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MNpegucnoeue

Leny, ocHoRms@ NPUHLMTEL 4 NOPALOK NDOEE0EHHMA paB0T NO MEKIOCYIAPCTEEHHON CTAKOIPTHILMM
yvoTadoanessl FTOCT 1.0—82 «MewrocyjapcToeqHan CUCTEMa CTaHQApTHAAUMK. DCHOBHLIE NONOKEHAS «
MOCT 1.2—2000 « MexrocyoapcTeeHHaR CHcTeMa CTaRgapTHIaUmMH. CTaH0apThl MENTOCYGapCTEEHHRIE, NpaBnna
WM DENOMEHOALMH N0 MENTOCYOAPCTEEHMON CTAHOAPTMIaUMM. MNpasuna paipaboTii. NPUHATAA, NpUMEHEHKA, ob-
HOBNEHMA W OTMEHELD

CmopeHWA o cTaHaapTe

1 NOOroTOBNEA ©egepansHEM MOCYIAPCTREHHSIB YHATADHEIM NDEONDHAT e s BCepocCHRCKMR Hayy-
HO-HCCNEOOBATENLCKME MHCTUTYT CTAH0A0THIAUMN M CERTHEEaLIAN B MalHOCTRoEHKRW [BHAFHLALLL

2 BHECEH PenepantHbl M argHTCTEOM N TEXHWHECKOMY DENYINHDODAHWS W METPONOTAH

AMPUHAT MaxrocyLapcTEeHHEM COBSTOM NG CTAHAARTAIALMK, METPOMOTHE M CEpTHpHEaULKK (NpoToxON
oT 289 HoAbpaAa 2071 1. Me 40

Ja NPUHATIE CTAMOAPTA NPOFONOCOSENH;

Kpartsos #a g MeHasande CTRAan Kog crpane no MK CORpRSHHDE HIHE B RIBAHWE

no ME (MCD 3166 004 —87 (SO F166) Q04—87 HALUMAHARNBHLID GETERE Nd CTANLART HIALH K
Benapyce BY Moctadgapr PecryBnuen Benapyce
Kazaxcrax kZ Meccrangapr Pacny@nume Kazascrad
Kmapretactad ] Huipreizcradgapr
Pococwackas drenspagnA RLU Foccraqgapr

4 Mprkasom PegepansHors aredTCTEA Mo TEXHHYECKOMY DEMYITHDOBAHKKD K METRONCMMK 0T 13 gekabpa
2011 r Ne 1381-c7 MexrocynapeTaeHHsid cTannapt NOCT IS0 13485—2011 peened B ASHACTENE B KAYSCTEE
HALKOHANBHD cTaHdapTa Pocowiackod $regepaumu o 1 aueapa 2013

SHacTOAWMEA CTAROART MOEHTHYEH MekIyHapogHoMy cTaHdapTy IS0 134852003 Medical devices — Quality
management systems — System requirements for regulatory purposes (Magenua megruuicsie, CHCTEMBI ME-
HELHMEHTA Ka4ecTea. CHCTEMHLIE TREGOBAMKMA ONA WENaW perynipoBaHna).

CreneHe COOTRETCTEMA — WOeHTHeHan (IDT).

CagasnmA O COOTEETCTBMH MENTOCY,JapCTREHHLIX CTAHOAPTOR COBITOYHEIM MEMIYHAPOOHEIM CTAHOARTaM
MPWBEaEHE B OCN0NHETENEHOM NDHNoEEHaE T8

CTangapT nogroToanaH Ha oCHOoBE NprmMesesss FTOCT P MCO 134852004

& BBEJEH EMNEPELIE

Hichopaauun 08 UIMEHENLIAK K RECMOAWERY Crtaqdapmy NyGnukyemc & exesodia uadasasmon udchon-
MALLOHHOM YEAFAMENS « HEUUOHANEHLIE CMandapmbsis, & MEKCT UIMENENUL U MONDIEOK — § SHEMACHNHD
UITAGACMOM UHDODMAELLONNOM YRa2amena « HaluoHansHee cmakdapimsis. B capyas nepecMompa [JamMemis)
LUTL NTIMEME HACMORLLERC CMaRdapma CoomeaamMomaoee vesdomiasue Sydem onySnukoeans 8 ExeMecsy-
MO U2dacaemold LbopMaLUOMHOM Yradameane sHaguoranesbee cmaskdapmels, Coomaamomayiowan wghop-
MaLURA, YeedomIeHLE U MERCITTE DEIMELLSHMICH MaKHe & UHIDODMALILOHHGN CUCITEMa JBLLER0 MMTLIDEEHUIA —
Ha oghuLvaneson calime PedepansHoad A2ERMCiNEs RO MEXHUYECKOMY DESYIUDCEaRLIK U MEMDONOSUL & Ceml
Humepam

& CTanaapriasdeope, 2013

B Poccupceod Degepadwk HACTOAWMWA CTAMAART HE MOMET GbiTh NONMOCTEK WA SacTHYHD BOCTPOWIEE-
DEM, THOaRMDOBAaK W DACNDOCTRAHEH B KASECTBE OMUMANBHOTG Ma0AHKA DES DAIDELUEHAA D NEDANBHOTD SrEHT-
CTEA N0 TEXHHUYECKOMY DerynMpoBaHMD M METPONoMK
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BeeneHne

MexayHapogHsii ctadaapT 150 13485 nogroroeneH TexHUYeckie komuTetom MCOTE 210 « Ynpasnes«e
KASECTROM W CODTEETCTRYIOWWE ACNENTE ANA MEJALMHCKMX MI0ETMAD.

HacroAwee nagasHe oTMeRseT | aameHseT [1] 1 [2]. Opravdzagnn, KoTOpEIE B NEOWRoM NpAseHang (2],
MOMYT MPAMEHATE HACTOALWA CTAHOAPRT, MCEMHUE HEKOTODLIE TREEB0RBAHMA B COOTEETCTBMM C NYHKTOM 1.2 HacTo-
ALEro cTaugapTa.

HacroAawees nanakke |50 13485 nMeaT HOBRIFE TUTYNbHBIA NACT W oTpaxaeT ToeboeadvA K oBecna|eHng
KEYeCTES NPOaYKLMK, TREDoGaHHA NoTDESKUTENA U SEYTHE ACNEKTE CUCTEME! MEHELHMEHTA KA4YECTRA.

O6wme NoNoxeHKA

Hacmarwul cmandapim onpedensem mpefodaHud K CUCMeMe MenedyMERMa KaYeciTiEa, KomoDLIe Mo-
S MOUMEHEMECE ODSAMUIALILEN TPU NPCaNMUDoSaMLUY, DAFDATHTING, MOOU30ACMEE, MOMMEHE U 0BCTKLea-
MUY MeduipHckux uedenul, 8 Maske nou NDoSKmUupoaamul, pa2patiomye U obecleyarUl CanaamHtbix ¢ HLUML
yonye.

Hacmoawul cran dapm MOsET MaKKe MOLMWEHATTIECA EXVMPEHMLUAL U EHELLNHUML 0 OIHOLIMMLLD K OD28-
MUZAUUL JAUHMEDECORANHEIMUY CIMODOMNAMU, @TI0NER DDZaKs! N0 cepmudhukauy, dna ouenky crocobrocmu
OPEaHUEaLLL YWI0ENEMAoSEaNTE MOeBoeanLA NoMmPeSUmEna U MpeboeatLUs, YPeman0enaHiaLe 8 CODMEamemeanL
C HODMATILEHLIAL JOXYMeHMaMU [Janes — YormanoENeHHEN MDaBoEanLa).

Wudopumauun, 08oasaqeHHan k3K « MpdMesase s ARNASTCA METOIMUECKHM YEIAIAHMEM N0 NOHKMAHMIO WM
PAILACHEHND COOTEETCTEYIOWErD TRehoBaHKA,

Topefaaamua ¥ CUCTIEME MENEORMENTIE KaYECITIEa, YOManDEMeRREE @ MacmoAweM cmandapme, Rang-
MITCA AOMOMMAMILLILIALE 10 CNTTMOLLAG LI & MEXHUYECKLA MpeGoaamMua & npodykLn.

ONA CoanaHA CHCTEMEl MEHEIKMENTE KAYECTRA TReDYaTCA CTPaTerMHeckoe peledHe oprasnaadud. Ha
paapafaThy M BHEOLEHKE CUCTEME MAHELHKMEHTA KAYECTES ORraHUIALNA BNHAKDT MAMEHSIOWWECA NOTREGHOCTY,
KOHEPETHSIE LEd, BeNYCEASMaA NEOOYELWA, NPYMEHIEMBIE NPOUSCCH, DAIMED W CTRPYETYPAE GrasMaUM-9. Ha-
CTOAWMA CTAHOAPT HE NPEANONaraeT eqMHO0G0aIHA B CTRYRTYDE CUCTEM MEHBOMMEHTS KASSCTED MMM OOKYMEH-
TaLMIA.

Cyweemayem bonswoe paseoobpasue Meduiunckuyx uadenud, REROMapLIE Yacmese mpebosaHus wa-
CMOAWS2D CMandapma NoUMERUMSE! MOMLKS K M K3mesopuay Meduyurckis uadenud, onpedenaslg komao-
Phbix NpUeadaHy 8 pazdena 3.

MNpousccHLIA NoQXoH

HacToAwMia cTadgapT 0CHOBL BAGTCA HA NPoUGCCHOM NOOX0AE K MEHEIMMEHTY HaHeCTEA,

Mobas JeamMensHOCTb, UMEOLLER axodsl U Apeclpaayiowas ux 8 asxodsd, MOXER PaccMampuaambes
KaK NooLece.

Ana yenewHoaa hyHKLUONLDOSaNUR OP2aNu AL LT DOMKHE ONpedenume MHOKECTED BIUMICEAISHNEIX
MROUECLOE U VIDSETAME LML,

YacTo Beixan oOROro Npouecca obpaayer HenocpeqcTREHHS BROI CNeayiowens,

MoumeHayte B OPrasydaanan CHCTEME NPOUECCOB HADADY C WX MOSHTAEWEELWER ¥ BIaKMOOEACTEIAEM, a
TARKHE MEHEHMENT MPOUECCOR, MOMYT CYHTATRCA NPOLECCHEIM NOLX0L0M.

Ceazs c 150 9001

Hacmomiud cmakdapm Sengamcd 3emoHoMHEM, HO OCHOaLMasmca wa (2],

TTyHEmB! LU NOANY KRN HACIICALIE20 CIMandanma, MeKct Komopbix 3TaHmuyen merkcmy (3], abpanbi
NPAMLE LWpUETos. To, Smo oM MpedcMaanstbl G HELIMENHOM 6UJ8, HALLN0 OMPaXEeHLE & NpUNoResLuL 8.

Tekom HAacMoRUe20 cmardanima, He apmenmuyibil mexcmy (3], unu npednosesue wiv abzay, codepwa-
LULE a0l mexkcm, HaBoaus Kypeueor. Ty U DPUSLHE! USAMERHEHUDT & IMENCa yEaaHs 8 Nounowenul B,

Cenzw c ISOMTR 14569

] npedecmaanasm cobod mexpuyeckid omyam, codeDMaiul DyxoasdALle YKazaswa no axvedpauuo
HACMOoALLEED cmandapma.

COoOBMBCTHMOCTE C APYTHMM CHCTEMAMM MEHE IMMEHTA

Hacmorwul emandapm coxpadren cmpyamypy [3] dma ydobomea nonsaogamened meduuunckuny uade-
TILEARLL.

Hacmomuiud crmandapm He codepsum cneuuanktsiy mpeboaanuil K dDyaum cLucmaram Meredsasma,
MAMPUMED K YACTHEM CLUCMeraM MaxsedwMENmMa OXDaHE! Okpysanwel cpadsd, BesonacHocmy U Nooghecciio-
MAMLHOSO 20DaE00XDAHEHLRA, 8 MakHe hUNMaNCoa0a0 MeMedwMatma.

OAHAKD HACTOALMA CTAMOAPRT NOABONAST OPrAHWIALWM COTNACOBATE MK WHTETPHPOBATE CEOK COBCTRE M-
HYID CHCTEMY MEHSOMMEHTA KAYSCTERA C APYTHMA CUCTE MaMK MEHEEMEHTA C COOTEETCTEVIOWMMK TpeboBaHua-
mu. OpraqmMaayus MOoMeT a0anTHROEaTE JeRCTEYILYI0 CUCTEMY [CHCTEMEL ] MEHEQHMENTE ANA COA0AHMA CHCTE-
MEl MEHEIHMEHTA KIYECTEA, COOTRETCTBYIWEN TREDORAHMAKM HACTOALWEND CTAMIAPTA.

I
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M E XTI OoOCVY O0APTGCTETEHHB W CTAHOIAPT

HzgenuA meguUHHCERE
CUCTEMEI MEHEHMEHTA KAHECTEA
CHcTEMHEIE TpeboBaHHA ONA YENEA perynipoEaHMA
Madical devices.

Cuality management syslams.
System reguirements for regulalory purposss

Hata esegeruAn — 2013—01—M
1 O6nacTe NnpUMeHeHUA

1.1 OGwme nonoweHHa

Hacmarwul cmandapm onpedensem mpedoeaHun K CUCmans MeHedMenma Kkayecmea @ ciyyans,
koada opeanuIalul WeoExoduMo NpodeMoRCMPUDOsaTe CIocoBHOCTE MOCMasnRme MedULLHCKUE uademus u
pedocmMasnsme CERIANROE C HUML 0fChyxueanue, amasyarnes mpebosaquan nompebumens u yemaroa-
Siahkibiid MpeBOEIHUAM, MPUMEHUMER K 3L MU URCKUIM UIS38UAM U COTYMCImayiowiLus yomysan.

Lens sacmoswess cmaddapma — codedoemaus aHedDeriio & CLCMeMEs MeHedxMenma kavaecmes 2ap-
MOHLZUDOEIMHEY YCMAHIENeHREX Mpeboaanul K MeAUyUNCHLM Uadenusn. Hacmoawul cmandanm axoyaar
@ CEbA HERDMODER CReYUATENEE MPpefosanua Kk eduyuHcKund LI0ENUAN, & MEIONE LCKIMIOYASITT HERDMOaie
mpeSoeanud (3], komopsie 48 SATA0MCA YOManDENEHNEIMU, B CER3U © W8N OL2aNUIALUY, YaU CUCMEME MHE-
MHEdmenma Kavecaa omacHaam mpeboeanuaM HacmoAweso cmandanma, He MOV JaRENAME O COmManm-
cmeuy (3], moka ux cucmeMsl MesaediMenma Kavecmes He Sydym yAoanemaopams aced e UCKMoYEHUS
mpaboaaHuan [3] (o, makye nputoxasle B,

1.2 NpuMeHaHne

Tpefoaatus HacMOoALWe 2D CMandapmsa PACPOCMPAMAKNTICA HE OPSAHUIFUUL, TDAINI2aMLLLE M DhMO
MeduyuHcKue u3dENUR, HFeIFELCUMS O 8uda LWL YLCAEMHOCTIL HNTIUX SPaaHu 38yl

Ecnu ycmanoanenieie mpefosanun ToseoTam Uokmiaqume WIPSETaHue NDOaKmuooeanuen U papg-
fomyol vadenud {7 3], Mo Mo MORSM CIYWUIME DCMOGIHLEM DA LCKMCHEHLEA CODMmuEe ey uy moaboan-
MU L3 KOHKDEMEOL CUCITEME! MMEREONMENME Kavecmea. B amon ciyyae Jna dankol cucmemst MetadsmManma
Kavecmea JonsHb! Ghitih cAaakel aNEMEDHAMUEHERE NoNpasky. OmMesmomagHHocme 3a oSaCcTeysHUIE Coom-
BEMCIELA UCKIIHEHLR WIDaeNenuR NOoexmMUDOEaHLEN U Dazpabomyol tadenud mpaboeasusay HacmosLweso
cimandapma Nexum Ha caMod op2amuzalul 4.2 2, nepevyucneroe aj u 731,

Ecnu wakoe-nubo mpebogarue (mpeboaanus) paadana 7 HacmosWeas cmakdanima HekIa TpUMENLIITE
2aLud)y creULbUs L KORKDEMHOED { KOHKDBMMEX) Medulunekoss uadanus [uadenud), va Romopoe (Komopsis) Dac-
DOCMPaHASMCA CUCMEME MEHSINMONME KAWaCMES, MO GLaaHUIAULL HE cnedye!it BRTIYaME MaKoo moabo-
aanue [Mpebosanua) 8 caon Cucmeny MenedsMenma kavecmas (4.2, 2 nepeyucnesue aj.

OmaamomasHHociTe: 33 NpUMSHEHLE K MEAUYLIMCKOMY Ladenun (uadenuau) npoueccod, conmasmoigy-
ML MOeBOGIHUAM HACTMORWEe2D caddapma, Ko KOMopse HE OCYILECTMEMRINMER OpeaNuaayuel, Macem
KOMKDSMAER 002aMUSaLUA. U HNO CRadyem puumsBEans @ CUCMemMs MaHadmMenma kavecmes amod opsanuaa-
Litii (4.1 nepeducnenue aj.

B HacmoAwes cmandapime WeckoTKg 083 GCMpeyasyTica MONSMUA «8Cy cCoomaamemeayems u «xoada
coomeamomeyents. Ecnu mpeboaanue codepwim 0dno U3 3mUx NoHAMUL, 10 08 CHUMEENMCA » Camuaam-
CMEVRLLUMY, OKS Sp2anuIayus e npadaocmasum JonyMeNmUDoearee ofocHoeaMUe HeCoDMeamcmens

HMananue odrunansHoe
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HACMOAENY cmandapmy. TpeboganUe CHUMACMCA sCOOMBEMEMayLUMS, SCNU G20 AeiTanqexLe Haob-
xodumo doa mozg, uwnobe)!

a) uzdanue ydoenemeopano YomanoaneRHE MpeGosatuan wiunu

) cpzanuIayLA MO20a GeN0AHNAME KODDEXMLUDKIOWLIE Aelcmaus.

2 HopmMaTHBHbIE CChINKK

B HacmoAlaM cmasdapme UcnoNbIoeana cobinka Ha credyiowul cmaxdapm.
IS0 8000 — 2000 Cucmenmst Metadsnelima kadecmaa, DoHoGRbE RoNCKeHUA U cnosaps (IS0 50002000
Quaiity managament syslems — Fundamentals and vocabulary)

3 TepMHHBbI U ONpegeneHKnA

B HAcToRWEM CTAHOAPTE NpUMEHEHE TEDMIHE 1 ONPEOee KA B CooTReTeTEMK C 150 9030, a Tawke cne-
OVIOLIME TERMHH Bl C COOTESTCTEVIOLLMMK ONPeneneHuamH.

MovBeqeEHHLIE HKEE TEDMAHEl, MCNONBIYEMBIE B HACTOALEM CTAMOADTE ANA ONWCAMWA LUENW NOCTIRKM,
Bl MAMEHEHE! GNA OTPAMEHNA NDAMEHMSSMOND B HACTORLWEE BOEMA CNOBA DA TERMUHOR!

NOCTABLME — OPraduIaumMa — noTpebuTent

TepMdAH ¢Opradk3Iaumra » 3aMeEHAST TeDMWH «NoCTaBWKKY, MCRoNbIyeMbld B 150 90011956, W OTHOCWTCA K
OABEKTY, B OTHOLLEHKK KOTODOMD NDMMEHSETCA HACTOALLKME cTaHaapT. Kpowme TOMD, TEpMH «DOCTABLLWK IAMEHA-
2T TephH ccyBnoqpaguHis .

B TeKcTe HACTOAWEND CTAHOARTS TAPMUAH 4 NPOOYELMA Y MOKET OIHAYATE TAICKE oy CIIyTy .

Tam, roe TpeGoBAHKA ONPEOENEHE Kak NDMMEHHMEBIE K cMEOMIMHCKMM W3JENUAM . 3TH ke TpeBonaHMA
PABHOIHAYHO TREHMEHEME! M K CRAIZHHLIM C HAMH YCIYTaM, NPeaocTaBNASME M TOH M OpraHnIanHei.

TepMUMHE U ONpEOametuR. TOMELLENELIE MUk, Credyaim DaccMampuaans kax Haudanee odlwue, nocHonbky
MEDMUAE U ONPECEIERLA. CYLLSCIEWOMLLE 8 HALLOMATEREX HODMITIUEMEY SOKMEHITIAY, MOSKT OFIuYEambos
T MK L Shime NDeNIoNMUmEensRsMLU,

2.1 aKkmuaMos UMnnasmupyesMos MeduuyHckoe vadenve factive implantable medical devica). Axmua-
HOE MESULUHCKOE WASENUE, NPEdHasHAYERN0e JNS NOANGSD UL YE0MUYHo20 eedBRUR XUDYDSUYECKUM LTU
dpyaus MeduyuHcrkid cnocobor @ mena vyenoeeka nubo, nocpedomeskd MeAULUHCKOS0 aMEWLamEnLCmes,
& BCMecmMagHiae OMEaicmue U COmMaineacs Mam noene egedesus.,

2.2 akmuaHoe MaduuuMNckoe uadaenuea (active medical device), Meduyurckoe pedenuea, Ana hyHKLLomnL-
FOSEHUA KOMODOEs RECOXOJUM LEMOYHLK ANERMPUYeckol iy doyeed aMeiell, OmaUYKoD O Mepeul, Npowa-
SOOI MENoM YeNoESRa LT CLURCH MANECITIL.

2.2 noAcHUmenLHoe yaedovmnesue (advisory nofice). Yesdornayue, uadasyos opeanusanien-nocmaa-
LLLIKIORA NOCITE FOCTaaky MedULLHeRo20 UI0eNUR, CoOBDKALLEE SOFTOMHLITIENER WD UNBODMELILG W LINL DEROMEH=
dauuy o Mo, KaKUe Koppexmupyiowve uid noedynpesxdanive dedomeaus Aomse G MoednpuHame npu!

- MPUMEREHLL MedULLHCKoa0 Uadenus;

= poduhurayun MedULURCKOSD U20BnUR,

- B0ABLAME e IILUMCKOS0 WAL ODSIMUIILLL-N0CMISaIILIKY,

- Bhix0ae U CMPoA MedULLHCKeE0 Ladenun.

MTpumeyss e — MMoRCHUMENEHDES  YEedoMIBRUS MoK nompedoeamescr dns  mouasdeses  mpedosa-
HUD & MEOUUHCHOMY U080 8 CODMESMONENE © HIGUOHANLNEMLY U0 DESLUOHATLHLIMLE  HODMETILEHLIML
i T E AL

3.4 wanoba nompeSumensa (customer complain); MucsmMenios, aNEKMPORHOE LY FOMHOe coobilakue o
HEGSCMAMEEX, CEAIGMABIX C UFeMMILUNOCMER], KEYECITTIE0M, COOKOM CIywEs!, HadasnoCmbo, BEaIACHOCTIEWD
LiA Gh Y HELLONUDOeaH Le M Medulusckoso Uadanus, agedaertoss & ohoaileHue,

2.5 vmnnanmupyesmoe meduiunckoe vadanue (implantable medical device): Meduyumoroe vadenue,
TPdHAIHAERH0E JAR TOMH020 URL SacMmusHos0 eetenuUd @ ITeNc YeNoEsks UMY 8 ecmEcgantae omseep-
chue AUBa AN 2aMeLLeHUR ANUMENUEaNEHol ROEEDKHOCTIY LI NOSEOKHOCING 28Na38 MYMaM XUDYDEUYeckoas
EMELLAMENELTER HE Coox e Meres 20 dned, KOMoPoe MoWen Seims Fdane o MamnsKa NocpedcManss Xuoypau-
Yeckoen NUbo Spyeoeo MeduLUHCKoSD BMEWameankoimaa.

MpuMeyanue— 3mo onpedenesle NPUMEHREMCH & IMITaMTIUDYEMBIM MEdULUHCKUM UIO0ENUAM,
CHTILIY M D71 AKITILAAHEL UMITTaHTUDYE M MEOULLHCKLX U3deul.

2
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1.6 maprupoaxa (labeiling). MWEOpMaLUR & PUCEMERNCGN, NEYamMOL LT pagliveckol (hopie, HadaooH-
HaA Ha MeduLURCKOS LISaNIUe, Many, YWIaKoeKy Wil conpoeosdamiuas MaduUuHcKDE uadenue U CaRIanRan © eso
LML URKSLLISE, MEXHLYECKLM STUSIHUSM U ADLMEHEHUSN, HO HE BRMI0YHHIR 8 conposodumensisle Joky-
MGHTIE,

MpuMeydsus — B HERMODLE DEZUOHEMEHLIN LT HEYUOHATEHEN HODMAMUEHSE SOMYMERITIEN MEpMuH
AMAPKUPOENES UHMapNDEmMUpyemcs Ray ruHhopMEauus, NpedonmaanAeMan UIsomoenmanams.

2.7 meduyunckue vadenun (uadenun) (medical devices]: Mpubops:, annapame, GHCRIDPMENTE, W¥om-
POUCMEs, KOMITAEKITIEL KOMIIEKCE, CUCTBME! C NPOSDaMMHBIMU coedomaany, ofopydoaanue, noucnocobne-
HUA, MEOEEARCHMES U (WOEHEE CRedCTes, CMOMaTITOSUSECHLE MamEDLansl, Habopbl PEasanmog, KOHMDTbHbE
MamepuUas U cmandanmise ohpasis, dA0enUa U3 MOnUMEDHEE. DEIUHOELEX U LUk MaIMeDUET0E, MDLMEHTE-
MBI @ MEJULLMCKLY LeSTAY NO omOEnsHOCMY UNU 8 couamanuy dove ¢ doyaon U NoedHasyayannble U320moeL-
iranad dnA;

= paghLurarmusy, JUS2ROCMUKY, MeWeHLA 3a00NEEAMLULT, NDoeEderUs MeduLUNoKuE Npouedyp, vocnedoaa-
ML MedULUNCKOSD X¥a0aKMapa, JaMeHsl Unu Modigburadul Yacmed mana Yenogeka, SoccmaHoamaH L LWy
KOMMEHCALLIL HEDYIWEHHEY LU YINPaHeMHb Y (DUSLEN0SUASoKUE (IYHKLLL, KOHMPONS Had 3a4amucis,

- B00BICIMEUA Ma ODSAHLIM YEMOENS, MOL KOMODOM UK G HKLUOHATEMOS HAZHSHEHUE HE DEGNLAVETICH,
MO MOKEN NoddepMUEAMECH XUMUYECKLM, (Da0MAKOTOSUYSCKLM, UMMYNOMOSUYECKUM LY MamaBonuyeckuM
AIaUMo0edcmauan ¢ opIaHUIMOM YEToaaKa.

2.8 cmepunsHoe Meduyunckoe uadenue (stenle medical device) Kamesopus MeduLusckuy y20enul,
CODMEEMCITTEVIOLLYE MpeoEaHLAN i CeDLITEHICTIU,

Mpumeyarue— Jooyeckaemcy mpeboganus 7 cmspumesdoomy MeduUUuHCKLY U20emul  pomanadnuessmt
4 HELUUOHEMEHEE UND DESUOHAMSHSE HODMEMUEHEE JoKyMERTISN.

4 CucTema MeHeOMMEHTa KavyecTBa

4.1 Oowue TpeboBaKnKA

Opzatuzadud donwka paspabameleams, SoKYMEHMUDOEaMs, 84adnames U noddepmueant @ paBoyer co-
CIMOAMLL CUCTIGMY MeHEdNMENTIa Ka9acmaa, @ makwe Toddoowueaants ae PedynbMamuaHOcTb 8 Coomgsm-
CELL © MPeOoEasuAMy HAcMoAWesD cmakdapma.

CprasuIanmKa JonuHa;

a) onpeaenATs NPOUEcokl, HeoBRaIHMEE ANA CUCTEME MEHEHMEHTA KAYECTER, K WX NEHMEHEHWE B0 BCERA
OpraKsanEE (1.2

) oNpeQenaTE NCCNeRoEATENERCCTE M B3AMMOGERCTEE 3THX NPoLEcooR,

B) oNpegensTe KPUTEDMH U METOOL, HecBRodumele OnA obacnaqdeH1A pesyNeTaTHEHOCTH, KAK NP ooy LWe-
CTEMEHKK, TAK A NDW yIIDABNSHEK ITHMA NDOLECCaMG |

r) oGeCcnEYMBEaTE HAMKYWE DECYDCOR U MHGROPMaL MK, HEDOXoGUMEX 0NA NOGOEDHEN 3TUR NEOUECCOR | KX
MCHIAT O RN,

O} OCYLLECTRMATE MOHMTODRWHD, WIMEDEHWE K AHANKS 3THX NDOUSCCDE,

) @ninonHAms dedcmaus, seobxodumsie Jma SoCMUKENLA JaNNanLDDEaNNEY DEZFNEMamos b noddepsa-
HLA 03 NEMamuaHocitil JMUE NooYeccod,

OpraHyd3auWa Jon$Ha oCylWecTENATE MEHEDMMEHT ITHE NDOUSCCoB B COOTRBETCTEBUA & TPEBORA HMAMK
HACTOALEND CTAHGARTA.

Ecny opraddiauqn pewasT Nepedars cTOpoHHWM SETaHWIaUMAM BELINONHEHWE KAKOro-Nwio Npoyscca, Bnu9-
AKWEND Ha COOTRETCTEME NPOOYEUMK TRebosaHdaM, oHa gonmkHa oBecnaykBaTes CO CEOER CTOPOHE KOMTDONS
TAKOMD NPOUECca. YNpaanasHe M onwHo GelTe GNPE0EneHo 8 CHCTEME MEHEIHMERTA KadecTea (8.5.1).

n PHAMEYAHHKS — B NEPOL B0, HEODHANHMERS OMA CHCTEME MEHSIHEMEHTE Ka4ScTES, CrenyeT BEMOYETE
NpoYetcE WFIEEHE‘H"IHEHD'E AERATEM=HOCTH PYHOSASCTES, abECna4EHIR PECYDCEMA, NPOUECCEl MEIHEHHDID UHAKNE npo-
AYELMH KM HAMEBDEHNA.

4.2 TpeGoBaHWA K JOKYMEHTAL WA

4.2.1 OBWKe nonoMeH4a

OokyMEHTALWA CACTEMB MEHEIHMEHTA KAYSCTES SOMHHA BEMHOYaTE!

a) ACKyMEHTANBHD ODOpANEHHEIE IAARNEHAA O NOMMTHEE W UenAx B olnacTd kadecTsa;
) pYKOBoOCTEO N0 KaYEcTRY,
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B) AOKYMEHTHPOBAHHERE NEOWE YRR, TREEYEMEE HACTOALIMM CTAHOARTOM,

r) AOEYMEHT B, HEODXOOMMEIE OpTaHHIaUMK gNa obecneqerna e THEHOMD NNasspoBaAHKMA, OCYIWEeCTRNE-
HIAA NPoUECCOB M yNDAENeHAA MK,

Olaankcd, TReGVeMBIE HACTORLLMM CTaHaapToN (4.2.4);

&) dpyaue SoNyMEesITIb, WKAFAMWHEIE 8 HALLOWENESLIX UTU PESUOHSALREIX HODMaMUEHELX SOKyMEHTIax.

Tam, ade a HacmoRLueM cmaddapme yrazano, Yo mpedoganue, npoyedypa,. kakas-nubs deRmaensHIcms
LU CRELUAMEH0E MEDORDURMLE donkHb Shimb «JoRMBRMUDoaatiss, MOTPaIyMeeasmch, Ymo Uk Makwe cna-
Apem abiTaTHETE U meddepwuaans & padowes CocmosHUL.

Lna gawmdoso muna unw Modeny smeduyusckoso u0enus 0pSasuIanus SonsiHa cosdams U noddepmuEame
@ paffowo cocimoatul thadn, codepsaluud g udesmudbLinooud doxdalimsd, onpedansmowue cnayigu-
KAl Ha ApadykLUun o mpeSoEaKua K cucmens MeredxMenma Kavecmeaa (4.2 3). 3mu Sorysemb: QoMb
Mmakxe ONpedenames TamEsl TROUECT UI20Moanasus o, ecnu saobxodusmo, Modmaxa u cbonywuaanus medu-
LLHCHO20 LITeIuE.

MpumeEYEHUR

1 CremaHs GUEYMEHTHPOESHNA CHCTEMBl MEHEISMEHTE HEHECTES OOHDA DPraHdZauMy MOBET OTNEYETLCR OT
OPYTOR B 3ASMCHMOCTI OT:

A} pEIMERE OpTEHM3ALMK M BMOS OSRTENEHDCTH;

O} CRocHHOCTH M BIaVMMOOSACTEMA NPOUSCEO8;

8] HOMMIETEHLMH NEPCOHENA.

2 OokymesTauA womeT Oete &8 nobod dopme v Ha nobon HocKTena.

4.2.2 PyKoBoOcTED NO KAYECTRY

Opradvaauxs AomsHa paspabaTeEaTs ¥ NOQOER*HMEATE B palouyem COCTORKWMK DYKOROGCTESD N0 KA%ECTEY,
CoOgepHalles:

&) ofacmie ARUMEHEHLS CUCTams MeHadaMerma kasecmaa, axmovans nodpobsocmy o cBocHOEaNE
THOBEX UCHTOSeHUD WUnU wenpuseseHus (1.2);

G} BOKYRMEHTHPOBAHHEIS NDCLETYPE, PAIpaGoTaHHEEe ANA CHOTEMBl MEHETEMEHTS KA4SCTER, HNH CCbINEK
Ha H#x;

B) ONACAHWE BIAMMOZRACTEHA NPOLECCOR CHCTEMB MEHEIHMEHTA KaYecTES.

Pyxoaadomen N0 KaYecmay donwyo onpedenams cmpykmyny doxyMeRmos, UeNoNbIYeMEX & CUCMEMe
MEHEDMMEHTA KaHECMEa.

4.2.3 ¥npapneduwe JOEYMEHTaLHER

LokyseHTaMA CHCTEME! MEHBTHMEHTA KAYSCTEa HEODROZWMO YNPABENATE. 3aNWck — CNeudansHsIR Birg
ACKYMEHTOR, W MMM HAG0 YNPABRNATE COMNAcHD TpeBoBaHMAM, NPHBEISHHLIM B 4.2 4.

0na cnpegenedna HeoDxoguMex CPeACTE yIpaRneHHMA gorkHa SwiTe paspadoTasa QoKyMeHTHpoaaHHan
npouegyna, NEeaycMaTpHeEaIowan:

&) RpoEe oKy U ymeapaidenue dokpeHines Ka aderaamEocis G0 ux SRTYCKE,

5] AHANKI ¥ AKTYANA 33K, No Mepe HeoTXogUMOCTH, M NEReYTEEDHIEHNE OOKYMEHTOR,

B8) 0DECNeYeHnE HOEHTHEHEALWM W3MEHEHHA W CTATVYCA NEPECMOTRE O0EVMEHTOR,

I} OBECnedYeEHHE HANHYUA COOTBETCTEYIILLMX BEDCHIA DOKYMEHTOR B MECTAX WX NPHMEHEHAA,

G obecneqeHte CoXpaHeHiA DOKYMEHTOE YETKMMM # NEFKD WOEHTWHHLMDYEMEIMH,|

&) 0EaCnE4EHnE HOEHTHEMESUWA DOKYMEHTOR BHELWHEND NECHUCKOROEHKA W YNDABNEHWE WX PACCRINKOR;

)} NPE0TERALEHKE HENDELHAMEDEHHOND MCTONEIOBAHWA YCTADESLIMX A0KYMENTOR W NPHMEHEHWE COOT-
BETCTRYHIUEH MOEHTUEWEILMKA TAKKX QOKYMEHTOR, CCTABMEHHEL GNA KEaKME-NMbo genei.

CpzaMliaaulsa donwHa odecnouUasme JHamua U pmeansdotime UIMERERUIT 9 JoKpRenmax Mo Somsmocm-
M AULOM, Wineepxdaguiise MepeoHaYanstbill oRVRERM, NUE0 J0YeUl CRELUANERD HAZHAYSHM LI ORHOCT-
Ml AULOM, UMW UA DOV K CODMEBEMoMeyiou el dcxodEod wboDrdaduy. Ha DoHORaRuL Komopol nouNu-
MSETICA DELIEHUE,

Opzanuzauus donxna onpedaname nepuod NeMany, & MEeYsHLa KOMOoD0ao CNedyem Xpanume He MERes
3oL KONUL YOMapeaLiuy pesynupyioluy dokyMenmos, Ha amom nepusd donwen Beimes obacneven Jocmyn &
oK YMEHMAM, & COMNTEEMCIMaUL ¢ KOMODLU MeduLuHokoe Ladanue SelNo UISHNoCENEHD U UCRLIMEND, & MeYe-
HLE, N0 Kpadyed Mepe, coord Caywbe! UIAenus, oTpedenetNc20 op2anuIauued, KD HE MENSE CDOKE XDAHSHLUR
mobod umazoeod Janucy (4.2 4] Ny coanacko yomatoaneltbiM mpedoaatuan.

4.2.4 ¥YnpaeneHHWe JanvcAmMM

JanKuck OONKHE BECTHCE W NOAGEDHKEATECA B palodem CoOCTOAHMK ANA NPegoCTARNEHWA CaMOETENLCTR
COOTRETCTEHA TREO0BaHWAM M PRIYNETATHEHOCTH EYHELMOHHMPOBEaHWA CHCTEME MEHETHMENTE KadecTea. DM

4
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A0M#HEl OCTABATECA YETHMMA, NErE0 MOeHTHDUUHEYEMEMKA 1 BOCCTAHARNWBAGMEIMK. Hago pazpatoraTte Ooky-
MEHTHPOBAHHYID NPOUESYPY ONA ONpegeneH A COenqoTa yRpaeneH9ya, TRelyemsx Npr nOeHTUEWEILMK, XpaHe-
HIAW, 33LUHTE, BOCCTAROENEHWH, ONEEOENEHRA CRORSE XPAHEHARA ¥ WILATHH 3andced.

Opganu3alin dosHa XDanumb 3anucy 8 mawanLa, M kpalledl Mepe, cooks cmywbb Meduyuhckoso uade-
LA, CNpedensnRo2d SpsanuIaguel, Ho He MEREE Jayx NeM C MoMeITa Balycka u20enus opeanuzayued unu g
COOMEBEMCMBUY © YOMaHoand iRbIMU MoefoeanuaMLL.

5 OTBETCTBEHHOCTb PYKOBOACTBA

5.1 OSazarensCcTEA PYKOBOOCTEA

Bpicwee pprosadcmen opaasuiayuy Jomsxro nodmespwdams Ce0M NDUESDNENHOCTE paspabomie u
EHE0DEHLID CUCTTEME! MoNadRMEHTE KIYE0MEa, 8 Makke Noddepwaninin e pesyemamuaHocmu nocped-
GO,

a) AoRedeHKA 40 CRE0EHKA ORraHn3aLUY BaRHOCTH BENCNHEHE TPeboBaHkiA NOTPEDHTENA, 3 TAKHE JaK0-
HOOATENEHBLY W 05A3aTENEHLIX TRESCBIHMA,

) paapaboTi NoNKTKKK B 0BNacTy Ka4ecTaa;

g} obecnederns paapaboTin uenad B oBnacTy KkadecTea,

) NposegeHa aHanKaa oo CTOROHE PYKOB0ACTER,

O} ohecneqeMHA HeoDXoOWMLIMIA DECYRCaM.

MNpumMeyadue — B HEcmomues cmandsomes yomaHoemeHHbE mpetiaaHue OSDaHLMEHSE) Momsxa Ge3onsc-
HOCMBRE U yHEYUORLDOREHUEM FORNDEMAOZ0 MeduLuRCKo2e u3denun.

5.2 OpreHTayxa Ha noTpebuTens

Briciiee pyroeodcien apaaHuzayuy damsro obecneyuaame onpedenenue U GeinonHerue mpedosasull
Aompatumena [F.2Tu 821}

5.3 NMonuTuka B ofGnacTy KadecTeEa

Belcisee pykoBOOCTED O0MEH0 0D CNEYMBaTE, YTobs NoNWTHKE B 0BNacTv kadecTea;

a) COOTRATCTROBANS LENAM OpraMMIaL 1A,

&) axmpyana oBa2amensCman co0masmomMangant MOaSoaaHLAM CLUZMeME! MERBIRMOHIMA ka4 cimaa U
NoddeRUEaME 88 DEIYTLTaMUaNOCTE,

B) COIOARANA OCHOBE 01A NOCTAKORKK M aHannaa wenei a obnacTy KadacTea,

r] GbiNa 0opeseHa 0o CES0aHUA NepooMana OpraHiaaLHE 1 NOHATHA &My,

O} AaHanMaInposanace Ha NOCTOARHYID NDHMIOGHOCTE.

5.4 NnasKpoBanKe

54.1 Uenu B obnactv KavecToa

Bricluge pyE0BOOCTED ORTaHHIA LMK J0MHHD 05ECHEMBaTE, ST00L Uend B 0BNAcTH KAHecTRa, BEMICHAR TE,
KOTORENE HEEX0OWME ANA BENCNHEHWA TReS0EaHKIA K NpodyEWkn (7.1, nepedrucnerne a), SNk yCTaHoRNEH bl B
COOTBETCTEYIOW M NOADAILENEHWAX W HA COOTEETCTEYIOWMWY YPOBHAX. Llen B oBnacTy ka4ecTea AomsHE BT
WAMEPHM LMK W COTNAacyaMbikKA © NONHTHEDR B 0BNacTH KavecTaa.

5.4.2 NMnanHnpoBaHHe COINAHMA W PDAIBWTHA CHCTEMbLI MEHEOMMEHTa KavecTea

Buiciues pyROEOQCTED JOMHHO OGECneYHBaTL:

a) MNaHKpoBaHUE COANAHKA W PAIBNTHA CUCTEME| MEHEMMEHTA KAYECTEE ANA BRNONHEHHA TReboBaHKiA,
NPUBEOEHMEIX B 4.1, &8 TAKKE 08 QOCTHHEHHA Lenel B 0bnacTii ka4ecTes,

G) COXpaHEHWE UENCCTHOCTA CHCTEMEl MEHEI¥MEHTA KA4SCTREE NPW NNAHWDORIHKH W BHEQDEHWK B HEE
WAMEHEHME.

5.5 OTBETCTEOHHOCTE, NOMNHOMOYMA M OBMEH MHODMaLHeR

5.5.1 OTEeTcTEEHHOCTE M NONHOMOYHA
Bricurge pywoeodcman opeanu2adguy donwao obecmegyuaams.!

CPeOENERLE OMBEMCIMEaHHOCITIL U MOMHGRONUL, KOMODEE keabxoduo JoKyMERNmMUDdeams, u doeede-
MU X do cesdenUA NEpCOMana opsaqLiaanun,

833LM0OeICMEUE U HEISBUCUMOCITIE TEPCOHATA, DEKCacdALIEa0, SEMMTHRGLLES0 U SEDUILLDYHHLESD
pabomy No obecnederu Kadecmeaa, U onpedename NOMHOMOHUR, Hecbrodunbie dnR GeNONREHLA IMux 2aday,

il
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Ocoboe aqumManlue cnedyem ydenuie HaZHaueMLRD KoOMKDEMUHLEY UL, OMesmomaecHiey 33 auder der-
MEnLHOCTIL, CEAsaMtbE ¢ Haldndenuenm 28 wonnyamauued 2omoasix uadenud, a makse ooDMABHLER HiNYe-
ma of wHuudesmax (8.2 1 u 8.5.2).

552 MNpegcTaEpMTeNk pYEOBOOCTEA

Bricles pykOBOOCTBO A0MHHO HAIHAYMTE NPELCTARMTENA M3 COCTARA PYKOBOACTREA, KOTODRRIN HEIABMCMO
OT gpyrax 00AIAHHOCTER O0MeH HECTH OTEETCTREHHOCTE M MMETE NONHOMOYHA, DACNPOCTRAHAKAMECA Ha!

a) obecneyeike paspaboTeEd, BHeJDeHHA W NoOoep+ania B paboYen cocTOAHKY NpoUeccoB, TpebyeMEIx
CHOTEMON MEHeMMEHTa KEadacTaa;

&) NpeocTapnests OTYUETOR BRICIUEMY DYEOBOOCTEY O EYHELHMOHMDOBAHKK CUCTEMEl MEHSIRMEHTA Ka4E-
CTEA W HEODEOOMMOCTH YiydLWe A (8.5);

) OBECNEHEHUE BHFITDL ODSSHUSALLL NOMLMERLS Vomadoemettey mpebosanud v mpeboaasui nompetu-
e,

m pPuHMBYEIHAE — B oTBETCTEEHHOCTE NPagCTaadTaEns pyHoBDacTBa MOEaT ObITh BEMEHEHD NoOgeHaHNE
CHAZA C BHEUWHHMEA CTOPROHARA NOo 20NPpOCEM, E3CEWEMCA CHCTEME! MaHaHMEHTH EH“ECTHE.

5.5.1 BHyTpeHHMA 0DMEH MHDODMaLLMeR

Bricilzs pyHoBOOcTEn A0MEHO 0GecnesnBars palpafo ey 8 OpraHuaaLkK cooTRETCTEYHILME NPOUEtooE
afiMeHa MHopMaLMER, B ToM YWCNE N0 BONDOCAM PRIYNETATHBHOCT CUCTEME! MaHEIHMMENTA KaHECTEA.

5.6 AHANKI CO CTOPOHLI PYHOBOOCTEA

5.6.1 OBWKe nonoMeHHa

Buicwee pykoBOOCTEO DOMEHO AHANAIMDOBATE YEPES 3aNNaHHPoBaHHEIE MHTEPRANE CHCTEMY MaHEIHMEH-
Ta KAYECTEA OPraskiIay K ¢ Genkso obecnede i &8 NOCTORHHON NPMIDGHOCTA, 302KBATHOCTH M PE3yNETATHBHOC-
Ti. B aHanka cneayeT BEnioYaTe OUeHRY BOSMOIEHOCTER yNyYWeHWA ¥ NoOTEEBHOCTH B MAMEHEHWAK B CHCTEME
MEHELHMEHTA KAYECTRA OPradn3aUrK, B TOM YHCNE B NONATHES W UENAX B 0GNacTH KaHecTea.

Januck 00 aHanNAIe oo CTOPOHEl PYROE0OCTEA J0NMHEl NOOOEpEHABETLCA B pabodas: CoOCTORHHN (4.2.4).

56.2 BxogHbie JaHHLIG ONA 3aHaANA3a

BrogHeie 0adHBEe AR aHankaa co CToPOHE DYKOBGOCTER O0MHHE BEMEHATE CNa0yseWL Y0 HHopMAaLKK!

A} peayneTaTe ayaHToR (NpOBEpOoK),;

&) obpaTHyo CBRIL C NOTPpebrTanAmMA,

B} EyHELUWOHADOBAHWE NPOUSCCOB W COOTERTCTEHE NPOOYHLAH,

rj CTaTyC NpEayMpEkaailKe W KOPPEKTHRYIOWWE 0eRcTEHA;

0} NoCReOyKwWHAe GEACTENA, BHTEKZIOWME M3 NPegsOyLLent SHan3a co CTOPOHsl PYKCBOGCTEE,

€] HIMEHEHWA, KOTODLIE MOMTH Bkl NOBAHATE HA CUCTEMY MEHEI#MENTA K3%ECTEa;

M} PEKDMEHIALMWH N0 ¥ ITYHLLE HIAKD,

3) HOAkRE WAL NEPECIANTDERRBIE YoMan0eeHHE e MpebosanuA.

5.6.3 BelXogHLIe AAHHLIA ONA aHANK3a

BrixoOHsIe GaHHES aHANKIA C0 CTOPORE PYROBOACTES GOM#KHE BEMOYATS BCE PELUSHKR W ASECTEMR, OTHOD-
CALMECA K

&) yriyLiesuaM, HeobroduMeiM dng noddepaanurg DeIYILMamUEHoCiy CUCMaMs) MeaHadWMerma Kaya-
CMES U 86 NROLeCCoa;

] YNy HWE HKID NPOOYELKE COrNacHD TReSoBaHnAM noTpebuTenai;

B) NOTpE8HOCTH B pecypcax.

& MeHegKmMeHT pecypcoB

6.1 ObecnevaHre pecypcamu

Dpradvaau-a Gon#Ha oNpeaensTe ¥ o0ecnedreaTs pecypcel, Tpebyemse Anq:
a) aHedpEHUA CUCMBME MEREIRMENMa KaYNeeMEa U NoddepwanLn 68 DeIymsManiLEHCCITl;
) yEoanemespeHUs yomanoanesnsy mpeboaasul b moedoearield NompetLmens.

6.2 YenopeyeckKe pecypchl

6.2.1 OBwwre nonoMeHHA
MepcoHan, BeMonHAKWWA paboTy, BNMAKWYID Ha KaYecTBED NRPOOYELEK, J0NHeH BbiTk KOMNETEHTHIIM B
COOTEETCTEMM C NONYYEHHEIM 00pa3I0DRaHwen, NOOIoTOEKOM, HABLIKEMM M OMETOM.

&
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6.2.2 KoMNeTeHTHOCTEL, OCBaOOMMeHHOCTE W NOAroTOBKS

OprasmMaang gonwHa;

a) onpegensTe HEoBX0OHMYI0 KOMNETENTHOCTE NepCoHana, BeNonHAXLWers paboTy, KOTOpaA BAWAET Ma
KaYECTED NPOOYKELAKN,

6] oBECcneYMBaTE NOOQrOTORKY MKW NPEANDMEMKMaTE ADYTWE ORRCTEMA C UENkI0 YEOBNaTEODEHMA 3THX No-
TpegHOCTeN,

28) OUeHMBATE DEIYNETATUEHOCTE NPELNPUHATED MEp,

r) 0GecneYnEaTs CoBENOMNEHHOCTE CROETD NERCOHANa 00 KTYaNLHOCTH M BAKHOCTA 8r0 O8ATEMLHOCTA ¢
BENane B OOCTHHEHHE WENEA B8 o0NacTi KavecTea,

O} nOA0ep¥HMBATE B paboden COCTORHMM COOTRETCTRYIOWWME 3aMici o 0bpazoBaHil, NOOroTORKE, HEE L -
Kax 1 oNbITe (4.2 45,

Npopumeyanus — HIuuOHENEHLE DL PEEHOHRTEHLE HODMEMUENEE  OORFMERML MOSPT  COO8REms
MPeORERLR K KOHKDEMHGD Op2aHTEagun O padpabomys CoRyMaRmUpogantei Npousdyn dnr onpedemerus Heobxo-
AUMOGITIL NOOSMOEKY NEDCOHENS.

6.3 MHpacTpyETypa

OpraHyaauna QonsHa onpegeniTe, ofecneyMeate W NOQASQMHBaTE & pabodem COCTOAMMKM MHdpa-
CTEYRTYRY, HECDHoAMMYIO ONA OCCTUHEHWA COOTEETCTEMA TPEDoBAHUAM K Npogykuwmi. MHdpacTpysTypa MomeT
BKMIOYATE!

a)agamMva, paboqes NPOCTOEHCTED M CBAIAMMBIE C HWM COROCTES TRY O,

&) obopygoeadne QNA NPoUECcCon (KaKk TEXHKYECKME, TaK 1 NpOorpaMMHisle CoegeTaal,

o) cnywhel obecnedeHya (HanpHMep TRaHMCNoPT WM CBAIL ).

Opzanudayus donwna paspabomams dokyMedmuposadlbe mpeboeanud & dedomeEnasd, moddepmwiiEan-
LLLIM BB UMEEDACITDEKMyDY, GXTIOYAR YACTOMY Uy Mposedesud, eciy amu Sedcimaurs LU Ux OmcymeTiaUns Afo-
S MOERNLAME Ha KaHeciTac MpodykLLL.

Janucu of amux dedcmeunay domske Toddepkuieamsch & paboyeM coomoanruu (4.2.4).

6.4 NpowapogcTaeHHan cpega

OprayyaaumMa SoMmeHa CoI0aBaTe NPOHIBOACTREHHYM CREaY, HeoOxOOMM Y ONA OoCTUMEHMA COOTRETCTEMA
TPEGoRaAHKAM K NEOAYELMIA, W YNDaENATE ai0.

IMo aKmoYFem cRedyioldue mpaboganua;

a) opeanusayus domwia paspabomame dokyideHmUpodanHse MoeboaaHLA K COCMoRHU 3300080A, SUaU-
et U odesxde Mepcolana, SNy KOMMakm Mexdy napecoranas v npodykueed un npodlsodemasirod coadad
MORETT OMDULaMETEHD TORNLAME Ha kavecmao npodykuud (7.5, 1.2.1),

) achu NpoUIERSCIEBSHHET COOOT MONEM OMPULAMENEMD CKATAMLCA HA KAYSCMEs NROJYNLUY, OD2aHU-
JaLLA domsvya paipabomams JoyMeHMUDOEaHHbLIE MpeboaaHUa & Npousaodcmaostod coede O doKyMeRmuno-
@FMHBIE ToaUedys LTl NEOUIE0ACIEeHHEE EHCTMDYRLUL ST MOMUMODLUKEE U KOHMDOIR NoaUaeodcmaamiod
cpede) (7.5.1.2.1);

aj pp2anuIayLn donkKa 2a0aNMUD0EaTE COOMEBHMCMEIOLLI NOA2MMOGKY MePCOHANS, GRoMERHD pabo-
Makolleed & ccobbiy yonoeusy Npousaodoemesiiod cpaedid, LNy e20 daxowdasus nod vabmodaerues nodeomoa-
SemHaas Muya (5.2, 2, nepavucnesua ),

2) npw HeodXoSLUMacmU pRIapadomsy U SoKWMSTILDOEaRUE CIaLUanbtibix MED AR KOMIMCNT 33208 IHEH-
HOD LU TOMENLUATEHD 3820AIRERHOL NPCSVRLUL © WENLD NPE3cMEDatlesLA 3a20R3HEHUA OCMansHoL Noodye-
YL, RpOUIEodCMaaHNol cpadil LML 3a20R3HaHUT nepcaxana (7.5.3.1).

7 Mpougccbl ¥HU3IHEHHOrO LUMKNA MNPOAYKLHM

7.1 MnanvpoBaAHKWE NPOLACCOR HMIHEHHOMD LMENA NpoaysLMH

OpraduaayKa JonsHa NNadupoasaTe ¥ pazpalaTeliears NDoOLSCcCk:, HeohXomuMEE 0NA oDecneda A N1 3.
HEHHOMS LAKNE NpogykLMi. NMNadssposaHie NPOURCCOR MMAHeHKOTS LMKNE NROOYELIWH 40MEH0 ST COMMNacopaHg
C TpebosaHHAMA B OPYIMM NQOUECCaM CHCTEMEl MEHEQMMEHTA Ka4eCTRa (2.1).

Mp NRAHKPORAHK K NPOLECCOE MMIHEHHOMD LWKNA NDOOYKLMA ODFaHWIaUMA QOMKHS YCTaHOBWTE, BCIM 3T0
UEnecooBpazHo:

a) uenu B ofnacTi Ka4ecTea U TRaGoBaAHKA K NPOOYKLMA,

&) noTpefHoCTE B paspadoTie NPpoUeccas, ZOKYMEHTOR, 3 TANKE B oDecnedaHr i pecypcamy ONA KOHKDeT-
HMON NpoOYELMH,
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8] HEoBXOOMMYI0 ABATENLHOCTE NG BEDHIMKALMM 1 BANKAALKKA, MOHHTOPKMHIY, KOHTROMK W ACIETAHXAM
ONA KOHKDETHON NPOSYELMK, 8 TAKDKE KPHTE DM NEHAE MK NP0 DYKLNN,

ri aanvck, HeobxoguMele 0NA o0eCneYeHnd CBMIETENECTEA TOMD, YTO NDOUSCCEl MUIHEHHOTD LHKNG Npo-
OYKELKAA W NpOMIBEIEHHaA NPoOYELHMA CooTRETCTEVIOT TpEBoaanqAmM (4.2.4).

PeayneTaTe 3T0M NAaH M poRaHMA SOMHEl Dbl Te B OpME, COOTRETCTRYIOWEA NDAKTUEE ORTaHHIALMH,

Opeanuaayus Sonwxia pazpabomames JoxydemuposanHb6Ie MPSGoaIHLA K yIDSETeHI0 DLUCKOW M3 o8%
IMANA X KUIHSHHDAD UUKTE NOOdYRULLL 33N0CU 0 yROEaaneHw0 pUckon domwksl noddepmueamecs @ paSoduonm
COCMCAMUL (4.2 4 u npume<adue 3).

Mpume4adHus

1 OouyseHT, ONPESENARHLAR NPOLECCE CHOTEME MEHBIMMEHTE Ka4ECTED (BRNIHAR NPOUSCoL HAZHEHHOM WAK-
na NPaOyRLHA] B pECYpoR, KOTODRES NREOCTOMT MPAMEHATE K KOHEPETHOR NPOOYRLWA, NPOSKETY WNH BEOHTRERTY, MOHEET
PACCMETOHEESTRER K84 NNEH Ka-ECTE.

2 Mpw papaboT:e NPpOUsccol MAZHEHHDTD LAKNE NPOOYEUAA OOraHUMIauMn MOHET THRHEE NpPUMEHATE Tpebosa-
HHA 7.3

3 Car. [5] no yripEensHL PLcKo.

T.2 MNpoyscchl, CEAIAHHLIE C NOTREOWTANAMM

7.24 Onpegenexue TpeSoBaHKK, OTHOCALWMECA K NPOAYELKK

OprasMaauna JomKHa onpeaenTe!

a) TpeBaaaHuA NOTPEE Tans, BEMoYan TeDoBaAHMA K NOCTARKE W SeATENsHOCTA NOCNE NOCTIBkA,

&) TpefopanyA, He ONPEGENeHHEE NOTpeBuTEnem, HO HEoDXoOQHMEIE ONA KOHKDETHOMRD WK NPEGRonaraeo-
ro MCMONLI0BAHKWA, KOM0a OHO HARECTHD,

B) 3aK0HOJATENEHLIE 1 ODYTME 0GR IaTeNkENbE TPEBOBaMWA, OTHOCRLLWECA K NDOOTYKLMM,

r) NGala JononHATENbHEE TPeBoRaHrA, oNpegeneHHsIe Opralknzan e,

T.2.2 AHanua TpeGoBaAHWH, OTHOCALIMXECH K NPpOOyKLMA

OpranKaauna JoMmHa aHanyHadpoaaTs TpeboBauka, OTHOCRLLPMECA K NPOOyELMK. 3TOT aHanis OOmeH npo-
BOOWTECA O0 NPHUHATHA OpraHnIaumMei o0AazaTensCTea NOCTABNATE NPOOYKLMI0 NOTReDHTaNID (HAaNpUMEDR, YH4acTHA
B TeHIepax, NPUHATHA EOHTLAKTOR MW ZAKA308, NPUHATAA HIMEHEHHA K KOHTDAKTAM WK 33Ka33aM ) 4 J0MTEeH
ofecneYBa Ty

&) onpedanaiue U JokyeRmupoaanLe mpeboaakiud k npodisyul

&) COrnacoBasHyMe TpetGoBaHil KOHTRAKTa WNK 33K333, OTNHYAI0WWECA 0T paHee coopMy NMAROBaHHELE,

B) COCOGHOCT L ORraHWMAALMY Y AORNE TRORATE ONDEQenEMHbIEe TREBoRAHWA.

3anucK peIayNETATOR AHAMKMaA M NOCNS0Y0WMY GEACTEMA, BETEKI0WME M3 aHANNIA, 0NHHE NOLOE DN
BaTkLCA B pabouam cocToAMMA (4.2 4],

Ecnu noTpebuTenk He BelARAFanT QoY MEHTUDOBaHHLX TPeBoBamWi, opradnIauMa GomHE NoaTeeDOM Tk
MX Y NoTpeDuTena 0o NoMHATHA K MCIIONHEHHIO.

Ecnik TpeboBaHyA K NPooyKUHH WaMEHEHI, SPraHu3alns Qonkia obecnednTe, 4 Tobk CoOOTEETCTEY IOLLHE
AOEYRMEHTE DBiNn KCNPARNEHE, 8 3ARHTEPECOBAMHEIR NEpCoHAR Bs NOCTARMEH B M3BSCTHOCTE 0F MIMSHABLLMX-
CA TReGoRAHHAX.

MpumMeYaHne — B HEKOTOPE CATYALMAX, TAKWE KA NDOOaMHY, JCYILECTENASMBIE Hepea MHTapHer, npakTw-ec-
KM HEUsEmecondpasHo npoBogMTE OMUMANEHEA SHANKM 340000 384a38. BMECTO 37070 8HANME MOKET DACNpOCTpa-
HATEGA Ha COOTEETETEYHWYH MHEOPMALHK O NPOOYKLAK, TAKYHD KK ESTANOMM W PERNaMHBIE MaTERHANGL.

T.2.3 CaAzk ¢ NOTRpEOWTENAMK

OpraMnaanng QonwHa onpegenaTh W OCYILECTENATE 20 e THEHEIE ME DRI N0 NOOOSQEAHMED CEATH C NOTPE-
BUTENAMA, KCA0WMass

a) MHEORMAL KK O NPOOYELKA,

B) NpoXcKEEHKHA IANPOCOE, KOHTDAKTA MMM 33KA13, BRNKYaA NONpa s,

8) 0DpATHON CBAAK C noTpebuTenas, Brneyan wanobe noTpebuTenas (8.2 1)

2] NoRCHUMEMbHBX Yeedommasud (8.5.7).

7.3 NpooKTHpOBaHWE W paipaboTHa

T.3.1 MNnavvpoBaHKe NPOSKTAPORAHWA M PAIPADOTHH

Cpeanuaayus donkia pazpabamseans JoxyermuposatHse Nouedyos TD0SKMUPOGaHUs o padoabom-
s Meduyutcks wadenud.

Opraduaayna 05A3aHa NNAHHMDoRATE 1 YNDABNATE NROSKTHDOSAHMEM W PAIDAB0THON NPOOYELHM,
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B ®0ge nnaHvpoBaHig NPoekTHEDBAHAA W paspaloTik Opradvsagna AorEHa yCTaHaBnveaTth,

a) cTagrK NPoOEKTA POBAHWA M DainaboTrM,

&) audt deameneHOCIU N0 aXanuay, eepudburkaluuy, eanudayuu u nepedaye NDOSKMA [CM. ToUMayakue).
coomaamomeyodue kaxdod cmadud TPoekmUpoOEaRLS 1 Da30abomsw,

B OTEETCTEEHHOCTE M NOMHOMOHWA B 0BMacTH NECEETHEOBAHWA W palpaboTeM,

Oprasnsagna QormEHa yIpaENATh BIaHMOISACTEMEM DAANWHHBIX TRYIN, 3AHATLX NPOSKTHROEIHKEM 1 pad-
paboThol, ¢ uenso ofecnedeHiin >hekTHaHON CEAI W HETHOMND PAcnpaneneHis OTEeTCTBEHHOCTIA.

Fezynemame naasupoearis Somwms Sbimis JoXpMERMLUDOEaHS! L, BCU He0bxo0uwdo, asm yanuanoosarst
(T COREDLLEHCIEnEaNuUL NDGEKTUDOEaHUR U padpabamud (4.2.3).

Npumeyas e — JeRmMansHocme No mepedaqs NpoermE 8 Aponecss posdmupoesHur U paspaiomyn
MEGULLUHCHOE0 U30enUR JONNHE 28p3HMUPOgETE, “MD 8axadHeE JaHnLIE MPoERMUDoEaHUs U paipabamsy Bpdym
FEDUBUULDOEERET K8 CODMSSIMTIoMEyTolLus MpeboganUuAe § MOOUESOoY UR2OMOSnaqud, mpesds a6 CIMaHym OrdayE-
ManbRLIMY CTEUEUKALURMY TRodyRLILL,

7.3.2 BxogHkie gaHHbIe ONA NPOSETHPOBEIHMA W pazpadoTin

BroaHbie JaHHLIE, STHOCAWWESA K TRe0oBaHnAM K NPodyKLWMA, 00N#Hb BeiTh CNpedenetil, & 3anWcK Jor-
#H bl NOA0ELHRUEATECH B paboqen COCTOAHMK (4.2 4). BxogHsie QaMHbIe GONAKHE! BKNHATE.

) hyHKLUONEAEHES U 3KCTPamanuonHse mpefosanur, mpefoeanus kK SeaoTachoci COSMacHD Haana-
HERU,

) COOTESTCTEYIOLWLME JAKOHOOaTENEMEE W 0Dy THe 0DAsaTeNsHEIE TReGoRaHKA,

B} Tam, rge 370 yenecoobpaiHo, MHEopMaLWD, BIATYH M3 NPEALIDYLUMY AHANOrMYHER NPOEKToR,

) Opyriae TpeGonaqMa, BakHEE 40 NEoeKTHEDEaHKA W pa3paboTew,

) arixoduble JaHHBNE TO YIDa&maHL0 DLUckomM (7. 1)

Exodunie daktmse Jonsks GbiTs NO0aHanuaupoaaks e CODMEBEMCTEUE yomakoanasisiv mpebogany-
AN U YMaspEAeHb.

TpefopariA 0oreHs BbiTe MOMHERA, HEABYCHBICHEHHERMA W HENEDTHBODEYM BalfH,

7.3.3 BelXogHble OaHHLIE NPOSKTHROBAHMA K paipaboTik

BrixoaHee AaHHbIE NOOEKTUPOBEHKMA W pAIDaGoTEM JoNHHs GkiTe NPEACTABMEHL B QOpa, NOIBONAKILLEA
MPOBECTH BEHDHEALAK GTHOCHTENEHD BXOIHBIX TRED0RAHME K NPOSKTHEOBAHKKD M DAADAGOTES, 8 TAINHE OOMNHHbI
BsiTe YTEEEHAEHE 0 WX NOCNEdY0WEars KCNoNs30eaHnA.

BrixogHee 0aiHbie NECEKTHD0BAHWA W paspaboTid SonmHsl

a) CoOTEETCTEOBATE BX0OHBIM TREEoEaHHAM K NPOSKTHDOBaHIN W paspaboTie;

&) obecneqYreaTe COOTRETCTEYIOWEA MHgROpPMALMER NO JAKYTIEAM, NPOMIE0OCTEY W O0DCNYHHEAHH,

B) COOCDHAETE KpUTEPHM NPHERMER NPOSYHUHA WNH CORMEA HaE HAX,

r) oNpEgenATeE XADaKTEDHCTHRN NPOAYKLMKE, CYLUECTESHHLIE 0NA &6 GEI0NacHOND W NPARKNEHOTS WEMONB30-
BaHKUA.

Janucyl abixodibix daHHEX MDOSKMUDoEaHUA U Dapatomyy GomsHL! Roddepwuaameca 8 pabodas coocmo-
Axu (4.2 45,

MNMpumedanwe — Januoy saxodnsy JamHeil TROSKMUPGEEHUA U Padpabomyy MOS8 BRITENEITIG
creyuiburayLy, NpouzEcdcMESHHEIE NPOUSCOS,  MEXHUNSCELS YERIMeMU 0 AYPHANL MEXHLIMECKUE 3anuced wo
woohedogan.

7.3.4 AHanua npoerTa 1 pazpaboTeM

Ha Tex CTaguax, e a7 Wenecoobpains, JoMmKeH NpoBaOHTRECA CHCTEMAaTHHECKMR aHandd NEoeKTa | pas-
paBoTeW B COOTRETCTEMK C AANNAHKPOBAHHEIMK MEPORDHATHAMK {7.3.1) C uanb:

a) oUEHKK CNocofHOCTH pelynLETAToR NpOSKTMPOBEAHKA M paipaboTky YOORNeTROPATE TReDoaaHM A,

) BRIABNEHUA MobBE NEoDNEM 1 BHECEHHA NPEaNCHEHKEA MO HeoBE0 0 MEI OEACTRRAM.

Takol ananua AomsHe GeN0AMAME NoedcMaaUmEnt cRymb, UMBHILLILY OMMOLLEHLIE K &HEALUIUD YeMEM
cmaduam NooeKMa U paspabomxy, a makke dpyaue cneLyuanucme) opearuaagul (5.5 1u 6. .2.1).

3anucK peayneTaTos aHANKAE KU Bcex HeobXaOKMelX JSACTEHA J0MEHsl NOAGE0HHBATECA 8 patoHem co-
cToAHAA [4.2.4),

7.3.5 BopuipvEaUMA NpOaKTa W paipatoTEH

Bepudrkauua Qon+Ha OCYLEeCTENATECA B CODTRETCTRMM C 3anNaHHpOBaHHEIMKE MERONDHATHRMK (T.3.1),
UTOOk YOOCTORBEPMTLEA, YT0 BRXOIHBIE 0aHHEE NDOSKTUPOBAMMA 11 papaloTi cooTEETCTAEYIOT BXOOHKINM TRedo-
BAHMAM. 3ANHUCH PRIYNETATOR BELMEMKILMM ¢ BCEX HeoDX00M MEIX OSACTBMIA DOMHE NOQIepHMBaATRCA B pabo-
YEM COCTORHMN (4.2.4)
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7.3.6 BanMgauusa npoekTa ¥ pazpaboTeun

Banudalus npoekmsa U paz2patomel So/msia Noosodumecs & CoOMBEMCIEUL C 33NaHLUD0SaHHLL Mo-
ponpuamuae (7.3.1) dna ofecnes e us COomaeamoTau 20moaod Tpodynulil MoeSOaaHUuaM K 88 RE3HaYEHL0
LAY CReUUAmEHOMY NouMeqsHuo. Banudaulm domses Geime npogedera A0 Nocmaarl Moodyruun Ly aeedenus
£ 8 IKCTAYAMBULID (Cl. Noumwesasue 7).

Jannck peayNeTaToR BaNKGaUMK W BCaX HeobXoOWMbBIxX J8RCTEMA D0MsHsl NogaemKHBaTeECA B pabosen
COCTOAHMA (4.2 .4).

Cipzanuiayus ofaiana mpoecdume KIUHUYECKLE WL 3KCANYaMAaLLIOHMEE UCIBIMEH s MeduiuHCcKLE ua-
AU KAk Haciih MepanouAmUG mo sanudauuy npoexma U pazpaboimky & coomeememauy © mpeboganuanl
HALLOHA ML LWTU PE2U0HATEREE HOPMamLUEHER JOKYMERTIOR [CM. ToUMEYaHUE 2],

Mpumeayarnus

T Ecnu reduyikckos radenuse Aocmesum 8amadauny morms o noene chopen o MOMITIERE HE MECITE B30 NLLWE-
HEHUR, MOCMEENE MpOoOKLLY HE CYUMSSMGH FAOqERHO0 00 mex nop, odd npodycuus qe Opdem hopMansHD Nepe-
daHa nompetumen.

2 Mpedomaanesue MeduyuHorneo Wadenur e NPOSeterUs KIUNIHEGKLY WL SKCTUTYAMELUUOHHLIN LCRE-
HUL HE CHUMASTICH TOCISER00.

T.3.7 ¥npaeneHWe MaMeHeHHAMA NPOSKTa M paipaboTHH

MameMeHdfa NpoekTa W paspafoTid aoMmekel BuiTe WOSHTWEWMUKDOBAKE, 8 3AMACH OMAKHBL N0 0L E DM
BATLCA B paboden CoCTOAHMA. MamMeHaHMA QoM DbiTe NROaHaNMIMEoRaHEl, BePUDMUMPOEAHEl M NOOTEEDH -
Hbi COOTRETCTEYHHILMKM ODRaiIoM, a TaKe COMMAacoBaMel 00 BHECEHWA. AHAMMI WMIMEHEHWA NPOEKTa M palpa-
BOTEA JOIEaH BEMIOYATE OUEHEY BITHAHKA WIMEHEHHA HA COCTARHLIS YACTH MAOEMAA K VHE NOCTIBMNAHHYKD NEo-
OyHLHIO.

JaNWcH DEAVNLTATOR AHAMNKMIA WIMEHEHKHA W NI0OLIK HEODXOOMMEIK OEACTEWA QOMsH: RooO0e0MAEATECA
B pafoqe COCTOAMMK (4.2 4],

7.4 JaKynku

741 MNpouecc aakynok

Opsanizalius GommHa paspabomantt AoKpMERMMUDOEaHNHLE MEatedyDe), OSeCIeYUGaNRLILE COTMasNTTaEns
FAKYTINEHHOD NOOAYKLLLY VEMaHoamastbing MpetoEanLan K JaKYTIHEM.

THn W CTENEHE YIRABMEHWRA, NDAMEHASMEIE NO STHOWESHHAKD K OCTABLMKY M IAKYTTEHHEOA NPOOYKLAM, 000-
WHBI JABMCETE OT & BOAGEACTEMA Ha NOCNEOYIOWIAE CTAAMA MK IHEHHOMND AKNE NDOOYKLAA MW TOTOEYI0 NEo Y-
LIMEO.

JpraMyaaL g J0rmeHa oUEHMEATE M BsIGHpaTE NOCTARWMKGS Ha OCHOBE WX CNOCoEHOCTH NOCTABNATE Np0-
OYHUMAIO B COOTBETCTAWK C TReDOBAHKA MK ODraHUIaUMH. JonsMel GulTe paspafoTams KpUTERKHK OTO0PE, CLEHEN
NOBTORHO A OLEHKH . 3AMACKH PEIYTLETATOR OUE HKBAHWMA | MOk HECDXOmMMbIX DERCTEIAN, BRITEKAMALNY I OLEH-
KA, DOMHHE NOO0S0HBATECA B pAGoUe COCToRHMN (4.2 4]

T7.4.2 MHndropmayma No 3akynkam

VHchopMauma no 2akynikas JoMsHa onUCsIBATE IAKAIIHHYID NROOYELMID, BEMIOYAR, FOe 3T0 HeotxoguMol

a) TpeboBaHKA K YyTEEMHOEHMI0 NDOEYELMK, NPOUEnyp, NpoUeccos W oBopy A0RaHMA;

&) TpeboBaHKa K keanHdiukagikii nepooHana,

B) TPEBORAHHA K CUCTEME MEHELMMEHTS KAYSCTRA,

Oprasyaayms Aoms-a ofecneyuears a0eKBaATHOCTE YCTAMOBMNEHHLX TRPEGoRAHKUA K 3aKyNIEaM 00 nk cood-
LEHHA NOCTABRLKKY.

B moil crmenesy. & kakol amo Heafxodumo dma ocyiecmanakus npocnexueaeacmu (7.5.3.2), opeanuaa-
LA Samkka noddepwigame & DadoyeM CoCMOARLL COMMEMCMEROLL VRI UHGBODIaLILI 10 JaKyTIKaM, Mo acimb
doxyreerme (4.2.2) u 2anucy (4.2.4).

T.4.3 BeprudiMEALMA JAKYMNEHHOA NPOOYELMA

Jpradnaaumua GonwHa paipaboTaTe W OCYWECTRENATE KOHTROME MK OpYNi0 AeATENEHOCTE, HE0BxogmnMyeo
Ang ofecnaqeqvA CooTEETCTRNA JanyNNeHHol NPooY LMK YCTAHOBNEHHLIM TREBOBAHWAM K 38Ky NEamM.

Ecnw opravuaauus unia noTpeduTens ee Npoayklwd NRegnaraoT OCyL@cTaMTE BeprdikauMi 43 Npegnpu-
ATHA NOCTARWMED, TS OPrAMKIALWA LOMEHA YCTAHCEATE B WHEODMALIMA NO 32KYNKaM NDEQRoNarashee Mepsl no
NEOBEDEE M NOPAOOK BRMYCKE NPOAYKLWA ¥ NOCTABLWKA.

Janucu no eepigburkan Ly domske noddepwugamscd & pabovas cocmogku (4.2 4).
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7.5 MporaeogcTED W 0DCNYEWMBAHWE

7.5.1 ¥npagneHWe NpoWiBsogcTooM W oBChyHABAHAEM

7.5.1.1 OGwme TpeboBaHWA

OpraHuaaLpa OomHa NNaMKpoBaTes W 0GecnaYMBaTh NPOWIBOOCTED M 0DCNYHMBAHKE B yTIDAENAS MBI VG-
NoBAAX. ¥NpaBnAeMEee YCNOBMA DOMNHEl BKNIOYATE, 8CHW 3T0 LenecooSpaiig:

a) HANHYAE MHPODMALHA, ONMCEBIMWLER XADAKTERIACTHREA NP0y KL AM,

51 Hanuyue Aok MeHMUDOETHREX TRoUedyD, DEB0YLX UHCMDYRLLL, 3Manonie s NoUsdyD UIMenanug L,
eciu HeoBxoduMs, cpasoyHoe0 Mamepuana;

B) NQWMEHEHKWE NOOXOOALLETD obopyQoBaAHKMA;

) HANHYAE W NDHMEHEHNE KOHTRONBHEL M BIMEDMTENLHEX TprbopoR;

0] NpOBeOeHHE MOHHTORHHTA 1 MAMEDeHH N,

&) CCYLWECTANEHWE BhiNYCKa., NOCTABKKW H J8ACTEMIA NOCNe NOCTABKA MPOOYKLWH,

) BRINOAHEHUE KOHKDEmELY dedomaul o MaprRUDOEKE U WIaKoaKs.

Opzanuiauyus damxHa paspabomame chopay sanuced v noddepxueams ux @ paboved cocmoskul (4. 2.4)
Ang kamdol mapmuy Meduyuxckux p2denud, ymobs! oSecMeyLme Uy NDOCHEN MEasMOcme @ CODMaamoimauL ¢
F.5.3 U yomaHoewme KOAUYEcad Mpou2eaderHol Nopodyruuy U npodykuud, npediasdaqennod dng npodasd.
Sanucy No kaxdod fapmuy uasdenuld donxes Selme GEDUDULLIDOETHE! U FMBEDKOEHE!.

MpumwayaHua — MNMapmusd MOmEm curmamsck odea MeduyUurcrss wadaenus,

7.5.1.2 ¥npaenexsue npouiaodcmaos u obonysuaanues. CreyuaneHsie mpeboganus

7.5.1.2.1 Hucmoma npodykyud U KOHMPOak 382DAIHEHHOCIU

Opgarusaliud donkia pazpabomame JokyesMupoeanHee Mpeboaatua K YUcmome MoodyRLuL, ecn.

a) neped CepUTUIALYLEE WU IPLIMERERLEM MOCSKLILR NDOXOIN CHUCITK Y & OpSaMUIaLLLy

5] npodyryua NOCMaSEIREMcA 8 HecmepunsRon gude u Modnexum ocyucmye neped cmepunuzadued Wiy
MOLIAGHEHLIE,

al ApodyKLUA ToCMAasnFEMmcH & HeCMEDUMLNOM GUAE U &2 UCMOMma He LsMesn adadedus 3nA nouve-
MENUR,

2} peaselmbl ANA oyucmsd Rpodysuuy omakes Seimb YJaness oL 88 UI2oMmOoETaHLUIL.

Ecnu npodyrkuua nodeepeasmcd OYUCITES @ COMaamoimeUy ¢ Nepayuciesu My 2) unug B), mpeSogasLus,
codopwaluacy g [6.4, nepeudcnedue @) 1 (6.4, nepeducnesus B}, neped npouedypol OHUCIKL He NDUWEHA-
HITICA.

7.5.1.2.2 PaBomst No MOHIMaxy

Mpw weobxodumocmu opsadusayus donsa paapafomames JoRyMeHmuposanks e mpeboaasun, codepsa-
LI ROUMEDLILT MOLISAK U S8DUGBLNALLL MONMIaNa MeduyuHcKoa0 UIdenua.

Ecnu coanacogabivibig ¢ nompebumanay mpeboeaHUA No2aTRNTT SaTATHAME MOHMa He INGTLKDS CUnE-
ML ODSSHUSALUU LT B8 ATHM0NHGE0 NPedcMasumand, opaanuaayus Jomesa paspabomams doxyMenmupo-
ganHie MpebDEaHUS K MaKoMy MOHTIaNY U 820 @eDUEUNaLUL.

Sanucy Mo MORMEHY U Gepuibukayil, KOMODse OCLLECMETASM dDSaHUIaUUA Wil 86 ToNHoMauE nped-
CIMaELImEens, doisHel noddepwiaamecd @ paboden cocmoakuLy (4.2 .4).

7.5.1.2.3 eamensHOCils MO O8CYHUEaRHLU

Ecrniu mpeboaanue k 08cAyAUEanuIs ANAeMen CieLuansrei, OD2aNU3aLus domsna, Nou Rectxoedurac-
M, pazpafomams AoryMeHmMUDoesatHse Tpouedyibl. DR00YLE UHOMPDYRLLY, CPEscHHse Mamepuans! o ama-
Sakkbe REoUEdYDE! UAMSDEHUR JNA OCyWesmanaiid OOCTywLIEaHUR U 820 eEpUGPLKaLLIL & COSMaamcmeLy oo
CRSUUaNEMLM Mpeboaario.

Januct No oScNyYaUEARLIO, BRINONRSEMOARY apeakuIayuel, domsHes Moddeprueameon & padoden cocmo-
AnuL (4.2 .45,

Npuwmeyarnue — OFCRyMUSSHLE MOBET SXOHIMETS, HRMOUMED, DEMOAT U MEXHIHECKO0S OOCTysLEamLUs.

7.5.1.3 CnouuanisHLie mpeboaadua K CMepUibNLIM MeduLUHCKUM UIdenuam

Opearuiauld donmia noddepwuaams 3aNUcU o NapaMempan MooUECcoa CIMepLUNUSaUUL, MOUMEHAEMEX
dra kawxdod napmud cmepunuayeol npodykuod (4.2 4). 3anucu No cMepumuaaiun domHs NpocHexuaambses
A kaxdod nagmuy npouzeedetkbix Meduuyurckx uadenul (7.5.7. 7).

7.5.2 Banvaauws npousccon NpoMIBoacTea i obcnyKHBaHua

7.5.2.1 O6wue mpaboaanus

OpravlIanmra A0NHHS NoOTEepHOaT BCS NPOUSCiE NPOMIBCECTEE W 08CNyYEWBAHKA, PEIYNETATR KOTODkKIN
HENEIA NPOEE0HTE NOCPEACTEOM NOCNe0BATENBHOMD MOHWTODMHIE MM HIMEDEHKA. K HMM 0THOCATCA BCE Npo-
UECCE, HEQOCTATKM KOTODR CTAHMOBATCA OYEBIOHEIMM TONLKD NOCNE HAYANA KCNONLI0BEHINA NPOIYKLMA.
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Bandgauda Donxka NpoLeroHcTPHRoBaTE CROCoBHOCTE 3THX NPOUSCCOB SOCTHMATE 3arMaHHpoBaHHE X
pEIyNETATOR.,

Opradvaauxsa QomxHa paigadoTaTe MEDl N0 ITHAM NPOUECCAR, BEKNIDSAR, BCNK 3T0 NPUEMITEMO!

a) onpegensHHLE EPUTEpHE GNA aHankaa 1 yTEepHAEHHA NpoUeccon,

D) yTREDHOSHWE COOTBETCTRYHLWEND OGOpYA0BaAHMA W KBANKPHEaALUMA NepCoHana;

B) NPUMEHEHWNE EOHKPETHEX METOOCE W NPOUEOYR,

ri TpefoBaHKA & aanucam (2.2.4),

S} NCETORHYIO BANKEALMED.

Opeaiduzauus donwHs paapatamsidans SoNyMeHmUpoEaHtbie NDOWedYDE! GRNUdELULIL MDLMEHEHLE KO-
(BRIMENHOE0 AD0S0AMMROE0 HHECTEYEHUA (L UIMEHERLIL MAK020 00 CITEYERUR WL G20 NW-MENEHUR) o foo-
UFgodemes U cOCRWUSIHUL, KOMODEE MOSYIM CKAZERM e EAUAHUES HE chocobnooms npodysuud pdoenemeao-
PAME YOManoanelkbid mpedoaaHuas. Taxkoe npozpaMdyog cbecievenue cnedyem ymaapsdams do e20 nep-
BOET ADUMEHEHLA,

Januey o peaynemanax eanudayun domne noddepxugamecs & paboves cocmoasuy (4.2 .4).

7.5.2.2 CneuuansHkie mpaBoaaHud K CepunbHiin Mo LiuHCKLM U3Genuam

Cpzankuiayus domwHa pa3pabambaaints JoKpMeHmUpoaaRtLie MoouedyDe eanudaluuy NooLecsDE CmenLl-
fusauiy. Mpouecosl cmepLTUsaL Ly credyem ymaepwdane 80 UK TepE0sn NOUMEREHUS.

Janucu o peIyNEMamax eanudautl RpoYyeccos cmepunulayul Somwkisl noddepxuaameca @ paboqen co-
cmosHuu 4. 2.4).

7.5.3 MgeHTudMKaLAA M NpOCieHBaAEMOCTE

7.5.3.1 Hdeumudbukayus

Opearuaauyas Sonwxka wAeHmubLLUpoEants NDOIPKLYLIG Ha NDOMAKGHUL 0820 KUIHEHHO20 YUKNE ¢ no-
MOLU B CODMEEMoIMayiowlly coademe U 0a30adamsaarrs SoKyWermuposantbe Npoyedype dna masod udaen-
FUGEUIKALLIL TR00YRLILIL,

Opzaruzauus SomswHa paspafamadams JoxyMHERMUpOEaHHENE NROUEAVDE!, 2E80aRMUDYRRULE, Yo Medu-
LLUMCKLE U20ER0S, S0I80SWEHHER B DP2aHLZaLUR KK Hecoomaemome yowue, udenmudbuyupoeans! v omdang-
Ml DN USDENLS, COOMBaMomMEayiollly YemaH0aneHHEIM moedoaamuan (6.4, nepequcmaslue 2).

7.5.3.2 Mpocnemy8aeMociti

7.5.3.2.1 OBwjue nonoxeHus

Opeanuaalus domsna pazpadamedans JoxyMenmuposaHHse NpoYedyos NpoCRExUEasocmy. Takue
ApaLedyper SonxMsl oNpedename cmanats Npochexudasmocmiu npodykuul o Heobxodumen 2anucy (4.2.4, 8.3
u8.5)

Ecnu npocnesieasisocTe ABNASTCA TREDOBANMER, TO OpTaHMIALMA JONHHA YNPEETATE CREUWANEHOR MEH-
THDHKALWER NPOOYKLHK K DEMCTRHpOEaTE ee (4.2.4).

Mpumey aHduwe — Ynpagnssue xoHbuaypayueld Npodysiil FENREMCE Coedomens, © MOMOWER KINMOpoE0
MOFHD GOPWECMAnATL PHsHMUPUREYNET U o0CTEsUSaemoome.

7.5.3.2.2 Cnewuanshisie mpefoaanu K aKMUgHEIM UMIAANIMUDeMsn MeduluHckusm dadenusms u
LAMIIaHIMUPYaMbIM MeOU L LMCKLM Uadenuas

B anucu, Heolxodumbs AN OCYLLECTMEMSHUS MEOCHENUGHSMOCITIY, OPSaRUARLUA DOmAHE SKIIKIYAITTS Cag-
derun 000 acex KOMTOREHMAX, MAMEpUANaX U VCIoUAX oxpyamield coedil, @Oy oMY MOZ YT SEWTILCA LU=
MO MOS0, Yo MedULDHCKoS LAdenue HE yIoanemasDaaiT Yormanoaatdkn K HeMy mpetoaamiuaM.

OpeaHu3ayua donxkia mpebosams om CeoLX npedomaaumeansad uny ducmpu Gemmopos nodde e ame
Fanucu o pacnpedeneiiuil MeduLLHcKLy WIdanuld dna docmuMeHLA MPoCTeNUESEIdacmU U SocmymMHOCITIL SMUs
Fanuced ANe KeRMpOIA.

Cpzanusalus Folsa ODeCcreHUETITIE DeSLCMDaYLD 20y A0N0AYYRMEns (Haueroaanus U adpecal (4.2.4).

7.5.3. 3 Hdeumudchukalyua cmamyca

Opeanuaagus Sonwkia pdesmuliupoeans Crampo noodyLLn No MROLLEHUKD K MDeBoEaKLuaM MOoML-
MOPLM2E U UIMEDEHLUG,

Hdeumugbukalus cmamyca npodyruuu donwda Moddepsiugamescs Ha BoEY AMAanNay &9 npousendomeas, Xxpa-
HEMUR, MOMITIENS U 0DCmyRUuaaHUa 3ma obecmaqaHlia oivIDasEnetLUA, NOUMEHEHLA WL MOMITTENE MTEKD npod -
ik, npowedwed ace keobxodusbe audb KORMPDOUTA & YCNsManul (o twsrowel U yUamEHOE DA JeLLIsHLe
HA CITKNOHEHLE OM YOmasoanattis s moeboganud).

7.5.4 CobCTROHHOCTE NOTREOWTANERA

Dprad1aauUXa GonsHa NPofENATE 3380Ty O COGCTEBEMHOCTA NOTRE0UTENA, oA 0HA HAXOOMTSA NoO YIPAs-
MEHHEM CRTAHW3ALMH KNW KCNoNsayaToa e, Dpraqdy3agys 0omHHa MOeHTHENUKM POBA T, Be0HdHUMpOBaTE, 38-
LYMWLATE M COXDaHATE COBCTREEHHOCTE NOTPeOUTENA, NpEQOCTARNEHHYKD OMA MCNONLIADEAHWA WKW BENICHEHKA
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B NpoaykuWe. Ecnd cobeTEEHHOCTE NOTPEGKTENA YTERAHE, NOBDEXIEHA WM NPHIHAHE HENDHOGHOK ONA We-
NONLEI0EAHKA, NOTPeOMTENs J0rmeed OeiTe 00 2TOM MIBELYEH, 3 3ANUCH J0MMEHE NOLOepHMBATECA B paboyer
COCTOAHWM (4.2 4},

NMpuwweyanu e — Cofomessnicmes mompeiumens Mosam Seim: UHMEMTERYENEHER COOCmESHROCTIL
LT FoRPndeRUUEMENER UHBODMELLA O CODMORHLY 880 2000085R.

7.5.5 CoxXpaHeHHe COOTRETCTEWA NPOOYELHA

Opzanuaauun dansHa paspabameaams JoxyMeHMUPOSaHHEIE NDOUEDY Gl WU SaBOHLe UHCIMDYKUUY 7o
COXDAHERLID COOMEamomaus NpodyKLLIL YomanoaleHisM MpebogasuamM Tl OCYLLECTENSHUL MEXHOMOSUWT-
KL FTDOLECC0E GHNPMDU SDSaHUIaULIL U Jocaese NEodpKLLY K MaCmy HATHIWSHUA.

CoxpaHeHive CoDTRETCTBNA DOMKHMO BKMIOYATE B CE5A MOSHTWDMKALMIO, NOMEY30HH0-DAIDYI0HHEE paboTh,
YIAKODEY, XPAHEHAS W 33WWTY. COXPAHEHWE JOMMHD TAHE NPHMEHATLCA W K COCTABHLIM YACTAM NPOG YLK,

Opeakuzaldus donwka paspabomame doKyMeHMUPoaaHHEe TooUEDY DR UL DR00YLE DHCIMDYRLILIL N0 -
OAENERURD TPOdyRUYUE D © O20aHLHERREIM COOKOM XPaMasLR Mubo npodyrgued mpebyolued cretUanstaix yono-
aull xpaneHuA. Takue cneyuanbtbice YoNoeus Xpanerus JomsHe PeSucmpUposaTecs U Shimb WD GmAeMElIdLL

7.6 ¥npagnenue yCTPORCTEAMM ONA MOHHUTODHHAMA A HIMEP2HHA

Oprasuaaumus QomaHa ONPegenTs MO HHTORHHT M MIMEDEHHA, KOTOPEIE NPEACTONT OCYLUECTENATE, 3 TAKHE
YCTEOHCTEA ONA MOHATORANIE W MaMepeHiA, Heobxogumele Ons obecneyena CBMOeTeNLCTEA COOTRETCTENA Npo-
OyEUMH YCTAHOENEeHHE TpeboaaHnam (7.2.1).

Opeanusalus donwHa paspabomames JokyMeRmMUDoearHEE Noouedppel 00eCHeqerLa NpoEedeHLR Mo -
TOELNEE U LIMEDERUT 8 CODMBRMEMBLUU C YoMaHoDaNEHHEIML MPebosanuTILL

Taw, rge HeolxoadmMo OECNeMBaTE HMEHILLKE I3KOHHYIO CHNY PEaynbTaTel, H3MEpHTENLHoE ofopyooea-
HIAE OorTsHG BT,

a) oTEanMBpoeaHD ¥ NOBEPEH0 8 YCTAHOBMIEHHEE NEQHOOE UMK NEPEO 210 NPUMEHEHHER NO 05 5a 30BE M
ITANOHAM, NEfe0aKWHE PAIMEPL S0MHHAL B COaaHEHRA C MERIYHAPOOHLIMH WM HAUWOHANLHEIMK 3TANCHAMA,
Mpk OTCYTCTEWA TakHx 3TancHos Ga3a, ACNoNs30BaHHaA AR KANHSD0aKK KNA NOBEPEA, A0MHHa By 3apericTp9:
poRaHa,

] OTPEMYNMPOBAHD MW NOBTORHS OTPEMYNAMDOBaH0 NO Mepa HEoBRoZMMOCTH,

B) MOEHTADWUMDOBAH0 C UENLID YCTAROBMEHMA CTATYCA KANWED0EKN,

I) SALMLIEHD OT PEMyNH EORoK, KOTOpBIE GOeNank Bl HEQSRCTEATENEREIMA PEIYNBETATE MIMEDEHKA,

O} 3AWKWEHD OT NOBPEXGEHUA W YEYILWEHWA COCTOAMKMA B X008 oDpalyeHya, TeXHUeckors obcnymresa-
HIAA i XpaHeHHA.

KpomMe Toro, OpraHnIagKs OoMeHa OueHTE W 33perCTRHPOBATE NPaRoMOYHOCTE NPEALIGYLMY DEIYTIET-
TOB MAMEPEHMA, BCNK CBHapyweno, YTo 0Bopy0oeaHHe He cooTRETCTayeT Tpebosanuam. JpradnIauus JomsHa
MPEQNEHHATE COCTEETCTREYIOWES GEACTEWE B OTHOWSHWA TAKOMD SDOpYGOBaHWA it MOB0A HaMEPaHHORA NPoayK-
LIME. 3anKCH PeayNBETATOR KanHBpoBKK M NOBE LKA A0MKHE: NOA0SEHEaTECA B pabode cocToAHMM (4.2 4).

Ecns npw saoHHTORMHNE 1 M3MEDEHIUA YETAHOBNEHHEX TPED08aHMA MCNoNLIYIOT KoMNLHTEDHBIE NPOTPaAMM-
HisiE CHEACTRA, WX CNOCOBHOCTE YOOENaTEODATE NDEgNcNaraastony NpUMeHEHKD GOMKHE BbiTh NOATEEDHAEHE.
STO A0MTHHD GhiTe OCYLYECTENERD A0 HAYANE NPMUMEHEHKA KW NOBTOPHO NOOTREEDHGEHD N0 MEPE HE0GXOHMOCTH.

Mpumevadue — Cn pysoscdawius yrasaHuR & [G].
B MamepeHme (OUEHKA), aHANWUI WU YNYYLWEHHE

8.1 OSwme nonowe KA

DPraHMIauMa DoMmeHS MNaHMPoOEaTE W NPHMEHATE NPOUECCE] MOHUTORMHETS, HIMERE AR [OLEHKN]), SHaNM33a |
YITYULLIEHAA, HEeoBRoOrM L Ona:

a) AEMOHCTRALMK COOTRETCTEHA NROTYKLIMIA;

&) ofecnzuenta COOTEETCTENA CHCTEME] MEHBIHRMENT S KIUECTRA,

a} noddepaaHus peaynEMamuerocmy CUCMEME MENEORMEHIM KSYECmEa.

3TO QONWHO BEMIOYATE ONDE0ENEHUE NDWMMEHARM LX METOO0R, B TOM YKCNE CTATUCTHYESKML, ¥ 0BNacTe ux
WCTIONEa0BEIHIA.

Npumeywas e — HaguoHaMeHLE WL DESUIHANEHEE HODMAMUEHEE JOKPMBRME MOSKM CoO0s DML
mpefoganla & pazpabomys JoNPMEHMUPOBEHHLE NRoWedyn IR aRedpaHuR CIMaEmUcCmUYaciuy Memodog & yrpad-
REHUR X NDUMEBHEHLEM.
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8.2 MOHHUTOPKHI W MaMepeHHe (oueHKa)

8. 2.1 Obpamunan Ca8Rlk

B kayecmas odH020 U2 cNocobog ouaiky yHILUOHLDOEIHUR CLCMEMs! MeHadsasmsa Kkauacmas opaa-
HUFALUAR domwsa Npoeodums MORUMOLLRS UHODMELUL, SMROCAWEDCA K yJoENemEODEnLR OpEanuaauLel
mpefoasu D nompebumens.

Donsmsl Gbl Ty YCTAHCBNEHE METOOL! NONYYEHEA 4 MCNONLI0EAHKA ATOH HHPODMELIMIA.

Opzarisalun Sonsqa paina DomanTs GoKMERmUDoeaHy 0 Npoyedyoy no cucmeme oboamead casau (7.2.5.
MepegqucieHue &) ¢ YeNs0 NONYYeHLS DarHean noedynpesderus o npobneMay & 0bnacmy Kasecmes o aaedeHus
& TPaUBCcs KOppesmupyowLy u npadynpasdawix dedoemeud (8.5. 2w 8.5.3).

Ecnu HauUoHamb kb LUTY DEEUoHaNbHEIE HODMEMUEHSLN JoKyMERMEN MPEBYRNT OM GD2aHUIauYUL Hakon-
SHEHLA OMbITE HE OCHOSANUL UNGIODMaULIY, MomRysessol nocme npodaxy meduyuncko2o uadanud, asanus maxo-
20 ONBIME MOXET CMAans YSCMbK CLUCMEbL! GSpamuod caaau (8.5.7).

£.2.2 BHYTpeHHHE ayOWTL (NpoBepE)

Dpradraausa GomeHa NPoBoOWTE BHYTDEHHKE AYOHTE (NDOSEDKN) Y& a3 JIANNAHHDOBAHMBIE HHTEDEANE C
LSk yCTAHOBNEHWA TOMD, 4T0 CHCTEME MEHELHMENTA KaYecTea;

A) COOTREETCTRYET 3ANNAHMPOBAHHEIM MEDDNDHATAAM (7.1), TPeDOBaAHKAM HACTOSLWETS CTaHaanTa | Tpebo-
BRHWAM K CHCTEME MEHETEMEHTA KAYECTEA, PA3LADOTAMHBEIM OPTaHAIALWER,

] pHeJpeHa pEAYNETATHEHS W NOJ0epHHEaETCA B palouem COCTORAHKM.

Mporparmma ayoWuTos (NPEoEEDoK) JoN%HA MNEHWPOBATECA C YHETOM CTATYCA M BAMHOCTH NPOUSCCOS M y4a-
CTHOE, NOONeHallky ayouTy, 2 Takke Pe3yNeTaTon NEegkdyLLKs ayauTos. KpuTapu, ofnacTs NoHMEHEHKS, 4a-
CTOTa M METOOE AYAWMTOB J0N#HE BaiTe onpefeneksl. BeiGop ay0uTopoR M NPOBENEHUE 8y OMTOR 0K obecne-
YKBATE COBEHTHBHOCTE M BECNpUCTRAcTHOCTE NPOUSCEA aYOHTa. AYQWTODE HE DONKHE NPOBERATE CBOD Cod-
CTBEHHYI0 paboTy.

CTEETCTREHHOCTE W TREGOEAHHA K NN3HKEOBIHWID M NPOBENEHKI0 3YOWTOR, 3 TIKHE K OTYETY O DEIVNETATax
W NoQASDKAHKKD 3anHcein B pabosen cocToRrKrK (4.2 4) noeHs GblTh ONpegeneHsl B QOKYMEHTHDOBSHHOA Npo-
Ledype.

PyROBOOCTED, OTRETCTREESHHOE 38 NPOBEDAEMEIE OENACTH QEATENBEROCTH, OMHHG OSacneYHBaTE, YToDE gek-
CTEHA NPEANDHHHMANHCE TE3 AN WHaH OTCHOMEN GNA YCTRaHEHKWA ODHADYMEHHE R HECOOTEETCTEHH M BLIIBAB-
LK WX NEHYHE. MNocnagyselbe JeAcTERR GONHHE BRNICYaTE BEpHdEaLHK0 NPeanEHHRTLIE MED W OTHET O pa-
ayNeTaTax eepudreaum9 (8.5.2).

Mpumeywadue — O [T — pywosodoman no apdumy.

8.2.3 MoHHTOPMHE M HamMepeHie (OUeHEa) npoUeccon

Dpradvzagna QoMm=Ha NPAMEHATE NOGROOAWAE METOLE MOHHTOPKHME 1, [IE 3To LENecooipasHo, aMepe-
HHA {OUEHKEH ) NPOUECCoB CHCTEME MEHEMHMEHTA KaYeCTRa. 3TH METOOR JOITEHEl OSMOHCTDHDOBATE CRocab-
HOCTE MPOUSCeos OOCTUIATE 3aNNaHHPoBaHHEX peayneTaTes. Ecng 3annasupoBaiiele pEayneTaThl HE QOCTHIHY-
Thi, TS, BOMGA 3T0 YenecoobpasIie, JonsHs NpeanprHdMaTecA KODPEEUWKH W KOPPEETHDYIOWWE JeRcTEWA anA
0BeCneYeHa COCTRETCTENA NPOayKLHA.

B.2.4 MOHWTODMHI K HaMEpEHWE (OLeHMKA) NpOOYHLLMW

8. 2.4.1 O6wue mpeboaanus

CREaHuFaLI0A QomkHE MPoaadUims MORUMOODUHE U U3MEDeHLIE Xapammepucmui Npadykuul © Lersd eepu-
CBLUNELLLY  COMTIEEMCITELUR  YoMaH0ENeHHER  MPpeboeanuan. Mosumopute U UINGOEHLE KaDamIeDLCITILY
Apodpruuy JoriERs! Bsime NDOES3EHSE HE CONNEEMCIMEayoWUE cmaduax MIOUSCO0e MUSHERNO2D LLKTE Mpod -
LU & 8 cOOMEememenu © 3anianLiposakiHbitdu MeponpUAMmUTMU (7. 7] U JoRyMeNmUupcaatkbidg pouadypanu
{7.5.71.1).

CangeTensCcTea COOTEETCTEWA EPUTEDAAM NDWEMEN J0MHHE NOLGENHMEA TLCA B paboden cocToanuy. 3a-
MHCH O0N#HHEl YEASHEATE NALS (2], CAHELUMOHMPOBABLLEE (ME ) BMYCK MPogyruMe (4.2 .4).

Epinyok noodyswiul U OoBCmywiaanue He MOoSym OCYWecEmTAmEeCs do YonelLHoa0 3866 DLIHUA Jarnanipo-
SAHHEK MeDTILAMUG (7. 7]

8 .2.4.2 Cneyuvansyoe mpeboaaque ONA aKmUuaHbiX UMANaGHMUpyeMislX MeduyUHCcCKLY uadenui
U UMITAaHMUpyeMsix MmeduluRckux vadenui

Opearuzauyus dorxHa eecimy zanucy mo udermudhukauuy nepcaxana (4.2.4), npoeodaweso mabse audsi
KOHITDONA WU UCTBmanul,
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8.3 ¥YnpaeneHve HECOOTBETCTEYIOW®H NPOOYHUMER

DpraHiaau9a JomsHa obecneYyeaTey, YTobkl NPOGYKLHA, KOTOPaA HE COOTRETCTRYET TpeboeaHkAN, Brna
WAEHTADHMLKMPOEAHA W YNPABMANECE C UENs NPEAOTERALLLEHWA KENPEIHAME DEHKOMD KCNONEIOBAHNA KA No-
CTapkd. CpancTea ynpasnedua, CooTESTCTEYIOWAA OTEETCTREHHOCTE M NONHOMOYAA ONA paboTel ¢ HECOOTRET-
CTEVIOLEA NOOOYELWEA DOnHHE B Te 0NpeaaneHsl B JokyMeHTHRORAHHOA NpoUanype.

Cprasizagna QorsHa peaTs BONpoc O HECOOTEBETCTEYHILUEH NROOYHLMK OOHAM WMA HECKO MM CRaay-
KLU Ciacobami:

a) OCYWECTENATE JeACTEHA C USNkD YCTRAHEHKA ODHADYHEHHOTD HECOOTRETCTEMA,

5 caHKLLONUD0ERME NEUMEMEHLUE, SRATVEK LU NEEMKY MOOFYRLUL N33 DAIDELUSHLE W OMKNOHEHUE O
PomMaHoanatikibix mpeboeanul;

B) OCYLWECTRENATE OSACTEMA C YENLI NDELOTERALLEHHA &2 NEPRSHAYANLHON NPeINoNArasmMors Benonso-.
BAHMSA AN NDHMEHEHAR,

Opzanuiayus JoMsHa eapanmupoaams, YNo Mecoomeemomeysnuan apodywyus Gydem npurama npu
TTYYERLY DAIDELUSHLA Ha OIMKNOHEHUE O YOasoanaitbly moedoaanul Monsyo a Mo CAyYas, acnu Wna
AOTPCKEEMCA YomaHoaneHsMU mpeboeanuadl. Janucy of vdermidburkauu nuus (o), uWderleso (ux) non-
HOMOYLUA HE B0y DazpeluetUl Ha omKnoHenrue, Jonxmksl noddepxueamecs @ paboven cocmoanun (4.2.4).

Janucy o xapakTepe HeCOOTBETCTEMA W NG NOCIEYHILLK NPEANDUHATEX ABACTBHAN, BIEMIOUIA NDHEL-
Ky NPOOyELMA NoG paspelleHne, DoMHHE NOO0e0wWBATECA B pabouen cOCTOAHMA (4.2.4),

Korga HecooTBeTCTEYIOWEA NPOOYELMA MCNpaanasa, oHa QONMHa BuiTe NOOBEDTHYTA NOBTOPHON BEDMcs-
KaLMM AMA NoSTESDWEEHWME COOTRETCTEMA TpeBoRanuAm.

Ecnd HecoaTaeTETEYIOWAS NPOOYELMA BLIABMEHA NOCTE MOCTARKK MMM HAYANA MCNoNEIOBEAHMA, CRradnaa-
LA O0MeHa NpeqnpUHATE ASACTEWA, A0BKEATHRIE NOCNEOCTEMAM (MM ROTEHUWANLHEM NOCNBACTEMAM ) HECOOT-
BETCTEMA.

Ecnu npodyxlua Aysdaemcs & nepepaliomya (odud Wil Sones pas), opsakuraluyg obazana JokyMenmupo-
3T MOOLECE AeDeralamiky @ padosed WHCMDYKLLL, Ha KOMoase CRedye Moumpyams ohuytansHoe Daspe0e-
Mg U SOo0peNLIE MaK ¥a. KK U Ha NepeDHESaNsHI0 Daboy o RompykUie. Meped RoNYWERLEM OPULLEIEHIS0
pazpeerUd U od000eMUR A0k GiiTis ONDedamaksr U JoKYMeHmupogansl (4. 2.3 0 7.5 1) mobeie kebnazonpu-
AMHEE Nocnedomeaus NepenalomkL ROCOWRLLIL.

8.4 AHanK3 OaHHBIX

OpeaHuiayus dofmna paspabomames dopMemupoeaHHyio noouedypy onpedenasud, obopa U ananuaa
dakiribiz, Hesbroduibix AnA desMoNcMDalUUL DeSyYTbMamuaHoCITL CUCTEMb! MEenBdRMEHITEa KaYecifga U 88 Co-
HTEEMEMELA VCMaWoamestbing Mpebogauuane, 8 mawe g ouUeHKY @0IMONHOSTIL NOBRILLEHLUR B8 DeIYNETE-
MUEHOCITIL,

Oakisie 0oMmeHsl BEMTHOHE T MHOOPMALMIO, NONYYEHHYED B DEAYILTATE MOMHTORMHIE M HAMEDEHAR TEHE M
W3 OpYTHx COOTEETCTEYMILLMY MCTOMHWKOE.

AHAMMA DAHHBLIX OONHEH NPEO0CTABMATE MHgOopMalo na:

&) chpamuat carau (8.2.7);

2] CODTESTCTEUID TREGoRIHHAM K NpoaykyuK (7.2.1)

B) XApDAKTEDHCTHEAM M TEHIEHUWAM NPOUScooR M NPoOyKLME, BENIOHAR BOIMOEHICTIH NPOBEEHKA Npaayn-
pEMIAKWWX ORACTBAA;

) NoCTaABWMEaNM.

Janucu paIyNEMamoe aRanuysa dasHsiy domsHs ToddepxLEamsca & paboyen cocmoayul (4.2 4).

8.5 Ynyuwesre

£.5.1 O6me nonoMaHHA

Opeamu3aulf Jo/mia WdeHmubUUupoeame U hITomHAME MGk UideHeHuA, Heobxoduwee dna obecna-
HEHUA U ToO0epkaHus NOCIMOAKKMOE0 COOMaMoMEUs YermanoaIe e MpeSogaHuan U DezyinkMamuasocmu
CLUCMEME] MEMOANMENS KAYSCMESR, UCNONLIVA NOAUMUKY @ GiNacmy KaYecmea. Yemanasnueas yanu & amod
OERACITIY, & MAKKE UCnonNs3yA Pesylsmanis ay0umod, adanuza dastsix, koppesmunyown s 0 npedpnpesdan-
LLix SEUcMmeul U aNanu3a co CMopoHs: pyproeodcnaa.

Op2anuaayud JomsHa Yemandeums AoryMEHMUDORIHRES RDOYEd VDR BLITYCHS U TRLUMEMEHLT NOACHU-
ManeHe veedoMnenul, Cnedyemn obeciesume SoRMORHOCTE Npoeedesun makux npouedyn & Mudoe apern.

Janucy of wayweHud xanad nompafumensd donswmes noddepxusambses & paldowes cocmogsuy (4.2.4)
Ecnu g xode makoso Usyderud Bydem yomanoaneHo, 4mao nosanaH o xanod nompesSumenal crnocofcmeyam
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EHEWHAR JEAMBNEHOCTTE ODSaHUZSLUL, MEMT ) IGUHMEDECOEaHHLIMU SDSaHUIaLLAMY CRadyam npoeecimy ob-
MEH CoomBamomeaiowed uhgbopaagLed (4.1).

Ecnu no mobod xanobe nomoeSumena e npednpusansl KoBpexmuBiriLe wWuny npedynpexdaouue
daelcmaud, MpusuHy cmedyem obLAcHUmb (9.5, 1) U sapeaucmpuposams (4.2.4).

ECnu amo2o mpe o HaLUoHansRse LU DesUoHaTaHbE HODMaMUBRENR SoKeHms, opeanuiagyus don-
HHE pA3pabomannis JoryrMesmMuposaitbie TpoLedyns yaedoMIeHua DESyRUDFLLLE ODSaN0E O ey uhiyudeH-
Mak, HOMOPEE CIMEHTICITaKIam KpUmapUa & OmYemiacmy.

8.5.2 KopperkTupyolwKe qedcTEWA

Dpradvaauxa Ao0MHHa NpegnpUHUMATE KORPEKTHRYIOWHAE QERCTEKA © LENLKD YETPaHEHHR NPUYKH HECOOT-
BETCTRHE ONA NPEayNDekLEHHA NOSTOPHOMND MK BOIHKIHOBEHWA, KOPPEKTHDYIOWWE JSACTBA J0MHHEl BblTe 08k-
BaTHEIMIA NOCNENCTEHAM BRARNEHHBX HECOOTRETCTEMN

Oonzsa GeiTe paapafoTaqa QoKYMEHRTHDOEaHHAR NpoUedypa ANs onpegenaq M TpeGoRaHMA K

a) aHanMay HeCooTEETCTEMA (BENKDYan Hanobs noTpeduTenai);

O] YeTAROBMNEHKIO NDWYHH HECOOTREETCTEME,

B) OUEHWBAHKIO HE0BXoTIMMOCTH DEACTBIA, YTo0B! M3besaTe NOBTODEHMA HECOOTRETCTEMA,

2) onpedeneHUK U @RTONHeMU Heobxodumely daldomeld, armoyas, acny danecoofpaiks, obHoamaHLS
dowprenmagun (4.2},

d)] peaucmpayuy pe3yTLMamos mobkix paccnadasasull U NpuURames s Map (4.2 4);

) asanuay MpednpuNamss Koppesmupyowts dedomaud U ux pesyemanueRoCITL.

£.5.3 NpeaynpesaaouWMe AEACTEWA

DprasyIagka A0MEHa oNpegennTE GEACTEHE C UENLID YCTPAHEHWA NDHHHHE NOTEHLYHMANEHBIX HECOOTRET-
CTEWME ONA NPeayNPes0eHna vx Noasnadya. MNpegynpesianuWe GeAcTEMA JOoNHHE COCTEETCTROBATE BOSMOM-
Hisihd NOCNEBACTEWAR NOTEHUWaNsHEE NPOENGE.

Oonssa GeTe paipafoTaqa QoKyME HTHDOEAHHAR NpoUedypa ANs onpegenaqda TReGoBaHHA K

) YCTAROBMEHAKD NOTEHUAANEHSX HECOOTERTCTEINA | HX NPHYKI,

&) oueHKBaHRID HE0BX0AMMOCTH R RCTEHIA C UENLK NDeSYNPeEsIe KA NORENSHWA HECOOTEETCTEHE,

B) ONPEOENEHHI0 M OCYLLECTERASHHAID HEOGXODMMEX JBRCTRHIA;

2) peaucmpauLl pe3ynemanoe Ikdsix Dacciedoaakul U NouHAmsx Mep (4.2.4),

4] akanuay moednoudamey npedynpesdaioiy edcmaudl U X DesyeMamLugHoCciLL
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CooTeercTEMe Meway IS0 13485:2003 1 150 13485: 1996

TaGnuua A1 — Cooreetcreds Maxgy 150 134851896 v 150 134852003

FE0 1348519498

150 134853003

1 OBENACTE NPHMEHEHME

2 HopmartHEHEES CoeFEA 2

3 OnpeganeHns 3

4 TpeQoBaHWA K CHCTEME KaYECTES (TONBKD ZArarasok) -

4.1 OTeSTCTEEHHOCTE DYHOBOOCTES {TONLED 38r0N0E0K] -

411 Nonemesa B 00NACTA KAYSCTES 51,53, 541
4.1.2 Cpraduiauns [ToNeEE0 3AronoBok) -

4121 OTESTCTEEHHOCTE W NOMHOMOYEA 551
4.1.2.2 Pecypehl g8.1,6.2.1
4.1.2.3 MpegcrasuTane pPyKOBIOCTED 552
4.1.3 AHanma co CTopoHE PYEDBOOCTES 5.6.1, 851
4.2 CrcTama xa%acTea [TOnNsED 3&ronoenk) -

4.2.1 OBwme nonoweHns 41,422
4.2 F Mpousoypel CHCTEME KEYECTEA 4.2.1
4.2.3 MnaHupoBaHre KayaEcTEd 542 71

4.3 AHANKI KOHTPAKTE {TOMLKD 2AronNosnK)
4.3.1 DOwme nonomaHns [TONERD 3arcnoacy )

52 721,722, 7213

4.3.2 AHandz

433 VamaHaHHs K EOHTRAKTY 722
4.3.4 Zamcw T22
4.4 Ynpaenasde NDOEETARDEEHKEM [TONLEG 3aM0NG0R0KE) —
4.4 1 Odwwe Nono#EsHUR (TONBRD 3EronoEok] --
4.4.2 NNadvpoRasye NPoeKTARDEAHNA 1 paspaboTem 7.3
443 DpraHdIgUEaoHHOE 0 TEXHWHECHDS B3aMMOOSACTENE 7.3
444 BrogHea NPoSKTHEIE D3HHBIE ¥.2.4, 732
4.4 5 HeixoOHwe NpoesTHEIS QAHHES 733
4.4 6 Axanma npoakTa T34
447 MNposepka npogsTa 7.3.5
4. 4.8 ¥YTRapHOSHME NpOSKTa 736
4448 WameHasHA npoekTa 737
4.5 ¥YnpapneHws QOEVMEHTALMEE W OSHHBIMH {TONBKG ZAFON0S0E) --
4.5.1 COwme nonoEeHnR 4.2.3
4.5.2 YTBEOpSOAEHNE ¥ BEINYEE OOKYMEHTALMH KM OSHHEIK 4.2.3
453 MIMeHEHWE QOEYMAHTOE W OaHHBLE 4.2.3
4.4 Jawymek [TONLRD 3arcnoack} --
4.6.1 DOwre NoNOeHNR [TONBRD 3aronoEos | -
4.4.2 CusHea cybnogps-qusoe T4
46,3 Muthopmauns no 3akynkans 742
46,4 MNposepra 3aEyNNEHHDA RO ELHH 743
4.7 ¥npaanesvs NpooyKuMed, nocTEenAEMoE norpeduransas T.54
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OronvadHue madnuuer A7

120 154B5:198E

150 134

=]
Ln
[
[=1

-
Ak

[

4.8 WosHTuheEauMA M NpOCNEXUBEEMOCTE NPOOYELMK

753

4.8 ¥npasnaxsne npouscoaEmi

6.3 64 7.5.1, 752

4. 10 KaHTpone W WENBITAHMA | TONBHD EEM0A0ES08)

410,71 Obwmwa nONoEEHNA 71,81
4.10.2 BROGHOA KOHTRONE W HCNLITEHWA T4.3 824
4. 10,3 KoHTpone ¥ MCNETEHWA B NPOUSCEE NPOWMISOSCTES 824
4104 OroH<aTensHEIR HOHTRONE W WENETEHWA B.Z4
4. 10.5 PeracTpauMa JaHHENR HOHTROMA WO ACHs TEHHA 753, 824
4.11 ¥npaeneHWes KOHTRONEHEIM, BIMEDUTENLHEIM 1 HCNEITETEABHEIM 0fa-

DyaoEEHWEM (TONBKD 38ronasak) —
4.11.1 Obwwe nonoHaHns 7.6
4.11.2 Mpousaype yNpaanaHus TG
4.12 Craryc sOHTRONA ¥ MCNEITAHHA T.5.3

4.13 ¥npasneHue HECOOTEETCTEYVHIWEA NPOOYELMEA (TONEKD J8MmNo0Ba0E ] —
4131 OBwwe NONoHEHNA 53
4.13.2 AHANHM2 1 YTHNM3EWHA HECOOTEETOTEYHILLEA NPOgYKLLHE 8.3

4,14 KOpparTRpyiilde ¥ NRenynpesaakiyqs OSAcTEHA [TONERD 33antdBok) —

4147 OBwmrs o NoHEHAR 852 BE3
4.14.2 KopperTipyDwmneg DedcTada 852
4.14.3 TpeoynmpestOaowne QancTeMA 553
4.15 Thorpya04Ho-paarpy 3oqHes paboTs, dpaHeHdas, YHAKOERE, HOHCRpBA-

UAA 1A NOCTEERE (TOIERD 3Er00s0K) —
4151 O noNoHEHAA 6.4
4.15.2 Morpy3oHHo-pasrpysodHes paborel T.5.5
4.15.3 Xpanasue 755
4.15.4 ¥naxoska 755
4155 Koncepaauwns 755
4.15.6 Mocraexa T.581
4. 16 ¥npasnaHne DEMMCTREUMER OaHHEY O KEYSCTES 4.4
4.17 BuyTpeHHHE NpOBSpHY KEYECTE B2 B23
4.18 MooroToeka kEBOPOE 6.22
4.19 OBcnysHeaqne 7.8.1

4,20 CTarMCTHHECHHME MaTagbl (TONEKD 38M0MH0BOK) —
4.20.1 OnpagensHye noTpebHocTen B1, 823 824,84
4.20.2 Mpousgypel B1,823 B24 84

TaGnvua A2 — Cooreetcreds maxay 1530 134852003 » 150 1348510996

150 13485:2003 150 134851534

1 DEnacTe NpUMEHEHRR 1

1.1 CBuwme nonoseHnA —

1.2 MNMpymsHadus —
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Mpodonmenus mabnuger 4.2

150 13485: 32003 150 1348579494
2 HopmMETHBHEIE COBIEM 2
31 TepMuHbl ¥ OOPSOENEHWA 3
4 CrHCTEMa MEHEPHMEHTE KE4ECTES (TONBXD JArON0S0H) -
4.1 OBwmws 1pebosaHWE 4.2.1
4.2 TpeBoBaHUA K QOKyMEHTALMK {TONBED 3RMN0B0K) -—
4.2.1 DSwmwe monNowEHKA 4. 22
4.2.2 PysoBOOcTeo no KEHecTay 4.2.1
4.2.3 ¥npasneHne SoeyMEHTALHSH 451,452, 453
4.2.4 YnpasneHna 3anWcAMN 4. 16
5 OTeRTCTESHHOCTE PYROBOSCTES [TONRKG JATONOB0K] —
5.1 OoRzatenscTea pyROBOOCT B 4.1.1
5.2 OpweHTaUMA Ha noTpabuTens 4.3.2
5.3 Nonwraea s ofnacry ke+ecTed 4.1.1
5.4 NnasvpoeaHye (ToNeKD 38ronoBecs ) -—
5.4.1 Uarm e 00nacTE KEYeCTEA 4.1.1
5.4.2 MNPaHnpoBaHne  COZ0AHMA M PE3EATHR  CHOTEMBl MEHBOMMEHTE
KE-ECTEE 4.2.3
5.5 DTEeTCTEEHHOCTE, PONHOMOYMA W oOmes ARDopMagHed (ToNexD 38ro-
NaBOK} —
5.5.1 OTearcTEEHHOCTE W NONHOMOHAR 4.1.21
5.5.2 MNpeocrasrerns DYHOBOOCTER 4.1.2.3
5.5.3 BrytpesHad obmed rHhopMaEUmen —
5.6 AHanua oo CTOPOHE PYKOE0OCTEE |[TONBKG 3SMOMOBOK] —
56,1 Obwmwea nonowEHWA 4.1.3
562 BaogHes S8HHBIE ONA AHANWIE
5.6.3 BeixogHele 0aHHBIE SHANNIE e
G MeHeosMEHT DECYDCOE [TONBKD 2ErON0BOKR) -
5.1 ObscnedeHne pecypoanmu 4.1.22
3.2 Yanosaqyockne petypoel (TOMeED ISronosar) —
G.2.1 OSwmwe monoHEHAR 4.1.2.2
G.2.2 KomMneTeHTHOCTE, OCESQ0MASHHOCTE: W NOQMToBaKa 4.18
5.3 Wubpactpyrrypa 4.5
G.4 MpowaeonocTEEHHEA Cpand 4.8 4151
T Mpousccs FMEHEHHDTT LIKNA NPOOyEL@E - (ToONEXD 33rnoeox) —
7.1 MNnasvnposaHde NPOUScCoDE MUIHEHHOMD UMENE NRoOyELHM9 423, 4101
7.2 MNpousccs, CEA3EHHEE © noTpebrnTanAMe (TONEKD 38roE0BaK) —
T.2.1 OnpagensHwe TpaboBaHMA, OTHOCRWMECA ¥ NPOOyHRLKA 432, 4.4.4
T.2.2 Axanuz TpefosaHrf, OTHOCRILMACE B NPOgyrLmMwm 4.3.2, 433, 434
7.2.3 CerAae ¢ notpeduranAmMu 4.3.2
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OronvaHue mainuger 4.2

150 13485:2003

IS0 13485:1094

7.3 MNposkTposades W paspabaTtia (ToNeX0 Jaronosok)

.31 NMranvposaHte NPOSKETHRCBAHMA A PAaapaboTE 442 443
7.3.2 BrogHws NaHHLe NS NPOSKTHpoBaHWA W pazpaborsu 4.4.4

7.3.3 BeixooHele QaHHEE NPOBKTWROEAHMA W pa3pabotia 4.4.5

.24 Axanw: npogkTa W paapaboTem 4.4.6

7.3.5 Bepwdueaywa npogeTta v paapaboted 4.4.7

7.3.6 Banvgauus nNpoasTa o paapabotim 4.4.8

747 ¥npaeneHve HIMeHSHWAMA NPOEKTa W La3apaboTiM 4.4.4

7.4 Zarynud (Tonsxo 3anonaear) —

741 Mpousct 2akynok 4.6.2

7.4.2 Madhopmagus no 2agyneam 4.6.3

7.4.3 Bepuhukauna 33symnaHHOR Npogysuwme 464, 4.10.2

7.5.3 MoavmaHEsUMA W NPocnesMBaEMOcTE
.54 CobcTeaHHoCTe NoTRetuTenail
7.5.5 CoxpaHeHws COOTEETOTEMR NPOSYELHA

7.5 MpodaeogcTan 1 oboNyYRKMEIHHES (TONBKD 38ronoen]
7.5.1 ¥npagnaHis NpovecacTacet 1 obonyeaHwE
7.5.2 Banwpauus Npousccos NRpOMIBoOcTed W oDonysHBaHNR

4.9, 4.15.6, 4.19

4.5

4.8, 4.10.5 412

4.7

4152, 41583, 4154, 4155

7.6 ¥npasnedHws yeTpoAcTESMMA SMA MOHWTORMHEE 1 W3MBDEHWA

4.10, 4.201, 4.20.2

B Mamepedde (OUSHKE), SHAMWE W yNYHWEHWS (TONLKD 38r0n0ans)

8.1 OdwMe Nono#saHns 4111, 4.11.2

B.2 MoHMTOPWHT W HIMEDEHUA (OUSHKR) (TONRED 38T0N0B0K) —

B.2.1 OBpaTHar ceAzs —

B.2.2 BHyTpEHHWE ayonTis [Nposspsd) 417

B.2.3 MoHaTop#HT 1 uamepeHs (OUEHEA] NpoUSccos 417, 4.201, 4.20.2

B.2.4 MosaTopssr B HamepeHse [OUBHKE] NpoOgyELHe 4. 102, 4 10.3, 4104, 4105,
4201, 4202

B.3 ¥npasneHws HECOOTEETCTEYHMUER NPOOYRLHER 4131, 4132

B4 AHanm: gaHHEx 4201, 4202

B.5 YnyqweHws (TonNbED 3aronosow) —

B.5.1 CBuwne nonomeHuA 4.1.3

B.5.2 Koppestapysowmws SeRCTEAR 4.14.1, 4.14.2

B.5.3 MNpeoynpesoal@e OSACTEMA 4.14.1, 414.3
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roOCT 150 134852011

Mpunoxesne B
{cnpagoyHoe)

OBLACHEHWE PAINKYMA Mex oy 150 134852003 w 150 9001:2000

Hacromuge npHnosmeHws NoOTESDEOSET CROOQCTED W PE3NW-HE KAk cogepsawnx tpedoBaduR, Tak | cogep-
HAWME WHEOPMEUMH NyHEToB | nognydeTos 1500 13485: 2003 v [3]. NMpueogRTcA TAXHE NpHEHEL PEINHYSAE My
150 13485: 2003 w [3]:

a) nyHETE Wi nognyHeTe 150 134852003, ayraste-Heie [3], jasnioqedsl & Tabnvue B.1 B keanpardes ckabre;

B} myHETE Wi nognyssTe (3], vameHedsse 2 150 134852003 nyrewm aobaenesns £ M BHOOPMEUWMK MM no-
CPEOCTEGON COMMECOEAHNA C HOPMETHEHEIMK DORYMEHTEMH, KBCAHNLHAMUCE MEQHLHHOEME M3OennE, NDHEESEHE! B NEBOH
ranoHEe Tabnuus B.1. CooTeamcTBy HHLWME MyHKTE! WK NognyHeTel 150 134852003 npuesgars: 8 Npaeol Bonoses Taanm-
= Bt

B) NyHETE MWW nogmyHeTal [3], orcyreteyowne 8 150 134852003 any maMeEHEHHES NOCPEOCTELM YAENEHHA WK
CYLYBCTEEHHOM MEAMEHSHWA TREOOEEAHNA, B NEPEOHS-ANEHOM H HEHIMEHHDM BHOE NDHESOSHE B NE&0E KonoHe 1aind-
ue B.1. Cootearcrayiwns nyHsTe anw nogmyHeTel 150 134852003 0 npediHBl M3 MAMEHEHWA M0 cpasHesre [3] nprea-
S8HBl B Npaaod konodks tabnuue B.1;

r] NpMYeHEl pasnuuad mesay 150 134852003 1 [3] npuespeds 8 npaeoi kxonodks Tadnmue B.1. Taw, e paann-
HHH B KEROM-NADD NYHETE WAW NOGNYHETE HET, pEaHeUaE B TERCTE saxay 150 13485:2003 » 150 9001:2000 arpaxasar
aagaqy 150 134852003, cocToRWYK B O3HAKOMNEHHE C OSHCTEYIOWAMK B MUDE HOPMATHEHEIMK QORyMEHTAMH B abner-
YEHWMH BCAMWPHOA FADMOHHIEUNAH HOBEIX HOPDMATHEHRIE JOEYMEHTOR HE MEOWUWMHCEHE WIOSNHAR.

Tabnuua Bl — JbbrcHerye pazmr-wd mesay [30 90012000 w» 150 134852003

1E0 90072000

120 154B5:2003

BeegeHmne

OGwme nonoeeHnR

LA coagaHKR CHOTEME MEHSPHMEHTE Ka4acTed Tpe-
CyBTOA CTPSETSMMYEcsDS palUSEHWE oprasmaaurn. Ha paas-
PADOTEY WM BHEOPEHWE CHCTEMLl MEHEOHMEHTS KEM4E0TES
CORraHHIEUMH BMMEDT WIMEHARMLHECA NOTREEHEETH, KOH-
HPETHRIE YENK, BEIMNYCEASMEA NPOOYELMA, NDHMEHASMBIE
MpOLBESchl, PA3MED W CTRYKTYRE opradqaagnn. Hacron-
WK CTEHOAPT HE NPEANGNErdST SQMHODDPAIMR B CTOYE-
TYPE CHCTEM MEHSOMMEHTS K34E0TEE MNW QOKyMEHTILHI,

TpedoBaHUA & CHOTEME MEHEDMMEHTS HAYSCTEE, yo-
THHOENSHHEE B HECTORLEM CTEHOARTS, AENFOTEA Q0non-
HHAFILHMA N0 OTHHUSHNID § TReBopasvRg © npoayrnH9,
Audropmagd, obozHasedHan kak «[pumesaHnes:, A8-
NRATCA METOOWHECHMM YESZHEHNEN N0 NOHAMEHMED KK
PHILACHEHMID COOTSETOTEVIOWEN TREGOBaaHIA.

HACTORWHA CTAHOART MOKET WCNOMBIOBATECR BHYT-
PEHHAME M EHELWHAMY CTOROHARMK, BENEHEA DPradsl no
CEPTARMEALHA, © LUaNk OUEHEE cnocoOHOCT OpraHE-
3AUMK BRINONHATE TpefosadrA noTpabunransd. permamed-
Tog ¥ coboTEeHHBE TpeSoBaHEA.

Mp# pazpaborke HACTORWErD CTEHOEETE Geane ydaTa-
Hil MPMHLWNE MEHSIMMEHTE KE4ECTES, YOTEHOBNEHHEIE
g 150 3000 w [B]

Beeosune

ODwmwe NoNoXeEHKA

Hacmopuud crmanddapm anpedanaam mpadosaHuR
H CLUGITIEME MEHSdNMEHTE HEHEDMed, KINTODLIs MO2yTn
NQUMEHRIMLEER OP2anUIayued mpu mooemupoesHLUL,
paapabomes, NPOUIBO0CMEEs, MOHMaMS & obcmsuEa-
HUL MaduyuHcsuy wadenuld, a macwe NPy Npoermupo-
SAHLY, DARIpSTomEe U cOeCNEEHUL CERZEHNHEN © HUML
Yoy,

HACMORLWWD CMaHdapim MONRET TSRS IS HAT -
CR EHYIDEHHLUMY U BHELHUML 0 DTHOWEHLRD K Op2a-
HUAEULIL FHUAMEQECOEBEHHEME CIMODOHEME, SxnovEs
op2aHel no cepmughurayun, 9NA OUBRKL CRocoarocmu
gpeaHuIayuy pdoenameopams moetoganur mampebu-
IMENMA U YOMEHIEnsRHLE MpeioeaHun.

MHdopuauns, oboadavedHad kae slpaMedanmes,
ABNASTCA METOOWMHECHAM YEIZEHWEM N0 MOHAMEHHED AT
PEILACHEHWH CODTESTCTEYHMLEND TpaboEaHnA.

ToeCOoganUuR § CUCITIEME MEHSORMERITIE SSHECMEE,
YOMFHOENSHHLIE 8 HACMORLUEM CIMaHdapme, REmARIT-
CA JOROIMHRRWLALY 10 CMAOWEHUM K MEXHUYE CHLUAM
MpadoeaHuAM | mpodysLny.

OnA CO34aHHR CHETEMEl MEHEQHEMEHTE K84acTEd Tpe-
OyeTcR CTRaETEMMHECKDS DELEHWME OpradHuIausd. Ha paz-
pafoTHy M BHESDEHWE CUCTEME! MEHEINMEHTE Ka4SCTES
OPTEHWIALMH BMNAAKT WEMEHROWWECH NOTRE0HOCTI, KOH-
KEETHRIE LBMH, BRITYCKEEMER NPOLYELAA, NPAMEHRAS MRS
NEpOUEBCChl, PE3MED W CTRYETYPE DPradniayyd. Hacros-
WHA CTEHOSPT HE NPENoNErasT aoueoodpazne B CTRyE-
TYPE CHOTEM MEHEOXMEHTA HA48CTEA WNK JOEYMEHTE-
LUMIA.
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150 Q0012000

120 134858:2003

Crweomayem Sonewos paanoodpsive Maduyurec-
KUK WR0BNUE, HEKOMODRE HaoMALE mpedosanuR HE-
CITOALEE0 mandapima MoUMEHUME! MONsXD K Mak K-
MaZnpuAl MeduyuREKLY wIdenul, onpafBneHuR KO-
PhiE MoUSefers 8 paadena 3.

MpHY¥HE paznNUai; ERPOME COQepESHEA paagana 4
NHIDLIE HAMBEHEHWS BHEcEHL B [3] TOMLED © USnei: Boa-
MOBHOCTH &M NEMMEHEHHE B OTHOWSHAM WEOWLMHCHHE
WAAEH WA

MpoweccHEW NogLog

HacToAwMA CTAHOAPT HAENPABMNEH Ha NpHMEHSHKE
NPOUACCHOTO NoAXoga npd padpaboTde. BHEODEHMA K
YIYHLWEHAW PEIYALTATHEHOCTH CHCTEMB MEHSSHMEHTE
EA4ECTEE © WENBED NOBLIWEHWE YOOENBTREOREHHOCTH N0-
TpabMTanad NyTam BEINONHEHMA 1M TReDoSaHniE,

Ons yonewHore fiyH KUMOHKPOEAHMA DPraHA3ayng
OCMHHE ONPEOSENATE W OCYWESTENATE MEHEHMEHT MHD-
MOHWCIEHHE X BIBMMOCERISHHEY BHOOE QBRTENEHOCTH.
[eATaneHOCTE, MONONEIYHLLAR PECYDOE! W yNPEBNASMER
G UENsH NpE0BbpainsaHHs BEDOOE B BhiNDOE, MOKET DEC-
CMATPMBEATLECR KAk npousco. “EcTo Bexod oOHOM npo-
uescd 0bpaayeT HENDUDEOCTESHHD BXO0 CREIyHILEN.

MopumeHsHWE B ODraHH3ausny CUCTEME NPOUBCCOE
HEPAGY © WX WOEHTHGMESUHER M BIAMMOOSACTENEM, 8
THEME MEHEOMMEHT NPOUSCCOE, MOTYT CHMTETRCA Mpo-
USCOHBIM NOSXOO0R.

MpEMMyLBcTED NPOLECCHON NOOXGSH COCTONT B HE-
NPEMLHEHOCTH YNREENSHAR, KOTORO0S oH 0BecnsMEssT Ha
CTEEE DTAEMNGLHBYE NPOLEGCOE B DAMESX WX CHOTEME,
TEHE NPK HE HOMBUHALUKMA 1 BZIMMOSEACTEHA.

M@ NOUMEHSHWH B CHOTEMES MEHSHMEHTS KEMECTER
TA®DA NOgEO0N NOOYEPEABEET BAMHOLTE:

8] MOHMMEHAR W BRNOMHEHWA TRaGosaHN;

6] HEODXOOMMOCTH PACCMOTPEHMA NPOLSCCOE © TOMKH
ApEHMA oDaBNEHHDR YeHHOTTH,

B) OOCTHMEHWA PEIYVNETATOR BhiNONHEHER NPOUStEIE
W WX DESYNETETHEHOCTH,

rl MOCTORHHOMD YNYHWEHAA NDOUSCCOE, OCHOBEHHOND
HE DOLEXTHEHOM WIMEDEHUH.

MNpueagEHHEA HE PUCYHES 1 MOGENE CHETEMBl MEHED-
BMEHTE KAYECTEE, DCHOBAHHAR HA NPOLECCHOM MOOxXo-
06, MINECTPEAPYST CERIN MERDY NPOUSCCIME, NREOCTIE-
NEHHBIMK B paigenas 4—A>B. 373 Moosns NokgislBasT, 410
MOTREGUTEN KIPE0T CYWECTESHHYD DOMs NpW Ompens-
NEHEN BEOOHLD SHHHEN. MOHWTODHHD YOo0BNETBOPEHHADC-
e notpebarensi rpebyer ousHEr MHBOpMAaLHK O Boc-
MPARTHA NOTREGHTENRMA ERNDNHEHA W TReboBAHNA.

MpuesgEHHAA HA pHCyYHER T MOOans 0XB3THIESET BOE
COCHOBHES TREODEIHNA HACTORWLErD CTAEHOAPTA. HE dara-
TAZAPYH Mx.

Mpumedadme — Kpome rorg, KO BeSl NpOLeceam
MEOHET NPAMEHATECA Uakn «Plan — Do — Chack — Act
(PFOCA), Lakn POCA MosHO KPATED ONWCATE TEK:

- nnaHeposaHKe (plan) — paipaboTanTa Uend 1 npo-
yesckl, HEDOXa0HMEIR ONA GOCTHEEHWA PEIYNETATOE B CO-

MpouscoHEIA Nogxon

Hacmomuwul cmandapm OCHOBRIGSSMCE HE NPpoUecc-
HOM Rodxcds & MEHEIRMERTY KEYeCmas.

Nurfar deRmensRomb, UMEMOIEA axodll o mpeod-
DAIVHILAR UX F 8006, MONET DRCCMAMPUEATILGH Kay
[plefalH=Tell

AnA yomewnoes dyHRLUOHLDOSSHUA DPSaHUTaYUA
dowtaHE ompedenums MAORSGMED B33UMOCERIEHHEIX
AOOUSCEDE 0 PNDEENRTE UL

Yacro BeiXGd OgHOM NpoUecca obpaiyeT Henocpses-
CTEEHHD BROL CrEEyHILLET.

MpuMeHEHME B OPraHrIgayny CHOCTEME NPOUBCCoE
HEPAOY C WX MOEHTHGHKAUNER W B2EVMMOOBRACTBEM, A
THEHME MEHEOXMEHT NPOUSCCOHE, MOFYT CHUTETRCH Npo-
LECCHEIM NOOXOSE0M.

MpeHmba paannsvid. BonsWWHCTED nanoeeHnd [3]
NEEOHEIHAYEHEl  ONF  BEAHEHHA B TEXHWHECKMH
oT4er [4] — pokymedT, obecnedqeaDWnE yNpaenaxpa
BHEAPAHMEM TREDosaHA 150 134852003, 31a vHdop-
MHUMA BRNHEHa B [3], Tak w3k HOBER peaakuns [4] swe
HE CYLLECTEYET
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rocT 150 134852011

150 90071 2000

120 13485:2003

OTEETCTEMH © TpeboEdHuAMY naTpabnTEnEl ¥ nanwT-
KO OpTEHNIE LMK

- OCYLWESTENEHWS (do) — BHEQDUTE NpOoYBcosl;

- Npapapka (Check] — NoSTORHHD KOHTPONMPYATE W
WIMEDARTE NPOUSCCE! M NPDOOYELAKE B COEBHEHNW C No-
NATHHDA, USMAMK A TREODSEHMAMA HA NPOOYHLME 1 CO-
chWARTE O peaynETITEY,

- AErcTEnE (act) — npagnpHHIMaATS QEBcTEMA No M-
CTORHHOMY YIy-LIEHRED NOREIETENSR NPO0LBEccos.

WEnoeHeE 0boaHaYNaHNA:
v NeATENBEROCTE, GOGABNRHILES UBHHOCTS,
¢ Momor kathopragem

Purcysox 1 — Mooens cHoCTeME MEHEDHMEHTA
KA4SCTEE, DCHOBEHHOE HE NPOUBCCHDM NoOxoas

Cerze c IS0 2004: 2000

[3] w [B] G paspaborades Kax cormacoBaHHAR napa
CTAHOAPTOS HA CHCTEME! MEHSHMEHTE KEHECTEE ONA J0-
MONHEHWA OPYT APYra, HO WX MOEHD NPHMEHATE TREME
HEZEEMCHMD, HBoMOTPER HE TO, 4Ta ¥ CTEHORPTOR paINWAY-
HelE 0BNaCTH NPUMEHEHAA, OHW AMEKT SHENOTMSHY
CTRYHTYPY B USMAX COINEHWA YONoBEMEA ON8 HE HCNOoNe3a-
BAHWA KBE COMMECOSaHHOR Nape.

[3] yoraHaanesaar TpebiBaHNA K CHGCTEME MEHELE-
MEHTE HE4BECTEH, KOTOPEE MOMYT MCNONBIOBETECR MR
EHYTREHHEM NPHMEHEHHR ORTEHWIEUMAMIE B LBMRAX CEp-
THIEWKSELMM WNW 28HNKHEHHA HOHTRERTOR. OH HanpaeneH
HE PEIYNETATMEHOCTE CHMCTEMEl MEHELSMEHTS HAYSCTEE
MpK BEMONHEHWA TRE00BaHHA noTpebdTenasE.

[B] cogepsmT peRoMeEHIaGHMH na Sonas Wupokany
COEKTRY UENER  CHCTEMBl  MEHEOMMEHTE  EEHECTEH,
yeikd [J], ocofeHHo No NoCTORHEOMY YIYHWEHKD DSHATENE-
HOCTI Oprasa3auny, a taeke ee sddekriedoctn v pa-
IYNETETHEHOCTH. [B] peromeHayeTcs KaK pyDBeogoTEo OnR
OPraHH3EUMA,. BBICILES PYyROBOOQCTED KOTOREIX, NPECnEgyR
YENb NOCTORHEOND YIYHIWUEHNA GEATENLHOCTH, HEN3ST
BT 23 pani TpedoeaHal [3]. OgHaks ol He npegHal-
HEYEH ONA UENEA cepTHiMESLME MK 38EMHMEHNE KOH-
TRaKTOE

CaAze c 150 90012000

Hacmaawud cmandapm REmRemon amoRoMHLig,
HO OcHOEREIemcR Ha (31

MyHEmEd WU oGy HETILL, TEKGTT KOMODes SymeH-
muveH mekcmy (3 nabpade mpavsee wposhmom, To,
W OHL NPEJGITTEENoans & HEUIMEHHOM Suds. Hawno
oImMpEReHUE B pumosesrun B,

TEROM HAECMOALE20 CMEHOADNMA, HE SWMEHTILYHRID
F3l, unu npednoxedus wny s0zau, codepralyue makoo
mexrcm. Hatpans Kypowear, Cyme U MousUHsl GE3MEHE-
Hull @ MERCME yRadgHel 8 npunowequn B,

Carib c ISOVTR 14369

[4] npedemaamRem coSol mexHIYBCKUD e, co-
depmaurd DyKosa0RWLE VREIGHUA N0 aHedDeHUN HE-
CIMOALEE0 Cimaddanma.

Mpr-aba paarmqan: smesgy 150 13485:2003 w [B] o1-
CYTCTEYET TECHAR CBA3e. |50 134852003 ceraad rnae-
HelM obpaao  [3]. 2 Takse © [4]
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150 Q0012000

120 13488:2003

CoBMECTHMOCTE © APYTHMK CACTEMaMH MEHEOH-
MEHTa

HatToAwma ctadnapt cornacosad & [9] gns ynydwe-
HMA COBMECTHMOCTH 3THE OBYE CTRHOEPTOR B MHTEDESCEK
cooOWBcTea NoMkI0BETENEA.

HECTOALLMA CTEHOEPT HE COSBEHMT KOHEPETHRX THE-
COSRHEA K OPYTHM CHOTEMEM MEHETHMEHTE, TENM KBK
MEHELEMEHT OXPEHE OEDYHEMWEA CRaghl, MEHEDHMEHT
NpohEcCUoHANEROM 3qopo0esH ¥ DesonacHocTy, duHaH-
COBSA MEHEPHMEHT MW MEHEOHMEHT PUckos. CgHak
OH NOIBONRET OPFEHW3EALMK COMACOBATE WM MHTETM-
POBATE CHON COBCTEAHHY CHCTEMY MEHBOEMEHTA K-
YECTED C OAPYTMMA CHROCTEMEMY MEHEOMMEHTE © COOTRET-
cTAYHAMe TpefoEaHnAEMNn. DpraHd3aumA MomeT a0an-
THPOEATE OERCTEYHILLYH CHETEMY [CHETEMBI | MEHEIRMEH-
TH ONA COIOEHKA CHOTEMEl MEHEQMMEHTS KEYECTEE, CO-
OTEETECTEYHILER TRE0OBAHWMAM HBCTORLLED CTAHOApTE

CoBMECTHMOCTE © OPYTHMA CHCTEMAaMKE MEHE oS-
MEHTA

Hacmosuyud crnardamm coxpasqAem cmpyemyoy 3
gnR ydobomas nome2osameansid weduuuHcELg urde-
AL

Hacmaswud cmawdapm e Codapxuim CreyuEib-
Heix mpaboganll ¥ dpyaus CUSeamMaMd MeHedwenma,
HEMPUMED B %SCTTIHLIM CUCTIEMAM MEHB0MMEHTIE OXpS-
HEl ORppSEREd coadel, GE200380H06MY 0 mpoaecend-
HENTEHGE0 ACPSS00XDSHEN LR, & MERS HUNEHO0E020 WE-
HEdRMEHTIA.

OnHakKo HACTORLYMA CTAHLEDT NOIBONAST OpraHnIa-
UMK COMPECOBETE MW MHTEMPWPOBATE CEOH COBCTBEHHY
CHOTEMY MEHEMEMEHTA KEHECTEE © ODYIHMKE CHOTEMAMK
MEHEOEMEHTE C CODTEETCTEYHIWLMMK TPEGoBaHUAMK.
Chorasmzauqs MoRET 30anNTHRPOEATE JSHCTEVOLYHY CHE-
TEMY [CHOTEME] MEHEOMMEHTS ONA CO30AHWE CHCTEME
MEHSHMEHTE KAYSCTES, COOTEBETCTEYHIUEE Tpabosaqm-
AN HECTOALWEMD CTEHOapTa.

Mpr<MHBl PAZNWYMAT B 3TOM NYHETE NOOYSREHYTA
GeAae C [d].

YnpaEneHws pUCKDM AENAETCR KNoYessm Tpeboza-
HHEN OfF WMHOTWE BRMO0E OSATEMEHOCTH K TpedosaHni,
CHAISHHBIX C CHCTEMAMKE MEHEDMMEHTE KE4ECTEE. 4R
apraHviauni, NPoH3EoOALME MESHLMHCEHE Wa0anwA

1 08nacTe NPHMEHEHHA

1.1 ODwne nonoxaHWRA

HacToAwWiE CTaHOapT yoTaHaenveasT Tpebosadva
CHMCTEME MESHSTHMEHTE KSHECTEE B TEX CAYYEAK, HOTOE
OpraHWzaUHA:

@) HYHOSETECR B OSMOHCTPEUWK CROBA cnocobHooTM
MOCTARNATE NROOYHLLMH,. OTEQYAINWYED TREBOEEHMAM no-
Tpeburanad » CODTRETCTEYHIUMM OGRIaTaNLHEM Tpebo-
EBAHARM;

B) CTHRAT CEOER USMsH NDBLILKHHE YOO0BNSTEOPEH-
RHOCTH NOTpEbHTENSA NOCPEOCTEON 3debasTrEHOM NpwE-
MEHEHWA CHCTEME, BXMOYEA NPOUSCoH NOCTORHHOM B8
YIyHWEHWA 1 aB8cnaqeHuR cobTeETCTEMA TpefoBaHmAm
noTpEtuTEned B obAzaransdeiym TpEOOBAHMAM.

MpumeadaHne —B HBCTOAWEM CTaHOapTE Tap-
BMWH SNPOOYELARS NPAMERAM TONEKD K NPEgHAZHAYEE-
MOH OnA notpeduTens Wnu 3atpebosadHol WM npo-
OyELMAE

1 DGnacTe NEUMEHEHHA

1.1 ODwme nonoEeHNA

Hacmorwud crmandapm onpedenrem mpeboaanus
K CLGITIEME MEHSOMMEHME KEHEDmed 8 omywany. soads
ppearu3ayur Meobeodumo NPodsMOHCITTIDLDOSEML G-
COOROGITIL RMOCMASTAMNE MEGULUHGKLE L2Jemus u npe-
COLMSEMAME CHRIEAHHDE © AUML ODCIMRUEARLE, iTee-
wEnEs MpebogaHURK POMpEtUmana U YomManosnsH-
Hitie mipe GOSanuRM, MOUMBHUMBIM K SMUM medununc-
KU LIZGEITUAM U COMATICMEHILLLUE FOTYEEM.

Uegne Hecmorwesn cmaddapma — codedomeue
BRE0DSHUR 8 CUDMEMS MEREdMMEHITIE Kavacmea aap-
MOHUFUDOSAHHEE POMERDENERREY mpetosanul & Ma-
fuuuHckue Uzdenuer. Hacmoswud cmardapm armo-
HEET 8 CEOR HERIMIODE CHEYUENLHEE MpeloeaHuR K
EASOULUHEKUM LAOBMUAM, 3 MSNHE WEMTHINESM HESomo-
pee mpeboeanun (3] ROMODEE HE ASNARITICH PomaHoe-
MEHHLIMU, 8 CHAZY G Y8M JDSSHUIELUY, Yall CUCITIE MG
MEHSOMMERTIS ASYECITIES OMasusm moobiasnure Ha-
CIMOAWEA0 CMaRdamma, HE MOSPm 2ERETAME O COOm-
perTiemreLy (3], MORS UX CUCTMEME! MEHSORMENITE KaWe-
cmga Fe Gpdem ploanamaonmms 2oaid 63 WECRMOBEHLR
mpaboaanuR [3] (ew. npunaxequs 8)

[MpHHMHE PE2MMHAAT B MyHETE 1.1 NPUMEHAKITCA H
PArBRCHAKTCA TEPMHHEL, WMEHILHE OTHOWEHHE ¥ ME-
OMUMHCEMM H3ganuAr. Kposs Toro, WoEniHEHE TapMe-
HEl #YQOBNETEORSEHHICTE NOTREOUTENR M GNOCTORHHOE
YITYHLLEHAE S, MOCKOMTERY OHA HE COOTEETCTEYEIT CTEHO30-
Ty, LBk KOTOROrD 338MH438TCA B OONErdeHsd BCamip-
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HOH TERMOHKIELAN TPEBOBaHWA, YOTBHOEMEHHEX & CM0-
TEMEM MEHEIHMOHTE HEHS0TES MEJHLWHCHHE NIMEnwH.

Bo aropom af3aus codep#EMToR PAzbACHEHWE TOMD,
4o gEnka 150 134852003 sanAetcA obnemnaqsme Bos-
MHDHOWA FEpMOoHN3aUn TpEbosaHnil, YOTAHDBNEHHEIE K
CHETEMAEM MEHEOEMEHTA KaHeCTEA. YEI2aHD, 410 OnA
ATOM TPEEYETOR HANWHWE HEKDTOREX OONONHATENEHBIX
TpaboBEaHWR, OTCYTOTEYVEOWME B [3], ¥ HCENEHEHHS Opyrix
TpaboeaHMl, MMEFKWMECH 8 [3]; HpoMe TOrd, passACHRAT-
A, 4o cobnngeqne rpefosanria 50 134852003 He oa-
HEMEET HEMNpEMEHHD cobnogedws Tpebopanmi [3).

TepmiH £CONYTOTEYHIWER ODCNYHWEBAHHEY JBaHIL]
OOBEEMASTEA K TEDMHHY #MEDALHHCRAS WIOSNHAD, No-
CHOMEEY ONpaOEneHde « MEJUUHMHCHHE HIJBMEAY HE
BENKHAET NOHATHE #abonysMBgHE: . 370 NPOTHEDPEHAT
131, roe noHATHE sobBCnysHEaHMER ABNASTER YACTEX o
DEQENSHHR TEOMUHE #NPOOYEL RS

1.2 NpumeHeHue

Tpefoeanns HACTORLWEBND CTEHOEPTA MPEIHAZHENEHE
ORA BoEE OPFEHHZELUMA. HEIEBMCHMD OT BHOA. PaIMEpaE i
MOCTABNAEMOH NPOOYELH.

Ecrm saxpe-nubo 1pefoBaHne|R) HACTOAWSMD CTAH-
O8pTd HEMLIA NDMMEHHTE BEMOY Cheundiwikn opraHnzs-
LMK HNW 88 NPOOYKUAH, SOMyCKESTER Erd WCEm-eHwE.

Mp# CosnaHHBER HCENHSEHRAY 33ABNEHMA O COOTHET-
CTEMF HACTORLWEMY CTEHIAPTY NpWEMNEMBEl. BENK 3TH HE-
HIHEIHEHHA NOANasanT nog TpefoBadA, NpYBEOEHHLIE B
RE3TAnE 7. W HE BAMARKT HA CNocoDHOCTE KTA OTEETETEEH-
HOCTE ORMPEARAZA0WA 0DECNEYKMBATE MPOOYEUMER, OTEE-E-
Haen TpeboBaHuAm noTpebUuTanen v CcoOTEETOTEYHILLMM
obR3aTansHeM TREDoBaHHARM

1.2 NpumeHEHWS

TpaboeaHUuR HACMOAWESD CMardapma pacrpocm-
DEHAKNTICA Ha OpEaHuaauuy, Npedndaaiiuue Ha peiHoN
MEJUYUHGKLNE URDEMUA, HEISBUCUWMD oM Buda wiml Huc-
MEHAAQGITIU ALY ODEEH L3800,

Ecnu yormanoanedHss mpebogaqus nOZE0NANM uo-
HIORSUIME WIPEENsHuE NROSKMUupoesqrus o paspadom-
Koo wadanud (T30 Mo S5TO MONETT CRGRUITIE DM 0EaHU-
B8 ANA LUCHTHIYEHUR SOOmEeSmomerowuy moeboeanul
U KOHKDEMHOL CUCTEME MERedyMenma mEyecmes. O
FMOM GRYHEE One dasHold CUCmeMs! MEHEOMMEHTIE Ka-
wacmas donmy Seime chemads) ansMmepHamueHeig
nanpaesy. OMEemomesH=0GME 28 0GBCHEYEHLE CO0m-
BEMCMEUR UCKIOYEHUA YITPSENEHUR MOOSKMUDDEaHU-
aM U pazpafomeod UA0enun mpe GOaSHURK HEGMORLLE-
20 cmandapma FeMUT HE caMol apaaHuzaygur 422
nepeseomesue al w a7

Ecnu wavos-nuto mpebogarue [mpefoganur) paz-
dang 7 HAGMORWE20 Gmardapima HEMLIA NPUMaHLINE
egudy CNeUwbuKy KOREDEMHO20 (KOREDEmHLSE)] madu-
UUHEROED Lzdenur (U3denud), Ha xomopos (Kamapens)
pACAPOCMPEHASMIGHE CUCIMaME MeHadMMaHma KaveE-
CIMES, Mo QP2aRU3aLLIY HE CRedyem aumouEame makog
mpafoeshes [MpedoesHUA] 8 el CuCmeMy Mereds-
MEHmE Aaqvecmes (422, nepesuciedus &)

OmeamomaesHoomes 28 MDUMEHBRIE K MedUuyuHE-
Kopy URO0STURD [URDESUAM] MDOLECCOE, CODMEsmCmey-
Huldux mpebogaduAM HECIMORLLESD CIMANOADME, Ho K-
MOpLE HE DCYLWECMENANNTICA OP2SHUZELNEN, HECETT
HOHKDEMASA DPSSHURELNIR, U 3M0 cnedyem puumbiEama
8 CUCITEME MeHa0RMEMTIE HEYECTEa IMmod Op2aruIa-
yuw (4.7, mepesucierUs a)l.

8 nacmoAwes cmandapme HECHDMEND Pa3 Bompe-
WENNTICH NOHAMUS (8000 CONMEBMCIMEyEny o «xa203
coomasmomeapamy. Eomy mpsdoeanrue codepmum odqo
U3 HMUK MOHRMUL, Mo OO CYUMEBMCA # COOMEeam-
CITIEPOMAME . NOKE OD2aHU2AYNA 8 Npedoomaaum do-
KyMBRmuposadnoe obocHOgaH0e HECOOMEaMCMELR
HACMORWEKY cmaddapmy. Tpebosasue cyumaemcs
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ACODTIES MCMEFHILLIUME, BCAL B20 HRTONHEHUE HEaG-
LOdua dne moso, ot

&) wadenue yoOansmaonAng FomanDemantbiM mpe-
SoganumM Wanu

G) ODZIHUIALLE MOZTE SRTONHAME KODDSNTILD -
LyLie GemormanH,

MpHqMHE pEaneHea: nyHer 1.2 cogspsiT paasAcHeS-
HWE Toro, 4To TpebosasuA 150 13485:2003 orHocATCH
MMEHHD K MEOMLAHCHAM B3genaam. Kpows Toro, yorne-
HE BIEMMOCEAZ: MESTY HCHMHOHEHWAMMY, OTHOCHLMMACH
K MPOEETUROBRHMI 1 pE3paboTHe, 41O MOKET MMETL Ooo-
GO aHaYeHne anA TpedoBaHWA, COOEDHALMEGA B HEKO-
TOPEE HEUMOHANEHER HOPMETUEHEX O0RYMEHTAaY, Hawo-
HEL, OOBHCHAKITCH PaINWEHA MEsTy TpeloBaHHAMA pa3-
gena T, KOTOpeIE CRraHE3EnHa npe HandHue J8KoHHE X
OCHOEEHWA MOEET MCKNOHATE M3 CEOSH CHCTEME MEHES-
HMEHTA HAMECTES (OM. OrpaHdYEHds | T.3), gase ecnM
OHE OCYILECTEMRET BAGEI JERTEMEHOCTA, K HOTODEIM OT-
HOGATCA 3TH TpaboBaHwA, 1 TpebosaHnAMK, KOTOPRE
DOraHAZELMA MOKET MO HANHYMK 050CHOBEHIA HE BXIMTHI-
YATE B CBOMY CHEOTEMY MEHEIHMEHTE KAHECTEA. TAK K3K
CHW OTHOGHATGA K BMOEM QERTENEHOCTH, KOTOPRE 378 Opra-
HHZALMA HE CCVILBCTEMRAET

2 HopMaTHBHLIE COhIMKK

YESIZHHBIE HYHE HODMATHEHBIE OOEYMEHT COQEEHAT
MOMOREHAA, KATOPLIE NOCPEOCTEOM CObINOE B 3TOM TEE-
CTE COCTABNFHIT NONOHEHWA HECTORWEM crangapra. Ons
OETHROBEHHBIY CORINOE HE NPAMEHSKITCA MOCNS0YHILLME
MEMEHEHHUR WA NERECMOTREl HIOHHHEX OOKVMEHTOR.
CigHExD YYACTHHEEM COMAIEHWA, DCHOBEHHEIX HE HACTO-
ALLER CTHHOAPTE, PEKOMEHOYVETCH BOCNEN0BATE BOIMOM-
HOCTH MFMEHEHWAA NOCNEOHER DPEQEKLWME yES3aHHOMD
HHEE HOPMATHEHOMD OORYMEHTE. N8 Heda THPOBAHHEX
CORINCE NPUMEHSETEA NOCNEOHSE WAOAHWE HOPMATWEHD-
ro QokymeHTa. Mneds 150 w IEC nogoepsuveanT 8 pato-
Yexhd GOCTORHHW O HUHENEHES CIAGKE O8BCTEYHILNE MEH-
OYHEPOOHLI CTAHOSPTOR.

150 0002000 Cucmess) MesradmMeEHITIE KERaGimas,
CICHOEHLE MOMIKEHLIR U CHOSEN:

2 HopMaTHEHEIE CORLINKK

B HACMOALEW CMaHdamme UCnmTs20g3Hel COBUTHD
HE credownd crmascapm;

150 9000—2000 Cucmems MmeHedmMaHma mave-
Grimga, DoHOSHLE DoIeseHUR U cnogaps (150 SO00:2000
Quaiify managemen! sysfems — Fundamenials and
wacabuwiary]

Mpuwme-aHWe — MNpy PONLIOBEHAH HBCTORLIHM
CTAHOAPTOM Uanecoodpasng npoEepuTe O8RCTENE Gobl-
NoHHER CTEHOAPTOE (W HnaccwdUsaTopos) HE TappuTo-
pHM MCYJAPCTEE NO COOTESTCTEYFLEMY YEAZS TANH CTEH-
SapToR (W KNAcCHbMEATOROE ), COCTARBNSHHOMY MO COCTO-
AHE HA T AHBAPA TEXYLWETO MOgd, W No COOTEaTCTRYHI-
LA WHEOPMAUMIHHEM YESIATENAR, 0Ny ONaRoEaHHEM
B TERvWER rogy. Eond CcoelNOMHER  GUEYMEHT J8MEHEH
[M3MEHEH]. TO NPH NOAB30EEHWK HACTOALMM CTAHOAQD-
TOM CNEOYET PYROSOOCTBOBATELH IAMEHEHHBIM |MIME-
HEHHEIM] CTEHOAPTOM. ECnK COeNOYHLIA QOKYMEHRT O7-
MeHEH BB32 3aMmeds, TO NOACGKEHWE, B KOTOPOM JaHa
CCRIMKE HE HATD, NPUMSHBETEA 8 HBCTH, HE 3aTDaIVBEH-
LB 3TY CObIMEY.

3 TepMHUHEI 4 ONpegeEnEHHA

B HAcTORWEM CTEHLARTES NPAMEHAKT TEPMUHEL 1 ON-
PESENEHWA, 0aHHke g 150 9000:2000.

MpHEEOSHHEE HEHE TEDMAHE, WCNONbyeMea & [3]
OrEA DNBCAHAA USnY NocTaeiy, Geine HaMeHeHEl SMA oT-
PAMESHHA NDUMEHASBMOND B HACTOAWSEES BPEMA CNOSApR
TEPMUHOE.

NOCTABLMKE — OpraHAZaUMA — NoTpebnTENL

TopMiH *OprEHNZEUMAD IAMEHRET TERMAH #NOCTE8-
LWWKS, HCNONe3yaMBIE B nepsol paaasuye [3), 1 otso-
CATCA K DOBRERTY, B OTHOWEHWA KOTOQOMD NMPHMEHRETCH

3 TepMUHLI 1 ONpegEnEHWA

B HacToAWESM CTEHOAPTE NPHMEHRHIT TEEMAHED 1t on-
pESENEHEA, Jadess B 150 900020040, a Tawws cnegyw-
WWE TERMAHL C CODTESTCTEYHLLHMMH ONpegeneHEAmH.

MpHBEZEHHEIE HAME TEOMEHEL, WCNOMSIYEMEE B HE-
CTORLWEM CTEHSAETE ONA ONHCAHWMA LEMA NoCTEERY, B
MAMEHEHBI GMA OTPEHSHAA NDEMEHREMDIT B HACTOALLSE
BOEMR CNOBEPA TEPMHHDE.

NOCTABEUWME — OPraHMZaUNA — NoOTRE0MTENR

TEpMHH  TOPTEHMEEAUMAY  3AMEHRET TEPMAH  #N0-
CTABWMER, WMCNOMBIVEMLIH B MNepEOA  DEOSELHE [3], W
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HACTORWMA ETAHO: AT, HF‘EME‘ TOM, TEOMEH «NOCTaELHES
JHMEHAST TEPMAIH IIlii:-'jl'ﬁr‘llll,'.'lF.'IF||'.'|'-IF'IHSM-.

B rakcre HacToswera CTAHOARTA TERMHAH #NROOYE-
UHAE MOEET O3HEHETE TAKEE # YOOy

ATHOCHTEA K ODLEHTY, B OTHOLWEHHA BOTOPOM NPEMEaHH-
ATCH HASTORWHA CTAHRAapT. KpomMme Tor, TEDMHH ANOCTaE-
WHEY JAMBHASET TEOMWH ocyDNogpRo-Ies:.

B TEHCTE HACTOALWEND CTAHOARTA TERMAH «npogyk-
UMAS MOHET O3IHAYSETE TARHS 0QOrTyTyn.

Tawm, g TpefoBEHHA ONPEOENEHL KSK MPHMEHIMER
¥ AMEOMUMHCKMM M3OENAAMD, 3T #e TpE00EEHUA DaE-
HOAHEYHD NPAMEHMME] M K CERZSHHBIM C HHME YOI TEM,
MpEOCCTABNREMEM TOA HE OpTaHWzaywai.

Tapuurs) U AMpedensnun, NOMSLLERHLIE HUIEE, e
dyem pICCMAMpUEaTs kak saubonee oiluue, MOcKONL-
HY MepsiRel U oopedemeHuR, CHLIgcimayrilLne 8 Hayim-
HAMLHLIE HODMAMUesss JOCyMaRimay, MO2ym omn-
WEMLCH O RUE U Sbimil MOedms s meris Ham L,

Mper-anbs paanue-HA; paagen 3 OTHOCHTCA K MEOHLHH-
CHMM WIOEMAAM, OH THLRHE BRNEHAST NpEOynpasgeHmss
O TOM, 470 HEUMOHAMNBHEIE [DEMMOHENEHEE ) HOPMATHE-
HEIE SOHYMEHTEl MOMYT COOSEEETE ONPEOSNEHAR, JaMe-
HAALME ONPE0SnasHs B cooTeaToTerd . 3.1—3.8 vne va
KOTOORIE NPHEBOSHTCA coeinka B 150 134862003, Onpe-
OEMNEHNA B cooTEETeTERK © 3.1—3.8 npagHasHaq4eHs anA
WMEOWLHHOENE M3Zenas

4 CHcTEMa MEHEIEMEHTS KAYECTEA

4.1 DEwwe TpeboEaHMA

CprasMiauna gomeHa paspaboTars, QORyMEHTHPO-
EdTE, BHEQDWTE W NOGOSpHUEaTE B pabosan CoCTORHAM
CUCTEMY MEHEOHMOHTE KEYETTED, NOCTORHHD YRYHLWETE
©8 PEIyNETATHEHOCTE B COOTEETCTEMM G TpabosaHnAMK
HACTORULEND CTEHOEPTA.

CIpraHvzauns QonsHa:

8) ONPEasnATE NPoUEccel, HEODLoOuMEs NS CHOCTE-
MEl MEHEDAMEHTE KEHECTEE, M WE MPHMEHEHHE B0 BESH
opradwnzagun (1.2];

B) onpepanATe NOCNEgoSaTENEHICTE W BIAMMOSEN-
CTEHE 3THME NPOLBcoos,

B) DAPEOENATE KPUTERWE W METOOE, Heobxoguemee
OnA oiecnEdeHEA peaynsTaTMEHOCTA KAK MK 00y LEcTE-
TNEHWA, TAX H MPA YNPEENEHHE 3TAMH NPOUSCCaMK,

) COBCMEYHBETE HANWSHE pecypcoE W Medopaagae,
HECXOOMMEIE ONA NOGOSMEKY 3THE NPOUSECOE M WE MO-
HHTOPHNE;

4] DCYWECTENATE MOHWTOPMHL, H3MEDEHWE W aHENM:
ATHE NPOUBCCOE;

B MPHHUMATE MEpPL, HEOEROOMMEE ONA QOCTMHEHR
JEMNAHHPOBEHHBIE PEIVNETHTOE W NOGCTORMHOM YITesE-
HHA 3THX NpOUScooe.

CprasvIania JonsHa OoylWecTBNATE MEHEIHMEHT
ATHE MPOUSCCOS B COOTBETCTEMN © TPEOOBAHHAMKY HACTO-
FILErD CTAHOEPTA.

Ecnw oprasuaauuA pRISEET NEPEgaTts CTOROHHMM
OpPTEHWIEUMAM  BbINONHEHWME Eaxomo-nubo  npoyeccd,
ENAAKILYEITD HE COOTEETCTEMS NPOOYHEUMK TREGOoBaHUEM,
OHE gonsHa oGECNEqWBaTE GO CEOERA CTOPOHBI KOHTDOME

4 CHCTEME MEHEQMMEHTA Ka4ECTED

4.1 OBwue TpebosaHnA

Chpaanuzayur donxys padpabamsaamb, Joupymen-
MupoEame, aredpsms U noddepxugame § padoqen oo-
CIMOAHULT CUCTIEMY MERSIRMEHME NEHOCmes, d Mmakwe
noddepMUEamE B8 DEIFNEMAMUSHOCTE & CODMEgam-
crmaun ¢ mPelosEHUAME HEGTIOALLES0 cmaHdapma.

OIpraHHIdauna OorwHa:

&) LnpeganATe NPOLBcCE., HEODooouMEIE ONA CHcTE-
M MEHSPHMEHTS KEHSCTES, M WX NPHMEHEHWES BO BOEA
aprasvaaume [1.2);

O} onpegensTe NOCNENDBETENEROCTE M B3aWMOOER-
CTBWME 3THX NPOUSCCOE;

B] ONPpEOEnsAT: KPUTERHEA 1 METOgE, HeaGEogHmMES
Ans obSecnesssEF peynNeTESTMEHOCTH K8K NPH OCyLLEcTE-
NEHAK, TAE W NEA YNPEENSHAH 3THME NPOLECCEME,

r} DOSCNS-HEAT: HANWMHHE PECYPEDE M MHEOPMELNA,
HEDDXOOMMER ONR MOAOEPHEA 3THE NPOWSCCOE B ML M-
HUTORMHIE;

O} OCYWSCTENRTE MOHATORMHT, W3MEDEHHE W aHanWa
ETHE NPOUBCCOE;

2 SLTOTHRME delcmEun, Heclxodumens dne docmu-
FEHUA 3EMNanUpOeanteE peaynemamos o roddepwa-
HUH DEEmeMErmMyeRIcmiy S0y Npouys cooe,

CJprade3aunn QUNHHE COYIUSCTENATE MEHSIRMEHT
ATAX NPOLLECCOE B COOTEETCTEMN © TREDOBAHMAMK HACTO-
ALLETD CTAHOARTH.

EcnW opraHassuuA pEWEET NEpegans CTOROHHNM
APraHnIaunAM BeINONHEHWE KEAKOro-nnbo npouscoa,
BAMRHIWLEN HA COOTHETCTEME NpoOykuWd Tpabosaduss,
OHA AormEHE o0ECNEYMBEETE OO CEORA CTOPOHLI KOHTRONE
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TAROro npouecca. '.‘-"I'IPHE.I'IEHHH MM gonEHo DeiTe ompa-
SENEHD B CHOTEME MEHEEMEHTa HaYecTEa.

Mpuwre4adne—B npouyecoel, Heabxogwmes ONRA
CMCTEMbBl MEHEQHMEHTE KEHBCTEE, CHNEOyaT BKTHOHETE
NPOUEctsl yNPEBNEHYECKONR JERTEMLHOCTH PYROBOOCTEE,
DESCHEYEHUA PRCYDCAMKE, NPOLECCE HAIHEHHOND UWKNIE
NPoOGYELME M W3MEpEHIRA

TAKIHD NpOUSCC. YNPIENSHWE WM SOoNEHD DeTe Onpe-
SENSHD B CHCTEME MEHEOHMEHTE xaqecTsa (B.6.1).

Mpuwre-adne—Bnpousccel, Heobxagumes OnA
CHCTEMbl MEHEQHMEHTE HEYESCTER, CNAOYST BEMKNYETh
MPOUBCCE YNPESENEHYECKEA GERTENEHOCTH PYROE0ACTEE,
oOSCneYEHA PECYDRCAMK, NPOLECEE HUIHEHHOM LKeEnd
NPOOYELMH M WIMEREHNA.

Mpyquena paznassid; nyssr 4.1 orpasaet Tpebosa-
HHA OEACTEVHILLME B MWPS HOPMAETHEHEL QOKYMEHTOR M
oONEr4aeT BCEMAPHY I TEPMOHHIAUNMK HoBsR Tpeboss-
HAH, YOTHHOSNEHHSS K MEOWUMHCRAR wagenda. Tpeba-
BaHWA OERCTEVHILLMG HOPDMETHEHEIE OOKYMEHTOS  HE-
NPESnEHEl KA NPAMEHEHAE DEIYNETETHEHOR CACTEME M-
HEOSMEHTE KESHECTSd AnA oDBCnEMEHUMA NponasogoTed
Gezonackal W SdebeKTHEHO  GVHELBOHMPYEOLWEA npa-
Iy HLlAw

4.2 TpeboBaHWA K QOXY MEHTALMK

4.2.1 DHwme nonomeHuA

OokyMEHTALMA CHCTEMB MEHESMMEHTE KA4ECTEH
OONEHA BEMOMETH:

8) QOHYMEHTANEHD MDODMNEHHLIE 33ABAREHAA O No-
MATHER | uanAX B obnacT kaqsecTes;

B} pyroBOOCTED MO KAYSCTEY,

B} OOKYMEHTHPOESHHLIE NPOLEOYRs, TpEDYEMEE HAa-
CTORWMM CTAHOADTOM,

I} GOEYMEHTH, HEDDROOMMES OpraHr3agmH 0nA abac-
neHEHA 3bERTHEBHOM MNAHMPOBAHKA, GoYWECTRMEHIR
NPOUBECOR W YNREBNEHMA M

gl aanacy, TpefyerMes HACTORWWM CTAHOAPTOM
i4.2.4)

MpuwmesaHAn

1 Tam, 108 B HECTOALEN CTEHOAPTE BOTPEYSETCA TER-
MUEH EOO0KYMEHTHROEEHHEA NPOUSOypas, 3T0 OIHIHEET,
YD NpoUaayps pazpaboTasa, QoKyMaHTanesn odops-
MBHE, BHEOPEHS M NoOOspEHBasToR B pabodem cocToR-
HHH.

2 CrenoHs QOEYMEHTHDOBAHHOCTH CUCTEMEl MEHEO-
HMEHTH KAYSCTES OOH0R OPIEHWIEUHNR MOHET OTIMHETE-
CH OT ApYTOR B 3HEMCHMOCTIA 07

#) PEIMEDE OPraHNEALKMEA M BUOS SEFTEMSHOGTE;

B} chOosHoCTH W B33MMOOSRCTEWA NPOUSCooe;

B} KOMOSTEHUMM NEpcoRana.

3 DosymaHTawan MokeT Deite 8 ool duopme v HA
MDoM HOCKTENS

4.2 TpeboBaHWA K OOKYMEHTAL MM

4.2.1 OBwme nonomeHHA

JoEyMEHTALKMA CHCTEMEl MEHEJHEMEHTE K348CTEA
OUNEHA BENMSETE

3] SUEYMEHTANEHD HPORMIEHHNE JSABNEHWE O No-
FMTHEE W LBENAX B OGNaCTH KE4ECTEE;

G) pyHoBOOCTED ND KSYSCTEY,

B} OOEYMEHTHPOEEHHEIE NpOLBOyps], Tpebyemes Ha-
CTORLHM CTEHOERTOM;

I} GOEYMEHT B, HEODXOOUMES OPrEHM3aYWa OnA obac-
naqeHuA 3tiEKTHEHDIT MNEHWPOBEHWA, DCYLLLECTENEHAA
NOCUSCEOE 1 YNPEENSEHAR MK

A aanucy, Tpedyesse HACTOAWMM CTaHaapTom (4.2 45

g Cpyeue DONPMERME, PESIGHHLE § HEYLOHATEHLX
LT PEZUOHAMEHLIY HOOMSMOEHEE JoNpMEHTIEX.

Tam, zde 8 HacmOoRLLEM Ciandame pKazani, Smo
mpafoeaHue, mpousdypa, kasas-mubo dERMEansHOCTE
LUTA CITELUEMTSNOE MEDONPURTIUE Comssbl Geirme «do-
WMERMUOOEAREY, MOGPSIFMEESETICR, W0 UX MEKNE Girg-
OpEm SRIMMUTRATE & POO0SPRUSEME 8 DaboHeM Cooiman-
HILIL

AR wasdoan muna wiu Mooeny MeCULURCHOS0 Wa-
denus apaaHuIagus dossa cosdams U roddepmuEamis
g patoyen coCmoRnuy thaln, codepsacyud wrd udek-
MUHLURYRLLOGT CORPMERTIEN, ONPEdEmRrRLLILE Crsyu-
thukauuy HE TRodysuud o mpeboRaHuR K CUCIMEME ME-
redsMenma savecmaa (4.2.3). Imu foryeenme dons-
Hil MEKHE aMpedendms AoHeid NROWSCE ESamosne-
HUR U, 8cny Reofrodumg, MORMERE o o0onyMugaHus
MEdULUHGRDSD V30anUR.

MpuumesaHnA

1 CraneHs QOEYMEHTUDOEEHHOGTA CHCTEMEl MEHES-
HMEHTE KEYSCTES DOHOA CDIEHWIEUAM MOCHET OTNW=aTh-
CH OT OpyIDR B 3EEHCHMOCTIA 07

H) pRIMSPa OpraHvzaundi |1 BROA SERTEMEHODTH;

B) CROMHOCTA W BISMMOOSRCTENA NPOLSCcoo,

B) KOMMETEHLMW NEpPCOHENE.
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2 NogymaHTauns Momet Bune & nobon dopue 1 Ha
MOS0 HOCHTENS.

MpireHel pEaivyen: nognyser 4.2.1 150 134852003
BHNETHAET TpeboEaHWR, CONBRHALUMECS B CODTBETCTEYH-
weEsd noanyHeTe [3], ononHeaHqeIe Tpebosasneame, yoTa-
HOBMEHHLIME E QORYMEHTALMA, & TAKKS CREUMANEHEIMA
TREDOBaEHWMAMKY K hanny,  COOSpEElEMy  KOHEPETHRIS
OUEYMBEHTE  O0R  KEHOO0D TANSMOOE MESHUMHCHOMD
wanennA. Kpame toro, nognysst 4.2, 7 cogapmar 1peto-
BEHWA K OOEYMEHTALMM ONF DE3NMWHHEY BHODE OSATENE-
HOCTA M CNEUMANEHBIE NOMIKEHMR. 3TO0T NOONYHET OTpa-
HAET MONOHEHHRE OSRCTEYHLWHE B MUPE HOPMAaTHBHBIX
LOEYMEHTOR 1 QGNErdaeT BCemHpHYH TEDMOHAZELHE HO-
Buix TREBOBEHWA, YOTAHOBNEHHBEN E MEQWMUMHCEAM M35e-
AR

4.2.2 PyroB0aCcTED N0 KEE4ECTEY

Diprasv3sauwn Oon#Ha paspaboTaie M NOQOSpEHEaTs
E paboyem COCTORHMIE PYKOEO0CTEO NO KEHECTRY, COgap-
HALYER!

8] pbnacte NpMMEHEHUA CMCTEMBI MEHELHMEHTA
HAYSCTEE. BHNE-AA NoARoOHACTH 1 0DooHOEaHNE mbsx
WMCKENEr-eHWA (1.2);

G OOKyMEHTApOBSHHEE NpoUSsypel, paIpaboraqHeE
ONA CHOTEME MEHSIHMEHTS EAYSCTER, WNA CORINEM HA
HH;

B) OMACEHAE B3BMMOOEACTENA NDOUSCCOE CHOTERE
MEHEOAMEHTE HAYECTEA

4.2.2 PykoBogcTeO NO KA4BCTEY

Cpraswzayns gonsHa paapabotate v nogaepsHEaTs
B paboqEM COCTORHMY PYROBOOCTED N0 KEMECTEY, COOap-
HAwWES:

g OCMEcmEe NPUMEHEHLA CUCTEMEl MaHEOMMaHITA
REYECMES, dunoyans nodpobrocmy @ obocrogarus ni-
OLix pCxoHEsLD WwimY HempuMeHesLe (1.2)

B} QOEYMEHTHROBAHHEIR NPOLSEgyps, pE3patoraHHee
ONA CHCTEMEl MEHBEOMMEHTE HAYECTEA, WNH COBINKA HA
HIK;

B} ONWCEHHE BISMMOOSACTENA NPOUECCOER CHGTEME
MEHEHMEHTE Ka4BCTEA.

Fyrogodomes N KEYsCmey Conxes onpedeansims
CIIEYEYAY QOIS HITOE, LONoIbIPEMEIN & CUCTTEME Ma-
HEORMMEHITIS KaWSCmes

4.2.3 ¥npagneHwe OOHYMEHTALME W

JomymaHTamy cucTeMbl MEHEDMMEHTA HAYSETEE He-
CEXOLMMD YIPEEMATE, 3anNWcd — CNEYKMANLHEA BUO 00~
HYMEHTOE, M MM HASD YNPEEnsTe cormackn rpefosarm-
AN, NpuseneHssEy B 4.2.4,

LA onpegenssvs HEODXoOWKBE CPEOCTE yHpagne-
HUA gomEHa Bwre paspaborada QoHyMEHTWROBAHHAR
MPOULESyYRE. NRENYCMaETRHEEHLUAR:

a1 NPoBEEPKY QUXYMEHTOE HE ANBHEATHOCTE 00 WX Be-
My GHE;

B aHAENW3 W BxTyandaayr, no maps Hecbxogmmos-
TH, W NEPBEYTEENHEISHNE OOKYMEHTOE,

B} OOBCNEYEHWE WAEHTAHWESUNE WIMEHEHMA W CTE-
TYCA MEPECMOTRE SOYMEHTOR;

ri oEEcnaqeHue HAMMYKUE COOTESTCTEYHLLME BEpCHiA
OUEYMEHTOR B MECTAX MK NPUMEHEHAR;

4] 00ECTEYEHNE COLPRHEHWA OOKYMEHTOR HETHHMH 1
NErks HASHTWHHUMPYSMEME;

2] OOBCnEYSHWE WOEHTEHEALHE QOKMEHTOE BHELWL-
HEMD MPOMCXDHOEHWA W yNPESENEHHE WY PacCBrTaR;

¥ NPEOOTEPALEHHE HENDEOHAMEDEHHOID KCNONkL-
ABAHHA YOTAPSEWWE JUEYMEHMTOR M NPWMEHSHHE COOT-
BETCTEYHNMLEA MOSHTHEMEEUNAK TARKE JOEYMEHTOE, OCTEE-
NEHHER ONF KEEME-NWE0 LEned

4.2.3 ¥npasneHHe OOKyMEHTALMER

OokyMEHTaMH CHOTEME MEHEOMMEHTE KE4BCTEA HE-
COXoOMME YNPEENATE. JarcK — CNeUMansHeIA BHE go-
EYMEHTOB, W MMM H300 YNPEEMATE COMMAcHD TpedosaHd-
An, NPHESSEHHEM B 424,

Ans cnpegsreHER HEobeoOvKmelr CpEQCTE YNpasna-
HHH OOMHHE DelTe pazpaforada QoRYMEHTHROBEHHAR
npoUsgypa, NpagycKa TRHESHILER:

g MooEspRy U PMEspROgH0us CORyMenmos 3 S0ek-
HEMAOCME d0 UK BRMyTHa;

B} aHanWa 1 aKTYENWAALHED, NO MEPE HeDDEOoLMMoc-
TH, M MEpayTEEUHOBHKE JOHYMEHTOR,

8} 0GECHaYEHWE WOEHTWDHEALHM KIMEHEHHA W CTaTY-
Cd NEQECMOTRE SOHYRMEHTOHE;

rj oHEcnaYaHie HANMHUA CODTBETCTRYHILME BERCHA
OODEYMEHTOE B MECTEX WX MPUMEHEHAR;

01 0OECNE“EaHNE COXDEHEHWA OQOKYMEHTOR “SETEMMH K
NBTED AGEHTHEHL KDY MEIMH;

8} aecneEYEHe HOSHTHEWHALWN SORYMEHTOE BHELW-
HEM NPOACEDRGEHHR M YTPEEMEHNE MY PDECCEINHOR;

¥ NPESCTERHWERAE HENPESHEMEDEHHON KOTHINE30-
BAHWA YOTAREEWME OOEYMEHTOE B NPHMEHEHHE GODTEET-
CTEYVHLWEA HOEHTHEMESUAN TERMY JOKYMEHTOE, OCTEEMEH-
HLIX OFA KEERE-ME0 uEneid.
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Opzaduzayur dommHa  obecreuuesme  aRanus o
YMEapROeRUE UIMEHEHUDT 8 doxymenmas mubo dom-
HOGITIHEM  TOUOM,  YIMEspaO0agInsg mepeaoRayansHeib
doysarm, nubo  dpyaos COSLUANEHG HAZHAYSHHEIM
CRUTRHDCITIHE TULOM, LMSRALULM SOOIy K COGImesm-
Crmgp el Qoxcdrod HBODMAYLL, HE DOROBIHLL KO-
MOpOE APUHLIMSEMGCA DEWamLUs,

Oipeausanln oeHs ohpedensme Nepuod apews-
HLY, 8 ITIEEHUE KOmopoan omedyem XDanuime HE MeHsg
COHOD KO PEMESDSE U DeSpnuDy Ry LY JOMyIAE HITIE.
Ha amom pepuod donwer Seims ofacnewsy Joomrm K
COKPMEHITIEM, 8 CODMBEITOIMEUL © ROMODaMy Mediliy-
CROE Ladenus Geino USSITOENSHD U UCISNTISHD, 8 me-
HEHLE, [0 KpE0REd MEDE, coors cnysled U20ermus, onpe-
farenrIE0 opSaHUZAYLEd, HO HE MEHEE COORE Xpans-
HuA nrbnd amozoacd 2anucy (4.2.4) W CORMEcHD yo-
MEHOEMEHHEI TP GoSaHURM

4.2.4 ¥npasneHne 3anwcAmMm

FanwoH JOrmHel BECTRCE W NOOOSP=MEATLCR B pabo-
YEM COCTOAHMA GNA NPEQOCTARNEHWA CEBANETENLCTE CO-
OTESTETEMR TPEGOBAHMAM W pEaynETETUEHOCTH iy HELWa-
HUPOBEHHA CHETEME MEHEORMEHTE KagacTsa. OHe gqon-
HHEI DOTABATLCR METHAMM, MEFKD MAEHTAEMLMPYEMBIMKM
W BOCCTAKABNMEdaMEIMK. Hano paapadortate gorymeHd-
THPOBEHHYH NPOUBOypy QN8 ONpEgEneHan CpegoTe yn-
pREneHKA, TRebyEMEX NPH MOEHTREMESLRN, XPaHEHWK,
JALMTE, BOCCTEHOBNEHWH, ONPEOSMTEHMN COROK0E (paHs-
HUA M HEBATHH 3ENWCaR

424 ¥YnpapneHWe 3anHMcAMn

JanwcH gonHHbl BECTHCE W NOOQEEGHMBATECR B pabo-
HERM COCTOAHMM ON1A NPegocTaENeHWA CHROSTEMSETE Co-
OTEETCTEMA TPEBOBaHKAM W PEIYNBETATHEHOCTH doyHELMO-
HUPOBAHMA CHCTEMbl MEHEIHMEHTE kEHecTea. DHa gon-
HHbl OCTABETECA YETEMMK, MErKD WOSHTIsDML KD yERsIKn
M BOCCTAHARNMBAEMbIMA. Hano paspabotarts gosymeH-
THPOBEHHYH NMPOUSSYEY ONA ONpedsnaHds CpenoTe yi-
pPABNEHKA, TPEdyEMEE NPM MOEHTHERHALAN, XPIHEHAH,
BWKUTE, BOCCTAROENEHAY, ONPEJENSHAM CPOEDE XpaHe-
HAR 1 MILATHAM 3anuca.

Cpzanusayur donmHE XDAaHUITE: FAMUGH & MEEHUE,
M0 KpEHeld Meps, cookd il MeduLuRCEaIsD uace-
NMUA, oNpecdenERH0S0 ODBSHLISLUEE, HO He MeEres dayx
2T C MOMEHTIS SaiTyTHE UFJENUR ODSEHUASLLEE Ly d
COMNTIEEMGITIEUY © YOMEHOENSHHBEIMY MpebosaruRML

S OTEETCTEEHHOCTE PYHOBOOCTER

5.1 OBR3aTensLCTED PYROBOOCTESR

Bricwes pysosonctes gormiHo obacnaqsweats Hand-
Y¥E CHMOSTENECTE NPHEATEIR obRzaranecTs no paspabor-
HE ¥ BHEODEHHH CHOTEMEl MEHEOMMEHTE KAHSCTEA, 3 TEE-
HE MOCTORHHOMY YNyHIWEHWD &8 pe3ynNeTITMEHOCTA No-
COEOCTROM:

4] O0BEgEHMA 00 CESOSHWR ODrEHMIALHK BIMHOLTH
BRINOAHEHAA Tpebosadur noTpaburens, 8 Tamwe Iano-
HoASTENBHER W oBRzareneHex TpeboBaqun;

B] papaborten nonuTexy B onacTy kaqHecTes;

B) checneqasns palpaboTEn UEnNSR B 0DNACTH Kaqa-
CTBd:

] NPOBEgBEHHA AHANW3E CO CTOPOHE! PyROBOOETBE;

a4} obecneseHrA HEOEXOOMMEIMKE DECYRCIMA

5 0TEeTCTESHHOCTE PYKOBDOCTES

5.1 ObrzatenecTEa pYKOROOCTES

Beicures pyrogadomen op2anuiaquy conywo mod-
meepxdEms CE0H MpUEBEDReRFOCITE pazpabomee u
BHEODBHLFD CUGITIEME MOHSINMEATIE KEYECITEE. 3 MEk-
e noddepRaHUG 88 PeNLMamuEaHIGmu nocpsd-
GITIERCH.

a) ADBEdaHHA G0 CBEOSHWA OpraHM2auM BEMHOCTH
BEINDAHEHHMA TRPEBOESHMA naTpebuTenA, & Taose 13ko-
HOOATENEHRE W ODH3ETENEHLE Tpebopaqmm;

G} pazpaboTin NONWTHEY &8 0BNacTy Ka4ecTE;

8] ohecnedednA pazpaboren gyened B obnacTy kaqa-
CTBE,

r} NPOBEOBHMA AHANWIE OO CTOPOHE PYROBOSGTEAL

a) 0DeCneqeHMA HEOGKOOMMBIMH DECYRCAMM.

Mpumeyar s — B HIcMoRwEM cmaddapme
FOMSHOSMEHHLIE MpEGOaaHUR OS0SHIMERS TATLLD GE-
FONMACHOCMED U YHEUUOHUDOBARUENM KOHEDEMEDS0
reduuRcross eadenua.

a0
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Mpe-sHs: paznuHen: mydET 5.1 oTpamaat rpebosaHus
ASHCTEYHILANE B MUPE HOPMSTHEHEE DOHYMEHTIE W oGner-
HHET BOSMHPHY FEAPMOHAIELNE HoBsw Tpebosaqwi, yo-
TEHOBEMNEHHEIX K MESHUMHCHAM HAZENMMAM, JeRcTay W
HOPMETHEHEIE QORYMEHTEl HENPARNEHE HE NPHEMEHSHAS
PETNETATVBHDA CHCTEMEI MEHEIHMEHTE Ha4ECTES ONA
GSRCHEYSHMA NPoWZEngcTES DRICNACHOE M sdebarTreHo
Y HELMDHED YHILEA NROOYHLMH

5.2 OpveHTauwA Ha noTpebuTanA

Bwicwes pyroBOOCTES QormiHe obecneqweate onpa-
OEMNEHWE W BeINONHEHWE Tpedosarnd noTpebyranad ong
NOBEILUSHMA WX yooenarsopeHHocTy (7.2.1 1 85.2.1)

5.2 JpHEHTaUMA Ha NoTPE0MTENA

Beiowes pyprogodomec op2arusgauuy donweo obec-
NEUEEAITIE OMPsdansques O BRiMonHesne  mpebaganud
nompatumeans (727 w B2 TL

MNpi-MHE PEANMHKA. H3MEHEHNE TEKCTE COOTEETCTEY-
BT TaKDH CATYALHK, KOMME BeNONHEHws TpeboBaHKA no-
TREOHTENA HE HENASTOR WML NPOHIA0OCTEE MEDMLHH-
CHME MZOENWA, B DEIYNLTATE YErD HACTOAWMA MyHKT CoOT-
BETOTEYET LENW HEGCTOALWEM CTEHIARTE, KOTODEA COCToMT
g OBNardaHiM BCEMUPHON FEpMOHAZEYME TpaboBaaHAA.
YCTAHOEMEHHBI B CHCTEMAM YIDABMEHNA Ka48CTE0M

5.3 MonvTrEa B 0ONACTH KAYEcTEA

Brecuwee pyroeoacTtes gonsdo obecnequsate, wrobe
MANATAKA B ODNECTH KAYBCTRA:

d) COOTEATCTBOBEANS LENAM OpfaHIKIaL9M;

&) skno4ana DRI TENRCTED COOTHETCTEOEATE Tpabo-
ESHHAM 11 NOCTORHHD NOSBIWATE DE3YVIETETHBHOCTE CHE-
TEME MEHEOXMEHTE KA4BECTEA;

B)] COANABANE OCHOBE SNA NOCTAHOBEM W 8HanWza
uanaid B obnacTn KaqesTes;

r) Bwana goesfgedHa 00 CESOSHWR NEPCOHENa OpradM-
JHUMA W NOHATHA BMY,

0] AHAMM3IWPOSANACcE HS NOCTORHHYH NPWROgHOCTE

5.3 MNonvTHea 8 obnacTi KasecTea

Bricwes pyrosogoTen gonsHo abbcnayusare. Htobs
nonuTHeEa 8 cOnacmm La-sacTaa:

4] CODTHETCTEOSANA USMHAM ORFEaHWZa0nme;

G} axnawana odRFameneomBn COOMEsMETIE0EAT
MpeboEaRUAEM CLUCIMEME MERHEDXMENTIH HaYECmed U
noddepRusgams 88 DedyNbMamuEHIGTIL,

B] CO3NdBaNE DCHOBLI ONA NOCTAHDBEM W SHANW3A
Uened & obnacri xa4acTea,

r} Being goBedeHE 00 CEEOEHNA NEPCOHENA DOraHd-
JAUMK 1 NOHATHA any;

O} AHANUAVPOBANACE HE NOCTOAHHYHY NPAroOHOCT b,

MprsuHel paammen: wa 150 134852003, nyner 5.3,
nepadncnedne B Mckno4ass 00RETeNLCTED NOCTORH-
HOMY MOBLIWEHAR PEEyNETATABHOLGTH CHOTEME MEHSOHK-
MEHTE HEHEGTBA, KOTORDE 2amaHeHd 00R3aTensoTsoM
NOAOSEEAHMA  PEIYNETATHEHOCTH  CHOTEMBl  MEHEOM-
WMEHTH KEEYSCTES. TAKSR 3aMEHE CODTEETCTEYET USNW faid-
CTEVEILLME B MHDE HOPMETHEHEIX J0KYMEHTOE 1 NpEOHEI-
HaBHE AnA oBNer{eqHuA BCEMUPHOH TEPMOHMSEWE yo-
TAHOBNSHHE TREDOEaHNA & CHOTEMEM MaHBIMMEHTA
sgHesTEa

B4 MNuavwpoBaHue

[Myner 54 150 134852003 ayrenmised mydery 54 [3]

5.5 OTEeTCTEEHHOCTE, MONHOMOYHAA W 0DMmeH MHthop-
MALMEE

5.5.1 OTEETCTEEHHOCTE W NONHOMOYHA

Boicles pyROBOOCTES QOrHHD oOecneqnaaTe onpa-
OEMNEHWE W QOBSGEHHE 00 CBESEHWE NERCOHANA Opraqi-
3EUMH OTBETCTBEHHOCTH M MOMHOMOYAR

5.5 OTBETCTEEHHOCT b, NONHOMOYMA W obmeH MHgop-
MALIMEH

5.5.1 OTBETCTEEHHOCTE M NONHOMOYMA

Heiowes pposofdcmas op2anudauuy donweo odec-
NEUeamL;

anpESeTEHUE QMTESMoMBEHHOCML U TOTHIMOY UG,
Heymopes Heobxodino JoNyMenmUpoeame, U dogads-
Hug Ux 30 cHofeRUA NEPCDHENE GOSaRuIgaUIn;
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aauModeomens 0 RE23EU0UMOETE NEPooRENE, Dy-
ROBOORILES0. BLENHRIUYEE0 U 8spibuyupyRue20 pa-
Gamy no oSsCheHSHUK KaWacied, U ONpeOienRme non-
HOMOYLR, Heobxoduass ditR BRMGRHEHLR 3wy 2o

COoobos eHuMaHue cradyem yAsmums HEdraysHL
HOHKDEMALIE UL, OIMEBEMCIMEEHHEY 38 Guis! dermens-
HOGMIL, CERIEHHLIE © HedmoderusM 38 mornyamayues
BOMOBLE UA0ENUH, & MaKKE OEADMTEHLEM OIMHams
oh uniudenrmax (827 w 8.5.2)

5.5.2 NpencTaemTens pyEDBOOCTER

Bhicwes pysosoQoTed QOMMHD HEIHEYHTE NPEOCTE-
BMTENR W3 COCTAES DYROBOOCTEE, HOTOPLIA HE3EBWCHMO
ar SpyTiey CERIAHHOCTER JOMEEH HECTH OTEETCTEEHHDCTR
M MMETE DONHOMOHHA, PACNPOCTRAHARNLHECH Ha:

a) obecnewaHue pazpaboren, BHEOPEHHR B NOLO8p-
HEHHA B paboqemr COCTORHAW npousccos, Tpedyamsix
CHETEMOH MEHEOHMEHTE KEHECTEA;

G] NpAOCTABNEHWE OTHETOE BhICLLEMY DYROBOSCTEY O
EYHHUMOHVPOBAHWH CHMCTEMEl MEHEOMMEHTE KE4HECTEE M
HECDXOOAMOCTH YIYHLWEHER

Bl COOSECTENE PACNDOCTRAHEHKMH NOHWMAHWMA Tpedo-
BaEHWA noTpEOUTENSE No BCEA OpraHMIaUmnA.

M FHMEYIHHE — B oresToTESHHOCTE NpLSCTag-
TENA PYROBIOCTED MOXET OEITh BENKPHBERO nogaepEdHEe
CEAZN C BHEWHAMH CTOROHIMKE NO S0MPCCan, SdC2LHM-
CA CHCTEMBl MEHEOMMEHTH Xd-4BCTER

5.52 MNpegcTaBuTeEnNs pyKOBOOCTES

Emcwae pyROBOOCTED SOITEHD HEIHEYATE NPEOCTE-
BWTEMNA K31 COCTEEE PYHOBOACTES, KOTOPEA HEIBBHCMMD
o7 SpyTHE ODA3EHHDCTER OOMKEH HECTH OTEETCTEEHHOSTE
H MMETE NOMHIMOHMA, BACIPOCTREHRMIWKECH HA:

a) abecnayeHe pRAPE0OTHA, BHEOPEHNA W NoOgEp-
*aHKA B pabo4eM COCTORHMA NpoUEcCoE, TpReOysMelx
CHCTEMONA MEHSHMEHTA HEYSCTER,

O} NpROCTARNEHWS OTHETOE BEICLIEMY DYyHOBOOCTEY O
HYHEYHWOHAPOBAHHH CHOTEMEl MEHBIHMEHTS HA4ECTED
M HEOCxOgMMoCTH yiv-iwsaqds [(8.5);

&) abecnEerRUE  BHYTTION OPSEHUAEHUL TORUMEHUR
FYOmanoaneHHsy  mpebogasud o mpeboeasud  no-
mpaSumans.

I PFHMEaYEIHWAE— B 0TBETCTEEHHOGTE npeacTas:d-
TEMA PYEDE0OCTED MOHHaT BeaTe BRAKHEHG MAOSEHIHNE
CER3H C BHELWHAMEA CTORDOHEME N BOMNPOCEM, KACEHFLAM-
CH CHCTEMEl MEHSHMOHTE K2HElTED

5.5.3 BryTpeHHnin 00MEH HHORMAaUHER
[Mognyrer 5.5.3 150 13485:2003 ayTeHTHHEH NoamyH-
kry 5.5.3 3]

5.6 AHanWI CO CTOPOHE! PYHOBOOCTES

5.6 AHanM3a co CTOPOHEI PYKOBOOCTER

5.6.1 OBwmre nonoeHHA
[Mognyrer 5.6.1 150 13485:2003 ayTeHTHHEH NoamyH-
kry 5.6.1 3]

5.6.2 BxooHeie gaHHEIE ONA aHanWia

BrooHea DaHHLE OAH SHEMRWEE CO CTOROHL PyRaBog-
CTHE JOM#HE BENKMATE CRE0Y WY MHEOpMEURMI:

8) pE3ynLTaTs AyOQMToR (NpoRspoR);

G] oDpaTHYH) CEBR3E C NOTREDNTENRMMN,

B) yHEUMOHAPOBEHNE NPOYSCCOE H CODTEETOTBHE
MpOOYELHH

I CTATYD MPegy TIPS M HOPPEKTWRYEILAE 8-
CTEMA;

O] NOCHegyowme SeRcTENH, BEITERIHIGHE W2 Mpeis-
OyLLEMD SHENWES G0 CTOPOHE PYKDSOSCTES;

2] HIMEHEHNA, EOTORLE MOTNH Dbl NOBAWRTE HE CHG-
TEMY MEHSPHMEHTE KEHSsTEE!

#] PEROMEHOALHA N0 YIS

5.6.2 BxogHbie DaHHBIE ONA aHanKia

BxoOMeiE OaHHLE GTA AHANKIE O CTOPOHE [yKDE0D-
CTEA QOMEHL BEMEHETE CREOYKILYH MHODMEaL M

A} pEAYNETETLl BYQMTOR (NpOESpOR);

G} obpatHys CBR3s © nOTPREOMTEnAMK;

8] (hyYHELMOHUPOBIHME NPOUSCCOR W COOTESTOTENE
NP OOy LMK,

I} CTATYE NPEOYNPEREHARLHE A KOPDERTHPY KILMX 8-
CTEMA;

A) MOCREgYOWME O8RCTEMA, BEITEXSHIWHE W3 NPEgk6-
AylEro SHANKW3E 00 CTOROHL PYRDBOACTES;

A} WAMBHEHHE, KITOREE MO Oel NOBAWATE HA GHC-
TEMY MEHEOSMEHTA HAYSCTEH:

B} PEROMEHZEUMH NO YITyHLLIEHHED,

) HOERE WY TEQECMOMPEHHEE VOMAROENEHHLE
mpeSoeEaHuA
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5.6.3 BeixOooHbIe AaHHBIE aHANKM3A

BrianmHe8 ORHHEE SHANWIE GO0 CTOROHL] PYRDEDOCTES
OOUTEHE! BENKMHATE BCE PEWESHAR W OSACTEXA, OTHOCALM-
SCH K

31 NOBEILLEHMK PaIyNETATHBHOCTH CACTEME MEaHeIH-
MEHTA KH4BCTEE W 88 NPOUSCoos;

B} yny4WEHNKD MPOOYKYAK COrMachs TREaboBaHuRs
noTpebuTansi;

o} paTpeiHOGTH B pecypoas

5.6.3 BeixogHeE OaHHLIE 3HaNK3Ia

BrixoaoHbE GaHHLIE BHANWIE GO CTOPOHBl PYROBOO-
CTEE ZOM#HHEl BEMHIYETE B0E DEWEHAR W GEACTEMRA, OTHO-
CALLMECH K

al prnyiwenusy, reabroduvsse dna noddeprayus
PEAENEMETUSHICTIY CHCMEME MEHadRMEHTIE Kade-
CIMBE U 88 NDOLECoOe;

OF YNyHIWEHAKG NPOayEUNK cornacho Tpebosarmnmm
notTpeburenad;

) noTpabHocTe B pRcypoax

G Meneo#mMeHT pecypcos

6.1 DBecnevyeHne pECYPCAMMA

DRTEHAZEUMA OOMEHE CNREOENATE M obBECnEYMEaTE
peCypsd, Tpebyemwa ans:

3] BHEODEHWA ¥ NOOSEKaAHME B paboyem cotToRHMK
CHCTEME] MEHSHMEHTA KAYSCTES, 8 TAKE NOCTOAHHOND
MOBLILEHHE B PE3YNETATHEHOGTA;

G] NOBLIWEHNA YOOBMETEOPEHHOCTH noTpebuTeansd
My TEM BbINOMNHEHHS Hx Tpeboeanui

& MevegsmenT pecypcos

6.1 ObecneveHne pecypcamm

OprasizayrA JoNHHE ONpeganaTe W oecneyweaTs
pesypchl, TpabyamMbg anA:

a2 eHEdDEHUR CLCIMEMS! MEHEORIMERITIE KEYECMEa U
noddepwanue 88 PaAYIEMEMUEHICITIL,

) ylosmamespeHus YEMESHOENeHsey mpedoaaHud
u mpefogarud nompebumeans

6.2 YenoBe4YeckEne pECYRChI

6.2 YHenoBe4echMe pecypoki

6.2.1 OSwxe NONoEEHHA
[Mognyrer 62,1 150 13485:2003 ay TeHTHYEH NOgnyH-
ety G.2.1 [3]

6.2.2 KOMNETEHTHOCTE, DCEBEAOMNENHOCTE W NOGro-
TOEKA

CpraHm3auma OonsHaE:

a) DNPedenATE HEODXOOMMYH: KDMNETEHTHOCTE NEP-
COHANA, BENIHFOWETD palory, KOTOPaR BNWABT HA Ka-
HECTEO MPOOYELAN,

G} oBacnedWeEdTe NOOQroToBEY MMM NPEgNPEUHHMAaTE
OpyTee DERCTEMA © UEN6H YI0ENSTEOPEHRR 3THX noTped-
HOCTER;

B) OLEHNBATE DEIYNETATHEHDCTE NPEONDHHATEEL ME;

ri oOesnNEYMBATE OCEEOOMMMEHHOCTE CBOBMD MEQRCOHE-
na ob SETYENLEHDOCTA M BEMHOCTH Br0 D8RTENEHOLTH M
EXNENE B QOCTHHEHNE UEned B oinacTn ka4ecTea:

4] NopOemEHEaTs 8 pabo-<EM COCTORHMA COOTRETETRY-
RoLgHE zandoe ob obpaaoeaHwd, NOgroToess, HABLIKAE H
onelte [4.2.4)

5.2.2 KoMNeTeHTHOC TR, OCEBEO0MMEHHOCTE W NoAro-
TOBEA

OpraHnIaums OoreHHE:

a) oNpEgEnATs HEDOXOOMMYH) KDMIETEHTHOCTE NEP-
COHANE, BRMONHADLWETD paboTy, KOTOpAR BNWAET HA HA-
SECTHD NPOgYRLAN;

) pbacnedneaTeE NOSMOTOBKY AN NPSONpAHKMATE
O0YIAE DeRCTENA © LENBH YEOENSTEOREHAR STHE noTped-
HOLCTER;

E) OUSHWBATE DEIYNETSTHEHOCTE NPESNPHHATEER MER,

r} oBecREqMBEaTE OCBENOMMEHHECTE CEDEMD NEPGOHE-
na ob @ETYENBHOCTH M BAKHOCTH BT DSATENEHOCTH W
BENE0E B QOCTHEEHWE UEned B ofnacty kaqecTaa;

O} NopasmEHEaTE B pADDHEM COCTORHWM COOTRETCTEY-
HILWME 3andcl ob oOpasoRadig, mOgraToeRs. HEBRIKAL 1
anerre (4.2.4).

MpumMmedadue — HayuosaneH=E WMl DEauo-
HANBHEE HODMEMUsHEs JoNyMEHTIE! Mo2ym mpeio-
BEIME O EORKDSMBO0 opSaruIsuuLy pazpaboman oo-
KyMeERmUpoaanteiy npoledyp dnR onpedensaqus Heob-
rodureocomy rodaomodsy fePCOHARS

6.3 MuthpacTpyETypa

CIpraquIaumMs gonsHa onpesansTs, obecnayuears M
MOASEPHHEdTE B paboqes cocToAHHK HHEpacTRYRTYEY,
HEOBROOHMYRD ONA SOCTHHEHWA COOTEETCTEWMA Tpabosa-
HUREM E NPoayrume. MHdipacrpykmypa smosar BknoYans:

d) 30aHvR, pafodes NPOCTPEHETED M CEBAZEHHBIE © HUM
CPEOCTSE TRYOS;

6.3 HudppacTpyrmypa

OpraHAaUMA O0MHHS ONPEgENsTE, DOSCNeqHEaTE 1
NOOOeFEUEdTe B paboden COCTORHMM HHDPACTRYRTYEY.
HEOBXOOMMYEK ONF QOCTHMEHWA COOTEETCTEMR Tpedoed-
HIUAM K NPoayrued. MHgpacTpyemypa MOsET BENKMHETE

a} 3panuA. pabodes NpOCTPEHCTBO W CBAIAHHEE G
HUM CPBOCTEa TPYOS,
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5] oEopyOoBEHME ONF NPORBCCOE (8K TEXHAYSCERE.
TaK W NPOrPEMMHBIE CREOCTEA);

c) cryabel ODECHEYEHKE [HANPAMED TPAHCNOPT MWDK
CERIL}

G) oDopysosaHne OnNR NPOBeccoE (KEK TREHEHBCHNE,
TAK W MPOIPEMMHESR CREOCTE),

c) chny#bs 00eCne“EHWA (HENPAMED TRAEHCAORET WA
CEH3R).

Opsafuzayus domsds paipabomame OoXpMaRmu-
pogaHree mpebosgruR & deiomauas, moddeprusad-
Wilitd &5 URDDacOy imyoy, GwmHvER HaOmomy Uk apo-
gederun, eoiu sy ds0CmMEnA UMy LUx omeymomess
WO MOAMUAME HE AEHECMEs NpodyHLu.

Janucy o8 3muy decomeusy donwHel Rroddapr-
HEMBCH & paboves cosimoRRuL (4.2 40

6.4 MNpowasoocTEEHHAA cpena

CipraqvIgumsA Q0MmiHE CoagaeaTs NPOH3E0OCTBEHHYH
cpaay, HenBxo UMy 4NA O0CTVIHEHWMA COOTBETCTEHR TPe-
GoEdHHAM K NPODYKLMK, 1B YNPEENAT: G

6.4 MNpowzEoacTEEHHAA cpana

CHpradnzauns onsHE CO3ABaTE NPOMIBONCTESHHY K
cpagy, Heabxonumy ONA QOCTYGHEHA COOTEETCTEMA TRE-
GOBAHMAM K NPOOYHUMA. W YNPAENATE B

Fmo gemovaam chedynyue mpedosaHuE!

al gp2anudayur  ammRa  paeapadomanis  doxpsMeH-
IMUDAESHHLIE WoeDOasnuR K COCMOARLRG 30000868, 2U-
2uere o odesds PEPROHANE, BCNL KOHMERM Mexdy nep-
CORANOM U Npodpsyueld uNg ARouRectocmastnol ope-
Aol MOem OMpULEmaTeEHD NOENLUAME HE KEYSCTED
moadpsguy (F.5.1.29)

G eone mpouecdomessHan  cpeds  momern omou-
WEMENEHD CHESEMLLH HE HEYECTES TpodyRLuL, OpEa-
rudauur donwra pazpabomame JoxyMERMUDOESHHSE
mpeGoeEHuA ¥ npoudgodomesrqol cpeds o JoryMeH-
MUPCREHHLE Moouadye iy Npou2EodCrimeeHHbIE LiH-
CIMpYRYULY AN MOoSQmapuHEa O KORMOONE Tpoudand-
creerHon cpeder (F.B. 1271

8 GPRARUEANDR OWHE SE0EMILDGEET: GOOMSaT-
CIMEYRLL Y NOQSOMOeEE) MEpooHans, epeMeaqHo paba-
IMAKNYEI0 8 oooba PENOguRY MoouzendomesHHon Gpe-
O, wiy B20 Rexosdesne nod Rafmoderuel nodaomod-
NeRyosn nugs (BL2.2, nepesucnesue G))

2] npu pecdyoduuocmy pazpstomay o JoNpMeHTIL-
POSEHUS CHBUUENLHEE MED dmR KONMDONR J820RINEH-
HOO W7l ROMEHLUANLHD FE20RIHeRHO0 moodysyun ©
WENBRD MPEdMTMEIEGUWIEHNR FHSPAIHEHUR COMEnLHO0 mpo-
ARy, npouiscdomasr ol coedel LY 3SSPRIREHUR
nepoosana (T.5.3.1)

T MNpougcokl MHIHEHHOM LHENA MPOOYEL MM

7.1 NnavuposaHKe NPpoYSCCOB MAIHEHHOND WHMKNS
NPoOYKLMAN

CIprasvzauns QOasHa NNEHKpoeaTe 1 paipabatw-
88TE NPOUSCCE, HEODXOOMMEE OnA ofacnEsEHHA wne-
HEHHDM WAKNa npaayegae. Nnasmposasme npoyeccos
HMAHEHHDID UMKNE NPpoayRuMd qon#Ho Beime cornacoBea-
HD C TPE0OBEHUAMY K OPYyTAM NROUSCCEM CHCTEMBEL ME-
HEOEMEHTA EaqecTea (4.1).

MpyY MNBHHPOBEHAK NPOUSCO0E MUIHSHHOMD LMKNE
NPOOYELEMA OpraHUIEUNA QOMEHE YETAHOBATE, Soiw 370
yenecoobpaza:

a) yend B obnacTy kE4ecTEa W TREDDBAHNA K NpOayE-
LIkM;

T Mpouscokl HHIHEHHDMD LKA NPOayELHE

T.1 NnavvpoBaHKe NPoOUBCCOR MHUIHEHHOMD LMKNA
NpooyELHA

C'prasM3ayA QonsHE NNEHHPOBETE N pazpabaTw-
BATE NpoUacc, HeodxoguMme ons obecnadyeHns wua-
HEHHOID UHENE NpooysuHd. [NaHHposaHue npousceos
HHIHEHHOTD WMKNE NPOOyELAE OomsHD SeTe cornaco-
BaHO ¢ TREBOBSHUAMM £ OPYIEM NPOUSCEaM CHETEMEL ME-
HEgEMEHTd kaqecTEa (4.1}

MpH NRaHMPOBESHHA NPOUSCCOE #EHIHBHHDMD LUHENS
NPOOYHUAM ORTEHWIALWMA QOIEHHE YOTEHOBKTE, BCNW 370
LEnecoopaaHn:

a) uEny B abnacti ka4ecTea W TpaboBaEHWA © NpOgyE-
LK,
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B moTpEDHOCTE B pDaIpaboTEs NPOLBCCOR, OOKYMEH-
TOE, d TEHE B OIecnEYaH e DECYDCEMN ONA KOHEDETHOR
MG YELMRN

B) HEODEDOMMYR GEATENLHOCTE MO BEpAdEanmnn 1
BAMMOZUNMM, MOHWTOOWHIY, HOHTRONK ¥ ACNBITSHNAM ON#
HOHEPETHON NPOGYELAK, 3 TAHSE KDHTEDHN NP@EsEd Npo-
DY KUK,

rl danicd, Hecfzogumes ons obecnededns cemne-
TENLCTEE TOID, 4TO NPOUBCEE! BHIHEHHDID UAKNE NEOgyE-
LM ¥ NPOVIBESEHHEA NPOSYELHR COOTEETCTEYHT Tpebo-
gaHuEM {4.2.4].

PaayneTatel 37002 NNEHAPOEAHKA JOom#EHel BuiTe B
hopMe, CODTEBETCTEYHILEA NPAKTHKE OpraHWIaUWme.

MpuMeH4aHHARA

1 OokyMMBEHT, ONPEOSnFOoWKA NPOLECER CHETEMBl M-
HEOHMEHTE HEHECTER [BRNKMEA MPOUBCoLl HHZHEHHOMN
LMHNE MPOOYELHA] A PECYEoH, KOTODBIE NPaqocToMT M-
MEHATE K KOHEDETHOR NPOGYELRA, NDOSKTY MM KOHTDEk-
TY, MOUHET DACCMETEMBATLECR KAk NNEH Ka4SCTES

Z Mpy pazpafoTee NPoUBCCOE MUIAHEHHOMD LMERA
MPOgYHUMK ODraHU3a0HA MOMET TAHHE NPHMEHATE TRE-
BosannA 7.3

O} NOTpEBHOGTE B pa3paboTee NpousccoR, OoRyMEH-
TOE, 8 TaoHe B obacneqeHuy pOCYRCamMy ONA EOHKRE THON
NP YELMK;

B] HEODEOOMMYH OBERTENEHOCTE NO BEpAdEanHy W
EENMOSEUMK, MOHHTODHHERY, KOHTROMD M WCNEITSHHAM ONA
KOHEDETHOR NPOEyELAK, 8 TEOHE EPETEEMH NEHEMEN Npo-
AyELA;

r} 3andcd, HeoDEogMMes OnA obecneqeHs cBnge-
TEMLCTES TOIO, 470 NPOLECCR HMHIHEHROTD UMENE Npo-
AyEUMH M NPOWZEEOSHHEA NPOOYEUHE COOTEETETEYIT TRe-
GoBaHUAM {4.2.4).

FPeayneTatel 37000 NNAHKPOBAHWA JO0M#HEl GwTe B
dhOpME, COOTEETCTEVHIWEN NPasTHRS OPrasmzanHn.

Cipaaruzagus donwss paipadomams JORFMeHmL-
POBEHHNE MpatoFaruR § FNRaEnasns DUCKOM HE S0ex
AMSNEE KUFHEHHOI0 QUERE mpodpauuy. Januco ma yn-
DEEMEHUM DUCKOM OOimeHs Roddepxugamecs 8 padouss
cocmorHel (424 o npovesanue ).

NMpumBedaHus

T OokyraHT, anpeqenasWdn NpoUectel CACTAMEI M-
HEHMEHTA KEH8CTEA (BHNTHHAR NPOUSCCE] HASHEHHOM
UKENE NPOSYELMA] K PECYDICE], HOTODRE NPe0cTonT mpe-
MEHATE ¥ KOHEDETHOH MPOgyELAME, MpOSKTY MM KOHTDag-
Ty, MIHET DRCCMETDHESTECH KEK MNEH HENSCTES.

2 Mpu pazpaboTeg NPOUSCEOE HHIHSEHHOM UKHENA
NPOOYELAM ODraHMIguas MORET TEEHE NPHMEHATE TRE-
GopaHuA 7.3,

o, [B] no yWIDAANBHL DUGKOK.

Mpwanbss paaneea: nyser 7.0 150 134852003 grpa-
HABT TREDOBAHWA JSACTEYVHILLMY B MADE HOPMETHEHLX 00-
KYMEHTOE M OBNEMYE8T BCaMUDHYH TEDMOHAZELMEY HOBLIX
TREBOEAHNE, YCTEHOEMEHHEIN K MEDMUHHIKHM H3OSrmFEM.
YNPABNEHME PHCHDN ABNASTCA ENOYEELIM BHOOM O85-
TEMLHOCTY, ONPEEanAklMM XapakTep 1 obvam paborel
BO MHOTHX OBNECTAX, CERIAHHLE © CHCTEMON MEHEODM-
WMEHTE KE~4BCTEE B DPraHH3ayMAL, NPOM3BOgALIAE MenmM-
UHMHCKHE M308NMA

7.2 MNpouscckl, CERIAHHEIE © NOTREBWTENAMK

7.2 Npouecckl, CBAZAHHLIE C NOTREDHMTENAMKA

T.2.1 Onpepenedye TpedoEaHWK, OTHOCAWMKECA K
NPOOyHLAK

[Mognyner 7.2.1 150 13485:2003 ayradiwsad noanyH-
wry 7.2.1 (3]

7.2.2 Ananui TpeSoBaHMi, OTHOCALWMECA K NPoaykE-
LM

DpradnIanne Q0MHEHE BHanMInpoeaTe TpebosaHun,
COTHOCAUMECA § MPOOyKLaE, 3T0T SHENWI QOIMHes Npoea-
OWTECH OO0 NPWHETHR OprasqIauqen obrRaatenscTea no-
CTABMATE NPOOYELMK NOTPE0WMTank [Hanpumap yYacTHe
E TEHOSpPAX, NPHHATHA EOHTRENTOR WNW 38E3308, NPHHEA-
THH HIMEHSHWA K ROHTPAEKTEM MNW 3EKA3AM] H QONEEH
ofEcneqHHBaTE!

a) onpagensHue Tpabosasui © npodyEL MW,

G) cormacoBdaHMe TREDOSAHMA KOHTDEKTE WNW 33KA3E,
OTNWHERNLMECH OT paHes cohopmyNuposaHHex;

T.2.2 Ananuz TpeboBaHMKA, OTHOCALWMWECH K NpOOyH-
LI

COpraHiIaums goMHHE GHENN3MpoBEaTe TpebosaHuRA,
ATHOCALMECH K MPOOyHLAKE. 3T0T SHAMM2 J0MHaH Npoeo-
OWThCH A0 NPWHATAA Opradnzauwai oSRIarenscrea no-
CTEENATE NPOOYELUAD NOTRE0HTENRD [HEMPMED yHacTHA
B TEHOEPEX, NPHHATAR KDHTDAXTOR WK 38HA308, NPWHR-
TAR MIAMEHEHWA K EOHTDEKTAM MIA 338333M) W OONHEEH
OOECAEYHBETE:

al ampadansHure U JoKpPMERILDDEaRUE e boasHUT
K npodyiiu;
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Bl cMoCOBHOCTE OPraHWIayry yOoeneTEORATE Onpa-
OenaHeeE TpefoBaHus.

Aanucuy paIyNETATOR AHEMW3E W NOCHEOYKILKE 480-
CTEWMA, BRITERSKILAX W3 BHENWIE, JONHHE NOLLEEHABETE-
oA B pabosen COCTORHMA (4.2.4).

Ecny noTpefuTend He BeIOBMMEKT O0KYMEHTHPODBEH-
Hilx TpeBoBaHMA, DPraHUIEUMA OONEHE NOSTEERONTE WX
¥ mOTpelATANA S0 NPEHATHA K BCNONHSHAD,

Ecrm TpeoEaHEE K NPOOYELHY MEMEHSHE, Dprasnza-
upA gonsHa ofEcnednTh, YTODE COOTEETOTEYHILLWME OOKY-
MEHTEL BRI MENPEEnaHel, B IaNHTEPSCOBAHHERA Napoa-
Han kN POCTAENEH B HABECTHOGTE 00 HAMEHWELLMECA TRa-
OoBaHAAR.

Mpume4aHy e — B HEKDTOPRIE CHTYBUMAX, TAKMX
HEK NpOgasu, DCyWECTENREMEIS Yepas MHTepHeT. npak-
THHECKN HBLUENECO0DREIHO NPOBOONTE OMUMATEHBIR
AHEMKI ¥E¥OHD 33K338. BMBCTO 3TOI0 SHANWE MOMET
DECMPOCTREHATECA HE CODTEETCTEYHILLYID MHIPODMALMK O
NPOOYELFE, TAKYHD K3 HETAMOrE NN DEXNaMHe MaTa-
pAENE

G} cornacoEadHne TpeboBaHHA HOHTPAKTE WM 33KaE-
33, OTMHYSHWAECA OT paHsE CrhopMy NMPOBEaHHB;

8] cnocoBHOCTE OpradiIaumre YOoENaTEODATE Onpe-
JaneHHee Tpebosaxun.

Janmcu peayneTETOE AHANMIE W NOCNSLHOWLNAY S8R-
CTEMFE, BRI TERBHILLME M3 BHENKIA, OOMHHB NOLOSFERERTE-
cA B padoqes cocTosHud (4.2.4).

Ecnd noTpebuTend HE BLIJEMrAKIT OOKYMEHTAPOEEH-
HEIX TREDDEEHAE, OpraHH3EYUWA OOMEHA NOOTEEPAHTE WX
¥ NOTREEMTaNA 00 NPMHATHA K MCNONHEHARD,

Ecnu tpeBoEasMA K NPOOYELMA HMIMOHEHEL DPraHa-
JAUMA JOMEHE 00SmEYnTs, YTobk CoOTERTCTEYVHLWME 0O-
KYMEHTE BhINY MCNPARNSHE, 8 33WHTEOCOEaHHEIR NEP-
CoHAN BeIN NOCTAENSH 8 MIBSCTHOCTE 00 HIMEHMBILMECA
TpefoBaHNAR.

Mpume-aHne — B HEXDTOPEIX CHTYALMAN, TAXHX
K&K MpOgass, DOVILECTENAEMEE Yapaz MIHTepHeT, npax-
THYECEY Heuanacoobpazeo npoBoanTe OdiH UNENEHELR
HHANWI KEROOMD JaKaz8. BMECTo 3T0ro BHaEnHI MOmeT
PECNPOCTRAHATECA HE CODTEETCTEYEIWYHY WHIpODMELUWMH
0 MPOIYELFAK, TAEYHD K3H KETEN0M KWNA PEKNEMHBIE MATE-
PHENE

T7.2.3 CeRak c noTpefMTEnAMH

OpraHHagums gQonsHE ONpagenATh W OCYLWSCTANATE
HPDHEKTHEHES MEPE N0 NOOSEEHAHMK CERAM © noTpabn-
TEMNAMH, KACANILHSCR:

a) MHOPMELMK O NPOOYELA;

G} NpoXOMOEHAE 3BNPOCOE, KOHTREKTE \MnK 38Kaza,
BRINKIHEA NONPEEKK;

2] LOpATHOA CBAZM C NOTRE0MTENAMK, BENKY4EA Hano-
B noTpeduTenai

T.2.3 Cenzk c noTpebUTanAMK

Oprasnzauwd JonHHES ONPeOsnAtTe M OCYILBCTENRTE
ShpERTHEHLE MEPE N0 MEOOSEEEHMD CBR3M G NaTpE-
BuTEnAMA,. KACaHILLMECH:

a) MHEOpMAanHK 9 NPoOyELKAH;

O) NPOXoHOSHWA 3anNposoE, KOHTREKTE MMM 33Hazd,
BEMEIHERA NONPEERA;

8] GbpaTHOW CBAIWM C NOTPEDUTENRKMKY, BXNO4ER *Ha-
nmabe notpabuTenal (B.2.1)%

I} FORCHATENEHLIE YESOOMNEHHA (B.5.1)

T.3 MposrkTHpoBaHne 1 paipaboTea

T7.3.1 MnasuwposaHwe NPOEKTAPOBAHKMA W paipa-
GoTHH

OpraqHuIsumMA QONMHE NNaHHDOEETE M YNPEENATE NPo-
SHTHROBAHNEM W pazpaborThond npogyRLmum.

8 =oOs nNaHupoEaHKA NPOEKTHPOESHWA KW pE3patoT-
HH OpTEHNZALHA QO0M#EHE YOTAHABNMEATE:

4] CTAOMH NpOBXTWPOEEHMA M paapaboTiu;

0] NpoBSOEHE AHENMS, BEpKaLMED N BENMOALHED,
COOTBEETCTEYHILLME KEAO0A CTAOWH MPOSKTHRGBAHWE 1 Dai-
paboTm;

B] OTBETCTEEHHOCTE W NAMHOMOMHR B DONacTa npoek-
THPOBEHAA W Pa3paboTin.

DpraHnzauMA JOMEHE YNPEanATE BIaWMOOEACT BHEM
DEAMWHHBIS TRYIN, J3HATEE NDDEKTMROBAHMEM 1 pa3pa-
GoTeol, © uanen obscnededns adebERTHERODA CBAZH W
HETHOM PACNPEOANEHHA OTBETCTEEHHODCTI.

PeaynsTate MNaHHPOBEHMA QO0M&HB BETYANHIAPDO-
EATBCA, SLMW 310 uanecoolpas«e, no Xogqy npoasTdposa-
HWA ¥ paapaboTea (4.2.3)

T.3 NpoerTvpoEadme W pazpaboTka

T.4.1 NMnavmpoBaHHMe NPOSKTHPOEAHWA W pa3pa-
BOTHH

Opaanuiayusr dofmwda pazpalamsdames JoKpMes-
MupoeasHLE Npousdyis NDOSKMUPDDESHUR U DEIpE-
okl MeduyuHeRLy wademu.

CipraHv3auuA 08A3aHa NNAHKPOBETE W YNPDEBNATE
NpOEKTHPOEAHAER 1 PE3paboTRIA MoooyEYKMH.

B x008 NNaHMpOBEHMA NPOSKTAPOBEHMA ¥ paspator-
KM OOrAHWZEUMA GONHHE POTAHEENMBETE.

A} CTEOWH NPOEKTHROBEHAR W PaapaboTim;

) sude GeRMansRoomU No SHAMYEY, aepuiuianul,
ganudauuL U PEDEMELYERLED MODERME BH)TTION ODSaHU-
FALLY [CM. MOUMEYESHLE ] COOMESmcmeyine aadon
CIMADUY FOOSEMUDOEaRUR ¢ padpafons,

5] OTEETCTEEHHOCTE M NONHOMOHMA B 0oBnacTy npoes-
TAPOBAHMA W PaIpaboTEM.

COpraHuiauys QOrHHa YNPEeNaTeE BEISMMOOSECTEHREM
PAINMHHEX PYN0, JZHATLIE NPOEKTAROBEHMEN W pE3pa-
Garkol, ¢ genso obecnaderns adebesTHEHOR CBAZKM M
HETHOMNI PACOpEgEnsHuA OTBETCTEEHHOCTIA.
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Faaynemame: mranupogarul dormsHsl Seime Soxy-
MEHMUPDESHE U, 8cny Healxodumo, armyanuaupoes-
Hi) oy COSSIUEHOMENESSHUY NROSKMUDOESHUA U D&3-
patomyu (4.2.5)

MpuMeyaru e — JQesmansHonms DD repadans
NPOEmd 8 MPOUEGcs FROSHMUPOEIHUR U paipabameu
MECuYUHCKO2D Ladenus GoimmHE SH0SHIMUPOSAITE, WTa
eeradnsie darHLIE TOOBKMUPOBARUR U pazpabamau
Hpdym sepuihuunUBOBEHEN KER COMESMETEYILLE M-
BORSHLAEM K MOOUECCSY UE20iMOananrUs, Noeyde e cma-
HYIm OHORYESTIBNEHEMUY COBLUUIIESYLAMY TOOGRLLL

Mpwabpe paznwsaa; nognyser 7301 150 13485:2003
OTpadaET TpEboBIHNA OSACTEYHILME B MWDE HOPMATHE-
HEIX JCEYMEHTOR W DONErda8aT BCemMnpHYHD THQROHAZELHED
HOoEblx TPEDoBAHHA, YOTAHOBMEHHLIE K MEONLHHCEHM W3-
penusd. B usnam, tpeboeansar 150 1340852003 « oouy-
WMEHTHPOBAHWE NPOUBOYD COOTEETCTEYHIT TREbOEIHHAR
[3], a rakse TpaboesHARM DONBUMHGTEE HAUMOHANBHEX
[ PErHOHENEHLE] HOPMATHEHBY OQOKYMEHTOR

T.1.2 BxogHsie gaHHbIE ONA NPOSKTHROEAHMA W
pazpaboTkr

BrogHeia DaHHbIE, OTHOCAWWESR k TpE0oB3aHHAM K
NEOAYELHK, O0EHL DbiTe ONPEOSNSHE, 3 38MACH SO0NH-
Hel NoOOEpHHEATECA B paboqem cocToRBdn [4.2.4),

BrogHeie OAHHEIE OONEHEl BXITHINETE

a) GYHEUMOHENSHBIE W SKCMNYaTaLHoHHeE TpeboBa-
HHA;

0} COOTEATCTEYHILHNE 3AKOHOOATaNEHLM 1 ApyTHE OBR-
JATENEHES TREODBAHWR,

8] TAM, FOS 310 WENECODDDREIR0, BHROPMALHK, BaR-
TYED M3 NPEOLIOYLLKY BHANCTWHHEIY MPOBKTOE,

r) opyTeE TpEDORAHWA, BAMHLIE ANA NPOSKTAROBEHUA
H pazpaboTen.

BrogHele SGaHHEE GO0NMHL GHANWIAPOBATECA HA O0-
CTATOYHOCTE. TREbosaHA Oon#Hbl BeITe NONHBIMK, HE-
OBYCMEICNEHHEIMA B HENPOTABD PEYABLIMA

7.3.2 BxogHele OAHHLIE ONA NPOEKTHROEAHMA H
pazpaboTEM

BxofHble NEHHE, OTHOCAWKWECH K TpeboBaHnAEM K
MY LK, SHTEHE DbiTe ONpEgensHel. 8 3anucd Qors-
Hel NOOZBEHMEATECA B paDosEn cooToRHMe (4.2.4].

BxoiHbE DaHHBIE OOMHHBl BRIBIHETE:

a8l DEHELLOHEMTEHERE U SKCITYamauuonHg5e mpebo-
SHHUA, MpedosaHuR ¥ Je30MacHIcmy COSMacHn HaIHE-
WL

O} CODTRETETEYHILLME J8KOHOOATEMRHES W 0Dy e obR-
AaraneHels TREboEaHMR;

Bl Tam. roe 310 uanecoobpazig, AHPOPMAaUmKE, Ban-
TYHI M3 NPEOLIYYLIMY SHANOMMHHED NDOEKTOE,

r} apyrve TpaboBEHWA, BAMHLE ONF NPOBKTHDOBAHHA
M paapaboTye,

O} BREOAHEE OSHHBIE MO YNREENEHUH pAckom (7.7).

BraoHee dandes domssel Baime NPOSHEanu2upoes-
Hil HE CONTMEEMOMaUE pomanoensHHem mpebfogaHuRle
U ymaepmo et

TpebopaHrA gamiHel BhITe NONHEIME, HEOBYCMBICTEH-
HEIMIA W HENPO THED DESHE BIMH

T.3.3 BrixogHele OaHHEIE NPOEETHROEIHHAA M pa3pa-
GOTHA

Bl a0pHEIS DAHHEIE NPOEETHROBEHWA U paapafotim
Aon#EHBl DeITe NPEOCTEENEHE & GOpPME, NOIS0NARILERA
NEOEScTH BEPMMEKELMI OTHOCATEMNLHD BROOHLE Tpebo-
HEHWA K NPOBETHPOEARKID W paapaborse, 8 Tawe qons-
Hil GkITh YTESPMOEHE 40 WX NOCNETYVHOWETD MCNONLI0EE-
HHA.

Bl a0oHEIE DAHHLEIE NPODEKTHRODBEEHWA W paapaforim
O OEHHEL

A} COOTEETCTEORETE BXOOHEM TPEGOBEHWAM K Npoek-
THEOBEHAK: W paapaboTre;

0 ) 0heCnEYHBEaTE COOTRETCT BYHILEA KHIPOPMELKEA NO
IAKYTREM, NPOMEB0ACTEY W oBCmyKBaHWD;

7.3.3 BeixoaHbE AaHHBIE NPOSKTHROEIHWA W pazpa-
GOTHM

BhixogHeE DaHHES NpOSKTAPOEEHWUA W pazpaboTrn
DoM#EHE DbiTe NpaICTAENEHEl B HOpRsS, MOISINROWEA
NPOBSCTA BEPWPHEEWMID DTHOCHTENEHD BR0OHLN TREED-
BAHHA K MpoEKTHPOEaRAG W pazpadote, 8 THORS Dor-
HEl OkITE YTEEPEGEHE 00 KX NOCNE0YILETD WENOMksI0eE-
HIR.

BhixogHEE DSHHEES NPpOSKTAPOEEHWA W pazpaboTrn
AONHHEL

A) COOTEETCTEORETE BROQHEIM TRRODEEHNAM K Mpoay-
THPOBEEHAK ¥ pEIpaboT e,

O} 0GBCHEYMBaTE COOTRETCTEYHIWEE MHIpoprEURal o
JAKYNHEM, NROVIS0OCTEY W 0BGy sHBEHNED,
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B] COOOPWETE KPWTEORUH NEHEMEH NPOOYELUAH MW
CCEINEM HE HAX,

r} onpegenaTs XapakTepHcTHEY NPOOYRUMA, Oywa-
CTESHHLIE ONA B9 DEInnacHom W NPasHnsEHON Henoik-
IOBAHMA

B) COOSPRETE KPATERHH NPHEMEY NPOOYRUAA WKW
CORIMEM HA HUAX;

I ONpagensTe XapakTEpacTAEY NPOOYELAN, SyLge-
CTEEHHEE OMA 88 D2I0NacHOrD @ NPEERIEHTD MCROnk-
A0BEHKA

JanuoH BEIXOOHEN JaHHLX NPOBRTHROSEHHA W pEa-
paboTEM OOMHHE NOGOEPHMBATLCA B pAD0HEM COCTOR-
Huw [4.2.4}

MTpumeyad e — Janucy Beix00HLy JaHHEX
FOOSHIMUPOEIHUR U DRIpEdomKn MOZm SumMEams Cre-
WIPUREYLL, MpOUIEDdCITESHHEE TDOLUECCR, TIEXHUNET-
HUE YEIMEND U MPOHEMS MEXHUYSCILNE ISTUCE0 Lo
LoonedoesHul

T.3.4 Avanwa npoerTa v pazpadoTed

Ha max craguAx, roe 310 uanecoobpaino, onHes npo-
BOOMTREA CHOCTEMETHHECKHA BHANKWI NPOSKTA W paszpa-
OG0T B COOTBETCTEMW © JENNAHMPOBSHHBIMKA MEDONPEA-
THAMK [T.3.1} © uenes

8] OUEHHBEHWA CNOCOSHOCTH pEIynETATOR NPOSKTH-
POEAHHE M PRIpEG0TH yODBNETECHATE TpabosaHnRAM;

G] BeiABNEHAR Neobe npobnes ¥ BHECEHUA npegno-
HEHWMA Mo HeodxofuMsM OSRCTENARM.

B coCTEE WHACTHWKDE TEXOND BHENWIE O0MEHEl BKI-
“ATLCA NPEgCTEEMTENN NOLPASENEHWA, WMEHILAE OTHO-
LIEHAE K SHENWIAPYEMOARIM) CTHOWH{AM] NDOEKTHROEE-
HUR W paspaborid. 3anucH pE3ynETATOE BHANWIE W BoEx
HEDEHOAMMEIR OSECTEAR QO0reHel NOOOSDHEHBSTECA B pE-
OoaEm COCTORHME (4.2.4)

T.3.4 AHanui NpoekTa W pazpadoTeM

Ha Tex cTanwAx, (e 310 enecondpEisn, JOnHaH npo-
BOAWTECA CHCTEMETWHECKMA AHANWE NPOEKTE M PaIpa-
GOTEM B CODTESTCTENM C 3ANMNAHMPOBAHHBIMK MERONEM-
ATHAMA (7351} © uanem:

3] DUSHEM CnocoBHOCTH PEIVnETATOR NPOSKTHROBRE-
HHA W pH3pAGOTEM YOOBNETEOPATE TREDOEAHWAM,

5) seiReneHuA reobss npobnes W BHECEHWR NPEgNG-
HEHUA N0 HEODXOOUMEIN OSACTEAR.

Tamold aHanys omaHsl BeiNGNHRME Moedomagume-
AU CiymG, UMBRILLIUY GIMHOLWEHIE K SHEMUINDYERBIM
CITROLAM NPOEKmE o pa3pabamay, 8 manse doysue crng-
LUAMUCTE op2anuaguy (557 u G270

ZanuoK pEIYNETATOR SHANWIA W BCEX HEODXROOMMENR
SEACTEME OOMHHE NoOOepsHBaTeCH B paboden cocToR-
Huw (424}

7.1.5 Bepuihvrauma npoexkTa W paapadoThu
[Magnywer T.3.5 150 134852003 aytedrided  nog-
nyHETY 7.3.5 [3]

7.3.6 BanngaunAa npoekTa W pazpaboTir

Bannpauwns npoesTa M paszpaboTte QonsHa ocywe-
CTEMATLECA B COOTEATETEMH © 38NNAHHPOEEHHLIME MEpan-
pHATARMK [T.3. 1], 4106k vOoCTOREIMTRECH, HTD NONYYHEH-
HER B pE3yNETATe NPOAYELHR COOTRSTCTEYET TpedoBaHu-
AR K YOTAHDBERAEHHDMY WM NEEOnonarasSMomy Benone-
IDBAHMKD, SCNH OHO MIBSCTHEO. (08 3T0 NPaKTH-SECKH LE-
necoabpaiHo, BANMSayUKRA gonsHa SelTe J8BEDIWEHE S0
MOCTABKA HNF NDUMEHSHAR NPOOYRYKY. 3ENMcH pedyie-
THTOE BEAMNMOAWAW H BCEX HEOOROOMMELS OSACTBWA DOMH-
Hbl MOSOApHWBATECE B pabo4ar cocToAHur {4.2.4)

7.1.6 BannoayWa NnposkTa W pazpadoTem

Banudayus nposma o paipabomey dormeHa npoeo-
OuMECE 8 COoQmesmemenn ¢ 3anNaHupOsanHLIMY Ma-
ponpuAmuRre [(7.3.7) dns o0BcnEveHUE COMMBETCmeUs
SOMOEOE MEOOYHLUY Mpef0gaHuRM & 88 HEIHSHERUK
LWL CREUDaneHOMY MouMERaHm, Banudauusr donwna
Geimie mpoesdads Jo NOCMESKU ADOOPELLY Wy aeecde-
HLUA S8 B SMCINYETEUUE (oM. Apuieyaque 1)

JanucH paIyNETaTOE BAMHOALHMA ¥ BCEX HeoDxogW-
Mbix OSACTEMR O0N3HE NO40SperesTecH B paboqsen co-
CTORHUKA (4. 2.4]

Opganusayur  cA2ara  Apoeoduims  KRUHLINSCKUE
LU IRGIUTYEMAYUORHEE UETEIMEHUR ME0uLLHTEL
WAdENLT K3 WEOMmLs MEPONpUAMLD no sanudauuy npo-
EHME & DAZpEiomKy 8 CONTESMGMEny ¢ mpedoaanus-
Wi HEUUOHANERGK U DE3UDHATERBE HODMEMLEHBIX
AORVMEHTIDE [CM. MDUMENE RIS 2.

MTpuMEYaHUA

1 Eonu MaduyuHckos wadenus modimewum eanuoa-
LI THOABRD NOCTE cOOPRL U MOHIMENE HE MEGTE 820
AOUMBHEHUR, MOOMaERa Npodysyuy HE  CHIMEEmcs
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AGKOHYEHHOD 20 Mex nop, Norg Mpodyrgur e Grdem
POOMETEH0 NEDS0aHa mompeoumen.

2 Mpedomsensque MeduluHcRoaD wadenua dimq Hpo-
GEREHUA KIUHIHBCHLY WL IRCIAVEMEUYIOHSE UGTS-
MAHULD HE CHUMSSMOA DOCMEaerog

T.3.7 ¥YnpapneHwe MIMeHEHWAMH NPOEETE W paspa-
DOTEW

[Magnyrsr 7.3.7 150 134852003 ayreHTisad nognyH-
kry FAT 3]

T.4 Jarnynew

T.4.1 Npouecc zaKkynok

Opravnaayne gondHa ohecnedmeaTe COOTESTCTERE
ABRYNNEHHOA NPOAYELMH YCTEHOBNSEHHEIM TpeBoBaHmsaM
¥ JEEYMEEM. THN W CTENEHE YMIPEBEMEHWA, NDHMEHASMEE
Mo CTHOLWEHWED E NOCTRBELMEY 1 38EYNNEHHDA NPOOYELHME,
O0reeHbl ZEHEMCETE OT 88 BOISERCTEMA HE NOCNSgYHILLME
CTEOMH HUAHEHHOND UMKNE MPOOyELEAM WM FOTOBYHY NEo-
OyELMED.

OIpraHBIauma SonNMHE OUEHMEATE W BRIDMpaTe nocTae-
W MEDE HE OCHOEE MX CNOCoOHOCTE NOCTABNATE NPOgyE-
UMK B COOTBETCTEMH © TpefoeaHuAmMy oprasusaumi. Jon-
#HbIl OeiTh paIpaboTaqHel KpHTERHA OTOOpE, OUSHEA 1 No-
BETOPHON OUSHEW. 3annocK pazyneTaToE OUEHHEAHWA M
TN HEOGROqHMEX JEACTENR, BRTEKIH0WLNE M3 OLEEHEM,
OOItHEl NOOSENEHEATEEA B pabodsn coctoRHue (4.2.4)

T.4 Jasynum

T.4.1 Npouecc 2aKynox

OpeaHudayuR donsrs paIspabomarnms JoxyMEHTILD-
daHABIE MooUadypel, OGSCHeYLIEaHLINE CODMBEMCTE0E
JGMPTTBHHON NPOOPRLLY YEOMARDETEHHE mMpedogaqly-
AM K JaKpIRa.

Tan v CTENSHE YyNIPSENEHAR, NPPRMEHAEMES N0 OTHO-
LWEHHKD K NOCTABLUMEY W 38Ky TINEHHOA NpOOgyELAK, SO00H-
Hibl 3EBMCETE 07 B8 BOIONSACTEMA HI3 NOCABOYHALHE CTE-
JHA HMIHEHHDD UMENE NPOSYELHA MW FOTOEYH NPOLyE-
LyHED.

Cpradmzauns SOM#HHE OUSHUBATE M BROMpaTE NOCTRE-
WMKOE HE OCHORE WX crocoBHDCTA NOCTEENATE NPOOYH-
LHED B CODTEETCTEMM C TREGCEaHMAME OpraHrIanwad. Jan-
#Hbl ORiTh pA3paboTaHsl KDUTEPHK OTOORE, OLEHEA ©
NOBTORHOR DUSHEH. JENMCH pEIynETATOE DUSHWBEHMA W
Mooex HEOExoouMEE QERCTRAR, BRITEESHILNE W3 OLEHEM,
SUMEHE NoOOepEAEaTecA B pabodvem cocrorHuM (4.2.4)

T.4.2 Mndopmauwa no zakynEam

HHhopmaumA No 3a8yNEam SON#HE ONHCLEIBaTE 38H3-
ASHHYH NPOOYELAID, BRIEAHER, [0S 3T0 HeDDHomMmo:

a) TPedoBEHIA K YTEERHOSHAID NDGOVHUMA, NPOLROYE,
NPaUECcoR W 000Dy S OBEHNE,

0} Tpabosasds | EBANMPMKEUMY NEPCOHAN:;

B) TpedoBaHHA K CHETEME MEHEIMMMEHTA KaAHSCTES.

COprasuzauud gonsHg o0ecne4HeaTs 8OExKEaTHOCTE
WETEHOBMBEHHEY TREOOBEHMA K 33kynxan oo v coobwe-
HIA NOCTAELWHKY

7.4.2 MnihopMauna no 3aky nEam

MHhopMayns no 3aeynEasM JOnxHE CnAcsiBaTs aa-
KAZAHHYH NPOOYHLMD, BEKYSA, (58 3T0 HeoEanmmo:

8} TpefoBSHEA K YTESREIEHHID NPOOYELMH, NPOuagyp,
NpoUEscoe ¥ obopyaoBaHuR;

B} TpefopaquA B sBarnmHELHMe NepooHand;

B} TPEBOBAHWA K CHOTEME MOHEOHEMEHTE KEMOCTEE.

Crpranvzayra gonsHa obecneqyueaTe agesEarHoCTE
YETAHOBNEHHE Y TpabosaHdl & aakymkaM oo iy coofwe-
HHH MOCTEELLMEY

B Mol cmamaHy, § Kancd amo recdxoduwo dirr ocy-
LBCMENERURA Aoocnexuaasymocmu (T.8.3.2), apzasuaa-
WUR camEea noddepmusame & pabloven coomoRHLL oo-
CINEETIEMEYHALLYH UHGHODMEUUID D 38RYIHEM, (T 80Mb
dowystanmss (4.2.3) v 2ammcy (4.2.4)

T.4.3 BeprdrHMEaUMA 32Ky MNeHHDHA MPOOyKLME

CDpraHyzaunA GonsHa paspabotadTe W OoyWBcTENATE
KOHTPOMNE MM OpyTYH OSATEN6EHOCTE, HEoDxagumMys ons
OBBECMEYEHWA CODTEETETENR J3RYTINEHHDA NDOOYHLKA Y-
TEHOBNEHHEIM TREODEIHARM ¥ 3KYNHAM.

Ecnu opraqHuiauus vne es notpeadurans npegnona-
TEHT OCYLLBCTENTE BERKGHEALNMK HA NPEONpEATIAH MOCTRE-
WHEH, TO OpFaHUIEUMA OOMEHE YOTAHOBNTE B WHdopia-
UK MO ISKYNEAM NPEaNonaraemes Meps No NpoEspes M
NOPAROCE BEIMyGCKE MPOSGYELAM Y NOCTEBWmMES

T.4.3 BepuhHMEaUMA 338y NNEHHOA NROOYELHAN

CpraHMzauns JoneHa papaboTars ¥ OoyWecTBNATE
EOHTROME ANH GPYTYH GERTENEHOCTE, HEobxogumym 5nA
oOeCnEYeHnA COOTBETCTEMA 3AEYNNEHHDA NROOYKUYWA YO-
TAHOEMEHHEM TPEBOBaHNAM K JARYTIHAM.

Ecne oprasuIauys un noTpebdTens 88 Npogyryud
NpEONSranT OCYLECTENTE BEPHEHEILHED HA Npegnpis-
THI NOCTHBLUMEE, TO OPFaHMIEUMA SOEHE YOTaHOEMTE B
HHEODMAELMH ND ZEAKYNKEM NPEONDNArgeEMsE MEDE N0
NpOEEREE W NOPEOOE BENYCEA NPOSYELAR Y NOCTASUHES

Janucy w0 @epubuRALIY COnEREl RodDeDMUBaTILCA
d pabouen cocmoAqul [(4.2.4)
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7.5 MpovasogcTao ¥ obonyEnBaHde

T.5.1 ¥npasneHne npodiBogcTEOM W obGonymuBa-
HIHEN

CpraHKIaumA JonsHa NNSHUPOEETE ¥ 0DECTEYMBATE
NPOMIEGOCTAD 1 0BGy HMBEHME B YNPSBNREMER YENoEK-
A, ¥MPEENREMBIE YONDEWA OOMEHS BRNOYETE, BCIW 3T0
usnecooipasia:

8) HEN@HRE ARGODMALHN, DNRKCEBREWER LapakTapM-
CTHRW NPOOYELAN;

G] HanWHKE pabodux BHETPYEYMA, 8 cnyyas Heobxogu-
MOCTH;

B NPHMEHEHWE NOOXOOALLEND COOpYODBAHWA,

] HAMAYHE W MPAMBHEHHE HOHTRONBHEN W MIME -
TENEHEE Npybopoe;

O} NPOESSEHKE MOHWTOPWHIE 1 HIMEPEHAR;

&) OCYWECTENEHMES BEINYCKA, NOCTABKM W OSRCTEWR
MOCNE NOCTABKA NPOaYHLIKA

T.5 NpovapogoTeo M 0DCYHNWBIHWE

T.5.1 ¥npasneswe npoMisoqcTEOM W oScnyxusa-
HMEM

P51, Obwue mpebosaHur

CpraHw3auyMns OoneHa NNaHHpoeaTs M obacneqmeans
NPOMIBOACTED M COCNYHMBESHWE B yIDAEMAEMEX YONoBK-
Ax. YMPEENAEMBIE YCNODEME ODEHE BHENHHETE, SCNH 3T0
uanecoobpazso:

A) HanwHrE MHEEOpMEnHMK, ONMCEBAKIWLEN KapEaTEpr-
CTAKA MPOOYELAL;

) Hanuwue doxyuesrmuposanHsy npousdyp, pabo-
HLE WHCITTOFRLUL, IMATOHHEE ApousdyD U3MEDEHUA L,
geny Heobxodure, CNDEEOHHOSD MaMEDUEITE;

B] NpUMEHEHRE NogxogAwero obopyooBaHmMRA:

r} HEAMNHSME W NDAMBHEHWE KOHTPONBHBIX ¥ W3ME[0H-
TeEMsHEX Nprbopos;

O} NPOoSEOSHRE MOHHATODHHTE W KNS DEHAR;

a) OUYLWECTENEHAE BRINYCKA. NOCTAEKH H QEACTEMA
NCGNE NACTAREK NPOOYELMH,

Al ERMONHERUE KOHKpEmELE dedomenl no Mapiu-
DOBKE 1 YNEK0ERE.

Opeaquzayus domsda padpafomams ooy 2anu-
ped w noddepsuaame ux 8@ paboues cocmoRHuy (4, 2.4)
GrA xascdol mapmul maduyuHcrur wadenud, vmobs
CASCHESUME LY ADOCTENGEEMOGTIE 8 COMREETICIE0Y
G 753 U pOmaHneLnTis ROTUUESmED npouzesderHol npo-
dysuuu O npodykuuy, npedhainauedrol dns npodasu.
Janucy o yasdod napmun wedenud domsrs Berme ge-
LUBILUPCEEHET U PMeEDmAaHE,

MpuMmeyayus— MMapmued MORST CHMETLCH
CAHD MERULUHGCKOE W308n0e.

7.5.1.2 ¥npaesnexue npoulsodcmaos u o8chysL-
gaHuenM. CneyuansHeie mpabosarun

7.5.1.2.1 Yucrmoma npodysuud U KONITIDOME 332 0R3-
HEBHHOCMIL

Opzanuiauus donwqa paipabomams doNpMeHmu-
pogaHHLE MpedoedatuR ¥ YOnmoms Npodysyuny, acmu;

al neped CMepUTUaYLEH WHny NPUMEHEHLEM [Rpo-
CYRLLR MPooduim DYUCIEY 8 DP2anUIE L),

Al NpodERLUR MOCMSENRATICH 8 HECMEDNTERoM auda
U OONERLT CHUCENS neped cCepURLISYUen LR -
IEHEHLEM,

&) npodyRLue NDCMEENSEMcA 8 HECIMEPLNEHOM Suoe
U S8 YUCITHME M UMEST 3HEYEHUR TR MOUMEHEH LR

) pegeHmel dng ovucmiey Aoodyryin Somensl Beimb
YORMEHEN MDY BE UE220MDEMaHUL.

Ecrnu npodysyls nodespaasmos OYUCIMEs 8 Coaim-
HENTICIMELL & NEDESUCRENUAMU ) wou 8] mpetogsHus,
codepmalecH & (6.4, nepesucimedue a) o (5.4, nepesac-
meHue G, meped npousdppold  OWUSITELD HE  DDUMEHR-
HNTICH,

7.5.1.2.2 Fabomsi no moHmasy

Ml HeodyoduMorny Op2anUIgLHLR onRHE DEInE-
Gamams doryMermupoesHrLe mpadoeasur, codepys-
LM KEHEATISOIY TPUSMKL U BEPUHUREYLLY MORTIENES M-
CUUUHGKDED U20EI0A,
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Ecnu cosnacodantes o mampebumeanss mpedoaa-
HUR MOPE0NRKNT BLIMOMEATIE MORTIEN HD ITIOMSRD CLITE-
MU ORSFHUTALUD WAL 88 TOMHOMOSHDS0 mpedomasinme-
MR, apeaHusuur dovmeHa pazpadomams JoRyFMeHmu-
POBSHHBERE MOET0ESHUA & MEXOMy MOHTEEY U 820 88-
pudbkau.

Fanuco o MOHMER)Y U @500 URELLL, RINTODEE OG-
WECMETRET DRSEHUSSLUR U0 88 I0THOMOUHLID nped-
CcmEeumens, dommHe! moddepmussmecs 8 padoves co-
cmoRRuL [4.2.4).

7.5.1.2.3 JeRmensHocms 10 00CAyRUGaHUD

Ecnu mpefosshue © odonymussaqus RETREIMCR che-
LUENEHLIM, Op2aHuEsUuue domsms, mou Areodyodusocmi,
pEApsfomames doXEMEHMUDOEaRHEE Npousdyos, pa-
Bonue UHCMDYNYOY, CIPES0MHEIE MEMEDUETEN U IMENoH-
Hid mpoUedyi:) AMepeqHus MR ocyiuscrnangqsus asony-
FUSSHUA U 920 BEPWHUREYLIY 8 COIMEaMOmEny GO Gma-
YUEMTLHEM Mpefodar e,

Hanucy ma oGCnMUSEaRLK, BENOMTHBEMOMY ODZEHU-
Fauuel, domsHe noddepaudamecy 8 pabodes CoCimoR-
Hiw (4.2 4]

Mpumeyanue— DOCMyMuganue MONET SiT-
WETE, HEMDUWED, DEMONT U MeEsHuHecR0s obomymuaa-
Hue,

7.5.1.3 CreyuansHsie mpebosanun K CMepumb b

MedULUNCRUM U30enURM

Cipzanuzanus domens noddensueame 380UCY N ma-
PAMEMPEY NPOUSCE0E CIEPWTUISLULT, TPUHEHREMEE
dnA wamdod mEpmug cmepunuIyesmon npodpsoun (4.2.4)
Sanucy na cmepunuIaguy onsHL TDOCHERUSETLLR
dns gaxdod nEpmuy IpOUIsefeHRbL MeAULURHGRLY 13-
danui (7.5.1.1)

7.5.2 BanmgaunA npoueccoBE NPOoM3IBOOcTEA M ob-
CITYMHEaAHHA

OprasnIaums SONHHE NOGTEERHOETE BOE NPOUSECE
NpOMEBEOACTED B OGCNYHHBAHKWA, [E3YNETATE HOTORBIX
HEMNEZA NPOBEPHTE NOCOERETEOM NOCNE00EaTENEHOMD
MOHMTOPHHTE MWW WEMEPEHAR. B HWM OTHOCATCA B08 Npa-
UBCchl, HEQODOTATEM KOTOPLIX CTAHOBATOR OHEBHOHE MK
TONERD MOCAE HA-ENE HCHONEI0BAHAA NPOOYELMA WM
NoCNE NPegocTAENEHEA YENYTH.

Banupauna gonsHa NpogsmMoHcTpEMpOBare cnocob-
HOCTE 3THXM NPOUSCCOE OOCTAMATE 3ANNESHWPOBEHHBIN p-
IYMLTATOR.

OpraHM3auuA QoMmyHE pazpaboTars Mapel No STHM
NPOLECCEM, SEIHER, SN0 ST0 NPHERSkn:

a) ANPEJANEHHLSE EATERWA 4MA SHAMM3E W YTRSE-
OEHHR NPOUScCos;

O} yTEEDMOSHVE CODTESTCTEYHHUEND 0DopyaosaHHs |
EBANMMEEL AW MEPCOHANE;

8] NPUMEHEHWE KOHEPETHRIE METOOO0E W NDOUSOYE,

1) TpeboBaHuA K 3annocaM (4.2.4);

O} NOATORHYH BAMMALWGD

7.5.2 BanuoaywA Npoueccos NpoMiEogcTEa W ob-
CNYHAEAHWA

7521 Obwue mpebosaHuR

CpraHnzayA QoNEHS POOTEEDHOATE BCE NPOUSCTH
NPoHIABOOCTEE W ODCNYRWBAHKMA, PE3YNbLTATH HOTORGIX
HEE3A NMPOESPATE NOCREOCTEOM NOCNELDEATENEHITO
WMOHATOPHHTE MM MaMepaeHEaA. K HiM OTHOCATCH BCE Npo-
UECoE, HEOOGTETEM KOTODEY CTAHOBRTCH O4EBHOHERMEN
TOMBRG MNAOCAE HEYENE MCNONBIOBAHAR NROOVKLAK.

BanuoayvA 0onsHE NpooeMoRcTIMpoEaTE choco-
HOCTE 3THE NPOUECCOE JOCTHMETE 38NNaHIpoeaHHBIE pe-
IYNETATOB.

Opradu3auws QonxHE paspaforaTe MEDE MO 3THAM
NPOUBCEEaM, BRAKMER, BCNH 3T0 NPHEMTSE MO

a) ONpEgeneHHES EPUTEQHH STA aHENNE W YTBEDM-
O8HHR NPOUSGCoE,

O} yTHSPSISHNE COOTESTCTBYHIETD OOOPYOOBAHKMA W
KEANMMDMEALHK NEPCOHANE,

Bl NOHMEHEHWE KOHEPETHEIX METOOOE W NPOUBOYVE,

r} rpeboBaduA £ zamcem (4.2.4);

O} NOBTORHYH BRNALALWRD.

Opganuzayus domsnd paspabameigams JoryMer-
MUpOSEHNEE  Mpousdyps  eanudayuy  IDUMEHBHUR
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AOMIBFNTEOHOSD NDOSDEMMHOSD ODSCmemenUs (U U2me-
HEHUT MARDE0 OBBCMEWEHUR UMY 520 MPUMEHEHUR] Moo
rpouzsodomes U odonymuBaHug, Komopse MOEYTN aka-
AbEEME SMUARUE HE CROCOSHOCME ADOOYRLLL FOGEmam-
HOORME POMaHoENeHRLM mpetoegrurm. Takoe npa-
ZpaMmros oAscneweHus cnedyem pmesprdame do e20
MEOE020 MOUAEHEHLR.

Janucy o pedymemamay aanudauyuy donsde roddep-
HeEamech & padoqen coomosqruy (4.2.4).

T.5.2.2 Cneyuamsisie mpebogadunR K cmepunsHbIM
MEOULLHCKUM U30BTURM

Opeaquiauus donwra paipadamoeans SogyMed-
MUPOEEHREE Mpouadypel @ENUOaLUT NPOUECE0d CrmiE-
punuEsyny. Mpoueccel CmepunuzanLn credysm ymasp-
wdgme 0o UN REDe020 NDUMESEHUR.

JENWCY O PEITLMATEE danudsuUun MooUEcoog cime-
puTuASULYT consdel noddeprusamscys 8 padoves co-
cimoEHuL [4.2.4)

7.5.3 MoeHTHdHEaUnA W NPOCNaEHHBAEMOCTR

EcnM 3To uanecoobpEsHo, opraduzanus oonsEHa
HOEHTHEHALMPOBATE NEOSYELMI NPH NOMOLWA COOTBETCTRY-
HILMY CPBOCTE HE BOEX CTAOWAX B4 BHIHEHHDND UMENE.

CpraHMiauns QoONHHE nOaHTREMUMpoBaTE CTATYG
NPOEYELFAK M0 OTHOWEHWD K TpeboBaHuAM MOHMTOpMATE
K HM2MEPEHIE,

Ecnv npocnesnBSEMotTe ABMABTCA TREODEBAHMEM, TO
OPTEHWZELHA 40NEHA YNPEENATE CNEUNMENEHDA HEEHTH-
EHEEUMER NPOOYHUMK W PEMCTpMpOBaTE a8 {4.2.4).

MpUuMmEYaHWSe — B paoe aTpacned MpomsILneH-
HOGTH MEHEIMMEHT KOHOUTYPELHA AENRETEA CRESCTEOM,
© NOMOWLRY KOTOPoM NOQOSEEEeasToR WOSHTHEMEELNA
M NpOCASERBREMOCTE

7.5.2 MoeHTHOUHALHA W NPOCNEsHBaaMOCTE

T.5.2.1 MdenmughurayLs

CpdaHuaayur donsHs udermoughulupogams podys-
UL HE NPOMAKSHUL SGE20 MUBHEHHO20 YLKRE ¢ Moko-
LibH COMMBEMCITMEPOILUE COE00ME U paipadampidanis
doxpMEHMUPOEaHHEE Tpoyedyped Ona maral wdeHmu-
URELLY Ay,

OpsaHuzauur donsra pajpadameweame doryMed-
MUPOBERHLE MoOouedyps, 230ERMUDYHLLILE, YITo ME-
AUHCHUE LI30EMUR, S0IE0EUEHHEN 8 ODSSHUTELUR Kax
HECODTISSMOMEFHLILES, GOSRMUBULLPoSaHs U moe-
NEHE oM U20enUl. COOMEEMEMENHLYLY YOIMAHDENEH-
Haie mpatosaduRe (G4, nepsyucmeses 2],

T.5.3.2 Mpocmesugaemocimes

T.5.3.2.7 Obwue nomoseHus

Opeaquiauus donsra paspadameseame JogyMed-
MUPOBERHEE AOOUedyDE Apociesuaaeocmy. Tanue
npouedypel JormaHsl QMDE0STRITE CIMENEHb HOGTERY-
gagmocmy npodpsyun @ eofrodudes fanucy (4.2.4,
83 waaL

Ecnie npocnesregesocts ABNRSTCR Tpeboean e, To
DRErEHUIEUNR OOMEHE YNPEENRTE CNEUWRNEHOR WIEHTH-
HARELUMER NEOGYELHK W DEFHCTRMpOEaTE &8 (4.2.4).

Mpumeyanue— ¥opashawls wrordiuaypauuen
MEOdyRLULL RENASIMICH CREOCMEnN, © MOMOWBRD KOMODo-
20 MEKHD OCKLIELMENATE WOemBuUEaLILIR U ADocne-
HUBEEMOCTIE

T.5.2.2.2 CneyuansHele mpetoaanul K SrITLE Hblm
UMMTAGHTUGYEMbIM MEOULLHCKUM U30SNURM U LMA-
JEHMUDYEMBIM MEdULUHCKLUM UI0enusmM

B zamucy, HeodxoduMse Gna OCYLECIMEMSHUA ND0-
GNERUSISMOCTIL, DPSEHUZALUA JONKHE BUTHINEME 38-
rucy oho 808X KOMIDHERTIAY, MEMEPUSTAE U YoIOEURy
OHDYREOWET CRadhl, SENU OHY MOZFTT REUMILCH MpLYU-
OO oS0, W MeduLuHoKos uadenue e ydoenameao-
DAEM YOMEH0RNBHHEM E HEMY mDe GogaHuAM.
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Chpeanusguod donxda mpefogame om cadws nped-
cmagumeneld wiv ducmpubeomapoe noddepsuaans
janucy o pacnpedemanuy dmedunuHckur uadenud dns
docmuMaHur MpOCNEREEBEEMOCIY o DOCmynHOCTIn
MUk FEnuceld drR koempons. Op2adusuun JonwHa
OfecneyUSams PESLCITIPELUR SPPEOMOnyYEmend [Hau-
MEnOsaHuA U adpaca) (4.2.4).

7.5.3.3 Hdenmugbukayus cmamyca

OpradHIauna GOmEHE BOSH TMEHURPOBATE GTATYE
NPOOYKUMH N0 OTHOLEHEH K TPESOEaHMAM MOHWTOPKHH-
(8 W HEMEEEHHER.

Modenmubusayon cmamyes npodpeuey donwHs nod-
OEpRUEHTLCR HE G058 HMANax &8 nooulgodomes, xpa-
HEHUR, MOHMAEHD 0 ODonyUEaHUR GnR cOstnesanus om-
NPAENEHUR, NDUMEHEHUR LINU MOHTENE INonsed npodys-
L, npowedien ecs HeabroduMene aedel KORMDOTR 1
LCTBITIEHUT (LMY WMESHILLEE OUUENER0E DEIDSILSHUE
H3 OMEAGHEHUE OIM POMEH0ENSHHEE mpedoeaHui)

T.5.4 CobctEeHHOCTE NnoTpebuTane

OpraduIgu@n QoneHE NposendTe 2abory o coboraesd-
HOCTH NOTPESUTENA, NOEES DHE HAXOOWTCA Nog yNREasna-
HUEM DRFEHM3AWMA MM MCNONE3YEToR anr. OpraHusanms
OonsHE MaEHTRPEHUMPOBRATE, BEpRdHUNPOBEaTE, 38WN-
EATE ¥ CONPEHATE COOCTEEHHOCTE NOTREbUTENR, Npegos-
TAHNEHHYH ONF WONONLI0EEHNA WK BENIOYEHWE B Npo-
oy, Ecnn cobcreeHHOSTE NOTREDWTENR YTEpAHE,. no-
BPEXOEHE HNA NPUIHEHA HENPUrogHoE SR8 BoNone3Io-
BaHUA, NOTREOMTENL gomesd Gete ob 3ToM HaEsweH. |8
JANMCH SOITEHE NOASBHENEATECA B pa0oHam coCTORHAN
[4.2.4).

Mpuameyvayus— Cobomeeryooms  nompedome-
TR MOKEM SXONEME @ CodR URMERTERTY STy cod-
CIMEEHHO ST

T.5.4 CobcTEEHHOCTE NoTpebuTanew

OpraHWIaUMA GONHHa NPORENATE 3adoTy o coborees-
HOCTW NOTREEMTENA, NOKE OHE HAXDOWTCR NoO YNREEnS-
HUEM OPTEHMIEUMH MNA MCNOMLIYETCH . Opraquagumn
AOn#HS MOSHTPHUMPOBEETE, BEpHEHUMPOESTE, 8-
WATE W COXpaHATE COOCTEEHHOOTE NOTPEOWTENRA, NPeno-
CTEEMEHHY I OMA WCNONEIDEEHNA WITH SKIHHEHWA B Npo-
Aykuwmes, Ecnw cofcreerdocTe notpaburens yrepaHa,
NOHPEXOEHA WA NPUIHEHE HENPUIOOHDA Q08 HCNons-
aoBaqHuA, natpedurens ponmed Bwre ob sTomM MaEEWEH,
A ZANHCK A0MEHEl NOAOEDHWBATECE B pabo4eam cotToR-
Hied (424

NMpuwey s us — CobomesqrHocmsis nompatu-
Mani Moxem SbiMb UHMERTEKMYANEHER CO0CMmBsH-
HOCME W orfIndsdLusmess? eHbODMEUNA O COCmo-
RHUL 820 20o0088R,

7.5.5 CoxpaHeHmne COOTBETCTEHA NPOOYELHME

COIpraHn3auns QonsHS COXPaHATE CODTBETCTEME Npo-
OVHLMM B X008 BHY TDEHHSE oSpadoTim ¥ B npagecoe no-
CTABKM K MBCTY HAIHAYEHWA. 3TO COXPAHEHWE O0NHHD
BRMOHETE B CEOR MOaH TMEALMED, Norpya0HHo-paarpysoy-
Hele pabors:, yNasoeky, XpEHEHME 1 3awnTy. Coxpaderme
OCITHHD TEKHE MPHMEHATECA M K COCTAEHLM YECTHM MR-

AYRLHA

7.5.5 CoxpaseHne COOTBETCTEHA NPOOYELHME

Opaarusayur donxea pazpadamedaame DOKpymMeaH-
MUpOBEHHEE NDOES0DE! WAL paboHue WHCMPYRLLY mo
COXPEHEHUAD COMTIEEMCMEUR MoOdpNLLL POmMEHDEREH-
Hiild mipeGoSatuAmM NpU Doy LHSCTHEMaHLY [EXHOMO28H-
WECKLY ADOUECCOE SHYMPY Op2aHUEaNNU U Socmasse
NODAYKULUL & MECITY HEIHSHEOHLA.

CoXpaHsHME CODTEETCTAEMA QONHMHO BENEHETE B cabn
MOEHTHIPMEE UMK, NOrpY304H0-Paarpys04Hes paborel,
YNAKOBRY, SPEHEHME W 33Ty, CoXpaHare QOreeHD Tak-
HE NMPHMEHRTECE M K COCTHEHRIM HSCTRM TROEYELEHI.

Opaarusagur donxea pazpadomame GORYMEHTIL-
POBHHHERE MPOUEdyDel Wy DaSoHUE UHCITIOPRLUL 170 W-
pRENEHLA RRodyRUUed ¢ J2PEHUNSHHEIM CDONOM XD&-
Hanues nuio npodyryeel, mpRiPowsn GNELDansHBbIE
YOTOEUE ADIHEHUR. TaHUE CTeyuanbqbis YEmTogus pa-
HEHUR A0nmHE PESUCMOUDOEAMEess U Ouimb YITpSenme-
ML
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7.6 ¥npaenesne yoTRPOMCTEAMMH ONA MOHATORWHTE W
MIMBPEHHH

Choranmzagns oorHHa CRpEOEnnThE MOHWTOOHHT 1 W3-
MEDEHAA, KOTODRE NPEOJCTONT OOYWECTENAT, 8 TAHE
YOTDOACTEE O0A MOHUTODWHIE W MAMEDEHWA, Heohxogmu-
Melg OnA ODSCNE4EHWA CEHOETENLCTES COOTERTETEHA
NPoOYELHAK YETAHOBNEHHEM TpadosaHurAm (7 2.1).

CroraHWzaumA gonxya paspatorarte Npoyecce QnA
NOGTESEMOEHHR TOMD, 410 CNoCol MOHWTOPKMHTE K A3ME-
PEHMA COBMECTHM C TRE0OBAHHMAMA K MOHHTODHHTY H M2-
MEREHHAM.

Tam. rge reobxogumo obEcnaqMBaTE HMEKWLHE 38-
KOHHYHD CANY pE3yNeTA TR, HAMEpUTansHoe oopyooea-
HHE DOrEHHD B Th:

a) OTEENWMBPOBEaM0 ¥ NOSSEEHD B YETEHOEMEHHBIE M-
EHOGE WAW NEpag aro NpUMEHSHAEM no oBpasuoe bim
TANOHaM, NEPaNa0WKEM PAIMEDEl SOHHEL B CDAEHEHHA
C MEMOVHAPOSHLIMH WM HAUWOHENSHEME 3TANDHEMH.
Mp# oToYTCTEMA T3ERMY STANoHoS 0838, BoNonNeE30eaHHEA
A EAanWOpoesy AN NoEEpA. 4onsEHaE BeiTe 3apericr-
pHEOBAHH;

G) oTRErYNMPOBAHD WK NOBTOPHD OTPErYNWDOBAHD
N MEps HEeDOROOHMOCTI;

8} HOEHTHHWMUAPOBAHD G USNLH YOTEHOBNEHWR CTaTY-
ca kandbposkm;

I JEWMLLEHG OT DEFYNHDOS0E, KDTOP6EIE COanand Bel
HEGEACTEATENEHBIMA DEAYNLTETE HIMBPEHHE,

A1 3AWMUERHD OT NIBDERIEHHA W YAy OWESHWA COCTOR-
HAR B X008 0OpaleHEn, TEXHHSEckon abonysusasis 1
NP EHEHWR.

Kpoma 70, OpFaHWIaLHR QONEHE QUBHWTE W 3ape-
MMCTPRDOEETE NPEEOMIYHOCTE NPEIENYLLHAY PEITETATOR
MIMEpEHUA, acny obrapykedo, 4to oDopyQoEaHUE He
COOTBETCTEYET TpefosaHuAnM. JpradHyuzayws DorMHa
NpEONPEHATE COOTHETCTEYHILLSE OSACTEME B ODTHOLWEHHA
rakons obopyaoBEHNA W NOE0H MEMEPSHHDR NPOOYELRA.
JanucH peayNETATOE KEANMOROEKK K NOBERHKK DONEHE
NOAOSpHKBaTECA B pabosen cocTorsEdE (4.2.4).

Ecnd npH mOHWTOPHHIE W M3MEDEHAK YCTEHOBNEH-
HelX TpefOBaHAR MCNONEIYET KOMOBHKITEDHEIR Npo-
rpaMMHBIE COBOCTER, HY CROCOOHOCTE Y40BNETEORATE
NEEONANArasony NEWMESHEHAK J0NHHE BhiTe NOgTESR-
MOSHA. 370 QOreHHo BeiTh OCYLWWECTENSHD G0 HEHANE npe-
MEHEHWA ¥ MOBTOPHD NOQTBEEHOEHD N0 Mape HeoDio-
aumcctie [7.5.2)

Mpuwmavwana — Cu [B] gne pysoeoocTea «
SEACTEM

T.6 ¥npaaneHye YCTROWCTEaMKM ONA MOHHMTORHHNE M
MIMEDEHNA

COpraHi3auns DOnKHE ONPESENHTE MOHWTODNHT H
MAMEPEHHA, KOTOPEIE NPESCTONT OCYLLBCTAENATE, 8 TAKHE
YOTROWMCTES SNA MOHMTOPWHIE B HamepeduA, HeoDsonm-
MblE OnNR OGECNE4YEHWR CEHOSTENBCTES COOTEETCTEMA
NPOOyYHYHA YETEHOEMEHHEM Tpaboeanwsm (7.2.1).

Dpzaruiaqur donwva padpafomame SOryMarmy-
pogaNHse npouedypel 0SECNEYEHUR MPoEa0EHUR MOHU-
MOpUHEE U WAMEDEHUD 8 CONMESMoMENU © Yomanoe-
MEHHEEL MpEO0eaHUAML.

Tam, roe Heobxognmo obEcnEHWMBATE WMEHWKE 3&-
KOHHYHD CHITY PE3yILTETE, HamMEpnTanesos obopynoBs-
HWE OOMTHHD DbITh

a) orsankipoeara 1 NOBEPEHD B YOTAHOENEHHBIS NE-
PADGEL WA NEPEY &rg NPUMEHSHAEM No oBpasgoesis
ATANOHAM, NEPEIEIILHLM PESIMEDE BOMHEL B CPREHSHWEA
G MEHIYHADOOHEMA MY HAUWOHANLHBIMA STANDHAMH.
Mpw OTCYTOTEMW TakMy: 3TANcHoE D338, MononsInBaHHER
ANE FAnADPOBEY WA NOBEQHY. SOMEHE BbiTe 38pErdcT-
ppDEaHa;

G} OT peryNWpoBaHD MAW NOSTORHD OTPENYAHPOSSHO No
MEDE HEODXNOOMMOCTH;

B) MOEHTHHMUMPOBEHD © USNLH YCTAROBNEHHA CTATY-
Ld wanmbpoesg;

I} SHWMLEHD OT DErYNWDOSOL, KOTORES Coandny ol
HEOEACTENTENLHBIMY PEIYNLTATE MEMBDEHNR;

O 3ELMILEHD OT NOBDENSEHHR B YXYOWLSHWA COGTOR-
HWA B i0s DOpAWEHER, TEXHHYECHON OOy HMBEHHR W
KPAHEHKUA.

Kpome TOro, Opradd3aunys QONHEHE OUSHATE W J3ps-
MCTRHROEATE NPABOMIMHOCTE NPEIBayLME DEZYETATOE
MaMEpaHHA. ecnu oBHapyxaHo, 41o 0OopyYSOBaHWME HE
cooTEETCTEYET TpeboeanuRnM. CpraqHvzauns oomeHa
NPEaNpHHATE COOTERTCTEYHILLES OSACTEWE B OTHOLWEHE
TEKLD oOOpYODEaHAR W MIOOoH W3MEpEHRDN NPOLYELHKE.
Jannucy peayneETaroe KanyabpoBEd W NOBESPEA OONEHGEI
nogOspsreaTecr 8 pabodam cottToRHae (4.2.4].

Ecmd npH MOHWTORHHIS W H3IMEPEHAM YCTAHOBNEH-
Helx  TpE0OoBaHHA  MCDONEIVAT  HOMNBITERHBE Npo-
MOEMMHEIE CREOGCTER, MY CROCODHOCTE YOOBNETBORRATE
NpPENoNarasMomry MoUMEREHRD 4onEHa BeiTe NnogTaED-
#Oeda. 310 ooroks0 BelTh OCYWWECTENEHD A0 HAYArE NpE-
MEHEHKA W NOBTOPHD NOOTEEUHOSHD No MEpE Heobxo-
OHMOCTI

Mpumeysakues— O perogcdAugue yRIZSHUR
8 [&]

B MamepeHue, 3HANKWI W YNYHLWEHAE

8.1 Oowme nonomaHHA

DpraHuaaums QonsHE NIaHARORATE B NPUMEHRTE
NPOUACcE MOHWTORHHE, MEMEDEHWA, AHANWIA W YNyH-
LWEHWA, HeoDIoOWkme ONA:

4) DEMOHCTREWMH COOTEETCTEMA NPOgyKLHN;

B Mzameperue (OUSHES), HANWI W yAyYHWESHWE

8.1 OSwmwe NoNoMEHHAA

Dpradviauns JONsHE MIEHAPOBATE W NPUMEHATE
NPOUEGEE MOHMTOPHMHTE, MEMEDEHWE [OLEHEH), AHANN-
33 W YMHLLEHNA, HEoBROguMelS A

A} QEMOHCTPALNRM COOTESTCTENA MPOOySLHK;
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GO} oDECNEYEHNA COOTEBETETEMA GHCTEME! MEHSHMEH-
Ta KE~BCTHEE,;

II-:I MACTOAHHOM MOEBIWEHWR ey MBETATHBEHOCTH CAC-
TEMBEl MEHSEMEHTa KavYeCTed.

STO OOnsHD BENKHETE onpegana-Hee NpRMeEHAMBIX
METOODE, B TOM 4MCNE CTETROTWSECHME, W oDNacTs Wx Wo-
NnonNe208aHWA

B} ohecnesaHnA COOTEATCTEAA CHOTEME] MEHEDRMEH-
TA KAYBCTEE,

G) RoddepaEHUR DEIMEMAaMUERIGTIY CLOMEME! Ma-
HEOKISEHTTE KSHECTIBE.

3T0 ADNHHD BENKHETE ONPeNangHEse NpuMEHASMBIX
METOO0E, B TOM YMCHE CTATUCTH-ECKAX, M 0BNAacTe WX no-
NONLZ0EAHKA.

Tpumeyas g — HauuoHENeRLEIE UL DESUOHENS-
HEE HODMEMUEHEE JOKFMERTIE MOEFm codepraims
mpefoeaHuA ¥ pEIpadomes JoKpMeHmUpOREHHLIE Tpo-
wedyn R grRedperur CMamuUuomuyeackuy Memodoe o
FIDSETEHUR X NPUMEHSHUEM.

MpereHel paanwsai: nyaer 5.1 150 13485:2003 orpa-
#aeT TpeloBaHuR JERcTEYVRILME B MHAPS HOPMETHBHL 00-
EYMEHTOBR 1 OONar4aeT BCEMMPHYH FE0MOHNZELME HOBLIX
TpefoBaHHEA, YUTAHOBNEHHEY K MEOMUAHCEAR M08 mARM .
OefcTEYHILHE HOPMETHEHEIS JOHYMEHTEl HANPEBNEHE! HA
TO, 4TG5 NPAMEBHEHHES DEIYTIETATMEHOR CHOTEMBl MEHED-
HMEHTH KAHSCTES 0OSCNMEYWBAND NpoKIsagcTen Gasonac-
Hoi 1 adhchekTHEHD PYHELWMOHMDYHIWSER NPOSYELHA, 8 Ha
HE NOCTORHHOE COBSQRLWEHCTEOBAHAE CHMOH CHCTEMBI
MEHEJHMEHTH KSHECTEA

5.2 MOHMTODHHE M MEMEpEHWS

8.2.1 ¥ooaneTaopeHHOCT L NOTRE DHTEMEE

OpraHUIaurA JOMmHHE MpOS0aWTE MOHHTORWHT uHdop-
MALHK, ESCAMWEACH BOCOPMATAR NOTPeGUTENAMKY CooT-
BETCTEMH Opradqaaywy rpefosaqdsm noTpeburenaid, kak
OOHOM M3 oNocoBoR MamepeHrA paboTel CHETEMBEL ME-
HELEMEHTE kavacTaa. JonsHs BeiTe YOTAHDEAEHE M-
TOOE NONYYEHNA W MCNCNEI0EEHHA 3T0R MsboprMaumm

8.2 MoHUTOpMHI 1 MEMEpEHWE [OLEHKE]

§.2.1 OGpamHan CeAlk

B yawacimas oduoan w2 cnocodod oussry ghyHLLD-
HUPOESHUA CLCMEMEl MEHEINMEATE KEHE0mes Opdanu-
YA DommHEe Mpoeodums MORUMODUHE URIEODMELY 0L,
OIMHACHILEICH | PODENEMBGDEHUM ODZAHUZALUEN M-
Gogadud nompedumeans.

OonsHel GETe YETAHODBNEHE METOOLl NOMYYEHHA ©
WCADMLIOBAHHA 3T0E WHDODMAWAN.

Opzanusayur domsRE paspadomanms JoNyMEHTL-
HEHAYH NDAUadyay o cucmesds abpamyeod ceRau (723,
MEPEYLCNEHUE Cf © WEMLH AUNYHEHUR DEHHEE0 npedyn-
pERceHUA O mpolmesar @ ofnacmy kaqecmed U agaca-
HUR 8 MpOWECCHEN KODDEXmUDPIWLLE 0 Apecmpes oam0n-
wx dedomeaud (8.5.2 o B.5.3)

ECny HEWUOHSMEHBIE UMY DESLOHENEHLIE HODMATIULE-
HelE DORYMEHMBN MOpeGm oM OpSEHUEEUUL HaRomme-
HUR OMBIME HE DCHOSEHULE UHPODMALNE. nonysenqod
nocne npodasy MeduyUHERDSD UI0ENUA, SHEMUE MEK-
a0 OrTLITIE MOWEM CIMEams YEcimba CUSImeMs adpam-
rod caAaw (8.8, 7).

MpH<4KHE PEINAHKMA NOHATAR #YOO0ENETEODEHHOCTL
noTpefuTenaiys W «B0CnpUATHE NoTEEEBMTENRMMS: Chvw-
Kok CyDBENTHEHE ONA BEESAEHHA ME B HOPMATHEHEIS 00-
EYMEHTE 8 KE-4ECTEE yUTAHOBNEHHOM TpefoBaqws. MNog-
nyHeT 821 150 134865:2003 orpamaet TpEbOBAHMA S89-
CTEYHLWME B MAPE HODMATWEHEE JOEYMEHTOR W oinar{aer
BCEMHPHYH THOMOHWZEUMH HOBEY TREODBAHAN, YoTaHDE-
MNEHHBLIE K MEOALMHCHARM WIOSnHAR
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8.2.2 BHyTpeHHHE Ay QTR (NpOBSpEM )
MTpumeuvanwes — OW 7 — pyroeodomad no
&y durmy.

[Magnywsr §.2.2 150 134852003 ayTeqTiHeH noamyH-
Ery 8.2.2 [3]. 28 ACHNHHEHMEN BRIWEYNOMARY TOM MpeM-
MEHAHKA|

8.2.3 MoHWTOpHHI W RaMepeHue (oUBHKEE] NpoUec-
coB

[MagnyssT 8.2.3 150 134852003 ayTedTiHed noarmyH-
Ky 8.2.3 13]

8.2.4 MoHWMTORMHI ¥ W2MEPEHWE NPOOYELMA

Cpradisauma GONsHE OCYILECTENHTE MOHUTORHHEE |
WEMEPATE CAPAKTEPMETHEN NPOSYELMH C WENED mpoBep-
kW cobrmogedHud TREboBaHEA ¥ NPOOYELAK. 3T0 J0MHHD
OCYLECTEAATECA HE COOTEETCTBYHILHE CTAOWMAX NPOUSCCE
FWIHEHHOM UHEME NPOGYELHIA COMME0HD 33NNaHupoBaH-
HEIM MEROnpaRTIaAM {7.7).

CEMgETENLCTES COOTEETCTHMA KDMTERMAM MPHEMEW
OUMEBEHBl MOASEOHMBATECA B paloden cocToAHue, Jand-
W OOMEHE YEEILIEATE MMLD {8), CIHEUMOHUpoEae s [1a)
BRINYCE mpoaysu9ad (4.2.4).

Jo 33pspwaHis Boex 3aNNEHUPOBEHHEIL MEPOnpWA-
THA (T.1) BRINYCH NPOOYEUME W NREOGCTAEMEHAE YOI HE
OUMTHEHE DCYIWECTENATECH, SUAH MHOE HE YTESRHOSHD CO-
OTEETCTHYHHLHM YTHFTHOMOYEHHEIM MW, TOS 370 Mu0E-
HUMG, NoTpeGuTEnSm

§.2.4 MorumopuHs © uasmepenue [ouyeHra) mpodys-
Lpund

8.2.4.7 Obwwe mpebosanua

Opzaduzayus domeHa Npoeodumes MORRMOPLHES U
LEMEDEHLE X¥ADSHMEpUcmU noodyegun © UemsH 8apu-
BLUMFLUY COONMBSEMOMELR YOMEHOENSHHEM mMpeboga-
HuEM, MoHWmopuHS 0 USMEDSHUE XEDaKMEeDuomug npo-
Opruul msHLl BRI poBedEREl HE CONMERIMIGITEyH-
WX cmaduAy NPoUscco8 MUSHERHO20 yuxna npodyi-
Lo U 8 CONMEENEMEBUU © AaNNERLPOSaHHLIMU MEDON-
puRmUEMy (77) U doryMermupoganHSMD npouyedyna-
W (T.8.7.7)

CEMOBTENLECTEA CODTEETCTEMA KDHTEDNEM NDHREMEH
OON#HE NOASEEHNMBETECR B paboqsM CooToRHHA. 3anu-
G OOMEHHE YRE2LIBATE NWLD (&), COHRUWOHWPOSaBLWEE
(M8) BeINYCE NROOYHUW [4.2.4].

Euirmpcn Mpodysyiil o OGCIERUSAHUE B8 MOSWm OCy-
LBCITIEMAMLCA A0 poneiunoan FaEeUERUE ISMTaHUDO-
HEANBL MEDonpuRmun [(7.7).

§.2.4.2 CreyuansHoe mpebogasue OnR armug X
UMIAGHMUDYEMBIX MECULLIHCKUY U30enul U UMITTaH-
MUPYEMBIX MeOULUHCKUX U308mud

Opeaqu2alyur AoimsHa BECMU 3anueu mo wdesmu-
churauy mepoodans (4.2.4), npoecdaweso nodes audel
HOHMDOAA WL WENsmaHud

8.3 ¥Ynpagnexue HECOOTEETCTEYHILLEA NPOayKUMeE

CprasnaauwA Jonssa checne«neans, wrobw npogye-
LKA, KOTOPAR HE COOTRETCTEYET TpebosaHnay, Bena nosH-
THHHUMPOBAEHE W yNPAENANEGcs © WENEMD NPSqoTapaws-
HWA HEMPEOHAMEDEHHOM HCNONEI08EHWA WM NOCTEE-
kM. CpagcTea ynpaenaHny, coOTEETCTEYHILER OTEETETEEH-
HOGTE W RONHOMOYAA ONA paboTes © HECOOTESTETEY HWEH
NPOOYELMER 0on#Hel Deme onpeganeHn B QokyWeHTHpRG-
BEHHOE NpOUSOype.

CpraHvzaurA OoHHE PEWETE BONPOC ¢ HECOOTEET-
CTEYHMEEF NPOOFHLMER OOHNM WNK HECKOMTEEMMA CReny-
FOLLMKH CNOCOOEMA:

a) OCYLWSCTENATE SEACTENA © LENLED yOTpaHEHWA ob-
HEDYHEHHOM HEDODTEETCTEAR,

G] CEHKLMOHMPOESETE 98 MONOMLI0EEHHE, BRINYCH MIH
MPVEMEY, SCAH MMEETCR PRIPEWSHAE Ha OTENOHSHWE aT
COOTEETETEYHIWEND NOMHOMAYHITD dpraqa war noTpatu-
TEFIA, [EE 3TO NEHMEHWMD,;

8.3 ¥npaeneHWe HECOOTEETCTEYHI LS MOy KUMER

CrpraHunzayus gonsda obecnedueate, 4Todbl Npogyk-
LMA, KITORAA HE CcouTRETCTRYET TpEdosaHMemM,. Owng
MOSHTHMPHUMPOBEHA W YNPEENANACE G LENLH NPEgaTE-
PALWEBHHA HEMPEJHAMEDEHHOID WOCNONL30BAHMA WKW
nactaekd. CpegoTes ynNpEENEHWS, COOTERTCTEYKILAR OT-
BETCTEEHHOCTE M NOMHOMOSHR ON8 pabotel © HECOOTEET-
CTEYHILER NPOSYELKEA Qon#He GeiTe ONpEQENEHE B
OUEYMEHTUPOBEHHOA NpOyeEy pe.

CHoraHMaauUuA qoNsHa paWETs SBoMpos © HEcooTEeT-
CTEYHILLEA NPOOYHLMERE OO WM HECKONEEAMA CRegy-
KA HMA Cnocabame:

8) CCYLUSCTENATE ORBCTEMA © UENBH YCTREHEHMA O06-
HADYHEHHDID HECOOTAETETBMA;

G CaHRLLOHUPGSEMTE MOUMEREHEE, SLITFCH WU JTEL0-
EREY MPOAYRLILY NP MORYYEHUY DE308IEHEA HE Dm-
HITOHEHUE O FOMEaHORnEHHLY mpeioeaHun;

4G
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B OCyLLACTENATE GERCTEMA © LENEK NPEO0TEDHLSHR
28 NEPEOHEHANBHOND NPEgNONErEEmMom KENoNSI0ESHARA
WK MPMMEHESHKA.

ZanuoK O XApAKTERE HECOOTEETCTENE 1 NEDEX Nocnsa-
O¥ HALME MPEONPEHRTER. JEACTEWRX, BENIHAA NONYHEHHBIE
PHAPEWEHAR HE OTENOHEHAR, OONEHE NOLOSPHABATECR
g paboaen cocTomsHud (4.2.4).

Korga HeooaTEETCTEY ILaA NPOOYELHA NCNpaenaHa,
GHE gorHa BeTh NOGEEPIHYTA NOBTORHOR BEPHMMES LMK
OfA NoOTESHEOEHHA COOTEETCTEMR TpedoBaHuAM.

Ecny HECOOTEETCTEYFILWAR NPOOYHLMA BEIFEMEHA noc-
NE NOCTAEKH WNW HE3YANE WCAONEI0EEHHA, DRrad3aULme
OOFEHE NPeANpPHHAT: DSECTENA, SOEKBATHEE NOCNSg-
CTEVARM [N NOTEHUMENEHEIM NOCHEETENAM | HECOOTEET-
CTHMA

B} OCYLWECTRNATE ASACTAKA © LUENLH0 NPE0TepEwaHns
B8 NEPECHEHANEHOM MPELQNONATAEMOrD ACAONLEINSAHHR
WIMH NPHMEHEHWA.

Opaanu3a us donmHa aaparmupoEaTs, Nime Heco-
origemomayowas mpodysuus Spdern mpuHamaE npu no-
AYHEHLY DEIPEWEHUAR HE OIMATOHEHUE O FOmaHoangs-
R e COsaHWT ITITEMD 8 oM CRYYES, Bomy amo go-
MYGEISMCA POMEH0ansHseiMy mpeboganupmy. Jamucu
Of pdermubioEanuy nuga (oo, ouesiean (UK ronHo-
MOYUA HE Si0aYy DAIDEWEHLET RE OIMKNOHENUES, AOMKHb
moddspeusamaecr 8 paboves coomomsuy (4.2 40

ZarmocK O XApAETERa HECOOTESTCTEMA M Mobbie nocne-
OYHILME NPEANPHHATEE JSRCTEMAK, BEMTHISEA NPHEMKY
NPOOYELME NOG PE3PELEaHEe, QOMTHHE NoO00SpsRBETECR
B paboqsn COCTORHHK [4.2.4 ).

Kaorpa HECOOTEETCTEYHIWER NPOOYHLNMA MCHPSBNEHE.
CHE Oorm#Ha OkITe NOQESPIHYTE NOBETOPHOR Bepudimea-
LMK OMTA NOGTESQHOSHUA COOTEETCTEMR TRE0O0BaHMAM,

Ecnp HECODTESTETEYWAR NPOOYKUNA BRIABNEHE NOoG-
M8 NoCTEENA MWW HBSENE MCNDNLI0EEHAA, OPTEHAIALHR
OOITHHE NpEOnpUHATE SEACTEMA, 30SKEATHRIS NOCGNEO-
CTEHAM (MK MOTEHUMANERRM MOCNEOCT BHAM] HECOOTEST-
CTEHA.

Eciu mpodyxyur Hysdsemor g nepapabomye (odus
wite Gomee paz), op2anusagur obRzans DORyYMEHTILDG-
Hams npoyece nepepabomey 8 paboHad UHCMORRLLLY,
HE  RONTODRD  Credpem pompbeme  ocbuliameHos pas-
pELEHYE U CODOpEHUE IMEK NE, KEX U HE MEDeOHEHETS-
Hp PAGONYRY UHCITIEPRGOD. MTened marmueHLes ofioyu-
SMEHORD pa3peweHLs U odoipedun donkesl Seime an-
pedemans O douyesmupoeanel (423 w T.5.7) mobee
HEBMA2ORGUAMKLIE NOCRE0CMeVs mepepalomen npo-
ywyeio

8.4 AHanui gaHHbIX

DIpraHMIauMA OoeHa onpEagendTe, cobnpams v ada-
NUARPOEETE COOTESTCTEYHILME O2HHEIE ONR OSMOHCTRE-
UMM MPANOEHOCTH A PRESYNETETABHDCTH CHCTEME MEHED-
BMEHTE KEHECTER, 3 TANHE DUSHHBEHWA, B KEx0d odnac-
TH MIBHHD OCYLWESTENATE NOGCTORAHHOE NOSLILEHAE DEayb-
TETWEHOCTA CUCTEME MEHEORMEHTE KE4ecTEE. [aHH=E
OUITEHE! BENEOHATE MHDODRELHED, NOMySEaHHYR B peaynb-
TETE MOHWTORWHIE M MIMEPSHA THEHS 1 W3 QPYTHE COoT-
BETETEY LMY HETOYHHROE.

AHanuw: OaHHLE OOMESH NPESOCTAENATE MHhopMa-
LIMED THE

a) yaoBEneTeopeHsacTd nompederensa (B 2.1);

G) cooTReTCTRMED TREODEAHMAM K npogyrgea [7.2.1)

B} XAPEKTEPUCTHEEM WM TEHOSHUWRM NPOLBCCOE 1 Npo-
OYHFLIMM, BXMIOHEA BOAMIHOCTH NpOESOEHNA NPEaynpes-
OEHLLME SEACTENE,

rl NOCTABWMEDM

B.4 AHanwmi gaHHBL

OpagHusauyus donvya pazpabomames oy wermupe-
daHHKH Npouedypy ampedensdus, ciops o adanuia das-
HLiX, HEOOEOOUMER R ABMOHCTIDESUUL DEIITmEmue-
HOGITIL CUCITIEMEl MEHEdMMEHITIS KEYELMBE U 98 COMNm-
FEMEMEUA YOmaHOmasHepiM MpedoaaHuBEM, 4 makma
AR QUEHKY S0FMONROCITIY MOBLIUEHUR B8 D83yNRME-
ITALIE DT L.

HarHes Aon#Hel BRMOHETE MHEODMALMD, NOnyYEH-
HYFD B PEIyNsTETE MOHHTOPWHIE ¥ HIMEPEHNRA TAKHE H Ha
OPYTHE COOTEETCTEYHILNE MCTOMHHRDE.

AHANME QaHHEX OONEEH NPENOCTAsNATE HHBIOpME-
LHKD M

&) ofpamAol carsw (B2.7);

Gy cooreeToTEMi TpedoBaHrAM & npogyrgMn (T.2.1)

B} XEPAKTERHCTHESM H TEHZEHUMAM MPOUSCCOE M Npo-
SYRLGMW, BHINEAHEA BOIMOMHODCTH NPOBENEHWA NPagynpem-
SEEOLHE O8RCTBHN;

T} NoCTEEBLHESM.

Enucy  pESYNBIMAMOE  SHAMUE  JaHHLE  JonwHL
noddepsueamecs @ pabowen cocmorbul [4.2.4)
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8.5 ¥nyywenwne

B.5.1 MocToAHHOE YNYYWEHHE

Chorasmzanmns Oons#HE NOCTOARHHD NoSkIWATE pa3yiik-
TETHEHOCTE CHCTEME MEHEOHMEHTE KE4BCTES Nocpag-
CTEOM MOMHILIOEEHMA NONETAEM W uened 8 ofnacm ka-
YECTEA, PEYIETATOR SYOMTOE, AHANW3E OAHHEIE, KODPSK-
THEYHILMY # NPE0YTPERSREWWY OSACTEMR, B THIHES AHA-
MM3a CO CTOPOHE PYKOBOOCTER

8.5 ¥nyqwenwe

5.5.1 O6wue nonoweHus

Opeahuzayus domyds woeRmuibUyupoesme o ds-
ONHAME Mobbe VIMEHRERUA, Heodxodumee ditR obac-
MEYEHUR U NoddepsaHuA MOCMORHRO20 COMMEETICTaL
FOIMARDENEHHEIM MOEO0EaHURAM U DEIyNeMamuaHoomy
CUCTTREME! MEHSOMMEHTIS Kavs0mad, UoionsLIyR Oonu-
MURY 8 CAMAcmU MEHECTEE, YOIMEHSENUEER BEMY 8 Hmod
obNScmy, 8 Ak UCRoNB3YR PEIYNLMATe dpydumos.
SHAMUAE daHHBE, KOppeXmupywny o npadynpesdan-
iy dedcmEul U SHEMUEE GO CIMOPoHE! PYROS000mes.

Opaanudguyus DOmsaHa pomanoemme JoXpMasHmupa-
HAHHEIE MUOUE0YDEl BEMYCHE U NOUMERSHUA TOAGHLU-
meneALx yEsdomnequil. cnedyeim abecmeyums SOamom-
OGN NpogededuR makuy npouedyp 8 nodos gpamA.

Janucu of wayveduy xanod nompebumeansd donw-
Hie! roddepmuasamecH & padowem coomorsul (4. 2 41 Ecnu
| KOO MmaKosd U weruR Bpdem YOmasoEneHo, Wmo no-
sEneHwr xandd rompedumansld cnocobomeyem gya-
LUHAR CERMENEROGTE OOSEHUTALUL, MERDy 3JEauRmeans-
GOBHRHBMU OPESHUISYIRML credyeam nposecmu obaer
COMESMCITIEVOLLED uRghopaauwan (4, 7).

Ecnu no mobod xanobe nompebfumens we npednpu-
HAM KODEESTTIUDYOLWILE Wiy npedynpesdaoiese del-
GITISUA, ApuYury credyem oberoHume (5.8 1) o 3apesus-
mpupoaame (4.2.4).

Eonu smoso mpalyirm REUUOHENLHEE WTY DESL0-
HEMBHEE HODMATIUEHSE JONPMERTIE, ODSSHUIEUUR don-
MHE paapatomamt doKyMERMUDOEanHLe Dpouadypi
pEdOMTEHUA DEIVNLPKYHILLUY OD3SH0E O MEN WHULdeH-
ITIEX, MOMOME CODMBaTTEMEy M ApUMmapuAM & om-
HEMHOCTILL

MprquHa paanw-sia; nognydes B.5.7 150 134852003
cTpasast TpeloBaHHE OSHCTEYIWME B MARE HOPMaTHE-
HiiE QUEYMEHTLE H 0OMer{aeT BCesMpHYR FEpMOHIEIEUMD
HOBEY TREGOoBaHWA, YOTEHOEMEHHEIL K MEDAMUHHCEHM Hi-
gennas. [NocTORHHDE COBBPWSHCTEOHAHWE CHOTEMGI
MEHEQHMEHTE K2MEC0TEE HE SENABTCA USNLH SHACTEYH-
LUME HOPMATHBHBEE JOEYMEHT DS

8.5.2 KoppermmpyHwme QencTENR

CrpraqwzaurA QomeHa NPEgnpuHWUMETE KDPREKTHPY -
HMLHE OSRCTEWA © USNBK YOTRAHEHWA MPHHAH HECOOT-
BETCTEMA ANR NPEAYNPEKOSEHWA NOBTOPHOMD WE BOZHWK-
HOBEHWA., KOppDeETHRYHIWWE DBRCTEMR OOneHbl Bhite
BABKBATHEMH NOCASOCTEWAM EbIREMNEHHEIX HECOOTEET-
CTEMNE.

AonsHa Gwite paapaboraHa QO0KyMEHTHPOBAHHAR
NpoUsgypa Ans onpagensHun TpeboBaHniE ke

8 BHEMNAIY HECOOTESTCTEMA {BrNYaR xanobs noTpe-
B TEmaR);

G} YCTAHOBNEHWE NPHYWH HECOOTEETCTENA;

8} OUSHWBSHAH HEOEXOOHMOCTIE DSRCTEMA, YTo0el ka-
CERETE NOETOJEHMA HECOOTREETCTEHIA,

rl ONpEgENEHHE W OCYLWUSCTENEHWKG HBOOXOOMMEIX
SEACTEWA

B.5.2 HoppesTipy HOWKWE OERCTEWA

CpranmiayyA QonHHa NPEANPHHEMETE KOPDEKTHEY-
HALME OSBCTERA © USNLEHY YETDEHEHHA NPWYAH HECoOT-
BETCTEMA AN NpEOYNPEXIEHMA NOBTOPHOMD WX BOZHMWE-
HOBEHWA. KOpRekTHPYIoWMS O8ACTEMR DONHMHL SwTh
BIEHKESETHEIMA NOCABOCTENAM BRIAENEHHEIE HECOOTEET-
CTEHA.

OornsHa Gwte pazpaboTaHs DJOXyMEHTHPOSAHHEA
npousgypa AnA onpegensHar Tpetosaqni k

H) BHENAIY HECOOTESTCTEWA {BENKM-4ER #anohkl NoTpae-
Bl Tenai);

B) YOTEHOBNSHWK NPAYEAH HSCOOTEBETCTENA,

B} OUSHABAHK HECEXOQMMOCTH DSACTEMA. YT006I W3-
GEXETE NOETOPEHWA HECOOTEETCTEHEA;

2] ornpedensnud o BeNoNHEHUK Heolxodumely ded-
GITIEUG, BAITAIHEA, U uamecooipasHo, croamerus do-
wyMedmayuy (4.2);
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Oronwayue madnuger 8.7

roOcT 150 134852011

150 9001 2000

120 13485:2003

A} 3aNKCAM pe3YNLETATOE NPESNPRHATEX OSACTEMA
14.2.4);
2] BHEMAIY NPSANPHUHATEY KOPPEKTHRYHILLMY 0eRCTEMA

O pe2ucmpauuy pedynemamos moleix pacohado-
GSHUT U RpUHAmLE Map (4.2.4);

&) SHEMUIY MDENDUNAITILIE KOpDSmupyowLy ded-
criend o X DeRTLMEMUERICIIU

8.5.3 MpegynpexoakolmMe OSACTENA

CDIpraHM3guMA QOIHHE ONPEOENATE OSACTEWA © LAk
YOTPEHEHWA NPWHKH NOTEHUAENEHEIE HECOOTEETCTEMA ONA
NPEOYNPESOSHEA WY NORENSHUA. MNpegynpesoaowwe
OBACTEAR OOMEHE CODTEETCTEOEATE BOIMORHEIM NOCNED-
CTHARAM MOTEHUMEMRLHE npobrem.

DonwHa BeTe pazpaboTaHa QoDHYMEHTUDOBEHHER
MPpoUSgypa 4nA onpEgensHan TRebosaHnE K

8] YOTEHOEMEHHED NOTEHLHAM:HEIE HECOOTEETCTENR W
WX MIDK-HH;

G] ouBHWBEAHWK HEoEROOMMOCTE SEACTBAR © UEMNLH
MPEOYNPEROEHNA NOABNEHWA HECOOTEETCTBME;

Bl ONPEgSneHnig M OCYLISCTENEHKE HE00EoguMBIx
OEACTAVIA,

rh ZANMCAM PEIYNLTATOS NPEgNPMHATEE JSACTEMA
{4.2.4);

4] BHENWZY NPEQNPUHATEN  NPSOYNPEs0anMs 18-
CTEMA

8.5.3 Npegynpexgarwme QeACTEWR

CpraHnzayne QoNsHE ONpEasendTe GERACTEMA © Ue-
Nk YCTRAHEHWA NPHHUH NOTEHUHANEHEE HECOOTBET-
CTEHA GNA NPEOYTIPECOEHKR M NORENSHEA. MpeOynpes-
OGEAIWLME GEACTENR SUNMHE COOTEETCTEOBETE BOIMOH-
HEM NOCAEOACTEMAM NOTEHUWANLHSE npodnes.

AonsHa OwiTe pazpaboradHa JoHRyMEHTHPOESHHERA
NpoUEgypa gns onpegensHur TpefosaHni k

H) YETESHOEMNEHHED NOTEHUMENEHBIE HECOOTEETCTEHR W
KX NEHYHHS

B) ousHHBAHWEY HEOEROSWMOCTH OSECTENA C WENED
NPEQYTPESGEHWA MORENEHNA HECOOTEETCTEWA;

B} CNPEOENSHHN W OCYILECTENEHWMK HeabEoguMBbIx
OEACTEHA

2) DEEUCITIDEYLY  pedpnbmamos  node  paccreco-
HEHUL U DUHRmRE Man (4. 2.4

i ananuay  mpednpudsmerr pedyipesOaHiLs
dedomeand & WX PEIyRemamugHoCmyY
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Npunowesne JA
jcnpagoYHoEe)

CeeneHHA 0 COOTRETCTEHH MEMIOCYQAPCTEEHHLIX CTAHAAPTOR
CChINOYHLIM MEKOYHAPOAHLIM CTAHAARTAM

Tabnwya OA1

DEoasauards 1 EIH S EHO0aHIE
CCEIMOUHIID MEREAYHADOAHG D
STARAARTA

DHaIHAYE HME # HANMEHDEEH B
MERAYHADGIHON ©TaM 08 pTH
OPYIOrD roga #3gands

CreneHe
CODTRETCTEMS

DEammauanme ¥ HAMMEHOBAEHNE
MERETITYAPCTEEAH DD
cTangapTa

150 000: 2000 Cacremel
MEHESHEMEHTS KaYecTra. Jo-
HOBHBEIE NONOMEHMA W cno-

150 90002005 Cwocremes
MEHaEO¥MEHTA kasecTea. Oo-
HOEHEE MOMMIGHEHAR W CNOBaps

10T

MOCT 150 9000—2011 Cu-
CTEMBI MEHEQHMEHTA HEYE-
cTEd. JCHOBHBIE MONDEEHMA W

ET] cnoeape (150 B000:2005, IDT)

Mpumasanue—B HBCTOAWEN CTEHIEPTE WCNOMNEI0BAHE CRESYHLLSE YCNOEHOE DOOIHEYSHWE CTEMNEHK
COOTEETOTEWR CTAHOApTE:
- DT — MaeHTWHHEE CTAROAPTEIL.

BuGnuorpadian
[1] =0 134851995 Cluality systems. Medical devicas. Particular requirements for the application of 150 3001
(Cuctambl kE~ecTEa. VMagenus menuuuwHoie. CragqaneHee TREDOEIHNA N NPMEHEHNID
150 8001)
Quality systems. Medical devices. Particular requirements for the application of 150 9002
(Cucremel kavacTed. Magentd sMeguurHoEe. Cnegransseile TpEODEEHHE MO NDWMEHEHAID
150 8002)
Cuality management systems. Reguirements
(CHCTEME MEHBOMMEHTE Ka4ecTea. TpeboaaHng)
Medical davices. Quality management systems. Guidancs on the application of 150 13485
(CHocTamel KadscTea. Mzosndis MaguuuHCie. PyRoscoTen no npureseHn 150 13485)
Medical devicas. Application of risk managemeant to medical devices
iMeouuuHokHe winemnmy, MpIMEHEHHE BHAMWIE PUCKS K MEQWLMHCEARM HME08NHAM )
Measurement management systems. Reguirermaents  for measurement processes  and
maasuring equipment
(CHCTEMEl  YNPEENSHAA  MIMEpeHEAMY.  TpeboBaHEA K NPOLSCCEM WIMEPSHAA 1 HIMB[RH-
TENEHOMY O50pyQOeaHN)
Guidelines for quality andior erwvironmental management systams auditing
(PYEOBOORLLME YEEIAHWA N0 SONPOEIM ayOWTE CHCTEM MESHETHMEHTE KAYSCTEE WIKNKM CHe-
TEM MEHEHMEHTE OXPYHEHILER YENOBEKE NPOM3BOOCTEEHHOR Cpenbki)
Cuality managamant systems. Guidelines for parformance improvementis
(CHCTEMEl MEHEIHMEHTS Ka4acTEd. PaRoMeHZaumKy No yNyHWEHMKD D8R TENRHOCTH]
Envircnmeantal management systems. Specificabion with guidance for usa
(CHcTEMBl YNPSENEHAR OEPYHSH0WER cpenod. Tpabosasws 1 DYEOBODOCTSD MO NPUMEHE-
HKH )

[2] 150 13488:1996

[3] IS0 9001:2000
[4] ISONTR 14968:1959
[5] IS0 14871:2000

[G] =0 10012:2003

[7] IS0 180112002

[B] 150 90042000

[8] 150 140011996
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YK 616-7:655.562:006.334 MKC 11.020, IoT
03.120.10

KnicHeskis cnoba. CHCTEMA MEHEONMEHTA KIYECTES, MEOWUHHCKWE WIOENWA, yCTaHoaneHHse TpehosaHKa, opra-

HW3ELIWA, 00Ky MEHTHDOBAHKAR NPOUELYPA, NOTREGMTENE, BEPKEWKALMA, BANWAALMA, NONUTIKS 1 LENKM 8 aBnacTH
KAHECTES

Pepaxtop I B. Jomosa
TexHwsacHR penaxtap £ A Mumpoghanosa
Hopparrop C. B CeupHoss
KomnerotepHan sepoctea T, @ Kpansuoaod

Chaaso o wadop 2.09.2013 Negnacasa &8 pegats 25102013 Popmat 80k B—"l"u'e Bywara oadicerhan. TapHATypa ApKan.
Meyarte ohearqas. Yo, neyw. n. B05. Ya-mag n 5,300 Tapawx 73 sks. Jae. 1287

BN eCTAHZAPTEHSOPR:, 123995 Macksa, Mpadatiwe nep., 4.
wharw. gostinio.ru infoigastinfa.rs
Hafipana v crnevarano b Kanywcsad ranarpadied ctangaproes, 246027 Kanyra, yn. Macroackan, Z58.
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