY-
&7 TPEGoBaHWAM K YCTAHOBNEHHOMY NI NPeInonarasmMomy MCToNsI0Ba WG, BCNH OHO WaBecTHo. [ge aTo
MPAKTHYECHH BOIMOMHT, BANMOSUHA JOMsHa DbiTh 3apeplleda 0o NOCTARKW HNA NPHMEHEHWA NPOGYELAW,
3anuck peayneTaTos BANWIALUWA M Bcex He0BXoguMes DefcTEMA DONMMHE NOJAepRHEaTLCA B padoqsem
COCTORMAR (2.2 4],

(WSO 9001 :2008]

7.3.7 ¥npapneHde WaiMeHeHHAMK NPOeKTa W paspaboTEn

HameHenna npoexTa W paipaloTik GonsHs! DeiTe WOEHTHGWUADOBaHE, 8 JIANHCH DONHKHE NOOLE0HKA-
BaTLCA B pagoqyem COCTOAHKK. MaMeHeHHA J0NE e BblTe NPOaHaNMIMDoEaHsl, BEDHEMUKPOBEHE M BAMK-
OWpOBAHE COOTEETCTEBYIOWMM o0paion, a TaoKe ogobpeHsl A0 BHECeHWA. AHAMNWI WAMEHEHHA NpOoEKTa U
paapaboTEWM GOMHMEH BEMKYATE B ce0A OUSHEY BAUAHKSE AIMEHEHME HA COCTABHBIE HYACTH K yEE NOCTARNEH-
HY I NPOSYELAKD. 3anAci pe3ybTaTon aHankiaa KiMme HeHH i i NoGeEE HeoDxoOuMbix JedCTRWA QONHHEl N0G-
Oep#HEATECA B paGoven COCTORMMM [4.2.4).

[HMCO 9001 :2008)

7.3.7.1 ¥Yeedomnaenue

D6 UaMeHsHuRE, KOMoDEe aNuamm Ha kakue-nubo npedocmaangerbie danusie, credyem coobluans
nompetumenio, a & civydas npedocmasnanua opeanuiauueld mesHuveckoso docks/ocHoano2o hading —
HETOCHedCMEEHNG DESYITUDYIOWLM O0S3Ha.

7372 MaMereHUE NPoeKa

MMpu copwecmanetuy vaMeHanur Jedemaeyiwas 8anudauus U JoKYMeHME, Ha KOMapLie Noenuano
vaneHenLe, SonwHe! BeiME NPOAHINUIL00aaHE! U TeDScMOMmpans, 8 NAPCOHaN Aonwas NooUmu Coomaai.
CITHEYMOLLYIO (TeReTod2omagiy.

flpuMeuysHua

T K apxodyeis daHNEIM noceXmugoaaqauR o |'.'.'E3EIEI5|:I.I1'1 KU QMHSCAMCR 350uUcy .{.'?1 BXHUWECEUE pORCedR, MaXq0nG-
SUA J?F‘DL'EBD@GH‘J Ed. MEENUVEBLELE YEDMEemU, MMEXHUYEIKLE LY vccnedoEamenacELeE oo OXCA B W oOpadtie.

2 Ko H I.IﬂElHn'.ufu&.l'.‘hHEIH HAYWHO-MBXHUYBCKER HH-LPDFIME LUA {DpEaNUAsYLLY) MOoMEm fikima npedn:ma EeTeHa 8 aude
Aoces HEMOCEedCMSBRHO @ DB EWILD VW GE 0DAGHE (HaRpUMEeD_ MesRuvackos d0Ces U [URU) CoHOBHOL DaGN ).

7.4 3akynkm
7.41 NMpouecc Jakynok

Chpraduaauma non#Ha ofecneYMBaTe CODTRETCTEME JAKYNNEHHOR NDOQYELWK YCTAHORNEHHEM TREE0-
BaHAAM K 3aKynkan. TUN M CTENeHE YNDaBNe A, NRHMEHASMBIE MO OTHOWEHKK K NOCTABWMKKY W 33Ky nneH-
HOA NPOOYELMK, O0MMHE 3ABHCETE OT &8 BOASEACTEMA Ha NOCNeaysowMe CTAOWM MHIAHEHHOro wuKkna
NPOGYELAA WK FOTO8YI0 NEPOOYKLMIO.

CpraMuialUMs A0MEHa OLEHUBATE W BeiDMpaTe NOCTABLMKDE Ha OCHORE WX CNOCOBHOCTM NOCTABNATE
MPOOYELKED B COOTEETCTEMK C TREEOBAHKAMK ODTAMKNIALMK. oMb BHTE paapaboTads KpuTapud oThopa,
OLEHEKM 1M NOBTORHOA OUeHEN, 3anHMcH PeIyNETATOR GUEHMBIHNA W MobIX He0EEoQMMEX GEACTRWA, BLITEKa-
FHLIHX M3 OLEHKK, JOMEHB MO00eDHHEaTECA B paboqde cocToAHMM (4.2 .4 ).

[MCO 2001 :2008)]

2447 Opzanuaalus JonsHa ymeepdumes Nocmasiiukos:

d) LCEOIHLIX Mamepuanoea,

b} scnomozamensrey cpedoms, @asnkix AN ofecneyerus Kavecmas,

c) WIARoE0HHLIX Mamepuanos dns UenoNbIQEaHUA @ HLCTILIE MOMSLLELAN.

F41.2 Opzawulayus donsma yeedomMume nompebumens do nepedavyy CmMopoxMel opsanu3auuu
Mool yacmyu npouzendecmMeeNo2s NDOLECCA.

7.4.1.3 Bee yonyau, npedocmasnfeMsis SmopoRHLMU 0DSaHLIALLUAMU, KOMODEE MO2 KT TOENURME Ha
raqecmad Npodykuyul, SomaHel KORMPCNUPGEaMEcH, AKTKYaa Nod2omosky NEYaMENO20 OpUaLNANA, Yoiyau
naGopamopull, cMepUIuIaULID, RATUBDOSoUHER FaNyaU U keanuiuRaLLIoHHERS YENYSU, MexXHudackon oBomy-
wUuGANLE, QHUCMEY. NTepeceolxy, Gopefy C apedumenavu U nodpAadulkoe no nepepafomie omxodos d
FAGUCLMOCITIL O DUCKOE.
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7.4.1.4 KoMcynemaumel, 3aouwue PeroMeddaulii Nna noau2e0dcmay U KOHMpONUD0EaSHLK TEE UYHEX
PRAKDEOYHE X MAMAPLEN0E, CYLMAKNTICA TOCMaEUILKIML.

7.4.1.5 Nocmaglulsy Mamepuanos U yonys, eamnsix dna obecnedYesus kadecmea, ymeepsadaomes
CAY#E00 ¥aYecMEa Wt MULoM, Haanasankbiv CRywbol xavecmas.

7.4.1.6 OpeaHuzayus JonsHa ouasueames 4 GSCIMU 3anucy N9 KOMASMEHMMHICING Nabopamopud,
SLIToNHAKILLY pabomsl, daxkble dna obecnadalus kavwecmes. gnR esmonyanus pabom, easmsbix dna obaa-
MEYEHUA KIYSCIaa, 0D2aHUIaYLT J0Ha LENoNE3I0aams MONLKD NaGopamopul, 0A080eMHEIE CIMOYKL 300-
ML LY KOMITETIEHITTHOCTIL.

7.4.1.7 Ecnu esTonHesus Npoueccs cmeapunuzayul NopyYeHs cimoporred opeanuiauul, opeatiiaa-
YuA domwka yEedumecA @ moM, Yma apoyece omaadaem mpebosakuaMd 7.5 T u 7.5 2.

7.4.1.8 HareHanud LomoyHUKa ToNyYenuA CelpLA, damnaa dng obecnadakua Kavacmaa. nodnewum
ApoUecey YIpaanekus LIMENEHLAMU,

7.4.2 Muipopmauma no 3aKyneanm

MHpopsaniaa No 33Ky NEas 4OMEHS ONHCLIBATE 33Ea33HHYI0 NEOOYELKIO, BEMNKOYANA, roe 370 Heobioau-
MO, TpEGORAHHA!

a) KodHyHManeHoMy 0A0bperio NpoayKUWK, NpoUedy R, NPoLScoos W oSopyaoRaHKA;

b} KkpanadrEaUMn Nnepoonana;

C) K CHCTEME MEHEZHMEHTS KEAYECTEA,

Opradiaayna gomesHa obecneudpaTe QOCTATOYHOCTE YOTAH0BNEHHEX TRe0oBaHIi £ 33KyNEamM 00 1x
COOBLEHMA NOCTABIIMKY .

[MCOS001:2008]

F.4.2.7 Opeatlzayus JoKHa CcOXpaqame COMMEEMaemMayowie uribapMaUlio Mo JakyikamM, m. &
dosyrdarme (om. 4.2.3) v 3anucu {or. 4.2.4), 8 ofveme, mpedyvemom dna ofacneyenus NpocaAuaaeiocimu
coznacHn 7.5.3.

T4.3 BeprihMKauMA 3akynneHHOR NPpoayHLMH

Oprasnaayna oonwHa paspaboTaTk M 0CYWecTBNATE KOHTPONE WK ADYTYI0 QEATENEHOCTE, HEoGxoam-
Mylo OnA oBecnadyeHiA COOTEETCTEMA 3AKYNNEHHON NPOOYKUHM YCTAHORNE HHEIM TpeboBaHHAM K 3aKyTIHAM.

Ecni opraq1iayu|a uni ee noTpeduTens NpegnonaraeT oCyLWecTENTE BEpUMHEALIMED ¥ NOCTABLIMKA, TO
OPraHUIaLua DOMHMHa YCTIHOBNTE ME P N0 BEPUEMEILMK U NOPAGOK BEINYCHA NPOOYKLMN B WHEODMALKMA N0
AAKYTIHAM.

[MCO2001:2008]

7420 NMocmyTaowbie Mamapuanis: nodnewan (PUILYECKOMY WTL adMUNLCITDaMUEHOM Y KaDakmTiuHy
Ao ux 0dobpaHLR U 8bITYCKa @ IKCITamaLLio,

Mpumeva e — B ubdmouuimansHsil COPusa MONEm UChOfEI0aamesi Gonsmelssemell Mamepuan oo
FOMOEUU HEAVHUR BS0SHMUDOSEHN0 Hadernaix npoyedyp, He JoNYCRAMW LY SETPCKS MTEDEUYHALY FTEKDE0HHEY Wam eou-
ance do nodmasoxdeynuR CITamyFcs MaKus MEMEepUanns.

7.4.3.2 Cnedyem secmu 3anuycy gepudhurkaldu (oM. 4.2.4).
7.4.3.2 BulOopouneid sonmpons Jomxas oo yILecMansmescA @ Coomeamaemaul © Memoduxod ambopoy-
MO20 KOMMPOIE ¢ Uonans3oaakuem npouedyp, cpedome © ofopydoganus, He JoNYCKaowWLLY 282073HSHUA.

7.5 MpovasoacTeo W obonyKHBaHWE
7.5.1 ¥npasneHWe NPOMIBOACTEOM K ODCAYRHMBaAHKEM

DOpradyIalua 4onsHa NNaHHposaTe W OCYLWECTENATE NPOHABOACTED W OBCNYHMWBAHHE B YNPann AEMBLIE
YCMOBHAR. ¥NpaganAsMs e YENoBrA GOMEHL BENKYaTe B Ceba, Tam, rie 370 NpAMEHHMO;

a} Hanu4We AHEOEMAaLKK, SNMCHEBRMLWEHA XapaKTepHCTHEN NROOYELHK,

b} Hanwsne pabodmx HHCTRYEL WA B CNyYae HeoSxogusocTr;

C) MpMMEHEHWE MOAXOOAWETD 0G0pYI0RaHKA;

d} Hanu4We W npyMeHedns oBopy JoBaHWA ONA MOHWTOPMHTE W WIMEDEHAIR,

2} NpOBegEHAE MOHWTOPWHIA M H3IMEDeHHA;

f} oCylWecTaneHWE BeMYCKa, NOCTARKH W JEACTEMA MOCNE NOCTABKK NPOGYELAW,

[MCOS001:2008]
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) anpedeneHUe damb! UIENMOBNENLA © YYeMoM zadalcmacaanHaE MDoLetCoE,

h) ydenerue ocofoa0 GHUMAHUS MIpKLUDOeKe, IMUKeMUDOSanum U ynaxoaxe dns obecneysHun
LE3YILMamUEHoe0 KORMEOIA U npedomepaluedud owuGon,

i) doxywmenmupogaskye npouedyny o onpedenenuss YWIPagReHUS OMERONSHUSMU & [Apoyecce.
Homsner Bemb vocmedogans OMENoNERUA, Gaxkee dng ofecneveEnua KaYecmea, U Japesuchpupoaants
MO PHENHLIE DE3YIEMans (oM. 4.2.4),

7.5.1.7 ¥npagneHls YUCmomaol npodykLuld U 3aZpAIHEHLIEM

7.5.1.1.1 Qpeawuiayus donxna cohopmynuposams U cobmodams dokyMermuposattbie mpebosaHua
K SUCTIOME NepauYRBY YIaKoaouHbix Mamepuanoe u npouedypel o Noedomapailemiig Ia20A3HaHus noo-
Ayryul U obopydoaakus.

Aotk QUEHLERMECT NOMENLUANEHEIED DUCKY, CEAIAHNEIE © MoOLML MAMepuanamMy unu ecioMoaa-
MENEREIMU COEOCMEINMU, KOMOPLIE MOZYM HECITIU Y2posy Be3onacHocmu NaLUeHma, Hanpumes, mpaKcmuc-
CLaHER 2yBHaAMan anyehanonamus.

L5112 Boe mMexHOnDauyeckue MoOUecch!, OCVLLECTanTaMuie & YUCIBX WL KOMMDOILDYebiX
IOMAX, BEKMOYER Maph O OXPaHe OKDYRaow el cpeds, Mpousacdcmen, KOMMPOns & Tpoyecce npauzeodoemeaa
U YTEKOBKY e DELYHELY ¥IAK0S0UNEIX MaMEDUAN0E, JOMsHL CMBEYAMS FCManameHnbIl MECTIREIA YCI080-
At U DYHELLDOMANENBM KOUMEpUANM. Yucmere noMewenus donmnesl Geime obopypdogansd aoadyiHsmu
Lo 3aML.

7.5.7.7.3 TexHoMosUyeckle NpOYecohi 8 KONMPOOLUDYEMEIX OKDYAAOWUE Yonoauax donwkkb! Beiis
COAMACoEAHE Mexdy NompeBLmenses b opeaHuIayuen.

7.5.1.7.4 Qpearnusauus danxHa Makse Qopaynuposams doxyMeRMUpoEaHHEe MpeSoEaHUS K HUC-
OIS NEDaLYHBIX WIAKDeOYHbIx Mamepuancs, koada:

a) MepEuYHES YIaKaaasibic MamMepuans GUULLEKIMICA opeanusayued do npoeedeHud cmepunu3Iaiuu
W {LUTL) WE UCToAs I08aHUA,

b) MepEuUYHER FRaKcEoYHEIE MaMEDUantl domaHb NOCMaanAmbes HECIMEDUMUI0SAMNEIFL L UK HUSRI0-
ma aasika dna LenonsIoaanus,

] MexHoaosnYackue peasermel dommswer Seime ydanensr ¢ podyryuy @ nepuod npouseodcmes.

7.5.1.1.5 donsubi Gbimie onpedengti Sonmealdnepbl Ans xpanesu s, cOopRLUKL Mapkd U MLUHUL 2820Y3RU
U paIpyaKu.

5076 Qonoerog eHUMarue (Manpusep, udedmucgukauun, Seaonackocme, Yucmoma) cnedyem
pdenams 4 Topayo aHepeds 3I330K3KE U PAISPYERE HonMelnepos ANA KAcLiNHEX 2py0aGyHepoE.

25117 Ana oqucmikl oboppydoeakllua, UonansayeMoss Npu Rpousecdcmes MEDEUYHENX WITaKOS0UMbLIX
Mamepuanod, domsksl Gaime paspatiomansl NuckMeRrse NOoUEdppel Jomwusl 8eCmUch IanNUcy ORUCITKY
obopydosaHUA, UMEHLLLIE 8aNH0E IHaYaHUE ANA 00eciTeyeHUA KaYaCcmea NepausHEX WTaKoE0YHEX MaimeD-
anod (o, 4.2.4).

7.5.1.1.8 Cnedyem onpedenams COJBORaHUE U YDOBERE GHUCIKLY Apouidadomaennozo cbopydoaa-
HUAMPOUIa0ICMEBeHHEE YHaCmKoa,

7.5.1.1.8 Ha2omoaneHuio HEXOMoDEY Mamepuanos CaolcimMaeHH0 NpUMENERUE REpapatomantbix
Mamepuanod (HanpuMep, U3somoaneHUic CMeKna, amoMubLA, ByMasly, meponnacmukos). MapaMampe
napepadomict dontsl Beims oRoedenakbl U cOSNacoeanb ¢ nompebumeanaa.

2.5.1.7.10 Ecnu 3mo He cO2Racoeado ¢ nompebumenasd, mepMonnacmuyEbie Mamepuans He SomsHe
nodeapeambcA MOEMODHOMY LIMENLYEHLID WTY He NOGMEXEM TOEMODHOMY UCTICNEITEaNW0 8 NEpeUYtbIX
WRAKGEFHHLIX MAMEepUanax.

251717 Oonwed Geimib OD2aRUI0EaH KONMDOML CYUCTEL AURUD MExDy Daziudkbidu capuaMn Ana
ydanexus acex Mamepuanoes U doxyaesmoe, e mpedyensx dna nocredypawed onepayul. JomnsHs 88cimucs
AAUCL pafom no ovucimice Qusul (ow. 4.2 .4},

7.5.1.2 ¥npagneHus WaMeHaHLAML

7.5.1.2.7 QOpeanuiauls damwHa peanizoeams NpoUece peaynemamuenoso b aghdrexmuehoss ynpaa-
NEHUR USMEHEHNUAMU, 9MoSh! U3MEHEHNLS OMPULAMENEND HE 8RUANL Ha KAYSCmac Apodyyul U 9madel OHU
OMEEsant TompeHocmia U 0xUGaHUAM JaUHMeDeCoaanHbix CITODOH.

L5122 Mamelenus domsnes Beimb udesdmuiuuupoeaHNbIMy, 3apeeiCMpuDOaaHHEIML, DUEHEHHE-
MU, IPCaHanyIupoaaHHEMU U YTD3aNaaMsiMy Sna ToRUMaHUA U anusHua Ha doyalue npoueccs.

7.5.1.2.3 Ana obfecnevyasus ynpaanserocmn Heobxodumo onpedeume NoNROMOYUS, CERIANHLIE C
WHULLAYUEL . SHARUIOM U ymEeDwdeHuUed UIMeHa UL,

F.5.1.3 Korxpemuele mpefogadus K cmepunaHOCTIU MERELYHELY YNENGEYHEIX MaMeaLanoa

Opaanusayus donxka gecmu sanucy (oM. 4.2 4) napardempad ApoLecca cmMepuiilizaluy, Komopbii
vononbIoaancA SR ciMepunuIaluy kaxdol cepud. Janucl o cmeplnusayul JomsHe Geims NpocheXUaaa-
MbiAL AnA kaxdol Cepun MepaUYHEE YTanoaoyHbixX Mamepuanos.

| )
-
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T.5.2 Banupauxa npougccos NPOMIBEDACTES W 0DCNYHABAHWA

OpradWiayna JonsHa BandoupceaTe BC8 NPOUscChl NPOWMIE0ICTES W ODCNYSHBAHWA, PEIYNLTATEI
EOTOPEX HE MOTYT BeiTe BEDHPHLMDOEaHE NOCNEIYIOWHK MOHUTODHHIT WM HIMEDEHHAME, W3-33 Yero
HEOOCTATHM CTEHOBATCA CHEBMOHBIME TONBKS MOCAE Ha4Yani WCNONEI0BIHMA NPOOYELKA MM Nocne
NEpeaoCTAEMEHHRA YCIYTH.

Banuoauna aomsHa NpogesoHcTDHpoaaTe CNocoSHoCTE 3THX NPOLeccol JOCTHraTeE 3annaHdiposaH-
HilX pe3yNeTaToR.

OpradMialia gonesHa paipaboTaTe Mepki NG 3THM NPOLECCA, B TOM YHCNE TaM, [0 3To NPHMEHKIMO!

a) onpegengHHBIE KEUTEDWA OAA 3HANKAA ¥ YTEEDKAEHWA NDOLECCOR,

b} yTREpEOEHWE COOTRETCTEYIOWErD oB0pyA0BAHMA M KEANHDUFALKWMK NepooHana;

C) MPAMEHEHHE KOHKPETHEX METOOOE W NpOUSIYD;

d} TpeboBamMA K 3ankcAm (4.2 .4}

€} NOBTORHYH: BanKaay e,

[MCO8001:2008]

7.5.2.1 Opeanuzayus donsHa udenmuduyuooeams NPOYBCCE, gaknbie ONA cbecnevaxus Kavecmaa,
& pankay ceoel JEAMENEMOCITIL, & UMENNG ME, KOMOopEE GTUAKIT Ha KaYECMED MEREUYHER PakoeoNHE X
Mamepuanos. KoHmpons 38 moShikdd Us 3mUx ID0UecooE, 8kiXod Komopbix He Moxem Deifb eepubuliuDaaa
TocpedcmMeoM ToCciedyioea0 MOHUMODLRSE LNU uaMepedud, danwen JemModcmpLpoeamscs MymeM aanu-
dauuu v doxyMesmupoaameca.

7.5.2.2 Ana onpadenasus Mo20, kakue Npoueccs gamns dna obecnevenud kadecmaa, U cimenasu
aanudauuy, Hecbxodumod Ams deMorcmBPaLLL YTSBEEREHUR AMUMU NPSUECCAMU, UENoONEIVEMCA OUSHKSR pUC-
Ka. Akanus pucka donmaenk BeliMb CaR3aN 00 CA0UCMEaL RPodykUUL, ONpede Ao UMY B8 KaYSCTE,

7.3.2.2 Texuuyackue cucmemMs! (Hanpudep, Malilne, AUHUL, CMDFRmMyDHLE KAToRERME DoLU3-
@odomaa U M. L), UCRONBIYEMbIE JMA UAZOMOSNEHUA NEDEUYHEIX YRGK080YHEIX MAaMEepLUaI0d, danxkHe! Npo-
¥odume aspuhukaywn 4 (Wik) ammecmauuyaanudaniio 8 CoNMEemMomeny ¢ JOKKMERMUDOEIHHOL
OLUEMKOL DUCKS,

7.0.2.4 Bepuburalus u [unu) ammecmauuaeanudayus SomuHel Nogacdumsca MPU B03HUKHOEENUL
CYLUECMBEMHMEX LIMEHENUD 8 cpedomeax npouseadcmea, obopydosasuy U NDAUBCCax, KOMOoDEE MO2ym
(TOEMUATTE HE Ka4ECTEn MPod L.

7 DU MEeyande—¥lpagnerdus UAMEHERURMY B NQOWESCCE ganudayuu FENASMCA YECTTEA ORI UL ynpaane-
HUA UZMBMNENURMY ODaGHLISHLUL.

7.5.2.5 Hackonewxa 3mo yeneccobpazno, eanudauls mol unu il npodyruil Jomesa npoaocdumsos
10 CO2Nacoearure © nompebumanen.

T.5.2.6 Peaynemame: ganudauuy SonsHes pesuvcmpuposamecs (oM. 4.2.4), Janucy o eanudayuu
FoNMMHE COXDaENAMBLCA HA MDOMAKEHLU GCead cpoka cyxbbl ofopydoeanus U NPOUECca U BLYE & MOeYeMUa
Sayx AT NOCHe CHAMUR © IKCIUTYamauuy wil no Jo2cacpelHocimn © NOMpetumenasd.

F.5.27 B omAoweayuu npozpaMMioss 08ecmeyciud, UenoissyemMos0 d Npoyeccay, aamtbix 4 ofac-
TEYeHUA KaYecmaa, JonHHE NPoEoIumMECce Oy RKHLOHARBRBIE UCTILIMAHUA B DCMamaYHoN KONUYecmEes U 8
CONTESMCMEVIDLLUE YCIOEUAYX ONA GepUbUKaLLL IDOCHENUEASMOCITIL, MOYHICMU Tepadayl U COXDaHENUA
danueiy, Cucmema domsHa MPoeeEpAMLCA, HANPUMED, Mymes eeoda MEasimbMelX U HENDSaUILHEN JaHHEX
dna anpedenedud NEPOCHeKULaeMOCNIL, MOYHICMU NEPEdSYU U COXPAHEHUT aHHELX UNU 3anuced.

7.5.2.8 Peaynemame 3mux ucnsmTarud U Nooaepor Somxne pesucmpuposamesca (4.2.4).

7.5.2.9 Snekmporrsie 3anucy donkke! COXDANAMBLA U IAWLLUAMLSR oM NoMepu o ciyYaliioso
Aoapesfenus U donkdel xpaNumecs a chopae, Sonyoksniued aoccmaneEneNuE, Goau MG HEROIMONHD,
FOMEHE COXDAHAMECH BYMamtbie IXISGMITNADE @ Medenls deyx Nam nocne cnucadus cboppdoaanus L mo
So20EcpEHNOCIU ¢ nompebumenaid [ch. 4.2.4.1).

Tpuwseyasde— JoroiHumenedbid JAHHLE, FECHDWUSCA 35ULLLSHROCM U dabHak, MBRBdMMENTAE U S8IU-
dayul npoagarmiaozs eliecnsdsrun codepwamen g M3K 60601-1-4, Pyxosodemes no Hadnesawed TRaEmuLs Samoma-
MUYEDASHA0AT Npouzeodemed U Koderoce Redepanatels DEENAMEHINOE ¥NDAGNEHUR T0 CHHUMEDHOMY HEBAI00Y 20 K&-
YECTTERM NuleEss npodysmos U meduskamermos CUWA 21, sacme 11,

7.5.2.10 Mpunepedavye Ha cMopory MoGoa0 NpoUeces, BaxK0a0 OnA obecayenusn Kayacmeaa, opaanu-
FAULE Somwna yHedumbsca 8 MOoM, Y10 NPOLECC SMEEYaam Mpaeboaalumyg Hacmosideso cmakdapma.

7.0.2.11 Ecnumpedyemcd CMEDLNUIALLUA, OpEaluIaLua JonkHa yormanoaums SoKpiIdeRmupoaaHMEe
Apoyedyps Mo Ganudauuy Npoyeccos amepuiuzaluy. Npouecth! cmepunusauul domxne npodmu eanuda-
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uo G0 AepeoHaYanbHO20 UCNaNbBI0eaHUA. JanwHbl coXpalAMmbCA 3anucy pesynbmamos aanudauyuy npo-
LECCoR CIMEpUnuaanuy (oM. 4.2.4).

Cat, HCO 17135, HCO 11137-1 unu MCO 177137-2.

7.5. 212 Ecnu odwum us mpebodanud RENSEMCA CMapulusayus, ap2anuianus Jomsna nodaspasyims
MEpauylbie FIaK0eoytbie Mamapuans! 6anudupogalHomMy NPOLUECCy CMEpUNU3aLUY U 3anucame ace Kok-
MOOTEHEG Ta0aMempsl TpoUeccs cmepunuiayuy. Mpu mepedade Wa CMOopoHy NDOUBCCa CMepURU3aLuL
opeaHuFayUua domwka YoedumscA @ MoM, 9Ma NPoUece oMacy aem mpefoaaHuAM HaCmoAWeso cmandapma.

Cu. HCO 14837,

7.5.3 WoenTrdUKkayHa 1 NpocnexiBaeMocTe

Ecnu aTo BOIMOMHO W UEnecoobpaiHs, opraqdiauds JonsHa MoeHTREWUMpOBaTE NpoOVELMG C
MOMOLLEK COOTBRTCTEVIOLWY CPEOCTE HA BCaX CTAAMAN 88 MUIHEHHOrD LMKna.

CpradmaaumMs QomeHa MOeHTHEUUMPORATE CTATYC NPOLYELMA MO OTHOLWE MWD K TPRDORAHMAM MOHKTO-
PAHTE M HAMEDEHWA Ha BoEX CTANMAK BE HAIHEHHOMD WMKNE.

Ecnu Npocnes BeassocTe ABNASTCA TpebosaH1en. TO OPraHuaaLMa QOMEHa YIDaBNATE CNEUansHoH
WOeHTUDHEaLMEN NPOOYELMK W NOOO8pHHUBaATE JANHCK B pabodYas coCToAHWM (4.2 4 ).

I pPHAME4Y3aHME— 8 pRAE OTRECNEH NPOMELWNEHHOITH MEHEIKMEHT KOHEUIYDAURY ABNASTCA CPeOCcTEOM
NOAAEDHAHMA WOBHTMPDAKELLWA @ NPCCNEsWEIEMOCTH.

[WCO 9001 :2008)

£.5.37 Opeawuaalyus donsna paapabomame U noddepsueamss @ pabomacnocabHoM COCIORMHUL CUC-
meMy MEOCHEKUEaHUA B0BX NPoUIg0dcMaatibly Mamepuaios i LoMoyluKa donyyaerus Jdo peanuIauu
npodykiuu conpedenenuand Maciumata v moebyersrx 2anucel Ha DcHo8a OUeHKY pUCKa (o, 4. 2.4, 5. 3u8.5).

7.5.3.2 3anucu o cepuiiron npoudecdomas donwisl Gbime Gb0IMAYEHE OFALYLUMIETbMbIR HOME D0
CEpUU WAL WOEHTIUDLKSLLIGHHEIM HOMaDoM,

7533 fJonswel coXpaqdamecs sanucy ob vonone3naanul obopydosanus, @axyozo dna obecneyeHun
Kasesmaa (o, 4. 2.4}, Imu 3anucyl Somsiis Makwe SKmoYams GHUCIMEY L iMexHUYeckoe GBCnyRUealue Haps-
Oy ¢ npauzendcmagtibidy CRegauuANMY. Pabomsl RO MexnuYeckosy 08cnysuGan Ui SomsHe dokyMakmuoa-
ESMBCA U NQoCReXueamecs Ao konkpemuol Npouicodomackrol onepauuy unu edunuue chopydaaanus.

7.5.3.4 Opeaduaalus Sonwna pazpabomames U geciid JokyMarmuDcraaHise NOGUES YD © ITEM, Y-
Bkl BOAGDALLASMEIE GDSaNUIALNY NEPEUYHEIE FTaK0S0YHES Mamepuank, HanpuMep, dna noamopkod obpa-
bomey 0o yomarognakdeiv  mpefosanuar, Genu  odexmucbliyuposanss U ewidenersr U2 obweso
npauzecdemes.

7.5.4 CoBCTREHHOCTE NOTPEBUTENEA

CpraddIauuds gonsHa npoaenaTe 3aboTy O cobCTReHHOCTH NOTPeGUTENa, NoKa OHa HaxoduTCeA nog
YN DABRNEHNERM OPFAHKIALMKM AN MCRONE3YeTCA 260, Dpradnaauna Aon¥Ha WOeHTHE MUK POBATE, BEpMEMLK-
POBATE, J3WWWATE W COXPaHATE COBCTEEHHOCTE NOTREEMTENR, NPELOCTABNEHHYID GNR HCTIONBEA0BAHKA MITH
BEAMOHEHNA B NPOOyKUMIo. Ecnin coScTegHHOCTE NOTPEBHTENA yTEPAHA, NOBPEMOEHE MK NEKMIHAHA HENRK-
rOAHOA ONA MCNoNEISEAHWA, GETAHNIALMA JONKHA MABECTHMTE ob aTom NoTpebHTena M NoLae pEreaTE 3anK-
CH B pabodes COCTORHMK (4.2 4},

MpuweyaHee — CoboTeeHEGCTe NOTRESHTENA MOXET BENK4ATE B CelR MHTENNeKTYaNsHYD CoBoTEeH-
HOGTE M CEEOEHHA MMHHOMD X3pEKTERE.

[ACO 9001:2008]

7.5.5 CoxpaHeHHA COOTRETCTEHA NPOOYKLMA

Opravv2auna OONMHa COXPaMATE NROOYELKK B X006 BHyTpeHHEeR 0BpaGoTi B NQOUECcCE NOCTABKM K
MECTY HAIHAYEHKA B LENAX NOOOSpMAHHA 88 COOTERTCTEXR YCTAHORNE HHBIM TReBosauuam. ECnn aTo npK-
MEHNMD, COXPAHEHKE COOTBETCTEMA NPOGYELMM GOMNHHO BEMIOYATE B cofa MOeHTUgHEALMIO, NoOTRyaoYHo-
pAArpyIoUHEIE PAGOTE, YNAKOBKY, KPAHEHME W sawuTy. Tpefiosauwe coXpaseEHMA COOTEETCTRMA QOMNKHO
Bl Th TAKHKE NPAMEHEHD W K COCTABHLIM 4ACTAM NPOEYELMW.

WSO 9001:2008]

7.5.5.7 Opeanuaauus Sonwxa paipabomame U noddepxuaams & paSomacnacobROM COCIMORMLUL CUC-
MEMY KOHMoQNUDoSanua TpodyuLL ¢ 020aHUHEHBIM COOHOM XDaNEHUR LW Mmpebolyn ocobilx yoaoaeuil
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spanerur. Tasue ocobeie yenoaus xpanerun QonsHsl KoHMpoNUCEaMeSH U DeaUsmpupoeamecy (o, 4.2.4).
CporU 20aReRUR oNXHE Beims oRpasdanHsIMU.

7.0.5.2 Npodywyus damkss Skims vamyxo 0boaHavela, U20nupodaka u danxka nodnexame omMeem-
CMBEHNOMY XDaHEHLID, 4 makke JonxHa Seimes FBWNYSHa om Nonadanus MocMOopoRHUY BeWEcng Ll
FASPAIHENLA. ¥NaKoaka, ucnofbIyeran dna coadaHua U eMelletua noadykuul, donxna Geime QUcmadl b nod-
sodawed. Nocmaeku domxes conposoxdamser coomeememeyowed SopMermalvel. doxymenmayus Ja
Tocmaary JoaxHa CoDmErmcmansams KoNKDamROD cepun.

7.5.5.2 Bcocnyvae noamopHoso UCHane208anus kodmedaepoa dng ynakossy npediecmayoiyie Apis-
KU domsssl Osms poanens uiu Hadnuew #a HUx cmepms. Kosmeddepe: danxHs DM YLUCmbIMLY WL Apose-
PEHHEMU K3 HUCMOMY 8 COMMBaMomEeLLU ¢ AUCsMERNT npouedypal.

7.0.5.4 Beonpyae meolxoduMoCiU Ha Spnske Jonsne Geimb YRa3aMe! U S0MRHE! ShINONRAMLCA ocoisie
VEAOEUA MPaHcROITILDOEKL LWL ¥ DaHENUR NepaLYHElE YISN080utsix MAmepuanog,

7.6 ¥Ynpaenedye oBopynoBaHAEM ANA MOHMTOPHHIA K HAIMEeDeHHA

OprasMaayna JomHHa CNpegensTe MOHWTORHHE ¥ MIMEPEHNA, KOTOPEIE NDEACTOMT OCYWECTENATE, a
Takke 0D0pYACRAHKE ANA MOHWTORKMHIA M WIMEpeHME, HeoBxoguMmos ANA OGRCNEYEHAA CEMOETENLCTES
COOTEETCTEMA NDOAYELUMK YoTaHoBNEHHBIM TReSoBaHWA M.

DpradvIayna gonsHa YeTaHOBHTE NRoUScck: ANA 0BeCneYedia Toro, YToD b MOHHTODHHT 1K MaMEDEeHKA
BOMMA SETE BEINONHEHNSE! M B ASRCTEXTENEHOCTH GblfM BLINONHEHE B COOTRRTCTEMA C TREB0BaHMAMMK K HAM.

Tam, roe Heobxogumo cBECNEYHBaTE HMEDLWWE IAK0HHYI0 CHNY De3IYNETATL, MAMEDHTaNbHOE 0o py-
OOBEHWE OOMHHO BiTh:

a} oTEanWBpoBaHs WAMK NOBEPEHS B YCTAHOBMEHHLIE NESHWOOL! MNK NEpE M0 NPWMEHEHHEM Mo 3Ta-
NOMaM, NEQEAAOLULHAAM PRIMEDE BOKHAL B COABHEHAW © MENIYHADOOH BIMEA MMTK HELMOHANEHEMKE 3TANoHa-
pa. Npu OTCYTCTEWMK Tasdx 3Tanoqos Gaia, MCnonsacBadHan ANA KEanybpoBkk MN9 NoREprM, Jon#kHa OblTs
aaperdcTpuposana (4.2.4)

b} OTPeryNHUpoEaHD MK NOETOPHS OTREryNWESBEaHD No Meps HeoBX0guMOCTH,

C) MOeHTHEPKUHPORAHD B USNAX YCTAMOBIEHMA CTATYCA KANWOpoBKK,

d} IBLMWEHD OT pETYNUPOBOK, KOTODBIE GRENan K bkl HEOERCTENTENEHBIMK DEIYNETATE HAMEDEHHA,

€} ISWMLWEHD 0T NOBLERIEHHA W yXyQWEHKA COCTOAHWA B xode obpalleind, TexHWYeckoro obonysm-
BAHKA M XDaHEHAA.

Kpowme Torg, OpraddiIagua JoMeHa CUeHWTE W 3aperHcTprpoEaTe NpaEoMOoYHOCTE MDEDkidyiiMs
pEIyNLTATOR M3IMEDEHKS, BChM o0HapyweHo, 4To obopyooBanue He cooTReTCTRYET Tpebonanmnam. Dprada-
3aUMA OoNHHE NPegnpUHATE COOTEETCTEYIOWES QEACTBWE B OTHOWEHWK Takons 0GopyaoeanHa W noGon
HAMEPEHHDA NPoaYHLHH.

JanKcH peayNeTaTos KANWGPOBKA W NOBERKK O0MMHE NOOOSHBATECA B paboqen CoCToRHKMA (4.2.4).

Ecnu nNpk MOHWTODHENE ¥ MIMEDEHHK YCTAHOBNEHHEX TPE0oBaHMA MCNONB3YIOT KOMMBIOTEDHEE Npo-
rpamMmMHble CpeacTea, Mx CNocoBHOCTE YO 0BNeTEODATE NPeOnNonaragmMomy NpvMEHEHIE NPeaBapMTENEHO
gonEHa BuiTe NoQTEEEOEHA H NOBTORHO NOOTEEEHIEHE N0 Mepe HEoBX0 0 MsMoCTH.

| PUMBYMBHWE— anEEpKﬂ_EﬂHE COOTEETCTENA KOMNESTEOHOMD NPOrpaMMHESID ofecnedeHns npeanona-
FTagMoMy NDJAKMEHEHND ok HED NEEOYCMATRPMEAET B0 BEDHMHEAL AN ¥ MEREOXMEHT SORMIYPALLAK B U&NAX Noa0en-
HAHWA 20 NPArogHoCTS AR MCNONE3I0BEaHWA.

[MCO2001:2008]

7.6.1 Qonsue Npoecdumscd PEEyTADREE DESUCTPUDYEMEIE MPOBOKALLGHREIE LCABIMAKUAR 3amomMa-
MIUYECKOE0 KOHMPOALH020 000D yI0RaHUS [HANPUMED, HOIMOKaMERMEIE INCITEKLWOMHALIE CUCTISMET U CYLITIB-
@AMEIL Wimpix-nodos) Ana nposepsy NOCmossHoL ghysryUoNansHod TpUE00H0CmIU.

7.6.2 Noouzeodcmaenkbie U KORMoNEREE daHRse, omeocALLuecs ¥ npodyruuy rompabumens (33
UCKMKYEHUEM CERDEMBOL umennermyansk ol cobcmasrrocmy opeanuiayul), donsks: npedocmMaanamns-
oA mo mpebodanu dompabumeans unu apedcmasumans nompedumens dnd Npoeepy yHKUUOHATENGE
Apuecdnocmu NpoUsac0cMEEHH020 NPOLUECCa, KOMMPONLH020 U venemamenstozo obopydoganus, UChons-
Jyesmozo a xode npouzsodcmes U Ha 20moaadl NoodysLuL.

7.6.3 Monemamensnoe obopydoganusg, UcnoNbiyemoe ong onpedensiud NoUeMIeMocmy LeXadHbIx
Mamepuanoe, gaxksx dng cbecnayesus xaYecmea, nanygabplramos unu somosod apodyruylul, domwkEs
kanubposameca WL JomwHbs PoeodumbscA OMoAHUMENLEMNES KESNUDUNILUGHHES UCNEIMaHUA 10 Mepe
HEoGxOAIMOCITIL.
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8 Mamepenue, aHanMi u yny4weHue

8.1 OBwre NoONoHeH WA

OpravvaauUqds A0MHHE NNaHWEoRaETE W NEHMEHATE NROLECCE MOMWTOPKHHTE, WIMEPEHNA, BHanKaa 1
YTy LEHWA, HE0BXOIHMEE ANA:

a) OeMOHCTDaLMY COOTEETCTEMA TReBoaanuamM K NpoSyELAM,
Imo mpefoeanue DMEOCUMCE Kak K momyhafpuraman, may o & Nepauutbilg FIaK0e0ying Mama-

DU,
b ofecneueHUA COOTERTCTEWA CUCTEME MEHEDHMMENTA KAYECTES;
&} NOCTORHHOTS NOBLILUEHWA PEIYNETATHEHOCTH CUCTEMEl MEHEMEMEHTA KAYECTRA.
YraszaHHaA AeATENBHOCTE QOMKHA BEMIOYaTE B Co6A ONPEIeNe U NDMMEHKMEBE METOO0B, B TOM 4Ucne
CTATHCTUSECKHE, W OBNaCcTL M HCNONLAOBAHMA.
(WSO 9001:2008)

8.2 MOHWTOPWHN M MIMEpEHHE
8.2.1 YooeRneTEOPEHHOCTL NOTPpEEUTENEA

OIprasvaauma QoMsEHa NTPoBoOMTE MOHUTORWHT MHOpMaLKK, KACAOWKACA DOCTIPHATHA NoTpebuTe-
NeM BLINONHEHNA OPraHKIauseR ero TpeGopanuil, KaKk 0QHOMo Ka cNocofoe naMepeHuA paboTe CUCTEME!
MEHEOHMEHTA KadecTea. JoniHsl BelTe yCTAHOBNEHE METOOR NONYYSHKA W WCNONLI0EAHWA 3TOH WHdQoR-
REALIMM.

MpuweuaHde — MoHUTORHEN BOCOPWATHR NOTReOETERAMA MOKET BRNKYATe B Cafa nonyyaHre WHQOpME-
UMW M3 TEEMX WCTOYMHEEGE, KEX MCCNEfDESHHA YOOENETEOPEHHOCTH noTpelwrensd, maddee oT noTpefuTened o
HAMBCTEE NOCTARNEMHOM NROOYELAY, HCCNEO0BEH WA MHESHWA NONL30EATENSA, AHAN W3 OTTOKE KNUesToR, BnaroaapHoc-
Te. NPETEHIMH N0 TAPEHTHRHEM C8A3ATENBCTESM W OTHE TR PACNDOCTRPAHUTENER.

WSO 9001 :2008]

8.2.2 BHyTpeHHHE ayanTLI (NPOBEpEA)

ChpraMaalMa OoNWHa NPOROOUTE BHYTDEHHWE ay QK Thl (MDOBERKK) YEDE3 SANNAHWDOBAHHbIE MHTEDER-
TNl BEEMEHK B LUENAK YCTAHOBMEHWA TOMD, 4TO CUCTEMAE MEHEOKMENTA KaYacTea!

8) COOTBETCTEYET 3aMNNaHipoBaHHbIM MEDONPUATHAM (7.7), TpefoBadnAM HACTORLWEND CTAHAAPTE W
TRebOBaHHAM K CACTEME MEHSIHMMEHTA KAYECTREA, Da3patoTaHHLM OPrasHlaaLMen,

bl BMegpesa peIyNeTATHEHD M NOSOEDHHBAETCA B paboYen COCTORAKMIA.

MporpammMa ayauTos (Nposepok) O0MKHE NNAHWPoBATECA C YYETOM CTATYCA M BAXHOCTH NOOUSCCOR M
YUACTEGE, NOONEMALME AYAUTY, 8 TACKE Pe3y NETATOR NPELAYLLHY AYDQUTOR. KpHTeprK, 0BNacTe NpHkeHe-
HWA, YACTOTA ¥ METOOM AYAKMTOE QOMEHE OBTe onpeieneérs. Belbop ayauTopos KW NpoBEeeHHe aya|ToR
AonHHe ofecneqyy ears ol BETHEHOCTE M GECNPUCTRACTHOCTE NPOYECcCE ayanTa. AYIWTOPE HE JOMHHE
NECEEPRTE CROK COSCTREHHYIO paboTy.

HonHa BT yCTAHOBNEHE GOKYMEHTHDORAHHEA NPOUBOYPa ANA ONpegeneliA OTEETCTEEHHOCT W
TpefosaHKi, CERIAHHEL C NNaHWDOBAHWEM H NDOESOEHWEM AYONTOE, BEAEHHEM IAMNMCER K COCTIBMEHHEM
OTHETOR O DeIyNLTATAX.

Januck ob ayauTax | vx peayNETATAX A0MHHE NoQOe PEHEATLCR B pabOYEM COCTORMMM (4.2 4],

PykopoocTeES, OTEETCTEEHHOE 38 NpOBeDREMEe OONACTH ABATENLHOCTH, DOTEHE ODBCNEYNTE, YTOD K
BLE HEODXO0MMEIE KODDEELKN M KODDEeETHRYROWME QeACTBUA NEEONPUHAMANUCE Bea HaNUMWHER OTCOOUKE
ANA YCTPAHEHWA CDHADYHEHHBIX HECCOTBRTCTBMIA K BRIJBARLAE WX NpAYHK. MNocnenyiowwe DEACTBNA 00-
#HBl BKNMOHATE B CE0A BepDAEA LM TPHMHATESE MED W OTYET O peaynNeTaTax sepudHkanKa (B.5.2).

Mpriwmedanwe —Cu. MCO 189011 onA pyRoBoOCTES.
(WSO 9001:2008]
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8.2.3 MoHUTOPWHN M HaMEDEHHE NPoOUECCOR

Oprasnaayna AonHa MCNoNEI0BaTE NOANOAALYNE METORE MOMUTORWHIA U, THE 3TO NPHMEHHMO, HIME-
pEHWUA NPOUECCOR CHCTEME MEHEMKMEHTa KAYECTEA. 3TH METO0bL A0MKHE JEMOHCTRHPOBATE CNOCOBHOCTY
NpoOUECCoB GOCTWATE 3aNNaHKPOBAHHEN PeXyNETATon. ECNH 3annasuponadHeIe PeaynsTaTkl He oCTHra-
HOTCH, TO GON#HE NPEONPUHMMATECA HEOENOOHMEE KOPDEKLMH W KOPPEKTUDYIoW, e 0efCTaMA.

n PHMBY BHHWE— Mpd cngegensi @l NoOXo0ALME MeTOLOR CPraH@3IaUMA J0NEHA YHRTREEATE TN @ oL e
MOHHTODHHIA HNA ASMEDEHRE, NOLCO0RLEHE ONA KEKADTO @3 TAKHE NPOYSCCOE, B OTHOUESHA M BENWRHWR =8 CoaT-
BETCTEWHE TFI'BfH:I BEAHHAM K NPOOYELURK M HA p23YNETATABHOCTE CHCTSME MEHEAKMEHTS KAYSCTEA.

[MCO2001:2008]

Chyxba kavecmaa damkHa abecnesueams npogedenve vecmedogatus, yempanakus U dokyMeHmupo-
EAMLA OMKNOMERUD, daxubix dna obecneYeHUR Ka4ecmas.
8.2.4 MOHATODWHI W HAMEeDEHME NPOOYEL MM

Cprasvaauyna AonwHa OCyWacTENATE MOHKTORHHT M MAMEDATE XapakTepMCTHEK NPOOYELMY B LEnAs
BERUDH ALK COBNMNOEHKS TPEE0BAHHE KNPOOyYKLMK. 3T0 D0MKHO OCYWECTENATLCR HA COOTRETCTRY KWLM
CTAEHAX NPOLECCA BAIHEHHOID LMKNA NPOLYELKKA COMMacHo JanNadMpoBaHHeIM MeponpuaTaas (7.1).

CeHOeTenbcTea COOTEETCTEWA KPMTE DAARM NDHEMEW 00MKHE NOA0EPHABATLCA B patowem COCTORHIH,

JanucH OoMHHE YEIILBATE NMUoia), CaHKLNMGHMPORABLWEE(HME | BRINYCE NPoayrLun {4.2.4).

Blinycr NpodyrUdl W NPedocTaEnaiie Yonyra NoTRESuTanio He JonHHel ooy ECTBNATECA 40 TEX Nop,
Noka Boe 3annNadHpoBaHHee 2eHcTERA (7. 1) He By ayT yA0BRNeTRODHTENLHO 2ARSDWEHEL, BCIK HE YTREDMOE-
HO MHOE COOTRETSTEYIOLWMM NONHOMOHHEIM MALLOM UMK ODTaH0M 1, TOE 2TO NPUMEHKME, NOToEEUMTENEM.

[MCO 9001 2008]

8 2. 4.1 Paccmedosakue pa3ynsmantos 28 Npedenamy 3adaHtbix Maxsuyeckuy mpabosalul

Sobol peaynemam 3a npedenaMy 3adanWHeix maxHuYeckux moeboaanuld domeed paccnedoeaimsca 8
comaemcmeny ¢ dorRyMeRmupoaanHol npoyedypod, a monyyenHele dannee JonN¥HE peaucmpupoeantbcr
(o 4.2 4)

8 2.4 2 Bxodnod KoMMpois U 6X00REE UCTLIMaMLs

Lonumsl GRimb yomManoaneris U omskb! @LToNHamMLca Mpaboeatud 3na acey UCToNsIYEMEIx MamapL-
anog. MNMocmpnarguus Mameouans domxts! KOMTPOAUDO0SaMECH LWL UHEIM DBDE20M NOOASDEMECE Ha COOMm-
SAMCMAaLng YomanognaHHeM MpaSoaaHLIaM.

8.2 4.3 Koumpons 8 npouscce npousaadomaa

82431 Opzaduzayus Jonwda, kak moso mpe 0y JoRyMaNmuDaaHHEe Tpoyadypel, X OMMponupo-
2aiTh U UCNBIMbLIEams NpodyrLLe @ ApouUeces oSpalomiKy.

8.2 4.3 2 Honwwel Bbimb onpedenaksl npodedyos aG0DoYHo20 KOMMAons, o0esieduaanlile penpe-
JeHmamueHocme ofpasyos dng ouyekueseMozo Apoyacca, DOpazusl #e cnedyem 803gpallaihs @ MpoLa-
EOOCMEEHHYID A0HY. BCNU GXL OBINU HEANOAATEHE K OMASNLHYRY UCTLIMamans o Mrowaory.

82433 Mocne nomomyy obopydoaskud LU HeIaniasupesanHol OCMaqoasy Rpouecca domwaH
Seime npoeeded JoTomHUMEnEHEIT KOMMDPOTE 8 TDOUECSS MooU3asdcmEs,

8. 2.4 4 Koumpons 2omaoasd Npodysuul

Eciu mpafyomcA NoRmMpons 20mMaoadd npadyuul, of domsex Seime Mpogedel A0 abITycHa capLy.

Mpuweyan ue— Kowmpans zomoend apodydiuy Mosem nooacdumiess HE A0 BCEM FOMTAH0EREaHHEM N8048-
MEMDaM.

8.2.4.5 Coxpansemblie obpasls

Coxpaunaseie obpaiusl ombupanmes @ COOMmEemomery ¢ mpefoaanuamy coeanuzagquy o {unu)
Aompedumeans.

8.2.4.6 Brnyck cepuu

Ana emnycka cepll mpebyemcs NpodedeRue aHaANU 38 JokyMeRMaLuL B CEOLIKD,

26
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8.3 ¥YnpasneHHe HECOOTEETCTEYIOWERA NPOOYELHER

COpraqyd3auus 0onkHa obecneYaBaTe KOeHTHGKKELHIO NEOOYKLMK, HE COOTEBETCTEYIOWEHA TpebonaHik-
Ak, M YTP2BNEHWE BH B LENAX NPpegoTepalleH A HENDELHAMEDEHHOND KCNoNBLIOBAHWA WK NOCTABKK TaKoH
npagykukd, Jomsya OeiTe yCTaHOBNEHa QOKYMEHTWDOBaHHaA NpouedyDa Ona onpedencHus cpegcTe
YNPABNEHWA W COOTESTCTRYHLWER STEETCTEEHHOCTH M NONHOMOYKMA ONA JEACTEMR © HECOOTBETCTEYIOWEHR
NPCOYELKERA,

Ecnu NpHMeHMMO, CPradi3auMs DomwHa NpegnprHkate B OTHOWSHKK HECOOTEETCTEYIOWER NPOdyK-
L CNeOyolyne OeRcTRHA (000 NN HECKONEHD ).

a) yoTpaHeHds ooHapYMeHHOIS HECOOTRETCTRKA;

bl CcCaHELMOHWPOBaHWE WCNONMBI0BAHWA, BRINYCKA WM NPHEMEM NDOOYELAA, BCNd NONYYEH0 paipewe-
HWE Ha OTENOHEHKE OT COOTEETCTEVIOWETD NONHOMOYHOTO NWLE MOW OPraHda |, 1O 370 NPUMEHHMS, NaTpe-
BuTEnA;

C] Np2ioTBpaLLEHWE 88 NEPBEOHAYANEHONS NPEgNONarasors MCNoNEICEIHWA KNK NPWBMEHEHARA,

Mocne Toro kak HecooTEETCTRYECLLAA NPOOyELWMA MCNpaBneHa, OHa OonxHa DT TOORSprHYTa NoBToR-
HOW BEpidiMEaLMK ANA NoOTEEMHIEHWA COOTEETCTENA TREB0BaHHMAM.

danwck 0 xapakTeps HECOOTESTCTEMA K NODBIX NOCNEAYIOWKS NPSONDHHATEX JEACTENAX, BHNMYAR
MNony4eHHEIE D3IpeILeHdA H3 OTKNOHEHWA, A0MEHE NO008pHHBATECA B paboyen cocToARMA [4.2.4).

[HACO 9001:2008]

§.3.7 Hacoomeemomeyioias Mpodykiud WU HEcoomaamcMayioliiue Mameapuans: donkHe! nodeep-
2AMBCA KADSHIMUAY 8 O AaHUL ROUMSMUR DELSHUA 0 KODDEKMUDWOMLILE Uiy uHbix dedemauny. Koada udem
pEdE 0 UCRpaanerRul MYMeM MEpedenky Uiy PERoHCMPFKYUL, cnedyem NpoEecimu U 3ap8aucmpupoaaimk
DUSHKY DUCKa MS020 OMPULAMENENS20 NUANLA nepadenku Ha npodyrugun fod. 4£.2.40 7.5.1).

8.3.2 Mepedenxa u (unu) peroHCMPykLLRa donsHa nposodumeca 8 CONMBEMCMEUY ¢ doryMeMmupo-
gannal npousdypod, odobpetbol cnyxbold kaveomaa. Nopador nepedensy donxwer Geime CO2Naco8ad o
ROMPEeOUMENel, SCiU 3Mo ATAGTICA Ca080DEHNbIM MpeSoaanua.

8.3.3 Ecnu nepaudssie yaKoeodHeie Mameouans Mpouzeodunucs 8 FOIGEUAX SUCIMO20 NOMEWLEHUA,
MmeGad nepedenia doNHHa BLINOMHAMECH 8 MEK ¥o YoNOsLuax.

§.3.4 [Mofoe npedlosesue 0 BLNYCHE Hecoomaemomayoweld npodyryuy domseio Bwime cienano Ha
ooHoEE JOKMEHMansH0 OopMIeNECE0 DaFDELUSHNOS0 CMCMyTTNEHLA, CaNKLUaHUDIgaNHoa0 nompabume-
nem.

8.3.5 B cnyvyae ekifpakcant NepauYibie YRakoaounse Mamepuans SomeHs WILAUsHooeamsca Wiy
YHUNMOREMECH & CoDmaamomauy ¢ dokymermuposanHod npoyedyzod.

8.4 AWanwa gaHHbIX

Oprasvaauds AosHa onpelenaTe, coGUpaTe W AHANWAMPOBATE COOTEETCTEYIOWWE ZaHHbe Ons
AEMOHCTRALMM NPUIDAHOCTH W Py NETATHBHOCTH CHCTEME MEHEINMMEHTE KAYSCTREA, A TAKHE OLEHNBAHKA,
B KaK0K 0BNACTIA BOAMOKHO NOCTOAHHOE NOBLILLEHWE DEIYNETATHBHOCTIH CHCTEMb] MEHETHMEHTS KAYECTES.
NanHise oMbl BENOYaTE B cefa MHOpMAaLHIo, NOAYYEHHYIO B PEIYVNETATE MOHHTOOMHIE W MIME0EHUA 1
13 OPYTAX COOTEETCTEYIOWMK MCTOHH KO,

AHANAI JAHHLIX O0MHEH NPEgCTABNATE MHECPMALKK, OTHOCALLYIICH!

a) EyOoRNeTECREHHOCTH NOTpebuTenad (8.2.1);

b) ECOOTEETCTEHIO TREBoRaHWAM KNpoayruHe (8.2 .4),

C)] K XapakTERHCTHESM W TEHOEHUKAEM NPOUECCOR M NDOAYELUMK, BEMIOYAR BOIMOMHOCTH NPOSEgEHKA
NpeOynpexaaslMy aercTari (5.2. 3B 2 4),

d) BnocTaBwKkan (7.4

WSO 9001:2008]

Opzanuisauyun domwma paspadomams U noddepmusams JoKyMEHMLDOSaHEI0 Npouedyps. axmoYan
MOSGOEaHUA K aHanudy danibix, dnA GuiRaNesus CYwecimaynuiny Wy AometyUanbHelx ToUYLN awilycra
HECODMEemomayiowel npodyKLUL WU Spyalx Apobmei Kavecmes,

8.5 ¥YnyyweHHe
8.5.1 NMocToAHHOE yNyYLWeHWE

Opravvaauqe GonwHa NOCTOAMHO NOoBLIWATE PESYNETATHEHOCTE CHCTEME! MEHEQNMMEHTE KaYyecTna
NOCHEOCTEOM MENONEI0BAHWA NOMNATHKA M Uened B 08NacTk Ka4ecTea, peayNsTaTos aYAWTOR, AHANKWaa 1aH-
Hisl®, KOPDEKTHMEYIOWHE W NP0y NPEdnaWLMy 0eACTOHA, 8 TAKE AHANKWIA CO CTOPOHEl PYHOBOACTEE.

[MCO 9001.2008)
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HameneHsua. npednasaembie 6 Ka4ECMEs 48CmU NOCMOANKO20 YYLGWERUA, Nodnexam ManedsrdaHmy
pLCKS.

8.5.2 KoppekTHpyiolHe QeRcTEHA

Dpradnaayina JomkHa NPegnpHHrMaTE KopPEsTHRYIOWWE OeACTEWA B UENAK YCTPAHEHWA NPWHKH HECo-
OTEETCTEMA ANA NPenynpes e A NORTONHOM ME BOIHKMKHOBEHMA. KODPekTUDYICWME NeRCTEHMS JONMKHS
OkiTe 302KEATHLIMN NOCNEOCTENAM BblABNEHHED HECOOTRETCTRMA.

Oomesa O Te paspafoTasa NoKyMEHTHDOBAKKaA NPOUESYPa OANA onpeaene KA Tpebora M

4} KaHanWay HeCOoTEETCTEWA (BrnnYan Kanobs noTpeduTensil;

b} KyCcTaHoBNEHHKD NPUYHMH HECOOTBETCTBHA,

C) K OUSHABAHMK HEOSROGQUMOCTH ZBRCTEWA, 4TOoObI HabexaTe NOBTOREHKA HECTOTBETCTEKA,

d} KonpegeneHHio M OCYWECT BNE MK HEODXOONME X JERCTRHIA;

€} K3andcAM pelyneTaToR NpeanpuHATRIX QeRcTeri (4.2.4);

fl ¥adanuay pe3yneETaTUaHOCTH NPEaNPUHATEE KOPREETHDYIIWWK J8RCTBMIA

[MCO 9001:2008]

8.5.2.1 Opeanuiayus donwHa cedeapemMerHa paconedodame 608 xanobsl nompedumenad u ooob-
LWLME O MPoE0dMELR KODDEMUDaWuy deldcmauny Ha 8ci NPoUIB0ICMEEMHEIE YYaCMKL U yHacimy, cef-
JaHHEE © npoudaadomacd. Jelcmels oasibl OCUECIMERAMLCA, KK MaxHG DECMPpES U & Conmasimoimaul
C COENacosanMbLIM 2padiikomnm, cnedyem aecmu Fanucy paconedosakus fom. 4.2 4.

8.5.2.2 Aonwqo Geime 0BOCHOBEHO U JADESUCMPUDSEAR0 QMCKIMCMEUE KODDEKMUDPOWULE o (Ul
Npedynpexdamnwly dedemauld no pe2ynemaman paccnedosalud xanoh nompedumenal fon. 4.2.4).

8.5.3 MNpeaynpesaanlyye aeRcTEHA

Dpl’-EI.I-!MEEILI;I."IH AarmsHa onpenenaTe ﬂEﬁCTEHH B UanAx YCTRIAHEHKA NDWYHH NoOTEHUWaNbEHEX HEBCOOT=

BETCTEWA ONA NPeayNpemaeHMA X NORENEHMA. MNpegynpexianuime J8ACTENA OMNHHE COOTBETCTEOBATh
BOIMOMHEIA NOCNEOCTRAAM NOTEHUMAN B HENX NPOGREM.

Jomssa OwiTe paapafoTara AoKyMEHTHPOSAHKAA NPOLUeQYPa 4NA onpegene na Tpedorarmnii

a} KyCTaHOBENEHHIO NoTEHUWaNEHER HECOOTBETCTRA W X NDHYHN;

b} KoueHKBaHHIKD HEOBXOOWMOCTH OEHCTEWA B LENAX NEPe0yNDeHIeHWA NoRENEHWA HECOOTRETCTEMIA,
) KOonpegseneHs 4 OCYWeCcTENEHWID HEShXoOHMbIX OERCTBIA,

d} KIAnWocAsM peaynETATOR NPeANPUHATEX OEACTEWA (4.2.4]);

£} KaHanway peaynsTATHDHOCTA NpeanpMHATE NPELyNDEH0aK0KE QEACTENE
[MCO 2001 2008]

2B
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Npunoxedne &
(obRIaTensHOE]

TpeSoranua GMP k nepBMYHbLIM NEYATHLIM YNAKOBOYHLIM MaTEpHaNamMm

Al Cpegcrea NOAYHEHWA NEYMATHLIX OTTHCKOR

AN OOWHE NOMOKEHHA

Heoe copdomea NoAyWERUR TEUSMHBLY QMM UGKSE DORRHL

d) WWERe YEMAO0e ¢ GOHOIHANHOE DEO3HAVERUE, smodal clecmelyms NDOCNSRUEISMOCTTE 00 UCXOIHO B0 METTE-
pLans,

b Daime 4320MOBREHAN VS DCHOSHOE0 Uokodro2o Mamepuana, Haxodrwesoca ¥ nompefumens. u ofecneyusane
AgOCNEXUESEMOCME 30 3MO20 MAMEpUERa

c) ApCE8DRMECA HE CORMESMamMeus SMAaNHOMY HOCLHMENM LY SNSKM 0OHHEM JaHAE S, 0dobperHEM Nompel-
MBNEM, U PE3NCMPUDoBEMacA (o, 4.2 4);

d} XDESHUMLCR & HAJEXL0M MECTE NOU HADYWEL YERTA0L CHTMEel el CARFYUOHUINEGHHOS0 BRINYEKS & BOFEDSUBHUR
5 AOEHUTULLE.

A A2 CoveTaeMble NEYATHEIE 6O DMBbI

Kogda mpedyemcs fonswe odRold Neusmyol @opue, JoMMHE CYLECMEnasms JoK MesMmuDoBEHRER CUCTEME,
oSBcREYUEANIL BA UCMORECEAHUE ECaX ODM § KoMNRaxme. B Mo cnyyas, Koeds soMnre ki g oo codepmum munceod
AEoedm npodedenuR RECHOTERUY paBom, Kaxdar omdensHar iopa 8 KOMTNERma JORKHS LIdeRTE YBMKEDE, SdH0aHa Y-
roe ofoznsuedus U Seme d0KPMERMUSHEaNAE.

A3 MameHeHWE TEKCTAINPOSKTA

Kogda npoesm mpelyem uchonsI0F8HUR HECHODELLY O U HEKOMOPEE U3 HuX domsHbl BaiMh 35MBHEHEN U3-38
LRMEHBHUR E MBXCMEATDOBEME. dMxHE S eCMacsame doxyMeHmMupcearHan noouadyga. ofecneuy a5 LaR IGMBRY
Renpusodukid Gopid U coxparadue dpyaux cpedome a RoMAnesme. Hoxodhsie apus No0Re#am MoarmopHol ydeHmy-
LT =TT

A4 Bepudekayna

Aotd DbwHe nonoseHE

BepudhUkSUUR NOOEAME Mo Cpedomaar MONpueqUR NeUSMHALE OMMuckos JONKHE Tpoecdlmeca a Nepuod modao-
MEHY ¥ pES0RTE NEYAMHOS0 CATAHKE U &0 AoNPHerUR DEIDSWEHUA HE BalRY R Mool k.

A1 42 HIBpEHTHH M yHRHTOMEHWE

OpaaHyzayua JoNKHE BMeme!

a) doxpMesHmupoBEHRYa RpOYedypy, clecTealas iy Hadrexai e 0foDMTEHHKE UFCDAYLG cpadoms modaa-
HERY TEVAMHOE0 ODUNHARE & NENSMAHUA DEO0SKME. Nedsepeaieaoca NepecHompy:

bl dokyMesRMUDCBSHRYG CUCMEMY, 08 METUSLD POW Y MEMOJUKY PRMUNGISLULY HEHEHEY coedom 8 nodeomosyy
NEYAMHDS0 COUEUHANE U NOMYYEHUR MEYAMHAIY OIMMECKDE,; aH0 JomaHal Ngusodumech & HeRpuacdHoe coCMaRHLEe U
FIRUANIUSGEAMECR XOHMBORUDPEMEM U HEDSRHE Crocotonm.

A2 Mpouecchl NEYATAHWA ¥ NpecdpasoBaHUA

A 24 Hanagrka{nogroToesa K paBioTe) NneYarHoro cTaHea

A2 1.1 MNepaorasanedyn Nod2omaoeky § MEYEMEHLYE cnedyem Nooecdume & VONONe30EAHTEM YUSTIEE KOMA0-
HEHIMOE WU MEMEpUusnog.

A2 1.2 MNpu nodeomosye ¥ rocnedyusd RDOUBECENM MOXHE YCTONB068ME WAMEDUAR U3 UAHAYARBHISD N00-
WEoCa NEYamaHya mod xe cepud.

A2 1.3 MasRawankHail ApuNpasciHeil Mamepyan MoXem Hoamops0 GENoRE3088MeCA 8 Aode Nid2 o CeU e Nk -
HOEQ MEouaccd AR NoRyNEHUA NDEauRaH0E0 UESTTE.

A2 14 Mamepuan, uenonaiyesell dRA NDUNDEERU, doRMEH ObiMa UIOTUDOEAN, B FAMEM FMUAUILD0BEH £AK ND0-
Wraademes HHelg omAcdal

8,22 NepexogHble CHETEMEBS

Nepexodiele CUCHBML, NEEIHEZHAYEHHAIE IR CONDALBRHUR BREMEHY, IRMPANUSEEMIA0 HE MOAZ0MOSKY [HENDU -
ME0, ASMOMEMUIUDCESHHAR CHEHS (HODMBI} U HE NOFSONAKWLUES TE0a0duME TONH D SYUETHY Audul, modrexam dory-
MEHMUDCBSHRON OUBHXE puckoe U JoidMel UCNONLI0ESME cpedomes papsefesdur dnA DEBCRSYEHUA F5MUME
npodyryuy. Boe nevamuke vadanuR, Nonpyendsie 8 xode npedeidywied onepsuuy, donaHal pASARMAECA ¢ AWAUL 00 NaTy-
WEHUR OULNENaH0ED BAZDEIUEHUR HE SENTYCH Mupasxa. Boe cpedomas ynpsefekuR dofisda DEEUCMOUDoBEMEERA
(o, 4.2.4).

A 23 CoxpaHiedble oBpaiuis

A.2.30 BoecoxDEHREMAEIE REVSMHLE 0 odlue 0NNHE BuiMa vem ko oBd iy avese & domate rodnesk sme Hadex-
HOM Y KDSHEBH LM,
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AZ3.2 Ofpasus, vononsiperes dnA URelE Yered (Fanpuses. sdMuducmpuposssuenpodaral, donsHal yHu-
MOXAMBCR, SCRU O BONLLYE HE KONMEONYDF0MOR 0p2aHEFELUEN.

A.2.4 JanacHele NEYaTHbIE CPEAGTEA

AZ 4.1 B sode spovsecdomMesd. 8Cny 3aN5CHbEe (DOSME UEE0MBANVasm 43 DUACUDDBARAEE DEIDEWEHHBIX
UCROdHEE WATMBPUSN0S [HENDUMED, HEZAMUSDE WY NOWEETEEE CHUMKTE O GCTONER0EAHUEM MENHONGEUY KOMTAK-
mep-hopual. onepayua Maoxem faime fpodondess nocre npogedeHuR HOE00 NPOSEEKY TOQEI0 RE0MUL.

A24.2 3aMesASMBE NEYSTHEIE CREgoTES

AZ 4.1 B xode npoulgodcmas, BOoRl FAMEHAEMEE HODME WIB0MEBNUEINM 43 BUECUHDoBSHN B odoBpery el
UCRDdHLE MAMEPUSAOS [HENDUMED, HECAMUSDE WIN NOWSSHELE CHUMKDE O GCTONBI0SANUENM MENHONOZUY KOMDEHD-
mep-hopual. onegayuya Moxem Gaime NOOA0NNEHE TOCRE ApoaSdeHUR HOSOO NPDSEEKY TBQE00 REDITLL.

A k4.2 Bxode fpoussodocmean, Bciu (DooMel CO08M M U3 HOSEE MBMEBQUSROS, JTegayyn donrAs BeiMs OMMeHE-
HA, SHMEHAEMAIE DOoML RE0EX0ILNMO PACCHEMOUSaNTE KEX HOERIE DDUEUHANE . Mlocred e yw npody iU us Reolxoduidfo
DACCMEMPUSANE KAK HOBPA cepuM. Baedenue 80eX 35MEHASMElX TRYAMHLY cpadome HeobxoduMa SesuCMpyDoBETT A
(o 4. 2.4).

A2.5 Mevyars KOMNNEETOE

Mesame vomanesmas [Npouece fevamasuR Gonee odHoz0 MERema Ha nodnoxks & xode oduozo npouieddomes -
MO YUATE) He dOmYCABEMER U3-35 DUCKE NEDERDECMHOE0 2aEDARINBHUR.

A2E6 CepddHOE NPOWIBOACTEO H XPAHEHWE JANECDE

A2 BT Cepuldnog npoulgodomes U YpRNEHYE Npodpsuul Ha CcrRISDE OCHUBCMBRAKM, SCAU 3MD G20800EHD
FOHM PRI OM.

A2 B2 OpeanulasyuA donyea yRpsename xpareues AN ofecnevesur D& 508 CHOCITY U UERECM HOCMU Apadyx-
UL U COXPaNAME 88 RO0CHEXNESEMOeME 00 ADOUISodUMEBNA U UCHCTEIVEMALY MEBMBQUAT0S.

AZT UnppoBEad neYaTe

AE T T Tubrue 803M0RHGCTU LU 080l nessmy SHEdDRM HOA0 8 B4 Akl JBRMENEHDST U, MM ofkiM U HeoBxodu-
MO PRgasIRmE U COKYMEHMUSOSamME dIR 088 CNauerya mousocmy U S8 30TacH0cmu Revamuod npodyruuy.

A ZTZE Npudexedue yugpodod newsmy u doyeus cReyuanabax mpedoganil & Apodpsyul donxyo Beife coana-
CcOgaH0 ¢ nompedumenem.

A Z T3 Opeanussyus donxda pazpalomame HEJexAy clomany QOcmyna & galnam, noedHesHa aRt Y dnA
npedomepeuWenUuR HEMpedHa MegeRHORD UCNOILS0BGHUA HECOOMSEMCMayir W Uy yoeXodae s dhadnog.

A2 T4 Naore anemepHamyeHan cucmems ezonacHocmy He pezpsfomana KoHmpoau Dy Wwed A0M0semes, CaR-
FARHED C QU poeo 0 Nevsmy ol Wauso D, donsen codeframe Monaso oduy yorodyed graln & cansl namamu dna mey-
Weas TooussndomaenHOE0 HUETE, U ydamerue 3mos0 alna donmHo Seime Yacm e JOXFMEHMUDOEAREDE GUECTTAL
AT

AZ S Fabovue mapaMempel A8 GOSN UKEHUA TDVSMISMOE0 yeama HeoBroduuo yemadasnuesms & eude odiv-
UUSALNDED NPOYSCCE O DEEUCMDUPoaamE fom. 4.2.4).

A3 Cucremel BeloNacHOCTH C NPMMEHEHMEM WTRHX-K00E

A.3.1 OcHOBHBIE NOAGEEHHR

fAna offecmeverur Sezonackocmy NEodidyuy o Rpedomepauanys NefeXiecMHEcsn FAZPAIHEHUA WM DUX-Kadal
He30N5CHOCM U MO2Ym Ghilve QLT VBRI 8 MEKET TBVAMKEK WISADS0MHALY MEMERUEN0E & UEN&M BEDUDURELNU GDESHU-
jayued 8 ApOUeSoE MDoU3sodCmaa LNy AemoeSuMensM g NDOUBCCS ONEDALLULY ¥AKTERE BHUA.

Opeadussuus Moxem dotigaume cofficmasnbaie adeHmudussylonbele koded 8 MaKem Rpodyruul, cnd 3ma ngead-
FEMOMPEHD KOHTTBSAMOM.

Faw, 288 0p2SHUFALUR OMEEMCMAESHHE 33 ONpadeneHUs Wimpus-roda Beronacyocmy, vaxdel eem vaxems don-
FEH SelMEe BAMKYEH 8 wmpui-kod. JnR ecex wmpux-£0doe, 8oy UESIT HESOBMECMUM C MEeSoEaHIAMY CRANUD PALLE 20
clicoydossHud, HealrodusMo yaedorumes MompeSunans.

£.3.2 Metogb BepudiEauise B oBopyACEAHME ANA BEPHGMHELWS

A G2 1 Eciu 3mo npakmuvesiy 8oiMordD, kexd o edusudy npodydyuy co wmpus-sodow SedonscHocml Heob-
foduno nodaepeane AeSuuLSULY MOcpedcmEns UCTONe208aRURA OHNE0N craruppowess cdoppdosadun, dng odecne-
WEHUF 020 4mo sodal vumaside & Npouzesdess yeolxodusias npodviguR. Crarupoeasue wmpus-woda B8 300ecH0omu
JORNMHD ALNOTHRTTACK 8 MEYEH U8 Nocaedreas JoMycmuyMo2e NoouiecdcMBeHH0E0 MOOUBCCE.

A5 2.2 Kondhuaypayua npoepaMupozo clecnedsyus/sonmpons chasduppaiess obopydosanyn donuqa xaspy-
FAMBER U3 HEZASUCUMOED UEMONHYKS (HAMOUMED, MEBXHUNECKUE FORTEUR Wiy oqbuyyanakyoe nodmespxdenyal. Mocne
mozd kan wod Gydem asedeH U Npoeaper, ChEHUpYRWEeSs ofopydoaanus donsxbo Baime safnosuposane (Hanpumsp. nou-
MEHSHUE MEXSHUNECHDZD FAMKA LU 35 UME Neponsu) daR NpedamapaiuaHUA HECERFYLUCHUBDE824H020 doCm pna.

A G 2.3 fonmks Gaime paspalomans 3H0esMuaHaR CULMEMS satlpar0ead BHUR Nuio2o npodysma, He npowed-
weas npoysce cxaruposasur, Mool npodyam, aafpakoasrdaid OHNS0H SUSMSMOU CESHLUPOSANUR, donxar Oelme MO0-
gaped dna onpedenssuR Dpulude abBpSkOsky, B HeRpuacdHels KOMAONERME enocRedcmeny doRwdsl Beima
FMWTUAupoegHE. Beigodal domsHal Saime 2a08EUCMPUE0SaHEl U NDOAHANUILE0SANE OO0 SEAYCRE TDOdRLGL.

A G 2.4 OHRE0H CRaduppwes oo y0oBSHUE & CEAZEHNEN © HUM MBxeHUaM sadparceru dORRHE Nodaepeamech
UCNAIMEHUAN € xode npouzecdemes MR NPOSBERU MO0, SEEEermyBHE MU OHU 8 00HSB A eHLL U 0 SREHLL MEMERUST0E
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O HBSOOMESMEM Sy Uk W pus-sodam. TpoeadaHie MEK0E0 MOHUMODUHAS JONMHD KMEME UECHO 8 HEYETE ND0-
WECCa WBDE T 3GNNEHLP0ASHHAIE UHMBDESNE BREMEH & BLiMa F50824CMPUDCEanD (o, 4.2 4).

A5 Mobar npodykyss, npu npouiscdomeas vomagold onpedenano NOUMEHERUE FNERMOOHHOED CHANUDOES-
HuR, Ho aKMUNECHd 0HO H8 ALNMTHABMCR, JonxkE Seiie 00080848 U cmMpaXeds 2 I5NUCAX o kavecmes. lompeiument
donsed Saime yeedoMner off smoud, ¥ nafyusHs dosyidesmanssce cdolipesve do el yora nEodyrd Uy,

AZ2E6 OnR pploRa030 MHOSOMOROCHEED NEouzscdcmas ace Nuruy JonMHE RodRexaMs gopudrussyuy mpy
noMowu wmpux-koda. Taw, 2de 3mo BLINOMHYME HESOIMOFHD, NoU COSNRCOEAHYU ¢ fompefumensu monaxe 08HS
NEAUA MOREM Todeapasmach 8s0UHURALL.

AZET Donpwun Saiime NpsdycMom peHo BAINCAHEHUE UIMEDSHUL aHE MEXHOROEUNSCKOR0 NROLECCd WALTU S8 00-
Grussuuy ofgaduoe WMpur-todos Ha ACes TUHUAY

A.3.3 TopapHeIf WTPHE-KOA

B mow cnpise, k02da mogsidail wmpys-kod smoues 8 wavem [EAN, Code 38, PIN um. 4., 8 mevalue Boez0 np-
yecca npoyvzecdomea RenBxoduMc SeTOARAME JoORYMERMUODESHHKKD NpoEeDEy ol DaTUE.

A 34 PynosHb & METEDPHANE H NPOSYHELHA

A.24.) Ecny unos ve paaIaH0 mompefiumenss.

a) cxnelxs donwaa Beima Npoussedana ¢ UCNoReITEAHEEM CANEUEANW B8 N KM B RDKUY UESMO8 HE oBB4E CAopo-
HEX RONOMAS, U domsnal Sels TDoEEDeHs 058 CMOLoHAal ckreldyu. AnR 0B8CNeus HUA MO0 WING Ve HMYWHE S MEME0UE-
Nl cogduHeH sl & 300 3WCMOUDOBEHL.

by Moxem Seime onpadenss Npades MercuManTeH020 FONUYECIEBS CRTEEH.

AZ4.2 Konuwecmeo Mamepugna (dnuna, e, wuciesrocms) dor npovzecdomes saxdeeo pynona SonaHD Balme
anpedeReqd 8 MouHEE Tpedenas, Co2NacoasHdbiE © NOMDE BUMenes & YEaZaHHEE HE DY I0HE.

AL34.3 Hosmep cepul, HOMBD oENoHs o d5M S U0 oenesuR domska Same PRA3SHE HE BH VM PERHES NOBS0XHOC-
Mo dnR Rasdoen pynoRa.

Adda One npedomMepaly 8RR NEQSEfEcMBOED F82PRAHEHUR MONamyD donxHa Saime ekipabomasn do noRane-
HUR GUCMa2o MAMBDUSRE & KOAUE TOOYIS0ICMEENHOA0 YUANS, vMode 28084 MEDOEEME OMCYMCMEUE MAMBPUaNS &
REVAMAEOS MAW UHE.

AZd S Tam, ade necdxodumo comastma TeYamHLIl Mamepuan & olopypdosaruy me Tepepalomys & caRal
MEpdH0CmMEN BOCCITGHOBTBHEA HENOSMHEOLITY BENoOHNCED MEMEOLENE [HANDUMED, NDodoNEHO-0E 20 DHENT CITEHON],
doraka beime paipsiomaya doxyBRMUp0sanHaa npogedypns dnA yAansHus U ymunuISUUY MeMEeTusTa, UCTosES Jfeso-
20 dNR NpoeadEHUA HOS020 MAKSME YEDE3 MAUUHY.

AZAE Eenu cylecmeyam S8S0RMATCNE IEDU3edIcMEs MAMBPUSRE © ALON YOS WMU NEYEME 0 ROUVUHE MAKE-
ma wny pEhamed Revamdoeo ofop ydoasHWA, 0DEAaHUISYUR JONKRE UMEME BEI0NaCHY 0 CUCMm ey dne oBHapywerun, yda-
NEHUA U omdene HuA ApodyHLLA, NDoUIESSeRHON C NDONYLYBHEE MU USBMOM WY MErcmon.
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NpunoweHue B
(EmpaEoYHoe)

MeToaMYackHe YEAIaHKA No TpeGonaHMAM K BEpUpHKILKNA M BANKOALMH
NepBHYHLIX YNAKOBOYHLIX MATEPHANGE

BA OGu#e nonoHeHUA

B HecmoRW M CROA404R0M NEURIMSHUY OFueeH Rodxod nou seclxodumocmy NoposedeHUA eEMUSBLNY, UCXOOA 43
O SH LA, WG TRA UG UHER (opMe eep i uRaLY Y sreada Mowem nompelioaamecs.

fanHbie WemodUVecEle YRAZAHLA OMBOCATMCA K mpebogaduns no genudayuy, npuesdensaime P52 7521, 4
MEExe & MPpeloasHUAM RO NP0SAMUDOBEHYM U paspalfomee, npuasdesisim g £ 3

K npadsemaid, @omope e Mo2pm mompebodsmes Aesmud urauyuassanudsuus (RGN0 DUCKS NORAaZaN. vma odHad
gspudiuKay s HedocmEmauHa), 0MHCCARCA!

- MEXHUYECHYE CUCTTE Mbd, MEKIE KSR CMSHKY U NEHLUE A0A Mpou3sadcmas 08 DauiHe X ¥ilaw 050y ax Mamepuance;

- poismamensqoe ofopydoasnue, BCnoRezyeMos AR anpedemeruR NEUEMISMOCTY YCXOINEY Mamepuanons,
MoRy@eSoURamos Uil 2omodod Npodywuuy, eakkaik A ofecmeiBHUR RENECTSa)

- SAMUGOSUHUR OMOSNLHO20 UDEBAUR, BCNY Mo HEOSKOAUMO LU SOARAL0OE5H0 & MM PeSunensu.

Hers sanudayuy Rasfemor nodmespadenys cmabumeHo20 UIBCMOENENUR U YNER0SKY Tpodpkyuy & coom-
asmemeny ¢ MpefoasHuAMy & npodpkydud. 3mo cppdemean ToRpueuUR dORYMERMUD0ESHHOEE CEUISMTENLCIMAEs MOao,
umo ofoprdosanue & NPoUEecoal, USRoTETyereale ANR APoUIS0d0MAaS & YENLIASHUA DEDEUSHAL FISKDE0YHEX MAmepua-
nog, ofieciesvasam cmabimessil Sanyoy Apod yKuuy, 0MEsYaaW el apEHEE FEMANDENEHHEM MerHuveckyd mpeata-
BFHLFM.

Banudauus mpalyemer, & mex cywafy, koada opesquzayua yemaroeuns, aulffo nompebumens pewun. 4mao
odvold Fonsko sepuuksiuly Hedoomamousc. oy Gononeiosssul odHol moness aspudusayun donxed Ghima
AOMATERT SONPWEHTALEU ¢ YRAZEHTEM KEUMESPUSE MDYESMEY U DEFWLMEM I8 NDUEMOUHE X USREIM aRED HA MECTTE N3E0-
MOBREHYA (2K, B.16), komogeil yomeHasnyesen mpelioasu A A MOHYMODUHEY U UIMEDBNUMN & TDOLHECOS NoscBdHESHOE0
npouaaodcmas.

B.2 DAaKTOpB, HOTOPRIE HEODXOOWMMO YYHTRIBATE

B.21 ObwWe nonosedHEs

B coomaemeomavy ¢ 52 oeUUENEHER FESNDLKAYLASSTUIaLLT MEoelpeMel UEKTKYUMBRaR0 BNR OLBHKL
onpedenenHaiy NEDSMEMD0E. B8MHEY JNR 0EBCNeVEHUA KEVESIMBS, KOMODLEE HE Ma2ym SeiMe espubuyupoEatal ©
moMowsn 00aVHOZD MOHUMOPUHER LY VaMegekuR. B HRoMoAwen pasdens codepmamoa MEemModuVeckys YAaIgHUA
ORHOCUMENERD Mo2a, xozds woxem nomgedoeamech eanudauun.

Kanubpoass npoeddumer omdens o om eanudauuu.

B.2.2 @akTopbl, KOTOPRIE HESBXOOMMO YYUTRIBATE A0 NPOEESeHAA BepUgUHALMA/EEANMPMEaYMMIBANKH-
DauHM

fo nposedesya e pUHURALYY. KSANWDURANLU LY @aRudayua npogacca, moedyaMoao ANR UI20mMOESeHUR Rap-
BUNHEY PTAKCECYHEE Mameprancs, realixodusa yuumagame credpaowee graxmopes.

- COCMEE U MENHUWECALE NEDSRMEDUCMUAL MEMETUEN0E,

- offopydoagHUS, HE FOMOZOM OHU TROUISN0AMCR U FNSA0ALESOMCA,

- anpedarerie GHEI UL U oBAZaRH0CMED (0P AN UASLUY U TOMBeBuRTenm;;

- ROMEHLUAReHDE B03deloMEus MEQBLNYHER WIAKDSOUHEX MSMEpUaTos HE O850nacHOcme NeXacmesHalk
coedoma B mayueRmoa;

- anpedenerle KEUTUNSCRLYE TE0SMEM 08 RpONBECa;

- TpeloEaH#A K YPOBHKD NOATOTOBKY [GNeRETOPE, CNEUMENUCTE NO KAYSCTEY, MEHeHepsEl KT, N.];

- cmardagmies paldovue Tpouyedype: N noapvesun casdesal o MoM, K8 03200 SEMLEEM SHCIRYaMupoa&n L
u codepmame ofogydosanue.

B.3 BepuwduiaynAlBan JaymA NporpaMmMHero oBecneqeHmMA

Ans AL URALYT NROEDSIFMHCE0 OBECNSUSHUA MO2YNT UCNoTEF088MECA MAK HETLB5AMEE D FNEULNONENEHEE
GCLMEHWA. Banudauur NDOENSMMHOZ0 affecneWERuR He ASARBIMCA OBATAMENEHBIM m,ﬂEﬂDﬂ&HU&M A WIE0MOSNSHUA
MegBUYHEX FTAaXCECYHEY MAMEDUARDE, BCNU OMOCYMOMEFN URLIE FRAIGHUA.

B4 DYHEYHOHANBHEIS MCALITAHWA

MpozpaMMHos 0OECNEUEHUE, UETINLIPEM e 8 MOOUELCAN. KOUMUaHE Ana ciecnevenuR rasecmea, donwHo nod-
aepaaMecA BFHXLLOHSNEHBIM UCNAIMEHLAR 8 d0SIMAMOYHOM MOMUMECMEE 4 § COSMAasMont 8yl WLy yonosuas dna gasou-
MURALYEY TDOCTENUEAEMOCMY, MOuRoCmY mepedsuy pameps eduluykd chuauveckol @enuyude. ofpaSomau o
CoxpaHeHUR darkes. Cucmera donkya Rp0SepAMECH, HETDUMED, NFHTeM a500a SEOHLX U HESEOHEE DaHHax, dNR onpe-
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AeNoHUA NEOCNERUSBEMOST U, MouRcemy nepedayy pasreps edunius HUFUYECA0 D SERUYUNE ¥ COXDEHEHUA daHNBIY U
3gnucel. Cnedyem peaucMpUpoBams DEIVILMAENME 3MUY VCREMANUD U Ppoaspa.

8 xode yHELNECRHANEHENR USRANT aRLL cRedyem Rpos0duMe ROSMCDH BN TDOEEDNU KDUMEYESKUN 3MERDE U napa-
Mempose,

B.5 ¥YnpaBneHWe A3MeHaH WM

by WENEHOE JOKFMERTIUSOSARHOE FREAENSHLE HIMeHEHUAML d0RWHD TaiMma 4GCMa K NpoYeccs 8anudayui, om
ORONSSHUA ¥BEMUAUKAYYL aposkma (oM. B.13) U HE TPoMRMENUU BC820 CpoXa cnymie obopydogsasuRr. ¥npasnesus
WIMEHAHUAMY HA STANSY 88pudiukaLUY 400 & xode Tpogeccos BENUdayLU 0omsHo SeMe Sa0Mer MOAUTUKY FROIENE -
HUR GIMEHEHURMU GaEHUIFLUN.

B.6 Mocneaywwan GeATENLHGETh

fonsHe Baime [MOUNAME WEDE 019 SLTOTHSHUK HEZEEEDWEHHLIX delCmEul, HENpUMep, CoOoiasteHus
Aehekmusix SEA0MOCMEed 10 PEIFNEMAMAaN KEATUDUKSHUY Dy KYUORUDOBEHYA (oM B.15) U KeanuDURALLL SKCNNYE-
mayw (oM. 8.1 7).

Bre mpUHUMEBMEIE ME0E dORFHL D0RyMBNMUPOasMmecA.

B.T MopoepsaHwe cTATYCa BANWAALHMA

Cnedyem noddepsueanmes cmamye sanudasuu ofopydosasur v rpoyeces. Molae viMeserun, Jaxe HesHEWU-
menaHaie, FORKHE OUEHYBEMLCR HE NEadMem uk SOLUAKUR HE CMEMys danudayuvu oBopyd0asHuR whd npodysu, W e
cpvas Reofixoduwocmu donmua npoeodymeck Nodmee pa A8 SR TDOBSDKS, IKAUESTEHMHAR KSANMDEKSLLY SKCNNYE-
maywo {o. 8.1 7).

HaMe HEHURS R eHER Npouedyp aanudayuy donsyel Makme nporodums oueHky dng onpedensdus veafixody-
Mocmy noamoprod esnudayuu

B.8 MNogxog s sanvoalune

B.E1 MNepcnesTHEHBIE NOAX0LN & BaNWOaULHHA

Barudsyus donssa aposcdumeca do HE4veRa Apoussodcmas 8 NpoMEWNeHNAIx MECWwmMabaxy ¥ caedosame nep-
cnekmuesoMy nodyody. Agkmepramugnsie nodends ¢ eanudaiul npuaedene Manxe a B. 21,

Ha pucyxke 8.1 npuaedera Snox-cxems, J8MOHCMPUDYAILWSR MUDLHYHEE 3T ansal sanud&auy.

B.5.2 Ponuw oBAIAHHOCTH

Ha pucprae 8.1 noKszads NoMeHYUENEHEE Ciheph OMEBMCMEBSHRCOCMY. B paMyss 3muy @ yakyud do Hauans
pafiom donwmue Ge/mMe Dapedeneral NCTONHWMERY, CMAemMoNT8eHHLIS 38 MpossderUs NoOUSCCOE EBDUDURBLLU Ly
SANUISUUL O SSHELUOHEDOBEHUE DE LT EMOE,

Coywiia xavecnies HECAM M BEMEMEEHHOCME 58 DBLEHUR, CERIGHHAIE & abiMyCKOM NDoSKsLTU.

B.6.3 MNnaHWpoBaHWe

B.8.3.1 Dby re nonoseHsa

Bee cmaduy npodeccs espublrayyo u funu) sanudadul donssa ANaHULoEANM CA & JOKVMEHMUDGE &M acR. Pewe-
Hue 0 gude mpefyamol doNpMeRmayyy JoNKHD POUKHLMEMECA 8 HEYANE NEOUECtd. HanpuMap, xoeds eapuhuKaLLA
ABRASMOR COZRACOSAHALM Nodxodom, MOBPM UCAONAICBEMACR NOAEI0ESM ENLCALE MEXHUYSCKUEe MPpBGOBEHYA ANA
demanuzayau npogeccod, mpelyeMax dnA ofecnevenun aepud uka LU,

Uenkd sanydayuy ASRABMCA ¥OMEHOEISHUE EalNONRHEHEA MPSH0SaHUL NONEF0SAMERA. TOSMOMY OHU J0NKHE
Haife EMKD 0REEdeNEHL.

B.8.3.2 MacTep-nnaH BanniaEun

Ol rodeod & esnudayuu ¥ MRS e& Nposedesyn donxHE codepaamecA @ MECMER-MNSHE danudayun.

Fmo doxyeRT, & KOMOPOoM QucaigaemcR, Ray Bydem napuecmenameds eanudadur oficppdoeadua W fwru) npa-
Weced, MegeyUcNAMMER CoHOaHse OBRZAHHOCHU U NOpRIOK daiNoRHeHUR deRmeansrocmy. B nrakne Yiaisd nodxod &
sanudauuy, ydERAR OCHOBHOE ARUMAHUE SCNEXMEM, KDUMuHen dnR ofecnaverur kavecmas clicppdoganya U funu)
Agoyecca.

OH. ¥aK NOEAURE. KNEVASM SNS0V L IS STEMEHTTE!

- nan MpogedeluR aanvdaywu,

- CPASHUFELUOKHER CMDFEMYDE padom no aanudayuy — pony u ofiRzanHocmu,

- gRucarue cppdoms, cucmes, ofopydoasHUR U MpoUScCs;

- popusm dokymeamaysy — mpefyesmal yoosere Q0K FMEHIMUDTEAHLR;

- NEHUDO8SHUE U COCMAANEHUE DS ELRE,

- COBUIKL HE CYWECMEOWUE dDXPMEHME, BLIL 3MO0 Heolxodumo;

- FADSEREHUE HIMEHEHURM.

Kozda mpedyemcd eanudayun pasiod noodyRyuy UK PaInuyHoed 080D ydosanun, AEmopoe Ne Reaynemaman
SHENYIS DECHE CYUMTESM CA DEBHOLSHHEIM, MOKEm NoHsd0BUMBcR SOAMEMUHE U (LT} MEMDUWHAND Nodxod ¥ eanudsyul.
DHCCHOBEHUE MAKDED pEWeHUA donxHe Beme dokpMenmupoaads & nrasre sanudsyuy. Jonwes Saime docmamasiked
FOOESHS 3HARUL 8 oMADWEBRIY NPoYeccs U Apodykuiy ANk 080 CHOBSHUA PEERLR 00 UCNCEF0SAHUY MAMDUNHO20 Nod-
xoda wfunuy Gpasemouraa, Mpu SpakeMuHas VCNEMaIBENMER MOMERD ¥PalHUS THEVEHUA S BNeRAE Y TADSUEm Do8.

33
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Nou wempuyHoM RodXode MONSTT UCTONE I0BSMECR TSN JEITELUMENMOE s AMR SOXMALI BHUR KOTUYECMea Mpel perel
BAMUSALNOREEY CHOUG.

B.9 AHENWI pECES

AHENUIE PUCKS ABNASTICA HAOMEEMNEMOL VAL EA RDOUBLCE NOUHAMUR DELWEHL U MOXEM UCNone30858MeCA dNA
gngedensHus Heclrodumonmy Npoesdenud eapabursuuy o fwnn) eanudaguy. O MOKEm MEBXKE UCNOITLI0E8MECR 8
ryode kaanudusauuy nogoskma AR onpedefenuR N LK ROMeHLaNaHE X Yap0s ANA 0N8 pEMED0E WY OFD R0 Wed Coe-
ded. Cwda omuocumor docmpn & cmasky (papaxdesye), deumeHue Mamepoanos, sozdeicmaus Na3epos & m. 7. Ha
pucpRie BT Rokszane dee cmaduy, voeda mpeld yemen npogedeHue aHaNUse BUCKS.

BAD TesHwqecxkwe TpeboBaHHA NONLIOBATENA

Cmadya nRaHypoaaHuR aLnmyasm Despslomyy marHusscAuy Mpedosaiud nonezosamens. Texnuiecius mpato-
BAHUA NOTEF0SAMENA — 3M0 preepadaemail AoKFMEH, 8 KOMAPOM kG TANE SCE (HyHKLYOHETRRLE, patauva u [uiu)
Mexsuseckue ceclomes oliopydosSHUA Uy Rpoyecca, neclxoduseie dna npoulscdomes mpedyeMozn Wamepuwana.
Crda WMoXSm OmME0CUMECA CEEMAE KoMNoHoery ofopydoaasun, npedyciMampuesw R doCMamoukoe IDocmpademes
diR dSUMBHYA MAaMBpYaNTE o TE0AMOPOE, HETUNUE AAMSCHEIL YECED U Neakocme docmyng dnf ylopky U ouuCITa
AUk, Kak §apuaim 3Me tH0pMAayus Moxem nopedocmasnamech & doyeol dokyueRmauuy.

B.A1 Yenosda EOHTpAETA/ZAE00CKWE NPHEMO-COAaTOHBI e MCNLITAHKWA

Amaompudedecky 00 DMTENHOE CO2TEMW SRS, IFRMMUSEMOE MExdy 0peasuisyued ¥ NOCMaswuNcy. nodnycega-
guog ofeuMU CMOpOHAMU U OEOASOUSAMIWSs ponosuR Nocmaasu. Moy wesdioduwocmu npoeedenuf 3as0dcKuk
MpueMo-cAdamovHeX uchaimanuld 8 dokpMenme JonsAe Seiie caodopere) MpeliyeMele UcnamaRun, ade u KeM OHO
Npoaod R A

E.12 3Tanki BanWOaLnHM

C LS CmMErHIm SaIRuWHE & S0FM0NHOCM U NpoBedeqUR KaaRUULELUY NooermE (oM. B. T3], pemasosavHol Kegnu-
EUrkauuy (oM. B.14), xeanupuksuuy yREuucHYposanuR fos. B.18), npuesmo-cdamovasixs gonsimakul Ha nrowadae
fou. BOT6). Neamudiukay Ly sKERRyamayuu o, 8.1 7)) 0 aHENwIE pucKa NOCMEELW UKOM U JUNd) opagHuzadued. 3ma pato-
M AonwHa e e J0KYMEHMANEH CEODMIENE, HEMDUWED, 0D2SHUIAUNA MOKERT 80CT0NEIBEAMBCA HIAI OM NOCMEE-
wWuKa nou Rpedederul @CocAed0SaH UL DNT UME IS LU TLeMO-CIAMOVHENR UENEITTEHY G0 HE NRow FAXE.

fMochne cocmEanesyn NRaHs npoesdequf aemudauyuy Woxem Seme HA4UAM NPoUEct Keanuburkasuy. Keanupuys-
UUR dONEILIEAEM, YO MDD PELNA WOREM CUCMEMaMUTecyy ERMYCRAMECR & CODMEamemaun ¢ mpeyemaisd cimsHdap-
Mmoo, B.T6).

B.A13 KeanWdWHAUWA NpoOeKTS

Amo ApoNBCs SEPURUKELLY NpUEndHOSMU ApEeXma. OH MoxemM BMEUSME CO0MEBMCMapow Ul BHanyIe pucsa,
pazpafomiy NOMEI0SAM 8RCKUY MeXHuYeckuy mpedosarid, yeroeul KOHMDEKITYA (BOFMOoNHD. 4 0dHoM doxymersmal,
ragodorue npuere-cdamouRLe UCRATAH YR BNA onpederesuR 20MOGHECMY OMAgasky 000 0pd0SaRuR DI POCHT S LY E
8 CDEEHUFSLUN U BCNAMaHyl 48 3mane paipafomeuonmuiu3a g UoHN sl SCTEMERLE 00 Noussa-cAanouRay Uomsima-
HUG HE Tnowedye (o, B T6).

Kaanufikauus npoexms §e mpetyemos dne cmasdapmuivpoasaHoso oBoppd0eatuR, U32omoafa N 020 HE HE
FAKES.

Gzaodcrue TP UeMo-cOSMOUNBIE UCTENTIBHUR MOSYM RDoB0dUMEDR © PYEmoM eNelidLy eoddadoment, m. 8. Heape-
a5, WME, CEama. el

B.14 YoraHoeo4Han kBanadiMeauHn

Amao pmaepwdeHos JoKPMEHMANEHE 0 0SMISHHOE SaUdemenacmas Maao, who odap pdosasue CMIHMUg0sanHa
8 CODMBSMEMEUY ¢ MUCEMBRHEND U cd0SDSHHAIMY MEXHUNSEKLMU MPeFOSaH UAMY G YEDMEMEMU U 4IN0 DOCTE MOHME-
KA CHO COXDAHAET 808 CAOUCHES SOSNACHT TOOERIMHOMY Iadanuk, Kanubpoaano 8 cnyvae necbrodumwacmy w cHatixesa
BCEMU UHCMBYKUUAMU 1D SXCIAFSMELHUL.

B.A5 KeanddMHauWA PyHELMOHUPDOBAHMA

AmonpoesdeHus YCNEMEHDT HE DCHOES FHEHUS NpOWBCCa U cacme M, wnole yHedumecs 8 Mo, WMo OH O g pPHEL -
CHUPYMKM. £3K U TONMEEHD, HE BEDXHLE U HUNALUY SKENTyamayyosqe s npedenas ¢ puemon xonedarull 8 calpes U yomoay-
Ak, 4 KoMaphix pedomasm ofopydossHus.

Tpouess o DEFYALMETE VoNEMarud donxda Baims obyUyUuaRERD JOKYMERMUpOSaN sl 4 0O00EEHE. 4 MO2pM
feme omdeneqele dORYMEBHME, Marue §ax arad apopedequR UCNEMAaHULMPoMoKRen UCnemanud (ca. B.{19.3.2),
CIHEMYZENUCE & NEosedes il HeNLiMenul (ox. B.759. 3.4) & saxnoaserug oM. B.19.3.5).

KaanughUkeUUR @pHAULNOHLDO0SIHUA DOTKHE ORORYEMENEHD onpedanrme npoyedypa kerubpogky, onepurpoda-
HUA (SKNOYER XEDAKRTED U NEpRLIHOCE NEOSE00N 8 NpoYecce Npoudaadomes). ovuemyy, Rod2omoery GNEDEMopoa U
NPCEDETAKMUYECKDED MENHLYecH0en olonymuesHua.

a4
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fnr ppoemoze obopydoaSHUA NRAH RPossdeHUR  SCOLMEALEREOMONGT ucleimaruld oM. 2832 u
amuemfAasnuce o nposedasUy UENLMARUGD [, B. T8 3.4) Moayimm Ssima CORus SOXPMEHTOM. 8 REXOE0M CNPUSE NOUSMO Y-
Huig KpUMEguy YomaH B8N aSH0TCA 3MUs JosyMeRman.

B.AE MNpeemo-coaToYHBIE HCNBITAHHA HA NNOWAAKE

Npueto-cdamoukals UENLiaRya Ha mnowsdye Mospm nodmespdume FOmeWHoe SRMTORHEHUES VOMEHIEOWHOD
KEARUPUESUUL & KEANUDURANEY I YHELUDHUDOEAHLA & NOMOWEN UMUMUP0SaHHO20 NPOUZBCICRBE C JCNOTEZ0SaH LSM
pEaNsHEY NPoUIG0ICMasHHE T MEMEDLYAN0e. Baixod NedNexum MOHUMODUHEY U UIMEDBRUW, 8 FEIYNEMEMal S0NKHE
UeRone3cesmach AnR onpedensrul nomoeSH0CMY & KBSAUD UNALY LT 3HCANFaMELUY. Npusso-cdamouHee LENaNAaKLRA
HE NRCWEdRE MO2yT Buinra 3XEUaanes M el odR el ¥asTUgh LS LY 3KCARYEMAL LY,

Npuemo-cdamogRais YCNEMEHUA 8 PRGNS MOZFM makwe nomgedoeamach dNA Vo mamered oo oloppdo-
SAHUA, BUTHSEA SEOUDLUKSUUM FANLEDoERU 4 NoRyYeHws cmaluns e peirnemamaos.

B.AT KBanAdHeal@mf 3HCNNYATALME

Anp seanugrussypy INCONFEMEYUY UoToIEIFHT CR FE0aspoukale ¥onemaenus obwed pafome nusly dng nod-
maspadein MOS0, WMo oHE Ao Co8HE CMEOUWTEHD NEoUacdumE TPOdPELnK CO0RUM U MeM K& yoosHeM Keuecmas. IToy
veneman iRy dNR kEanubuKs LUy SRCRRYAN QYUY TENonE YT CA NpoUFe0dom seREEe MEMEpvans dnpnodmespn deruR
CcmaluneHoomu NPOUSCCE U BOFMONHDCMU CMadunarosD auNYoLE NeQEUNHALY FISKOA0UHEY MEMEDLAN0E 8 dhkivHE Y
RpourecdomearsEN yoaoewax. (TPoUBCe U pE3YMEMaEmE UCNAIMEHUT RAX MUHUMY W Mpey nocned0samensse Y cegul
ogiLueReHD JORFMEHMUDOMER U pmes padammor.

Howmouerue Ui GCloiER0EARUR Mpey RocnedDsamenahely CAQUL BOIMONHD & CRpuge ANUMenss030 REOYE-
S0dCMEERHDSD MOCUBCCS, HATQUMED, B3 BLINYCK GdRel CEPUY WEMEDYANSE MOXEeM NompeioasMach KECKONEND Hedenk
Henpapalgno2s Rpounlaodcmas. B amoM ciyvas KeanupuksuuR aKcmnysmayuy Morem Seme nposedess va maex nod-
ASORTURY, HE BaIRFC Aaxdod v3 Momopeix Mpelyemed HE Meree adHoE0 dHA.

B.18 BanWAasuWAa NpooysEMM

Sarudsuyus mpodyryy o AenRemos Heclazamenalon fulo 8 pEIYAEMSME BHYMPEOHHEAD DOWEBHUR DDSAHYIBLI,
nulia no mpefodassus nompeumens foum. pucykaok 8.4 ).

Seanyaae ocofiaix mpelogsauld parorerdyemea nopoecdumes aanudayin 3Manad NDoUSecs, Kpumuybais dne ofes-
ReYEHEA Kavecmes, Ang omdensH020 MERAUYHDAD ¥NSKOSOUHOED MAMBOLAENS. KPUMUYHEE 3NTANE NOUECea J0NMHE
VEMENTIBBSMECA HE KOUM USHEES REDSMEM A6, asidpaaras & DB Iy NemMame oue sy pucks. BEnudayyr npod priuy SKRaE-
em onpedemeyus eoiMorHocmed obopydogassuRr ¥ MPOUSCCE U REANVDURALNH Coedems yNpasnequR NONHoCHam &
QHASEHOBOM DEXUME,

B yenoM cyumasmon TpUsUMNerMes, ymolsal KORUYEEME0 MOCRedoeEMensEHEE TagMUG oepul ¢ OROHYEMENEHD
CORNACOESHHLIM L TADAMBM DEMU COCMaEanaing sanudayum fpoueccs foM. pyrosodoemen EC mo GMP, spunoxenus 15).

B.19 DoeEyMeHTALMA NG NPOUECCEM BEPHIMEALWM B BANHAALWA

B.189.1 Ofwwe nonoxeHnA

Feroesrd pemoR peaucmpugdsane nodyod f npouscey eepudiusduuafsanudsuuy o vexdpe omadug npowecca, &
MEKME TN YIEHRES e 2 NEMamad (or. 4,24},

B.19.2 BepuiHrayns

Lne QoK yMEHMULPOEAREA 3EECICKLY NPUeMO-CHAMOVHEY HCNEMEHUDT U NEUSMo-cdam 0yl UCRsMBHG L 48 NNo-
W EONE MOK SN SCNoNEF0SaMecA eduneld doryiierm. O Moxem codegxams ges uny yma-nulio w3 cnedyoueao,

- WM OPUH DA FEUMUA WA Ppededy il Le LR ManuRfesp b UkE YL aarud sy,

- oCcHOEsHUE UCnonsIyeMosn nodrods;

- ADUBMONHES KDUMEDY T,

- MmpelyeMEe UCNBNTANUA,

- DUSHKY DEIFNAMANMOS U FaXN0YERL0 HCIEMEH UL,

- danexeldiwue dadomeun,

- ¥NRSERERUE UIMEHEHURMU.

- ORYHEHLUE DEIDELWEH VA

B.19.3 Banupayua

B.19.3.1 Oftem a0xyMERTALHA

OoHoaqar doxydaRMauuR 1o 8anudayuu JonxHa SHNMYSa;

- ARENUE pUCcKa:

- MN&GH RO0aedEHNUR UENAITTEHEO/RDOMON 0N YCTEMEHUT [TNasNo0mMOoNen KEamudursuuY

- uen o CTeim SHUAS [FANUCE USRAIMaHY ),

- zaxmwsvenue U odobpenue.

B.19.3.2 MNnad npoBefeHEA ACARTESHAMPOTOROM WCNeITEHEAR (NNASMPOTORGN KEENEHEEUAK)

Carda axodam adus Wil AECADNE KO JoK YMERMOE & 0NUCAHLYEM UCAAIMAHYG HE CrrsdwAx pazpafomKy U aRcnayama-
Wi, SKTYAR RESTLDUKALYY OHEEE UCRRIMAaRuR. 3my doryidesma donxHal codepwams:

- DCHOEHEE SIENE, KOMOoms8 SHUMAaMMCR KPUIMUYHE WML TR oOecma YeHUR KauecmEea,
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- REododuMal s YOTEMEHLUA ¥ UCNSTEIYEM K Mamoduky,

- APUSMONHENE KPUMS UL,

- QPWUUENEH Y SUEY ONR BRENWFA & ymaspRdsHUA.

B 1933 KoHTEoneHsle EAnNk (8 cnyHae HeoBKoOMMoCTs |

Pays udem of cO0q0M LAY HECKONEKUE DORYMENMEE C ONUCAHUSM U ADAMOKGNUDOSSHUEM HoREM as Ul e cmsduax
PEPAELTAL U SKCNRYAMa Uy, SKNIKNYER ABENUNDUKE ULVCHHBIS UCIEITTARER, Fmy FosyMERMEl domaHal CoJBDMEmTA:

- PEIFNEMAME RE0S0AUMEE WEMEHMEHLD U ONYCARYE UCAGNAFPEM o0 MEMOAUXY U UCNoNETYeMea0 oBop pdosaHua;

- RAPUSMONHEIE KOUMEepUL

- OOUUUEREHE U3y DR BHANY 38 & pmEaeprdeHUA.

B.10.3.4 DTuet/iandck o NPpoEEOerdi HoNel TAHKWA

Fays udem o cdHoM LAY HECKONEKLE DOAYMEHMEE C ONUCAHLUEM U NDOMORONEDOESHUEM YoM AKUE HE cmEduAx
pazpalomTAY U FKCANYAMAYUL, SKIKHER ABENUH LK YLUOHHBIE UCRENTAY LR, 3my omyuena JonaHe codepsame.

- DESPNEMANE ApOEoOUMES UCTEMaHUL,

- ROUSMONHEIE XOUMBEUL,

- ORUHLEREHYH SUSY TR AHANYE & YMESiE DS HUR.

B jasucusiocmu om cOoNEDCE aMNoTHREMOD palomal SR BCITE FSm a0iuMoNHDCMEe ol bedudenul NpomoKana
UCNaIMany . peiynamancs UcnaimaHed U amyema o nongederuy UolEmanud 8 aduy doxpwenm do ¥asdod cmadyu
HEGNUELUNEYLIL.

B 1935 JasnmHesne

Aaanwyerue npadomasnien cofol KPaMEss TVCEHYE DEFYNLAMAMA KaanudukEUUY. JaKmaveHUe OmHOSWMoR K
zadaue U mpefodanuRKM, FEK OHY GINGMENEl & ADOMoroRe reanupuraydu/aanudsyuy. Heofxodumo dorazame coom-
g@memens 2adavu/mpefiogasul MoRyIeH &M DETyNamaman. Dmenoyes A donsye SalMe obecHOaaHE,

BAG3.6 MTOMERE OTHST NO BE3NHE3L WS

Hmoaoasid omeem No ageau eHOY B cmadul Keanuurks LUy (RESMTVHLLALYA NODEEME, FPEMAHOEOYHER KN -
DURALEA, REANWDURBLEA DFHAYUOHUE 0824 UR, KAGNUIUEEUHUR 3KCRAYaMagiu |, xamopeil a8 0Waam NpoUecs sanwda-
duL O codepsum.

- REDSHOECHMN YA SCRUTKY HE NDOMOKOTE, DEZYREMEME U peroMerdayyy’

- WIMENEHUR 8 NRAaHEX U alipcHoeanye nobos0 UIMEHEHER!

- abuyuaAsHDE cAolDEHYE U FAEEDIEHLS.

B.20 ApxHMBayHA

Janucy 0 BepudhurayLL U sanudauuy JORMHE COXJEHAMECA & MEYEHUE BOSE0 SPOKE CRyxbel afopydodstur
{LAu ) NpoyYeccs U a Mevesue Jeyy Fam NOCRe SCAUCARLRA.

B.21 ANbTEpHATHEHLIS NOOXCOLI & BANHOE LW

B.21.1 O8wee nonoEeH W

Memoduvackie yeaisHur 8 B.T—B. 20 vacsnmen, npexde §C820, DEDCNERMushoz modxods k¥ aanudauuu, m. 8.
Barudauny 0o HEUETA ¥OMUWBEUSCHO20 NPoUlgod cmas, NOCAONLEY SMOMY & HACMORLW &8 e0eA omdgemed npednaume-
HUE & [DS0MALEEMUNECKOE MDD Mb]LATE HHEET L

OpeaRuisuul Moeym pewama, kekod nodrod K esnudauun Sonkwes acezo ydosnemaoprem mMpstoaatuRe C pie-
MOk 8280 NDEUM P A CITE. ANBMEEHEMUEHEMUT Nodxodary AGNAKDM CA CRedy L L E.

- COAMECMH AR eaudayuiR;

- DEMOOCTENT UEHER asTudayun;

- SpakemuUuHe (MampuyKan egnudadual.

B.21.2 CoeMaCcTHARA BANUYGELMA

Cia aRmvaem feaiud ULayun U faaul sarudsuuss, MeoaoduMEe MADANNENEHD C BRITYCH M MO0 MBI LTS HHOG mo0-
dyRuL L, KoEdE TEoMEWNEHRER ApodpsUUR BN poraamca Jo 3geepwenus aanudayun. Coanecmian aenudayus donwHa
UENaMEF088Mes TOUHYLTE U0 Ued Yol OMHCCUMES £ Tegenesmuarol sanudsuuy. CoaMecmean aanudsyUR GRHOSLHIT -
CA UCRMDALMEReHD ¥ KESAUT UKAL VLT SHERTYamayy o feouecca.

B.21.3 PeTpocneHTHEHAR BENWEBUHA

PampocrekmusHea sanudayud modDs syMeagen, Smo NooMes L raRyan npod ysiu s Sens Bainywera do Jaeepiwe-
HUR Npoyecca sepuursyulaamudayga.

Amom nodxod CcERISH ¢ NOAYYBHUEM COXYMBRMUDOSANHOZE CAUABMENacTTES MOS0, MO YOMSHOSNSHROR U
IHCANPEMUpyemos oB0pyd0aaHUe SRMYCKEEm ToodyKuu® CmsluRsH020 AAaWECTTBS, NYMBM NE0SEdBRYR DEM DOCTEN-
MUBHOE0 SHANLIE JAHNBIE, NOAYYBRHEY N0 WENody pADY ByHKLYORANEHAEY TADEMEMDOS U Chifba8e s MAMEBQUST0E.
Tawod BHANLS MoxEM DACNOOCMASHRAMEEA HE FANUCY MEXHUIECKD20 0OEN YR USAHUR U UHXEHE DHER FANUCY, FATLCY O
AAYECMEE U ApemeHity nompeluvmened. Mo 3a8epWBRLY PEMPOCNSRMUEHDE GaRUDEULY FaRNVERYR, OMHOCALYUECA
A0 BCEM CCHOBHEM (WYHKUUORANEHAIM TE0aMempar. donxkel BeiMe J0KYMEHMBRsH0 Boplners & sude omvema o

BETUD BN
a6
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B.21.4 BpakeTHHT, HNH MATPHYHLIA NoaX08

Nocme nodmesnR@eHUR SXELARMEHMHTCITU TPODPELEL UG ADOBECE CHLECMAEKEM B0TMONHOCM b COXPALBHUR
KOMUSECMEd SAnUdayUOHNBIX CEDUG WL KONYYECIES MEXHUYSCRY udeHMuVHALE ciraniceunul, nodnexan) ux aanuds-
Wi, © UCMoRe30EaHyeM SPsKkemuneEs & (WL MampuwHo2o nodxoda.

B 22 NononNHATEREHBIE YEAIAHWA

Keanua uaauua NpoUECCoE, MPOUEKDSAL L 8 X008 KEMISHUL, ASARERTCA cneyuthusscaol ocofeHHOCMER REOWS-
S0ACIMEE NEPBUYHEE YITSNOS0 YHAIX MAMEaLanaa. 8 amdankHais SHyGeAX SMaRRKuMUHLEL GoTaRe2 vl mea dNR NRasoea-
RepuodyyecKEOan Npoulgadcimes. B 3musy cOpyasy CoBMecMAaaA eanudayus Maxem SeiMe NESpeads (HE doaoneqo dn-
MBNaHoE SpEWA) U aoi0lH0ENSHE ¢ HANSNOM 0800 ADOUIEOACITESHHO U K8 MNEH UL,

OERIAHHOCTH Npougce KosasaHTapHA
DpraHnaaUwes MnaxnpoBaHEE
D praHuzauesNoCTaeLaE AHANWE pacda
TexHuuecmss TReGoBRAHWA naanjgﬁ::amm
TRRIRHMEYPRLTR NpOEXTA
YENOBWA KOHTREKTS
JaBogckME NpWems=D- PeweHwe
CABTORaHES MCTRTAHWE o thopmare
Chorasmzaumns YeTasoBOMHAR KBANMGIMES LR
2 UE‘DEEHM"CI}H'IFMHHLLH‘JHHHB‘ i
- MCMBTAHAR KBANML UL
* NOOEETA
HeanwbakaunA fyHEUMOHHPOESHKUA
MEHEMHO-CAST ORI Banuoauwnn
MCMBITEHAA HE MNOWaaxs MOOAYKLARS

Buinyir npou3sogoeragsHore
CAOpYADESHUA

'

AHanW2 pwca

[NOANERUT MM BEDUME AL —E Brinyce

ELIXOL, MpOWSDCat)

Heri

Kanudideaes akennyaTagsm

% KoK papw@aHT: NpoSSneH@e BEannOauHE NPoLYELM:
= AOCNE BHY TREHHETD DELLIEHWE SDrasAIaUHe 1N
- mo TpeboEaHKED NoTpeOHTENR.

Banuzauana
Aoy RLan®

P‘Hﬂy HOK B.1 — CHEeMa nocnefoBaTenssocTH one PALKWR NO BepUd MEAURH/ BaN#0aUHW HOBOTD DBD;’.‘I:"EI,EI BaHHA
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NpunoweHwe C
(EmpaEoYHoe)

MeTogWYecKHe YEIIaHWa No MeHeOMMeHTY PHCHA B CBAIM C HCNONLIoBaAHWEM
nepEMYHEX YNakoBoYHEDX MaTepudanos

C.1 BeagaHde

B HEcmoAweM Npuiokeryu codepsmen Memoduieriue yEEISHUR, MOZBONRMLLYE OD2FHUFaYYY onpedenyms
CASCHOCMY, CARFANHLEE & NOOBRMUP08SHUSMDEIDEH0MEDE, VI2HMOSNEHUSM U NOCMEEX0L N8DELIHEY ¥EROE0UHEX
Mamepuance, damMe KONUYECTTASHHYM U FAUSCMEBRHYD JUBHRRY PUCKOE, ¥TDSERAME AMUMNY BUCKAMY & ROMMOONLDO-
85Ma DeIWIsMEMUBHOGSTE MAKDED YRpaanssud. Dra He codepaum peroMerdayud o MoYSMIeMes YDOEHAM DUCKNOS &
CARIY ¢ BOOLLWLM 8SCOpMUMSHMON TEREUYHEN FRAN0E0WHEN WAMBDYAN0E 4 WUSOKUML A0BM0NROCITAMY UX MpuMe-
HEHLURA,

HacmoAwes npuioxaLue ciedyem peccMampusame XaK oohoey JNR 3 DERmMUuEHn20 MEHEdMMENT A 0DIEHL 18-
ued pUCKOR, CEAZGHMEY & NOOSEMUD0E8H UMD 3p5H0M KT 4 REOYSCCAMY UIZ0M OSTSHUR U NODM S8KD TepaLUHE X ¥i1a-
fogoussl Mamepuanod. Codeprauech g HeM MemodUECHUS FRAZARNUA COTTENM cMpyLsmyny, 8 paMiay xomopod
CHCTEMBMUSSCKN DEUMEHRIOMCA CNLIT, MOAUMEHLYE U CUSHOUR0e cPadenye dNR MeXed WMBHME IMUY DUGKTE O WHgTop-
MUDCEAHLA O HUK.

Tepuune o onpedensrus codepwamen ¢ OO 14979 o Pyeoecdomes HOOWM SN 51,

C.2 DfWEe aeNelThl MEHELHMEHTE PHCHOR

Kodyemyua pucks conadsem dsyun orHoaqelis i SISWEHMBML.

- SEQCAMHGCIE SO3HURHOBSHUA QTACHOCIG. M. . HAK H3CMO0 MOoXeM §03HUAEME ONACHOEM e,

- nocaedciEyA GIECHOCRIU, M. & HECKONAND CBDLE BHE MU OHU MOEYT SeMb.

Ha ApUBMISMICH B DUCKS BRURMRT 3MY 3SMEHML U S0CHPURM NS DULSKS.

Teradswenm DUCKS — M0 KOHYSTYWA. Co3d SR an 0oH0Ey 0Ra HaPuHalx Dewerld, Sydyyo VHRMBapLDOBEHYOD 8
CHUCTEMY MesadNHasma kauecmes unu dpyeus BUHEC-NDTLECCE.

HXomA npednovmumenes cUCm e s S nodxoed § MeHe IR Manmy DUCKE, HE BCesds YemeconBoadno uny Heofxodyia
U ENaMEF088M 5 O VI USTEHE T MOOUBCE MEHEdMMEHM 8 DUCRAE, W BODMENEHOCME GCTaRezyaMaz0 nodxods Sonwya Baima
FARIGHA CO CIOMHICIEN U [LDY) KOUMUSHOCTIEN D00 EMoUsasdol npoine e

Puck MBHEAEMENT &, ¥5K OH NoedcmEanas HE pUcyqke O 1, CooMmoum U3 aHaauia DUCKS, OUBHUSERUA OUCKE,
FADSENBHUR QUCKOM, CHUMBHUR DUCKE U KPUIMTUYBCKOE0 Sqanuas, (Mo 3aeepUehuy Faad0en 2mana Apouescs Maredx-
MERME pucHa doRsHe JOKPMERMUDOEAMBSR ROUHAMEN modxed, NOUMHAMBIS DEWESHLUA O AOHEYHED DEIyReMam.
Koumnnaxm dokyermos JORKEeH COCMOAME, KAK MURLMYM, U3 Cnedyml een’

&) ONECARUR RDOGYELEL WTL Agogesca;

b Cciucks DMEeBsmMoMEeHHL K UCNOTHEM SN S URU BNadenayes TpoUueccs,

&) damel 358800 EBHUR SMENS TDCUECCE.

JermensHocma 70 MEHeRMENM ) DUCKEE, KEX NDASUN0, OCHUBLRBRASMOR MeX D VHXLUCHERaHBIMYE DTSN,
OpUERMUPNESSHHEMU HE BERNONHERGE anpedenernold dedavy. B aoynmy MOoaym exodums MEXHUNECRUSE CITELUaRNU LT &
MOMUMD CTBLYENNCMICE M0 Mere HMENT ¥ PUCKOE.

Fyaosodoman dommH HE ST U N EEMCMEeHHOGM & 38 NDEEWNEHIE MDUMEBNBHUES NDOLUSCCS MEHS0XMEHT A DUCHDS,

3B
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C.3.1 AHanHa pHcEa

— QcHoasue aTans Npoueccs. MasHma@nkayna
- MoesTridiMeaLpsR CnacHocTy
- KonWUBCTESHHAR OUSHES PUCKE

y

CHiEHE PHCKA

5.3 OueHWBaAHHE pHCKA

- DUEHHBARAE O NPUEMNEMOSTH DUCKS

1
C.3.6 Ynpammenme oK

= [eHCTENA, HyRHBHE LNA MUHAMBAIALNY pUCES
— AHANW3 B3DMAHTOR

¥ = ClgeHka CY LSS By ML ME MEE HOHTLNH

L
C.3.7T CHUBEHWE DHMCKE

MeHeHMEHT PHCKDE

— Peandzauua

= MOHWTORWET PESAETATWEROGTH
— (IEHUBAHAS DOTATOMHOMD PUCHS
= MOMHATHE DLCHA B LEN0M

L
C.3.6 Kperrueckiid aHanm:

= Mepues Focne Pean-3awgH9
— OopatoTka A0KYMEHTALMK
- Mndoprauqse, nonyYenHan of notpetyrena ¥

F"I-'l-[‘-'!.l Hok C.1 — CxemaTnyeckos NPpeOcTAENSHEE NPOUSGEE MEHELHMEHTA PUCECE

C.3 Mpouect oWeHKH PHEKOB

C.31 OOujwe NoONOMEHWA

JyeHks pucka npedemaanfrem codod cucmeMamusecul ToOYECc op2aHUIa YUL srdhopMadiu 8 noddepasy De W s-
HUR, ROMOD0E ROUHUMSEMCA 8 Xode MooUeCcs WeHedBMEHT g pUCHoa [ou. F.5.2.2).

fNpoyscc CUEHEY DUCKDE COCTROUM U2 AHANUSE DUCKS U OLBHYEAHNA DUCKS.

Oyenks pucrRos dONMAE VER0NEI0EAMECR AR FLMarceNeHURA MO20, KSKUE TDOUE SOk ABTREITICR KOUMUIHEIM & AR
ofBcneVeHUA Kavecmas, U anpedensqus obbeMa galom mo darudsyuy, weolyodi ek OnA deMoHcMDEUULY FTDSEREHUR
ANTUMY TDOUBCEaMU. ARanui pucks donses BelMe: CBRISH © NOKSZAMENAMU Kavecies noodyxuuy fom. 752,

C.3.2 AHanui pHcea

C.3.21 OBude nonoHesnn

AHAMUZA DUCKS MOXKEM Shilis KFOIUNECM SBHHEM UNLY KSUSCMIEE HHE M.

C.3.22 BRABNEHWE OCHOBHEIX 3TAN0E NPpOLECCa

Npoysct oUEHEE puckosd dofx e DE88MEBEME 408 SMENAN KENTUAL TOLMAF0K, KOMOOEE KEHMDOAUOVCA 0pas-
HUdguueld (RO CERIN & NOCMESSWUKSMLT U ToMpelumenpsMy), SKIOYAA RODEAMUDOBEHYE, USACIMOETEHUE U NOCMEBKY
ferd. F.1 0 F.5.2). Cnedysm Maskss RRURLMEME B0 BHUMEHUE HEGNLUNHE COGMECMH D oM asm s esHyasmy & doreus nped-
AOURMUEM uni Appeol 002aHUIBLUSG, HARPUMAD, T EXHUNECHUE YEN0aUA. Nod20MOSKE NeYAMADA0 OEUELHENE LU 8 -
COPCUKE.

HBeagnedus oCHOaHELY 3Manod doAMHO OXBEMAISANM e UCNONLISMENS MEMEDUANE, MTORyHSEDLKAM B U BOMaays
AE0dyKU LA U MPouIdoduMeis Mamepuans. 8 FAKNE KOHKDBRTHLE MEXHUNECKEE FeR0SUR U (unu) moedosanur nompedy-
MEnA u donmHo Makye oSecreyusame ey Remamuarald 0fMar VHEODMEYLED.

C.3.3 BoiABNEHWE ONACHOCTEA, KOTOPLIE MOTYT OTPEIHWTECA HA HAYECTEE NPOAYHLWE

Credyem plieduMEca 8 Mo, S0 UIEECMHAE 30ME NOELIWEHHO20 DECHE, Karoial nompedumensl U yRIGUME S
Wesma FoodER UYL BRAMYEHE 8 UdeRmubukayyd orackocmed. Modxod moxen Obima DEFHAIM 8 33SUCUMOCTIU O NDY-
DoUMenos 0028 HUIeLEY o uHdvaydyafettlx MpeloaeHUS K Mpody uuy UK NgoUeccy.

39
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Jnr udermudurayau onacHocmel #eoixoduMo NDUHUMAENME 80 aHUMaH LS cre dyi e Braxmao e

£330 Depy=awwian cpaaa

Pusudeckue s03delomeun yonosud efpsfomey & ¥paHeHuA [MaNenamyns, SpaMda, sNexHocme, doxde, Jasne-
HUg S030yxa. cesm, sulipayua & m. 0.), JapaNeHHocms spaedymenfy, TEDEKDECTiHDE SRZDRTHEHLE U YINa D om foxapa
Uy HESOdHEHLA.

£.3.3.2 DbopygoBaHne

Tun, ROHCMPYRUUA. COCATOANUE, SOSMOMHN LML, MECMONAXONAERUE, POMAaHoENE. ATBXHYNECKOS OO yMUBEHLE U
ranubpoEra.

CA533 MNpoMiasogoTEEHHBIE MOWHOCTH

KoMnoNDaks, CUSHTBME! UHKBHEDHOED COECTeueHUR, MEXHuYecKos b CAPMUBSHYE, CNEYUSNYZALLA & CARWTIED-
HO-EUSHERHYWECHUS YCIOaUA.

CA3.4 ¥npaeneHHde MCNoNs3I0B3HKEM IHEHWA

Hemennesm yaneqaR coloMEsHHOCME, COXDEHEHUS OCHOBHLIX HAALIKOE.

C.3.3.5 JeroHafeTeNsLTEO

MMomMerUUETEHOE HED KW EHYE d8UCM ey LS 20 35KOHDIAMBNaCIMES.

£.33.6 Martepwans

FomdecmesHHocM e, AOHMEONE COSMORKYA, RONUYECTIEAD, 0EFAIBHEE, MEXHUMSoKUE MpBloasHuA. MEpLl Baso-
MASHOEM L. KOHMDOTE KORMOAEEKULL U COCIMOARUS MameDuanas.

C.3353.7 MNMepcadan

Kauecmas, ppoeeHa node0mosky, ofDS30884UE, KOMDEMEHMAOCME, TOOVGHEHROCTTE. DOMEH UHDODMILUED.
WEHUNEIALLL, SOD0SCMEan & NoduMena.

£.3.3.8 MNMpoueccd W NpoLEaYPRI

fpoaepyy. codBOMAHLE. HIMEHEHUR, DECNDE0EREHUES, UENONLIOSEHUS, SOCMOARKE, JTOSENEHUE VIMEBHEHUAM.
XpaHEHYE. MerdSHULY, MPSHCNOEMUDORHYE, RTAHDEEE NERE0RIALT U SHOMENLHEE COSRIMUR (eamnyan nepedeniu .

£.3.3.9 TexHonorus

Cucmesal SREODMALNORAOL Mexyono2uu. obpafomea sSMesmEoHEe s dBHHaR, sHdopMaUvoHHaR Seacnac-
HOSME, 35 Uma daRHE K.

C.34 OuesdBaH#e pUCcHa

Honwmbe Spme anpedenstd Nolse Mefel, MTURUMESEMEE dNF KOHMSONLYDOBEHUA KaXdo0 ongcocmu. U Jonxya
GriMb OUEHEHE UX PEFFILMEMEBH0SME, HATDUMED.

- SHARUI KOHMDSKAE:

- KOHMDOE 8 ROONBSCE TROUIS0ACMmas;

- FRDAsNEHUE UIMBHEHUAML,

- SHARUI PE3YREMAMod Nposegoy 4 nocredemend Foppesmupoaut dedemeud;

- FREESENUBDEEHUE NEpEmeH3ul mompefumansn;

- MOKRIAMENRT KENECMER;

- afpasMmHaR CeR3L CNepsoNanaM.

C.3.5 OueHKa pHCHE

B omuowsduy saxdeold onscHocmy, R0 Komopold GICcyMomeysm Mepe! KOHMPORA, dofisHbal OUueHUSAMEBCA
nogRedcMEeUR U S80ORMACCTTE SOZHUAHOASHUR [TORYIEA dHapMAULE 0m Rompelumensd fo Mepe Re0BRo0LMOLITU )

OnacHocTe MoTeHUMANBHEIE NOCRECTEMRPHCEK
HEHaAnEsagse KoaHEMne Jarpransane
HeESpHAR MARKADDEKE MNepedpacTHRE JANpAIHEHHE
AHMAECEDE, SNaWHECHOE N ‘:> Bpesn noTpeGuTani ninm nauseaTy
MUKPOCHANOTMYECKDE JANDAIHEHWA Mpofineme ¢ woeRTHRMKALMER
MNoBDEHLEHE MEPEAPZEE HecTatunes0CTe NEAPCTREHNHINT:
MNogMeHa Npogy UMW METE fAENS Npenapara

PucyHos C.2 — MpUmMepsl PUCEDE W NETEHUWANEBHEX NOCHBOCTS WA

Cnedyem CYSHUME COPEESHOEME NOCRBICMEUD ¥ SEDERMHACCTE B0IHLKHOBEHUA HEZAMUSHO20 colisiMuA © pye-
Mok FSEE APUHLMEEMEX MED ROHMDONR.

Mpoemod noedxod ¥ OUBHUEARUTK CE0EAINOCMU NOCASd o Ui MOoRem Bedme Cred) n L .

HeoffxoduMa kRaccudugypoasma nocredomenn yaxdol onaCcHOSMU KSK aHeIHEWUMBNEHEE:, alpadduse
& FHEUUMENBHEE ¢ & 0R0dBRUME S800RMADLME BOFHYAHOBEHUA OMSCHOLMU § BANNEK. BEMNL CASOVER NEBEMH DA LTTA
AR NQAYYEHEA CUEHKU PUSKS 8 BRANEX & YKSFaHUEM FODSHA DECKA
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FozpmeMmamsl OUSHYY DUSKE MO2)M DLilth HEHECOHL HE RADMY U (LRG0} Fadecens 8 malnuuy. K&K NoRazanc Ha
pucyHEE 3.

AHAHETENRHER 3 G a
E Cpensne Z 4 ]
a HegsgunTenemwne 1 2 3
E ManoBeporTHEN BapoATHEE
& —
BapoRTHOETE

FucyHos C.3 — PeqdoMeHOSLWK N0 HAHSCEHWH Ha KAPTY ¥ (MNW) 33HECSHW: B TAENWUY PESYNETETOR OUSHEM PHCKS

Mampuuws Movem boime TOB0ED DAZMEDE, HECKOMERD MO MpeSyamCcR oDIaHuUzauuy. Baxnee acesn croond-
HOCHE KRECCUEUYEDOBEME DUCK NG MO EM KAMB200UAM . MOM, ROMopel mpelyem dvesMedneryo2o easde dcmeUn, Mo,
Komopeid mpedyem sozdefcmana Ha onpedemesHaM 3MENE, U MOM, & KORTO DM MIRRD WEUMECA & KOMOpL0 He mpedy-
SM HUKESAD20 8008 domaus.

fononHumens il o usMen MAadfulsl 048 KL DUCKE Tpuasedes Ha pucyHie T4,

C.3.6 Opyrde MeToOs AHANMIE PHCKE

C.3.6.1 AHANWI BHGOE @ NOCNEOCTEME NOTEHUWANEHEY 0THaI06 (FMEA)

FMEA npedomasnfent colol KEUECmassHy Memoduyy NREHLIOESHUR DUCKDE U Hedna2orpyAmHALE DERMoDos;
AGHHBI NQOYSEC CPEMWNER ¢ onpedenelu MECH BSDOAMHLY DMES30E, NOLCDUMUTALNU 4 SHAYEMOCMWaspoAm-
HOCMG, & 2AMEM ¥ COCMEANEHUM ANSH0E CMAZVEHUTR OMPUUSMETb R Y NOCAeACMEUE NEU B0IHUKHDSBHLL 3MUE OMEE-
ITE.

C.3.6.2 AHanWi fepessoTeazce(FTA)

FTA — amo g nepeym owepeds cpadcman aHEMUEE amackocmel, BLIABNSHNBIE ¢ ToMOWSD doyaus Mamodos.
Pasyieinsmal SHARTIS NpedeMasiROMeA #agnadyo & eude depess pexudiog omys o FTA engedeis oboaloM Uucnans-
IYEMCR 0U BHENLIS DUCKA FaK Cosdomas OUeHRU BEDOARAOCMET omiasoa. Haznadwoe npedcmaanBHue NOMOZEEM &
FNEOLEHET DNEHLMARLA MOSEIBHUR CUSIME ML U QOIS PTCME i Uy hasmagosg.

C.3.6.3 AHANWI PUCKOE M SKCANYATALUMOHHBIX BOSMOXRHO0CTEA [HAZORF]

HAZOP ananceuves FMEA. HAZOF cocHoSar Ha MEoDUU, XOMapaa uceodum U2 domylEHUR, Yo NE oUW BCmEUR
S IRl GAXTCA QM ATOHEH URKL OM NDOEKTRE LRY ONE0SMUEHEX TAMAICA0E. FMe CUCMEMHaR Memadina BaiReresyR Onac-
Rocmel u Rpofnes patomocrocotfiocmy. HAZOP nouMdesuM, HENDUMEE & TRouecc)y uny clpaliomes (HanpumMen. cine-
LUALRALLLY, VERON&IFEMO0 Moy YIE0M 0SNeHULY NEEUYHEIX WIBKDS0UH LY MAMERUSA0E, KOMODER WOIMEM OF83eSAME
CHLLECMESHHOB SMUARLE HE (B YHEYUORHUDGBEHLE TEDSUHMHALY ¥NERDS0HHEE MBMEpUT0E.

Uanamu dasnod memodusy RERAKTCR NOUTYYEHLE MOAHO20 ONUCEHUR TEDEUSRAELX FREKOG0UHE S MATMEDLAN0E U & X
AEedNoRcH UM EelEH020 UCRONEACEAHEA, NP0SedaHYE CUCTIEMHOED ARENNEA KEXADS vECMU NpedRongeasidosn LENONa-
ICBEHLAMDEdNOTAREBMO20 HEFHEYEHUA ANA onpedeNenuA MOED, KEK MODZJM BOIHLKSME SMKTOHEHUR GM HODMSMEHSX
FKEMTPAMAYLOHHEK PoND8d(l b MTNEHNE020 TDoeXMa, dNd el RENERUA ReCNedCmAa i Maruy omenoderul v dra onpedens-
HUR MO0, MOSYM DY MU Nechedcmayi NEUSECHIU § BOTHURHOBEHUM OTACHOCITE D iU npadnes pafomosnocoSHOSAIL

L3064 AHANMI DHCKOE M KPHTHHECKWE ROHTRONEHEE ToHeR (XACC)

XACCH npedomsenren colold CUSMEMEMUNECKUL Modxod ¢ BaiRENBRUH. CUBNKE DUCKOS & UX CEDBSIHOCITIY, KOH-
MEParo Guonoauyeckys, SUMUIECHUY U UIOYSIKUY QUCKDE, CARFAHALY © KOHAOEMHAIMY TOOUBCCAMY U NDEXMUKARL.
fogne asaanesua cmedud Roodesca, 208 BOFMONHD BOAHUMHIEEHU R SHA VLM 8NaRAIN JUCKDE, ONpEden R0 CA KDUMLYEC-
KU KORMponkrsie Moo (KT Jonsde Baime yCmMas0aneqds KpUmuYyeckue 2paruls (npadensd) dnf saxdod KK T uwocy-
W &CManAMBoA MONUMODUHE £ UMb BelREReRUA Rodaix omynosedud. Kaxdoe omenoHedus npedycidamouasent
NoUMEHEHUS KODPEXMUSVRLUY dedomand, donsHo Jeims J0XpMERMUBDSAN0. & MAXKe JOmEeH OCYILECMENRMacA
MOR UM OQLHE JE3FAEMSMaa.

C.3.T ¥npagneHse pACEaME

FROSansHyUa DUCHAME ONUCEBEaM Jelcmala Io SHedDeHUA DEWEHLE MEHBdRMERTE DUCKCE.

Apedadywue emaduy Jonxbe eafeume Hanuvue fobdaix cnalfeiy cmogoX. B omyoweHyy smux cRalisix emogod
Aonsktel Seiie pajpalomans Mpedynpemd SHW LS & FOSISEM UL UE 08 GCMmaus.

flpu ynpaeresuu pUCKAMY JONKEH TOUMEBRAMEBCR KOMANEKeRel Nodxod, Yulmesa iy ul 0dH0 URY HECKDNEED U3
cnedyiyuy dedemenl & nopAdes RoUCEUMemBOCTT L.

4} O&830TacH0CME KOHLMD PEG0W,

bl PooeRmMEDOBEHUE NEOYECCE PpoLIecdomesd;

c) KORMEOns € Npoyecos npourecdcmes;

O PoOMERYMOUHER LIU 3BA0RYSHHER JACIEMU3E Moasnoa.

AnR CHUNSHUA pUcks dofxHel Baime onpadenessd 80sMoMH0cm U ANR JoRoIHUMEREH020, AREMEDHSMUEGHOED UL
FARYWBHATED KORMPORR. ECAu 3mo 03MosHo, Tpoeed 8HUS MO0 WY UHEE0 Buds ROXMPONRE AORKHD UCRTONL ME BUCK

d1
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BCFHURHOBSHUA ongcHocmy. Tar, 8de amazo dacmMuaypme HES0IMOHHE, QAR VEKTHYNEHUR DULSKS SOIHUAHDEBHUR ONae-
HOSM U N DU MEHROTCA MB DAl KOHMPONR LU 058 CNEWLEE8M CA Bel REMEHUS N0 E D20 SORHUAHOEEHUR ONACH oS dNa mazo,
wmnie wordo Semo npednouHAME CoomaBsmemernwes Jelomseus,

Bosmoxuocmy dnA donoaHUmMBeNsHO20. SNEMEDRAMUEHO2E WL PRYUWBHHOZ0 MOHMDONA dOMsHE SHARUILEO-
gamach, a delcmeus doRmHs Deime 0 ULUaNeHD 0d0EDEHE © FUSmoM,

- HACKOTEAD CRORHD UL TE2K0 SHedDUME M0 e KOHM DONR,

- SEQCRAMHGCIG DEARUISLULY MED KORM DOAR;

- LEPEEINOCME THCRSdoMEnl. CAU ONECHDCME HE AOHM DOTUSY B CcA;

- SEPORMHOCN B SOZHURHOBSHUA DTACHICIG U RPWMEHAEBMEIXN MESak KOARDOTR.

Modmaepsdase Moo, 4 dedomaua RERAKMCR NoAr 0 IALL LT O0M S8 CM &L UMY, Moxem Saime onpede-
geRd RocpedonaoM codaHUR HOBDED UCITOYAHUAA PULKS, NEUNLMSAMIONYERER, wHo NROEEPOYHED KOHMDOTE Beil aoy-
wecmenessasden/sHedpen.

Mouopumem donwes Seme 0MOEH CHEKBHUY ONECHOSML MAKENAX ROCASdCmand YR KeHmponuDOEaHI onac-
HOCMEd, BBDOAMHOCME SOAHLUKNDSENUR KOMOS X OYVEHE BRICORE

Tos, 2de OUBNKE DUCKE HEERCOKE LA HESOZMOMHC onpedsiume delocmess GNA CHUMESHUR DUCKS, Hu odho
defomane ve Woxem Daime Yenecoooanes. 8 makux cnpagax donaso Beima NEUHAMD DEWERNE HE NRedTpuH UM EME
HURaKUXY dedcmawd, U oro donsde Geams ofochosano, JoKpMEHMUDOBERD U, MaM ede 3mo Heobxodumo, odoboesc
mompedumenes.

C.38 CHHMEHME PHCKA

Mngus no exedpesuse HoBkx gudos KOAMPpOnA JonaHe Seme PopMEMUEGEARE, codepmams CORNECOSAHHEE
dame FASEQWEHUATORONIEHUA U pacnpedenNaAye omesmomaesHocmy. Jonsen oopwecmenameci MOHUMODLHE T00-
S0EC0E M0 CMHOWEH UM ¥ duHoMy mnaHy d0 820 35880 WEHUROKORYAR IR, Joxer Maswe oCyWecMEnRmacs MOHUMO-
DUHE B 3WIL MEMUBHOCITU YRNWBHHE & aUd0g XoHMpoae dnR TodmespaxdaHya 4 eIy AEMEMYBHOCTLL

Mocne moao, xay Havione e sHEYUMEES SONDEce BeTU UCKNEYEHA, ADAUsss donses Guima Tosmapes dnR cied -
Weao No NgUGPUMEMEOCTY VDoeHA puckd. dankaid npoyece dormes OkiMa TOSMODEH ToXe ARA Acey ONECHOCME0 Ha
Gydym ongedenanal CoomSemomeayauue dedomann

C.3.9 Amanua

FPeapnaMamusHocms MeHedaMenma puckoe JonwHa Neguoduiecsy oUeHUgamMeca U npedom aanamecs R sna-
AUAS GO CMOpOHAE pprceadomea.

Maren = Banne Oononms
. Tekywue | Moonegor Bepont Oata
I'“.'F“EI." Lanener e PACEd TENBHE B OropmtcT
Gragan Pues [ERTRTES CTLE] HOETE i ASUTHHBHRAR
pHEER nasneget . i1, 2 3,4, mMepL BEHHOCSTh )
KL TR {1 oo 3] [t qa 3% ) LT
BHH G, &) EOHTPONA
FucyHok .4 — OUesKE pHCEDE
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rocT P MCO 153782014

MNpenoseHne OA
([cnpasouHoe)

CoefeHHWA O COOTBETCTEMM CCLINOYHLIX MEXOYHAPOAHLIX CTAHAAPTOR
CCLINOYHLIM HALUWOHANLHBLIM cTaHAapTaM Pocchiickon Menepaumn
M ORRCTEYIOWMM B 3TOM KA4ECTEE MONIOCYAaPCTESHHLIM CTAHAADPTAM

Frefnuwya Al

CIAAIHAYE I CORINOUHON
MERIFHARDO HOrS CTAIHIAPTA

Cranans
COarasTETHMA

O BoiHsIEHE B H M EEDRAHAS
CODTEATSTEVHILEND U HGHANLHDMT. MEROCY LARCTREHHTONS CTAHIARTS

WD 80002008 1oT FOCT 150 9000—2011 sCUCTEME MEHAOKMEHTS KauecTAA. DosOE-
HulE NOAOKERHRE W CROBE0LY

WCS 90012008 1oT FOCT IS0 9001 —2011 aCwcTemMbl MeHEQHMeHTa BHecTEd. Tpabo-
EdHWR®

WG 900420048 10T FMOCT P ACO B004—2010 « MeHeQHMEHT GNA QOCTHEEHUR YOT O AH-
BOTD YENEXE 0prasdizagsn. Moaxon HE COHOER MEHELHMEHTA KA4ECTEA

WCO 1464 8-1—05 o7 MOCT MCO 14644-1—2002 «MHCTeie NoMSWEeHHA W CEAAHREE G
HAMMW KOHTDONHpYEMBE coegsl. H8cThe 1. KNaccid ALALWA HMETOTH BO3-
OysEn

WD 14644 -2— 20010 10T FOCT P UCD 14644-2—2001 s YACTeE NOMEWSHEA W CARZBHHBIE
H#M W HOHTRORMpYeME e cpeak. HacTe 2. TReG0BEaHUA K KOHTRPONK W MO-
HETOPHHTY ORA NoOTESPEAEHWE NOCTORHHOMD cooTaeToTaMa MOCT P
HCO 14644-15

WO 14644-3:2005 10T FOCT P MCD 14644-5—2007 sYACTeE NOMEWSHEA W CARIEHHBIE
HéMW HOHTPONWPYSME 8 Cpegbl. HacTe 3. MeToadd NCnETSHAAS

WD 1464 4-4:2001 10T TOCT P ACO 146444 —2002 s YucTEE NOMEWSHEA W CBAZEHHLIE G
HiEMM HKOHTRONWpyeMEe cpegel. Yacte 4, [TpoSkTHpORaHWE, CTROW-
TEMECTED W BBOO B 3IKCNNYATALWK

WO 14644-5:2004 10T FOCT P MCD 14644-5—2005 rYMCTEE NOMELWEHEA W CERZEHHBIE
HAMH KOHTRONUpYRMEE CRegbl. HacTe 5. 3KCONYATALURS

WD 149712007 1o FMOCT P ACDO 14971 —2011 sWznendn segrun=cide. MNpeMeseHde
MEHELHMEHTE PUCHA K MESHUAHCEHM HaLen@am -

WO 14937 2009 oT FOCT P ACD 14937 —2012 «CTepunMIgy«n MEeLdUdHCKOR npoays-
U, Dfwre TpeboBaHEA Kk ONpeQeneH s XAPAKkTERHCTHE CTEDNNM 3y -
WEN: BresTs W & paipadoTde, BANWOAUWW @ TEKYWEMY KIHTPOMNK
NpoUEsss CTERANMIAUNY MEdNLUHOERE HIZENHA +

WCO 14688-1:2003 0T FOCT B ACD 14698-1—2008 «YACcTeE NOMEWSHEA W CERAEHHRIS ©
HEMW HOHTDON@PYEMES Cpegsl, KodTpone BUoiarpaasesws. Hacte 1.
Dfiyee NPHHLWNE 4 METOSk D

WSO 14603-2:2003 107 FOCT P ACO 14698-2— 2005 s YucTee NOMELWSHHEA W CERZEHHBIE G
HEMK EOHTRONEpYE MBS Cpeisl. HacTe 2. AxanE3 gaHswx o GHosargazqe-
H@ARn

WCD 1141 35-1: 2007 — X

WCS 191 37-1: 2006 oT MOCT B0 11137-1—2011 «CTEpUNAZEUMA MEOMYWHCKOE Npoaye-

U, P3aMaUMOHHER CTEpMNMIAUNA. YacTe 1. Tpebosanwa & paapabor-
KE, BEMWOSUAM W TEEYIWEWMY KOHTPONH nPOUScCca CTEPUNHIELHA
MELULAHCHHE Wa0ETHE

d.3

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-15378-2014

49 /54


https://gostexpert.ru?utm_source=pdf&utm_medium=51320
https://gostexpert.ru/gost/gost-15378-2014?utm_source=pdf&utm_medium=51320&utm_term=page

rMCcT P ICO 15378—2014

Okanvaius malnuys 44,1

OBoiHaYaHAR CCENOWHarD Creneks DIAQIHAIE S 1 HAAMEHAS AR
WEEIYHAPODOHOID STAaHGApTa COOTOETETEMR CAATEETETOFKLETD HAUMDHANL D, MERIDCYGAPCTOSHHDID CTaRgapTa
ACD 11137-2:2008 101 FOCT 150 11137-2—2011 «CTrepinuiausa MeguUHHCKCRA TIpODOYH-

UMK, PEgUayHoHHaR CTEQHNAIALUMNA. YECTe £. ¥CTAHOEMEHHE CTEDHNRIY-

HILEA 003k D

BETCTEWR CTAHO3PTOE:
- 10T — WOEHTH-HEI® CTA&

HOSPThI.

" CoOTER TCTEYH LKA HAUMOHANEHBIA CTAHASDT OTCYFCTEYET. Oo ero YTEEDAHOSHAA DECOMEHOYETCA MOCNONEICBAT
nepeBdd HE PYCCKMA A3RK GAaHHOID MeXQyHaponsorc CTaH0apTa. MNegeaon AEHHOMD MEEQYHEPOOHOMD CTEHQAPTE Ha-
£0auTCA 8 PegepaneHOoM HHPOPMAUMOH=OM POHEE TEXHWYMECKHYE DEMMAMEHTOE W CTEHOARTOE

NMpumevyanwe — B HacToRbed TalnWUe ACNoNEICBAHD CRedyDWes YoNoBEHDS 0Bo3HAYEHNE CTENEHH COOT-
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(1]
12]
[3]
[4]

FoOCT P UCO 15378—2014
BrEnuarpadiva

IS0 80012008 Quality managameant sysiems — Requirements
IS0 8004 Managing for the sestained success of an organzetion — A gualily management appreach
IS0 10007 Guality management systems — Guidelines for configuration management

150 10012 Measurement management systems — Requirements for measurement processes and measuring
aqulpmeant

15] 150 111535 Stenlizaton of health care producis — Ethylene oxide — Reguiremeanis for the development,
walidation and routing control of a sterlization process for medical davices™

|&] IS0 111571 Sterdization of heafth care producls — Radiation — Part 1: Requirements for developmeant,
validation and routine contral of a sterilization process for medical davices

[¥] 150 11137-2 Sterdizaton of health care products — Radiation — Part 2 Estabbshm;g the sterllization dose

|&] IS0 134852003 Medical devices — Quallty managemeant systems — Reguirements for regulatory purposes

|8] 1500 140012004 Environmental management systems — Requirements with guidance for use

[13] 150 14644-4 Cleanrcoms and associated controlled environments — Partd: Design. constructon and start-up

[11] 150 14644-T Cleanroome and sssociated controlled environments — Part 70 Separative devices (clean alr
hoods, gloveboxes, isclators and minl-environmenis)

|12] 150 14644-8 Cleanrcome and associsled controlled environments — FPart B: Classification of arborme molecu-
lar contamination

[13F 150 14683-1 Cleanrcome and asscclated confrclled environments — Blocontamination controf — Part 1:
Genearal principles and methods

[14] 150 14608-2 Cleanrcoms and asscclated confrelled environments — Blocontamination controf — Part 2:
Evaluaton and intergpretation of biccontaminaton data

[1%] 150 149372009 Stenlizabon of health care producis — Genergl regquirements for characterization of a
sterilizing agent and the devalopmeant, validation and routine control of & sterilization process for medical devices

[18] 150 14871:2007 Medical devices — Appication of risk management to medical devices

[17) 150 19011 Suedelines for guality andior enviranmentsl managemant syslems auditing

[18] IS0O8EC 00032004 Software enginearing — Guedelines for the application of 153 90012000 to computer
software

[1%] ISONEC Guide £ Standardization and related activities — General vocabulary

|20 ISOVIEC Guide 51:199% Safety aspects — Susdelines for their Incluswn in standards

[£1] IEC &0801-i-4 Medical electrical eguipment — Part i-4. General requirements for safety — Collateral
Standard: Pragrammable electrical medical systems

[22] IEC &0812% Analysstechaiques forsystem raliabiity — Procedure for fallure mode and affects analysis (FMEA)

[€3] IEC 61025 Fauit free analysis (FTA}

[24) IEC 21882 Hezard and oparabisty sudies [HAZOP studies) — Applicaton guide

[25]  Internatienal vocabulary of basic and general terms in metrclogy (VIM) BIFM, IEC, IFCC, 150, IURAL, IUPAPR,
ML, 1993

|26] EU Gusfelines to Good Manufecturing Practeoe for Medicinal Products for Human and Weterinary Use,
htipiec.europa.eu/healkh/documenis

[2¥]  US/FDA Code of Federal Regulabons

[28] GAMP 5 A Risk-Based Approach to Complanl GxPF Computerzed Systems, Rtlptwew Spe.org

|29] PFICYS Guide FE 008-3, Explanatory Motes for Industry on the Preperstion of & Side Master File,
htip:iwww. picacheme orgiplcs.php

|30]  ICH QF, Good Manufacturing Practice Guede for Active Pharmacewtical Ingredients, hitp:fwww lchoorg

[51] EU Guidelines to Good Manuiactunng Practice for Medical Products for Human and Veterinary Use, Annex 18
Good hManufacturing Practice far Active Fharmaceutical Ingradiants Reguire ments,
hitp:iec.europa. eu/healthi/documents!

|32} Glabal Harmonization Task Force (GHTF)— Study Group 1 (5G1), Document MNeo. MNO28FR15, 2005,
hitp:sighif.orgl

! IUnder preparation.
L L
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rMCcT P ICO 15378—2014

YK 658.562.014:006 354 OKC 03.120.10 T54 OKCTY 0025
11.040.01

KroHessie crosa; NepoaHHbie YyRakoso4yHse MaTepiank, NEKapcTEEHHBIE CPaOCTRa, CHCTEMA MEHSIHMEHTa
Ka4eCTRa, OTEETCTEEHHOCTE PYHOROOCTREE, MEHEIHMEHT DMCKOB, NDOUSCCH] HAIHEHHOND LUHEME NM0OY KL HH
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