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rMocT P UCO 13485—2004

MNpegucnoeue

3a0a4n, OCHOBHEIE NPUHUMAE: ¥ NPABMNA NEpoEeaeHA paboT No rocyjapcTBEHHDR CTAHJARTK3AULMK B
Poccuiickol enepayin yetadoaneds: MOCT P 1.0—02 «MocynapoTReHHaA CUCTEME CTaHOapTWaaUnmMe Poc-
CHACKoH Defepauwd. OCHOBHBIE NONoHeHWAR» W MTOCT P 1.2—02 «MocyJapcTBeHHAA CHCTEMa CTaHaapTHaa-
Uk Poccinckol Cenepalidi. NopRgox paspaboTed rocy apcTReHHEY CTaHdapToa:

CeregeHHA O cTaHOapT®

1 NCOroToOBNEH akpeTeM aruorHepHss obwectaos «BHWMMM-BAMTA wa ocHope COBCTRBEHHOMD
AYTEHTHYHOMD NEPEBONA CTAHAAPTA, YRAZIHHOMD B NyHKTS 4

2 BHECEH TexHWYaCidmM EDMUTETOM NO CTaHOApTHIauwMn TK 436 «¥YNpapnesye KayecTaos 1 Co0TEaT-
CTBYIOLLWE ACNEKTH ANA MEOHLWHCKEE H30enWAs

3 YTBEPWIEH WM BEEOEH B OEMCTBVE Mpueazowm PenepantHoro aredTCTEA NG TEXHULECHOMY
PEMYTIMPOSAHKID W MeTponork| oT 10 Hoadpa 2004 r. Mo 66-cT

4 HacToAwmi cTasnapT WOsHTHYEH MexIyHapoaHosy ctadpapty MCO 134852003 «ananua smanu-
urHckKe. CucTeMbl MEHEOHMEHTA kKadecTea. CucTemMHbe TpeboBavus ONR UENed perynvpoBaHHA»
120 134852003 «Medical devices — Cuality management systems — System requirements for regulatony
PUrpoSass .

MpW NpUMEHEHKH HACTOALWETD CTAHAAPTA PEKOMEHIYETCA MCNONbICEATE BMECTD CObNOHHLIX MENTYHE-
pOOHLIX CTAHAAPTOR COOTRETCTEYVIOWHE WM HALUHOHANLHEE CTAHOADTH, CEEOSHHA O KOTODBIX NPHBEOEHE B
JONOMHATENEHCM NEMNoKe A C

5 B3AMEH NOCT P 51536—089, MOCT P 51537—09

Hughopeayua o aeederuy @ dedemaue (mpexpaesuy dedcmens) Hacmosiueso cmandapma myaauky-
BMCH & yKazamens «HauuoNamsHse cmasdapmsie.

HMuchopaatis of LIMEREHUAY K HACMORWeMy cmaxdapmy Myanusyemcs 8 yrasameneg «HayuoHansHbie
cimaHdapmiais, 8 MEeKsM UIMeMERUT — @ UHDOpMALUOHHEE YRaIAMenax «HayuoHansHbLe CmaniamTibiy.
B ciyyag Nepecyomips Uil oimdeks! HacmoAileso cmandapma coomaamomayowias unchopaaluws Oydem
onyfnuroeana @ LshopMaluoHHos pralamens «HauuosanbHsie cmanoanmsm

2 WNK Magatenscteo cTadgapToe, 2004

HacTosluyMi cTAMAART He MOMET GkMe NOMHOCTEN UMY YACTHMYHMD BOCADOM3BEAEH, THRAWUDORAH M
pACTDOCTRAaNEH B KadacTee aiMUUansHOrD WinaH«aA Gea pajpewesa Denapanks oD areHTCTEA N0 TEXHWYaC-
KOMY PECYIMDCEAHKIO W METDONOMAL
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Beegenne

Memgyeaponrsid ctasgapt MCO 13485 nogroTopned TexHwqeckiam komuTeTon MCOUTK 210 «¥npase-
NEHWE KAYSCTBOM W COOTEETCTEYIOWME SCTIENTE 0N MEgHUMHCKY M3NenWis.

HacToAwes WanaHue OTMEHAET 1 3asmeHAeT [1] 1 [2]. Opraduaadny, KoTOpBIE B NPCWOM NpHBeHAanE [2],
MOMYT NOMMEHATE HACTOAWME CTAHOAPT, WCKMMME HEKOTODLIE TpeOoBaHKMA B COOTBETCTEMM C NyHKTOM 1.2
HACTOALLEND CTAHOApTA.

HacToRwee wagaqke MICO 13485 imeeT HOBLIA THTYNeHBIA NWCT M oTpasaeT Tpebosanna ¥ obecneye-
HWIO KEHECTEE NPOOYKUMK, TpeGoBaHuA NoTpeduTana | AnYIie acnesTsl CUCTEMBl MEHEIHMEHTA KAYECTEE.

O8wme NONoOKeEHKR

Hacmoawul cmandapm onpedenmen MoeSoeaHUR K CLCIMEME MEHEIKMEMTIS KEYECTIES, KONTODEE MOSKM
NOLMEHAMECH ODSaHUEaULel DU MpOSKMUpOeanUy, PaIpadonike, MooUIRedCmas, MOHMass U DOCMYALEaHUL
MEdULUNCKLY UIGSTUL, 3 MaSKe MPY APOeKmMupogasud, pazpabomse U 00BeCTeYeHLUL CARISHHEE © HUML YOITYE2.

Hacmoawul cmakdapm MORem Maioke NpUMEHAMECA BHPTIDEHHUMU U SHESLLIHUMLU N0 CIMHOLESHWO K
OPSEHUIALLL IFUHTEDECOBANHEIMU CMODOHAMU, BHNMINER Opaaksl No ceprmudhukaluy, 8na oUerKy cnacob-
HOCMU opeaHusanuy yIoanameopams mpetoaanus nompebumeana u mpefogaHlun, YomanDEREHHES & COOm-
ESMICITIEUL & HODMETILEHSMY JoRYMERITIEMY [Janse — YomaioangiKee mpeboggHus).

HMufopsauws, oboavadenHan kaK «[pumMedaHies, ARNASTCA METOIMHECKAM YEIIAHUEM M0 NOHNBEHHID
HINH PAYEACHEHMIO COOTRETCTEYHHUErD TPetoRaHuA.

Toeboeakua ¥ CUCIMEMs MeHedKMENMA KSYECMEs, YomManoaTerHLIe 8 HaCMOAWeM cmandapime, Aana-
MR JoNOmHEMIOIWUML N0 MHOLLEHLID K MEXHUYECHUM Mpefoeanuas K npodykiuu.

Ana coafadis CUCTEMb MEHEIHMENTA KAYECTEA TPEOYETCR CTPATEMMYECKDE DELLEHAE OoraHraauni. Ha
pAIpaboTEyY W BHEODEHME CHCTEME MEHEGEMEHTE KAHBCTEA ODRTaHWIALIMN BAMRIOT HIMEHAIUHMECA NOTPEBHoCTI,
KOHEDETHLIE LIENH, BEIMyCEABMANA NDOTYELWA, MDHMEHBEMEIE NROLECCH], PAIMED W CTDYKTYDE SRraHnianvK. Hacro-
AULMA CTAHOA0T HE NEEONCNAraeT 8AMHC0S0a3NA B CTRYKTYDE CHCTEM MEHETHMEHTS KASECT B MK Q0K MEHTALMA.

Cyilecmayem Bomblice pasHoobpazie MeduduHckuy W30enul. HeKOMmopEs YacmibbLe mpaboeakus
HBCMORWE20 cmandapma NpUMesudsl MOMsKo K Mes amasopuan Meduuuwckuy szdenud, onpedenexus
KOMapkix pUesdentl 8 paidans 3.

MpoueccHLIA noaxon

Hacmoauwul cmaxdapm oCcHOSsES8IMcA Ha MoUecCHME Nodxode K MeHadRMERTTY KAYECITHES.

TMiofag degmeansHocTs, UMEBKNLAR axodsl U NeoBpa3Wolas U & X0, MOXET DACCMaNM DU o
HAK pOLece.

LA yonetwosd OyRKLLOHUDO0EIHUE 0p2anuIalua JomaHa oapedeanms MHOKECITIED B33UMOCaRIaM-
HBX ADOLECCDE U ITDSarants WML,

YacTo BeXog OOHOMD Npouecca obpayeT HeNOCPeICTREHHD BXO CNeqyLand.

MprMeHEHRE B OPrad|3auid CHCTEME MPOLSCCOB HADALY © HX HOeHTHOHEAUHEH 1 BIAHMOOERCTRHEM,
A TAKKE MEHETRMEHT NPOLUECCOR, MOMYT CUMTATECA NPOLECCHLIM MOOXO0M.

Ceass ¢ WCO 9001

Hacmosuwul cimandapn AETANTICA amoHoMMLIN, HO ocHoasEaamea Ha [3].

Flyinmiss LG ROOMHME! HSCTTORLWEs0 cmandapma, Iescin Komopedx aymermuyen mascmy (3] nabpaus
MpAMEM WoLhmord, To, Who o NpE0CMasnaHsl 8 HEUFMeHHOW aude, HaLlnd OMpakaHLUe 8 MpuioseML 8.

Texcm HacmoAweao cmandapma, He aymeHmudHeRT mascmy [3], unu npednosenus wnd ab2ay, codep-
walue manod mekcm, Habpansl kypougom. Cyime U ADUHUNE USMEHEHLT 8 MEeXCMe YKaIansd @ nouIosaHuy B,

Canan c HCO/TO 14569

M) npedomasnaem cofol MexNUYeckUd (myent, cofematyill PyHos00ALLLE YRAIAHLA MO BHadDeHLID
HacmoAWaso cmaxdamna.

CoBMECTHMOCTE C APYTHMH CHCTEMAMM MEHBONMEHTA

HacmaALuLd crnaMdapim CoxpaHmem crmpysamyp)y (314 yIabomas Nomsa0ea el MedULLIMENLIML LEACSTUALL

Hacmoawul cmandapm He codep¥um cieuuanstbiy mpebosasul & doyaun cLCmeMan Meredsarma,
HEMPUMED K YECIMHBIM CUCMEMaM MENEIMMEHTIa OXPaHL! OKDy¥aolel cpedel, BeacnacHociTiu U Mpodecou-
OHANLHT2D 300AB00KDAHEHUR, 8 MakKe (PUHANCOR020 MEHERMEHTIA,

ClOHaKD HACTORWWA CTAHOAPT NOIB0NAST CRTaHWM3aLMy COTNAcoBaTE MMM MHTEMpHPoBaTE CBOK coBCcT-
BEHHYK! CUCTEMY MEHEIHMEHTA KAYECTED C OPYMAMK CHCTEMAMA MEHEIMMENTA C CODTEETCTRYIOWMMK Tpabo-
BaHKAMM. Dprad|3Iaygia MOMeT afanTMpoBRaTe JRACTBYIOLIYID CHCTEMY (CHCTEME) MEHELKMEHTA ONA
COANAHKMA CUCTEMBI MEHELEMENTA KAYECTES, COOTRETCTRYIOWEHA TPeboaanuaAm HACTOAWETD CTAHGAPTA.

I
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HAUWMOHANBHBIW CTAHOAPT POCCHUMHUCKOWM EOQEPALMM

Mapenua MeguuHHCHHE
CHCTEMB! MEHEKMEHTA KAYECTBA
CHcTeMHbie TpeboBaHKA ONA LaNSH perynuposaHHa

Madical devicas.
Cuality management syslams.
System requiremeants for regulatory purposes

Oata esegeHwA — 2005—07—01

1 OBnactTb NnpUMeHeHWUA

1.1 OBwwe nonoweHHA

Hacmoswud cmandapm onpedensem mpeboganud ¥ CUCMems MeredXMerma Kavecmesa & cry4ank,
wozda op2anuIanun HeobxodumMo MpededoRCMPUDO GAME CNGCOSMOICITIE MOCITSENAME MEOULLIHCKLE L20ELR
U Mpedocmasanaime CeRIaMHOe © HUML oBClysuaare, omesvyaowes mpabogauaM Nompelumend L yoma-
HOAMEHHE Mpe 00SaMLIAN, MDUMEHLMEM & TN MEJULLHCKLN UI0BNUAM U COMAMCMEyIowUs YomyEan.

Uens hacmoseao cmaddapma — codedemele aHedperuil @ CUCmEMbl MEREIHRMERME Kadeomaa
ZADMOHUIUDGEINHLIX YOMBHOENSHHEY Mmpebosanul ¥ MeduluHckud usdenuasm. Hacmomwud cmandapm
AKMOUIET @ CEER HeKOMOopEIE CREULUSNBHLIE IMPSE0EAHUR K MEOULLINCKUM UIOBALAM, 8 IMakwe LUCKIaYasT
Makomopee mpedoeasud [3] Komopee He RETAKNTICA YOIMAKROBNEHHEML, & CAAIU C Y8M 0p2aHu3aLun, el
CLCTMEb MEHEIAMEHTIE KEYECITEa oimdeyanim mpeboganuaAM HacMoALLE0 cmandamima, He MOSym 3a76-
MAME O coomesmemeny [3], noka ux cucmenmbl WeHedxMenma Kravecmes we Gpdym ploanemaopames Goemd
Gaz vcxmayerua mpebosaduan (3] (o, make npunoxesve B).

1.2 MNpumeHaHne

Tpebosasus HAacMOAWEeso cmaddamms pacnpocMpaNIKimca Ha opsaxlzayul, npednazamiuue Ma
PiiHOK MeJuyUHCKLE U208NUA, HEZFEUCLIMG O GLU0E LML YUCTEMMOCITIU MUY OpSaHU3aLLT0.

Ecnu yemamoanesHee mpebogaHus NO3IgoTAMHT UCKTIOYUME WIDSaneHUe NooermupoeanLes U paspa-
Gomxod uadenud (7.3), Mo Mo MOXEM CRYKLIME OCHOSARUEM AMA UCKMIOYERLA COOMasmomaylux mpabo-
BaAHLL UE KOMKDEMMOL CUCMeMbl MoxedwMenma kasecmes. B amom criydas Ana dasqol cucmeaibl
MeHedsMema kavecmea JonwAs!l Beime coefaqs! anbmepHamuessie nonpaeky. DmesmomeeHHocTis 38
OBECTeYeHUEe COMTESMOTIaUd UCHMPYaMUa yNpaaneHus Npoemupoaanuen U paipabomeod wvadenud mpe-
GoEarUAM HACTIOALLESD CMandapma Newuwm Ha caMol opaakuzaduu [4.2.2, napesucnenue a) u 7.3J.

Ecnu kaxog-nubo mpebogasue (mpefoadanud) paadena 7 Hacmoauweao cmakdapma Hens3a MoueHLITE
2eudy CReyubUKL KOHKDSMAHDED (KoHKpemnex) Medoyutickozo wedenus (usdenul), #a komopoe (Romopsie)
PACHPOCIDENASMCA CUCMaMa MeHBOMMEaNTa KaYeCiMEs, Mo OfSaHu3anuy He cnedyen axmoYant masoe
mpeboeganue (Mpeboeanun) & CEON cLUCMEM)y Mered¥Manma kavecmea (4.2.2, nepeylcaamle a).

OmaemomaeHHocib 3 NoUMEHEHUE K MeduUuMcKoMy wedenue (Ua0enuanm) Nooyeccos, COWTEamciT-
ayiowux mpebosanuAM HACMOAWS20 CMaNIapma, Mo KOMopeae HE CCYLUBCMEBNTKIMcA opaanuIayued, ecam
HOMKDEMHSA GO2aHUSALUA, U M0 Cledyem yHUumsEans @ CUCimaMes MaHadsMeHTa Kavyecmea 3mod op2any-
Fauuy (4.1, mepeducnaxue al.

B HacmoaLues cmakdapme HECckoNsRD Das acmpeyaimch MoHAMUA « 86NU coOMaaimomayamy U vkoeda
coomeagmomayemsy. Ecnou mpeboganue codepwintt 00HO U3 3MUX MORSMUd, Mo OHO CYLIMSeMca « COoTEeT-
CMBYRLLUMSY, [TOKS 002aHUIALLA He Mpedocmasum JokyMeNmupoaasHoe obocHoaHUE HeCONMaemoImeUs
HACMOALWENY cmandapmy. Tpebosanue CHUMaSMEcR « CONMEaMomE LM, 80U @20 aRITOHERUE HEobX0-
AL @nR mozo, Ymobsl;

a) uzdenue yIoenemaopano yomasoanenHsn mpedoaaHua wiinu

6] opeamnuIayLs MOSNa ERNOIHAME KOPDEKMLDYOoWUe Jelomala.

Hznanwe othuunansHos
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2 HopmaTHBHbIE CChINKKW

B nacmoawen cmandaome UoiTonbIoeaHa CobUTNG Ha crnedyowuld crmandapm.
HCO S000—2000 Cucmemsl MenedwmMedma kavecmes, OoHOGHLEe NOMOKEMUS U CcRoeapes
(IS0 S000: 2000 Quality management systems — Fundamentals and vocabulary)

Mpuweayanruwe—/pHNONLI0EaHAM HECTOALLMM CTIHASPTOM LENECn0EpE3HD NROESPMTE ASRCTENE CoBINOY-
HlX CTAHIADTOE MO yXE3aTeme «HALMOHANSHEE CTAHNARTENE, COCTASNEHHOMY N0 COCTOAHKMED Ha | AHBAPR TARYLWETD roge,
M N0 COOTBETCTEYHALWM WHHOPMALUMOHHEM YESIaTENAM, onyEnusoeasHLIM B TEEYWES ragy. ECnM cobiNDYHBLIE o8y MEHT
JEMAHSH (MAMEHEH), TO MPW NONSI0BEHIA HACTOALMM CTEHIEPTOM CREoyeT PYKOBOOCTE0BATLEA IAMEHEHHLIM [MIMEHEH-
Hell} CTEHOAPTOM. ECNH COBMOMHEIA QOKYMEHT OTMEHEH DEZ 3AMEHLIL, TO NONHEHAE, B KOTOPOM O8HE CCEIKA HA HErD,
NEMMEHASTCR B HACTH, HE JATPAMBAHILER 3Ty CObUTRY.

3 TepMuHLI W ONpegeneHKsA

B HacTOAWEM CTAHOARTE NPHUMEHEHSE] TERMKHE W ONpeoeneaHys B cooTaeTeTerd o MCO 2000, a tawe
CNEOyIoWWe TepMKHE ¢ COOTBETCTEYIOLLWMK ONPEaanEHHAMK.

MpHBEOEHHEE HAKE TEDMWHSI, BCNONBIYEMBIE B HACTORLYEM CTAHAADTE ANA ONMCAHWA LETH NOCTAEEM,
Dl HIMEHEHE ANR OTPEMEHNA NPAMEHASMOTD B HACTOALES BREMA CNOBAPA TEDMUAHOR:

NOCTABLLKWE — OpradHMIalMa — noTpebuTens

TepMHH ¢OpraHnIayMas 3aMeHseT TEPMHH «NOCTABLWMKS, HCTICNE3YeMeld B WMCO 9001:1998, 1 oTHOCKT-
CA K O0BEKTY, B OTHOLEHKA KOTODGMD NPKMEHASTCA HACTOALIWE CTAHOAPT. KDOME TN, TEDMAH «MOCTABLLKE
IAMEBHART TEPMWH «cyBNoapA HMI

B TekcTe HACTOAWErND CTAHOAPTa TEPMHAH «NPOOYKLHAS MOMET OIHAYATE TAKME dyCnyrysn.

Tam, roe TpebosaHHa ONPELENEHL KK NDHMEHAMBIE K ¢ MEOHLMHCKMM WIGENHAM:, 3TH ¥e Tpeboaanua
PABHOIHAYHD NPMMEHHME M K CERIAHHEIM C HHMK YCNYTaM, NpEnocTARNASMBIM TON #e OpraHnIaunai.

Tepmude! o oNpedelasud, NoOMELeHHELe HUWE, cnedyem paccMampueams kax Haubonae obuwjue,
NOCKONEKY MSPMLINET U QNpedeMaMUE, CYLUSCITIEYI0WLE 8 HaLUOHANEHELX HODMATILEHEX DOKYMEHTAK, MO2ym
OIFUTUHEITILCA O MUK U Saimis Meed moHmL e e b LL

3.1 akmuanoe UMANaHMUupyemMos Medulyurckoe uadaenue [(active implantable medical device). Ax-
muaHoe Medulunckos uadaenue, NoadxrasHavartoe ANA NONHO20 WY YACMUYHo20 eeederus ¥UpYDaSUdackLing
s dpyeus MeduUUHCKUM cRocobom & meno venoeerka nubo, NocpedcMEns MeAULIUKCKOS0 Me L ameank o=
&8, § GCMECMEgHHIE OMEEDCIMUE U OCMaLLEEcH Mam Nocne esedeHURA.

3.2 akmuaxoe MmeduyuHckoe uadenue (active medical device): Meduuyurckoe uadenue, dna ghymkyu-
OHUPOEEHLT KOMODo2e0 HeoGxodus Lomouruy anekmpudacikod wil dpyaold anepaiu, omnuYHoil om anepaul,
NDOUSE0SRION MENOM YENDeEKa LTl CLUTOD MAKeCL.

3.3 nomcwumenswoe yaesdosmenue (advisory nofice): ¥Yeedommewue, usdannoe opsamuiadued-Nno-
CIMAELLUKOM OCHE NoCmagky Medunyuvcroen uadenus, codepyaies AononHUIMENEHEI0 UNPODMaUUD Winu
DEKOWMEHTAULL O MOM, KaKLE KODPeKMUpaLLUe unu npedynpesdaniiie deliomeaus domess Ssims npednpu-
HAMe T

= pUMENEHUL MEIULLNCKOSD LU20emUA;

- Moduguraluy weduyiHoKoas UedenuR;

- B02E0AME MeduyURCKDE0 URAENUA OpEaNUIaLLU-NOCMEsLIUKY,

= @hXO38 U3 cmpod MedULURCKOS0 UIDENUA.

Mpumeyad U e — NOACHUTIESNEH0E Vea0oMmearus MONET nompabosamscr dne NpUEsdeHuA mpedoeanud K
MEOULUHCKOMY U080 € COOMESMCMEUES © RELLOHETEHEMY NG DESUDHENEHLIML HODMEMUBHERL CORYMEHTISML.

3.4 wanoba nompebumens (customer complaint): MucsMeRHOe, ANeKMpoHHDE WY yemuoe coosblye-
HUE 0 HedOCMamKax, CaA3anHbIx C UGSHMUNHOCITTLID, KSYSCIMEon, oMo b, HadexHocmeo, beaanac-
HOCMEBIO LU (K ULOHLDO0ESHUENM MeduuuNckoas t3denUun, daedanHozo @ 00palyeHue,

3.5 umnnaxkmupyesoe Meduyurcrkoe uadenue (implantable medical device): Meduyuneroe vadenue,
NpedHasHaueHHoE JNR MONKHOED LWTL YAcMUYH0a0 8ae0enua & MEns YETaessa LWl @ ScimacimeaHHos (rmaapc-
mug mubo GNa 3aMeLLEHLA NIWTETUATLHOL NOSEDEHOCITIU LU NOSEDXHOCTU 27a3a MyMEeM XUDYDELYECKO20
GMELIAMENECIMEa Ha CpoK Me Memese 30 dwel, xomopos Moxem Beims YOAMeRD MONBKD MOCOeSCEao
XUpYDEUwecko20 TG0 dpyaoso MedUUUHCKOAD BMELLAMETLCMES.

Mpumeyanus— 3IMoonpedensHue NDUWBHAETICA ¥ IMITITAHTILOPEMLIM MEJULLHTELM UI0SITUAM, OITiTLs-
HisiM O] SETIUEHLIX IMITEHTIUDKEMEIX Me0ULIRCRUY Gadanud.

3.6 sapxupoaxa (labeling): FuchopMaliua & MUCEMENHON, MeYamHol Wy 2pahudeckod hopme, HaHe-
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CEHMEA HA MEAUULHCKOE Uadenue, Mapy, FTaKoeky LWL Conpoaowdaryan MeduLLHCKoS Uadenus U CasiaHan
¢ @20 udenmudbukayued, MExXHUYECKLIM ONUCEHLIEM U MPUMEHEHUEN, HD HE KTOYEHHEA 8 CoNpoandUIment-
HbME COKYMEHTIEL.

Mpumevwanue—B Hexomophx DESHOHAMEHEL WY HAUIOHATEHEN HODMAMUEHED QORYTABHITIEY MEDMUH
AMADNUPOERE S LRMEDNDEMUDYETICA K3k rURGBODMALLA, NpedOCMEaEnAaman IESOMOoaLITIBNSMY.

3.7 meduyuHckue widenus (uzdenun) [medical devices): MpuBopk, anNapambsl, UHCTIDYREHTIS,
VOMpOUCITiED, KOMINSKTIE, KOMITTeKCE!, CLCMaMEl ¢ NPO20aMMHbIMU coedcmeand, obopydoaamLe, Npucno-
CORMaHUA, NEpEERI0YHEE U LWWoEHLE cpadcmas, CmoMamondaUyeckus MamepUansd, Habops! PeaseHimos,
KOHMPOTEHLE MAMSPUaETs! I cimandammidse 08pasusl, U30eNUA U3 NONUMEDHEX, DEFLHOEEIX LT LIHEY MaTe-
PUAN0E, NELMEHABMBIE @ MBOULLIHCKLX WENSX Mo omAdensHociiy Unu & covamanuy doye ¢ doyaon u npadHa-
FHAYEHHEIE UI2omoaumanat Jna;

- Npodhunakmury, JUAZHOCTIUKY, Newenun aabonesanull, npoeederud MeduyuHcKkLx npowedyn, LUocie-
doaarull MeduUUuHCKOS0 XaDaKIMepa, JaMeNE UL Modudhukaluy yacmeall Mmena Yenoaers, BoCcmaHOanesLs
LiF KOMMEHCALUN HADYLLSHKE LNU YMPpadYeHiex UsLanosuyeckuy (yHKLYUL, KONMpans #ad 3asamues;

= @o3delcmaun Ha ODSaHUIM Y2N0BEKa, NOU KOMopon Ux QIyHKLUOHATEHDE HAIHaYaHUE N Daanuay-
SIMCA, HO MOXEm Madde DNUEGAMECH XUMUIYSCKLUM, (DaDMINOTOSUSECKLM, UMMWYHONDSLYSckUn Ly Memabonu-
HECKUM 83aUModelicMEUen C O02aHUIMOM YEnoears.

3.8 cmepunbHoe MeduluNckoe uadaenue [sterle medical dewvice): Kameaopusa Meduyusekiy uadenull,
COOMBEMCMayrowLy MpaboaaHUaM K CMepUnbEHOCTIL.

MpuMeyaHue — Qogycraemcr mpebodaHur ¥ CmMEDuWmiHOOmY MEdLULHEKL  uadeiud yormayaaiugEams 8
HENUOHAMEHEL WML DESSUOHEMTEHRE RODMAMUEHEY JOKYMEHITEE,

4 CucTeMa MeHeO¥MeHTa KayecTBa

4.1 O6wmue TpeboBaHKA

Opearuiayus damwxMa paspabamsidans, SoKyMesmUposans, aiedoams u noddepsuaames 8 pabouend
COCMOARLL CUCTIBMY MERBOMMBHITIE KEYECTIEa, 8 Makwe Noddepruaans e PEIVILMAMUEHICTIE 8@ COom-
@EMcmeuy ¢ MpefoaanURMy HACmoaLLeso cmandapma.

OpraHM3ania qonsHa:

a) onpefenaTh NPOUSCCk, HEOGXOMMMEE NNA CHCTEMEN MEHEOMMEHTA KAYECTEA, W WX NPHMEHEHWE BO
BCEH opraddaanme (1.2)

6} cnpeaenaTe NOCREO0RATENEHOCTE M B33WMOOERCTEHE ITHX NPOUBCCos;

B) ONpEgEnATE KDHTEPMK W METoOR, Heobxogumes oA obDecnedYeHHs peayNeTATHEHOCTI KaK MpK
OCYILECTANEHMA, TAK U NPW YNPABMNEHWA ITHMH NPOLECCAMM,

r OGECNEYHMBATE HANWYWME DECYDCOE ¥ WHDODMALMM, HEoBX0OMMEIX ANA NOLGE DKM 3THX NDOUECCOs A
MY MOHWUTODHHME,

0} CCYLWECTRNATE MOHKTORMHT, HIMEDEHME M AHANKI I3THX NPOUECcCos;

e aunonHAme dedcmeusd, Heobxodumbie AN SOCMUMBNLA 3aNAanUDOEaRHEX DEIYNMMAMoe U mod-
depwamUA PEIYNETEMUEHOCTIU HTLX MPOLECoo.

DIprady3alia QonHHa OCYLLECTENATE MEHSOKMEHRT 3TWX NPOLUECCOB B COOTBETCTEMM ¢ TpeboBaHMAMIA
HACTORWErD CTAHOapTa.

Ecn¢ oprasmuaaumws peluseT NepedaTs CTOPOHHKM ODFraHWIaUWMAM BRINONHEHWE Kakoro-nvio npouecca,
BAWSIDWETD HA COOTBETCTEME NPOAYVELMKE TPEDOBAHMARM, OHA ONHHa 0BBCNEYMEATE OO CEOGH CTOROHE! KOHTROMNE
TAKOMo NPOUSCCA. YNPABRMSHWE WA BOMEH0 BuTh ONPeaaneHD B CHCTEME MEHENKMEHTA kasecTea (B.5.1).

Mpumedadwe—B npoysccsl, HEOBXOQMMEE ONA CHCTEME MEHEIHMEHTA KE4ECTBA, CNEOYET BHIEYETH
NPOUSCChl yNPESENEHYECKDA JSATEMLHOCTA DYKDB0OCTES, 0DECMEYSHUA DECYDCAME, MPOUSECE MHIHEHHOID UHKNE NPogyE-
LME M HIMEREHNA,

4.2 TpeGonaHua K OQOKYMEHTALIMKA

4.2.1 D8wme nonoseHUa

JorysEHTALKA CHCTEME! MEHETEMEHTE KAYSCTRA OOMMHA BRNOHATh!

a) OOoKYMEHTANERC OMOPMNeHHEE IARMNSHHA O NONMUTHEE K LENAX B 0BNACTH KaYeCTaa;

2} pyHROBOOCTEO NO KAYECTEY,

B) OOKYMEHTUDORAHHLIE NPOUERYDE, TPEOYeMBE HACTORLWWM CTAHOADTOM,

Il OOKYMEHTE, HEODXOAMMEIE ORIAHWAALWA ONA 0GecnadyeHuA 3HPEKTHBHON NNaHHPOBAHWA, OCYLLLBCT-
BNEHHR NPOLECCOR W YNPABNEHHA MMM,

E u 5 '|' FOCT P UICO 13485-2004, UN3penusi MegmumHckme. CucTeMbl MeHegKMeHTa kavecTBa. CucTeMHble TpeGoBaHUs Ans Lenei perynupoBaHus
(I L FE 1T Medical devices. Quality management systems. System requirements for requlatory purposes


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-13485-2004
http://gostexpert.ru/gost/gost-13485-2004

rocT P UCO 13485—2004

A1 aandcu, TpebyeMsle HACTOAWMM cTaHaapTomM (4.2.4):

@) dpyaue JoKyMeMTIE, YNSIaHNES 8 HELUUOHAMEHER UL PESUOHENENEIY HODMAMUEHEN JOKYMEMNTax.

Tam, ade & HACMOAWEN cMandapme yralaxe, wno mpeboganue, npouedypa, Kaxkar-nubo deamens-
HOCME UMW CRLUATLH0S Mapanpuamue donwibl Sbime «doxmMermuposatisie, ModpasyMedasmcd, S0 ux
maKwes cnedyem asnomdame U noddepRueams & pataYen COCMIOAHLILY.

Ana kawdoso muna wid Modeny Meduyurckoso usdeNua opeakuzayus domwHa cosdamies U noddepesi-
game & pabowem cocmoguud thaldn, codepaauul uny wdenmuGhLLUEyRLLLD JoKyMEHMIE, OMaCBeNRLILE
crTglugRayuy Ha NpodyruLio U mpebosaHuA K cucmenms MeHadwmManma kavecmaa (4.2 3). 3mu DokyMesmi
AormkHsl Makke onpadanaimb MOMHEIL NDOLECC WASMOENEHUA L, G0N0 HeoBxodumMo, MOMMaNa LU obcnywLuaa-
HUR Meduyuscko20 uadanus.

MpumedyaH WA

1 CranaHs GOHyMEHTHDOBSHHA CHETEMb MEHEDRMEHTE KAHBCTER OOHOA ODraHH3aLHA MOKET OTAWHATLRCH OT gpyroR
B IBEHCHMMOCTH OT:

A) pEIManE OPraHNZELUMH 4 BMOE OSRTaENEHOCTI;

B} CACHHOCTH W B3SMMOOeRCTEMH NPoUSCEos;

B) HOMOSTEHUHA NEPCOHANa.

2 OoeyMadHTaunA MoseT OuTe B nboR fopMe M Ha NeoboM HOSHTERE.

4.2.2 PykoRpoOCcTEO NO KAYBCTRY

OpraduIauuMa OomHHa paspabaTsBaTs W NOAOEDHUEATE B pabouel COCTORRKK DYKOSOOCTRD NO KAYECT-
BY, COOEDMALLEE

a) ofnacimb NoUMeHENUA CUCMEemE! MaHadWMENMA Kayecmes, axmi~an nodpobrocmu b obocHoaamue
MaGb UCKmoYeRul Wi HenpuMeretLa (1.2);

G) QokyMEHTHRoRAHHEIE NPOUEQYPE, palpaboTamHsie QNA CHOTEME MEHEOMMENTA KaYeCTEa, KW CCkin-
i HA HWX,

B} ONWCAHKE BIAVNMONERCTEMA NPOUBCCOE CHCTEMB MEHEONMEHTA KAYECTRA.

Pyxoeodcmen no kavwecmay dormkHo onpedalame CpyKmyDy GoKyMEHTIOR, UCTONbIYEMBIX 8 CUCTIENE
MEHSSNMEHITIE KHECITIEE.

4.2.3 Ynpannenuwe JOKYMEHTIL WS

oy MeHTaMK CUCTEMEl MEHELKMENTA KAYECTER HEOBX0OMMD YNPABNATE. 3aNUcH — CREURANsHBIN B
OOKYMEHTOR, W MM HAO0 YNDABNATE COMAcHD TPeGoBaHMAM, NPUBEIEHHEIM B 4 2.4

Anm onpageanaqds HeoSxogukbiX CPEACTR YNPABMNEHHA JO0MEHA STk pazpaboTada 0Ky MENT MPOBaHHAR
MpoUEdypa, NPeaycMaToHBaIoW A

&) noposepky U ymeepmdeHue JokyMENITIOA M3 20BKEAMHOCTIE J0 LK BRINYCKE,

B) aHanua ¥ aKTyand3auwo, No Meps HeotRogQuMocTH, U NEDeYTREDHARHHE OO0 MEHTOR,

g} ocbecneYeHne MOeHTUMKALNA U3MEHEHUA W CTATYCA NEPECMOTRA OOKYMEHTOR,

ry obecneveHre HanM4ua CoOOTEETCTRYHHUKME BEDCHA DOKYMEHTOR B MECTAR HX NPHMEHEHKR,

A oSecneveHHe COXPAHEHHA ADKYMEHTOR Y8 THHMM W NErks MIeHTHDHLMDYEMBIMIM,

&) obecnaYeHWe MOSHTHHDHEALKA JOKYMEHTOSE BHELLHETD NPOMCKOHIEHKA W yTIDABNSHAE KX DACCHINHGA,

¥ NpeJoTEpaEHHe HENDegHAMEDEHHOND WCNONLIGEAHHA YCTADEEWWX OOKYMEHTOR W NDHMEHEHHES
COOTRETCTEYIILLEN WOBHTHODMKALMK TaKMK JOEYMEHTOR, OCTABNEHHEN ONA KAMX-NME0 Lenei.

Opaamiizagus Somena obecneuLsaims aHanuys v ymespxdesue uamenekul & doxyvenmay nubo damnw-
HOCIHBIM MULOM, yMesowdagluus MepEoHayansHeB0 JokyMesim, nubo dpyaun cneyuansio HaanaYeHHEM
AOMEHOCTIHEIM TULOM, UMSOWLM Jocmyn & coomeemomayowed ucxodnol uWghopsayul, Ha OCHOEaHUL
HOMODOU NOUHUMASITICA DELUGHLIE.

Opeavuzagus donwka onpedenams Nepuod EpeMeny, & MEYEHUE KIMMOPOs0 chedyem Xpanume He
Meree o0Nold KOMUL Yomapeaiilx pesynupyoiuy dokprenmos. Ha amom nepuod donwes Shime ofgcneen
docmyl ¥ JoRyMesman, @ CODMEsmomend © KomopeiMy meduuunckos wadenue OeUlo LI2omoaneHo U
UCTLIMAaKo, 8 mevasue, Mo kpaduel Mepe, cpoka cmywbsel vadenus, onpedeneqHOs0 opeanuaauued, Mo e
Menee cpoka xpanenun mobod umozoaod sanucl [4.2.4) wNU coanacHo yomanoaneHkbit mpebosanuaM.

4.2.4 ¥Ynpannedye 3anWcAMH

3anucy JonsHbl BECTHCE M NOGOELHMBATLCR B paGoYen COCTOANUK ANA NPescTaENeHNA CEUOSTENLCTR
COOTEETCTEMA TRE008aHMAM ¥ PeayNETATHEHCCTH GYHELMOHHMPOBAHWA CUCTEME MEHEONMMEHTA KasecTea. CDuu
O0M#HE OCTABATECA YETHMMK, NErks WOBHTWEWUKDYEMbIMK W BOCCTAHARNHEaEMbMKY. Hago paspabotare
JOEYMEHTAPOEIHHYIO NEOUENYPY ANA CNPpedeneHdA CReqcTe yNPaanaHyA, TPeSyesex MK HaeHTHEHEaLH9,
XPAHEHMK, JAWMTE, BOCCTAHORNEHWH, ONPEISNaHHd COOKOE XPAaHEHWA M HILATHH 3AMMCERA.

Opeanizayls SonaHa XpaHLTs Janucy @ meysnue, ma kpaineld Mmepe, cpoxs Crysbs MeduyuHckozo
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uzdanus, onpadenasMos0 ODSaHLZALLET, O HE MENEE J8VX NEM C MOMEMTIA BRNYCKE U30BNUA apeaMLisaLUedl
LA 8 COMTMSMOMaUy ¢ yomanoaneHHEML Mpeboaan LT,

5 OTBeTCTBEHHOCTb PYKOBOACTEA

5.1 OfraarankCcTEa PYEOBOACTEA

Briciee pyxosodcmas opzasusaliuy domsHo nodmaspxdams camo MpUuespseH<Ocms paspatomse u
AHEIDeHUIO CUCMEME! MEREANIMEHITIA K3YECMEa, 8 Make NoJJEpMaRUK &8 DeIVTLMAMUSHICITTL Nocpedc-
Qo

a) JOBefeHKA 00 CEeJaHHA CRraHH3aLKnd BEMHOCTH BRINOMHENUA TPEBoBaHWA noTpebuTans, a TacKe
JAK0HOOATENBHEX W 00R3aTaNBHLIX TREDOBAHMIA,

B} pazpaboTek NoNATHEM B OBNacTe KawecTaa,

B) ofecnedeqHyh paspaboTi uenei a ofnacty ka4YecTea;

r) NpoBEEOEHHMA AHANK3Ia CO CTOPOHEl DYKOBOOCTEA;

0} obecnedernA HEOGXODMEIMK PECYDCEMM.

Mpuméyan u e — B Hacmosawen Gmandamms pomaHoansHAsLE MpebogahuA 02paHUNERET Monbro Sefonac-
OGN U GO HELILOHLDOSEHLIEM KOHKDEMHO20 MEDULILHEKD20 Wadamua.

52 OprenTauna Ha noTpebuTana

Briciiee pykoecdcman apsanusayuu Someno ofecnedusams onpedenaylis U asnanHerye mpeboean L
mompetuwmens (7.2 1w 8.2.1)

5.3 MonwTuxa B obnacTv KAYECTEA

Bescwee pykoBOACTED A0MNMHD OBECNEYMBaTs, 4TOBl NonMTHEa B oBnacTy kadecTea:

a) COOTEETCTEORANS WEnNAM OpraHHaaLMu9,

&) axmovana obAIamensCme COOMBRTICMBOEAME MOEEOEaHLAM CUCMEME! MERSONMEHIME Kavecmaa
U ModdepMUEaMs 88 DEayITEMamUEHICTIA,;

8] CO3NABANa OCHOBE ONA NOCTAHORKK 1 aHanaa uened 8 ofinact kavecTea;

r] Bwina QoRedeqa Jo CEedeHHa NEpCoHana OpradvIanny M MoHATHA 2sy;

O} AHANHAKMPOBANACE HA NOCTOAHHYIO NEHMoOHGCTE.

5.4 MnanupoBaHue

54.1 Uenwn B oGnacTH KavyecTaa

Bricwes pyroBOACTED OPraHy3auMK JonNxH0 ofecnayieaTte, YyTobkl eny B oBnacTd KA4YecTea, BENKYaA
TE, KOTOPEE HeoDXoOuMel ONA BRNONHeHHs TpeBoBaHii K NpoaykuMs (7.1, nepeywcneHne a), Beinu yoranoa-
NeHE B COOTEETCTEYHHUKE NOOPaINeneHMAR M Ha COOTBETCTEYHHUWY ypoBHAk. Llenn 8 ofnacti kadectea
OONHHE BETE HIMEDUMBIMA M COTMAcYEMBEMHA C NONWTAKOR B OBNacTH Ka4ecTBa.

54.2 MnavupoRaHdKe COINAHWA W PAIBHNTHA CHCTEMEI MEHSOEMEHTA KAYSCTED

Bricilee pyKOBOACTED AONMHO O0ECNEYHBaTE.

a) NNaHWpOBAHKWE COANAHWA ¥ PAIBKMTHA CHCTEMBl MEHETHMBNTE KAYECTEA ONA BLINCAHEHWA Tpeboaa-
HUA, NpUBEdSHHEE 8 4.7 3 Take gna gocTiesed A LeEneld B 0bnacTe kasecTea;

©) coXpaHeHWe LeNoCTHOCTH CHCTEME MEHBOMMEHTE K3USCTRA NPK NNAHUPOBAMKK M BHEODEHUN B HER
MABAEHE WA

5.5 OTEETCTEOHHOCTL, NOMNHOMOYMA W oGMeH MHgOpMaLKed

551 OTReTCTEEHHOCTE M MONHOMOYHA

Bricisee pyrogodcmen opsanulaluy domaHo obecneylaaims,

onpedansHiue OMaemoMEeHNNOSTIL U AOMHOMOYULT, NUmopee Haobxoduo JoKpMeENMUDoEaNs, U Joae-
deke ux do caedeHus NEDCONANS ODaSaHURALILILYL

a3auMedelicmats U HE3asUCLMOCTIE NEPDCOHANTE, PYKOE0SRLLIES0, aaMOTHAOWSS0 U eepUBLLILIDYIOLIE-
20 pabomy o ofecneYenuio KaYyacmeaa, U onpededans RoAHOMoNUR, HeobxoduMbe ANA EaNOIIHEHLIS NTILY
Fadau.

Ocofiog axmuMalue crnedyerm yOenume WAINAYEHLID KOMKDEMHEX UL, OMEEMCMEEHHEX 28 eudkl
AeAmMENEHOCTL, CERIANNEIE C HAEMdeRIENM 38 INCITYamayued Somoakix L2denull, & mMakme OoapanaHLe
WTena off sruudesmax (821w 8.5.2).

5.5.2 MpeacraeuTens PYKOBOOCTEA

Brcilge pyROROMCT BO AOMHHO HAIHIYUTE NPESCTARMTENA M3 COCTARA DYROBOACTEA, KOTODEH HE3ARKMIH-

5
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MO OT OpyTHE OBAIAHHOCTER OOMEeH HECTH OTRETCTBEHHOCTE M HMETE NOMHOMOHMA, DECNpoCTPaHAKLLHWECH
Ha!

a) obecneveHWe paspaboTEM, BHEPEHHA K NOLLEpHAHKA B paboYan COCTOAHWM NpoUeccoR, TReDyeMslx
CHCTEMON MEHEKMEHTS KAYSCTRA,

G) NpencTaEneHie OTYETOR BLICLUBMY DYHOBOACTEY O (MWHELWOHWDOBAHWM CHCTEME MEHEIHMEHTS
KAHECTER W HEODXOOMMOCTH YIyYlwaHna (5.5

&) COECMEYEHUE BHVMDL OPSaHUISUUIN NOMUMANUA VOIMaHoena ke mpedoeanuld U mpebosanui no-
Mpefiumena.

n PHMBaYHaHHE— B oreeTcTEEHHOCTE NpENCTAENTENA DYRDBOOCTED MOHET OeiTh BEMHHEHD NogaspEaEHRe
CEAZH C BHEWHAMKA CTODOHDMEA MO BONP0CAM, K T3 HMWAMCH CACTEMB MeHe0sMEHTa Ka4acTaa

5.5.3 BHyTpeHHWE 0BMEH WHOpPMaLLKWEA
Briclies pyKOBOASTBO OOMHO cbecnedyrBears pa3paboThy B opraduaIauUMy COOTBETCTRYHILWME NPOLUECCoR
OBMEHZ WHPODMALWER, B TOM YHCTE NO BONPOCAM DEIYNETATHEHOCTH CUCTEME! MEHEIHMEHTA KAYaCTEA.

5.6 AHANKI CO CTOPOHLI PYKOBOACTEA

5.6.1 ObBwme nonoMeHHA

Briclwes pyROROACTED JOMHHO AHANWMIHDOEATE HEDED JIANNaAHHPOBAHHEE MHTEDBANR CUCTEMY MEHEDH-
MEHTA KEYECTES OPraHWIaUWA C UENke ODECNeqeHy A 82 NOCTOAHHOH NpUrogHOCTI, AGEKBATHOCTH U PEay k-
TATHEHOCTH. B aHANKA CREAYET BKMHYATE CUBHKY BOIMOEHOCTEW YNYYLUEHKA W NOTPEOHOCTH B MAMEHEHWAK B
CHCTEME MEHEINMMENTS KA4YECTER ODTaHW3IALWKH, B TOM YHCNE B NONUMTHEE W UENAX B 0BNacTH ka4ecTea.

3anucy ob aHannae co CTOPOHLl DYKOBOACTES JONMHE NOAGEDHHMEATLCA B paboyen cocToRHMA (4.2.4).

5.6.2 BxogHbie AaHHLIE ONA 3AHAMKIE

BxrofHbIE AAHHBIE NS 3HAMKWAA CO CTOPOHLI DYKOBOACTEA SOMNHHE BKNKYETE CReqyiowyio nHdropMaymio:

a) peayneTaTtkl ayaMToR (NpOBEDOK);

0] obpaTHy CBA3L C NOTpeDUTenAM;

B} YHELMOHMPORAHME NPOLECCOR W COOTBETCTRME NPOaYKLIME,

r} cTatyc Npeaynpesiamilus M KOpRekTURYIoWME O8ACTRHA;

O] Nocnenyolue DeAcTEMA, BETEKSI0WHE 13 NPEfEAYLILErD SHANKWAA CO CTOPOHS! DYHOBOOCTEA;,

2) HIMEHEHWA, KOTORLIE MOMMK Bhl NOBMAWATE HA CHCTEMY MEHEHMEHTA KA4SCTRA;

W) PEEOMEHOSLUMA N0 YT HLIEHAND,

3} HoaklE UL REDeCMMNNDEHHES YoManoanettise mpetogaHus.

5.6.3 BeixogHuie JaHHLIE AN aHanyia

BuixoaHslg JaqHne aHanW3a co CTOPOoHE PYKOBOOCTESE OOMKHE BKMKHETE BO8 DEWEHWA 1 O8ACTEMA,
OTHOCALLMECH K

a) yniydiesua, Heobxodumbid 0nR Nod0epRaKsUuA DesyTeMAamUEHOCITIL CLCMEMEl MeRe0XMaNma Ka-
WECITIEE U &8 NpOUSCCos;

G) yrydieHHio NpOoOyELMK COrnacko TpeSoRaHnaM NoTpeSuTened,

B] NOTPEO0HOCTA B DECYPCaX.

& MeHeg#MeHT pecypcoB

6.1 OfecnevyaHWe pecypcamMm

Opradn3auun 00meHa onpejanath W 0GecnedinaTs pecypisl, Tpebyemsie ona;
d) enedpeHuR CUCMEME! MBHEOMMEMITIZ KaYECMEa U No0depmanus &g peayREmManuUaMoCTIL;
) yloanemeopesUua yemakoanakksix mpeboganud U mpeSosanLil nompefnmens.

6.2 YenoaouyackHe pecypokl

6.2.1 OBwme nonoweHMA

Mepcoxdan, BeNCMHAOWWA paBoTy, BIHRKWYIO HA KAYeCTEO NPOOYRLMKE, DoMHeH BeiTh KOMNETEHTHLIM B
COOTEETCTEWK C NONY<eHHEM 0BpasoRaHMEs, NOOSTORKOR, HARKIKAMK 1 ONkLITOM.

6.2.2 KoMneTeHTHOCTE, OCESQOMMEHHOCTE W NOOroToOBKa

Opraduasaurs ormsHa;

a) ONpEnenATe HeobxoguMy: HOMNETEHTHOCTE NEPCOHANa, BeINONHRIOWETD paBoTy, KOTORas BAMAST
HA KAYESCTEO NMPOOYHLMKA;

6) ofecnedYnBEaTeE NOSroTOEKY WKW NPEANpUHUMAETE OPYTHE OSACTEWA C UENLKD YOOBMNETEODEHHS 3THX
noTpeBHoCTaR;

B} OUEHHWBATE DEIYNETATHEHOCTE NDEANPMHATLX MED;
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r) ofecneqMEaTs CCBeOMNISHHOCTE CROEMD NEpooHana of aKTyansHocTH W BEsKHOCTH @ro JeATENbHOCTH
W BKNage B JOCTHMEHHE Lanel B oBnacTk KkayecTea;

0} noanepsMeate 8 paBouem COCTOAHMK COOTEETCTEWOWME 3anvck of obpasoBaHiK, NoQroToBKe,
HaBkIKAX W onkiTe (4.2 4).

Mpuméy a8y U8 — HIYURIHSIMEHEN WL PESUOHANLHEE HODMEMUEHEE JONPMEHITI MOSVT COOS0METE M-
GOSAHUA ¥ KOHKDEMHON O028HUE3EHUL O pEIDA00TNE COryMEMMLUPoEaHHRRE NPp0uedyp GMR oMpedenanin Heotro QuMOSTIU
MOd2AMOERL MEREIHANE.

6.3 MudpacTpykTypa

OprasM3auma orekHa onpegenats, 00ecneqveaTs ¥ NOALeMMHEATE B paloYem COCTORRMKY MHbpacTpyk-
TYRY, HeoOXoOWMYIo ANA OOCTUMEHMA COOTRETCTEWA TpeboBaHwAM K npogykusy. MudpacTpysTypa MOomeT
BEMCHATE:

a) agaHuA, pabodes NpoCTPaMCTED M CERIAHHEIE C HAM COe0CTES TRYOA,

&) ofopyaoBRamue ONG NPOUSCCOR (KaK TEXHHYECKME, TaK M NPOrpamMmMHsLe cpencTaa);

8] cny#bsl oSecnedesta (HANPUMED TRAHCMOPT WK CEAZL ).

Opeanuiayus domnywea pazpabomams dokyMesmupoeantee mpedoganusd k dedcmauas, noddepwues-
MULLM B8 UMBDECTDYRMYDY, SMOYaR Yaciomy Ux Npoaedanun, ecnu amy Jdedcmeus U UX omcymcniaLe
MOS T MORMUAME H3 KaYBCMas npodyriii.

Janucy ob amux delomeuny doMwHE NoddeoxEamecs &8 pabodyen coomoanuy (4.2.4).

6.4 MponasogcTEeHHan cpena

OprasM3auia QoisHa coanasaTe NPOUIBOACTEEHHYH COeaY, HEOSXOO UMY ONA AOCTHHEHWA COOTRET-
CTEHA TREOOBAHWAEM K NPOAYKUME, W yNPaBnaATe &10.

Smo exmawaem cnedyroliie mpaboganua.

a) cpeaMuzayun domwka paipabomamb JoxyMERMUDCEaHHLE MPSBoEaHUA K COCMOSHLD I000D0ERS,
suzueHe U odexds NENCONANE, 8ol KOHMAaKm Mexdy NepcoRanon U npodykyued uny npoussodcmeann ol
Coedol MOMENT CTPULAMENEHD NOSTUATTE Ha xavecmao npodysyuy (7.5.1.2.1);

5] eocnu npouzeodcm@elHan. cpeda MONET OMPULSMEnsND CRAIaMECH M3 kawecmas npodyxuul,
apeanusanus domwka paspabomams JoRyMeMMUpOEaHHEE Mpebosanul K npoulgadcmaenkod cpede u
GOHYMEHTILPOBIHHEE TPoUedyDe! Ul NOCURECOCITIE8ENHLE UNCMBPYRYUL 3N MOHUWTMOPUHES U KOHMDOTR
npouzsodomeskmnol cpeder (7.5.1.2.1);

8} opeanuIalus JomEHe 2apanmUuposams CONMEBEMoMEoLY Mo02MNNOGKY MeDCONana, SpeMalHg
pabomaiess 8 ocofikly yoaoeuax npoussodcmeenHold cpedel, LU @20 Haxowdenue nNod Wabnwodexuem
nodeomoanaknoeo nuya (6.2.2, nepeducnenus B);

2| npu HeobxaduMocmy paspalomky U doKyMEHMUDOSANLE CREUUSNEHEY Map JNe KOMMpONa 3a2pa3-
HEHHOL UL ROMEHULATEND 3A20A3HSHH00 MocdyULL © Uembid NoedemMEpallyesUn 282DAIHENUA oCMansHod
mpodykuuy, Mpouzecdcmeeqiol cpedsl WL 3aEpAIHENUR Nepconana (7.5.3.1).

7 Mpouecchl KM3HEHHOTO UKMKNAa NPOAYKLWMK

7.1 MnanupoBaHMe NPOUECCOR MHIHEHHOMD LUMKNAE NPOOyKLHMH

OpraHM3auMA OoeHa Nasdpoeate 4 palpabarsBars Npouecckl, HestxoguMels ONA obecnevweHnA
AMIHEHHOMD UkKNa npogyiuud. NMnadvposasuse NPoOUSCCoR HWIHEHHOTO LMKNE MPOOyKUMH OONHHO BeiTs
COMAacoBaHD C TREGOEaHNAMM K ODYTVM NPOLUSCCaM CUCTEMbl MEHEIMMEHTa kavacTea (4.1).

Mp# MNasMpPoBAHKK NPOUECCOR MUIHEHHOID UWHKNa NPoayKUWK OpraHuIauna SOMEHE YCTAHOBKT E, BCMK
aTO Uenecoobpamen:

a) uend B obnacTy KaYecTea W TReSoBaHHA K NPoOyHELKMA,

G} noTpebHoCTe B pajpaboTie NpoueccoR, OOKYMEHTORE, 4 Tass B obecnededdH pecypcasy OnA
KOHERETHOH NpoayKLMH,

B) HEODXOQUMYID JEATENBHOCTE NO BEDHDHEILMW W BANKIAUMA, MOHWTODMHY, KOHTDOMK B MCNBTAHHAM
ANA EOHEPETHOH NPOOYKLIMK, 3 TROHS KPMTEPWE NDHERMKKE NPOOYELHH,

r] 3andcd, Heohxonusse Amm oSecnedYeHns CRMOETENLCTRES TOrD, YT NPOUBCChl MUIHEHHOMD LHKNA
MNPOOYKLMHKA M NPOHIBEOEHHIA NPOOYKLHA COOTEETCTEWOT Tpeboaankam (4.2.4).

PeayneTatkl 3TOM NNaHWPOBAHKA JON#HE BsiTe B QODME, COOTRETCTEVIOLLEH NDAKTHKS OPraHy3aLHi9.

Opearuaauus domkqa paipabomams doKyMERMUDOEaMkaE MPeBosarUa ¥ yDaanNasuio DUCKOM HE GCex
ATANAX MUIREHNO20 LLUKNE NpodyruyUy. 3anucu No ynoaanenuio DUCKOM domwks ToddepMueansca @ paboqgens
cocmoanuy {4.2.4 b npumedanue 3).
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MprmeadYHaHRNR

1 [oeysaHT. ONpESenADLWA NPOBEccs CHETEML MEHBHMEHTE KA4SCTES [BHAKYEA NPOLECCE HHAHEHHOM LW
NPOOYKLMH) W PECYPCH], HOTOPSE NPEOCTOMT NPMMEHATE B HOHKPETHOR MPOOYVELMKE, NEOEKETY WKW EOHTPaxTY, MOmar
PARCCMETRHEATECR KAK NNEH KaYScTES.

2 Mp# paipaboTie NPOLBECCOE HUIHEHHOM WWKNE NPOOYRUMH OPFEHWIEUAR MOMET TEOHE NPpHMEHATE Tpaeboea-
HuA 7.3,

3 Cwa. [5] no ynpaameHuK DUCHTM.

7.2 Mpouecckl, CEAIAHHLIE C NOTPEGHTENAMMK

7.2.1 Onpepenenye TReDOBAHKMA, OTHOCALWMXCH K MPOaYKLHA

Opradu3aUmMa JoMsHa onpedeniTe:

a) TpeBoBRaHKA NOTRECWTENA, BKNKOYAA TREGORAHMA K NOCTABKE M QEATENLHOGCTH NOCNE NOCTARKM,

G) TpeGoRaHWA, HE ONPEaenaHike NOTPEGKHTanemM, KO HEoSXaOWMEE ANA KOHEPETHOTD WNW Npegnona-
rasmMord MCMoNBEI0BAHWA, KOr0a OHO HWIBSCTHD,

B} 3AKOHOOATENBHBIE W OPYIHE 0BAIATENEHBIE TREG0BAHWA, CTHOCALMECA K NDOIYKLIAN,

r} nobe aononHUTeNsHEE TPEGoORaHKA, ONpPeIENEHHER OpFaHkIaLHeH.

T.2.2 Ananwa TpeSopaHMi, OTHOCALWMXCA K NDOOYELHA

Cpradnaauma OoNeHa aHanavposaTs TpeBoBaHKe, OTHOCAWMECH K NPOOYELUKMKM. 3TOT aHaniva QormHeH
NPOBCOWTRECA 00 NPHHATHA CpraHyiagued oBAIaTenscTea NOCTABNATE NPOOYHLME NoTpeduTania (HanpumMeagp
YHACTHA B TEHASPAX, NPWHATAR KOHTRAKTOR MNW 33K3308, NPWHATAR WIMEHEHWA K KOMTDAKTaM MN4 3aKaiam) |
Jon#eH oSecneqieaTk:

a) onpedeneHue U JdokyMesmupoeanue mpebosanul ¥ npodyKuyLLy;

6} cornacoeadve TpeboBaHMi KOMTPAKTA WNK 3aK333, OTNMHA0WKECA OT paHes chopsMyNupoaaHHL;

B} cNocOBHOCTE OPraHMIayny YOoENETRODATE ONpEQeEneHHEE TPESoRaHMA.

3anucy peayNsTaToR AHANKIE W NOCNEAYILMY ASACTENH, BRETEKAIOWMY U3 AHANWIA, N0MEHB NOGNep-
HMBATECA B pabodan cocToAHMK (4.2.4].

Ecnu noTpefSyTenyd e BeiOBUramnT J0KYMEHTHPOBAHHEX TPpeGoBaHWMH, OpraHHIaLUMA BoON%HE NOOTEER-
OWTe WXy NCTRPeBUTENA 00 NPUHATHA K HCOOMHEHM.

Ecnu TpeBoBaHia K NEOAY LKA HAMEHEHE, ORTaHKIALMA O0MHHE 0GECNaYHTh, 4TOEM COOTERTCTRY IOLLME
AOKYMEHTE BRI MCTDEANEHE!, 8 ISUHTEDECOBAHHEIN NEpCoMan Gl NOCTARMEH B HABECTHOCTE 08 MaMeHKHB-
WMXCA TpehoBa M.

Mpumad aHdu e — B HerOTOpLE CHTYAUWMEX, TSHAX KEK NPOOEMK, OCYLWSCTENREMEE Yeped FHTEpHET. npasm-
4ECHd HEeURNecoobpaIHo NPOEoEMTL OEUMENEHEIR BHANA KEDHOOM 385338, BMEecTo 370/ SHAMKE MOMET PAcnposTpa-
HATBCH HA COOTEETCTBYHILYH MHLHOPMAUWI & RPOOYKEWY, TEEYH KEK KATAN00M W PErnaSHEE METepaans .

7.2.3 Ceaak ¢ NoTpaGuTanAMM

OpradnIauMs JoNKHa onpedenaTe ¥ ooyILECTRNATE I0MesTUEHLIE MEDE MO NOAOepHadil CEAIM
NOTPEGHTENAMN, KACAOLWHECA!

a) MHDODMALKK O NPOOYHLAN;

B) NpoOXo#OeHWA Ianpocos, KOHTREKTa MW 3aKa3a, BKTN0Yan NoNpasKke;

B} obpatHoW cBAaM C NOTpebuTenem, BKnnYan xanotsl noTpebuTanad (8.2 7);

2) NoRCHUMENEHLIX yeedoMnenul (8.5.1).

7.3 MpoekTrvpoBaHKe W pazpaboTia

7.3 MNnanvpoBaHWe NPOSKTHPOBAHMA W Pa3paboTHK

Opeanuzagus Jonkma paspabameidans JoKyMesmuposaHHee npoyadype NpoekmuUposaHus U pazpa-
BomMKy MedULUHCKLY L3deml.

Opradmaadus ofA3asa NNaHMpoEaTE M YNPAENATE NPOEXTHROBAHWEM W pAIDaboTROR NROOYELWM.

B xo0e NNasypoRaHNA NPOSKTHROBAHKA M pa3patoTii OpraHHIaLMA GONHHS YCTAHAENHEA TE:

a) cTaguv NPoeKTUPOBAHWA W PaIpatoTrW,

8} eudsr desmensHocmU No aNanusy, espugbuxauud, eanudayuy o nepedaye TpoeKma (ow. MouMeYa-
Hug), cosmeemomayroilue kaxdod cmadul NooesmMUposaHUs U DaspabomkL,

B} OTBETCTESHHOCTE M NONHOMOYMA B 0BNACTH NpoSKTUDOEaHKA M paspaboTem.

CpraduaaumMes QorsHa YNpaanAaTe B3aMMOGERcTEBMEM PRINMYHEL TDYN, 3FHATLE NPOSKTHDOBAHWEM M
paspaboTHOW, © ensss 00ecneueHiA 3POEeXTHEHOH CEAIM W YBTKOM Pacnpedena Wi OT BETCTREHHDCTH.

Pasynsimamel MNaMupoaarus domwHs Seimes SoKyYMeMMUDOaans U, ecnd HeobxaduMo, aKxmyanuaupo-
GAHE MDY CORBBPIUBHCITIEORANUL NPOEKMUDOEaHUR U paspabomsl (4.2.3).

8
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NMpuwwameayawus— depmansrocms M0 nspedays MPOSEME € NROLECcE MpOENTLDO0BEHUA o paspadomey
MEJUUUHCHOSD UA0ENUR OOVRHE JE0EHIMUDDGSME, YT anX0dHeE JaHHLIE NDOSHMLUDOSaSHUE O paapabomiy Gpdvm
SEOBULNDOBERE KEK COOMBSMEMEyIWLIe mpedoeanum & NpOLEccy US2omoensHuR, mpesds HeM CmaHym oxoHYE-
ITHETE HEML CSLUHLRa LU AMLY NpodyRuLL.

7.3.2 BxogHeie AaHHbLIE ANA NPOSKTHPORAHKA M paspaboTrM

BrogHe® QaHHRE, OTHOCAWWECA K TRESoBaHWAM K NPOOYELMH, J0MEHsl GeiTe ONpegenedl, 8 Janvcu
O0M#HE NOQOEMEMEATECA B pabodem COCToRHMI (4.2 4]

BrofHBe NaHHBE O0MHHE BEMOSaTE:

gl hyHkLuoHansHee U INciyamaduonnse mpebosanus, mpeboganun k DelonacHocmuy COSNacHo
HEIHIHSHLIND,

5} COOTRETCTEYIOWME IaKoHoOaTeNsHEE W OpyTHe o0AIaTens e TpeSoBsaHneA;

B) Tasm, rog ITo Lenscoobpaiis, HHIDODMAaLUMIo, BIATYIO M3 NpenkaYLIMY SHAN0THYHEE NDOeKToR,

ri apyrve TpeboBRaHKMA, BARHLIE ONA NEOEKTHPOBAHKWA M paIpaboTeN,

d) aeixodEsie JanHBE 10 VHDSameHL pUcKkonM (7.1).

Brodrse dannse domHesl BEimes Moananiaupoeats H8 COOMaamoimnaus yomasoanaHnemM mpaboaa-
HUAM U yMEepsieHLs.

TpeGoraHna A0N#KHE BT MOMHLBK, HEOBYCMEICTEHHEME W HENDOTHEODEYMBEIMM.

7.3.3 BuixogHble QaHHbLIE NPOEETHPOBAHKA W pa3paboTiK

BeitoHee 0aHHEE NpOSKTHROEIHWA M paIpaboTHH QoMmeHsl DkiTe NpEOCTARMNEHb! B ODME, NO3BomAK-
LYEd NPOEECTH BEpUDMEALMKD OTHOCHTENEHO BXOOHEX TREDoBaHWA K NEOEKTHROBAHHIO W paipaboTie, a TaoKe
OCMHHE BelTe YTREDHOEHE 00 WX NOCNEOYHLWEND WCNOMTEIOBAHKA.

BexogHee JaHHee NPOoSKTHRPOEIHWA 1 paIpalboTid DomsHel

d) COOTRETCTEORATE BXOOHEM TREBOBaHWAM K NPOSKTHPOBAHW W paipatoTie;

G) obecneYMBaTh COOTRETCTEVIOWEN HHDOPMAaLMEH NO AaKYNKAM, NPOMIBOACTEY W ODCNYHIMBAHMID,

B) COOSDWATE KPWTEDHM NPHUEME NDOIYELIMIA WM CObIMKH HA3 HWXK,

r) ONpegenATe XaPaKTepUCTUEN NEoOYELMK, CYLUECTBeHHEIE anA ee Be3cnacHoro ¥ NpaBMnLEHOND We-
NONBICBEAHMA.

Janucy abixoMbix JanHblx MOOEKMIUDOEAHUS U Pa3patomky donmsssl ModdepRUEAMECH & Daboye
cocmoanuy (4. 2.4).

Mpuaegyayue— Jamicu saxodisy JaqHbEY NROSHMUPoEEHUE O pazpaiamicg Mo2ym eknosams cneyut-
KAL), MPOYEn0CmBEHHEE MOOUSCEL, MEXHLINECHUE YEMENY U WYDHETE MEXHUNBCKUY JSMACeH WU Lecmedoeand,

7.3.4 AHanWi npoeKTa W paipaboTkM

Ha Tex cTagqax, rog ato uenecooBpaiso, AoMEeH NPoRoOMTRCH CHCTEMATUYECKHMH aHAMKa NPoeKTa K1
paapaboTsW B COOTBETCTEMW C 3aNNaHMPOBAHHBIMWA MEDONDMATIEAMK (7.3.1) © Lenks0:

a) OUEHKW CNOCODHOCTH PEIYNETATOR NDOEKTHPOBAHMA W Pa3IpataTiK yI0ANETBOPRTE TReboRaHKEM,

&) BoABNEHUA MoBeK NPpoGENen ¥ BHECEHWA NPEONOMEHUA No HeoBXodnMaIM ASACTEHNAM.

Tawkod anamnud donwMe SsNTOMHEME PedCmMasLnent Crymss, ekl OIMHOWESMLE K SHSMLIUDYEMER]
caduaM NDoeKma U paspafomuy, 8 makxe dpyaue cReuuanucmsl opsaqusaguu (5.51 u 6.2.1).

3anKcK pesyNETATOR aHANKN3a ¥ BCaX HEQDXOOWMEN NEACTBA JOMsHsl NOOASREWBATLECA B pabodem
COCTORMKMK (4.2 .4).

7.3.5 Bepudmrayua npoekTa W paipadoTiM

Bepudwikayna gonkHa ooy IWeCTENATECA 8 COOTRETCTEMK C 3anNaHWDOEaHHEMKH MEDONPUATHAMK (7 _3.1),
YTobel YOOCTOBEPMTECH, YTO BbIXOOHBE OAHHLIE NDOSKTHROBAHWA W pA3paboTHM COOTEETCTEYHNT BXOOHLIM
TpeGoBaHKuAM. 3anvcK peayNeTaToR BEpriiUKaALMK H BCEX HEOBXOQMMLIX JEACTBMNA O0MEHEl NOAOEQHHEATLCR
B padoqen CoOCTORHMK (4.2.4).

7.3.6 Banngauwa npoexTa W papadoTkn

Banudayus npoexkma u paspabomsy domsna Npossdumecd 8 COMNTMEEMomauy © 3anlanUupossHHbL
Meponpuamuasy (7.3.1) dng obecneweHus coomMeEmMomenn 2omoaod npodykUuy mpefoeaqLan K 68 HasHa-
YEHLIN LT cReduanesHoMy NouneHesuo. Banudayua domsna Beime npoeedera do mocmasky MoodysLuy wiug
geedeHUs 88 8 IKCINyamauLwo (oM. nouMedsarue 7).

3anKcK peaynNsTaToE BANMOALMA W Boex HeODXCOMMER 08 ACTRHE O0MeHs NOOOBMMHBATECA B pabode
COCTORMMIA (4.2 4).

Opeanuialus 0bAazala NooEooLUmMs KMUHUYECKUE LWLTL SKCINYAMESUYLOHABIE UCNBIMaHLT MeALLHCKLX
U NUD KaK 4aCms MaponDLETILG No sanudayiiu NEoekma U pa3palomKuy @ COWNTESMCIMELL C MpeBoEaHLamL
HAUUOHAMEHELX UL PESUOHANEREE HODMESMUEHEY DOKYMemoe (oM. nouMeyasue 2}
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MpuMmeyasur

T Eomy Meduuurcscs padamee modnesum eanudayil Mokt mocms chope o MOHIMIEEES HE MEGITE 520 ADUMEHE-
HUA, MIGIMSERE AROOPRLILY HE CHWMESEMER JaX0HYEHROGD 00 el Dop, masa npadpsuud He Gyderm opmaneHo nepedats
MOmpe U,

2 Mpedomaanssus MeduyHcKO20 W30enuR AR NoOEE0EHUR KNUHLMSCEUE WL SKCMAYSMEYLoHRR UCNBRTIERUG
HE CHUIMTEEMER MOCITISER0 L

7.3.7 ¥npapnenue HaMeHeHHMAMK NPOSKTa W pa3paboTHK
MameneHna npoexTa U paspaboTen JonmHe BeMe HABHTHIDMUMPOBAHE, 3 33NUcH GOMHHE NOOES0H-

BATLCA B pabouam coCTORHMK, MameHe A A0MEHEl BHTE TPOaHANHIMpoaaHE!, BEPHEULHMPOaaHSE M NOOTREDH-
DEHL COOTERETCTEYKMUMM OGpaI0M, A TAKKE COMACOBAHLl 00 BHECEHWA. AHANKI WIMSHEHWA NDoEKTa W
paIpaboTHH O0IMTHEH BEMIKHETE OLEHEY ANHAHMA WIMEHEHWR HA COCTARHLIE YACTH HIZENHA 1 e NoCTABMEH-
HYHD TR0 KLLMD,

3anucy peayNkTATOR AHANKEE HIMEHEHMA 1 MoDeIX HEohXOOMMEIX DEACTENA O0MHHE NOLOEDHHMBATECA
g pabodem coCToAHMM (4.2.4).

T4 3awynkwm

7.4.1 Mpouecec aaxkynox

Opzanuiayus donwHa paapabomams JoxymeMUDoEIHHEE NPOUEdYDE, 00SCNeYUEaILLILE CODMBan-
CITWALE IaKYINEHHOL MPodYRLLUL YOMER0ENEHNEM MDeBoaaHURM K 33KyTTHAM.

Tun ¥ cTENeHs YNPABNEHHA, NPWMEHREMBLIE N0 OTHOLWEHWIO K NOCTABWMKY W 3AKYINEHH0R NPoayKLMH,
OOM¥HE JABHCETE 0T 88 BOINSHCTEKA HA NOCNeayoWMe CTAOMM HUIHEHHOND LWAKNA NDOSYELMA MW TOTORYK
MEPOOYKLAKD.

OpradnaauMs JonHHa SUeHHBaTE W BeIGWpaTe NOCTABWMECE HA OCHOBE WX CNOCOBMOCTH NOCTaRNATE
NpoAyKLKee B COOTBETCTEMM C TReDOBaHUAMA opradssagMdy. JomwHe GeiTe pazpaboTarsl KpUTepWd oThopa,
CUEHEW W NOBTORHOW CUaHEH. JanNUcK PaayNeTATOR OUEHKEAHWA W NGb HEOTXOOHMEL NeRCTENR, BeITEKID-
LMY M3 OUEHEM, DOMEHSE NoL0epHHBaTech B pabodan cocToAH: (4.2.4),

T.4.2 HudopMayma no Jakynean

HHihopMaLMA No 3aKyNEaM DOnMKHa ONWChIBATE JaKaZaHHyH NDOOYILAIO, BKMOYanA, roe 310 HeobioqdMo:

a) TpefoRIHKWA K YyTESDHASHWIO NDOOYREWA, NpOLEnyp, Npoueccos W oBopynoBaHus;

G) TpeGoRaHMA K KEANUDHMEALMK NEPCoHANa,

B} TpeboBaHMA K CHCTEME MEHEMMEHTA KaYECTRa.

Cpradnaauus 0omesa oGecnaqreaTs aaekBaTHOCTE YCTAHOaNEHHL TPeBoRaHWA K 3akynNkam 00 WX
COOGLWEHNA NOCTARLLMEY.

8 mod cmenedu, & kaxod amo veodxodumo ANA ocyLecmaTesus npociexueaeMocmy (7.5.3.2), opea-
HUFaLus domeka noddepsugams @ paboden COCMORMUL COMBSMOIMEIOLLAD IMDODMELLIND MO 2aKyIvanm,
Mo ecme doxymermed (4.2 3) u sanucy (4.2.4).

74.3 BepwirrayMA 3akynneHHod NpogyKLne

Opraduiaumn OonkHa paspaboTaTe W OCYLWECTRAATE KOHTROM: KN OBYTYI0 O8ATENEHOCTE, HeoBxoau-
Myio ANA OGeCcNeqYeHHR COOTRETCTBHA JaxyMNEHHDA NPOayELMA YCTAHORNEHHBEIM TReDoBaHWAM K JaKyNKamM.

Ecnu opraduaauus uny noTpebuTens 88 Npoayiudie NpeqnaraoT OCyLECTBNTE BEpUDUEaLKID Ha Npen-
MPMATHK NOCTABWWER, TO OPrady3auna OOMHHA YCTAHOBMTE B MHDODMALMK N0 32KYNEAM NDeqnonarasibie
MEQE N0 NPOBEPKE W NOPASOK BEMYCKa NPOOYELIWA Y NOCTABLMES.

Janucu no espudhurayuy domeHel noddepwudamecs 8 padodyen CoomoakuL (4.2.4).

7.5 MpomapoacTRo W oGCMyHHBAHKE

7.5.1 ¥npasnense NpoOMIBOOCTEOM H OGCMYMHBAHASM

7.5.1.1 Obujue mpebogaHusa

OpradnIaumMn SomHa NNaHWPOEaTE W OSBCTEYHBATE NPOHMIBOSCTAD W OGCNYSMEAHME B YNIPARNASMEX
YCNOBWAK. YNPAEMAEMbIE YCMOBWA LOMHHL BETIOYATE, BCMA 3TO UWenecoofpasHo:

a) Hanwque KHDODMALKK, ONWCHBAINLLEH XADAKTEDWCTHIN NPOOYKLIMK,

) HATLYLEe SOKYMEHMUDOESHHEY MpouedyD, paboquy UHCMIPYRLLG, IMaToMHBX TpoUedyD LaMepaHus
w, ecniy HealxoduMo, CNPasoHHOas Mamepuana;

B} NpUMEHEHWE NOOXOO0AWEND oBopyYOoRaHKA,

rj HANWYHE K NPUMEHEHAE KOHTPONBHLIX M MAMEDHTENEHEE Nprbopos;

A NpoaefeHre MOHATOPMHIE M M3MEDEHHA;

@) OCYLECTRMNEHWE BRMYCKS, NOCTARKM W ASHCTEHA NOCNEe NOCTARKM NPOaYKLUAK,

M) @BNTONHEHUE KOHKDETIHEIX SelCmaUl No MapkupOaKe U WIaKoase.

Opeamuzagus domkka paspaSomams hopdy 3anuced 0 noddepwueams ux @ pabouen COCImomMLL
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(4. 2.4} dna kawdod napmuy Medulurckux vademsd, umofis! oBeCneyuTts Ux NDOCTEMUEISMOCTE @ COOMaan-
CMEUU ¢ 7.5.3 U yomakoeume sonuyecimas npouisedentol npadywiuy u npodykyuy, npeduaskavesnod dna
npodawy. Janucy no kaxood mapmuw usdenud domwte: Gaime eapuhuLUDosaNsl U pmae e

NMpusmayanue —MNapmusd MONEM CHUIMAMeEA 00D MeduLUHEKOE Usdanus.

7.5.1.2 ¥npaanenue npouzaodecmaom v cbenywsuaanuesm. Creyuansnsie mpaboeanus

7.5.1.2.1 Yucmoma npodykyuy U KOMHMpons 3a20A3HeHROCTIU

Opeanuiayus domwra pazpabomams JokyMesmUDosaHNEE MOeBoaaHLA K HUCTome MoodywLuL, SCm:

a) neped cmepunuzayued WU NpuMesesRLen RPodyryus npoxoedum oYUCmKY 8 opeanusauu;

&) npodykULA ROCMaSanTemcs 8 RecmepunsHom aude U ModNewLIm oYUCmKe Neped e punusayued
LN MDLBHEMLEM,

a) Mpodyicliud NOCMEANASMCH @ HECMEDUNEHOM GUDE U 88 HUCTIOME HE LMESTT 3HaYEHUA dRA NDUMe-
HEHLIA,

2} peaseHmi dNA oUUCTIHY Npodyryuy do/maks! Obime ydaness! NDUY 88 UI2oMOoanenuL.

Ecnu npodywlilus nodespaemcd OYLCINKE 8 CODMBEMCcMBLU © NBpeYLCNEMUAMU a) unu B), mpebosamus,
codepwawuecy a (6.4, nepeyucnexue al v (6.4, nepeyucnasue B), nepad Mpouedypoll CHLCMIKL HE NDUMEHA-
MUTICH.

7.5.1.2.2 Pabomet no MOHMawxy

MNpu HeobxoduMocmy op2aHusaLua Aonsma pajpabomams doxyMaesmuposannke mpebosanun, codep-
HALLS KOUTS0UL NPUeMKY U G8pUUiNaLuLT Monmaxa weduLuRckoas usdenus.

Ecnu coznacodadibig o nompebumeanem mpeboeaHusR NOIGONAKNTT EeNOTHAME MOWTIER He MOTEKD
CLTEMU GP2ANUIALUL WL 88 MOMHOMOUMG20 NPedcMasiimens, opsanu3anns domeHa paspabomames doxy-
MEHTIUDOEAHARE MPeSOEaHUA K MaEKoMy MORMERY U 820 eplhukalin.

Janucu No MoOHMAaXY U SEpUDURALLIL, KOMODEE OCYLIBCMENAan OpeaHu3auqus Wil eg MoTHOMOHHERLT
Mpedcmasument, domsne Noddepwusambea @ paboves cocmosHuy (4.2.4).

7.5.1.2.3 OeamensHocme Mo obcnymuaanuio

Ecnuw mpefoganue Kk GOCIywUuEaanin RENAEMCA creluanbHiem, op2axudagus donsna, nou seobxodu-
Mo, padpalomams JoKyMeldmupoeantbe Mpouedype, paboyue UNCTOYRUUL, CRDaBosHENRE Mamepuans:
U SMAMMHLIE NpoyedyDer USMeapeHUs JNA ocyiescmanenus oOcnywUeanus U 820 esplburkayul 8 Commaam-
CMEUU CO CTeLUAMbHEM MpSE0EaHUEM.

anucu Mo OBCAYWUGANLIG, SLIMTONHABMOMY opsaduiaiued, domwMe: noddepwueamsca 48 paboqen
cocmoanul (4.2.4),

Mpusmeyasu e — DHCAyHUBEHUE MONET SHNRHAMSL. HEDUMED. DEMOHITT U MEXHUYECHOE OOCTyMUEaHLE.

7.5.1.3 CreyuansHeie mpeSoganus ¥ cmepuniHeiM MeduuyuneKuM uadenuam

Opeanuiayus domwka noddeprugans 3anucu 1o NapaMempan MpoYSccos CeDunuaauyul, MoLMaHae-
Mbdx AnNA kawxdod napmuu cmepunusyenrol npodyruul (4.2.4). Sanucu no cmepunuaauuy AoITHRE! NpOCiewL-
eamscR dns kaxdod napmud Tpouzeedentbiy Meduuuwekuy uadenud (7.5.7.7).

7.5.2 Banwgauwa npouaccoB NPoOMIBOOCTEA M oBCnyHMBAHMA

7.5.2.1 Obwue mpefoaanus

OprasmzaumMa Jon#Ha NogTeepHEaTs BoE NPOUeCCH NPOW3IBCOCTEA M ODCNy#MBAHMA, pEIyNsTaTsl
KOTODRIX HENBAR NDCESDATE NOCPEACTREOM NOCNEROBATENRHOMD MOHATORUHIE WNH MAMEDEHHA. K HAM CTHOCAT-
CH BCE MPOUSCCH, HEOOCTATHW KEOTODLIX CTAHORATCH CHEBWOHBIME TOMLEDS MNOCHE HAYANA HCNONbBIOBAHWA
MPOYRLLMIA.

Banupauma So/mesa NnpoaesMoHcCTpUROEaTE CNOCOBHOCTE 3THX NDOUECCOE AOCTHTATE 3aNNaHNDOBA HHBIX
pEayNETATOE.

CprasMIayra OoneHa paipaboTate Mepkl No 3TKM NPOUSCCaM, BEMOYAR, BCIK 3TO NEAEMITEMo.

a) anpegenaHHBEE KDWTEPHA JNA aHANK3a 1 yTEEDHMOSHHRA NPOLUECCoR,

G} YTEEDWIEHHE COOTEETCTRYVIOWEND 0B0pYACEaHHA W KBEANAOKHKALHA NepooHana;

B) NPHMEHEHWE KOHKPETHLIX METOO0E W NPOUEAYD,

ri TpeboBaHKA K aanwcas (4.2.4);

0} NOBTODHYID BAMMOALKIO.

Opearuiauus damwya pajpabamegams JoxpMesmuposanHee Npoyedypel anidayln NOUMEHSHLT
KOMITEKNTIEDHO2D ANDoZDaMMNoe0 05ecneuasuA (U uaMeneHUl MaroeD 0DeCcTIeuetus W 820 MpUMeRaHus)
Mgl mpouseodomee o oBcMy@RUEaNUL, KOMODLIE MOV OKaSLEaME ENUAHLE HE CIoCoOHICME MPodyKLLL
VOoEAEManpAT: yemanoenesisn mpabosanuan. Tavos npospasdios obecneyaiiue credyem pmaspwdans
Ao 820 MEpEoS0 NPLUMENOHLA.

Janucy o peIyNEManay eanudalyuy damsHs Toddepxueameca @ pabouss cocmoarul (4. 2.4).
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F.5.2.2 Cneyuansyisie mpefoaanus K CMepLnbHsiM MeduliUuHCKUM U3denuas

Opaamuzalus donwHa paspabamedans JoKyMasmuposaNtse Npoyedyis! aanudaduuy Npoueccos cmea-
punusanuy. Npouecosl cmMepunuaayuy credyem ymaspwdame 40 UX Mepaoad MpLMeHaHLIA.

Janucy o pedynemamax eanudayuy NDoOUeCCos cMepuMuUzayuy Jobekel noddepxueamecs & paboyen
COCMOAHUL (4.2 4).

7.5.3 HoeHTHdrEauxa ¥ NPOCNeXUBAEMOCTE

7.5.3.1 Hdenmudbukayus

Opaaquzagusl Samska udasmubULup0aaTE NPOJYKYLIKD H3 MDOMAKGHUL G020 KUSHERHOSD LUKTE ¢
NOMOLLBR COOMBEMOcMENLUY coepdoeme ¥ pazpabamedans JoRyVMEHMUpoaaHkaE Npoyedyos Ana maxod
udeHmughurkaliuy NoodyKLLIL.

Opsavbizauus donska pazpadamedame QOKYMENMUDORaHHEE [TROUEOVDE, Sa0anMUuDyHiLLe, YWho
MEQULUHCKUE LUROBNLA, S0I80EILEHNEE 8 ODSEHUISLUD KaK HECOOMEaMCmayiowue, vienmugbULULIDOEIHE L
omdanaHis o U3AeNUT, COMMEMNTICIMEVIWILY YOMaHoGaNeHNER MpatoadaluaM (8.4, napevucnaHie 2).

7.5.3.2 MpocnexuaaemMocme

75321 O6uwue nonowxaMus

Opeaquzayus SonwHa paspabamsidans SOy MeRmuposantie Tpoyedy sl NpocnexueaeMdocii. Tasue
npoyedyms domsHes onpedendims cmeness Npociexudaamocmy npodyruuy o veobxodumse 3anucy (4.2.4,
8.3u8.8)

Ecne npocnesHBagmocTs AENABTCA TREBoEaHWEM, TO ODraHHIAUWA OOMMHE YNRAENATE CNeyMankHom
HAeHTHDKKALBER NDOOYELME W DETHCTDMPOBATE 22 (4.2.4).

Mpumedsrua— ¥npagnerue roqbuzypayued mpodyryuu AENASIMCA Coedoimenn, © NOMOLLEY KINMopoan
MONHE OCHLUSCITIENRTE UGS WHuMELURe U MpOCHesUEaE MOCTb.

7.5.3.2.2 CneyuankHiie MpeSoaanun K aKmueHsiM UMIASHMUDY oMM MaduLUHCKUM U3danuam
U UMMAAHMUpyemMsin MmeduyuHckUM u3adanuss

B zanucy, HeofSxodumere ANg Ocyiecmanesus NpoclexUEasMociiy, ODSaNUEaULR JomKMa aKmoyams
caedanun obo GCBX KOMNOHEMMaX, MaMEepUanas U yomoauay okDywanwed cpedel, 8CnU ORU MO2YIM RaLThCR
ApUHUHOd moaa, 9mMo MedULUHCKoe yadenue He YOoaNsImenDaaT YormaHoanennsEM & HeM)y mpeBoaanuaM.

Opeamsiizayus domnwka mpefoeams oim caouy npademasumensd Wil Aucmpubsomopos noddepsUEamMs
sanucd o pacnpedentesuy Medudunckuyx uadenud dng docmuMeHUs NoOCNEMUESEMOCTIY U docmynHocmu
IMUX Januced Ane KoNMTPoNA.

COpzayuzayus domska obecneyueame DESUCMDaUWa py20Nomy4ameta (Hauwesoeanus U adpaca)
4.2.4).

7.5.3.3 Hoenmudhukalus cmamyca

Cpradn3aumMa JoneHa HOEHTHEHUMPOEATE CTATYC NDOOYKUWE N0 OTHOWEHWKD K TRe0oBaHHAM MOHHTO-
PHHME M HIMEEHAN .

HMdexwmughuxkayus cmamyca npodyxyuy domwHa noddepxuaamscl Ha BCEX aManax 68 npoulsodcmes,
XOAHERURA, MORMAaNE o obcaywuaarua dna obecnews USRS ZMNDaGEIeHUS, MPUMEMEHUT LU MORRIANG MoTEND
npodyryuy, npowedwed ece Heodxodumee audsl KOHMDONS W USnsmasud (Liy uMesiuel oduuudansHoe
DAINELBHUER M GITITOHEHLE O YCMaHDENeHHbE MpedoaaHul).

7.5.4 CobBcrEeHHoCcTL noTpeGuTened

OpradMaagma AoreHa NpoARNATE 3atoTy O COGCTEEHHOCTH NOTReOMTENA, NoKa OHA HAXOOWTCA nog
YIPARMEHWEM OPraAHWAALKA KNH KCNONEIYETCA 810, OpraiuaaUMa JoNHHA B AeHTHDWUHWDOBATE, BEPHIDWLIEDO-
BATE, 3AWWWLATE M COXDEHATE COBCTEEHHOCTE NOTPEBUTENA, NpegocTARNEHHYD OMH WCNoNeI0BAHWA WITH
BEIMIOHSHAA B NPOOYRLMI0. Ecnid coBoTEeHHOCTE NOTPeBHTENA YTEDAHA, NOBPEHAEHA MW NDHIHAHA HENPUTog-
HOW ANA WCRONEICBAHKA, NOTPESHTENE QONHKeH GelTe 08 3TOM MABELLEH, 3 ZANKCH AOMEHE NOLOSDHWEETRCA
B pabodem coOCTOAHMK (4.2.4).

Mpureyanue— ColcmeaHpocmsn Nompeiumens Mosem Sbims UHMENMTEKMYENERER COBCMaEHHOCITIE
LIAL KOS HULATEHER WHIEOPMELUR O COCMORHUL 820 3000080,

7.5.5 CoxXpaHoHHe COOTEOTCTEMA NPOOYKLMA

Opzaruzayus domwna paspabameneams doNyMeHmupaaartbe noouedyosl Lig paboune UHSMDywLLLY
M0 COXQEHENLID CODMESMoMEaUs Moo yaL UL YCmManoaTeHHaIM MpeSoaanUan NpL GCyILecmMEneHLL MExHO0-
SUHECKLY NPOUESCOOE HyTON OPaasusayuy i docmaske NpodyrLLL K MECITy HaIHaqeHLA,

CoxpadeHne COOTRETCTEMA OOMNHHO BEMNCYATE B cefA MoeHTHMEAUNID, NorpyIoqHo-Eaarpy 30 HbE
paboTel, YNAKOBEKY, XPAHEHWE W 3aWwuTy. COXpaHeHWE O0MEHD TAKEE NDUMEHATECH W K COCTABHLIM YacTamM
MO KL,

Opzanuzayus domika pazpabomams dokyMeHmuposaHtee fpodadype uiu padodue UHCMPYKLUL [0
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YRpAENEHU0 NPGAYKULED ¢ 02SDEHUYEHHEN COOKOM XDARERUA Nubo npodyryued, mpadyiowed cneubansHbix
Vonoaud xpanerus. Takue cReyuansteie Voaoeus spasenus domahe peaucmpuposamecs U Seime yipaena-
AL

7.6 YnpaBneHwe yCTPORCTEAMM ONA MOHMTOPWHIE W MIMEPaHHA

OprasM3auma onsHa oNpeqendTe MOHWTODUHT M MIMEDEHMA, KOTODLIE NPEOCTOMT OCYLLBCTANSTE, a
TEKKE YCTROHRCTEA ANA MOHUTODMHIE 1 MAMEDEHKA, HEOTXOOMMsIE ANA odecneYeHvA CBMOeTensCTaa coaTeaT-
CTEMA NPOOYELHK YCTAaHORNEHHEM Tpeboaaduam {7.2.1).

Opearudauus domsHa paszpabomame JokyMesmupoeanMse npoyedypsr oecneverus nooeedekus
MOHUMOPUHES U UAMEDEHUL 8 COOMBRIMEMEUU © YCManoaTaHHEIMU MpeSoeaHuamML.

Tawm, roe HEoSXOOWMD COECNSYHEATE MMEILLME IAKOHHYID CUNY DE3YNETATE, H3IMEDWTENLHOE SGOpYa0-
BAHWE OOMEHD GbiTh:

a) oTEanWBpPOBAHO W NOBEDEHC B YCTAHOBNEHHLIE NEPHUOOE MK NEQEe] erc NPMMEHSHWEN NO 0DpaaLo-
BiIM 3ITANOMAM, NEPESAILLKM PEIMEDE BOMHAL B COABHEHMM C MEMIYHAPOOHLIMK WK HALWOHANLHBLIMA
ATanoHamy. MpH oTCYTCTRME TAKKY 3TANOHOR 5333, KCNONBIDEAHHAR ANA KANHODOEKM WMNH NOBEDKA, JONMHS
GlTs 3aperMCTRHpOBaHE;

§) OTpEryNMpOEAHO KNKM NOETORHO OTREMNYIMPOBAHD No Mepe HeobXoaMMoCTI,

B] WOBHTHUHMUMPOBAHT C UENLID YCTAHOBNEHWA CTATYCA KANWGDOBKK,

7] 3AWKLEHD OT DEMYNMPOBOK, KOTODbLIE CAENANK Bkl HEOEHCTEHTENEHLIME PEIYNLTATE HIMEDEHHA,

0} 3alAUesD OT NOBDENOEHMA M YXyJUSHHWA COCTORMKMA B XO0e 0DpalleHnA, TEXHWYECKDro 0BCyws-
BaHWA ¥ XDAHEHIAR.

Kpone Toro, 0prads3auna SOMKHa OUeHKTE ¥ 33permcTpUpoRaT NPAB0sMOHHOCTE NDENEOY LK ety k-
TATOE MIMEDEHWA, BN 00HApYHMEHD, Y4T0 obOpYAOBaHWE HE COOTBETCTEYET TpebomamuAm. Opraqd3auns
O0A¥HE NPegnpUHATE COOTEETCTEYEHUSE N8ACTEME B OTHOWEHKK TaKons 0000y I0BaAHNA M MIDGoOR KaMepeHHoN
NPoOysLMK. 3andcy peayneTaToR KANWEDOBRKK KW NOBEPKEM JOMMHE NOJOepHMWBATECH B pabodem COCTORHKMA
(4.2.4).

Ecnu npi MOHUTODKEHTE 1 MAMEDEHWY YCTAHOBNESHHER TPEOOEAHHE HCNONEIYINT KOMNLKTERHEE Npo-
rpaMMHBIE CPEACTEE, MX CNOCOOHOCTE YOOBNETRONATE NPEANCNAragonmy NpHMEHSHWD OON¥HAE SbiTe Nofl-
TREpHAEHA. 3T0 OOMEHD BbiTh OCYLUECTENEHD 00 HAHANA NPUMEHEHWA W NOBTODHO NOATEEDHOBHD MO MEDE
HEOOXOOQUMOCTH.

Mpuméyanue — CM pyeosadauees yeaaarus e [Gl

8 MamepeHwue (OUeHKA), aHANKW3 M YNY4LUSHWE

8.1 DBwwue nonoxeHHA

CpradM3auna QoNHHa NNAHUPoEaTE M NPAMEHATE NPOLECCEl MOHKTODWHIA, M3MEpeHdA (oueHKr), ada-
MH3A W YNYYWeHHE, HE0DX0OMEIE ONA;

a) QeMOHCTRAUMH COOTRETCTRMA NPOOYKLMK;

§) obecnedyeHa COOTRETCTEMA CHOTEME! MEHEINMMEHTA KaYeLTRa;

8} moddepsanus pe3yneMAMUEHOCTIL CUCMEMb! MaHSOWMERMA Kauecimaa.

IO QOMKHD BKNDYaTE ONDEQENSHME NPHMEHABMED METOO0E, B TOM YKWCNE CTATHCTHYECKNX, i oGnacTs
HMX MCNONBI0BAHKHA.

MpumeyaH ws— HayUoRENEHEE LTU DPESUGHAMLHEE HODWMETIWEHEE ASKYMEHTIEN MOZJT COMBDRATE Mpe-
Bogadus & paipatomee SOy MeHmUpDEaHHB Npauedyp dre aredpsHuA CMaMUCIMUYECKUY Memodod U ynpagnaqus Lk
MAOGMEHE HLEM.

8.2 MOHWTODHHI H MaMepeaHne [oLaHKa)

8.2.1 O6pamuan caaik

B kavecmee o0H020 L3 CNocoboe ouEHKl DyNKLUOMLDOSIRUSR CLCMaMsl MetedRMENTIE KaYeciies
opeaNuIaLus JomaHa ND0e0aLTE MOHUNIOELHE UMODMALUY, OMNOCAWSOCT K YIoENeMEODENLIC SpaaHLUza-
Yled mpebosanuil nompedumans.

Oonske BsiTe YETAHOBRNEHE! METOLR NOMPHEHKA M MCNONLACBAHKA ITOH MHDopMau N,

Opeanuiayus donsma paspabomams doyrenmupoeany)in npouyedypy No cucmemne obpamyol caasl
{(7.2.3, nepeducnerUe &) ¢ yenkio NomyYenus panseso npedynpesxdenus o npobneway & oOTacmu Kasveciaa
U geederLa 8 MpOUECokl KOpDEKMUDYIoWLX u npedynpexdawux dedemeud (8.5.2 0 8.5.3).

Ecnu HAUUOHSNEHER LML DESUOHAMEHEIS HODMSMUEHEE JoRYMERMEI MOebyionm om opsaqusauLr
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HAKOMMERUA ONBIME HS OCHOSANUL LWHDODMALLUL, TomyYeHHol mocnse npodaxy MeduuuRcKkoso uadenus.
AHANUI MEK02S0 ONENTIS MOHET CITaNs Yacmeld cucmedsl obpamiaod canau (8.5.7).

8§.2.2 BHyTpeHHHWE ayOWTh! (NpOBEPKH)

OpraduIaUmMa DOMKHA NROESOWTE BHYTPEHHHE 3YOHTh [(NDOREDKK) Y8PEaa IANMAHHUPOBAHHEIE HHTEDBANSLI
C UBMNBI0 YCTAHOBNEHWA TOMD, YTO CHCTEME MEHETHMENTA KaYBCTES!

a) COOTEETCTEYET JannaHHpoBaHHLIM MEDoNpHATHAM (F.1), TpeboBaHMAM HACTORWErND cTaHgapTa M
TpeboaaHAm K CUCTEME MEHETHMEHTA Ka4eCTRa, palpaboTaHHsIM OpraHmMaaLHedd;

G) BHEOpEHE PEIYNETATHEHD W NOOGEPMWESETCH B paboden COCTORMMK.

Mporpamma ayJUToE (NEDBEPOK) SONMHE NMaHKpOBATECA C YHETOM CTATYCE W BEMHOCTH NPOUECCOR M
YHACTHOE, NOOANEMAWWY ayOnTyY, 8 TAKHES DeayNbTATOR NPpedbimyilny ayduToR. KpuTepid, oBnacTe NpueHs-
HHA, YaCTOTa W METOOBI AYOWTOR O0MMHE ObTe onpaaeneHsl. Beifop ayadTopos W NPOBEOEHKE ayd«dToR
OOMmeHe oGecneqreaTe ODLEKTHEHOCTE W BECTIpUCTRACTHOCTE NPOUECCa ayguTa. AyQMTOpEl HE JOMNMHE
MNEoBEPATE CROM CODCTREHHYID paboTy.

OTESTCTEBEHHOCTE W TPEGOBAHKMA K NMAHWPOBAHMIO W NDOBESEHW AYAWTOR, 3 TAKKS K OTYETY O PEIY k-
TaTax W NOOOSEAHWED 3anHcei B patousm coCToRHMK (4. 2.4 ) nonsssl GhiTe ONPeaeneHsl B DoKyMEHTHROBAN-
HOW NpoUenype.

PyroROOcTBD, OTBETCTEEHHOE 38 NPOBEIAEMLIE 0BNACTH ASATENEHOCTI, A0MEHS COBCNeYMBATE, YTODR
OBACTEMA NPEONDAHKMANUCE De2 MannuHen OTCROYKM ONA yoTpaHeHuA ODHapyHeHHEX HECOOTEETCTEHA U
BRIIBABLNK WX NpHYKH. [TocnenyoiliWe QEACTEWA OOMEHE BEMIOYATE BEPMEWEALMID NPEONDMHATRHE MED «
OTYET O pEaynuTatax seprdmkagim (8.5.2).

fTpusMeyanus— Ok [T]— ppeoeodcmean Mo ayourmy.

8.2.3 MoHMTOPHMHI K HaMepeHKe (OUeHKa) NpoLecCCoR

OpradnaaumMs QormeHa NEHMEHATE NOOXCOALLWE METoOE MOMWTOPMHra W, rge aTo uenecoobpaisHo,
HIMEDEHWA [CUBHIKA) NPOUBCCOR CUCTEME! MEHEIHMEHTA KAYBCTER. ITH METOOE DOMNKHE JEMOHCTIMDPOBRATE
CNOCOOHOCTE NECUECCOE BOCTHIATE 3aNNaHHPOBIHHEY DEIYNETATOR. ECn 3annasdpoBaHHLIE DEIYNETATE HE
OOCTHMHYTRI, TO, KOTga 3To Uenecosbpaiie, JonwHel NPESNPMHAMATECA KOPDEXLIHH W KODPEKTHDYIOWME 0ai-
CTBHA ONA 0GSCneaqeHHA COOTEETCTEHA NDOLYRLAA,

8.2.4 MoHHTOPMHE W HAMAPEHWE (OLEHKA) NPOOYHLAK

8.2.4.1 OBuue mpeboaaHun

Opzakuszayus doawHa Npoeodume MOHUMODUHE U UAMepEnUe XapaKxmapucimue ApodyruLy ¢ Ueneio
ESpUbUKaLUIL CONTEEMCMEUA YoManDeneHHbIM mpaboganuas. Monumopuxz U USMepetLe Xapakmepucmui
npodykuyuy Jonskel Gbimb Aposedeqbl Ha CONTESMCMEEOWUY cMaduax NDOYESCcoE MUINEHHO2D LUKNE
NpodyKuLy U & COWNEEMCMEUU © 2aMTaRUDoeaHHBIMLY Meponouamuamy (7.1) v JokyMeNMUDOSaHHLL
npoyedypamy (7.5.7.1).

CBMASTENLCTEA COOTRETCTEAA KPHTEDUAM NDHMEMEM OOMKHE NOASSDHMEATECA B pABOYEM COCTOAHWM.
Janucy QOMKHE YE3ILBATE NHUD (8), CAHKUWOHWDORAELIEE (M) BRINYCK Npogykunmn (4.2.4).

Brmyck npodykiuy o oOCIMUEaHLE He MOSYM OCYLLBCMENAMLCA J0 YONelWHDS0 3368 DIWENUA 3ania-
HUDOEAHHEX Meponpuamul (7.7).

8.2.4.2 CneyuansHoe mpetoaanue dna akmuaHbix UMIASHIMUDYeMbIX MaJuLUHCKEUY U3denud u
UMAaHMUpyeMbsl MeduljuNcKkux uadenud

Opsanuzanus domsHa eecmy 3anucy no udesmupurkauuy nepcorana [4.2.4), nposodaweso mobkie
BUDE KOHMDOMRA WAL UCsimanu .

8.3 YnpamneHwe HECOOTBEETCTEYIOWEH NpOOyKUMER

OpradWaauus gonssa obecneuqsats, 4700k NPpoAYEUKMA, KOTOPaA He COOTEETCTEYET TPeGoBaHMaM,
GBna UOBHTUMUWPORAHA W YNPAENANACE © LUENLD NPEOOTERALEHWA HENDEOHAMEBDEHHOND WCNONLIDEAHKRA
WM NocTaekk. CpeacTea yNEaeneHWs, COOTEETCTEYHIUAN OTRETCTEEHHOCTE W NONHOMOYWA Ana paboTel ©
HECOOTEETCTEVIOWEN NEoOYVELUMER BOMEHL GbiTh GNPEGENEHE B 08y MEHTHDOBAHHONA NPOUSTYDE.

Opradu3auMs AoMeHa PeLLaTh BONPOC O HECOOTESTCTEVIOWEA NPOAYELHK OOHKM HNH HEeCKONEKHMM
CIEOYIOLLIAMIA CRoCoGan:

a) OCYLECTRNATE O8RCTEMA C LENsK YOTRAHEHWA 0OHaDYHEHHOTD HECOOTEETCTEMA,

0} CanKyUOHLDORaME MPUMEHEHUE, BENTYCK LT NPUEMKY MRGVRUYLL Tod PaIpeLUISHIE HE SMKNoHEHUE
Om Yemanoenernel moebosanid;

B} CCYLECTEMNATE QSACTAVA C Uanbo NPeloTRRALLEHWA 88 NepBEOHAYaNsHOrD Npegnonaraemors Wenork-
IOBAHWA WITH MPHBAEHEHHA.

Opaaqizagus JomwHa 2apanmupoaanis, Wo Hecoomeamomayowan mpodyruus Sydem npusama npo
MOMPHEHLIL DE3DELLIGHLR HE OMERONEHLE O YOMaHOEmeHKEY MPeBoaanull MOmsED & MOoM CIYHEE, SCil o
donyckaemcA yomanoanastsmy mpebosanuany. Janucy of wdesmugbukauul nuua (), desoeso (ux)
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MMHOMOYLA HE eaidawy DaspeweHul Ha omenoredue, dommassl noddepwueamscs & palfiouen COCMOaHLL
(4.2.4).

Jannck o XapakTepe HECOOTBETCTEMA W M0kl NOCNedyoUMy NPEaNpHHATEX QERCTEMAK, BEMOYEA
NPHEMEY NPOOYELAK NOA DaEIPELUBSHHE, DOMNKHB NOOLEDMMBATECA B paSouYam COCTOAHMM (4.2 4).

Koroa HecoaTeeTCTRYIWARA NPOOYELMA WCNpaBnesa, oHa A0meHa BelTe NOOBEPIHYTA NOBTODHOH BEpK-
huEaLKKY ONA NOSTEEpMOEHWA COOTEETCTEMA TpeGoBaAHKANM.

Ecnun HecooTBETCTRYIOWAA NPGOYKLMS BRIARMEHE NOCHE NOCTABEN WK HAYaNa MCNoNE30BAHWA, OPraHt-
JAUMA JOMKHAE NPeaniMHATE ASRCTEMA, A0SKBATHEE NOCNSOCTEMAM (AW NOTEHUMANLHLIM NOCNegCTRMAM )
HECOOTRETCTEHA.

Ecnu npodyxyus Hyxdaemcr a nepepabomye (odus wiu Gones paz). opsanuiauyun obrzana doKymMeq-
Mmupoeames npoyece nepepabomyl & pabodYed UNCMDYRLLIL, Ha KOMODYID cnedyem nome-Hums ofuuuansHoe
pazpewesue U odobpekUue MaK He, Kax U Ha NEpEoHaYansHy0 paboYyio unempysuur. MNeped nomyyaHUem
PLLUaNsH020 Paipetierur U odobperur donxkel Geimb onpedensisl U doxyMermuposaHsl (4.2.3 v 7.5.1)
Mobsie HEENASONPUANIHEE NOCTSdomaLs nepepatomicy NoSRLLIU.

B4 AHanui gaHHLIX

Opzanudayus domwHa paspadomans doxyeHmMUDoaanH o npoyadyoy onpedesenus, cbopa U ananuaa
darmety, Heobxodumey 2N daMoNCMpanuy PeIyNEMaMUERocmy CUCMaMal MEHedMMaEHMa KaqYecmea U o
COOMBEMCTTEUA YomMaHoanaHbIM MpefoaanLuas, 8 makxke dna oUesNL BOIMOMHOCTIU MOGELUISHUR 88 DEIFb-
MEMUBHOCTIL.

JaHHsE OomsHEl BENKHETE HHEODIBLMIO, NOMYHEHHYD B DeayNeTATE MOHATOPUHIE W A3MEDEHWA TAKHE
W M3 OOYITHE COOTRETCTEYRILLNY MCTOHHHKDE.

AHAMKI QaHHBIX O0MKEH NPEOSCTARNATE HHODSALMID No:

a) ocbpamuol ceqau (8.2.1);

G} cooTRETCTEMK TReDoBaHMAM & NponyrLMi (7.2.17;

8] XapakTepUCTHEAM W TEHOSHUMAM NPOUSCCOR M NPOOYELMK, BEMOYAER BOIMOMHOCTH MNpOSESEHWA
NpenynNpesaaouKy QeACTENE,

r] NoOCTaBUMESR.

Janucy pe3ynymamos aqanusa damdsix domsksr noddepwUeamecs @ pabowes cocmoanuL (4. 2.4).

8.5 YnyqweHHe

8.5.1 Déwue monoxexus

Opeanudayus domsma udesmuuyuposames U Samonnames Mol wamenenusn, HeoBxodumee dmg
cfecneyesud U Noddepxarua MOCMoaMHo20 CODMEBEMCMEUR YOManoanaHbi MpedoaanUuan U pesynbiha-
MUBHOCTIU CUCMEME! MEHO FSMEHME KaYECITES, UCTIOMLIYA MoNUTILKY 8 0GRaCU KaYacmiad, yomanaanuaas
Yanu @ amol ofnacimy, @ Maike UCNOTE3YR DeIyTemame aydumaos, ananuia danHbix, NEDDERMLUDYWLY U
npedynpexdaowuy Jelicmeud U awanuia co cmopoMel pyKoasdcmaa.

Opzanusalus domwHa yemaHoauwmb doxyMermupoaatiteg MpoledyDe) aeiTycka U MDUMEHEHUS NOACHU-
MensHbx yeedomnadul. Cnedyem ofecmeyuns 0IMOXHOCTE NROEEJeHLUR Makux NDoUSAYD 8 M0G0 ek,

Janucy of vayyeslld xanol nompedGumenall donmwHs! noddepRUeamscA 8 paloden CocmonkuL (4.2 4).
Ecnu a xode makoao udywenus Syden yemanoaaeHs, Who Noganesus xanol nompebumeaned cnocobcmayem
AHELMAA JeAMENEHOCTIE OPSaMUZSULL, MRy JaUMTaPECOEaHHBIML ODSaMUIALUAML cmadyam Mpoaacmu
ofMen coomaamomapioaweld unchopaayued (4.1).

Ecnu mo mobod xanobe nompebumens He npedpUHAME X0DPekmUDVIoLLILIE UL mpedyipexdaloLe
delcmacd, apuuky cnedyem ofibackumes (5.5.1) u sapesucmpuposams (4.2.4).

Ecnu amozo mpeByom HayUoHaNeHEE LU DEEUOHATEHEIR NODMAMUSHERE JONYMENME!, DpEaHLZaULR
donwya pazpalfomame JOKyMENTILDOREHHEE TRoUedYDE YaadoMIaHus ey NupyiowULy opesanog o mex
UHLUIeMITIEX, KOMODEE COOMEaIMCTIEyon KPLTEOUAM K OIHEmIHMOCiLL

B8.5.2 KoppekTHpylowme JelcTEAA

OprasM3ayia 0onsHa NPeanprHAMETE KODPEKTHDYIOWKME OEACTEMA C LENsk YETRAHEHNA NDHYHMH HBEco-
OTRETCTEWA OMA NPEIYNEERASHHA NOATORHOM UX BO3HWKHOBEHHA . KOpPeKTHDYIOWHE NeRCTRMA DONHHE GbiTe
A0SKEATHEIMK NOCNESACTEAAM BhIARMEHHEY HECIOTEETCTRHE.

Domsxa Geime pazpaboTasa AoEYMERTHPOBAHHAA NPOUEOYDA QNA onpedensHUa TpebosaHui K

a) aHanuay HECOOTEETCTEMA (BKNKYAA Manode noTpebuTanaid);

S} YCTAHORNEHKIO NDWMYMH HECOOTRETCTRENA,

B) OUSHWBAHWIE HEODXOOWMOCTH ORACTEMA, YTODGI M30EHATE NOBTOREHWA HECOOTRETCTEMIA,

2] onpedens UK U asionmnHEHUn Heobxoduneix dedcmend, smoyan, ecnu yanecoobpasse, cbRoenaMLe
dokymeamauuy (4.2},
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dl pezucmMpayul PEIYRMENos Mobkx pacchedoaaMul U Npusameix Map (4.2 4);

&) adanuay npednpuHRMTLX KOpDEKMUDVRLLUE Selcmaull U ux peIynemanueNocmL.

8.5.3 Mpeaynpexparowme ASACTBHA

Opradnaallids onHa onpagendTe GeRcTEMA © UeNb0 YCTRaHEHHA NEMYMH NOTEHUWANEHBX HBco0TBaT-
CTEHMA ONA NpadynpesgedHes ux NoRenaqqa. MNpedynpesdasyne GeAcTEMR A0MHL COOTRETCTROBATE BO3-
MOMHEM NOCTEOCTERAM NOTEHUWANEHEX npodnam.

Honsma OTe paspaboTada JoKyMeHTHDORaHHaR NPoUeaypa ona onpeqensqus Tpetosanni ik

a) YCTEHOBMEHWKD NOTEHUMANBHED HECOOTEETCTEWA H X MPHYHH;

G) OUBHHBAHWMKD HeoBX0OMMOCTH QEACTEMA C UENLHD NPeayNPeEsIeHHEa NOARNEHHA HECOOTERTCTEN,

B} ONPEOSnEHKo W OCYLLUSCTENEHHI0 HEODXOOMMBLY OEACTBWA;
2] pesucmpayLIl peIVNEMEamos Moty paccredoaaHull U MpLHamex Mep (4.2.4);
d} amanuzy npednpusansix npedinpexdaowuy dedemend U U DEIVREMaNILEHGCTILL

MNpanosexne A
{chpaBoqHoe)

CoorpercTede mexgy MCO 13485:2003 v MCO 13485:1996

Tabtnwya Al— Coorastcreqa maxny MO0 134851506 v MCO 1348522003

WCO. 13485: 19048

MCD 13485:20403

1 DBnacTs NpMMEHEHRR

L3R |~

2 Hopmartvemels coeNEA

3 OnpegensHua

4 TpaboeaHWa & CHCTaME KEMSCTEE (TONRKD 38r0nNoa0g) —

4.1 OreaTcTeaHHOCTe DYROBOOCTRE (TONLKD 3aronaBok) —

4.1.1 Nonutrea B obnacTy ka4esTES 5.1, 5.3 541
4.1.2 Ciprasnzaumn [TonsED Zaranoecn) —_

4121 OTeaTCTEEHHOCTE W NONHOMO4YHE 551
4.1:2.2 Pacypts 81,821
4.1.2.3 Mpegcrasmrans pysos0gcTes 5.5.2

4.1.3 Adanma o STopoHL pPYKoengcTea BT, 851
4.2 CucTema KEHEcTEA | TAMLRD JArmnNoB0oK ) _

421 CBwme nonceEHnA 4.1,4.22
422 MNpousnyps CHECTEMEI KAYSCTES 4.2.1

4.2.3 TNnaHWpoBaHHE KE~ECTES 542,71

4.3 AHANW3 KOHTREKTE (TONBXKD 3ar0nNoe0K]
431 Chwpe nonoHaHnA [ ToNEXD JEronNoeok)
432 Axanmz

4.3.3 MamaHaHMA K HOHTPaKTy

5.2, 721,722, 723
T22
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434 Fanuon F.22

44 ¥YhpaanéqHwa NpoEETHRoEAHNEM [TaNLRO 2ar0No8ak) —

441 CBwme nonoHaHNA { TONLKD 3aronosok ) —

4.4 2 MNnanvpoBaHns NPOSKTHREOBIHAR W paapabaTin 7.31

4.4 .3 OpraHnzauwoHHoS W TEXHHYHECKDE BIaNMOaSAcTErRE 731

d.4.4 BrogHeE NpOSKTHEES DaHHBIE 7.3.1.7.32
445 BrixooHse NpoSsTHRE OaHHES 733

4.4 6 Axanwa npoeeTa 734
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Mpodonxesuwe madnuyerA.7

WCO 134851006 MO0 13486:2003

447 lMpoeapra npoexTa T35
448 YreepmoeHWe NpoekTa T.36
448 MaMmeHeHwA NpossTa T.A7
4.5 ¥rpasnaxue QOryTMEHTALWSN W QaHHBIMKA {TONBHO 38r0nasokK} —

4.5.1 ODuwws nonowanns 4,23
452 YTROpHOBHWE W BLETYEH SOKYMEHTAELWNA W OSHHLE 423
453 MamMmeHeHwa OOKYMEHTOE W DaHHLIX 4.2.3

4.5 Jakynud (TONLKD 38r0N0B0K) —

461 ODwks NONDEEHKA {TONLKD 33MMOBOK) —

4.8.2 OuedHka cynogpRYMsoe T4.1

463 MadopMauysa no 3axynxam T4.2

4.8.4 TMpoBapra 3aKyNNEHHDA NPOSYELHA T.4.3

4.7 ¥YnpasnadWe npogysyssd, NocTasnsemon notpeburanam T.54

4 B FoeHTudmKEalMs ¥ NpOcnedMBasmMocTh NPOgyRLWA 753

4.5 ¥Ynpaenadve npoysscamia 63, 64, 751 752
410 KauTpans M MCNeTEHWA [TAONLRD 3aranaBok) —

4.10.1 . Obwwme nonomaHm 71,841
4.10.2 BrofgHon HOHTPONE W MENEITAHWR T43, 824
4.10.3 KoHTpons W MOCNETREHMA B NPOYSCCe NPpoNasogoTes BZ24
4104 OHoOHYSTENEHBIM KEOHTRONE W HGMLITEHMA 834
4.10.5 PamcTpaurn SasHEX KOHTPONA W HCHE TEHWA 753,824

4. .11 YnpasneHHs KOHTPONGHBIM, H3MEPHTENEHEM M HCNLITS- —
TEMbHEM O0OPYAOBaHWEM (TONLEXD 3E0N0B0K)

4.11.1 OBwmwa nonaseHHR T.6
4.11.2 Npousaype! yRpSEEREHAR T.6
412 Craryc noHTRONA W MCHETEHA 753
4 13 Ynpasnesds HECOOTESTCTEVHOLWER NPOOyEUMER  (TONBED —
EFOICE0H)
4131 DBwwme nonowaHMs 8.3
4.13.2 AHannz M YTHNWIEUWA HECOOTEETCTEY HILER NPO Oy KL W 8.3
414 KoppesTvpyRWHe W NpEgynpasnamie Qe@cTenA (TonsRD —
FEFONOE0K]
4.14.1 DBwme HonoaHNs 852 853
4.14.2 HoppekTHpyiume QeRcTERR B.5.2
4.14.3 MNpegynpaxpaolne SERCTEHR B53

4.15 MNorpy3osHo-paszrpyaoddel® pabotel, EpaSHeHWE, YNAKOBKE, —
HOHCEPBALUMA W NOCTABEA | TONLKD 28ranoedk)

4151 Obwme nonoHEaHHR 6.4

4.15.2 MNorpyacqso-pasnpyaoysse paboTel T.55
4.15.3 XpaHaHwa 155
4154 ¥nakoBska T.55
4 15.5 KoscepsauwmA THE
4 .15.6 MocTaBka T.5.1
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OwondaHue matnuyes A, T

MCO 1348519046 MCO 13485:2003
416 YnpasrnaHne PErMCTRELUWER JAHHLIE O KA4SCTES 424
417 BrHyTpEHHME NpOBSp KaYSsTRS B22 823
4 18 MogroToska kaOQpos 65.2.2
418 DECmyHuBaHHES 51
420 CTarHecTHHEacine METoOL {TONLKD 33MmosoK) -
42001 Onpegansdne noTpebHocTan B1,B23 824 84
4.20.2 Mpousdypel B1,823, 824 84
Tabnwya AZ— Cooteatcrawe mesgdy MCOD 134852003 » MCO 1348621988
WMCO 134852003 MCO 1348515848
1 DENacTe NpUMMEHEHEA 1
1.1 DDwwe nanoseHuA —
1.2 Tipymenaxie —
2 HopmaTtvieHbig CoETRA 2
3 TepruHbl M ONpE0EnsHWR 3
4 CHCTEME MEHEDMMEHTS KEHECTES (TONLKD 3EMMNosoK) —
4.1 O0wwe TpebosaHnA 4.21
4.2 TpeboBaHHA ¥ QOEYMEHTALMK (TONLED J8MmNoa0s) —
4 2.1 OfSwme noncHaHMA 422
422 PysoBOoOcTso no KEYACTEY 421
4.2.3 VnpasnsHwe OoKyMEHTALWEE 451,452 4573
424 YNpasneHne 3anuwcAMKd 4.16

5 OTEETCTEEHHOCTE PYRDSOOCTES (TONEED ISMONOB0N) -

5.1 ObOrR3aTenssTés pyROBOACTEA 4.1.1
52 OpwaHTauwa Ha noTpeduTans 4.3.2
5.3 Monumeka 8 0DRECTH KaYesTea 411

G4 MnanvpoEaqng {TONSKD 3870Noe0s ) .

541 Ugnw e obnacry kaqsectes 4.11

5.4.2 MNnasmposasde  CO3fEHMRE W DE3EWTHA  CUCTEME 4.2.3
MAHEO#MEHTA Ka4eCTEa

5.5 OTEETCTRAHHOCTE. MONHOMOYMA W abmad  usdhoprauwei —
{TOnLKO 3AM0NosaK)

551 OTRETCTEEHHOCTE M NOMHOKOYRA 4121
5.5.2 lMNpegcraEuTents PyRoBOOCTES 4.1.2.3

5.5.3 BHyTpeHHuR abmaH mHdopaMaumen .

5.6 AHANWI CO CTOPOHL! PYROSOOCTES | TONLED 2ArON0S0K) —

5.8.1 DDwHe nonoseHuR 4.1.3
562 BxogHea paHHeIE ONR aHanMza —

563 BuixonHa nadHeLE aHdankaa —

6 MlesampiuadT pecypcos (ToNeXo S3Aronosoy) —_

6.1 OSecneysHne pacypCcan 4122
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Ororvanue madnuis 4.2

AWCD 15348852003 MCO 1348851906

B.2 “anoeeqscrus DECYPOR [TONRKD 2Aranoeot) —

G.2.1 Obwws nonowasns 4.1.2.2
6.2.2 HomMneTedTHOCTL, OCEANOMABHHOCTE M NOAMTOBKS 4.18

8.3 WMuhpactpyurypa 4.8

6.4 MpowasoOcTEEHHER CRESE 4.8, 4.15.1
T Mpousccsl SHaAHaHHOM LMEna NPoOyELA9 { TOMLED 3aionoaos) —

7.1 MnaHaposaHs NPOoYBScOR KHAHEHHOM LMENE NP0 gysLs 423, 4101
7.2 MNpousccwl, CEAZAHHBIE C NoTpeBnTanAMp {TansKD Jarmnoeos ) —

7.2.1 Onpegenadmne TpeboBaHnR, OTHOCALLMXGEE K NP0 YHL 437 444
T7.2.2 Axanwa TpedoBaHWRA, OTHOCALLUMACA K NPOOYHLAKW 4.3.2,4.3.3, 4.34
7.2.3 Carab o notpeburansmm 4.3:2

7.3 MposwrvpoBadne ¥ papaboTes (ToneED 33r0No0saK) —

7.2.1 TinasvpoBaHWe NpoBKTHPOBAHMA W paipabotm 442,443
7.3.2 BrooHblg D8HHLE AMA NROSKTHROESHMA 1 padpaboTiwe d.4.4

7.3.3 BrixogHee OaHHBIE MPOSKTWPOBAHKA W paipaboTam 445

7.3.4 Adanua npaakta W paspaboten 4.4 6

7.3.5 Bepwiusauwn Nnpoekta 1 paspaborem 447

7.3.6 BamnmgauwA npoakta v paipabomeu 448

7.3.7 ¥npapnesve H3MEHEHNREMA NPOSKTE 1 pa3paboTia 445

T4 3aynM (ToNbKD 3Ar0nNoao) —

7.4.1 TNpousco 3arynak 462

7.4.2 MHdopmauns nd 3gkynyas 4.6.3

7.4.3 BeputreaumA 3amymnaHHoN NpogysLsd 464, 4.10.2

7.5 MNpowaeancTed w oBonyMMBaHME |TONLED 238ranosaK) —

751 YnpaBnesHde NpowIsogoTeom W obomyosMBaHWE M 4.8, 4156, 4.19

7.5.2 BanngauwA Npousccos NpOM3EoacTea M oGCmy HMBEaHUA 4.9

753 WoeHTwhyEauwa W NpocnesMBsamotTs 48 4105 412

7.5.4 CobcresHHocTe noTpabuTansn 4.7

7.5.5 CoxpasaHne CcoOTEETCTEMA NPDOYHLIMN 4152 4153 4154, 4155
7.6 ¥YnpasnadWe yoTPORCTEAMM ONA MOHWTOPWHIE W M3MEDEHAR 410, 4.2001, 42002

B Mzmaparde (OUEHES), BHENWI 1 YIYYWLSHWE [ TONLXKD 2ar0noeaK) —
B.1 DGuwine nonoLaHns 4111, 4.11.2

B.2 MOHMTODMHN M MIMEPEHARA [OUEHKR ) [TONLHD 38MR0BoK) —

B8.2.1 JDparHan candk —

B.2.2 BHyTpEHHWE ByOMTE (NPOBSPEM) 417

B.2.3 MOHWTOPUHT 1 MaMSpaHWE (OUSHKE) Npousccos 417, 4.20.1, 42002

B.2.4 MOHWTOPHHN 4 MEMSPeHRE (DUEHKE] NPOgY KLY MM 4.10.2, 4.10.3, 4.10.4, 4 10.5, 4 201, 4 202
B.3 ¥YopasnexHWe HecoOTEaTCTEYIWEE NPOOYEUMEA 4131, 4132

B4 AHamma gaHHbIX 4201, 4.20.2

B.5 Yryuwesda (ToNsLo 3aronosos} —

B.5.1 Dowws nonoeaHnsa 413

8.5.2 Hoppastupyowte 0SscTema 4.14.1. 4.14.2

B.53 MpegynpexnsowWe QeicTarA 4141, 4.14.3
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rocT P UCO 13485—2004

MNpunoxexwe B
(cnpasoqHoE)

OfwacHeHne painMywin mexgy MCO 13485:2003 w HCO 9001:2000

HacToRwea NPANOREHWE NOOTEEDHO2ET CHOOCTED H DEANHYHE KSK COOBDHA LMY T.FIEEDEE.'HI.'IH. Tak A COOapHakx

wHbopMauKe nyseToe W nognydetoe MCO
MCO 134852003 w [3]:

124852003 w [3]. MNpuBogATCA TAKHE NPMYAHE DEAMAYHEA  MER0y

A) myHKTE WnE nogmyHeTel MO0 13485:2003, ayradtimiqss [3)], sasnnowaqs 2 tabnmye B.1 8 keagpatHme chabike;

G) myHKTR WM nognyHETE [3), nasesesqse e MO0 13485:2003 nytem po0aenaHER § s MHEODMELMHE M NoCpRegoT-
BOM COMBCOBIHWR € HOPMATHBHEMM Q0KY MEHTEME, KBCSHOWAMAGH MEOMUBHCME MI0SNHE, NPABEASAHEN B NEBOA HONOHKE
1abrusl B.1. CooTBatcTey ol MyHKTE Wik noanyHETal MCD 134862003 npusapsHsl & npasoé panodes tabmags B.1;

B} NYHETHI WNE nagnyskre [3), orcyrerayiowpe 8 MO0 134852003 wnw namaqasHee NOCpSOCTECOM YVOAMSHWA MK
CYLBETEEHHOM WIMEHEHMA TREDOBIHWA, B NEDEOHIHANEHOM W HEMIMEHHOM BASE NPUEENEHL B NEEAR HONOHKE Tabm-

Ul B.1. CooTeeTcTEyolWmMe MyHETE WA nognyHire FICO
NpHBEASHE B NPAB0A KONOHES Tadnnye B.1;

134852003 W nNpu-KHEl WX MEMEHEHMA MO CpaBHEHMK [3]

r} moeHMHB pazneHen pmesay MO0 134852003 \ [3] npueanaHs B npasci kornaqxs Tabmagsl B.1. Tam, rge paanigni
B KEKDM-NAD0 NYHETE MAd NOGQNYHETS HET, DAIHALE B TeRCTE mesay MCO 134852003 n WOO0 9001 :2000 oTpamast anaqy
MCO 13485: 2003, cOcToAWYID B OIHAKOMIEHNA © QEACTEVIOLLMMH B MMPE HOPMETHEHEIMY J0KYMEHTaMH ¥ abnereHnm
BCEMUIHOA MAPMOHUEISLNY HOBRE HOPMBTHEHEIR SOKYMEHTOR HE MEAHLMHCHHME WANENUA.

Tabnwya Bl — DbwAchersis paznnqnd memgy WMICO B001:2000 v MCD 13485:2003

WO 90012000

WCO 134B85:2003

Bregeuue
Obwre NoNoEEHAA
Ons  CO0AHMA  CHETEMEl  MEHEIHMEHTS KaCWecTsa

TpedyBToR CTPATSrMHECcEDS pelusHde oprasusayud. Ha
papaboTky 1t BHEOPEHNE CUCTEME MEHSQMMEHTS KAYOCTEE
OPraHWM3aumid  BIMAKT  HMEMSHRWWESR  noTpebHooTH,
KOHHDETHEIS LEMH, BEIMYCHAEMAA MPOGYELWA, NPAMEHAE MEE
NPOLEBcosl, PA3MER W CTPYETYPE apraHiIauyay. HacToawmi
CTEHOAET HE MNpagnonarasT eoqsoobpaawn B CTRYETYRE
CHCTEM MEHETHMEHTE KAMSCTED MMA DOKYMEHTALWH.

TpeboBaHMA K CHMOCTEME MEHEOMMEHTE KAHECTED, YOTA-
HOBMNEHHEE B HBCTOAWEM CTEHOApTE, AENAOTCA Qonan-
HAKWMMA MO OTHOWEHW K TPEDoBaHEAM K NpogyeumMg.
Muopmayns, obozHaqserHaA k2 aMprMEYEHNE s, ARENABTCA
METOQUHECHIEM  YEAIBHWEM M0 NOHAMAHAKD WO
PEILRCHEHKK COOTRETCTEYOWEM TpebosaHuA.

HacroAwwa  CTAHQApT  MOMET  WONoMsL3osaTboH
BHYTPEHHUMEA ¥ BHELWHAMM CTOROHAMK, BEINIOHAR OpFaHBL no
CRPTAMERLMY, & LEMNsH OLEHEW CNOCOBHOCTH OprEHMIaLAH
BRIMONHATE TPedoBaHWA noTpe0WTEnSl, pPernamasToE M
COGCTEEHHBE TREODBAHKA.

MNpw paspabotes HACTORWER CTAHAAPTE Beinw yHTEHRI

MPHHLEAMBl MEHEOXMEHTE KS4BCTBEE, YCOTaHOAMBEHHEIE B
WCO 5000 u 8]
20

Beegeuue
OGWHE NONOKEHHA

Hagmaoawiud cmandaom onpadensem mpefosadus K
CLGMEME  MOHOOMMEHITIE NSHECMES, KOMODsE MOV
NOUMEHAMECA  OP2SHUIEULEE MDY IPOSKMUDOSaHLUL,
paspaiomes, NpoUIe00omes, MONMEaENRe U obonywuesHuL
MEQUYUHCKLY UIdennl, 8 MaoKe Moy oS RmLpDOoesHLUL,
pEEnS0omie U ODECTeYEHUIL CEAZAHNLIN T HUML PCye.

Hacmraawiid cmandaom MOKET) MEOWE MOUMEHRMBCR
EHITDEHH LML U BHELHLIMY MO OMEOWEHLR § opaaHudanuy
FAUHMEDECOSEHALIMG CMO0OHEMY, BRTOHNSR OP2EHEN 00
cepmufiuraguy, TR OueHRT CrocoSHocmy ODaaHuEaguL
YOORMEMEODRTIE mp e oeaHLT nOmpedumans i
VEMEHOENEHHEE MDpeG0EgaHUR.

HHpopmauns, oboaHadedsar  kak  «TipeiedqaHuen,
REMNASTCR METOOWYECKAM YHEIZSHWEM N0 MOHMMEHUH MNd
PAILRCHEHKK COOTEETCTEYWEM TpeSoBaHIA.

ToeOoeanuR K CUCIIEME MEHSIMMEHITE HaHecmas,
VOMAHOETEHHLE 8 HECMORILEM Cmandapms, Renmomos
DOMTOTHAELYUMY N0 OTIHOWEHL K MERHUYECN LM
MpaGoEaHURM K ADO0RLLIL.

Ona CORAHWA CUCTEMBL  MEHSOMMEHTA  XB4ECTEA
TpebyeTon CTpaETerdyEcios DEWeHWe opraddaayun. Ha
PEIpADOTHY W BHEADEHWE CHCTEME MEHSOMMEHTA KB48CTEd
OpraHAlanmy  BAMAKT  WEMEHROWWEcE  noTpaBHocTa,
EDHEDETHRIS LIEMH, BMYCEABMER NDOLYELWA, NPAMEHAR MbE
NpOUBccs, PA3MER W CTRYKTYDE OpraHnaaumi. HacToAwmia
CTEHOSPT HE NpegnonarasT sanHooBpa3uA B CTpYETYRE
CHCTEM MEHEIHMEHTE EEHECTES WM QORYMEHTALWN.

Cywecmeayam Saneswos pasyoofpazue MeduUuHTHLY
UICEMULT, HEROMODEE HECMHLE MpedoeaHUA HECMOALLBED
CMaHISPmE  MOUMEHUME TONLED K mMeM  HMe200uwsM
MEGLUNIHERUY UA0eNUd, ampedanBHUs Kormophlix Apussdatbi
@ pazdang 3.
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Mpodonxesuwe madnuyer B.7

WSO 0012000 ACD 134852003

MpryMHE  paaNMHEA: KROME cOgEpEEHME pazgsena 4
Nio0eE  HAMEBHEHWA BHECEHE B [3] Tonexo © U8k
BOIMOHHDCTH 8T0 NPHMEHEHNR B OTHOWE HHK METHLMHCHAX

TRt
MpousccHeIn Nogxog MpoueccHLIR Nogxon
HacTtoRWid cTaHaapT HANnpEensH  HE  APPMEHEHWES Hacmoriyud crmandapim OCHOSLIGSETICR HE

MPOUBCCHMD NOOXOO0a npe pas3paboThe, BHESPEHWM W |NDOUSCCHOM MOCXO08 K MEHEORMEHITIY KEYECmes.
YNYHIEHHK  PEAYMETETHEHOCTH CHETEMBL  MEHEOMMEHTE
HAYECTEE © BNk  NOBLIWEHAA  YOO0ENETEOREHHOCTH
nOTREbUTanal My TeM BeINQAHEHMA 1w TpaboeaHni.

Mobar deArmensHOCME,  UMEROWSR  axodel U
NOEcaPaOLLEA LY & BhIXOdE!, MOMWESM DaCCMAMDLEMLCR
KAK MOOUSCE.

Orm yonewHon  GyHELWOHWPOBEHAA  OraHNIALEHE Anr  yonedwHoss  @pRHULOHIDOSSHUA  O028HUEEULR
OOMHHE  ONPEOanATE W OOYIUBCTEARTE  MEHESHMEHT |donwHa onpecenums  MRONEGOTIED S38UMOCERISHHLIN
MHAMIYHMCIEHHEIY BEEMMOCERIZHHEE EMO0E OSATENLHOCTH. | ADOLECCOE U JTHSENET LML
JEATENEHOCTE, HEMONLIVIILLER PECYPCE W YRPABNAaMan o
yenes NpeobpaiosaHed BROO0E B BRIXOALL,  MOSET
PRCCMETPWEATECA ka3 npousco. Hacto BeiXof OgHOM
npouscca obpasyeT HENDCPEOCTESHHD EX0S CNEgYHWEarnd. MpHMMEHEHME B OpraHM3aUnd  CHETEME NPOLBCCOS
HAPAOY © ME MOSHTMOMKELMEA W BIBMMOOSACTEBREM, 8 THIHES

MpuMeHsHNE B  ORTEHMIEUMH  CHCTEMEl  Npousccos MEHEOXMEHT NPOUSCCOR, MOTYT CHWTATECH NPOLECCHBIN
HAPAOY © HE WOSHTWPHEBUWEA 1 EISHMOOSACTEREM, 8 TaHe | POSOI0N,

MEHSIMMEHT NPOUSCCOR, MOFYT CUWTETECH NPOUSCCHEIM . i
MRG0 M. Mp#umse paznadni, BONBWHHCTED nonosedwd [3]

MPEOHAZHEHEHE] ONA BENH-EHWA B TEXHWECHHR OT4eT [4] —
I_IFHHM:"LUBETHD NPOUBCcCHOM  NOOXO4a  COCTOWT B8 AOEYRIBHT, Eﬁeﬂnﬂ'ﬂlﬂﬂlﬂmﬁﬁ YNPAEENeHRa  BHEODEHWEM

HEMDEDEBHOETH YIIDEEAMSHNH, KOTOPOS OH ObacnEvYHMBaET Ha TFEEUBEHHﬁ WCO 13485-2003. 3a HH{I}D‘FJMHLIHH BEIHIYEHE

CTLIKS OTAENLHEX NPOLECEOE B PAMEAX W CHOTEMEI, 8 Tammes |2 [3], Tak kak wosas pafakUMA [4] eiue BE CYLECTRYST

MU M KDMOUHALAE 1 B2EMMOOaRCTEHM.

Yacro =150 fal] QEHOM npoyecca oBpaayar
HANOCPEACTESHHD BXO00 CNEOyYRILErD.

I'Ipn NpWMEHEHAH B CHCTEME MeHEQXMEHTA Ha4elTEa
THEDA NoOxog noOHapEuedeT BaHHOCTh.

8] MOHAMBHUA W BRNONHEHHA Tpaboaaqui;

6] HeabxogMMmOSTH PACCMOTEHNA NPOUBEooR & TOMKA
3pEHMA A00aBNEHHDA LEHHOOTH;

B) SZOCTHMEHWA PE3YNLTATOR BRINONHEHAR NPOUSCCOE W
WX pE3yNETATHEHDCTH;

Il NOCTOAHHOMD YAYHWEHWA NPOUSCCOE, DCHOBAMHOM
HA OOLEKTHEHDM MIMEDEHMN.

MpueagaHHan HE  pUCYHEE 1 MOgans  CHCTEMbI
MEHEOMMEHTA KSYECTER, OCHOBAHHAR HA NPOUBGCHOM
NOOXOaE, WNMOCTRAPYET CBRIM  MESSY  NPoUEccami,
NpEOCTaENeHHbIME B pazpenax 4—8. 3ra mopans
MOKAZLIEEET, 4T0 NOTPE0MTaNA MIPENT CYLSETESHHY . POk
noW  ONPefanaHae BXOOHLE  AaHHEX.  MoHWTODMHE
VODBRMETEOPEHHOCTH . noTpebuTanaid  tpebyer oueHkn
MHPOPMEUMN O BOCIPHATAN NOTREDUTENAMA BRINGNHEHWA
vx - TpebDosaqHwh. lNpresgaHHas HE pacysxe 1 Mogans
CXBATRIBEET BOE  OCHOBHLIE  TPpEBOBAHMA  HACTOALLEMD
CTAHOARTA, HE JETANMIMOYR WX

MpumedaHwe —HKpome TOrD, Ko BOEM NPOLUBCEEM
MOMET NpUMEHATECA uwien «Plan — Do — Check — Acte
{POCA). Uprn POICA pOsHD KEETHD CNWCETE TAK:

- nnaHypaeanve  (plan) — paspaboradme  WanW »
MPOUSCcohl. HEODRAAMMES ONA AOCTHREHWA DEIYNLTATOE B
COOTHETCTEMM C TREDOBAHWAMA NOTHADUTENEA W NONWTHRDRA
CPrAHASELMH;

- OCyWacTENSHWE (d0) — BHEOPWTE NPOLBCEE;
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MNpadameerue matmius 8.1

A0 90013000

WCO 134B5:2003

- npoBapea  (chack) — AOCTOAHHG  KOHTPONWPYWRTE M
MAMBPANTE NPOUBCCE W NpoOOyEUMEE B CRDEEHEHNM o
NOMMTHEDA, UENAMK W TREOCBAHWAMK HE NPOOyELHE. H
CcOObWANRTS O pEIYNLTATAY,

- OeRcTEME  [8cl) — NpeanpuHUMaNTe  OERcCTEMA Do
MOETOAHHOMY YNy HLLEHAKD NOKE2aTanad NpoUBcoos.

YonoeHsE obaIHIHaHHR:
— [IBATENLHOCTS, OPBEBNAKILER USHHOCTE,
— MNaTak nHopMaUm9

Pucytor 1 — Mopéne CHCTEMBI MEHEIHMEHTA
HAYBCTES, OCHOBIHHOA HA NPOUSCCHOM Nonxose

CanRae ¢ MCO 90042000

[3] ¢ [B] Bxrw pazpaborTaHs KAk COMacosaHHan nNapa
CTEHOSAPTOE HA CHMCTEMEl MEHSIHMEHTA KSHBCTEa ONA
OOMAONHEHMA QY0 OPYIE, HO WX MORHD NPMMEHATE TAKEE
HEAREWCHMME. HECKMOTPR HA TO, 4TD Y CTAHAARTOR PAINVHHLE
AONACTH NPUMAEHSHNA, OHWM MMEET SHANOTHSHYID CTRYETYDY
8 USnAX COM0AHMA YENOEMA ONA MY HCNONE30S8HWA K3K
COrMACOSAHHDNR NApL.

[3] ycravasmmeaetr TpeloBaHMA K CHCTEME MEHEON-
MEHTE KAYSCTER, HOTOPSE MOMYT WMoNONL308aTECH  ONH
BHYTREHHEID  NPMMEHEHMA  ODIEHWISEUMAEMK B LENAx
CAPTAHMEBLIAN MMH ZEKNEHEHEA KOHTPaKToa. OH HanpasnaH
HE PEAyNLTATHAHOCTE CHOTEME! MEHSOHMEHTE KE48CTBA NPH
BLINOAHEHWH TREEOBaHWA NOTRebuTanan.

[8] copspewT peROMEHOAUMW No Bonee wWMpoxomy
CHEKTRY LaNal cucTaMEl MEHSIHMEHTE HaHecTEE, Ham [3],
ACOBEHHGD N0 NOCTORHHOMY  YOYHIWEHHK QEATENEHOCTH
OpraHuzagud, 28 Takse ee aduhekTHEHOCTH M
pelyneTaTHBHOCTA. [B] pesoMeHOyETCA Eax pysoe0gcTeo
ONR  OpraHdzauguwi,  BeiCUSE PYKOSOOCTED HOTOpSE,
NESCNEnyR Uenk NOCTORMHOM YNYHILSHAR GERTENEHOCTH,
HENSET BeIATA 38 pamed Tpebfosaxwdn [3]. OpHawo oH He
NpRGHSIHEYSH QN USnad CapTrMEEUnH MNK 38K KaYSHEA

EOHTPAKTOR

22

Cerab ¢ HCO 90072000

Hacmapwiid cmaHdamm RENARamcs SamoHDMHLM, HO
OEHOELIESEMGH Ha {3

NywHeimisl W0 TOONPHEMLL  MERGm KOomopeix
AyTraHmuYEr mekcmy (3], Habpassl mORMe Wpogimos.
Ta, wimo oHy Apedcmasmens 8 HEUAMEHHOM SUds. HIWNo
NmpEFEHUE & NoWrowEHLL B.

Tewom HECMOAWEI0 CIMaH0aImE, HE SYMEeHTUYHLID
35 unu npednoxesuwe une abisy, codepwaure makod
MMEHET, HaOpaHL Kypcuaos Cyms U DUSUHE! UEMERBH0T 8
ITEKEME YREZEHE 8 MpLnoweHu B

Cenze ¢ HCOTO 14065

[4]  mpedomaansem  cobod  MeXHUNBCKUD MY,
codepMalul  DYRoe00RWLE  WREIEHUA N0 BRE0DEHURY
HECMORLWES0 crmandapma.

MNpwdHa paamnvqun ey WO0 134852003 w [8]
OTGYTCTEYET TECHAR  ceAms. WMOO 13485:2003 cesaad
rmaseHkim abpazom & [3], a Taxma c [4]
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rocT P MCO 13485—2004

WSO BO0 2000

ACD 134852003

CoBMBECTMMOCTE © APYrME CHCTEMaMH MEHBON-
MEHTA

HatToRwWMA CTAHOapT CornacoBaH G [9] gnA ymdwasdA
COBMECTMMOCTH  3THX  OByX CTEHO3PTOE B MHTapecax
CoODWSCTES NONE30BaTENaN.

HacTtoRwMA  CTaHOapT  HE  COOERMWAT  KOHEKDETHB
TPEBOBAHUA K ODYIAM CHCTEMAM MEHBIHKMEHTA, TARAM KoK
MEHEOMMEHT DEPEHLI ORYHAKIWEA CPegs, MEHSEHMEHT
MpotiECCHOHANEHOM IN000BRR W GeanndcHocTy,
BHHAHCOSLIA  MEHEIHMEHT KAWL MEHSLEMEHT  [MCKOB.
OoHaEk) OH NOJBOMNAST OpraHMzauMd  COMmAacoBaTE WM
WMHTEFPHPOBATE CROK CODCTEEHHYH) CHOTEMY MEHELRMEHTS
EAYSCTEE ©  OpYMAMH CHCTEMEMH  MEHEOMMEHTA ©
COOTRETOTEYVHOWMME Tpeboeaduamy. OpraHuIaumns  MOKET
AOANTHPOEETE  OSACTEYIOWYHY  CHOTEMY  (CHCTEME)
MEHEOHMEHTE ONH  COZOSHWA  CHCTaMEl  MEHEDHMEHTE
KAYSCTEE, COOTEETOTEYHIWER TpoaBosaHWAM HECTOALWEMS
CTAHOAPTE

CoBMaCcTHMOCTE © APYrMMA CHCTEMaMM MeHEOH-
MEHTZ

Hacmoaunal cmandapimn coxpaqaam cmpyrmypy [3] dne
paolcmes NoMEI0ESMETED MEOLILIHEELUML U208R WAL

HEcmorLel CmaHiapm #e COOBRRUM CIEeLUENbHLIX
mpebdgaHul & dopauM CUCTEMENM  ROHECREMaHTE,
HAMDUMED F HECITIHEM CLCMEMEM MEHEINMENITE OXDaHL
aEpyEroed cpedel, SEI0MACHOCITIL U ADOERECCUOHSTE-
HoEa o dpaenoXpEHENUR. 8 manss chunancoaDao
MEHPORMEHITIE.

OaHaKo HACTORIMA CTAHSADT NOZBONAST COraHWEELHE
COMMBCOSHTE MMM WHTEIDMPOBETE CBEOX  CODCTEEHHYHD
CHCTEMY MEHEQHMEHTE EAYSCTES C OPYTHMH. CHCTEMEMIA
MEHSOMMEHTE © COOTHETCTEYHIWMMM  TpabosaHHsMd.
DIpraHU3AUMA MOKET A0aNTHPOBATE ASACTEYIOW Y CHGTEMY
(CHCTEMB)  WMEHSHMEHTE [ONF  COYGAHWMA  CHCTEMbI
MEHEOMMEHTE KAHSCTEA, COOTBETCTEYIOWER TpebosaHKwAmM
HACTORLEND CTAKOAPTA.

MpsqHE PAANWHMEA; B 3TOM NyHETE NOO4HEPEHYTE CBA3L
c [3]

YNpasnaHWe DUeKomM REMASTCA KNoYeskiM TpedosaHmwam
LMA MHOFME BMO0E BESTENEHOCTH W TREBoBAHMA, CERIaHHL

C CACTEMAMA MEHEQHEMAHTZ HAYeOTEa, OnA DFIF-EIHHI!-EILII.II-'I.
MPCHIBDOALHE MEOHLHHCERE ME0anuwA

1 OGnacTe NpUMEHEHWA
1.1 OHwMe NnonosaHWA

HatTtoRiuia cTaHOgapT yoTaHapnueasTt TpaboBanmmn
CHCTEME MEHEQSMEHTA KEHBCTEA B TEX CAYHEAX KOrosS
CprAHA3ELMA:

8] HYMOHSTCR B OSMOMCTREUMRE CcAOEA cnocobHocTM

MOCTAENATE  NPOOYELHED, OTBSNE0WYD  TpefoBaHuRm
noTpabMTENEd W CODTESTCTAYHALMM  ObR3aTENbHEIM
TpEBaRaHWAM;

B) cTaEsT CEOSA UENkBH NOBLILEHWS YOosnETEopaH-
HOCTH  noTpebwranaid nocpsgcreom  adubekTHEHOM
MPWMEHEHNR CHCTEME, BEMHIHEA NPOUStER MOSTORHHOM 88
YRYHWEHHA M ODECNeYaHnE CODTEETCTEMA TpeboBaHwAM
noTpeburanaid v ofRaaTensHeIM TpefoBaHRM.

MpumeyaHwe — B HACTORWEM CTEHOADTE TEQMHH
ANPOLOYHLUMAY NPMMEHMM TONsXD K NPEGHSIHEY3EMOoR gnA
MNOTREEMTAaNA MNW 3aTEEE0EaHHON WM NPOOYELWE

1 OEnacTe NpHMBHEHHA
1.1 OSwme nonoxeHHA

Hacmorwul cmandapm anpedanrem mpebosaHur i
CUCITIEME MeHBdMMEHITE HEMOGITEE 8 Chivwady, w23
apzanudayuy  Heodxoduma npodeMOHCImoUDOEETE  CHO-
COGHOEME  MOCMagnAme weduyuHcoee uadeneR o
AEE0ICMSENHTE CERIGHHOE © HUMU OOCNYRUSIHUE, Omas-
HARMYES MpEEOSSHURM NoMpeDumans U PomaHoamaHHLImM
MpOLAgIHUAM,  ADUMEHUMBIM & STUM  MEO LU IHCHLM

URdENUAM U COMYIMCMEyYHILLIUN YOImy2am.

Ljame HacmoRweao cmandapms — codedomeus aqred-
PEHUKD 8 CUCTITEMEl MERSORMERITIE NSHOCIMEE 2a0MOHL-
AUPORAHHBIE FEMEHOSTEHALIY MeGOaTHUL ¥ MEOLULWHERLM
uzdenuAs. Hacmorwuhn cmasdapm  axnesaem & cebR
HENOMOME  CNELUTATLHSE MPed0saHuR & MEO0ULWHCRLM
URJENIUAM, 3 MEKE UCKTONESET HERDMap-e mpebdaaHun
I3, womopeie HE RENADIMCH POMAHOENEHHBIMUY, 8 CER5Y
HE OPSEHUZELILL, YU CUSMEMBT MEHEDRMEHTIE KaYecmes
OmEsyanT mpeloeaHUAM HEOMoRW a0 cmandapma, He
MOSWT FEAENRM: O COMNMBSMOMEny (3], NoRE uX CUGTambl
MEHEONMEHITIS Ka4ecmas He Sydym pooansmanpams ecam
A5 uooveHta mpedoeanur 3], (oM. apunosarus 8)

Mpoynae paameawi; B onysete 1.1 npeMeHRTcRE |

PEHIBACHADTCH TEPMKEHE, MBI e CTHAOWSHME K
MEOALAHTEHM M H2OeraAEM. HFIDME T, MCENEDHEHB] TERDMHAHBI
AYOOBNETEOPEHHOCTE I'IDT[.HE‘H'I’ETIHB- H EN0CTORAHHDES

YIYHILEHEE S, MOCKOMERY OHA HE CODTEETCTRYMT CTAHOERTY,
UeNk HOTOPOMD 38KNK4EeTCH B oOnerdeqHdn BCEMUpHOR
FApMOHMZELEA TPEGOBAHMA, YOTAHOENEHHLN K CUCTEMAM
MEHEOMMEHTE KEHECTEE MEJHLUWHCHAX HADAnHA.
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rMocT P UCO 13485—2004

MNpadameerue matmius B 1

WO 90012000

WCO 134B85:2003

Bo sropom abiaus cofaprnTes paIsscHEHWE Tom, 410
uene: MCO 13485: 2003 manAeTcA obnerdeHws BoaMupHOA
TAPMOHMABUMH TPedoBaHWA, YETBHOENSHHLIX & CHMCTamam
MEHEHMEHTE KaHBecTER. YadaHo, 4t ans atoro rpedyercn
HAMWHME  HEXOTODEY  SOMONHATENEHBY  TRaBoBaqni,
OTCYTCTEYIOWME B [3]. 1 woknoHeHne gpyrmx Tpabosanni,
vMmEoWmEsE 8 [3], HEpomd  TOro, PAILACHRETER, 470
cobniopgane TpeboeaHnd OO 134852003 He oadaqasT
HENpeMeHsn cofmonesds TpedoeasnE [3].

TepMuH  «comyToTEyOWEs  obtnysMaasres  qeamakbl
O0DEBNRETEA K TEPMWAHY  SMEOWUMHCEAS  W3OEMWAD,
NOCKOMEKY  ONPE0SneHne  aMESHUUHCHAE  WINenuAn  He
BEMOHAET NOHATHE aocnysqEadne:. 310 NROTHSOREYWT
[3], roe nodATHE  aobDonyHWERHWER RABNAETCH  HACTLH
ONPEO0ENEHMA TEDMHAHE 8NPRO0YRUWAD

12 MpumexeHne

TpabosaHHA HECTORAWEN CTAHAAPTE NPE0HEIHTHEHLI
ANF BOSK GPraHW3ALMA, HEZESMCHUMO OT BUOA, DAIMEDA W
NOCTAENAEMON NPOLYKLHMA.

Ecnuw  Eaxoa-nubo tpebosadnelR]  HacTaRwwers
CTEHOAPTE  HEnL3R  NEMMEeHUTE  BEWOY  cheuwdugn
OpraHM3anKd WNW  Be  NpogyKUMH, SONYCHAETCA  Bro
MCHMTHIHEHIE.

Mpu CoanaHHBIx WCKNODYSHWMAY 32RBMNEHWA O COOTBET-
CTEMWM HACTOALLEMY CTAHOAPTY NEWEMNEMEL,  8Cnd  3TH
FMCEMKTHEHMA MOONSGaT nog TRpatoBaHHA, NpHESNEaHHEIE B
pazgens 7. M HE BNMREHT HE CNOCOBHOCTE WMNW OTBEST-
CTEEHHOCTL  OPradwzaguy  ofecnesvBEaTs  NpOgyELMa,
aTHEHAKIWER  TpeboBaHMAM  noTpabuTensan W coor-
BETCTBYHMUMM O0RAZATEMNLHEM TREDOBAHNAM
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1.2 Npuuexesne

TpehoeasuA HECMORLLEaD Cmandapmsa pacnpocmpg-
HAMNTICR  HE OpSAHUZAYLL, NpadnEsamiyie HE  eHoK
MEedUyuHCKDE  U3denur, HeJIBUCLMD  am guda . i
HLGAEHROETIL SN ORSEHUIALUE.

Ecny  yomanodnetise mpedoganus  NO3SormRRTm
LICK R LTTH YRpAanaHUE FpOEKTUPOBARLIEN 7]
pazpabamyod vadanul (7.3), mo M0 MORBT  CITYRLImS
OoHOSAHUEM  ONF GOMTHOSSHUR  COOMEEmICITIE LY
mpefoearul Ul HOHEDEMHOD CUGSTEMBI  MEHEdMMaHME
wavecres. B smow cayvas  dnr damHod  coomenesd
MehedsMERTE  Kavecmes  domeHel Beme coensHe
ANMEpHAMUEHLIE  ronpgary.  OmeamomesHHICmEe 38
OOSCHEaHUE CONTREIMGTIEUNR UONMOYNERUE  PNpSansHus
MPOEKMUPoEanU e U paipabomeol uadenud mpebosanusau
HECMORLE20 CMEHO0I0ME NEMUT HE CaMol op2aHuaguuy
[4.2.2, nepeyucnesuwe af u 7.3)

Ecnu  kakpe-nuto  mpeboganus (mpebodanus]
pazdena 7 HEcmoswssn cmandapms HemsIR MOUMEHLIME
edudy CBUYLIERRLE AOHEDEMHGS0 {HOHKDETIMBL)

MedUyUHCRO20 LICaNUS [UaJEAUIE), HE KOMmOopoe [Komopkie)
DACTPOCIMPEHASIMEAR CUCMEME MEHEOMMEHME KaHenmas,
Mo ODFEHUIANIY HE CTadyem  SKNROMAMLE  MEK0s
mpaboesHie  (mpebodaHud] & CEWD  CUGTISMY  WEHE-
duMEHTE kavecmaa (4. 2.2, nepevncnedus a).

OhifieamomesHHOCTE 28 MOUMESHEHUE H MadULILHTHOM)
UA0ETI  (LRdenuRM] NDOUSCC0E,  CODIMBEMGTEY LY
MpaGoesHUAM HECITDRWESD CMaRdamd, HD KOmopeis He
OCPWECMENARNTICA QPSSRU2EAUUSEH, HECEM KOHKDEMmHaA
OP2aHUFALUH, [ 3mMo cnediem ywimbigams § CUcmends
MEHEONMEHME  HEHOCmEa  amol  op2amuzacudy (47,
NEEEYUCTERUES ).

B Hacmopwes  omaNdiapme HeCKonbeG  paz
BCMPEYSHNTICA NONAMUA  $8CH0  COOMEamomeapams o
wxpada coomeemomeyams. Ecny mpefoeanus codepeum
odHD w3 MTUXY MOHARMUD, MmO DHO CHLmEsmoH
A COCIEEMCITISP KLY, Mk OpEaHUFENLR HE
npedocmagnm O PMEHITILP OSAHHDE ObGEHOSaHUE
HELOOMESMGCITEUA HACMOALLEM) cmandapmy. TpaGoaarieg
CHUIMBEMCR f GO T T LT S ROLLIL M, SR az0
ERNORHEHUE Feolroduma dnm mozd, srobse

al widenus FOOETEMEnIHAT VOB HOENESHHEM
mpeioeaHUAM WL

) op2aHUIsLIUIR MOANE ShIMUTHATTL AODDSKMUDOLLUE
dadcmeus.
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Mpodonxesuwe madnuyer B.7

rMocT P MCO 13485—2004

WMCO shoy:2000

WCD 13485:2003

MpiyHE pAzNEHWA: NYHET 1.2 ConepsnT PaIbRACHEHHE
Torfa, 4o TpebosaduA MCO 134E85:2003 oTHOCHTGR MMBEHHD
B MEOALMHCEAM  MIOBnaAM.  Kpoma 7o, youneHa
EIAMMOCERIE MEXAY HOKNHHEHWAMK, OTHOCAWMMKGCA
MPOBETHPOBEHD W pEIpa0oTe, YTO MOMET WMETE ooobos
FHEHEHHE ANR TpeDoSaHHR, COMBPMAELLMACH B HEROTODRN
HAUMOHENBHEIY  HOPMESTHEHEX  OokyMedTax.  Hakowey,
OELRCHAKITCA PaanNU4MA Mexay TpabosadvamK pazgeana 7.
HOTORLIE ORFEHUIALNA NPA HANWEAR 38K0HHBIE SCHOBEHHA
MOMET  WCHNHOYMTE M3 CEORR  CHCTEMBL  MEHEQMMBHTS
HEYECTEE (OM. OfpaHn4aHdn K 7.3), game ecne  oHa
OOYLWECTENAST BUOR OEBATAMHOOTA, K BOTORLIM OTHOCATCA
3TH Tpeboeanua, W TpeloBaHUAMK, KOTOPRE ODrEHWEALHA
MOMET NP HAanWwsHE 00OCHOBAHMA HE BRNEMETE B CBOH
CHCTEMY MEHEHMEHTE KEYECTEA, TEK KK OHW OTHOCATCA o
BMOEM OEATENLEHOCTH, EOTOPLIE 373  ODMEHA3EUMA HE
OCYLECTENAST

2 HopMaTWBHBIE CChINKM

VHAZHHHLIA HMME HOPMATHBHLEIA OOKYMEHT  CORSEMT
MONDHEHWA, KOTOPEIE NOCHSNCTEOM COLINOE B 3TOM TEKCTE
COCTABNRIOT NOMOMEHWA HACTORWAEn ctadgapra. Ans
OETUROBEHHEI CEENOK HE NPUEMEHRITER NOCMNSOYHWLME
MAMEHEHHE WM NEPEcMOTREl  A0aHHLN 0K MEHTOR.
OoHEKe WHASTHMEAM  COMMAWEHME, OCHOBHHHEIE  HAa
HACTORWEM CTEHAAPTS, PEHOMEHOYETOH  MCCnesosats
BOIMOMHOCTH NpEAMEHEHHA mOCHEOHEl  PEOSKLHE
YHAIBHHOMD  HMME  HODMATHEHOMG  Ookysmedta.  [AnA
HENATHPOBEHHEIEX — CORNOK  NPMMEHRETCA  AOCheOHes
WIOQEHHE HODMATHEHOM gJokymedta. Yneds MCO u MK
nongqepsueanT B paboden  cocToRHWY  OUUREmEHEIE
CIMCHW JERCTEYHILIMY MEROYHADOOHEL CTAHRApTOR.

HCD SO00:-2000 Cucmeass MEHEIMMERTE KEYECITIEs.
DoHOEHEIS NONOKEHUA [ CHoES59

2 HopMaTWBHbIE CChINKW

B HacmoRWeM crmandamneg UenonbIneans) Coeinky Ha
chedyrouyind crmaddapm:

MO0 SODI—2000 Cucransl MenadmuMeaHme auecm-
ga. OcHoeHLE MOAOKEHUE o chogdaps (150 BO00-2000
Qualily management  systems — Fundamentals  and
vacaboulary)

Mpumesardna—Tp NONL30EIHAKM  HACTOALLMM
CTAHBADTOM  usnecoobpaiHo npoEEpHTE  SBRCTEME
COBUNOHHER CTEHQAPTOR (M Enaccudwraropos) HE Tappu-
TOPWH TOCYJAPCTES N0 COOTEETCTEVHILLEMY - YEAZETEN
CTHHOAPTOE (M KNEcCWPUKETOROE], COCTRENEHHDMY No
COCTORHMKY Ha 1 RHEBApA  TEKYWED  fmga, | no
COOTRETCTEYHMEMM MHE P ELMOHH LI YHAIETENAM,
CNyONMEOESHHEIM B TEKywam rogy. Ecnd  cobnodHelR
OOEYMEHT  3AMEHEH  [HIMBHEH), TO NEH  NONEI0BEHHA
HACTOALLMM  CTAHOAPTOM  CHEOyST  DYHOBOACTEOBSTECA
FEMEHEHHEIM [MIMEHEHHEM ) CTEHOSPTOM. BN CoelnoHHEIR
OOsYMEHT OTMEHEH DEE 2aMEHLI, TO NOMGHBHWE, B KOTOROM

OAHE  CChIMKA HE . HEM, NPWMMEHAETCA B MAECTH, He
SATPAMABAHILLER 3TY CORIMKY.

3 TepMHHBbl W ONpeOEREHAA 3 TepMHHbl W oNpegensEHAA

B HacToswes CTaHOEpTE NPMMEHRIOT TEPMUHEL W B HacToswes CTaHOAEpTE NDWMEHAKDT TEDMWHLL KB

anpeganasus, nadyses e o0 90002000,

MpHBESOSHHEIE HUEE TERMHHLL MCAONs3yeMeE 8 [3] ana
CNWCAHAA LSENA NOCTAEKN, BhiNK WEMEHEHE ANA OTPEMEHHA
MPMMEHABMOM B HECTOALLES BREMA CNOBAPA TEPMHHOE.

NOCTABLME — OpraHW3aunAa — noTpebuTent

TapumH WOPTAHMISEUNR JAMEHRET TEOMHH
AMNDCTABLLMEDY, MCMONEIYEMER B napetd pagasuue [3] »
OTHOCHTCR K 00LEXTY, B OTHOWEHWAM KATOROMR NPHMEHRSTEA
HACTORWMA CTaHaapT. Kpome ToR, TADMHH SMNoCTEBWNES
SAMEHAET TERMAH ToyBnoopaaHMKse.

B TercTe HECTORLLEM CTAHOARTA TEPMUH aNDOOyKLMAS
MOMET DAHSYETE TAKKE GyCIyny s

ONpagansaHe, agaddee B WCO 9000:2000, a raoks
CIIEOYHILLAE TEEMHHE o COOTEETCTEYHMLWMA
CINPEGENEHME MK,

MpHESZEHHEE  HAEE  TEPMMHE, HONONBIYEMES 8
HACTORILEM CTEHSADTE ANA OMACAHWA LEMW NoCTEEKM, Geinm
WaMEHaHE QNA OTPAMEHUA NPAMEHABMOMN B HACTORWES
BPEMA CNOBARR TEDMHHDE.

MNOCTABLWWE — DPraHWIauma — noTpebuTens

TapsuH COPTEHUIEUNRY FAMEHRET TEPMHH
AMNOCTABLUMED, MIMONEIYEMER B Nepeod pagasuna [3). »
OTHOCHTER K ODLERTY, B OTHOWEHKH HOTOROM NRHMEHRETCA
HACTORIWWA CTaHOapT. Kpome Tor, TEOMHH sNOCTEELLHE:
FAMEHRET TaphmH scyBnopgpRo-mis.
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rocT P UCO 13485—2004

MNpadameerue matmius B 1

MCO 9001:2000

WMCO 134 65:2003

E TERCTS HACTORWEND CTAHOAPTE TERMWH «NPO0YHRLEHAR
MOMET DIHEHATE TS {YCnyTyD.

Tam, rza TpebopaqHvA oNpapenatss K8 NPUMEHWMEE K
OMEJMUMHCKAM  WIgenuAMD, 3TW we  Tpebosadds
PEBHOZHEHHD NEAMEHUME! 1 K CBAZAHHEIM © HHMA YCTYEM,
NpES0CTAENREMEIM TOR HE OpEHUISUHEN.

Tapuubs! U ONpe0ansHLe,  MOMBLWWEBHHEE  HUNE,
credyaim  paccMEmpuEame Kax  Haubores odwue,
NOCKAMEKY MERMUHS U OMPedenanun, CYLLEcmayolie &
HAUUAHEMLHEY  HODMESMUSHSS  JOXPMSHTaK,  MOaym
OITTUMENTILCA O HUX U Gbiis D edmosmL sibHE ML,

MpwidHel paaneLun: paagan 3 OTHOCDWTCA K Megw-
UMHEKHM WAOSMAAM, OH TEHHE BEMHOHSET NPEynpesgEHie o
TOM, HTO HBUMOHEMLHEE |DEMMOHENEHEIE)] HOPMETHBHLE
OOEYMEHTEl MOMYT COOSPHETE CNPEOENaHMR, 3AMEHRLLILE
ONpE0ENEHUA B cooTeETeTeMn € 3.1—3.8 nnv Ha poTopws
npyeogMTCA cornxa 8 WCO 134852003, Cnpeganasis 8
cooTeeTCTEMM © 3.1—38 NpegHaIHaq“EHe anA
MESHLEHOHAX WATENWA

4 ChcTEMa MEHEIEMEHTE KaYecTaa

4.1 OGwwe TpedosaHUA

COpraHHIauMA DOMEHE PaapaboTaTs, AOKYMEHTHROEETE,
EHEODWTE M NOAGEEHNEATE B pAboHEaM COCTORHMM CHETaMY
MEHEBHMEHTE  HAYHSCTSE, MOCTORHHO  YIYHWAETE 8
DENETATHEHOCTE B COOTEETCTEMM o TpeSoBaHuAMK
HECTOALLSM CTRHOS0TE.

D praqHuIaumA QonHHa:

al onpefenATE NPOUEccsl, HEoDROnMMER A CHETEME
MEHELEMEHTS KA4ECTES, W WYX NPUMEHEHWE BD  BCBR
apraHanae {1.2);

E:l OnpEfensTe NoCREg0EaTANbHICTR L
OEWETEME 3THX npoUuecocos,

BEE MO~

B} ONPENENSTE KOWTERWH M METOgL], HEoBRogMMEE anq
OBBCNEYEHWA PEIYNETATHEHOCTH KSK M OCYLLSCTEMEHMM,
TEK M MPH YNPEENEHAA 3TAMH NDOUBCE ML,

r} ODECNEYMBATE HAMMHWE PECYROOE W MHBOpMELMK,
HEOOKOOMMEX ONA NOASSPHEY ST NPOYEccoR WMo X
MOHHTORHHIE;

O} OCYWSCTENATE MOHATORHHL HAIMEDBEHIE W AHANNA
STWX NPOLEcEos;

E]‘ NPAHKMETE MEDBI, HaohEoOMMEE ANA OOCTHHEHAR
AANNBHUPOSaHHEX DEIYNETATIE M NOCTOAHHOM YNYySLLEHAA
TR NMPOUBeccos.

OIpraHUIaUMA JOIMHHE DCYLECTEMATE MEHETHMEHT 3THX
NpoUsccos B COOTRETCTEMM C TpeBoBaHMAMKY HaCTORWEND
CTEHOSPTA.

Ecnu  OpraHA3auMe  PEWAST NEPeNaTh  CTOROHHHM
ORFEHMZALUMAM  SRNOMHEHWE  KEROMC-AWbo  npouscca,
EMFMARILLE T HAS COOTEETCTEME NPOIYEL M TRe00BaHMAM, OHE
noimHE 0BECNEHMBETE GO CEOSA CTOPOHEl ROHTRONE TAXOMD
npouscca. YnpagneHwe MM aomsse ObiTe ONPEDENSHD B
CHETEME MEHEIMMEHTE KIHECTEA.

Mpwuwmedyadnre—B npoyscow, Heobxooumee nng
CHMOTEMEl MOHEHMEHTE KSHBCTEA, CNedyet BEmOYaTe
NPEPOUBCCEl YNPABNSHYECHOE ASATANEHODTA DYKDBELACTEE,
OfECnESEHMA PECYDCEMH, NPOUSCoE HHZHEHHOM LWWMsna

NPOOYELMA W KIMEDEHUA
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4 CucTeMma MEHEEMEHTE KA4ecTEa

4.1 Obwwe TpeioEaHnA

OpsanU2gunr OmEHE padpata msMams, DoKX pyMeHmL-
pDogams, eHedoams U noddepwugame a8 padoueu
COCMORAHLIY CUCMEMY MEHSORMERMES KIHECTIEa, & MEswE
MofdepRLEETE 86 PEIFILMAMUSHOGOTL 8 COOMEsmEmaun
£ MpetossHUEML HECMORLES0 CMaH0apmE.

OpraHEagauMA QOmsHE:

a) onpenenATe NPOLAccH, Heobxogumss qnA CHCTEME
MEHEIHEMEHTA KEM4BCTEE, W WX NDUMEHEHWE BD BCEA
apraHuaaume {1.2);

O) onpeAEnATE  NOCNESOBATEALHOCTE W
OABCTEVE 3THE NPOUSCCOa;

BEAKMO-

8] ONPENENSTE KOWTEOWA W METOgL!, HeoBxogumMee QN
OBECMHEHEHUA PEIYNETATHEHOCTH KSK NpW OCYLUSCTENEHWH,
TAK W NP YNPAENEHAA 3THMM NDOYBCCEMM,

r}) OOBCNEYHMBETE HAMMHWME PEcCYpo0BR M MHOPOpMELMK,
HEODHoOMMEX ONA NOOAEDMEY ST NPOUBCCOE W Mx
MOHHTORHHIE,

J:I:l OCYLUECTENATE MOHATORAHL, H3AMEDBHKWE H dH3NNA3
STHX NPOLBCCOR,

8 HLTOTHETE Je0smELUs, HEOOX LR fns
DOCMUKEHUA  J@MTAHUDOESaHHLY  PB3yMemamos o
MOCOSOMAHLR DEAYTSNSMUSHOGMIL STIUY MOOUeccod.

'DFHEEHI:EEILI,HH AOIMEHE CCYWACTEMATE MEHETHMBHT 3THX
NpOUscooR B COOTEETCTEWNA © TFIE&EEHHHMH HACTORWAaN
CTaHdapTa.

Ecnu  OpraHMIauMe  pEWABT NEpEOaTh CTOpOHHMM
OPrEHNZEUMAM  BRINOMHEHWS  KEKOro-nubo  npouscea,
BMEROLWET HE COOTBATCTEME NPOSYELMWA TPeDoBaHWAM, OHd
OorcHHa 0BeEcheYMEETE CO CBOSA CTOPOHL EOMTRONE TAKOND
npouesccE. YNpaenaHwe dm aomsHo STk onpegensHo 8
CHETEME MEHEOMMEHTS kaqecTea (B.5.1).

Mpumesadne — B npousccs, Haobxogumee AN\
CHETEME MEHBLHMEHMTE KSHBCTEA, CNenysT BEMmOHETh
NpOUScchl YNPERNSHYECKDR OBATENEHOCTA PYKOBOOCTEE,
ODBCNBSEHHA PACYDCAMY, NEOUSCoE HWSHEHHOM LMsna
TIPOOY UMK W HIMEDEHMA.
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MpuupHa paaneqeR: nyskr 4.1 orpasaet tpeboBaHWA
OBACTEYKILMY B MHDE  HODMAETHEHLN OOKYMEHTOR W
oENaMiaeT BCEMADHYID FApMOHNUIALMIG HOBEX TpeboBaaHwA,
YETAHOEMEHHEDR K MESULUNHCKRM WageneaM. TpabosaHWA
OEACTEYVHILLMY HODMETHEHLX OOKYMEHTOE HENDEENSHE HAE
MOMMEHEHWE  PEIYNETETHBHOR  CHETEME  MEHEHMBHTS
HEYSCTES ANA ODEMEYSHAA NpoMzenncTea bezanacHan »
FihdsaaTar Y HELMOHWDY EALE A MOy LMK

4.2 TpeboBanKA K QOKYyMEHTILHM
4.2 DBwmMe NonoMeHHA

ﬂMMEH'IHLIHFl CHCTEME! MEHBOEMBEHTE HadelTEa
A0rEHd BENEDYaTh.

8) OOEYMEHTAMEHO  oOpMNeHHEE  JBRENEHWE O
MONWTHES |1 UanAx B 0OnacT LavyecTea;

B) pyroBOOCTED NO Ka4EcTEy;

B) QO¥YMEHTHPOBEHHLE NPoUsaypsl. Tpabyamee
HACTORLWAM CTAHOSPTOM,

r) OoRyMeHTsl, HeobXogumble  OpraHvzEgud gone

obecnaqernA S EKTHBHOM NNEHWPOBEHWA, OCYLWEetTE-
TIEHWA NPOUBSEOE W YNPEBNEHHRE HMK,

0] danwcd, Tpebyeume HACTORWMM CTaHgapTom (4.2.4).

MpumeHaHuA

1 Tam, rEe B HISCTORWEM CTAHOAPTE BOTREYAETCR
TERMWH & S0KYMEHTUPOBEHHER NPOUEOYDas, ST0 O3HSHAET,
HTO NPoUSnypa paapaboTaqa, foayMaHTansHo cdhopunaqa.
BHENPEHE 1 NOAOEDHHEIETER B pabOHEmM COCTORHMH.

2 CTengHe HORYMEHTUPOBAHHOCTH
MEHEOHMEHTA HAYECTED  OOHOR  ORraHW3aUMd
OTAWHETEEA OT SPYT0R B 3SBWCAMDCTI OT:

CACTEMBI
MO ET

) pHIMERE OpPraHM3aywH 1 BMOE JSATENEHOCTH,
B) CRosHHOCTH B B3aMMOOEACTEMR NPOLSCooE;
B) HOMNETEHLMA NEpeOHand.

3 DowymaHTauny MomeT Bbite 8 meobol fopMe @ Ha
niphoM HOCHTERS

4.2 TpeboBaHWR K QOKYyMEHTALNK
4.21 ObwMe nonoxeHnA

OORyMEHTAUMA  CHCTEME  MEHEOMMEHTE  HIHECTEA
FOITAHS BEMEHETR

A) OokymeHTansHo  OofopMnaqHHsE  38ABNEHWE O
MOAWTHKE ¥ UEMAs 8 00nacT rauscTes;

B) pyroBOOQCTEO NO KEHECTEY,

B) SOKYMEHTWOOBEHHEN  NPOUSOYDHI, Tpabyameie
HACTORLIMM CTAHOSPTOM;

Ml OOEyMEHTE, Haobiogumels  Oprasdzagsw  anA

abacnevEHHA ShaKTREROND NNEHWPOBAHKA, OCYLWECTE-
TEBHUA NPOUBCEOR 1 yNPEENEHAR MKMW,

) aanucn, Tpefyensie HECTOALLKMM CTaHgapTom (4.2.4).

&) doyaue DORYMEHTIL, PREIRHHLE 8 HIULOHANBHLIX
LMY DE2UOHAMEHE RODMEMUEHEE CORPMEHTIEY.

Taa 208 @ HECMORLLEM GCMaHOSDME PNE3IgH0, Yo
mpefoaghue, npoysdypa, KaraR-nubo JeRmameHocmE Wil
CRBYUAMLHOE MEDONDUAMUE JonwHs eims o 00xyMerHmL-
poggrkly, MOOpaTFMessamcA, WMo wX MaKee  cnedyam
SLMUTHAMS U Roddemeneams 8 DatoysM COCImoRHLL.

LR kawdozt mung L rmodefiu MeduyuHorRoE0 U20anus
apdaHuIEaULs donsHa coadams o noddeprusams @ pado-
YEM COCMOoRHLL ghadn, codepwatiud wiy udesrmagboygn-
ool JokpMeHTE, anpedensolis cmeglnbUkEuyng Ha
NpOdpsLLAD U MpeSOEaHUR ¥ CLUCIMEME MERE0NMENTE KEBCT-
ga (4.2.3). Imy JopMesms JoreHs MEKRE ONpeO0en s
AOAHSD NDOYSEE UE2OMOSEmanHuE U, sciu  HeoGxoduneg,
MOHMAKE U OOETYMUBEHLR ME0ULURCHO20 30 eBTLIR.

MpuMmed4a HHA

1 CrensHb QOKYMEHTHPOBEHHOCTH CHCTEME! MEHEIH-
MEHTA HEYECTES DOHON DPIEHMZELHN MOMET OTMHHETECHE 0T
OpYToA B 38BMCHMOCTA OT:

3) pE3MERA OPFaHHIELMN W BHOE OSATENBHOCTH,

B) crACHHOCTI WM BIAMMOOERCTENH NOOUSCE0E;

B) HOMMNSTEHLHK NEPCOHANS.

2 JowysmarTauma MmoskeT Deite 8 moboild diopme W Ha
ndom HoCHTana.

MpyyrHe paanesui: nognyssr 4. 2.1 MO0 13485:2003
EXMBOHEET TPabORaHWA, COOBPHAWWMECH B COOTBETCTBYH-
wam  nognyHETe  [3]. QonondHedHss - TRE00EIHHEMMW.
YETAHOENSHHLIMK K OKYMEHTALHM, 8 TS CRELHansHEMKA
TpabosaHnaMK & Dadany,  CogapHaeMy KDHEPETHRIS
OOEYMEHTE ONA HARIS0MD  THNEMOOEMA  MEMLWHCHOM
wanennA.  Kpowe toro, nognyext 421 conepsuT
TpEhOBAHMA K SQOEYMEHTEUMK ONR  pEINWMHEE  BHOOE
OEATEMEHOCTH W CNEUWMANEHEIE NONOMEHNA, 3T0T NOOMYHET
CTRAMBET NONOHEEHNE DERCTEVIOWKY B MUDE HOPRMETVBHLN
HOKYMEHTOE H OBNEMS8T BOEMUPHYHI T8 DMOHH IS HOER
TpeboBEHMA, YOTAHOBNEHHER K MEGHUMHCHAK HWITZEn1nmM
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422 PynmoBOOCTEO NO KAYECTEY

CpraquIaUumA GonsEHa paapaboTare W NoQOEQEHBATE B

pabodan COCTORHMM  DYROBOOCTEOS N0 HaYSCTEY,
Lete a5 a b TITET=H
a) 0bNaACTE  NPAMEHEHMA CHCTEME  MEHEIHMEHTE

KF4ECTED, BarBOYEA nOgpabHocT v obocHoBaHwe MODLIX
MoEnETHeEHWA [1.2),

O} goRyMEHTHPOEEHHLE NPOUSOYDL, DEIDE00TAHHLE
N7 CHETEMEl MEHEZHMEHTE KAHSCTES, MW CCRNEH HE HIW,

B] OMHCEHNE  B38MMOOEACTEMA npoUueccos CHCTEME
MaHa0¥MaHTd Ea4elTEd

4.2.2 PyHoBOOCTHEO NO KE4BCTEY

DpranwaaumA gonsHa paapaboTtans v NoOgeHHEaTs B
|pabosanm COCTORHMM  DYROBOOCTED N0 HE4SCTEY,
CONBHALLEE.

a) obnacmb NPUMBHEHUR CUSTISMEN  MEREdRWESHMES

HEYELMES, exiyan nodpobrocimy U odocHoEaHus modsix
LICATHIMEHLT Wiy HenpumeHeHuR [1.2);

0) ADKYMEHTHPOBAHHLE NPOUSOYPE, PEIpADDTAHHLE
[ONA CHETEMBb MEHBIHMEHTA KSHSCTEA, WIW CCBINEM HA HWX;

B] ONMCEHWE BIAWMMOOSACTAMA NPOUSCCOE CHOTEME
MEHEIHMEHTE EEHSCTES.
Pyroeodomen N0 REwEcmEey  JOWRHD  OMDeO0simams

CIppRmyny  JOKYMEHMOS, UCNONbIYeMEE 8  CUCTIEME
MEHECRMEHITIE REYaCTias

4.2.3 ¥YnpaEneHws SoEyMEHTALMEH

DokymeHTaMy  CHCTEML  MEHEOEMEHTA  Ka4acTsa
HEOOXOOMMO  YNEEENRT:. JAMHCH — CNEUHanNsHLIA  BRO
OOEYMESHTOR, M MMM HBAO  YOP&EENAT:s  COMAcHD

TREDDBAHHAM, NPUEENEHHEM B 4.2.4.

OnA onpepanaHis HeobxO0MEX CPEOcTE YNDASNEHMA
OOM#EHE Baaime padpaboTaHa OOEYMEHTHPOBIHHER
npoyeaypd,. NpeycMaTpHBRINWAER:

a) NpoBEpRY OOHYMSHTOB HE S0EHSaTHOCTE A0 MX
BRINYCHE;

0} BHANKI M AETYANKIAUWK, RO MEP S HEoDXO QMMOCTA, W
NEpEyYTESPENEHHE OOKYMEHTOER;

g obscnedeHua HIEHTARWESLMI MIMEHEHWA W CTATYCE
NEpacKMoTpa JoKYMEHTOB;

r} oDScEHEHWE HANWHKA COOTEETOTEYVIOWMY BEPCHR
OOKYMEHTOR B MECTEN M NEHMEHEHWA;

a) oDecneqeHMe COXPEHEHWMA OOKYMEHTOE YETHMMH M
NErED MOgaHTHG LI e ML M,

&) ohscnedeHs HOEHTHEMEAL A OUKYMEHTOR
EHALUHSM NPOMCROMOEHAR N YNPEENEHWE WX DACCLINRDN,

) NPEOOTEPSLEHHE HENDESHAMEDEHHDN HCNoNkIo-
|EaHHUA  YCOTHPEBLIMY JOKYMEHTOE W NOHMEHEHKE
COOTEETCTRYHILUEE  MOSHTWEHEALNAKN TAENX OO0EYyMEHTOR,
OCTABNBHHL ON8 KakuX-mbo uenaa

4.2.3 ¥Ynpasneuwe OOEyMEHTALMER

OokyMmEHTaEMA  CACTEMEl  MEHEOMMEHTA  KB4SCTEa
HeODXoOMME  YHREBNAT:.  JANMCH — CNSLHANBHLIA - BKO
OOEYMEHTOE, W WMW H3AO  YNpEENATS  COTNACHO

TpahoBaHWAM, NPUERZEHHEM B 4.2 4.

OnA ocnpagensHMR HEOBXOOMMEX CPEOCTE YNDESNEHKA
ponwHa  Bwte  padpafoTaHa  QoRYMEHTHPOBEHHEA
NpOYEqypa, NpS0yCMATPHEAHIWER:

a4 npoespRy U pmespwieHie GORyMERTDS
BOENEATMHOCTIE OO0 WX SLITYCKE;

Ha

O} BHANKA W BETYANWISUMK, B0 MEDE HEODROOMMOCTIA, M
NEPEYTEEPREHME QUKYMEHTOR,

2] abacneqEHE MABHTAWESLMY HAMEHEHWA ¥ CTATYCE
NEPECMOTPE O0KYMEHTOR;

r}) OOSCASYEHWE HANWHMA CODTEETCTEYHOLWME BEQCHA
OOKYMEHTOE B MECTRX WX NRMMEHEHWR;

o) ofecnesanne COMPAHEHWA OOKYMEHTOR HETHAMH M
Narkn NOaHTREHLDYE MW,

&} ohecna4eHwa MOEHTHEMEALIEN OOKYMEHTOR
SHELWHSM NPOMCHOOEHNR W YNPEENEHWE WX PECCEINRON;

%) NPESOTEPRLEHWE  HENPEIHAMEDEHHOID  HCNONEIG0-
BEHMA  YCUTAPESWMY  OOKYMEHTOE W NPHMEHEHWE
COOTEETCTEYHLWENR HASHTWDGHESUMK TaEMX  OOKYMEHTDE,
OCTABNEHHLIX ON8 EEKMX-rbo uened.

Opzanusayur  domwnsg  obecnewusames anamuz o
ymagpwdeHee UaMeHeRUd 8 JosyMermarx nuto  Goim-
HOGTHBIM  TUaM,  masindaawinm  fepeoHasans Helb
DORYMEHT, OG0 doy2uM CHEULEMEHO HAIHEYBHHL Darmw-
HOCITIHEI MU0,  SaEigin JOCmyTT K COOmSEmem-
EyHHUEH UCxodRnd UHIDOPMALULY, HE OOHOSAHUL KOmopod
NOUHUMESEITICR DELLESHLE.

Opzanuzayur donwya anpedanmam nepuwad gpamadl, g
MEXEHUE KIMopoao credyem XpaHume HE MeHes odHob
KOMUL POmEPEELUILTY PeaynuppoLuy fakpmarmod. Ha smam
neputd donswes Gbirme GOSCHSSH JOCMEN K DO MEHTTIAM,
£ COOMESMGMEny © HOmOmsmL e fuiuHecHos wademis
Blno UEAMOAMEHD U UCMEMSHD, 8 MeysHng, no kpadyand
M, ook cmpwbel UzdenuR.  orpedensHHO20
Op2EHUISYLEEH, HO HE MEHEE CDOKZ  XpaHedun mobod
umoaoeod anucy (4.2.4) unu CORMAcHD YOImaHDENEHHEM
mpaGoEaHURM
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4.2.4 YnpaBnevwe JandcAMM

ZANACH A0MTEHE BECTHCE M NOQOBPMHEATECA B paboqanm
COCTORKMK ONS NPEgoCcTasnadds CBMOaTensCcTe CoDTeat-
CTEMA TPEOOBIHWAM W pPeayNeTaTHEHOCTA iy HELMOHWDO-
BAHHA CHUCTEMBl MEHEOEMEHTA ka-ecTBa. DHA  O0rmeHbI
OCTABSTECA  HETEMMEK, NErkD  WOaHTRHUNMPYSMEIMA 1
BOCCTAHAENMBABMEMK. Hano pazpabotate SOKyMEHTH-
poOBaHHYHD  NpoUeoypy OnNs  OnpagengHeR | cpaacts
VIpEENaHUs, TPabyameix Npd voaHTAdUKaLMK, XPaHeHNM,
3AWATE. BOCCTAHOBNEHWH, ONPESENEHWA COOKDE XPaHEHNA
M MILATHA Janicai

4.2.4 ¥YnpagneHwe 3andcAmMM

JANKCK OONEHL BECTHCE W NOONENEHESTECA B paboqanm
COCTORHWA ONA NPEOoCTEENEHME CEMOETENRCTE COOTBET-
CTEMA TREOOBAHWAM W PEayNETETHEHOCTH iy HELMOHWDO-
BAHMA CHMOTAMB MEHEOMMEHTA kaMecTEA. OHWM A0NMHEI
OCTABATECA  HETHMME, NErKd  WOSHTROHUWMPYSMEMA 1
gacoTAHEENMBABMEMM. Hano paszpaborate gokymeHTH-
DOBAHHYH  Npoueaypy  ON8  OAPESensqHuwA  Cpencrs
yIpasnaHny, TpabyamMbix Npd MGEHTAPEEALAW, XDEHEHWM,
FAWMTE, BOCCTAHORNEHMH, ONPESENEHWM CHOKDE XDEHEHNA
W MILATHIA 38MKCaiE.

OpeaHuIsuuA SOnMHE XPAHLUTTIS BERAUGY 8 MEYeH0E, mo
MpAOHED MEpE, Cpows Cmpsinl MasULUHCHOA0 WI0EMUS,
anpedensqHos0 ODSEHUIELWED, KO HE MEHes Jdayx nem o
MORMBHITIE  B&UTYCHE  UI0BMUR  Op2amusayued uiw &
COMMEETICMAELN ¢ YomaniemaHHbm L mpe SogaHuRMy

5 OTEeTCTEEHHOCTE pYROBOOCTER
5.1 ObRIaTenLCTEA pPYROEOOCTEA

Boicwsas pyHoRogoTE OOMH0 oDOeCnesMBEaTs HENWHMe
CEMOETANLCTE NPWHATMA OBRZETENLCTE Mo paipaboTee W
BHEODEHWD CACTEMbl MEHETHMEHTE KIHECTEa, A Takke
MOCTORHHOMY YNFHLUEHIH S8 eIy NETATHEROC T NOCPEACTROM:

E:I AoBe0asEtA 00 CEEEHWHA OpraHW3Iaune BasHOCTHA

BRLIMOMHEHWA  TpedoEaHwh  noTpeOMTEnR, 8 Takse
FAKOHOOATENEHLN M OORZaTaNEHEE TRetosaHMi;

B) paapaboTis nonMTemed B 0ORacTH KaHecTea;

B) obecne~anMs  paapabotew  uwenea B8 oBnacTi

EAYBCTEE;
Il NPOBEOSHMA BHANWIE GO CTOPOHSE PYROBOOCTES;

0] ofacneqsHuA HEOTXOONMBIMH PECYDCEMN

5 OTEeTCTEEHHOCTE PYKOBEOOCTEA
51 OOnzaTenbcTBa pYyHOEOOCTEA

Bricuiee  pyrogodomac ApEaHUIALUY  DOnMHD
nodmesprdames CBON MpuespredHOGmEs pazpadomes U
SHEDPEHLRD CUCITIEMS MEHEORMEHTIS MEHEomEs, & Mamme
nodfepRaHLID BE PEIVTHETIRMUSHOGTIL ROCDEACmaom:

E:I OOEa08HAR 00 CEEJEHWA OpraHWIaUWM BawHOCTHA

BNOrHeHR  TpefopaHwn  noTpeOWTENA, 8  TaEwe
FEHOHOOETENEHEY W ODRZaTaNsHEX TpaboeaHni,

B paapaboTia nondTiea B oGnacTy kEvecTea;

B) cBecnesands paapaboter uened B obnaca

HEHSCTES.
Il MPOBESSHUA BHANWIA CO CTOROHE PYROBOOCTEE;
g) obecnedeHer HEOBXOOMMEIMY DECYDCEMEN.

MpumeyaHue—B HacmoRwes cmasrdapme
POMARDENSHALE  Mpedoeanur DIPSHUNEHEN  THOMHD
OEI0MICHOCITIEIG U (hyHNULMHUDOSaHUEM  KOHKDEMHODS0
MEJULUHCKOS0 BI0BNLIA.

Mp#twHe paamq@n: nydkr 5.1 otpamast tpeboBaHnA
OBACTEYHILMY B MHDE HODMETUBHLN OOKYMEHTOE W
oENerd=eT BECEMHPHYR FEpMOHMIALNI HOBRX TpedoBaHwA,
YETAHOSNSHHLD K MESHLMHCHAM Hapenunm. JaicTeymme
HODMATHEHEE AOKYMEHTE HANPAENEHE. HE NDUMEHEHWS
DEAYNETATHEHOA CUCTEMEl MEHEQMMEHTE HAYSCTEA ANA
oBacnaqeHuA nporasnacTed SeaonacHold 1 adibEaKTHERD

B HEL MO HMPYHILLER NPOOYELAW

5.2 OpuwesTayua HA noTpebuTenA

Bacues PYHOBOOCTED QOMMHD  obScnayquBaTs
ONPESENEHHE W BhINONHEHME TpefoBaHMA noTpabuTanai
OMA NOBRIWEHWA WX yOoEneTeoparHocTa (7.2.1 1 8.2.1)

5.2 OpwenTalwA Ha noTpaburens

Buiciiies  DyRDS00CMAD ApaaHURALLY  donsHg
afaciequgamey anpedangHqus U SpinonHeHws mpaefoaanud
nompebumens (7.2.7 u §.2.7).

Mp#HEHE PEAMHHAR: HIMBHEHHE TEKSTA COOTEETCTEYET
THKDH  CHTYALME, KOG BeINONHSHWE  TRE0oEsHWA
nATpEEMTENR B8  HENSETCR  USNLE)  NpOoM3eoncTea
MEOWLMHEHWMY  Manammid, B pe3yneTare 4ard  HacToRLwMEA
MIYHET SOOTESTOTEYET LENW HACTOALWLEM CTAHRASPTE, KOTORERA
COCTOWT B OOMErdeHad  BCEMHPHOR  FEPMOHH3ZLNAN
TpEbOoEaHHA, YOTRHOBNBHHLE K CHGCTEMAM YNpEBNEHWA
KAHSCTEOM
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5.3 MNonuTHKa B 0GnacTy Ka4eCcTEa

Briclies pyrOBOQCTESD SONMHD OobSCrEqMesaTs, 4Tobe
nonMTHEE B obnacT wavecTas:

ﬂ} COOTESTCTEOEANA LarA Oprasd3anitH.

0} Bemodana OORIETENLCTED COOTEETCTEOBATE
TREDOEAHHAEM M NODCTORHHO NOBLIWETE PE3YNETATHEHOCTE
CHOTEME! MEHELHMEHTE K2acTEa,

B] COYMEEAnNE OCHOBLE ANA NOCTSHOBHA W aHanmsa
usnad 8 00GNacTy Ka4HetTea;

r} Beina pgoeegesa go
ORrEHKIALMK 1 NOHRTHS BMY;

CEa0BHNR NeCOHANH

ﬂ,:| BHEMNHWIMPOBANACE Ha NOCTORARHYED NPEMIogQHOCTE

5.3 NMonuTHEa B 0GNacTH KA4eCTEA

Ericles pyrRDEBOOCTED QONMHO ob8cneEquEsTs, 4T00sl
NoNMTHES B 00RACTH kaYecTea:

3] COOTEETCTBOE4Na UarmAl OPraqHni2aune,

) axnovana  OORIEMENLCMED  CONTEETIOMmEDdams
mpafoeaHUAM  CUSMEMEl  MeRedRMENME Kavecmes o
MoodepMUaans 99 eIk mMamusHOnTE,

8] COAONABANa OCHOEW AR NOCT3EHOBEM W aHandsa
uanad B ofNacTH KaHesTES;

ry Beina poeageHa go
OPraHUIELAK 1 NOHATHE MYy,

CEE0B8HNA nepooHAand

Fl:l BHEMNMEZMEOBAMNECE HA NOCTOARHHYED NPMIOGHOCTE.

MpwsmHel paanaqwi: wa MC0 13485:2003, nyarr 5.3,
nepeqmcnesye ) MornoHeHo obRIaTeNeCTED NOCTORHHON
NOBBIWEHHA - PezyNETATHEHOCTH CHCTEMBl. MEHSOMMEHTH
KEHECTES, KOTOpOe  JamesaHs  obssarenscyeacs  nog-
O9PHEHWA pE3yNbTATHEHOCTH CHCTEML MEHEOHMEHTA Ka-
wecTEa. TAKaR 3aMeHE COOTEETCTBYET LENK SEACTEYEOLME B
MHDE HOPMETUBHLE OOKYMEHTOBR W NPEOHA3Ha4EHA ONA
O0MEr<eHUR  BCEMHPHOR TEPMOHEIELAH  YOTEHOBNBHHEIX
TREOOEAHHA K CHCTEMEM MEHSAHMEHTA KI4BLTES

54 Mnavvposanwe
[Myrer 5.4 MCOD 13485: 2003 ayrastaded nyHrTy 5.4 [3]

5.5 OTEETCTEEHHOCTE, NONHOMO4YMA ®  obDsmed
WHOEDpMALER

5.5.1 DTBeTCTEEHHOCTE M NOMHOMOYHA

Bricwse EYHOBDOCTBO OOHHD obetneYMBaTE

onpeganaHqe W QOegieHE OO - CEE08aHRA  NepCoHAnRD
OPraH3aAUMAM OTBETCTEEHEICTH M MONHOMOHER

5.5 DTEETCTEEMHOCTE, NONHOMO4MA ®W  obDMed
HHpOpMALMER

5.5.1 OTEETCTEEHHOCTE M NONHOMO4YHA

Buicwes  ppxoscdcmen DpEgHLUREYLL  domeHD
alat=t el =T T TP

afpedermEHUE  OMESMoMEsHHOCITIY U TOMBOMOSLE,
HOMOpEE #E00x 0t GOk PMEHTILID 0SS, t doasdeHws ux
00 casdEHuR NEPCOHENE OP23HUZALILN;

SIFUMOCEGCMENS U HEIESEUCUMOCTE  NEDCOHENS,
DYROSO0RLYEa0, SRVIDNHAKNYESD U egpughuiuppwolissn
pabomy o o0SCNEaHUD HaYBomeEa, U  Ompecdenims
NOMHOMOYUR, HE0aXTdumee OMF BNOIHEHLA 3MUx 330y,

Ocafios auumanus chedyem  pdenums  HEIHSHEHLUR
KOHKDEMHSY AU, MesmomasHHB 35 auis! deRmeanik-
HOCITY, CEA3gHALIE © Sadmoderuss 28 swcnnyamauued
2omogx uzfenud, & macke ofiopreRueM omysmsa ab
uHuudenmay (8.2.17 w §.5.2)

5.5.2 NpegcrasvTens PyHOEOOCTEA

Bricwes PYROBOOCTED O0MKHD HEIHIHWTe NPEGCTE-
BATEMNA W3 COCTEER DYROBGOCTED, HZDTDPHﬁ HEIEBHRCHMD OT
AP THX OGAZAHHOCTEN  OOMMEH HECTH CTESTCTEEHHOCTE M
HMETh MONHOMOYMA, PACNPOCTRaHAKWMETA HA!

a} ofecnededws paspaboThEv, BHEOPSHHRE W NOOASED-
WaHWR B pabodes COCTORHMM npoueccos. Tpabyesbix
CHCTEMON MEHETHMEHTA KaHECTEE,

G} NpeOCTaEnsHWE OT4ET0E BLICLIEMY PYROBOOCTEY O
Y HELMOHMPOBEHMN  CHCTEME MEHBOMMEHTE ES4ECTEA MW
HEODHO OMMOGTI YA HLLIEHWA:

a0

5.5.2 MNpegcrasuTents pyROEDOCTER

Bhicwee pyROBOSCTEO OOMBEHO  HEBdHSHWTE NpPEICTE-
BWTER W3 COCTESA PYKOBOOCTER, HOTODLIA HEIZEWCAMO OT
apyrie oBAZEHHOCTER JOMHEH HECTH DTBETCTEEHHOCTE M
HMMETE NOIMHOMOYAR, PECNPOCTPEHARILMECA HE:

a) ofecne<eHuwa pazpafoTEd, BHEOPEHWA W NOOSeR-
HaHWR B pabodes COCTORHMK Npouscoos, Tpabyemelx
CHCTEMOR MEHEDHMEHTS KA4ECTEd,

O} NpencTaEneHWs OTHETOE BRICILEMY DYROBOOCTEY O
Y HEUAOHUPOBEHWH - CHETEME MEHEQMMEHTE KSHECTEE M
HEDDHOOUMOCTA yriy-weadrs [B.5];
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B) COAEACTENE PACNPOCT PaHEHNED MOHAMEHWA
TpeGoRaHWA NoTpebkuTanali No BCalk OpraHWIEUMH.

MpumayaHwe—B OTEETCTEEHHOLTE NPEACTABM-
TEAA PYHOBOOCTES MOoMeT ObiTh BHAKHEHD NOOABPHAHNE
CEAN C BHELHAMEA CTOPOHAMW DD BONPOCAM, KSCARILMMER
CHCTEMB] MAHEIKMEHTE KAYBCTES

a) ofECREYEHIE aHYTIPU  OPSARUISUIL  MONUMEHUR
yomaMdoenesHs0y  mpelfogannd o mpeSoesERUul  Rompe-
Aurmnea.

M PAMEBEHAHMK &8 — B OTEETCTEEHHOCTE NpagcTaEM-
TEMA DYEOBOOCTES MOMHET BbITh BENHOMEHO mnaonensEaHne
CEAIAM C BHEWHMMEF CTOROHAMA N0 BOMDICCAN, KECaEIL MMICA
CHCTEMBl MEHEHMEHTD Ka4YeCTed

553 BuyTpesHnA obmed nHdopmaumnen

[Mogmyrxr 553 WMCOD 134852003 aytaqHTH-HeH
magryHeTy 5.5.3 [3]
5.6 AManuz cO CTOPOMLI PYKOBOOCTES 5.8 AHanWi cO CTOPOHBI PYEOBOOCTEA
5.6.1 Obwwe mnonoxeHun
[Mogmynsr 561 WMCD 1348522003 ayraqHtudeH
nognyHeTy 5.6.1 [3]
5.6.2 BxogHLe OaHHLIE ONA aHanWia 562 BrogHel@ OaHHBIE ONA aHanW3a
BroaHes  OaHHsE AR BHANE2a c0 CTOPOHKI BxronHed  OaHHmE AN BHENKM2E  c0 CTOROHLI

DYHDEQOCTES OMHHE! BENHHETE CRENYHILYE MHDOpMaLmD;
2) pEIYNLTATE AYOUTOR (NPOESPOK);
6) obparHy cBRIE C nOTpebHTanAMu;

8) GYHEUWOHUMDOBEHWE NPOUECCOE M CODTHETGTEME
MPOYRLAM,;

r) CTarye
OERACTEMA;

O) NOCREgyIoWwMe  SGEACTEMR,  BRITEKAHLWLWE
MPEOEYLLLST SHANKEE C0 CTOROHE PYHOBOOCTEE,

NpESYNPEXOAWLME W EODPEKTHEYHILLWMY

Ha

E:I WEMEHSHARA, KD TORk MOrneA Okl MOBNMATE HA CHCTEMY
MEHEOXMEHTZ Ka4ECTEA]

H) PEEOMEHOELMH 0O YI-LUEHHES

PYEDEOOCTES OOMEHLI BHAKHETE CREE YWY HHi0 pMaLwo:
3] pEIyNLTaTEl AYOHTOE [NpoBSpaK);
G) obpartHy BRIk C NOTPeBMTarEAMK,

8) BVHHUMOHWDOBEHWE NPOUSCCOE M CODTEETCTEME
MPCOYKLIHK;

rj craryc
OEACTEWA;

O NOCriemy e OEACTBHR, BhITEOKAMILLIWE
MPEOEOVILE SHANWIE CO CTOPOHL PYROBDOCTEE;

NpEayNPEXORWEE - M KODPEKTHRYHILIAG

Ha

E:I MM EHEHWA, KOTOMHE MOrnA Okl MOBNKATSL HE CHCTEMY
MEHEOSMBEHTE Ka48CTEE,

M) PEXDMEHOSLWM MO YIy-SLUBHMED;

3] HOBBE WL TEPECMOMPSHHLIE  VOMEaR0amanHLE

mpefoaaHuR

5.6.3 BbixogHme QEHHLIE AHAMTWZA

BoaxonHLs maHHEE asanaid oo CTOROHR PYHOBOOCTES
ACN¥HBl  BENMHAHETE BCE DElMEHEHAR @ OARCTEMRA, OTHOCR-
LLMECR K-

) NoBBILLSHWAKY PEIYNETATHEHOCTH
MEHEIHMEHTE KE4BECTER W 88 NPOUBCCos,

CHACTEMBI

B) yhydIUSHWE OPOGYELMK  COMMAacHo  TpeboBadusAm
noTpabuTanail;

£} NaTpEDHACTH B pecypcax

563 BoixogHbie 0aHHbIE aHANWA

BrixOfHLE QaHHES AHANMIE GO CTOPOHE PYROBOOCTEA
OON#HLl  BENKHATE BCE PELWEHWR W OS@CTEMA, OTHOGR-
LWIMBEH B

gl ypvsHuRM,  Heodxoduvew o dnR noddepsaHuR
PEAYTEMATIUERICTIL CUCTTEME MEHSRRMERTIS KaYECmEa U
88 npoyaccos;

G} yrydWeHHD NPOOYELWA  COMNacHD
maTpeburanai;

TpefoBaHrAR

£) noTpeDHOGTH B pacypoax

6 MeHegsneaHT pecypcoB
6.1 OSecneveHne pacypcamMmM

CpradMIaums JomsHa onpegendaTs W obecnssueans
pecypChl, Tpabyamele ans:
) BHEOpEHWE W NOAGEPHAHWA B pabosam coCToRHMM

CHCTEMBl MEHSOHRMEHTA Ka9eCTER, 8 TakEe NOCTORHHOMD
MOBBIWSHAR 88 DEIyM:-TETHBHOCTA.

B} NOBEIUSHWA  YOoENSTROREHHOCTH
My TEM BRINOAHEHWA M TpeSoBaHrA

noTpabuTanan

6 Mensg#meHT peCypCos
6.1 OSecneveHne pecypcamMmn

DipraHnaguma OomkHa  oNpegensTs M obecneqMears
pRCYRCLL. Tpabyameie ans:

g) aHedpeHUR CUCITEME MEHSOMMEHITIS HSYeomesa u
NoddepwaHUA B8 DEIVIMEMAMUEHOCTI;

6) pdoenemecpeHuR YomaroaneHHeE  mpeiosanud u
mpefoagHud nompeSumens
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6.2 Yenose4sCEWe pecypchl

6.2 YenoBe4ysCKEMe pecypchl
65.2.1 OBwwe nonocEEHWA

[Magnyser  6.2.1 WCC
nognyHeTy B.2.1 [3]

134852003 ayTeHTHYEH

6.2.2 HOMNEeTEHTHOCTE,
noQroToBka

OCEEOMNEHHOCTE M

OpraHuIaUMA OonNsHE:

a} onpegEnATE HE OO MR KON ETEHTHEC TR
NEPCOHAENS, BLNOMHAKMWED paBoTy, KOTORER BNWAET HE
|rE+4EcTED NpogyyLM9;

0} ofacneynBaTs NOOrOTOERY  WAW  NPESNDHHWMETE
Opyrie  AeficTEMA  ©  UankH  YO0SNETBOREHWMA  3THX
noTpeSHOCTaN;

B) OUEHWESTE PEIYNLETATMEHOCTE NPEQNPHHATLIX MED;

r} OGECNEYMBEATE OCESIOMIEHHOCTE CBOBM NEpcoHand
05 SHTYENEHOCTI W BEHHOCTH &0 JEATENSHDCTH 1 BRNANES B
OOCTHHEEHHE LEnad 8 0DNAcTH KEHeCTeaE;

4} noggepsesate B paboden COCTORHWM COOTBET-
CTEVROLYME 3anMeH ab obpa3sosdaHVn, NOQTOTOEKS, HABLKEY M
ameiTe (4.2.4)

6.2.2 KoMnNeTeHTHOCTE,
nogroToBka

OCEENOMMEHHOCTE H

DFH'EHI.’I!E.UHH ACITEHAC

a) CnpEgensTh HEODEOMMY S KO MMETEHTHOC TR
NEpCOHENS, BRNOMHAKWETD paboTy, ROTOPAER BNWAST HA
KE4BCTED NPOGYHLHE,

G) ofecnequBars NOoArOTOBKY WAKW  NPESNDHHAMETL
Opyrie  SedcTEMA  © UEnkH  yACENSTEORSHWA  8THX
|NoTpetHOCTEA;

B) DUEHWESTE PEIYNLTATUEHOCTE NPESNDHHATE MER;

'} ODECNEYHMBETE OCEEODMMIEHHOCTE CEOSM NapcaHana
00 AKTYENEHDCTH W BEHHOCTH &0 GERATENEHOCTH W BXNEOE 8
OOCTHMEHHE LEnal B 00NACcTH KEHBcTEE;

o) noonepsEdBEaTe B pabouyem cOCTORHWM  COOTBET-
CTEVWWE 3anuen 0b obpaaneadny, NOOQroTOEKS, HABLIKAX W
ansme (4.2.4)

Npuaasyanue — HESYuoHANLHLE LWL DESUOHENE-
HElE HOopMamuaqss doxpMedmsl Mo2pm mpebosams am
KOHKDEMHOLD  OpSSAUZEYLL  paspsdomuy  GoRyseHimiL-
pogadnrL npoysdyp dinR anpedensrus HeodroduMoomo
NOQEOMoEKY MEpCOHANa

6.3 Wudpactpyrtypa

COpraHnzauMa QonxHa onpegenAte, ODOECneMHEaT: M
nogoepHdeaTe B pabodenm COCTORHME BHEDSCTDYHTYRY,
HeoOXoaMMys ONF OOCTHSEHWA COOTBETCTEMA  Tpebo-
BAHKAM K NPpogykis. MHEPacTpyETypa MOmeT BRE0HETE:

a} agaHuA, paboyse NPOCTRAHCTED ¥ CERIAHHEIE © HUM
cpencTea Tpyaa;

0} ohopynosaHWe onA NPOUEccos (KaK TEEHNHEcHME, TaK
M NPOrPAMMHER CpancTeal);

i) cny#bel obBacnNEYSHWA (HENPUMED TREHCMOPT WM
CHH3L)

6.3 MudpacTpyrrypa

OpraHdzaunA Qon#HE onpejenaTs, oOecne4MEaTs
NoOQOspHABATE B pabodvemM COCTORHMA WHRDACTRYETYRY.
HeobXoOMMYD ONS  OOCTHEEHWA COOTBETCTEMA  Tpebo-
SEHWAM K NPogyHuwe. MHdOacTpyrTypa MOMaT BErsoYaTs:

a) 3gaHuA, pafoyes NPOCTPEHCTED M CERIBHHLIE C HHM
cpencTaa Tpyoa;

0} obopyAoBaHHE ONR NPOUSCcos [Kak TEXHHHECHAE, TaK
W NPOrPEMMHLE CREncTea),

c) cnysibel oBACNEYSEHHMA (HANPWMED TRSEHCHOOT WM
CEA3L).

Opearusauus donwHa  paapadomame  SoKyMeHmL-
DoBgHHEE mpedoesyur K dedcmensd, noddeiwueamlug
88 URIDACMpEKITyOY, BRTONER YE0MOTT) Wy nposedaHLR,
BCAN Ay JS0CmaUns  imd ux  OMCWmOmans . moaym
NOAMUAITH: HE REYECTED Ao iU,

Janucy of smus delomensx DOmsHL o008 DRUBETILCA
& pabovesM cocmorHu (4.2, 4)

6.4 MpowiepogocTEEHHAR Cpaga

CDpraHnsaguA QOMmeHE Co30aBaTE NPOMEB00CTEEHHYH
cpegy, HEoDMOOWMYH: OnR OO0CTHMEHWA  COOTBETCTEMA
TPEOOBAHUAN K NPOOYKLMK, W YNPIENATE BH

a2

6.4 MNpowasogoTEEHHAR cpena

DpraHnzaguA NOMeHHE CO3O88ETE NPOWM2B0OCTEEHHYH
cpegy, HeobxoOwMyd ONR ODCTWHEEHWA COOTEETCTEMA
TPEGOEAHWEM K NPOOYELMA, W YNPSEnaTE 8.

Smo axniogasm cnedpolgue mpeboeaHuR.

a) opzaHurIsyud donsAe Pa3pa0amams SoryMeHmuUGo-
EEHHEE MpEBOAEHLR ¥ COLMORHWD 300P0ELR, 2UUEHE I
odexde NMEDOORANE, SCMU KORMAaKM Mexdy repooHanoM o
NpodiEL e AN MPoU2Ea0CIBERHO G Coedol MOMEm aripL-
LAmameHn NOSNuRme Ha kasacmao podysyue (7.5 1.2.7);
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G} scnu MpouzendcmEsHHER  CDE0E  MOMEm  Ompu-
UAMENLHD  CHASAMSEH 48 sosecmas mpodisgu,
OpSEHL2ANUA CameHE Dadpabomams AoyieHmLDoSaHHLE
mpefoagHur K npousscdomesnkod cpade U dowylsenmu-
DOSaHHBE MpOUSOYPEl WAL NpOUIe00cmesHHENE UHCIMDYH-
Y ditR MOHLIMOPUHES U KOHITOONE - Aoou3sodcmasHRol
cpeder (75T 2.9);

8] OpREHUISUUA COMEHE SADERTILDOSSTL COMMERT-
CIMEyHILLY YRS radeomaEky NEQEOHETSE, BOEMEHH
padomaoweas & ooobelx VOTOSURY ADOuIgodcmaaHHod
cpeded, Wil &20  Harxowdewue ood  pabmodeduas
nodeormoanaxHoao auda (6.2 .2, nepeddcneque G);

g| fpy recbrodumocmy pazpabomky U JosyMesnu-
DOFAHUE CHSLUANBHLIX MED ONF HOHMDONA 3820RIHaHY0U
LU OVREHLUSMEHD ZAZ0RIHEHH00 MpOOVUUY © Leieg
npedomeEpaileHUA  ISA0FANEHLE  OomankHal  mpodysuo,
npouagndcmesrRod coedsl WY ISSPAINEHUR MEDCOHENE
{7531}

T lNpouscobl MWIHEHHOND UWMHNA NPoOyKUAN

7.1 MnadupoBEaHee NpOUSCCOBR MUIHEHHOM: UWENa
Npoay kUMK

Cpradmzauss QorekHE NNaHWposETe M paspabarnssars
MPOUBCoE, HEODXDOMMLIE ONA 0DSCnBEYEHMA HMAIHEHHOM
yna mpodyELar. NNAHWPOBEHE MPOLUBCCOE MMZHEHHOMT
UMENE  NPOOyRLEE  GomeHo GkTe  COMAcoBaHs © TRe-
DOBAHMAMA K ODYTMM NPOLECCEM CHETEME MEHBRMEHTS
rayscTes (4.1).

Mpr MNEHUPOSAHWK MROLACCOE  HWIHEHHOM  LHENE
NPOAYKUWH OpFEHKISUNE O0MHHE YOTEHOBHTE, BCTW 370
yenecooipazHo:

a) usnw B obnacty KaYecTeaE W
PG RLMM,

6) noTpabHocTe B paapaboTee npoyecooB, GoaYMEHTOHE,
a Takse B OlDeCcneqaHMd PECYPCEMM ONA  EOHKPETHOR
MPOOYELAM,

B) HEOEXOOMMYH) OSATENLHOCTL M0 BEpUfUEELRY. K
BAMNHOELUMH, MOHHTORHHTY, KOHTROMK W WENeI TAHHAM 0ns
HOHKDETHOR NpoayElMd, 8 TEEEE  KPMTEQHA  MOWEMEA
MROYKLMM,

r] 3anuod, Hacbiopgumele oA obecnedeHuA ceHge-
TENLCTES TOND, 4T NPOLUAECCE! HHIHEHHOM UMNE MPOEYELHE
W NPOMIEENaHHER NPOOYKUWMA CoOTEETCTRYET TpebosaHwAm
4.2.4).

PeayneTatel 3T0M NNEHBPOBAHUA gonsHel GeTe 8
fropme, COOTEBETCTEYHILLER NPAKTHEE OPraHHIALWN.

TpaboBaHMA K

MpumadyaHumAa

1 DosymedT, onpaasnRoWWid  Npouectkl  CUCTEMbI
MEHENMMEHTE Ka4ECTES (BRNNHEA NPOUSCOE MMIHERHOM
UMENE  NPOOYELAM] W pECYDCRl,  HOTODLIE  NPEQCTOWT
MOUMEHATE K KOHKPESTHOR  NPOaykSHE, MPOEETY W
HROHTREKTY, MIHET DRCCMETRMEATEEA KEK NNEH Ka4ScTea

2 Mpu pazpaboTie NPOUSCCOE  MWIHEHHOM  LWAKNE
MPOOYKLWA  OPraHdzauMs MOSET  TEKHE  NPUMEHATE
TpebopaHan 7.3

T MNpoupccbl MMIHEHHOTD LWWHNA NPOOYELWAW

7.1 MnaHupoBaHKe NPOUBSCCOB MHIHEHHOMD UMKNa
NPoOyKLHE

Crammzaumrs OOMmHEHE NNaHWPoEaTs W paipabanssars
MEOUECEE, HEODLOOMMEE QNA ODECNEYEHMA HMIHEHHOM
yrena npoayEune. NNaHUpoBaHrE NPOoUSCcooS MMIHEHHOM
YMHNa NpoayedwWe 0omnsHo GeTe COMMacoBado o Tpe-
DOBAHNAMH £ ODYTHM NPOUECCAM CHCTEME MEHEHMBHTR
EaqecTea (4.1)

MpH NNEHWPOBAHKK NPOUECCOE  MUIHEHHOM  UMENa
MPOAYELAN OpTAHWIAUMS O0MHHE YOTEHOBWTL, BCNW 3TO
yenecoobpaado:

a) usahin 8 obnattw kKauectea W TpeboBaHaR  ®
MROOYELIAMK,

6) noTpabHoCTe B paspaboTee NpoYecoos, QOEYMEHTOE,
a Take 8 obecneveHni pecypoamMKH NS KOHKEETHOR
MO YELMLE,

B) HEOERODMMYK OSATENLEHOCTE N0 BapadiMEaLMN ©
EANHOELUMM, MOHATORMHTY, HOHTPONK M ACNEITAHHAEM gna
HOHKDETHON Npooyslmd, a8 TAkse KpUTepdE  npeamim
MPOEYELML,

| 3anwcH, HEobROOHMEIE ans ofacneqeH A
CEMOBTENLETEE TOM, HTO NpOUBcokl HMIHEHHOND UMKNS
MPOOVELAM. M NPOVM2ES0SHHAER NPOgYHUMA COOTEETCTEYT
TpedopaHMAm [4.2.4).

PeayneTatel 3TOM NAEHWPOEEHMA gonsEHel GeiTe 8
thopme, COOTESTCTEYHILLEA NPEKTHES DRTEHA3ALMN.

Opzanuzayur domweE paspadomams oy eHImLpo-
BaHHENE MpetoSanUR ¥ YIDSENEHLK DUCKOM HE 8cex
SITAMEY  WUIHEHHOSO - LUMRa  Aoodpsyew. 3anvcy  mo
FADSEMEHURE DUGKOM DO0fm#HbEr MOODSeDMUEEmLcH 8 patowan
cocmoRHUL (4.2 4 U npusesanus J)

MpumedsadnsA

1 OowywaHT, ONpESEnAKLWMA NPOUSCoLl  CHCTEME
MEHEOMMEHTE KFHECTES (BENHYER MPOUSCCLI HWIHEHHOM
YMENa NPoOyELMM] W PECYPCHl, KOTODLIE NPSACTOMT
MPHUMEHATE K HOHXPETHOA NPOOYELMA, DNROEKTY  WMNA
HOHTREKTY, MOMET DACCMATRHEATECH KEK NNaH KEHesTea.
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2 Tpw papaboree NpOUBEcCOB  MW3AHEHHOID  WMsnd
NPOOYELNN ORTBHWIBUWMA  MOMET  TEOEE  NPHMEHATH
TpeboeaHuR T.3.

3 Cw. (5] 0 pripaenstimg DLCHOM.

MpwsaHel  paammqeR: nyset 7.1 MCO 13485:2003
OTRAHART TPEBOBAHWA AEACTEYIOLLME B MWDE HODMETHEHLIX
OOEYMEHTOR M O0NEr88T BCaMHPHYRD MEPMOHUIALME HOBBIX
TRAOOEAHHE, YCTAHOBNEHHEL K MEOMUHHCKIM  HIOanRm.
YNpEENSEHRE  DWCKONM AENASTCR  KNOHEELM 2HS0M
O8ATENLHOCTH, ONPEOanAWLMM s8pasTap o o0bem paboTe
|80 MHORMx OBNSCTRYE, CEAIBHHLE & CHETEMOR MEHEIHMEHTA
KEHECTES B OPTEHWIALHRY, MPOWABOSALLNG METHLMHERNE
HAAEMAA

T2 Mpousctkl, CEAZAHHLIE C NOTpebuTENAMK

T.2 Mpouscckl, CEA3EHHLIE C NOTPpebuTanAMK

T.2.1 Onpegenedve TpeDOoBAHWMA, OTHOCALWMXCA K
NPOooyHLEE

DpraHvzauua  Sonssa  aHandaupoeats  Tpebosaums,
OTHOCHIMECA K NpOgyeEuMd.  3TOT  AHANKI  GOMHEH
NEOBOOKRTECH A0 NPHHATHA opraduaauped obRaarenscrea
NOCTREMATE NPOSYHYWD ROTRESnTEn (HAaNpUMED YYRCTHA B
TEHOBPAY, NPHHATHS KOHTPEKTOE WNW 33HA308, NpPEHATAR
MIMEHEHUA K HOHTRAKTEM WAW  38E838M) W O0MKEH
nOaCMEHMBETE:

&) onpeganseqHns TpebosaHMi K NpogyHLmWK;

0} comacopaHws TpedoBaHWA ROHTREKTA WNW 38xa38,
OTMAHEHWLMECR OT passe chapsyNMpoBaHHLN;

8] cnocodHoCTE OpraHN2aLHH YIOENSTEDNRTE
OMpEfeneHHEE TREDCeaHNHS.
Januck peayneTATOR  AHANWIE W DOCHEQYHLME

OBRCTEWR, BLITEHAKILWME W2 AHAMNW3E, AONHE NOOSep-
HMBATEEA B pafoden cotToRHM (4.2.4).

Ecnu noTpebKTens He BxOBNrEHT QOKyMEHTHROBEHHEIX
TPESOBAHUA, OPraHM3auMA QON¥HE NoGTESpOMTE WX Y
NoTREGUTENR A0 NPWHATAR K MCNORHEHEH.

Ecnu Tpabosadia k NpoOysLHY HIMEaHaHE], OprEHUIE WA
normsHa ofecnednTe, YTobul COOTEETCTEYIOWHE SORYMEHTEI
ONK WCNPABNEHE!, 8 JSMHTEPSCOEBSHHLIR NepooHan Sein
NOCTAENEH B MEBECTHOCTE OF MIMeHUBLWWACA TpaboBaHNHANX.

MpumayaH e —B HEROTODEN CHTYALMAX, TEKM2
KAK  MpOgaky,  DoyecTEnAEMbe  deped  dmepaer,
NpPARTHSECEY HaUBNecooipasHo NpoBaqnTh oy wansHLR
HHANKMI KAMOOM 33ka33. BmecTo 3TOM SHANHE MOokET
PECNPOCTPEHATLECA HE COOTEETSTEYHALY D WHOCOMAaUMD O
M0 LM, TEKY KD KEE RETENOMA MAH PERNEMHEIS METSHaNE

[Mognyaes 721 MCD 134852003  ayteHtided
nodnyHeTy 7.2.1 [3]
T.2.2 Avanna TpeboeauWa, OTHOGCHLLUMXCA K T.2.2 Avanwa  TpeboBaWWm#,  OTHOCALWMACH K
NPooyHLHW npoaykuEE

OpraHvzagns  GoxHE aHanmanpoeats  Tpebosadus,
OTHOCRMECR K Npogyedydd.  3TOT  asanda gonsked
NpPOBOAWTEER OO0 NPHHATHR Opradrsagmen obsaarenscrea
NOCTREMATE NPOSYHUKK ROTPpebnTan (HENPMMED YHaCTHA B
TEHOSPEX, NPUHATAR KOHTP2KTOR MMM 33EAZ08, NAHATAA
MAMEHEHWA K HKOHTDEETEM WMAM  38KE3aM) W O0rekeH
aGEtmaqMBETE:

4] onpedamsHuE U ORYMEHMUPOSSHLE MpaBogaHun ¥
npodyry L

0} comacoBaHuwe TpefoBAHWA KOHTPEKTE MAM 3aKdad,
OTMMHEWLMECA OT panae clopmynupoEaHHR,

g) cnocofHotTE OpraHMZELHN YAOENETEOPRTE
ONpEedeneHHLIE TPabosaHIaA.
Janwcu  pedyneTaTis  AHAMMIA W DOCHEOYHILME

OBRCTEWR, BRITSLAKLWME W2 BHAMMIE, O0NsH= noggep-
HWBETLCH B paboqen cocToRHmu (4.2.4).

Ecamn noTpefnTana He BRIOEHMranT QOoKyMEHTHROBRHHEIX
TRADOBEHWA, OpraHM3aywA Oon=Ha NoOQTESpOWTE WX v
NOTRabUTans 00 NPMHRTIAA K WCNCHEHWD.

Ecnu Tpabosanas K Npooy Uy H3MeHaHE, OpraHuIaL9s
DOn#HE 0GECNEYNTE, 4TO0 COOTEATCTEYHALHE SOy MEHTEI
OeinK WCNPAENEHLl, 3 ISMHTEPSCOSIHHBIA nepooHaEn Gein
NOCTEEMEH B HIBBCTHOCTE OB MaMEHKBWNACA TpEbOBAHWAK.

NMprumedadne—B HEROTOPLIX CHTYALMAR, TAKMX
KEK  NpOgas,  OoyWecTBEMReMble  Heped  Murapear,
NPEHTUHBECKH HELENSCO0DpAIHO NPOE0gMTe OdMymaneHLIR
AHANWZ EAMOO0MO 32ka38. Bmesto STOMD SHAMME  MomEr
PECNPOCTREHATECA HA COOTEETCTEYHILYH MHbopMaUmMn o
TR0 KL, TERYH KEK KETEN0MA MO PEENEMHEIS METS AN

T:2.3 CeRA3k ¢ noTpebuTenamd

OpraHvzauds OoEHa ONpeisnsaTe W OCyLWUecTENRTL
sthihekTHEHRE - MEDEI N0 NOOOSPHEMWK  CERIM  C©
NOTREOUTENAME, KECANMLMECR:

g HHDOPMELMH O NPODYEL#L;

34

T.2.3 CeRab ¢ noTpebuTenAmM

Dprasnzagna QoEHa ONpefsnsTe W OCYLUSCTENATE
sthiherTHBHEE  MEpE MO0 NOOOSPHEHAK . CEAIM o
NOTPEGUTANAMA, KECAHLHEEA:

a) MHPOPMELHH O MPOOYELHK;
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§) NpoxowOeHME 3ANpOCOE, KOHTPEXTE WO 38Ka3za,
EXMHIYER NONDASHKN;

B) oOpETHOA CBRIA G NOTREbM TENAMA, BRNKHAaR Kanabel
narpebuTanan

f] NpoXDMOEHAR ZANPODOOB, KOHTPEXTA  MAW - 38HE33,
BRMHOHEN NONPASKK;

8} oBparHo CBRAM C NOTREBU TENRMKY, Bn4as *anabl
maoTpaburanan (8.2.1);

2] MORCHUMENbHL peadommeqig {§.5.1)

7.3 Mpoesxrmvpoeadwe W paipaboTea

731 NnaHMpoBaHWe NPOSKTAPOBAHMA W pazpa-
GOTEN

OprasdIaums  QOMHHE  MNEaHMPOBaETE W yIPEEDATE
MPOEKTHPEOBSHWEM W paIpaBoTeal npogykLMe.

B x04e nnasvposaHia NPOBETHROBAHUA U paapaboTkm
ORrAHM3ELMA QONMHE YOTAHSRNHEATE!

A) CTAQMM NPOSHTHUPOBAHMA 1 paapaboTim;

B) npopspsHwe aHanKza, BEpRdEUNID ¥ BANNOALMH,
COOTESTCTEYIOWME  KEHO0A CTAOMM NPOSKTHROBAHMA W
paapaboTim;

B) OTEETCTBEHHOCTE W abnacti
NPOEETHROBEHAA W pazpaboren.

NMONHMOYKA B

OpradM3ayMe  JonNHa yNPAENATS B33MMOSERCTEMEM
pAINMMHEIX  TRYNN,  38HAThIN  APOEKTHMPOBEHWEM W
paspaborkod, © Lans abacnayeHun 3hihekTHEHROE CERIM 1
HETHOMD PACcPENENEHAR DTBETCTEEHHOCTIA.

PeaynbTathl  NNAHWPOBEHWA  QONMHE  BXTYENHaIU0R0-
BATEREA, BEAM 3T0 Lanecoobpaann, no X0y npoakTHpoBaHnA
W paapaboTin (£.2.3);

7.3 MpoekTHpoBaHue W paspaboTea

7.3.1 MNnanuwpoBaHKe NPOSKTHPOBAHWA W pazpa-
GoTEM

OpzanuzayuR donkeEa paspafameeams donyesniu-
poeanHeE Npouedybsl ApOSKMUPORSHUIR 1 pEIpadomiy
MeduLUHCKLE Ladernud,

CrprannaaurA  obRIAHS MNAHMPOBEETE W YNPSBENATE
MPOEKTUPOEEHHEM B BapaGoTHon NPOyELMEA.

B xoge nraHMpOsaHdR MPOEETWPOBEHKA W paIpaboTrm
OPraHA3EYIA GONKHA YETAHABNHEATE!

A) CTAEOWW NPOSKTUQOBAHKA M pa3paboThM

G) sudsr JoRMEnsNODOMU MO HHATUEY, S8pubusayu,
ganudayuy U NEpeMSILSHURT  MOOSKME #Hpmpu
OpSAHUASYUY  (CM. TPUMESARUE],  COOMBSMEmEyRaLYLE
Memdnd Crmsduu MpOSRMUD0ESHLIR U DAIpESaomeL;

B) OTBETCTEAHHOCTE W NONHOMOYMMA &8 obnact

MPoEKTUPOBAHWA W pazpaborem.

DpraHM3auMa OONsHES  YIPESEMATE B2EaMMOOSHCTEHEM
LAAMMHHEI  TPYRN,  S38HATEIEX  NPOBKTAROBEHWEM K
pEapaboTEoR, © UansE 0DeCHBEYSHUA S exTHBHOW CEAZN |
YETHOM PRCTPEOANEHNA OTBETCTEEHHOCTA.

Paaynmemamel  Ananuposanid  donyis  bevns dday-
MEHMUDOEEHE! U, Sl Heodxodumo, Srmyanuat Geams
AP COREPIWEHGMEBNSSHUL NPOSKMUPOSaHUA U paspadomyy
{4.2.3)

Mpumeyadue— NeamansHocms M neapadayss
ApasKma @ NpOoYBCccE APOEKMUPOSEHUR I pedpadomyy
MedULLHOKO20 U20emuA donxHa 23DanmuposaTs,  Wimo
Bl XOOHEES DEHALIE ROOERMUPOEARUR U pazpabamay Oydym
SapUILUROSEHL KSR COOMEMEma LLILe mpeSoaaHURM
¥ NpOUECCc)  UI2DMOENsHUA,  npemde  wew  oimawym
OROHYAITEMEHBMY CNSULIURSLLIAMY Mood Ry,

MpyyrHe paanesui: nognysxr 7.3.1 MO0 13485:2003
oTpasaar TpefosaHuA SaRcTRYILHY B MHUDE HOPMETWEHEE
HOXYMEHTOE H ODNEM28T BOEMAPHYH T8 IMOHH IS HOERL
TREDOBEHMA, YOTEHOEMEHHLIN K MESHLMHCHAM W30ENMAM.
B uamom, Tpeboesaaia MO0 134852002 « gokymeHTHpO-
BAHMH NPOUSOYD COOTEETCTEYIOT TpRODEaHWEM [3], & Tanks
TpetoBaHMAM  BANLWWHCTES  HAUWWOHANEHLIX | PErMoHE M-
il ] HOPMETHEHBN OOKYMEHTOR

7.32 BxogHbie OaHHLIE ONA NPOSKTHAPOBEAHWA W
pazpatoTem

BrogHue gadHele, OTHOCHWMEcH ¥ TpeboBaduAm

MPOOYELAM, S0msEHel BETe ONPEQEnSHE, 8 J8NKWoH OOrHbl
MNogOeEHHMBEATECR B pabodem cooTorHMmn (4.2.4).

ExﬂqHHE OaHHBIE OOM#EHBl BENE-ETES.

7.3.2 BrogHwie OaMHLIE ONA NPOSKTHPOBAHMA W
pazpatoTeM

BmanHies pgadHbie, OTHOCAWMECA ® TpeboBaHnAmM K

MPOOYELMK, BOMmEHEl BTk ONpeQensHs, & 3anuiy A0rmHHE
MOgoaEeHHBATLCR B paboqem cocToRHMN (4.2.4 )

EHD.qHHEi HAaHHBIE QUIMHEHE] BENHHETE.

8) diyHELMOHANLHLE 1] FECNNYETALMOHHLIS G) pHEYUOHENEHLIE U SNCITTYSmayuosHee - mpedo-
TpeboBaHMA; ganuR, mpeboasrus & OSI0NAcHOCTY  CO2nacHo
HAIHEEHLUM,
as
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0} COOTESTCTEYHMLMWE SEEDHOOATENLHLIE
abA3ETAaMLHEE TRabosann,

W OpyTee

B TEM, MO8 370 yenecoobpaino, nHdpmagmue, B3Rty
M3 NPSOEOYLILHE BHENOMMYHE NPOSKTOR;

r} gpyrae TpabosaHNR, BEskHLIS ONA NPOEK TMROBESHWA H
DEApanoTIN.

BxooHel®  DaHHBIE  QOMHHE  AHENAIMPOBATECA - HA
OOCTETOMHOCTE. TREGOBE3HWA  orokHel OelTe NOOHBIMA,
HEOBY CMEICTEHHEMA M HENDOTUEODEYMERIMI

) CODTEETOCTEYHAUME JEHOHOOSTENLHEIE W Opyike
abAzaTanLHES Tpabosann;

B] TaM, FO8 370 WenscooBpaaHo, HHBOpMAaL MK, BIRTYIO
W3 NPEOEAYILLHE BHANOMMYHLIE NPOSKTOR,

r} goyrie TpeboBaHns, BAMHEIE ONA NEOBETAPOEEHMA H
|oaapaboTim;
4] auxodyaE JaHHLIE DD VIDSENSHL pucrom [7.1).
Bxpdree damveie omsHsl Sbims NPOSHATURUDOE SHED

H CODMEeSMCMBUE YEMEHDENEHHEM  MPeTOsaHUAM
YmEspROosHL!.

Tpeboeanma gonsHel GeiTh NOMHBIME, HEOQBYCMEICTIEH-
HEIMK W HSNPOTHBOREHHERIMK

7.3.3 BoixogHble
paipaboThEr

BriZoaHea OaHHES DPOBKTHROSEHHE W pazpaGoTiu
Oo0fM#HE GbiTe NpegoTaEnedel B hopMe, No3B0nsRweEd
NpOoEacTH sapHEMKELID CTHOCHTENEHD — BROOHEIR
TpEODEIHMA K NPOBKTHPOBAHMK W pazpaboree, a Tanse
OomeHE  BhiTh  yTESPHOEHN 00 M NOCHNegyHero
MENONE3I0EIHNA.

O3HHLIE MPOSHTHROBAHHA W

BhiXOOHEE OaHHEIE MPOBKTHROSAHME W pazpaGoTew
OIEHHEL

a} coOTEETCTEOBATE  BXOOHLIM
NpOEXTHROEAHIAK 1 paapaboTre,

TpEGoaaHHAM K

0} checneuwBaTe COOTEETCTEYHNLEA MHGODMayWal no
ASRYNEEM, NPOMZBOOCTEY M O0CmyMBEHNI,

B] CONSPHATE XPMTERMH  NPHEMEM  NPOOYKLIWH WO
(ORI HE HM X

r} ONpEgendTs CAPSRTEPUCTARA NPOOYELME, CYLBET-
BEHHENS ANA 88 GEI0N2CHOID 1 NPEERNLHO M MENONE30E3HWA

7.3.1 BrixogHkIg
pazpaboTEX

BrixofgHeE 03HHBIE NPOEXKTMPORAHMR W pazpaboTawm
Dom#He BeiTe NPEQoTaEneHsl B GopMe, NOIB0NAMOLLEA
NpoeacTH BEpHEaLAK OTHOCHTENRHO BEOIHEIX
TpEODEAHHA K NPOSKTRPOBAHMED W paspaboree, a taoee
O0m#He  DhiTe  yTEEPMOSHE 00 WX DOCNSOyHALEns
MERONL30BIHMA.

OaHHIE npogiTHPOEAMMA H

BrixogHele OaHHBIE NPOBXTHROBEHMR W pazpaborew
OOrEHHbIL

a) COOTEETCTEOBATE  BXOOHLIM
NpOSKTHROREHIAK W paapaboTe;

TpaboeaHMAM K

0} ohetnedvBaTe COOTBETCTEYHNLEH MHDOpMALMER No
AS@RYNEEM, MPOWAB0NCTEY ¥ ODCMYHHBIHMK,

8] CONSPHETE KPATERHW NDUEMEM NPOOYHLMA MM
COLIMKA HE HHX;

r} oNpedenATe XBOSKTEPUCTHEM NPOOYELMA, CyLyecT-
|zeHHEE ANA Be GeanNacCHOD M NPEBMALHOM MENANE30B3HMR

Jamucy  ebiXOOHBR  dEHHLIX
pazpabamay domssbl
cosmoaHu [(4.2.4)

MPOERMUPOEEHUA o
MOGOEOMLEAMECR 8  padosaeu

MpumMeyadue—3Ianucy Bbix0dHBE JanHLX
NOOERMUDIgEHUA U Daspabomey MOy SXT0YaTs
crguudbusagun, MPoUIsc0cmMest e NPOUBCChl, MEXHU-
HECHLE HEINTMINMD U MYDHAML MEKHLMECHUY FAMUced wny
uccnedoeanul

T34 AHanui npoeETa W paipaboTeM

Ha reax craguAx. [og 370 uenecoobpaidso, OormseH
NPOBOOMTECH  CHCTEMATMHECKW  AHANMI  NpOBKTA W
pazpafoTe B COOTEETCTEMM C©  28nNaHdpOBEaHHbIMKH
MapanpuATARME [7.3.1) ¢ yans:

a) DUSHHMEaHWA cnocoBHOCTH  pesyneTaToe  Npoek-
THPOBAHKA ¥ pRApaboTiy YOOENETEOPATE TREDOBAHWAM;

0} ewiABNEHAA meobex npobnes W
NPEaEmHEHEA N HE0EROgMME SEACTEMREM.

BHECEHMA

B cocTalE yHACTHMEDE TAXOID  SHANW3E  SO0NMHE
BHAKMETECH NPEOCTAEWTENA NOOPAINENaHUA,  WMEHHILME
OTHOLLEHWE K BHENMIWpysmal (ki) GTague  (AmM)
NpOSkTHRoeaHMA ¥ pEapabotie. 3anecH  peayneTaros
AHANWMES W Bhax  HEODROgMMLIY  SERCTEMA  O0MMHE
NoOO0SpEHEATLCA B pabowan coctosHug (4.2 4)

T.3.4 Axanui npoeETa W paipaboTen

Ha rtex cragWax, moe 570 yenscoobpaiddHo. oonsmed
NpOsnOMTECH CHOTEMATMHECKWA  AHANMI  NpOeKTa M
paspafotsn B COOTHETCTEMM  C  38nnaHupoBaHHLIMM
MEpPANPUATARME [7.3.1} ¢ yanem:

d) OUEHKN CNOCOBHOCTA PEIYNLTATOE NPOSKTHROBAHKA
¥ paapaborir yOoANETBOPATEL TPEBDEAHNANM,

0} BLABNASHMA  nbBux npobnea W
NpPEARaEEHHA N0 HEaBXOgMMEN SEACTEHRM.

BHECEHHMA

Tanold SHaMY3 OOFwHL SLIMAMTHATSE Foedcmagumant
CoTyh, ALY IMHOLWEHNE & SHANUELPPEMEm crmadusm
NPOSKME U pEapatomuy, § makwe doyeue crguusnicmer
op2aruIsyny (5.5 wE. 2.1).

Janmon peIyns=TATOR SHAAM3E W BCeX HEeODHOOMMLIX

OERCTEAR OODMHHEl NOAOSPHMBATEER B paboqvan CocToRHMM
{4.2.4)

il
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7.3.5 BepuiHEauMA NpoeKTa U pazpaloTeEn

[Mognyrer 735 WCO 13485:2003
mognyHeTy 7.3.5 [3]

Y TaHTHYEH

T7.36 BanwpauwA npoexTa W pa3paboTW

BanwpgaywA nmpoeTa W pazpabotie gonsHa
OCYLUSETENATECA B COOTBETCTEMM © 33NNAHWPOBAHHEIME
meponpuATAamKE (731}, 4Tobel  YOOCTOBSQPWTLCH, “4TO
MONYHSHHEA B pE3YVNETATE  NPOOVEUWMA COOTEETCTRYET
TpeCOBEHMAM K YCTEHORMEHHOMY WM NPSanonansgamony
WMCNOMEI0ESHWK, BCNA OHOD M3BBCTHO. [0 3TO NPEKTHYECHA
uenscoodpaaHn, BANMAEUHA SondHE Dwms aasaplisHa oo
MOCTEEEM  MNM NPHMEHEHWA  NROOYELME.  3andoe
pBEIYNETATOE BENWMOALWA ¥ Bocex HEObXOOMMBLIX D8ACTEMRA
O0MHE NOONEQHHESTECA B pabousam coctorHuK [4.2.4)

T.3.6 Banwpay.Aa npoedTa M palpaboTiEn

Banudauyus mpoesmE U padpadomay  OoriweE
ApOEOOUMECE 8 COMReETICMBNL © 2EMTEHUDOSSHHEWY
MeponpURmURM (7.3, 7) dng o8ssnsveHuR Commasmomann
aomoend apadwyny MPeSoEanUmM K 88 HEIHSHEHUR WU
CREUUanENoM) MouMererur. Banudauus domeng Geims
npoasdeda Jo MOCMaeKy MDO0YRLLL WL sgedeHuR a8 8
SHCANYEmauLH [ou. mpuweyaque 1),

JAnKow peaykTAETOE BENMOALWA W BoeX HaoDxRonmMMs
OEACTEWA JOMEHE NOANSpEHEaTRECA B pADcHEM CODTORHHN
4:2.4)

OpeaHusauuq odaiana npogodums KNUHLYSCHUES wiiml
SHCMAYEMAYLOHNEIE LCNENMEHUA  Meduyurceuy uzdenud
KEK YACTL MEJDNDUAMUG No  eanudagiy mpoekms U
pEaApabomKy 8  comesmcmeuy ¢ mpebosanRmy
HEYUOHANEHEY WY DEAUOHENBHLE  HODMETIUEHLE
AoKyMEHITIOE (oM. MouMedaHLe 2.

MpuMevaHuR

T Ecnu MeduyuHorDs wadenus modnesum earudaui
manerRD rocne choprl U MOMMENS HE  MECmE 820
ApUMEHEHUE,  MOCMEEKa  Apodpsdid  HE8  CHUMSEmcH
agkonvaHHol do mex pop, fora mpodyRyla He Opdem
fopMansHO mepadans mampaGirmem.

2 (Mpedomaanesus aeduuuwckoze uadenuR  die
ApogedeHUR  KAUHDSECRLY  WUINL  SHOMMPIMELUIOHHLIE
ULMEIMSHUT HE CULIMSSmcH ROCmaanod

.37 YnpasneHwe  MIMEHEHMAMH ]

pazpaboTEn

[Mopmyner 737 WMCO
magnyHeTy 7.3.7 [3]

npoeKTa

134852003 ayraHTHHeH

T4 JakynsW
T4.1 MNMpouwecc sakynox

CiprasM3aums  aomsHa obecnesvears  CODTEETCTEME
FAKYNNEHHOR NPOOYELME YOTAHOEMEHHEIM TREOoBaHHAM ¥
agrynEam. Tin W CTENEHE YNDEENSHWA, NPAMEHASEMEE MO
OTHOUEHHED K NOCTEBLWWEY W 388YNNEHH0R  NPOgyRLWA,
OON&HL 3EEMCETE 0T 88 BOASBACTEME HE NOCAEOyHWMe
CTAOWMM MUIHEHHOM UHMHNA NPOOYHLMA  WNW  rOTOBYED
MPOEYELMK.

Opradiiaums  SonsHa oudgHWBaTh ©W Beibupars
MOCTESWMKOE Ha OCHOES WX cnocoDHOCTH NOGTAANATS
MPOAYELMK B COOTESTCTAEMY C TRE00BAHUAMMK OPFaHM3ALMA.
OonsHss OeliTe paspabotadsl kpuTepun othopa, oussHkM K
MOBTOPHOA OueHA. 3anqcy peyneTATOR OLUBHWBSEHWA. W
niofkE HeaGXanuMEX OSACTEMA, BElTEXEHWME 3 DLUEHEN,
OonsHE NOOepEreaTECA B paboven coctarHum [4.2.4)

T.4 3Jakynuum

7.4.1 Npouecc zaxkynox

Opzanuzauyur domeneg  paspadormamis Doy eHmupo-
gaHHBE Npoyedyped, OSBCTENWLSSOWLE  COMEBBMCMEns
ASKPIANEHAON NPOGYEYLL VOMER0EnaRHENM MOedOeaHUAM K
AAKYTIRE.

TN W CTENBHL  YRP3AMNSHWS, DPAMaHABMEE 10
CTHOUEHMED K NOCTREWMEY W 33EyNNSHHOR  NROSYHRLMA,
OOMsHEl 3E8WCETE OT 88 B0ASERCTEMA Ha MOCTEOYHLMe

CTAQMKM  HHIHBHHOM UMENE NEOaysgda Wnd o rotoeys
MO ELARS.
Dprasmagums  SOnNEHa ougHEBEaTE W seifupars

MOCTRELUMKOE HE OCHOBE WX CNOocODHOCTH NOCTEEMATS
MPOOYELMKG B COOTEETCTEMM C TPEOO0EEHUAMH OPFaHH2aLMA.
OonsHs OpiTe pa3paboTaHel HPUTEPWK OTOOPE, OUBHEW K
MOBTOPHON OUeHiM. 3ENHCKH PE3ynLTATIR OUSHWBAHAA K
nNi0es HEOENaDMMEX OSACTAEWH, BEITEXEHIWML H3 OUSHRM,
OorEHE NOOOEHMBATESA B pabodanm coctoaHnM (4.2.4)

ar
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T4.2 Wudopsauwa No akynkam

HMuopMaurA  no  3axynkas  O0MEHE  ONBCkIBATH
JEKSISHHYH NPOOYELMKID, BENHHER, 8 370 Heobooguwma:

a) TpeODEAHUR K YTEBEIEHVI NROOYKLEKN, NPOLEOYD,
npoyeccos W obopyaosaHAR;

0} TpeboEatHKA K EBANMERMESLNK NEPCOHANS;
B] TpabORaHHA £ CHETEME MEHBDRMEHTE KEHACTER.

DpraHnzagne  gondksa obecneyswBars A0SKBaTHOCTE
WOTEHORMEHHBIX TREGOBEHWA & 38EyNEaM 00 vx coobWSHHA
NOCTEBLUKEY

T.4.2 WHdopsauwa no 3anynykam

MHI:'JDPM-ELEHH na  3dEyNEas  OOMEHE  ONACEIBAETE
AIKAIAHHYH NPOOYELAKD, BENHOHEA, 108 310 HEODXoOMuMa:

a) TpebosaHHs K YTESEIEHHI NDOOYRLEN, NPOoLBayD,
npoyeccoR 1 oBopy Q0B HKA;

0} TpeboBaHKA K KBAMMERKALMKA NEPCOHANE;
2] TpEbOBEHNA K CHOTEME MEHEDRMEHTS KBSECTEE.

OpraHnzaurs  gonxHa  obBCnaYMBESTE ANSKEATHOOTE
YETEHOAMNEHHLIE TRE00BAHWA K 28EyTHAM 00 WX CODDLEHKA
NOCTHELLMEY.

B mor cimoresy, 8 kK3kod amo peobxoduleo  dnA
OCHYESCIMETeHUR  npocnexuasemocmu  (T.5.3.2), opea-
HuzauuR domkra noddepwudams & paboves COCIORHUL
COOMESMCTTIEPRLLR UHPODMALLRD N0 38R TIEM, M0 SCML
dorymanmes (4.2.3) u anucy (4.2.4)

T.4.1 BeprdHKauWa 23Ky NNeHHoR NPoEgyHLM KN

OpraHy3auuMn QormyiHa paspaboTale M ooylUecTBNATE
KOHTROME WA ApYTYH O8RTENEHOCTRE, HEobdoOMMyln ang
OSECNE4EHHA  CODTBETCTEMR  J3KYNNEHHOA  NPOOYHLAH
WETEHOBNEHHEIM TREOOBEHNAM K I8KYNHEM.

ECni Oprasmasysn nK g8 noTpebnTens npegnonarasT
OCYWECTENTE BEpMEELMK HE NPEONDRATAN NOCTEBLIMKE,
T OpPTEHMI3LHA OO0MHHA YCTESHOEWTE B WHGODMALWMA noj
JEARYTHEM NPEONANTEeMEIE MEDLI N0 NPOBEPKE M NOPROOK
BLINYCHE MPOOYKLAK ¥ NOCTEELWLMKE

T.4.3 BeprdWKauWa 23Ky NNEHHOA NPOOYRLHA

Oprannzagus QoreeHa paapaborats W oCyWesTBNA T
|¥oHTpoOnE KNK APy OERTENLHOCTE,. HeobxoauMy an\
OBBCNEYEHAA  COOTESTCTEMR  3SKYNNSHHOA  NPOOYEUMH
YETAHOBNEHHEIM TREDOBAHMAM K J8K)yTHRaM.

Ecnu opradwzagwA wnm notpeluvrens es NpogymUmMd
NPEAREranT OCYWACTENTE BEpPHKELMIE HA NPEINDHATHY
NOCTEEIWLMES, TO OpraHM3auMA JONEHE  YCTAHOEHTE B
VHIPOPMALWA N0 380yNEEM NPSgNonarasmwe  Meps no

MpOBEpHE 1 NOPAOX BINYCEE NPOOYEUAH ¥ NGCTEBLLMKE

Janucl N6 espuUuKALLL JOMHE NO00eDMUBEMBCH &
pabawen cocmosHu (4.2.4)

7.5 MNpovapogcTEo M oBCAYRMBAHKE

T7.5.1 ¥YnpasneHwe npoM3IBoOCTEOM W ODCMyEMBIHMEM

CpraHWzaunA OOfMHHE NMNaHupPoBaTE W 0DBCNEYMBEETE
NEOMIBONCTED M OOCNYHMBEGHWE B yTIPABNASMBEIN ¥CI0EHRNK.
VNpAENAEMBIE  YENOBWE O0NSHL  BEMOY4ETE, BCNW 310
UsaneconbpaiHo:

a8} HANW4WE nrdhopMawnwum, ONACKIBEMOLL &R
HAPSETEPACTIAKA NPOOYELHEA,

0) nansHwe  pabodns
HEOOXOOMMOGTIA;

MHCTRYELMEA, B chyqae
B NpHMEHEHHE NOOXOgALLEND oDopyR0EaHNR;

r} HamnMune M IPAREHEHWS
MaMEDMTENLHEX NpRBopoe;

HOHTPO ML Hi H

a) NPOBESEHWE MOHWTODHHIE W HIMEBDSHWA;

&) DOYWBeCTENEHWE BeINYCKE, NOCTEBKM W JSACTEMA
NOCNE NRCTEBKA NPOgYELHA

7.5 NpowaeogoTeo W obonysMBaHKE

T.5.1 ¥npaeneHwe NpoMIBOOCTEOM W DGy WEaHMEM
L5117 Obfwue mpeSoeaHum

OpraHnzagna OomeHE NNaHMposaTs ¥ oBeacneYMBaTh
NPAMIBDACTEO M ODCAYHHEAHWE B YyNPEENHEMBIE YENOSHAL.
YNpaEnASMBIE YONOEWA OO0NEHL BRO0METE, BENW 370
usnacoabpa s

a) HanW4Ma nHhopManwn, OMHC LIBELEA
HAPARTEPMETHMRA NPO0YELME;

) Hamuye SoKPMEHMUDOEEHHEIE pouadyp, paboyoe
UHCMPRKYUD, SMEnoHHLIY Noousdyp wamepeHus o, ecnu
Hetfxodum o, CNOasnyHOE0 MEMmEpUENa;

B) NpHMEHEHWE NOOXOGALUSTD 000Dy SO08aHNR,

[} HAMWMYKE W (PAMBHEHHE
HAMEPHTENBHEX Nprbopos;

O} NPUBESEHME MOHMTODHHTE W KIMBDEHWA;

HOHTROMbHELX H

&) COVIBCTENEHWE BLINYGKE, NOCTAEEHA W OSACTBWA
TIOCNE NOCTHERA NPOgY KRN,
dedcmaeud

.R:H'} ZhlMnHaeHue o

MEPKUDOERE U PHIAKDENE,

KOHNDETHAX
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OpeaHusauyunr domeqa paapabomams chopMy zanuced U
noddeprugames ux a pabdouen cocmoRquy (4.2.4) doe
kamdod mapmun smedugudciay uzdenod, @moe
OfacmeHUTiE U MPOCNERUESEMOCTIE & COOMEamomeuy o
FE3 U pomaHoSLImE  HOMUNBSMED MpOUISS0aRHol
noodyRLUY U mpodyryu, mpedeassaqesHol iR npodar
Zanucy mo kExdod napmoy exdenud  dommsssl Gbimik
SEDUBLLIUDOEEHE U PImes st sl

Mpumeéy an u e—TaDMUST WOMET CHLUMAMLER
oD MeduLURCKOE LademUs.

7.5.1.2 ¥npaenexue npouzeocdcmacs u obcmywu-
aanues. Cneyuansyeie mpefiosaHun

7.5.1.21 Yucmoma npodykyuld o  KOHMpOnG
33SPAIHEHHOGITIU

Opeanuzangur OmiRE paapadomamis  CoxyMeHImLDe-
BanHLIE MpeGOBEHLR K HUCITOME NEOdpELLILY, S

) neped cmepUnuzagueld WIND  MOLMSHSHLEM
NpOOYKLLR ADOXOdWT OYLSMEY 8 ODSaHUZALUIL;

G}  AEOCYRLLR ROCITISETREIMGHR 8 HECITIEDLTLHOM SLU08 U
nodramum oYucmee  neped omEpuauasgeed  wiinu
FIDUIME HEH LG,

8] npodyrUuA MOCMESETREMER § HECTEDUMLHOM gude U
6 HUCITIOME HE UMBEM IHEYEHUR GNA MOUMEHEHUA,

2] DEEIEHTL OOF OHLCIEY Npodpkyuy dornsre Skirik
pAENEHE 0L B8 UE20MIOEMTEHULL

Ecmu npodykyur - nOJEE02SSMICR OYLCITIRE 8
COMBBMICIMEUL ¢ MEEHUGCTEHURMU 8 Lunu 5), mpeGoeanus,
codepwalguecs g (6.4, nepevucmesue a) u (5.4, nepequc-
rEHE B, neped mooyedyDal QYUSTTIHY HE NUMEHARNTICA.

7.5.1.2.2 PaGomer 1o MOHMAaxy

Mpw reabxoduMoemy OpEaHUEAYNA donwHa
paspaiomame JOKFMEHTI LDDEAHHEE mpetogaHUA,
CODOpRALIIE HOWMSOL)  NoUsMEy U espudbhuranuiy
MOHTIANE MEDULUHCKDSO LADETUA.

Eony cosnacogaHtbig o Aompedumaensy mpabdaaHuR
AOAEOITAMNTT BLIONHANL  MORMAN HE  MOLKD  COEMy
OpPSAHUEAYUL WY 85 MOTHOMOYHOED Poedemaguimens,
ADSEHUIAUUR COmHE DE3paboimant Aoy IMeHmEDoEaHHLE
mpebosaHuR K makomy WoHmamy U e20 aepafiukE .

Janucy No  MONMERY U Sspulbisaduy, Komopese
OCYILBCITMNASM  ODIFARUISULR  WTU 88 MONHOMOYHED
npadcmaeumens, donwrs noddeprusamscs g pabowem
coGmoRHuL (4.2 4).

7.5.1.2.3 [ermensHocTis N0 08CAYRUSaHID

Epmu  mpeboeanue  ®  obcnpwiessimd  RENREMCH
CRELLEMLHSIM, Op2EHUISULA OOsHE, MW HEOOx00UMOCTL,
pa3patamames JoxMERMUDISEHHSE Apouadyoe, pabovue
UHCTDVRUUL,  CIPS@eoyHsE  MameEpuEns o SmanonHee
Aoy Edye LIFMEDEHUR dng OCYLLEGITIENEHLA
QECAYMWEAHUA U 820 SEpUHURALLY & CODMBEMomEeUTy co
CHEYUAMLHEM MpetoaaHUEM.

Januco ma AGCTYMUBEHUNT, EhLIMTHASROMY
OpdanuUAayLed.  domeHel  noddepmureamescs 8 pabovan
coGmorHUL (4.2 4]

Mpumeyanue — OOCNEMUSSHLE MRS BHT-
YA, HEMDUWER, PEMOHT U MEXRUNSCROS 00onymUeaHUE.
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F.5.1.7 CneyuancHibie mpeboganuf K CmepumbHEIM
MEOULLHCKUM UI0RTURM

Opesnudayun  OofisHa  moddepwueams  anusy  no
NApAMEMpEM NOOWSCCOE  CITEUTUEENIY, OISR EM B
dng eawdod napmuy crmepunuaysmod npodysyuy (4.2.4).
Janucy Mo CIMSpLUTUFALLIY JONKHE TDOCRENUERMSCA GNA
kawdod mapmuay fpouesdentby MeDULLHCHLE watemud
(7.5.1.1)

T.5.2 Bannpauusa
oBony=MBaHuA

npoysccoB nNpOMIEOOCTEA ©W

OpraHWzauwA JonsHA NOoOOQTESpXOATE BCE MPOLSCk
NPoW3soncTea W oBCnysMBAHUAR, DEIYNLTETE  KOTODLIX
HEMEIA  NPOBEPHTE  NOCPEOCTEOM  NOCNE0OBSETENEHOM,
MOHHTOPHHIE WNW  W3MBPEHAR. B HAM  OTHOCATCR BCE
NEPOUECCs, HEODCTATEN KDTOPLIX CTEHOBATCR OYEEMOHLIMM
TOMLKD NOCNS HEHANE WCNONLI0BAHNA NPOGYKLNE MK NOCHE
MO TARNSHWA YEIYTH.

BanniauWs O0MMHE NOOOSMOHCTOMPOBETE - CNOCoS-
|HocTs  aTMX  npoOuBCCOB  QOCTHMRATE  3ENNBHHPOEAHHBIX
pEIyNLTATOR.

OpraHdzauua  gonsHa pazpabotate mepst no 3THM
NPOLECCam, BRMNSAN, 8GN 3T0 NEMEMNEMD;

a) oNpEfensHHLIE  EpMTapMKA ONA aHandsa W

Y TEEQHOEHUA NPOLBCCoE;

G} yTEEpHOSHWE CODTEETCTEYHOWETD OOOpYOoBaHMR M
KEAMHEELNY NEPCOHANE;

B] NPAMEHEHWE KDHEDETHEDR METOOO0E U NPOLSSYRE,
r} TpaboBaHWA K 3anwcam (4.2.4;
O) NOBTOPHYH BANWOSLEHEG

7.5.2 Banmpauuwa nNpousccoB NpOMIBOOCTEE M
obcnysWBaHnA

7.5.2.1 Obwue mpeSoeanum

DpraHnzaguA QoMHE NOOTESPHOaTE BCE NPOUECck
NpowzeoacTed ¥ o0CNysUMBEHWA, DEIYNETETE  KOTODLIX
HEMBEIR  NPOBEPWMTE  MOCOEACTEOM  NOCNE00BATENEHONT
MOHMTODWHTE WM M3Mapaqna. K HMm OTHOCRTCH  BCA
NPOUEGos, HEOOGTATHN KOTOPLIX CTAHOBATCA OHEBMOHLIMM
TOMESKD NOCNE HE4ANE WCNOMBI0BAHMA NP0 LKA,

Banvpauns OO NpogemMoHCTRHPOBETE  Cnocob-
HOCTE STHX NPOUECCOB  OOCTHRETE  JENNEMHpOsaHHL X
PRIYNLTATOR.

DpraHnzagnA gonsHa paspaboTare Mepsl 0o 3THM
NPOLECCaN, BRMNYAR, BCNW 3TO NEHWEMNEMO:
EpHTEpHA  ANA

a8} onpaseneqHHLe aHanWag W

YTEEPHOEHIUA NPOYECCoE;

G} yTeepwOeHWE COOTEETCTEVNIWED ob0pyS08aHnA W
|xeanvdiEEL A nEpCOHANE;

2] NPAMEHEHHE KOHKPETHEN METOODE M NPOUSLYH;
r} TpEDoBAHWA K 33NHcHM [4.2.4);
O NOBETOpHYH: BEMADALMKD.

Cipeanusauus GonsHa pazpadambigams JOKyMEeHTIL-
DOESHHLIE Iyl elii=le Nal ) earudayLy A HE HLFT
HOMMOLKATIEPHOE0  ApodpaMuAozo afecrhesenus (W
UIMBHERUE Makozn oDecmesesuA Wy 820 npuMeHeHuR)
ol nponsscdomes U ODCMINGSARLL, KOOSO
OKFALMEAME BNURHLE  H8  crocobHocme mpodysugun
YOORMETISOPAITIL  VOMaHoensHHe mpeboeanuny. Taxos
npoapauMAog obecmeyerUs cnedyerm ymespwdams 0o ezo
HEpe020 NDUMEHEHLA.

Jarucy O pesynbmaray  eanmuoaou
NModdepxuEamscr 8 patoyas coomorHuL (4.2, 4).

7.5.2.2 Crneyuanciibie mpeboaatud K CmepumbHBIM
ML UHCKUM U0

Opeanussuus donwHE Pa3patamaigame oK yMEHTIL-
DOBEHHLIE Npoyedypel aanuda L Mpoysccod
cmeputudayuy.  Mpouesccs cmepunuzacguy credyem
pmaenxdams do Ux mepenst MoLEHE HLF.

DR HE

Jafucy 0 PEYNLTEN&ER  ganudanuy  mpoysccog
criepnuEayiy  domnerel  oddepmugamecs @ padoueu
cocmoaHu [(4.2.4)

7.5.3 WosHTMMKaWMA M NPOCNeMHBEAEMOCTE

Ecnw amo  uamacoofpasdo, OpraddsauuMn OonskHa
MOEHTHERMUWMpOBATE PO VLS npM MM
COOTEETCTEY OWME CREACTS HA BCaxX CTAAHAN 88 MH3HEHHOM
LKNE.

40

7.5.0 MoeHTMHKaLMA W NPOCNEMHEAEMOCTE
7.5.3.1 Hdenmudruxayus

OpaaHuasuyus dorwHa L& HmU UL L OEET
MpodyRYUKT HA RDOMAKEHUL SCE20 MUIHEHHO20 WuKnE ©
MOMIUERT CODMBsMOMEyRULY  cpedome o paapa-

Gamuieams SoMyMERMUDOeaHHES Npousdybs dns masxod
udenmubukalun ApadysLL.
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OprasMIaums  SoMEHE  MOEHTWDHUWMPOBSTE  CTATYC
NPOOYELAM M OTHOWEHWE K TREG0BaHNAM MOHNTODHHIE N
MIMEPEHIRA.

Ecnw npocieskmBasmocTs REMASTCA TpeboBaHwam, 1o
CPrEHUIELMR LoreHHE YTIPREMATE CNELMANLHOR
MOEHTWH MESLWER NPOSYELIMK W PErMCTRWMpOBaTE aa {4.2.4)

Mpumedyanua—B pAge OTpacnad MpOMEILLIEH-
HOCTH MEHSIMMEHT KEOHIMYDALWKY REMABTCA CRAACTRAM, ©

MOMOLWEED KOTOPOIN MonaepsuBdanca H,qEIHTHqJHI{ELIIrﬁ M
MPOCIEHEHB3 EMOCTE

OpzaruzayuR Jomxsd paspafameesams Jonyesmiu-
POEAHHEE NpoYed ¥, ZANSHITILDYRILLE, BTl
MEJULILHENTE LEA0ENLR, S03G0EUEHHEE 8 ODSaHUZSLLRD KaK
HECODNMBEMICIEYHIUUE, ISHIMUMHLILLDOSEHE U QIMOeimem
Qi W0, COOMEETCMEYHYLY  PCTIEHORMS HHLIM
mpeSoaanusy |64, nepeducnedue 2).

T.5.3.2 Mpocresusdenocifits
7.5.1.21 Obuue MoRONeHLUR

Opzanuzayur donsws  paspabamesams  0ory-
MEHTILUDOESHHLE MpoYedyin Apociamisasmocmy. Tare
Aoauedypel GamKHL ONpedensms CIMENEaHs NDOGIENIEIE-
Mocmu mpadysniy o Heotxodurepe anucy (4.2.4, 8.3 0 8.5).

Ecnm npocnéekvBasmotTs RAMAETCA TpefoaaHwan, 1o
CRraHWIEUMEA DCITHEE YIPSBMATE CRBUMANEHDA
NOAHTWHMEELWEA NPOSYELHA W PEMMCTRMPOBETE aa (4.2 4]

MpuMeYaHUe— ¥iDIaneHus AoRDUSyDaLuED
NOOOYSLULY REMASMCA CoedcmBo, © MOMOLLAT KOMopDa0
MRHD  OCHLUECITIETAME  WOeHMWPUKEULRD U moccns-
HUEEEMOCTE

7.5.3.2.2 CneuvansHee mpebogdHus ¥ aKmusHbIM
LMAASHMUDYeMaid MEOULLUNCEUM UZ0BMURM U LMATaH-
MUEYeMEN MECULUHCKTIM UI0enUAR

B asnucu, AeodrxoduMes  OAR  OCKLYEOTIENEHURA
AOCREMUBSEMOGITIL,  OPAaH0EELIUR  JoRmHE  SRITOYETIL
AGAUCY 000 FUEN KOMPIHSHTAK, MEMEDUSTEE U PCTOaUAN
ORpyFaRLIED Coedil, SCMY OHU MOZJM AGUMECA MoUYIRo
MO, S0 MEOULILHCHOE U30ENUs He  pdoensmanpRen
FOMARODENSHHEM K HEMY Mpebo8aHuAM.

Opzanuzaque  domedg mpefoBame  om CHOUX
npedemagumeansd Wiy SUcmpUbLRMoRoS MOd0EDsUEETIL
AHILCU O PACADEOSTEHUN MEJULLHCKUY wadamud  dimr
docmumeHYE NPOCHEMUEIEMOCTIY U BOCIMyMHOSMY 3mux
aanueed dnp xowmpons. Opearuzagus donwwa ofscne-
HUSSME PESUTTPALLM 20V30NM0NYNENETR (HAUMBROSEHUR
u adpeca) (4. 2.4).

7.5.3.3 Hoewmugbukayus cmamyca

DIpraHMaaumMs AonxHE  WosHTwhHUMpoRaTE  CTaTYE
MPOOYELMM MO OTHOWEHHE E TpeboEsHMAM MOHNTOPHHE K1
MEMEPEHMA.

Mdenmudghusauur  cmamyca npodpsyoy JonweE
noddanRuedmsCH HE 08X IMangy &8 noonIgoocmas,
XPEHERUH, MOHMEHa o olomysosanur dim obecnsveHuR
OMADSETEHUR,  NDUMEHSHUR WY MOHMAERS mamsKa
npadykuu, npowediiei ece He odxo UM Budbl KOMIMDONA
U UGALITAHUG (LD GAMERMYED CPULaNEHOE DAF0ELUEHLE
HE MATOREHRUE M PCMaH0ameHHE mpsdoeasuid)

7.5.4 CobGCcTEEHHOCTE NOTpEOMTEneH

CpraHMIaume  SonsHa npoRenATe 3aboty o codor-
ESHHOCTH NOTRSOWTENA, MOKA OHE HAXOOWTER NOGO YNEEs-
TNEHWEM ORFAHU3ALWH MM MCNAanLaYaTes ax. DpradMzagna
O0MEHS MOAHTWHMLUPOBATL, BEpdHLWPoBATE, JEMILATE
1 COXpEHATE CODCTEEHHOCTE noTpeduTens, NpegocTasnaH-
HYH ONA MCNONLI0ESHHR WK BENHNEHAR B NPOOYHLWI.
EcnM cobcTeeHHOGTE NOTREOMTENR YyTEPAKE, NoBpeHdEHa
MW MPU3HAHE  HENPMGGHOR ANA MCNOnL30BaHMA,
natpeburans pomyed Oeime o 3T0M HIESWLEH, 8 3aMHCK
O0M#HE NMOAGEREMESTECA B pabovem coctaorqmm [4.2.4 ).

7.54 CobcTEEHHOCTE NOTpebUTEneA

DpraHWIaums  gondHa nNpoRENATe 3afory o cobor-
BEHHOETH NOTPEOWTENA, NOKE OHE HAXOOMTEA NoO ynpae-
TEHWEM OPFAHA3ALMA WAW MCNONLYETER B0 Dprasv3aunmna
OOMEHS MOSHTWHHLWPOBaTE, BEDDHUMPOBATE, JELMLAETE
W COXPEHATE CODCTEEHHOCTE noTpednTans, npaaocTaanaq-
HYH ONA WCNONL30ESHUA WNA BRNOHEHAR B NROOYRUWI.
Ecni CODCTEEHHOCTE NOTPEDWTENA YTEPAHA, NoBPEKOSHE
MMM NPU3HAHE HENPWMOOHOR  ONA  MOCNONb30BEHWA,
maTpeburans gorewed Beite 00 3ToM MIESWEH, 8 38MHCK
OoEHE NOOGEQEMEATECA B paboven coctorHrK [4.2.4).
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rMocT P UCO 13485—2004
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MCO 9001:2000

WCO 134 65:2003

Mpusmeyanue — CofomesnHocmes  mompedurmans
MOMET! BRNOYAME 8 CebR UHIMEIesmyansHyr coomasH-
HOCTE

Npua ey aHdu e — CofomEsHRocms nompadumeans
MOMET DEME UHMENTSRTYANLHEA COOCMESHROCMN: WL

HKOHGHLIE HUUAMEHAR UHEODMEULF O COCTNOARLL S20 3000086,

T.5.5 CoxpaHeHwe cOOTESTCTEWA NPOOYELUMH

OpraHMIau[s QONEHa  COXPaHATE COOTBETCTEME
NpOgyELMK B ¥0Oe BHyTpeHHar oBpaboten v B npouscoe
NOCTEEKRA K MECTY HEIHSYBHWA. 3TO COXpaHaHNE OO0MHHD
BHMNEMETE B CEDR MOSHTUOOIWMESLWE,  NOMDy3o4HO-
DA PYICNHEIE PADOTH, YNAKOBRKY, XPEHEHWE W 3EWMTY.
COXDEHEHWE OOMBEHO TGRS NPUMEHATECA W K COCTAREHEM
HECTAM MPOOYELAA

7.5.5 CoxpaHeMWe COOTEETCTEWA NpOOyELMK

Opzayusauus donmHa pa3patambaigsme DoXyMEHTTIL-
DOBEHHLEE Mpouedype wir  pabosus  UHCMDYELLL 0o
COXPAREHLRD DONMBETICIMEUA NDOSPNLLL POMaRDEnEHHEM
MpafoeaHuRM Mo CEPUSSTANEaHUIL.  MEXHOMOSUYEGRLY
NPOUECCOE SHFMDU GOSEHUEEYLT O JOomasks npodysuug &
MEGITTY HAZHEYEHUR.

COXpaHeHe COOTESTCTEWA QOMEHD BKNKMHATE & CagR
WOEHTHGHEAUMKI,  NOTPY3I0NHO-pAspyacqHes  pabors,
YNEXDERY, XPEHSEHNE W 33WnTy. COXPEHEHWE JONAHD TAKHE
MPHMEHATLECA W K COCTEEHLIM HECTRM NPOOYELREH.

COpzaruzauur  donwHa  paapadomame OOk MeHmiL-
posaHHLIE  mpoyedyDel WY pabosus UHCMpYELNL No
YUPSENSHIM MRodykUned © 2 OZDSHUYEHHEM  CROKOM
spaneHud nwbo npodpkyoed, mpadyotued GreuuEmsHe
VEMOBT XpaReHUR. TEHUE GIE LUENEHLIE PEMOBUR XDAHE HUR
KLl PEELCIMDUDOESMLCH U BLmb pIpSEnAeMBMU

TE ¥Ynpasneswwe yCTRORCTEAMMA ONA MOHWTOPUMHIE W
HIMEDEHAR

OpraHuIauMs  JONEHSE  ONPS0SnETe  MOHATOPHHE W
HAMEREHER, KOTOPLIE NPEOCTOMT OCYIECTENATE, 8 THEKHE
YCTPOACTES ANA MOHUTODMHIE 4 M3MEReHAA, He0hxnonmmsIe
Ona oBEcneseHna CEMOETENLCTES COOTEETETENR NPOOY LMK
WETEHOBRMEHHEIM TpebosaHnam {7.2.1)

OpraHniaydA gonsHa pazpaborate npouscokl anm
NOATESPMIEHWA TOMD, Y70 CNocoB  MOHWTORWHIE M
M3AMEDEHWA COBMECTAM C TREDOBIHNAEMM K MOHWTODWUHTY M
MAMEDEHHAM.

Tam, rae HeobiogwMo odecnaqMEEaTE WMEHILWLME
ASHOHHYH CHNY  PEIyNeTATE, M3MBEpWTENEHOS ofopypo-
BEHKE QOMHHD BkITh:

d) oTHENMEPOBEEHO W NOBSPEHO B YOTEHOBMEHHLIE
NEPWoaEl AW NEpa &M NpUMEHEHKaM no obpasuoBemM
STAMHAM, NEPEIEKILMM PRIMEDEI BAWHHL B CPABHEHMM &
MENIFHAPOOHEIMA WNY HEUWOHANEHEMK STanoHamd. Mpu
OTCYTCTEMM TAEWX aranodos Basza, wocnoneaoeadqas onA
KANWEPOEKA WK NOBEDHA, 00MHHE BhiTh 2APErMcTIMpOEAHE,

6} DTparyNEpOBaHD MW NOBTORHD OTRErY MAPOBAHG No
maps raobxronumocTi;

Bl MAEHTHPHUMPOBSHD G LS YETAHOBENEHWR CTATYCE
Le=Tgtlalelal=T R

rl 33WMLBEHD OT paryNApoBOLE. KOTOPEIE cosnand Gw
HEOSACTEMTENEHEIMKY PEIYNLTATE HIMEDEHHER;

O} 3EWMILEHD 0T NOBPEMJEHHRE K
COCTOAHWA B x0ge  obpaweHus,
OBCAYAMEEHNA W XDAHEHARA,

WAV QWESHAR
TEMHWHECKOND

Hpome Toro, OpraHMIaums QOMsHE OUSHWT: W 3ape-
MMCTRMPOESTE MPAEOMOYHOCTE NPEOEAYILHE pEayNeTATOR
MamepeHA, ecn obHapyweHso, 4To obopynosadea  He
cooteaToTeyar  rpeboeannan.  Opradwzagus QomkHa
NPEEAMOKHATE COOTESTETEHYHILES NSACTEME B OTHOWEHMH
Takxrn cOopyADEaHHs W NHO0A WIMBDEHHDE DPoOYELMA.
danucd  pPEIYMLTATOR KAanMOpPoBHM W NOBEQREM  OOMHEHE
NoOO0SpEHBATLEA B pabawan cocTosHuM (4.2 4)

T.6 ¥YnpagneHwe yocTPOWCTEAMMA ONA MOHHTODHHME M
HIMEPEHMA

OpraHUaaUmMs  NonNsHS  ONPS0snnTe  MOHATORMHS M
HAMELEHHR, KOTOPRIE MPEOCTOMT OCYWSCTENATE, 3 TakHe
YOTRORCTES ANA MOHWTOPHHIE W M3MSpeHMA, Heozonmmee
Ons oBEcne~NaHnR CaMIEaTaNLCTES COOTEETETEMA NPOAYELMA
YETEHOAREHHEIM TpebosaHwAm (72,11

Cpearusguur JonwHa pazpabomame - GoxyssHmuDo-
BEHHLE  MPOYSedyDhl  ODSCTEHMEHLE MOOSS08HUA  MOHL-
MOpUHSE o GIMEpesul 8 COOMESMomEny © yomanod-
MEHHEMY MEpEBOaaHLRRLU.

Tam, e Heobxogwmo ofocna<uBath  WMERLUWE
JBKOHHYH CHNY PEdynNeTATE, M3MERMTENLHOS obopyoo-
BAHWE QOreHHD BkITh:

d) oTeanmBpOBaEHO W NOEEPEH0 B YOTAEHOBMEHHLE
NEpWOOBEl WAKM NEpED 8o NpUAMEHSHWEM no oSpaaunBeM
STEANOHAM, NEPEJAKILLMM PRIMEDE BOWHWY B CPaEHEHWM ©
MEMOYHIPOOHEIMA KNA HALUWOHANEHEMKA STanosama, [Npn
OTCYTCTEMW TAkWx aranoHos Baza, vononk3aoeadHas anA
KENMEPOBKK KNW NOBEPHA, A0MHHE BbiTh 3apErMcTpMPOEEHE;

G} OTPErNMPOBAHO MAW NOETORHD OTPEryNMpOESHD 1o
mepe HaobxooMMocTH;

B] MOEHTRPHUMPOBAHD G UEMNERD YETAHOBNEHWA CTATYCH
KANMEPOBRN.

[] 3SMILEHD OT PEMYIMPOBOE, KOTOpRE Sosnand - Gkl
HEOSACTENTENEHEIME PEIYNETATE HIMBDEHHR,

0) 38WHILEHD 0T  NOBPEXGEHHE W

COCTORHMA B xoge  ofpawesd\,
OBCAYHMBAHIA W XPAHBEHHA.

VEYOLWEHHA
TERHUHECKOND

Epome Toro, OpraddIsums OOMekHS OUSHWATE W 3Epe-
THCTRMDOEATE NPEBOMIYHOCTE NPEd=Igyilie peayneTaTae
vaMBEpEHUA, eond oBHapyweds, YTo abopysoeaHuE He
cooteeToTEYaT  TpeboeanMam.  DpraqHMIagums oonsHa
NPEANDMHATE COOTESTCTEYHWES JSACTEME B OTHOLWEHMMA
Takm cOOpyOOBAHMR M NOO0DA WMIMEDEHHOA MPOOYELWKE.
JanuoH pRIYNLTATOR XanubpoBma W NOBEREN  0OMEHS
NofoepEBaTLoA B pabosan CocTomsHuK (4.2.4).
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Mpodonxetuwe madnuyer B.7

rMoCT P MCO 13485—2004

WCO abot:2000
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Ecns nipi MOHWTOPMHIE W H3AMEDEHHW YCTAROENSHHEL
TpebosaHHA MCNONLIYHT  HKOMMLKTEOHLIE NPOFPEMMHEIE
COBOCTES, Mx  CnocoBHOGTE  YWOOBNETBOPETE  Npagno-
TETEEMOMY NPMEHESHWH Q0NsHS BbiTs NOGTESPHOSHA, 31O
Oon#He BhiTe OOYWSCTENSEHD 00 HAYANRS NPAMEHEHWR W
MOBTORHD NOOTESDEREND N0 Mepe HeobxonumocTir (T.5.2).

Mpwmeayaduwe—Cy |6 gnA pyRoBoOocTER K
OEACTERED

ECni np# MOHWMTOPWHIE M M3MEREHHM YOTEHOSNEHHL
TpeboeaHMA  MCNONLIYIOT EOMOLHTEDHEIE NPOrPaMMHES
CpEOCTEE, ME  cnocobHOCTE  YOOBNETEOPATE  Npagno-
NAraamMoMy NPAMEHEHD J0N¥HE BeiTe NOgTESpHORHE. 3TO
Aon#HO BETL OCOYLWSCTENSHD 00 HAYEMS NPMMEHEHWS W
MOETOPHD NOQTESREGEHD N0 MERE HEOBXOIMMOCTI

MpuseydHue—0OM pyroacdAwng pWalsHUR
2 &)

B WMamepeHus, aHANKI M yIy-HLLIEHWE
B.1 OHwme nonoxeHWA

D‘FH'EHHJE.LU'IH AOnNEHa NNasvpoedaTe 4 NpPEMeEHATL
MpoUBCCE MOHHTORHHEE, HMEMBREHMER. dHdnirag M
WryHLWEHER, HeoDxoOuMEE QR:

8) OEMOHCTPALWW COOTBETCTEMA NPOOyKLAW;

E:I ODaCHEHEHMA COOTEETCTERA CHETEME! MEHEOQMMEHTS
KaHeCTEd,

E_I- MOCTOAHHDTD NOBEIEEHAR
CHCTEMbI MaHEQXMEHTE Ka4eCTed.

IT0 QONHMHD  BEMOYHETE anpegenedHws NREMeHF MR
METOO0E, B TOM YKCNS CTATHCTIHMBCEMX, W ohnacts W
HMLNONE30BaHAA

PEIYNETATHEHOCTHA

B Mamepedne (oUEHKA), AHANKMI W YMYHLWEHWE
B.1 Obwwe nonoeHwA

DpraHnIgumn QOMEHE  NNAHAPOSETE W APHMEHATS
MPOUSCChl MOHWTOPHMHIE, M3MEPSHHR (OUBHKH), BHENWIE K1
YMyHLEHKA, HeOGX0OMMEE QA

H) OEMOHCTPALMA COOTEETCTEMA NPOOYRUMN;

E:I AbECHEHEHMA COOTRETCTENA CHETERMEL MEHEIHMEHTS
HEa4eCTed,

o) noddepsanus  DeIPTLIRATTUEHCTIL
MEHEIRMEHITIS KEHECmas.

CUCTTIENML

STO OOMGHHD BENEIYETE anpegarnaHIe NP HASMEL
METOOO0BE, B TOM 4YHCNE CTETMCTWHECHMX, W ohnacts Wx
MCNON&s30BaHAA.

MpumayaHue— HayuoransHee ULl Desuo-
HENMLHLE HOOMEMUERLE JoNPMERME MOSKm codepmams
mpefogaqus & paspabames OOryMeHMUDODgRHHLIX
npousdyp GnA GHEdDEHUA CIMAaMUCMUYBcsux Memodos U
PADQEMEHUR L NELMEHSHLIEM.

[MprqeHe pEanuqEn: nysst 8.1 MC0 134852003 ompa-
HAST TPEBOBaHMA DABCTEYHILLWE B MUPE HOPMETHEHLL S0~
HYMEHTOE WM ODNSrdaseT BCaMUpHYED FTEDMOHMZALMG HOEL
TpeBOBEHMA, YOTEHOBNEHHLIX K MEZHLMHCHUK HA0SNAAM.
OeAcTEyHLUWME HOPDMATHEHLIE J0KYMEHTH HANPEENEHLl HA
T, HTA0k MPHMEHEHHE PEIYMLTATHEHOR CHCTEME! MEHETH-
MEHTA EE480TEA 0bacnayMBano NponaeanoTren DeaonacHoR
1 StexTMEHD YHELMOHNPYIOWER NPOOYELWH, 3 HE Ha

MHPORMALMKY, HACAHILSACH BOCNPWATHA NOTREDUTENAMEA
COOTEETOTENR OpraHMzaldy TpaboeaHWaM noTpabuTensd,
KA OOHOMD W3 cnocobos vamepeHds padoTe cHoTembl
MEHEOMMEHTE KadecTEa. Jonxss ObiTe  YCTEHORMEHL
METOOE NOAYHEHKA W MCNOML-I0BEHHA 3TOR KHEEOPMEUME

MOCTOAHHODE — COBEQPLWSHCTHDERHWE  CAMOR  CHETEM
MEHENHMEHTS KAHECTES

B.2 MoHHTOpMHI M M3ME pEHME 8.2 MoHHTOpPHHI W HamEpeHHe |oUeHKa)

B.2.1 ¥poBneTEOpEHHOCTE NOTpEGMTENER §.2.1 Ofpamuan cansk

COpraddIaume  QonsHE NpoRogMTh MOHWTOPAHE B wawecmEs  oowosd U2 ciocobod Ouesgl

HYHELUOHUPOSEHUR  CUCITIEME MEHEONMEHITIS HEYOCmEE
apranuIayuA  domeHE  Nposodums  MaHUmopuHa eHgbap-
MEUUL, OmMrocHLEIcR ¥ pdoanamanpeHig op2aHuIalyuel
mpefoasaud nompebumeans,

OonsHe BeiTe YOTAHOBNEHL WMETOOE NOAYHEHHR ©
MENONLI0DBEHMA JTOA WHOOPM LK.

Opzanuzanus dorsns pa3pabomams doryeHmupo-
HAHHYRG Mpoyedypy mo cucimeds odpamyod cedzr (7.2.3,
NEPEYLICITEHLE G) C USTeD TONy9aHuE DaHRed0 npadymnpmes -
deHuA 0 npotnedEx @ olmacmiy KaYecnds u agefoHus &

ApOUBCCE  KODDERMUpYRWLDE U Spedympesdaois
dedocmeaud (8.5.2 u §.5.3).
Ecru HALLOHETEHEE (] PEBLIOHAMEHEE

HOPMEMUEHLIE DOKPMEHTILN  MPedyRNm oM OpSanLIEa0LL
HEAKDITREHLA  OMSME HE OCHOSSHOU  UREopsEyuL,
noayHedNod  mocne  npodaxy MeOULUHCKOS0  LItarnus,
AHAMUZ MEM020 OMITIE MONET CIHEMs YA CUCTEML)
abpamuol caaiaw [5L5.17).
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MpuqvHE  pasnMqAR: NOHATHA  «¥O0ENETEOPEHHDCTL
NoTREDUT BNEAs M 4 BICNPUATHE NOTREEMTENAMMY CRMLKOM
CYyOLERTHEHE ANA BBEAEHHA WX B HODME THEHLIE BOLY MEHTE
B ¥AMSCTEE yOTasoanaHHoro tpabopadun. Moanywer 8.2
MCO 13485:2003 otpaxaer TpeioEdHMA OSACTEYHILME B
MHPE HOPMETHEHLIE OODKYMEHTOR M Obnerd2er secemupHyn
TAPMOHMZALME  HOBLE  TPADOBAHWA, YOTAHOBNSHHLIX K
MESHUMHCKMM MAgEnWRM

§.2.2 BuyTpeHHHE ayOWThl (NpOBEPEA)

NMNpumevgaHdHuse—Cw [fl— pyrogodemssn no
ayourTy.

[Mogmyser B22  MCD 134852003  ayredHTided
nognyHeTy 85.2.2 [3], 38 WCKNEMEHMEM BhIWEYNOMAHYTOM
NpPHMEHZEHNA]

DpraHezayus Aon#HS OCYWWBCTEMNATE MOHWTORMET M
MAMEDATE XADAKTEQUCTHEN NPOOYELMK C USns0 NpoBsSpE
cobrgedHun  TpeboBadnit © npooyeLMK. 3T0 QOnHHO
OCYILBETANATEGA HE COOTBETCTEYHILME CTAOWAX NPOUSCG
HAZHEHHOM LJWENS MPOOYELMA COMEBCHD 3aNNEHKPOEEHHEIRM
MApOnpUATARM (7.1).

CeupatensCTes  cOOTESTCTEMR  KPHTEDHAM  NPHEMEN
AOSHHEl NOOOEMHMBATECA B PADCHEM COCTORHMA. 3anncu
OOM#HE  YESIRIBATE MHL0 (3), CSHEUMOHWDOBSBWEE (Ha)
BhIMyox NpOgykuwe [(4.2.4].

o sasapuUEHA BEEY SENNEHMPOBEHHLE. MEPONDHATAR
(7.1} BROYCK NPOOyEUMA W NPeOQOCTABNEHWE YONYnA HE
OOMaHE! DOYLWBCTENATECH, ACNW MHOE HE  yTESRMOEHD
COOTEETCTEVIOLMM  YNONHOMOYSHHEIM - WM, [Og aro
MPHMEHAMO, NOTREGKTENSM

— 8.2.3 MoHWTOpHHT M M3MEpaHME {ouexka)
NpoYeccoe
[Mognyaer 823 MO 134852003  ayteHTH4Ed
nognyHeTy 8.2.3 [3]
824 MOoHWMTOPHMHE M M3IMEPEHWE NPOOYHELHA 8.2.4 MouwTopuHr M HIMEPEHNE {ouexka)

NpPOEyHLHA
8.2.4.1 Obwue mpeboaarur

Opzaqusauus  dormeHe  mposodums  MOHTOPUHS O
UAMEDEHUE  XADERMSpUCITILN  Apodywuuy © LEfkE
SE0LPLIRELLL SOMMTEaMGTEUR PomanoansqHEm mpedoga-
HumM,  MoHumopuH o WAMEDENDE  XADARMEDUGTILY
npodysuuy  donwHe  Seimis  Apogedens Ha  coOmEern-
CIMEPoLY  Cmaduny  NPOUSComE  WUIRSHHODE0  YuKng
npodyruuy U 8 COMMEsTmomEny © J8NNaHUpOSSHHL ML
MEponpURmUEEMY (TT) o doNpPMEHMUDOESHRLMU Fooge-

dypamu (7.5.1.1).

CeMisTensCcTEa  COOTBETCTEMR  KDWMTEDHREM  TNPHEMEM
OOM#HEl NOQASEEMBATECA B PAGDMEM COCTORHWH. 3anncu
O0fMEHE! VREIREATE NMUD (8], CaEHEUWOHUpoEaswes (Ha)
BRINYCK Npogykuea (4.2.4).

Beinycr  mpodyrnuy o 00GCTYMGBAHLE  HE MO
OGP ECMETATECA gy FORELHOS0 RGNS HUR
JAMNEHUPOSARNEY MeponpLEmLd [7.9).

B8.2.4.2 Cneyuansvoe mpeboaarue 0NR aKMUBHEIX
UMTEHIMUDEMEIX MedULLHCKLX uzdenui o
UMIMEHMUDYEMBIX MEOULLUNCKUX U3denud

Cpzanusauus danwHa HECITIL aanucy no
vdenmughukagyun mepconana (4.2 4}, nposodawsan mobue
eudil KOHMDONA WY UCTsMEHu

£.3 YnpaBneHwe HECCOTBETCTEYHLEA NPOOYHLHER

Opradnzauuwa aonHa ohacneYveaTs, Y10
NPOAYKLMA, HOTORAR HE cooTRETETEYET TRefoBaHuAM, Bina
HOSHTHDHUWMPOBEHE W YNPAEMANEGcE © UamkH NpegoT-
BRALUEHMA  HENPEGHAEMEDEHHOM  WMCNOMNLIOBAHWA  WAM
nocTaskd.  CpencTEd YNPSBENEHME,  COOTESTCTEYHILLAR
OTEETCTESHHOCTE W AONHOMOUMA  ane pabote o
HECOOTEETCTRYFILER MPoayxUmMEn OCnsHE BTl
OMPEQEnEHE B OOKyMEHTHDOBAHHON MPOUS0yEe.

OpraHi3aywA [onsHa pEWATE  BONPOC o
HECOOTEETCTEYHILEA NPOOYKLHER OOHEM MMM HECHOMERARMK
CRanyWLMMY cnocobann:
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53 YnpapneHwa HECOOTEETCTEYVIOWEA NPOgYKLEHER

Opradnzaums AOM#Ha oOeCNeYHEaTE, Yyrofe
NpOOyHLMA, KOTOPAR HE cooTeaTeTEYeT TpedosaHwAm, Guina
HOEHTHRHYWMpOBaHE W YMIPEBENANECE © UANLH Npagor-
|EPEWEHMA  HENPESGHAEMEDEHHOM  WCNOMSI0BEHWA MW
nocraexd. CpeEOcTEAE  WHPEENEHWR, COOTESTCTEYHILWEA
OTEETCTESHHOCTE W MONHOMOMME i padotel
HECOOTEETCTEYROLYER MPOOYELHMER OO HE BTl
OnpeEfsneHs B O0RyMEHTHROESHHDH NPoUSnyDe.

OpraHnaaguA DOTEHES PELWAETE BONPOG [

HECOOTEETCTEYHILWER NPO0YKLEHER OIHWM WM HECHOMERAMHA
CREaYOLMMH cnocobamn:
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WCO 134853003

) OCYWECTANATS SERCTEMA C© UENLK  YCTRAHEHMA
OBHEPYMEHHOM HECOOTBATETEIA,

B) CAaHKUMDHKPOBEATE §8 WCNOMNLICBAHWE, BLIMYCK WA
NpUEMEY, SCMH WMBSTCH PEADBWEHHE HE OTHNOHEHME OT
COOTEBETCTEY HILEND NOMHOMHHOT OpraHa HITA
natpebdrans, rga 310 MpUMaHnME,;

B) ODOYVILBCTEMATE SEACTEMA C UANGH NPEOOTENE0EHA
S8 NEpBOHEMANEHOND NPESNOREraEMors  MCNONsI0BAHHA
WN# NPHBMEHEHKA.

Janutn O XapaKTeps  HECOOTEETCTEMA W mobsix
MOCNEAYHLWWY NPSANPHHATEE  ASACTEWAX,  BENKMEA
MONYHEHHEIE  PRIPEWSHWR  HE  OTEAOHEHWA,  O0MKHbl
MOAOBEHABETECR B pabovem cocToRHWN (4.2.4).

Korga HecoOTBaTCTEVOWAR NPOOVELMA WCMpEsneHa,
OHa gonHa ObiTh NOOBSQRIHYTE NOETOPHOA BaEpndwEaLMK
ONA MOTESMKOSHKA COOTEBETCTRMA TREBOBAHWAM.

Ecnn HECOOTEETOTEYHILWEH NDOOYHUMA BeISENEHS NOCNe

NOCTREKA WM HAYANE  WCAOML30EEHWA,  OPradv2anua
OON#HE NpeanpaHATE OEACTEWA, BOSKBATHRIE
NOCASOCTENAM © (MNW  NOTEHUMANSHEM  NOCNBOCTENAM)
HECOOTEETCTEMA

A) OCYWECTEMATE QEACTEAR © UENLH  YCOTREHEHWA
OBHADYHSHHOM HECOOTBETCTEMA;

G) CANRUUOHUODBEME  ADUMEHENLE,  SLINYDK LTy
ApueMEy  APOOYRLLL ADY  NONYYEHULY  DEIpEUEHUR  Ha
QMAROHEHUE O VEMEROETerHE mpeboaanud;

B) DOYIWECTENATE SERCTEMR C LENsH NpenoTepSuneHnA
B8 MEPE0HAHANEHOM NREgNONarasMon  MENonsI0EaHHA
WM NPHMEHEHKA.

Opzanuzayun donxya BEDAHTILDOREE T, it
HECOQMESMoMEoEs mpodywuur Spydem NpuqRma npu
R HEHUL DEIDE R Hi CITEMOHEHUE arm

FEMARDEREHHRLY MPedoeanul MoK & MoK Ciyyas, acny
HM0  dONYCHASMCR  YOIMAHOANEHNLMY  MpeloasHLIRE MU
Sanucw of udedmugbussayun munE (aoy), uMeoweso fux)
AOAHOMOSUA HE Bbidgyy DEIDSWEHUL HE OMRTOHSHLE,
diviwHe NodoepmussmsLcA @ paboran codmoanun [$.2.4).

Janucd O XSpaKTepe HECOOTESETCTEWA W meobex
MOCNEOVIOWME  NPEONPHHATEE  ASRCTBHAX,  BHNKMERA
MOWBMEY  MPOOYELEMK 00O pE3pEUBHHE,  O0MHHLI
NOANBEKHBATLCA B paboden cocToRHMM (4.2 4 ).

Horga HecooTBETCTEVENLUAR NDOOYHUWR WCTpPSEnaHa,
OHE Jon®Ha GbITe NOOESRrHYTE NOBTORHOA BaprdmILalmMm
ONA NOSTESPHOSHKA CODTEETCTEMA TpebosaHuAmM.

Ecnia HECODTEETCTEVHILWLAEA NPOOYHUMA BeiFENaHa nocne

MOGCTEEKA WNM  HEMENE  WCNoML30BaHWA,  Opraqv3agna
HOoNHHA NpeanpEHATE OSACTEMA, ANBHBATHES
MOCNSOCTEMAM (WM NOTEHUMENSHEIM  DOCNEacTEMRM)
HACOOTEETCTEMR.

Eomy fpodyrLur HymOoasmcH @ nepepatame (oouy Wi
Goned  paal, opsamurEagur obRIaHs  JoNyMERMILDOSETIL
npouacs  pepepadomay 8 padoved  UHOTODYRYUL,  HE
KOMOEpE  CRadpam mompyumes OUUamsHOE DAFDELEHLE
U OROGDEHWE FRAK M8, KEK U HE NEPEOHEYENEHK Daboo
uHCmpyRuLre.,  (Meped nonyywesuss OULUESmsHO20
pEIpEWEHUA U O00000eHUA DormkHs ORNmie Ompedamens U
dodyMenmupogansl (423 u F.8.1) nobue Rednasonpusm-
Hele nocnedormend nepepadomyn mpodyrLr

B4 Ananwi gaHHbIx

OprasqIauns  JoNKHa  onpegendts, cobfupars |
SHANWAMPOBATE COOTHETCTEYHILYKWE OAHHEE ans
OBMOHCTREALMA NPHMOROCTA U PE3YNETATMEHOCTH CACTEM
MEHEHMEHTE KIYECTEE, @ TAKME OUSHMBAHWA, B HAROR
OBNECTH MOEHD COYWSCTAMATE NOCTOAHHOE NOBGILEHWE
DEIYNETATHEHOCT  CHCTEMB  MEHSIMMEHTS  KAYSCTEA.
JaHHea DOrsHHel BENKHETE MHGOPMEUKED, NOMyHEHHYE B
pPEZYNETETE MOHUTODWHIE M HAMEREHHA TAKKE # W3 Jpyrx
COOTEETCTEYRILMY MCTOMHMKDES.

AHENWE BEHHEE SOMHEH MPEOOCTAENATE MHEOPMALMED
na:

2] yOOoERETECPEHHOSTH NoTpebuTenan (B.2.1);
B) cooTBeTCTEMK TpEDOBAHMAM K npogykuwa (7.2.1);

B) XAPAKTEMMCTHEEM H  TEHIEHUWMAM nNpolaccos n
MRROAYHLIMH, BEMHHEA BOAMOHHOCT NpoesaEHHA
MPE0yIpEsI SN QERCTENA;

B.4 AHanui gaHHBIX

Opzaruzayun  donsua  paspabomame  dowyiesmu-
posgrHy npoysdypy onpedenenus, cfopa U gHanUza
daHHEx, ReodyoduMe TR JBMGHCITIDEYLIL DEeIyimsmamue-
HOCML  cuSmeMs: Maredsamenma  kaqecmes o &8
COMBETICIMAEUR YOMaHOENSHHLI MpebogaHuRam, 8 Mame
AR OUEHRY BOMORHOCITILY NOSLIWEHLUA 88 DE3msmEmue-
HOCTLL

DanHbie dormiHbl BENEHETE MHEOPMaUMIO, NomyHaHHYED
B pEayNETATE MOHNTODMHIE 1 MIMEPEHAR TR W M3 Opyrax
COOTEETCTEYRILMY HETOMHUKDE,

AHANWD GEHHER GOMNHEEH NPSOOCTEENATE MHEROPMELHED
ma:

a) abpamuol caRie (BL2T):

b)) cooTEETCTEMK TPaDOEBAHMAM K Npogykuwa [7.2.1);

B) XSPAKTEPMCTHEAM M TEHOEHUMAM NPOLGBECcoE W
MO YKL, BHEIMHIHER BOAMHHDETA MNpOEsNEHnA
MPEOyMPErOS0WME JERCTENR;
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A0 90012000

WCO 134B5:2003

£} NOCTEEWWMEEM

I} NOCTEEWMESM.

Jarucy  pEINMEMESMGE  GHENUIE  0dHebl  JowHBL
nofdepsugamscr 8 paboyes cocmorHul (4.2, 4)

8.5 Ynyuyweuwe
8.5.1 NocToRHHOoE YNy4lWaHWEe

CpraHWzagua gansHa NOETOAHHG NOBLIWETE
PEIYNETETHEHOCTE  CHUCTEMbl  MEHEQHMEHTE  KA4ECTEE
NOCPEOCTEDH WENDNEA0EEHHA NONATAKK W Wanei B obnact
WE4ECTES, DEIYNETATOE SyOWTDH, SHANWIE  SEHHBL,
KOPPEETHRYVEDLMY M NPEOyNDEHAS0LWVE QaBCTEAA, & TakHa
AHANKIA CO CTOPOHE! PYRDBOOCTSS

8.5 ¥Ynyuwexwe
8.5.1 Obuue mMonoReHUs

Opzanuzanur dormsns rdesmiduUupoasinG O asumon-
HAMBb Mobte UsMeHeHUA, recabodusmste dna obecrmewe yLE
U noddepMENUA MOCMOARROZ0 COOMESMomENR  Yoimd-
HOBMEHHLI MPaboaaHUAM U De3pnemamuyaHicmy CUnme-
Mbl MEHEONMEHTIE KEHEOMES, UCenonbIs MOTUmURY 8
OAMacmi KEYBCIMEE, VEMarIETUEER YU 8 Sl obmacrmil,
d makws UCNoNe3yR  pedpnsmams  Spdimos,  ananuas

daHHBIE, ROPDERMUDMOLLESE U Apedynpem damyLrs
dalcmenl U AHANUZE GO CMOPoHEN DYROS00CISE

Cpzanusguus JonsHa  Pomanosumes DoRyMeHITLo-
BaHHLE NPOYSOdYDRl SRIMPGHE U NPUMSHSRUR  TORCHLU-
IEMHb YEEDOMIEHLIO. Cnedyam OOECASHLUITIS
BOAMONHICTS npossdedur  manuy npousdyp 8 mobos
BOEMEA.

Janucy of uzpvenyy wanod mompeduwmensd donsHb
noddépxugamech € pabovar cocmorHuy (4.2.4). Ecnu &
xode  Mako2o  uIywsHUAR Oydem  pomanoansho,  Ymo
NORAMEHUKY Wamod nompsdumensd croco0omayam araw-
HFA JERMENLHOGTIL ODSSHUIEUUL, Mexdy JEUHMEDeC0aEaH-
HEMLU OPEaHUIEUUAMU  cmedyam  mpogecmy ot
COGMESMGMEPRLLIEL UHobapwMaiued (4. 1),

Ecnu no mobol sanobe nompetumeana He npednpusA-

misl HOPDERMADYRLL LS Lty mpedyipesdaaLiue
defomaud,  mpuwHy  cmedyam  obbscHume  (5.5.1) o
JapELCIpUDOaETL (4.2 4).

Ecny  smoza mpedyrrm  HALUOHSMLHBE WO

DEZUORAMEHLE HODMEMUEHEE JOXFMEHITIE, ODSGHUTELUR
domwra paapadamames JoRpMEHMUDOSSHHSE . AROLedy Dl
yEEA0MASHLA PESYILEVMILLUY ODSEH0S O MY UHUUdEHMEx,
KOO CONMESTIGTIEHIM KRUMEDUAM K OMMamsacmL.

Mpw4uHa paznqwa: nogmyHer B.5.1 MO0 134852003
OTpaHasET TpaboeaHns SEACTEYHILIML B MAPE HOPMATHEHRIX
OOKYMEHTOS W OGNEr488T BCaMUpHYE rAPMOHAIALMED HOBBIX
TpEGOEaHHE, YCTAHOBNEHHEX K MEQWLWHCKWM WADEMHRM.
MocTORHHOS COBAPLLEHCTEOBEHWE CHCTEME MAHEIMMEHTA
KS4BCTES HE RENRATCA UENbH G8RCTEYEILNE HOPMATHEHLIX
OOKYMEHTOS

8.52 HoppexTvpyHWWMe OEACTEWA

DpraHn3auna QormeHE NPegnpHEEMETE HOpPEKTHRYID-
e NEACTEMA C USNE0 YOTRAHEHWA NPMYHMH HECcO0TBET-
CTEME QNA NPSOYTPEHOSHMA NOBTOPHON Mx BOAHMKHOSEHARA.
KoppesTipyWme OSACTEMA OOMKEHB GkiTe S808KEATHBIMK
MOCNEETEMAM BRAENSHHE HECOOTEETCTAMA.

Oorcksa  Oume  paspaborada SosEysmEaHTHpoBAHHEA
NEaUsaypa GnA cnpagenaHsnn TpaboeaHud K

@] aHanWay HeCOOTEETCTEMA (Bknwodar  #anobe

noTpatuTensd);
0} YOTAHOBNSHWK NPWSHH HECOOTBETETRWEA;

B)] OUBHMBEHWH HeEo0bDROgMMOCTH  geRcTEMA, yTobk

8.5.2 Hoppextwpyrilwe OEACTEHA

OpraHsanna OOrmeHE NPSgNPHHAMATE HOPPEXTARYH-
Wie OEHACTEMA © USNEH YOTPEHEHWMA TIPMHWH HECOOTRET-
CTEMR AN NPEyTPEROSHAR NOBTORHGIT WX BOGHMEHOBEHNA.
KoppestvpylwMe OSACTEMA JonsHel ObiTs 80S8KESTHBIMA
NOCNE0CTEMAMN BRARNEHHE HECOOTESTCTEWA,

OomeHa OuTe  paspaboraHa  goeymaHTHPOBAHHAERA
Npousnypa OiA onpaganaysin TpaboasHnii K

a) aHanWay  HECOOTERTCTEMA Hanohe
InoTpetuTansdl;

{Bxno4an

O} YETAHOBNEHWK NDHHYMH HECOOTRAETETEMA;

B) OUSHWBAEHMED HeaoBXogumocTn  gadcTedl, JTobel

nabewars NOBTOPSHAA HECOOTESTCTEHA,

nabexare NOBTOpEHAA HECOOTRETCTEHA,
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rocT P MCO 13485—2004

WSO 0012000

ACD 134852003

I ONPENAnaHUE W CCYLUECTENSHMK  HeobxoQMmbi
NEACTEMA;

0] aanacam  peayneTatos NpeanpuHAThIX GERCTEWA
424y

B) BHANHIY NPSONPUHATLER EOPPEKTHRYHLWKE J8RCTEMR

U BEVIGAHEHLD  HEOGXOOUMBLIY
somy yenscoobpaing, obkoensHue

2] onpadansHL
dedcmend, SKRERER,
dowyrenmauuy (4. 2);

O) pesucmpayiiy peIyaLmamos
digarun W NPUHAMsLE Map (4,241

mobelx  paccne-

&) aHanuIy DO DU HAT L
AENCmaul U U PEIYMsMaruanocm

HOpPEKMUPYOLLLX

B.53 MpegynpesoarmuMe GEACTEWA

CHIraHHzauMe ONMHE ONPESendTe JeAcTBUA © LSk
YVETPEHEHWA NPAHKH NOTEHUNANEHEIN HECODTEETCTEAR ONA
MPEgyNPEXgEHHA WX noREnaHWA.  [pagynpesgau e
OEFACTEMA SONsHLE  COOTEETCTEOBETL  BOSMOMKHLIM
NOCNBACTEMAEM NOTEHUMANLHEE Npabra.

Donsxa OeiTe pazpaboradHs QoRYMEHTHROEAHHAR
npouenypa 0N\ anpedensqHuA Tpeboaaqud Kk

E:I YCTEHIENEHMED NOTEHUKaNEHBX HECOOTEETCTEMR. 1
W MPAHEH

B) ousHWBEHWKD HEAbXOOWMOCTY OSACTEMA C LSk
MpEOyNpesISHUA NOREMEHNA HECODTESTETEWA;

B) ONPEJEBNEHAN K CCYWECTENEHWKE  HEODN0OMMELL
NeACTEHA;

B.5.3 MNMpegynpesnasiyMe GEACTEWA

CHpraHvzauus GONEHE ONPEgendTh J8ACTEMA © USNLD
YCTPAHEHNA MPWHEH NOTEHUMANEHLIN HECOOTEETCTEAE OnA
NpSQyNPERGEHUA WX noREnadwn.  Npegynpesgames
OBACTEMA  ONXHL  COOTEBETCTEOBATE  BOAMOMKHBLIM
MOCNBOCTEMAM NOTEHYWANLHEE NpOBnams,

OonsHa BeiTe pazpabotadHa  OOKYMEHTHROEAHHAR
mpoUuSanypa ons anpegensqHuR TpeboBaHw K

E:I YETARIENSHAD NOTEHUMANHER HECODTEETCTENA K
W NMPAYAH]

B} ousHuMBEHWD HEObXOOMMOCTH OSACTEMA C LNk
MpEAYTIPEHISHUH NOSEMSHNA HECODTBETETEWA;

B) ONPEOENSHMIY W OCYWBECTENEHMN  Heobxonmmbs
NENCTEMA:

I} 38NWCAM  PEIYNETATOR NPEONPHHATEIE  SEACTEWA 2| pERuCIpaUULl  peaynbmamos  moblex  paccnedo-
14.2.4); SaHULD 1 NpUHAML Mep (4.2.4);
0] adHanuay NPEgNpHHATEIE ME &0y TIPSR A HILLWE g} anancay AEEONIEUHRITIE npedyrpesdax
OeRCTEWA dedcmaul U u pEIYITLMmEmUEHoCTL
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MNpunosesne C
(obRzaTenwHog)

CeefgeHHA O COOTEBETCTEMM HALMOHANLHEIX CTAHAAPTOR
CCLINOYHLIM MEXAYHAPOOHLIM CTAHAARTaM

TaGnwua O1

DHO0AHAIEHAE 1 HAAMEHOBIHHE CO0 THETCTEVH W ED

DIfsaHa e HlE DERIMHEOIE MERAY HAPT RN CTaH T
= ay REp MOCYAApCTESHHDID STAaRgapTa

HCO Q0002000 MCT P NCO S000—2001 CrCTemesl MEHSIMMEBHTA
Ea4acTed. DCHOSBHBIE NOMOMEHHA W CNOBEPE

MCO Q0012000 MOCT P MCD S001—2001 CrtTemel MaEHSOMMEHTS
EasecTes. Tpebosavma

WCO 9004:2000 [OCT P ACO B00d4—2001 CucTeMe MaHSIMMEHTa
HaYeCTER. PEROMEHIEUNA NG YNYHIWSHUK SEATENEHOSTH

MCO 10012-1:1842

HCO 10012-2:15807 *

MO 1348519595 [OCT P 51536—89 Cucramel kadectea. Manenws
MEJWUMHGEHE. CneuwansH=s Tpebosadwd no
npureHesrn [OCT P ACO 9001—55

WMCO 13488 1996 MOCT P 51537—89 Cvcramesl eaqecTea. Manenuwa
MESWUMHCEAE . CnByuansHLe 1peboBaHtn no
npHaHaHusn [OCT P NSO B002—56

WCO 140011996 MOCT P MCO 140071—88  CucTamil yripaanaHis
oKpyHEDWeR cpenoi. TpefosaHrA M PYKOBOOCTED NO
MPHMEHEHHHD
WMCOVTD 1496919499 [MOCT P B1538—89 Cucramel kayectea. Manenua

MESMLMHCEAE. Pyso80acTen no npumMeHeHm0
MOCT P 51536—89 w MOCT P 51537—549

HMCO 148712000 FOCT P MCO 148771-1—88 MaaMuMHCENS Manenis.
¥npagnaqne prceom. YacTs 1. MNpumaHesre asanuaa
PMCHE ¥ MESMLMHCHAM M30ENMAM

WO 190171:2002 MaCT PP ACO 189011 —2003 Pywoe0AWME yEEIEHHA No
AYAWTY CHETEM MEHEIHMEHTA KAHSCTES WA CHETEM
BRANOTWHECHON MEHBIHMaHTE

" CooTRETCTEYHOWMA. MOCY4apoTEaHHEIR cTanaapt oroytoreyet. o ero fpuHATAR DEROMEHOYSETCA MCNONL3I0BEaThE
NEpEe0] Ha PYCCEWA ASBIE JEHHOMD MEMIYHEPOOQHOM CTAMOAPTE WM FARMOHMIMPOBAHHEIR © HEM HALWOHRNLHSRA
{rOCYOAPCTEEHHEA] CTAHOAPT CTPaHL, HE TERPWTOPMH KOTOPOA NPMMEHASTCH HACTORWAR ctadgapt. Mudopmagrs o
HAMU4HK NBERESO0SE J3HHOM MEEOYHEPOOHITD CTAHOARTE B HEUWMOHENEHOM OHLE CTAHQAPTOE MNH B MHOM MECTS, 4
TAKHE WHIROPMAELWA O OeRCTEHM HA TEPPUTOPWMK CTPEHL COOTESTCTEYHHUEND HALMOHAEMEHOM (MocyQapoTesHHo)
CTAHOAPTE MOMET B6iTh NDUEENEHA B HALWOHANBHLX MHDOPMALMOHHLEX 0aHHBIE, OONONHRKLME HACTOAWMA CTAHOApT.
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roCT P MCO 13485—2004
BwGnuorpadua

CHcTanel kaqecTea. MagenuA MEgMUAHCKHE. CneuHankHee TPEGOBAHWA N NEHMEHEHHD
WMEO 80011954

{Quality systems. Medical devices. Particular reguiremants for the application of
150 50011984

Cucramel kadected. MaganwA meguumHckna. CnagdaneHea TpetoBaHEA No NEXMEHEHHED
HMCO S002:-1988

(Quality systems. Medical devices. Parbicular reguirernanis for the applicabon of
150 9002:1956)

CHETEMB! MEHaTxMaHTa KavacTed. Tpeboaanua

{Cruality managamenl systems. Reguiremants)

CHcTanel ke~ecTed. Maganuh maguyuHcie. Pyrosonctas no npumedesmo MCO 13485
{Medical devices. Quality management systems. Guidanca on the application of 150 13485)
BaguumrHcrme manenna. MPrMEHEHWES BHANKAA DRCKE K MEQHULHHTEMM M3OENHAAM

{Medical devices. Application of risk management to madical devices)

CHCTEME!  YNP3ENEHWS  WIMEPeHUAMK. TpedoBaHWA H  NPOUBCCAM  W3MEDSHWR W
H3MEpATENHOMY 0B0DYA0BaHMH

{Measuremant management systems. Reguiremenis for measuremant processes and
mEasuring agquipment}

F}'KDED.U,FILL'II.'E YEIZAHNA MO BONPOCAM aygHTa CHCTEM MEHELXMEHTE KAYECTEE WHMH CACTaM
MEHEDRMEHTR GHIP}'H{EPCILL'IEF-'I HENOBEKD F!FDHEED.IJ.E-TEEHHDLT'I Cpe 0k

{Guidalines for quality and’or environmeantal management systems auditing)

CHcTamel MEHETHMEHTE KAHSCTED. PEROMEHOALWA N0 YIYHLLEHME SERTEMEHOCTIA

{Quality managamant systems. Guidelinas for perfarmance improvemants)

CHCTaMbl YNPABNSHAR CEpysaWend cpanod. TpebosaHuA W PyYK0aoacTel NO NPUMEHEHIKD

{Erwirarrmantal managamenti systems. Specificalion with guidance for usa)
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