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MCT P UCO 13485—2004

Mpeancnosue

3ana4n, oCHOBHBIE NPUHUMNE W NpaBana npoeegedka paboT No rocyjapcTBeHHON CTAHOAPTH3ALIMA B
Focowiickol Gegepadnin yoradoanasds TOCT P 1.0=02 «MNocynapcTeeHHaA cUCTeMa cTaHOapTiIaumn Pocs-

CHACKDOR Pegepaupd. OCcHOBHBIE NoNoReHUAs W M2CT P 1.2—82 «MocygapcTeeHHanA CHCTEMa CTaHdapTHaa-
yuK Poccuickoi Pepepayrd. MNMoprgor pazpaboTed rocyapcTEeHHBY CTAHOAPTOR

CeegeHHMA o CTaHOapTe

1 NOOroTOBNEH 3akpemen arnoHepHs obwecTaom «sBHMWMIM-BMTA» Ha ocHoBE COBCTREHHOMD
AyTEHTWUYHOID Nepensda CTAHAAPTA, YEAIAHHOM B NYyHKTS 4

2 BHECEH TexHA4eCHMM EDMHATETOM NO CTaHOapTHIauun TK 436 «Ynpapnesde Ka4YecTeomM W COOTEET=
CTEYVIOLWWE SCNExThl ONA MEQHUWMHCKKE M3gennias

3 YTEEP#OEH W BBEOEH B OEMCTBWE Mpukazowm PenepansHorc aredTcTBE NG TEXHUYECKOMY
PEMYNHPOBAHMIO W MeTponorvd oT 10 HoaGpa 2004 r. Ne 66-cT

4 HacToAWWA CTAHOAPT WOBHTUHEH MexOyHapogHomy cTaspapty MCO 134852003 «ManenyA megw-
UMHCKME. CHCTEMbl MeHEOMMEHTA kadecTea. CucTeMuwe TpeboBaduA ANR UENed perynuposaHdAs
IS0 134852003 «Medical devices — Cluality management systems — System requirements for regulatory
pUrpOsEsD.

MpK NpYMEHEHRA HACTOAWEND CTAHDAPTa PEKOMEHOYETCA MCNONEICEATE BMECTO CCbUNOHHLIX MENDYH-
POAHBIX CTAHOAPTOE COOTBETCTEYIOLUHE MM HALUWOHANBHEIE CTAHOAPTH, CEANEHMA O KOTODLIX NPHBELSHE B
OONONHATENEHOM NDMN0XEHAA O

5 B3AMEH NOCT P 51536—89, MOCT P 51537589

Mughopualua o esedequl @ dedcmaue (Mpexpawaruy dedcmeus) HacMOoALW@a0 cmaKdapma myamxy-
EIMCA & ykazamens «Haluosansqse cmakdapimsis.

Hughopmayus of uameHeHUAX K HACMORWEMy cmaxdapmy myanusyemcn @ yrazamena «HayuoxansHsie
CMandapmbsin, 8 MaXKcm UsMeHerul — 8 UHbopMaUUoHHLX Yrazamenax cHayuoMans+sie cmardammais.
B cnyyae nepecMoma Wil omMakbl HACMOAWE2D cmandapma coomesmcmayioias uhgbopsMauus Gydem
onyfnukoeasa @ uHghopMaLLOHNOM YRAIamena « HayuoHanbHse cmanoapmiis

& WMNK Magarenscteo cTakgapTos, 2004

HacToAWWA cTaHaapT Hé MOMET BbiTe NONHOCTEID WM YACTWYHO BOCTIPOMIDENEH, TUPAWWPOBAH W
pACTPOCTRAHEH B KaYacTee ochMUMANEHOMD HigaHwA Bea paspewedA PegapansHoro argHTCTEA No TEXHWYeC-
KOMY PETYNADOBAHKIO W METROMCMM
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r| obecneqyeaTe OCBEO0MNSHHOCTE CEOEMD NBPCoOHaNa 0f aKTyansHoCTH M BAMHOCTH 8ro NeATanbHOCTH
W BENAgE B OOCTHHEHWE Uened B 0BNacTi Ka4yecTes,;

a) NoanepHHBaTe 8 pabodveM COCTOAHMM COOTEETCTEYIOWME 3andcy of obpaloBaduM, NogroToBKe,
HABBIKAX W onNBTe (4.2 .4).

Mpumey aH U o — HEYUOHSMEHEE WY DESUOHANLHBE RODMEMUMEHEE JONPMEBHITIS MOSHM COOE0METIE MDS-
BOGAHUA & KOHKDEMAHOD ODSaHUEEUUY O DaARaGHMNE CORYME HMUDOSaHHER MRouedyn G oNpedanenLs HEoxo0LMosTIU
MOC20MOBKU RER0OHANE.

6.3 WHdpacTpykTypa

DprasdyIauna QonEHa onpeaenaTes, 0fecneYraars ¥ No0geEHMEATE B patouye COCTORHMK HHdpacTpyr-
TYpY, HeoDXOOWMYID ANA AOCTUMEHWA COOTEATCTEMA TpehoBRaHWAM K NPpoayKUWM. MR@pacTpysTypa MOomer
BENHYATE:

a) agaHvA, pabodee NDOCTPEHCTRED M CEAIAHHKIE C HIAM COeOCTEa TPYOA;

6) ofopynonaxwe ANA NPOUBCCOR (KaK TEXHWYECKWE, Tak W NPOrpaMMHBIE CPEOCTEa |;

B) cny#bsl 0SecnedeHus (HanpUMep TPaHCNoPT UK CBA3L].

Cpzanuaayus domssa pazpabomames doxysMermuposadHse mpefosakus k dedcmeuss, noddepxues-
HLLUM B8 UHbpacmpyKmypy, emoYan Yacmomy ux apoaedesus, ecnu ¥my dedcmeus Wil Ux omcymcmaus
A0S T TOEMUAME Ha KaYBcman npodyryLiL.

Janucu of amux Jelcmauny domkHe TodSepwIMaMBCA 8 paboyan coCImomRLL (4.2 4).

6.4 MNpowasopcTEeHHAA cpena

Oprasx3aunA qoms«Ha coafasatk NPOMIBOACTEEHHYH Cpeqy, HeobXoquMy ANA JOCTHMEHWA COOTRET-
CTEMA TpefoBaHKAM K NPOAYKLWM, W YNDaBNATE 0.

CHID exmoYaem cnedyrowiie mpebosanus.

&) opsasusayus donwHa pajpabomame doxyMeHMUpOEaHHLIE MPeBoEaHUA K COCMOANLI 300006bLA,
suguene t odexde NEpCOHANa, aciu KoRmaxm Mexdy nepoodanos U mpodysyued wny NpouIsodcmeeHHol
Coedol MOMEM AMPULEMENsHO NOSILAME Ha kavecmao npodysyuy (7.5.1.2.1);

&) ecnu npoussodcmaeHHad cpeda MONENTT OMPULEMEesND CKEFaMeCH N3 KaYECcias nMpodyKuLL,
op2aduzauus domsHa pazpabomams JoRyMeNmUpoeaHHEe Mpeboeanus K nNpouzgodcmeasHsod cpede u
GOKYMENTILDOGRHHEE NDOUEdYDE UMY NDOUIECICMEaHHLE UMCDYRUUL T8 MONUMODUHEE U KOHMDONA
npouseodcmeskkol cpeder (7.5.1.2.1);

a) opsaHuIaliuR doMEMa 2apaHmUpOsams COOMEBEMEMEYILLYID NOJZ0MOoBKY NEPCOHANa, apaMeliHd
pabomamuess 8 ocolisiy Yonosuax npoussodcmessHol cpedsl, Wy e2o Haxoxdenus nod wabnodesusn
ModeamoameRRoes Auga (6.2.2, nepayucnesug §);

2l npu HeoBxodLUMOCMU PaZpatomiy U AOKyMEHMUPOSaHUE CISULANEHBIX MED JNA KOMMPONA 3832pA3-
HEHHOD LT NOMEHLUANEND IG20ASHeNH00 MDoOYRYLL © a0 NPEdomEpalyesUnA Ja2pasHeHUA 0CmansHod
mpodykuuy, mpousecdcmesqHol cpedsl WL 382DAHENUR Nepcodana (7.5.3.1).

7 Mpouecchkl KHUIHEHHOrO WMKNa NpoayKUMK

7.1 MnanvpoBaHWe NPOUACCOR MHUIHEHHOTD LMKNa NPoayKUMK

Jprasd3ayns OofsHa NNasdpoBate | paspabateieare Npousccel, Heobxoguuse ona obecnedYyeHua
MMIHEHHOM LMKna npogyeuad. Nnasvposadke NPOUBCCOB MWAHEHHOND UWKNa NpodykuMd OonwHo Obime
COMACOBAHD © TPeGOBEAHWAMK K ADYIHM NPOLUSCCaM CHCTEMEl MEHSIHMEHTA KadecTea (4.1).

Mow MNaHKpoBAHAK NPOUSCOOR BHIHEHHOMD UHKNa NEoayKUMH OpraHH3agna JoNHHa yCTaHoBKRTE, 8CN
aTo uenecoolpasHo:

a) uegny B obnacTy KadecTea W TpeboBaHuA K NpomyKLWiA,

&) noTpebHocTs B pazpaboTie NpoUecCOB, OOKYMEHTOE, a Tawse B obDBcnededdd pecypcami OnA
KEOHEPETHOM NPOayKLAM,

B) HEoGXOOWMYID ABATENEHOCTE N0 BEDHMOUKALMK 1 BANWASLMK, MOHUTODHHTY, KOHTDOMK H HCNETAHUAM
ONA KOHKPETHOR NPOOYKLMKA, 8 TAKKE KPUTEDAA NPHEMKK NPOOYKLIHA,

r) sandc, HeobkogusMese AnA obecneyeHiia CEMOeTENLCTES TOM, YTO MPOUBCChl MHIHBHHOM LMKNS
NPoOYELMK 1 NPOM3BEOEHHERA NPOAYKUMA CooTBaTCTEYOT TpeboaauuAmM (4.2.4).

PeayneTaTel 3TOM AAAHWPOBAHAA SOMHHE BeITe B DopmMe, COOTRETCTEYHILIEN NDEKTHKE OPraqHM3aunK.

Opeavulalus domeya paipabomams dokyMermuposatHbe MPpefoaanud K NDasIeHI0 DUCKOM Ha 8Cex
AManax WUIREHNOS0 LLUKNES NpodyRuyuLy. Fanuct No yNpasnanuio pUckoM domyksl ToddepRusamsca 8 pabousi
cocmoanuy {4.2.4 u npumeyanue 3).
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MpumayaHus
1 OoeysaHT. GnpesenasLWh NEOLEces] CHETEME! MEHBMMEHTE EEYSCTES {BHNEMNER MPOLECEE] HAIHEHHOM LWsng

NPOOYHLIMK) W PEcYPChl, HOTOPHIE NPEOCTOMT MPAMEHATE K HOHEPSTHOA NPOOYEUMK, NPOBKTY WNH ECHTPaTY, MOMET
PRCCMATDHEATECA HAK NNAH KA4SCTaa.

2 Mp#t papaboTie NPOLECCOB HMEHEHHOM YHENa NPOOYELMH ODFEHMISUNAR MOMET TA0HE NPHMEHATL Tpebosa-
HieA T3,

3 O, [8] no ynpSameHuKE DUCHDM,

7.2 Mpousctel, CEA3IAHHLIE C NOTPRBHTENAMK

7.2.1 OnpepeneHde TpeboBaHWA, OTHOCALMXCA K MpOOYELHA

Opradkaauma AONEHa oNpeaendT:

a) TpebopaHnA NOTpeSUTENA, BENKYad TpeboBaHMA K NOCTABKS M JeaTeNsHOCTH NoOCNe NoOCTaekM,

G) TpefoRaHMA, HE ONPEOenNeHHBIE NOTPeBUTENeM, HO HEOBXOOWMEIE ONA KOHEPETHOND MMM NPeanona-
ragmoro MCNoNE3I0BAHMA, KOrga OHO WIBESCTHD,

B) 3akoHOJATENbHBIE W OpyrMe oBAatensHee TpeDoBAHWA, OTHOCALLMECA K NPOOYKLIAK;

r} nobeie AoNonNHATENEREE TPEDORAHWUA, ONDEENEHHBIE OpTraHdIaUMed.

T.2.2 AHanna TpofoBaHWe, OTHOCALMXCA K NpOnyKLMH

Cipradnaaumsa GonEHa aHandaupoRaTs TpefoRaHus, OTHOCAWMECA K NPOOYKUMKM,. JTOT aHanva OonseH
NPOBEOOMTECA 00 NPHHATHA OpraHnaaded obAsaTenNsCTES NOCTARNATE NPOEYKLHID NOTREGUTEMO (HanDUMea
YYECTHA B TEHOEDAEX, NPWHATHA KOHTRAKTOE UMK 33Ka308, NPWHATAR WIMEHEHKA K KOHTDAKTAM WK 3aKa3am) |
Oon#eH obecneYueaTs:

a) onpedensyue U JoKyMeHmuposanue mpedosanuil ¥ npodyruyud;

6) cormacoBaHwe TpeBoBAHWA HOHTDAKTA MNK 3AKA3A, OTNHYAIOWWNCA OT paHes cihopMynNpoaaHHbIX;

B) CROCOOHOCTE OPradMIayvy YOSENETREODATE ONpedanaHHEe TpatoaaHMa.

JanucH padynsTaToR aHANKIa W NOCNEOYKILMX A8ACTEWA, BETEKAIOWMY U3 aHanWaa, AoMsHsLl NoAOep-
HHMBATECA 8 paboden cocToAHMKM (4.2.4).

Ecne noTpefuTend He BuigBWMramT O0EYMEHTHPOBaHHEY TPeOoBaHWE, OprasM3aUMa SonHa Noareep-
AT MX Y NOTPeBUTENA 00 NPUHATHA K MCRONHEHWED.

Ecny TpefoBRadA K NPOayKLy Mk MIMEHEHE!, ODTadMIaLUA 00MHHa 00ecneYmTe, YToDk COOTBETCTRYIOWME
OOKYMEHTEl ORUTH MCNpIENEHE, 3 IAWHTEDECOBAHMHEIN NEpCoMan Geln NOCTARNEH B HIBECTHOCTE 00 MaMeHHBE-
WHxCR TpeboBaHuax.

MpumayaHde—bB HEROTOPLIE CUTYALMAR, TAAX KEE NPOOEMH, OCYLUSCTENREMBIE Yepas MHTapHET, npaite-
“ECHEH HeusnscoobpasHo NpoBoaMTs GHUULMANLHEIR BHANME EHAOM 28K838. BMacTo 3TOM aHANK2 MOXET PacnpotTpa-
HATLOA HE COOTEETCTEYHMLYID WHROPMALMK O RPOOYELEMA, TAEYH KK KATANOM MM pERnamsHbIe MaTepuank.

7.2.3 CeAlk ¢ noTpebuTename

Opradvaauma JomeHa onpedenATe ¥ OCYWEeCTENATE 3DMEkTHEHEIE MePE NO NOASEMHAHMKD CBAIM C
noTpefuTenAMY, KacaloWHecn:

a) MHDHOpMaLWK O NPOGYHLAW;

6) NpoXO#OEHWA 3aNPOCOs, KOHTRAKTa MK 33KA3a, BEMNI0YaR NONPaBkK,

B) obpatHol cBAZM C NOTReDUTENnEM, BENDYan ¥anobsl noTtpebutenad (8.2.7);
&) MoACHUMEaNBHbEX Veedomnenul {(8.5.1).

7.3 MNpoekTHpOBAHWE W paazpaboTKa

7.3.1 MnanvpoBaHHe NPOSKTHPOBAHKMA M palpaboTHM

Opzasuzayus donsma paspabamesams JoKyMeHTIUpOEaHHES NRoUYedYDE NpOeKMUpDEaHUA U Pazpa-
Bomsy MaduuuMcruy uadenul.

Opranuaauua 0fAlaxa NNaHMpoBaTE W YNPEENATE NPOSKTHROBAHWEM W pAIDatoTHON NPOOYKLIAK.

B xo0e nAasvpoRaHva NpOeKTHPORAHMA M pa3paboTiK OpraHMaanMa JoNHHa YCTaHIBNMBATE!

a) CcTaguW NPoeKTUPOBAHMA W paapaboTeM;

&) eudsl QeaMensLHOCTIL N0 aHaNU3Y, eepudhikayul, eanudayuy U nepedave NPoBKME [CM. TDUMaYa-
HUB), coomeamomeayiolue kandod cmadul Npoexmuposanus u paspadomsd,

B} OTBETCTEGHHOCTE W NONHOMOYKHA B 0GNACTH NPOEKTUDOBaHWA 1 paipaboTim.

Oprad3auma 00msHa yNPaanATe BIaMMOQBACTBUEM PAINWYHLI IYNN, 3aHATLE NPOBKTHDOBAHHEM W
paapaboTHoR, © yensn cbecnedednd 30 hesTHEHOR CRAIM W YETHOrD PacnpeienaHna OTEETCTREHHDOCTH.

PesynbMmamel NIaHUDOGaHUA Jomwibl Ghime JoKyMEHMUPOEaHE U, SCiU HeobxoduMo, akmyanuaupo-
BaHE MU COREDLUSMCITIBOEaHUL NDOEKMUPOEaHUA U paapabiomsy (4.2.3).
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Mpuseywapue—JeamansHocmes Mo epedads MOOoSKME @ Npouects ADOSKMUDOEEHUA U paspabomay
MEJUYUHCKD2D UAdenUR GOMRHE 28DaHMUPOEaME, YWD BeX00HEE JaHHLIE NEOBSKMUPDSSHUA U paiapabomey Gpdyrn
AEMPULLDOSEHET KSK CODMBEMOMEYHWLIE MPeiosanuRM & APOUSCoY UI2OMDENEHUR, Mpands e CIIaHym oxoHYE-

ML HEMY CRELULKaLURMY THodyKYLLY.

7.3.2 BxogHble OaHHLIE ANA NPOBETHPOBAHWA W pa3paboTeM

BxogHee gaHHe, OTHOCALWWECA K TPeboBaHWAM K NPOOYELMK, A0MsHsl DbiTe ONpEQENeHE, 8 3anucH
O0MHHE NOOOEEHEATECA B pabodem cocToRHMKM (4.2.4).

BrogHee JaHHEE O0MHHEl BEMOYETE.

a) hyMKUuoHankMHbie U IKCrmyamayuonssie mpebosasun, mpeboeamud k Ge30nacHoOCMU COENacHo
HEIHIUSH LK,

6) COOTRETCTEYIOWWE IAK0HOAATENEHES W OpyTHE obAlaTensHEE TpEDoBAHNA,

B) Tam, rge ato yenecoobpaiio, HHopMaUMio, BIATYIY M3 NPenEAYILMY aHaNnorvYHER NpoeKToR;

rl opyrve TpeboBaHMA, BAMHEE ANA NPOEKTMPOBAHKA K paipaboTky,

) abixodHae JaHHLE MY yNpaanasu puckom (7.7).

Brodubie danHee JoimkHs Okimes MpOSNaMUILD0SaHE HE CONTESTICITIEUE YOmakoanaHHeIM mpeboaa-
MLIAM U PMEEDsIE .

TpeGoeasnA A0MKHE GblTh NONHEBK, HERBEYCMBICNBHHEIME K HENDOTHEOPEYUE BIMK.

7.3.3 BeiXoOHLIE AAHHEIE NPOSETHPOBAHKUA W PaIpabBoTHK

BexoOHele JaHHEE NPOSETHROBEAHRA W pa3paboTed OoreHsl BeiTe NpEcTaEneHbl B8 OpME, NoIBonNANK-
LWed NpoeecTH BepudHEaumiD OTHOCHTENEHO BXOOHEX TpeboBaHMA K NPOBKTHROBaHHID W paazpaboTee, a TaKks
O0MHHL BBITE YTREDHAEHL! [0 WX NOCNEOYILLEND MCNONBIDBAHKMA.

BrexogHee JaHHBE NPOEKTHROBAHWA W paapaboTi QoMsHs:

a) COOTBETCTREORATE BXOOHEIM TREE0BaAHMARM K NDOSKTHROBAHKMEY W paipaboTie;

6) ofecneydeaTe COOTRETCTBYIOLIGA WHODOPMALIMEN No JaKyNKaM, NPOMABOACTEY W OBCMYHMBAHWIG;

B) COOBDMATE KPUTEDHH NPUEtKa NDOOYKLIMIA WM COBINKM Ha HIAX,

r) onpepensaTe XapaKTepUCTHEM NPOOYKUWY, CYLUeCcTBEHHEE OnA @8 Ge3onacHors ¥ NpaBKNEHOD We-
NONEI0BAHKA.

Janucy abixodtbix damebix TPOBKMUPOEaHUS o pazpaliomyy Jomsadsl noddeprusamescs 8 pabodem
cocmosHul (4.2.4).

Mpuwseywa sy e—Jamict sexodibx danHEE TROSKMUPOSARUSE U PAaFDa0omun MOy SKRHame cheulg-
KLU, MPOUFE00CMBEHHEE MOOUSCCL, MEKHLMECKUE “aMEst U KYDHEM: MBXHUNETKUN JaNUced Wy veonedosanud,

T.3.4 AHANWA3I NPOBKTA W paIpaboTHH

Ha Tex cTagwax, rog ato UenecoobpasHo, OoMMEeH NPOBOOMTECA CHCTEMATHYRCKWE aHanKa NpoaKTa |
pazpaboTe B COOTRETCTEHMN C 3aMMaHHPOBaHHEIMK MEDONPUATHAMK (7.3.1) C UBNEID:

a) oueHEW cnocoBHOCTH pEIYNeETATOR NPOEKTHPOBaHMA W paspaboTEK YOORNETEOpATE TReboBa HMaM,

6) BeiABNeHAA Mobsx NpoGnem W BHECEHWA NPEANOMEHWA Mo HeobXonMMbIM OBACTRAAM.

Tawold ananus donmibl GeMOnHAMs Mpedcmaaumeny cmyml, UMSIowWUX OMHOWaHUE K aHanuIupyemMbing
crmadusm Npoekma U paspabomyy, a makwe dpyaue cheuuanucmel opearusadgun (5.5.1 u 6.2.1).

JannucK peaynLTATOR aHanWia W BCax HeobxXoaWMbn DEACTEMA QOMeHE NOOASPHWBATLCA B pabodem
COCToRMHMA (4.2 4).

7.3.5 BepudHEauua npoerTa 1 paipadoTEn

Bepudrauia gonsHa ooy WeCTENATECA B COOTESTCTEMN C 33NN AHADOEIHH MM MEDONDUaTHAMK (7.3.1),
yTobel YOOCTOBSDMTECH, YTO BLIXOOHLIE JaHHLIE NPCEKTHPOBAHWA W palpaboTkd COOTRETCTEYIOT BXOOHLIRM
TpeBoBaHMAM. 3aNHMCH PEIYNETATOR BERPHEHMEaLMK ¥ BCEX HeoBX0oMMEX JEACTEMA O0MeHEl NOADEDHHEATECA
B pafodyen COCToRHMK (4.2.4).

T.3.6 BanWoauwsa NpoekTa ¥ paipatoTEHA

Banudauus npoekma o paspabomey dormena nposodumscd & COMWTMSMOIMEaUy © 3annanLuDog S
MepoTpuAmUANMy (7.3.1) dne ofecnedesus coomaeamemend somoaod mpodykuuly mpefosaHUam K e HasHa-
HEHLIN UNU CN8YUETLHOMY NouMaseHwo. Banudayua domama Geime Npoeedexa 0o nocmaaky mpodyKuuy L
a8adaHUA 88 & IKCANYSMAaULIo (oM. NpUMEYaHLE T).

JanvcK paaynsTaTos Banuaauund 1 Bcex HeobxXoguMend OEHCTEMA A0MHE NOOOEPMUBATECA B pabodem
coCToAHMM (4.2 4).

Opeanuialus ofazakna nposooums KNUHUYECKUE LWL IRCINYSMayUoRREE UCHBIManua MedULiLuHoKUX
LUaSenuil KaK Yacims MeponpLsamiLg no @anudaguy Npoekma U paipalomxu @ ComwneamomElill ¢ mpaboaanuamML
HALUUOHAMLMEIX UMY DESUOHANEREY HODMAMUBHEY JOKYMENMODE oM. NpuMeyaiue 2).
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MpumMeavyaHun

1 Ecrmu MeduuuHcsos wa0enue modnssum eanudayul monbrs mocns cOopsy U MONITIENE HE MECIE 820 NDUMBHE-
HUA, MOCIMEERS NPOOYRLILIY HE CHINMSEMCH JaMOHYSHHOD 00 may mop, Moxa apadysuus He Gydem HopsansqHo Nepedais
nompaGumeara.

2 Mpadomaanetus eduiidcroat vadenud dimR ApOSsderLIR MILHLMECKLY WM SHCITIYEMayLoHHLIY BONRITIERUT
HE CHUMEEITICH MOCMSERo .

7.3.7 YnpasneHve HIMEHEHHAMK NPOSKTa H pa3paboTrH

HMameseHua npoekTa W paspaloTs QonMHE SeME MOBHTWRWUUMPOBAHE, 8 33MWMCcH JON¥HE NOO0E0HH=
BATLCA B padouen COCTORHAK. MameHesna JomsHsl DBTe MpOaHansInpoaansl, BEpHDHLKpOBaHE W NOOTASDH-
OeHEl COOTEBETCTRYHLUMM OOpasomM, 3 TAKME COMMacoBaHsl 00 BHECEHWA. AHANWI HIMESHEHWA NDOBKTa W
pazpaboTHH A0MHKEH BENKNYETE OUSHKY BIMAHKA HAMEBHEHWA HA COCTARHLIE YACTH MIGENKA K1 Ve NoCTaaNeH=
HY D MDOOYHLIED.

3anucH peIyNeETaToOR aHANKIA HIMEBHEHWA M NI0DLIX HEODXOOMMEBX JBACTEMA O0M$Mb6l NOLOSDHHUBATECA
B pabodyen cocToAHWK (4.2.4).

7.4 3akynkmn

7.4.1 Mpouecec 3aKyNoK

Opzawuzayua donwHa paipabomams JoxyMeNTILPOaaHHEE NpoLedype, ofecneyusaLlue coomaam-
CIMaLUg IarynneHHol MpodyKUUuLY YomanoeNeHHbM MpeBoaaH LR & IayTmican.

Tun 1 cTeNgHL YNPABNEHKA, NPUMEHAEMbLIE N0 OTHOLLEHMIO K NOCTABLMKY 1 33Ky NNEHHOE NPOaYKLIAM,
MOM¥HE JABHCETE OT 82 BOAASACTEXA Ha NOCNEeAYIOWME CTANWK MWIHEHHOMD LIMKNA NPOOYHLMA MMM FOTOBYKD
NPOOYKLRD.

Cipradnaauma onHHa oUSHHMBaTE W BuIDWMpaTs NOCTABWMKOE Ha OCHOBE WX CNOCoBHOCTH NOCTARNATE
NPoOAYELHME: B COOTBETCTEHK C TpeboBaHuAMK oprasuaauss. JonkHe Bsims paspaboTadsl kpuTepHd oTbopa,
OLEHKA W NOBTODHDE OUEHEK. 3anvck peayneTaTos OUEeHHBAHKA W NDBE HEohXoQHMEE OSRCTENHE, BbITEKAD=
LMY W3 OLEHIA, OOMEHE NOQOSDHHBEaTECA B paboden cocToaHq (4.2.4).

T.4.2 WHipopMalMa No 3akyngkam

MHDopMaLMA NO 3aKYNKaM GOMKHA ONMCEIBATE 3AKa3aHHYI0 NDOOYKUMIO, BEKNIOYARA, roe 310 HeoGxoaumo:

a) TpeboBaHuA K YTESEHOSH WO NEOOYELWA, NpOYeaYE, NooUaccos W oDopyaoaaHMaA;

&) TpebopaHMA K KBEANMGgMEALUMK NepooHana;

B} TpelosaHwd K CHCTEME MEHBIMMENTA KAYECTRA.

OpraHvaauma 0omsHa oSecneYveate afeskBaTHOCTE YCTAHOBNEHHBE TpeboBaHWiA K 3anynkaM a0 Wx
COOGLEHNA NOCTABLUMEY .

B8 mod cmenenu, & kakod amo Heodxodumo dnd ocyecmanayus npocnaxueaaMocmuy (7.5.3.2), opea-
Hudayus dormeya noddepsusams @ pabousn CoOCMOoaHULY COMNMEBamoMayioLyo WHhODMaLULUID Mo JaKETIKSM,
Mo acme doxyMermer (4.2 3) u zanucl (4.2.4).

7.4.3 Bepudurauma 3akynneHHoR NpoayKunM

OpraKWaauma qomkHa paapaboTaTe ¥ OCYLWECTRNATE KOHTPONL WM APYTYI0 ABATENEHOCTE, HEobxoou-
MyI0 ANA 0GecneYeHyA COOTRETCTRMA JaKyNNEHHOR NPOOYKLKK YCTAHOBNEHHEM TPEhoBaHKAM K JaKynKkam.

Ecnu opradnaaumwa 1ny noTpebuTens ee NpoayKurKM NpeanaraioT OCyLeCTETE BepudrEaL Mo Ha npag-
MPMATHA NOCTABWMKEA, TO OPraHM3aUWA BOMKHA YCTAHOBMTE B MHDODMALMK N0 3aKYNHaM NDeqnonarasisie
MEQE! N0 NPOBEQKE W NODASOK BRMYCKa NPOOYELMIA Y NOCTABWMKS.

Janucy No eputhukayuy doimikel NoddepwUeamsca 8 padoyes coomaoakuy (4.2.4).

7.5 MNponaepogcTac M OBCNYHHBAHHE

7.5.1 ¥npaanenwe npoMaIBOACcTEOM W 0GCNYHHBAHKEM

7.5.1.1 O6uwue mpebosarnun

Oprasuaauua GomkHa NNasMpoeaTe ¥ obecnedweans NponIsogcTas 1 obCnysMBEaHHE B YNPaBNAEMBIX
YCMOBWAK. ¥ NPaBNAEMbIE YCNOBWA JOMMHLL BENIOYaTE, BCNK 3To wenecoobpaiHo:

a) HamnwiMe MHDoPMaLKK, ONUCHBAI0LWENR XADAKTEPUCTHIM NPOOYKLIMW,

) Hanuwile JoKyMEHMUDOEAHHEY NpoUedyp, paboyuy LHCMIDYRUYLL, IManoHHBX NpoUedyp UaMepeHus
U, ecnu HeabxodUdo, CcNpasoyHoOsD Mamepuans;

B NPpUMEHEHME NOOXOOAWEers obopyaocaaHus;

I} HANWYHE W TPHMEHEHHE KOHTPONBMEIX M WaMEDUTENBHBX NpHbopos,

A) NposSeeHWe MOHHTODWUHIE M WIMEDEHWA;

@) OCYLBCTRNEHWE BRNYCHA, NOCTARKM W ASACTBHA NOCNE NOCTABKM NPOOYHLIMK,

M) GbITOMHEHUS KOHKDSTHL delcmalul Mo Mapkupoaa U Jakoans.

Opzaquzauus donwna paapabomams chopiy danuceld U noddepwusams Ux 8 pafouyenm coCmoaHuL
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(4.2.4) dna kamdod napmuy Meduurckux vademud, umobs ofecnayums WX MPOCNBMLEaEMOCTE @ COOMaaT-
cmavy ¢ 7.5 .3 U yomanoaums konusecmas npoussedenHol npadyryuy o npodykyul, npedyaitavaxkol dng
mpodawyu. Janucu no kawdod napmuu usdenud domsesl Seime eepuduliuposansl U ymasmwndesr.

Mpusmeyadue—MTapmusd MONEM CHUMAMESR 0dHD MedULUHCKOES uadaniwa,

7.5.1.2 ¥npaanenue npouszeodcmeaos U ofcnyxuaanues. Cneyuansysie mpefoaanus

FA1.217 Yucmoma npodyRyul U KoHmMpons J82DA3HeRHoCTIL

Opzanuaalus domsHa paspabomams SokyMEHMUpOEaHHES MPeGoaaHua K YUCTIMMe NPodyRLUL, 8Ciu:

a) neped cmeplnuzayueld Wunl npuMeHeryven npodyryus npoxodum oYucmey 8 opsanNuzauyLl;

&) npodyKuLR MOCMagnasmcd 8 HeCMepunsHoM aude u Modnexum oYucmxe nepad cmepunusayued
LLITU MDLA EHEMHLUER,

a) ApodyrLUR NOCMaTASMcH @ HeCMEpUNEHOM BUDE U 88 YUCTINTE HE UMEEST IHa4eHLA dNA npuMe-
HEFHLIA,

2l peazeHmsl 3T oYLCmEL Apodyryul domekel Geis ydanaxk NPy 88 U3SomoamnenLL.

Ecnu npodywiyus nodeepeaemcd OYLCITIHE 8 COOMBEMCMEUU C NEpEYUCBHUAMU a) unu &), mpebosanun,
codepsaiyiecs a (6.4, nepeylucnaxue al v (6.4, nepevucnaiue 6], neped npouedypod OULCMKY HE NPUMEHA-
MNTICHA.

7.5.1.2.2 PaGomei no MoHmaxy

MMpu weobtxoduMoCyU OpeanusaLuA doMmaHa paspabomams doNyMesmuposanise mpeboganur, codep-
WALLLE KOUIMSDUL MPUeMKEL U 880UiPUNaLLILT MOMNMana WeduLURCKO2D USIENUR.

Ecnu coznacodarkeid ¢ nompebumenas MpeS0eanuR MOIB0NAKNT BEIMOTHANTE MORMAN HE MOTsKD
CLTaMU OD2aHUIaUIUU WIH 88 NoNHoMOYH020 Apedomasumens, opeanuiayus domexa pazpabomame Ooxy-
MEHITILDOESHRBE MOSEDEaHUA K MEakoMy MORTENY U 20 SeDUBLIKaLILIL.

Janucu no MoHMaKy U espuuanul, KOMopEE OCYLLECIMENAST OPEaHUIRYUS WL 88 MUTHOMOYHELT
npedcmaalimens, doimiHs noddepxuesambses 8 pafoves coomoskuy (4.2 4).

7.5.1.2.3 feamensHocms No oScaysueanuio

Ecnu mpebogarue k¥ obCTywLaanio RENREMcA CMeLUUansHsM, OpsarudaLus Jomkua, nou Heobxadi-
MOoCmU, paidpabomams JoKyMedmUpoeaNtse Npouedyped, paboyue UHCMDYRULIL, CRDasoyHBEe Maimepuans
U 3ManoMkble Npoyedypsl UaMepeHUs ang ocyluecmanequs cboly usanus U 820 aepbukauuy 8 cCommasm-
CNEUL 0O CNeLUATEHER IDSE0ESHLIGM.

Janucu no obcnywuUSaNUN. BLITONHABMOMY Opsanudayued, domwks noddepwusamecA @ paboqwen
cocmoaruy (4.2.4).

Apumayadue — OOoAysuBEaHuE MONET SXIHETS, HENDUMED, PEMOHIT! U MEXHUNBcRoS O8CTysUeanUe.

7.5.1.3 CneuuansHibie mpeboaanus ¥ CIMepunbHLIM MedULLNCKUM U3denusm

OpzanuIalus dormiHa Noddepwusans Janucy Mo TapamMempan NpoYecoos cMeDunu3auyUl, MouMeHRe-
MBI ANA Kawdol napmuu cmepunuayeModl npodyrgul (4.2.4). 3anucy no cmapunuIauuy domsHe! NpoCiemL-
gamscs 4na kaxdod napmuld NpouIeedenMsiy Medulurckuy uadenud (7.5.1.17).

7.5.2 Banngauwsa npoueccoB NPOMIBOACTEA H 0BCAYKHBAHWA

7.5.2.1 O6wue mpefoeanun

OpradMzaysa Oon¥Ha NogTEepXOaTts Bog NPOUeCcH NPOWM3scOcTEa W OBCNyRHBEAHWMA, PeIyNeTaTkl
KEOTODGIX HENBEIA NPOBSDWTE NOCPEACTROM NOCNESN0BATENRHOMD MOHHMTODMHMR WK MamepaHnA. K HiM oTHOCAT-
CA BCE NPOUBCCH, HELOCTATEM KOTODE CTAHOBATCA CYEBMOHEMA TONBED NOCNE HAYana MoNonsIoBaHKA
MPOOYELIFM.

Banupoauua 0oreHa NpoaeMoHCTRUpOES T CNOCOGHOCTE 3THX NDOUECCOE QOCTHIETE 3aNNaHMDORAHHBIX
pEIYNLTATOR.

Oprasr3aayna gonsHa paapaboTaTe Mepel No AT NPOUSCCan, BEMOoYan, BCni 310 NDHeMIEmMo:

a) onpeaeneHHBIE KPHTEPUK ONA aHannia | yTEeHaeHHa NPoLeccos;

6) yTREpWASHWE COOTEBETCTEVIOWEND 0D0pYA0RAHMA W KEANWDKKALMK NepooHana;

B) NPHMEHEHWE KOHKPETHRIX METOQOE M NpoUeOyD,

r) TpeboBaHMa K 3anscam (4.2.4);

o) NoOBTOPHYID BANMOILIKI.

Opesanusalus domswea pajpabameigams JoxyMeHmUpoGaiHee Npoyedypel Ganudayul NDUMeHaHUS
KOMIMERNTIEDHO20 MPOSDAMMMO20 obecavasud (U UIMENHEHUT Makos0 0BecmaysHUus LMY @20 MDUMEaRERURA)
mpu Apouseodcmas U oBcyWUBAHUL, KOMODLNE MOSYT OKEILEEMEs BNURAHUE Ha COCOBHOCME NPOAYKLLIL
yooeneamanpams yemarnoanakem mpeboaanuan. Tavoe npozpamMaioe obecnedanue cnadyem ymas pwdams
Ao 820 NEPE0E0 MLASHEHLUA.

Janucy o peaynemamay eanudaluy domsmel noddepkueameca & paboves cocmosnuy (4.2.4).
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7.5.2.2 CneyuankHkie mpebosaHus K CMepumbHLIM MedULUHCKUM U30anuas

COpzavuzauyus donmsma paspabamegams JoxyHMesmuposadHse npoyedypsl ganudaduy Npoueccos cme-
punusauuy. Mpoueccel cMepunuIaguy cnedyem ymaepwdame 9o ux Nepaoso MpLUMaHeHLA.

Janucy o pEINEMAaTax eanidauuy NpoUeccos CiMepumrzayuyr domiksl noddepRueamscd & paboyen
COCMIGANUL (4.2 4],

7.5.3 MoeHTudHKauMa ¥ NPpOCNEMHBEAEMOCTE

7.5.3.1 Hdenwmuchukaius

Opzakusayun domsea udesmubuuuposams NpodyKLLWO Ha MDOMANGHUL G080 MUIHEHHOE0 ULNTa ©
NOMOLLBN COOMESMOMEoLLLX cpedeme U paspabamedame JoKyMEHMUDOeakHbE Mpouyedypsl dma maxod
UOeHmILIGh LRSI DO RLILILL.

Opzanuaayus domxka pazpafameaames JOKyMENMUPOGaHHEIE MPOUEdYDE, 2ADaHMUDYRLILE, YO
MaduyuHCKUe UR0BNURA, S0IapalleHbe & ODSaHUIFLLIK KaK HeCOTaamcmayiowiie, udeHmubuyUupoaaHE U
omaeneskl om Uadenull, COOMasmMemayiowiy FomanoanaHtsm mpedoaanuas (6.4, nepeuuciesue 2).

7.5.3.2 NpocnexuaasMocms

75321 O6wue noroxeHus

Opzawuzalua donwHa paspabamesdams JoKyMaHmUposaHHEE Mpoyedy Dl NpOCHeXLEaeMoCTIL. TaKue
npoyedypsl domxHe onpedaname CMenass npocnexuagaMocmu npodysyuy u weobxodumbie 3anucy (4.2.4,
8.3u 85

Ecnu npocnasuMBasmMocTs ABNAETCA TpeGoBaHkeM, TO OpraHMIaUMA OoMwHa yNpaBnATE CneyuansHoR
HOSHTHEWUEALWE R NPOOYELHK W DEMMCTDMPOBATE &2 (4.2.4).

Mo umey s us— Vapaanesue pondivappayued mpodyryuu RENASMEH CRedoman, © ADMOLLELH KEmopoad
MOMHO OCYLLECITIENATN: LOSHMGDUR LU U MOOCTSMUSEA0GTTIL.

7.5.3.2.2 CneyuansHisie mpebosanun K aKmMuaHbiM UMTaHMUPYyeMbIM MeOULUHCKUM U3denuam
U UsMAmaHmUupyeMsiM MeduLyUHCKUM U3denuss

B zanucy, HeodxoduiMeie AT OCYWECTanasius MpocnEwigaeMocmu, OD2asuIauLA JomwHa axmoyams
cagdenus 000 ceX KOMIOHEHMAY, MAMEDUANAaX U YCIoauax ORpyMaowed cpadil, @CAU DHU MO2YIM SELMLECA
NpUYLNOE Moo, Ym0 MedULLWCKoe uadenue He yaoanemanpaem yoemanoana HbiM K HaMy mpaboaaHiamM.

COpaaluiauus donwKa mpefoeamns oim caouy npadomasumenad wil Jucmpubsomopos ModdepsuEames
2anucy o pacnpedensMil Meduuurckux uadenud dng JocmUseRUR RDOCHEMUEIeMOCTIY U JocmynHocmu
MK Aanicad Ana KoHMDona.

Opzasuzauyus domsqa ofecneyueams DESUCMPAauU 2py20NoTyYamend (HauMeHoeanus o adpeca)
(4.2.4).

7.5.3.3 Hdenmuhukayus cmamyca

Opradkaaums QonsHa BoeHTHMHUMPOBATE CTATYE NPOOYELMK NO OTHOWEHKG K TREBOBaHMAM MOHHTO-
PHHME M H3MEDEHWI.

Hiesmugbukalus crmamyca npodyryul domwka noddepwueameca Ha BCEX IManax ee npouseodemea,
XDEHEHUA, MOHMawa U oGcTyxuaasus dne obecneYenHus (MITPasNEeHUA, MILMeNEHUA WL MOHMaNa Monbko
npodyryul, npowedwed eoe HeobxoduMee idbl KORMDOTA U GCIBIMaRuil (Liy umesiield ouyuransHos
DAIDSLBHUE B TITOHEHLE O VoMaHoanenHkx moadoaaHi).

7.5.4 CobBcTEeHHOCTE NOTPpeOHTENEH

Opradusauma JoMsHa NpoRENATE 3aboTy o coBCTEEHHOCTH NOTpeBWTenA, Noka oHa HaXOOWTCA nog

YNPARNEHWEM OPradaanMi Nk MCNonkayeTcs e, OprasuaaumMa OoMmKHa WaeHTWPUUMPoOBRaTE, BEpMdLIMDO-
BATh, 3ALMWLATE W COXDaHATE cOBCTREHHOCT: NoTpeBWTens, NpegocTARNeHHY ONA WCNONLIOBAHWA WK

BEMIOYEHWA B Npogysumio. Ecnv cobcTeeHHOCTE NOTpebuTensa yTepaAHa, NOBPENIaHa MK NPUIHaAHa HenpUrog-
HOW ONA UCRONLIcaaMws, NoTpeSuTents nonxes GsiTe 00 3TOM MIBELLEH, 3 3ZANWCK O0MeHs NOQASDHHWBATECA
B paboden cocToAHMM (4.2.4).

MpuKeyaHye— Cofemeaqrnoombr Nompeiumans Momam Bhims UHMEanTermyansHas coBomasHHOCIT
LA KOHRMISHLLAMSHSR UHEODMELUR O COCMORHUL 820 20000806,

7.5.5 CoXpaHeHWe COOTBETCTEMA NPOAYKLMA

Opzatuzayun domiya paspabamegams doxyMaHmupaaaHae npoyadypel unl paboyie UHCMpRLLL
N0 COXPaHENUI0 COOMBEMCMBUR MpodyRUUU YemanoanatkbiM mpetoaaHluas Npu OCYLLEe CMENEHLUY MEXHON0-
SUYECKLX NPOLECCos axymouU opeasusayul i docmaske MpodyrLLIL K MECITTY HaIHaYeHLA.

CoXxpaseHwe COOTEETCTBMS OONMHO BEMKMATE 8 cebf WaeHTHOMKAUWID, NOTPY30YH0-DaarpyIouHbe
paboTel, yNaKkoaxy, ¥padeHne U 3awury. CoxpadeHie OOMEHO TAIKE NPAMEHATECA M K COCTABHLIM YacTAM
MEOAYHLAA.

Opeanusayuns domsHa pazpadomames doKYMENMILDOEaHHEE Npouadypes wny padoqus UWHCMPYKLUL Mo
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yrpaanasHLie NpodyrLuel ¢ 02panUNEHHEIM CPOROM XpadaruA nubo npodyxyued, mpeSiolled cneyuanbHbIxX
VCIMOBLD XpaneHus. Takue creyuanstsie Yornoausa Xpayderus JomeHsl pesucmpuposamsca U Beimes ynpasans-

SREIMLL
7.6 YnpaBpnewve ycTPOWCTBEAMA ANA MOHWTOPHHIE H HAMBPEHWA

OpraHr3ayna Aon+Ha onpegendTe MOHMTODNHN M WAMEDEHMA, KOTODLIE NPeOCcToRT OCVWEeCTRNATE, 3
Take YCTRORCTEA ANA MOHWTODMHNE 1 MAMEDEHKA, HEOBXOOMMElE ANA 0SecNeYeHHA CEBMOETeNECTRA COOTRaT-
CTEMA NPOOYELMKE YCTaHORMNeHHEM Tpeboaanuam (7.2.1).

Opsanudayus domsua paspabomame dokyMesmupoganise npoyadypsl obecnedveHus npogedasus
MOHLITODURES U LAMEDeHUL @ COOMBRMCMELU C YoMaNoanaHHbIMU MpeSoaaHLAMU.

Tam, roge Heobxogumoe obecnNeYrBEaTE WMELWMWE IAK0OHHYID CUNY PeaynsTarkl, MAMEpUTENLHOe obopyao-
BAHHME OOMEHD GbiTh:

a) oTkanvbpoBaHo ¥ NOBEPEHD B YCTAHORNEHHLIE NEPUOALI MNKW NEpa] aro NpUMeHervan no obpaauo-
BelM ATANOHAM, NEPEOaWMM PAIMepsl BOWHKL B COABHESHH © MEMOYHADOOHLIME WK HALWWOHAN:H BRI
atanoHamM. [Npr OTCYTCTREMM TAKKK 3TANOHOR G333, KCNoNEIOEAMHAA NNA KEANMOGDoEM 1WNM NOBEPKK, DOMNHHA
Bl Ty 3aperHcTpUpoBaHa;

6) OTperyndpoBaHs WNH NOBTOPHO OTREMYNMPOBaHD NO Mepe HeoBX0OHMOCTH;

B) WOEHTHRHMUMPOBAHD C LENEK YCTAHOBMNEHWA CTATYCA KANWBPOBIK;

) 3EWKWEHD OT PENYNAPOB0OK, KOTODEE COenand Gel HEOeRACTEMTENBHEIMI DEIYNETATE UMEPEHNA;

0) 3aWWEHD OT NoBpeROeHHR i YxyOWeHHA COCTORHKA B X008 obpalleHina, TeEXHIYecKoro obonym-
BAHWA W XPAHEHIAA.

Kpome TOMo, OpraHq3agna JonHHE OUEHWTE W 3apericTpUpoBaTe NPAB0MOYHOCTE NPE ROy IR DSy M-
TaToR WIMEPEHAA, ecnd obuapyweno, 4To obopyaosaHde He COOTRETCTEYET TpebosavdAM. OpraHM3auWa
OCN¥Ha NPESNPUHATE COOTEBETCTEY LSS J8ACTEHE B OTHOUEHHM TaKors 0Bopy0oBaHMA ¥ NKNGoH HAMEPEHHDR
NpaOysLMKd. 3anick pesyneTaTos KAnKMOpoEKH W NOBEPKW JONMHE NOOOEDHMBATECA B pabodyem COCTORHMK
(4.2.4).

Ecni npd MOHWTODWHMNE W MIMEDEHWHA YCTAHORNSHHEE TPeBoBaHMEA MCNONBIVIOT HOMNLKTEDHES Npo-
rpasmMibie CpeACTBa, WX CNOCOBHOCTE YOOBNETEOPATE NPEANCNArasMonMy NDMMeHEHUID onKHa SeTe noa-
TEEPHAEHA. 3T0 AOMHHT BbITh OCYLWBCTRNEHD 00 HAYANA NPUMEHEHWA U NOBTOPHO NOATESDMOEHD N0 MEpE

HEODXOIAMOCTH.
Mpumeyanuwe— Ou pyrosodale yazadus & B

8 Wamepenwe (oueHKa), aHANW3 K YNy4LIEHWE

8.1 OBwme nonoxeHHA

Oprasnzayna A0MKHa NNAaHMPoBaTsE M NPHMEHATE NPOYECCE MOHWTODWHIA, WIMBpDeHHMR (OLeHKW), aHa-
NH3aa W YNYyYLWeHus, HeobxoqumMee ana:

a) OeMOHCTPaUWA COOTBETCTEMA NPOOYKLIMM,

&) obecnedyeHua COOTBETCTEMA CHOTEME! MEHEOMMEHTA KaYECTEa,

a) moddepxanun pedynemamueNoCcTIU CUCMEeMbl MaHedMMEHTIE Kayecmada.

SITO OONHHD BEAKYATE ONDEOENSHWE NPAMEHAEMBX METOOO0E, B TOM YHCNE CTATHCTHYECKKY, W olnacTs
WX MCNONBIOBAHMA.

IMpuseyandye— HaUoHENBENLIE WL ESU0HANEHSE RODMEMUSHEE AORYMEHMIED MOZPm COOS0Rams Mmbs-
Boganus & paapabomee SORyMERmUDoEaRHE Nooedyp dmr SHedpeHUR CMAMUCIMUNBCKUY MEMOO0E U WIDAaTaRUS X

MoUMEHE LB,
8.2 MOoHMTODHHI M HIMepeHHe (oueHKa)

8.2.1 OBpamwnan canik

B kavecmee odHD20 U3 CNOCOB08 OUEBHKU DYHELUOHLDOEANUS CUCIMEMbE! MaHedRMEHTIE KaYecimas
opsaHUIaLUA A0MkHE NPOEOdITE MOHLUMOPUKE HBODMaLUY, OMMNOCALBLCH K yO0anameanpeHLI0 opaakuaa-
el mpeboeakud nompeGumens.

Dokl BbiTe YCTAHOBNEHE! METOOE NOMYHEHKS W MCNONLI0EAHKRE ITOH MHDODMaL KA.

Opzanuialus domkHa paspabomams doxyMesmupoaaniyio npoyadypy No cucmeawe oBpamyod canal
(7.2.3, Nepeyucnenus a) ¢ Yenso NonyYerus paxwkeso npedynpesderus o npobnemay & ofacmy kadyecinas
U gaaedallus 8 Mpouecchl KoppesmupyowLx u npedynpexdaowux dedemeud (8.5.2 u 8.5.3)

Ecnu mayuoHansHed uny pDesuoHanbHee HOpMamueHse doxyMenmel mpebyom om opaasusayuu
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HAKOMIGHUA ONBIMa Ha OCHOSAMUL UHOPMaULL, namyyenod docne npadawy MeduluHcKo20 uIdenuaA,
AHAMUT MAKOS0 ONBIME MONET Cams Yacmeid cUCMenMe! obpamyod caqau (8.5.7).

8.2.2 BuyTpeHHWe ayaWThl (NpoBapKM)

CipradnaauMsa 0omuHa NPoBOOHN T BHYTPEHHHE ayOHTel (NDOBEDKK) Y2pEd JanMaHUpOBaHHBIE HHTEDBATLL
C UMD YCTAROBNEHWA TOMD, YTO CACTEME MEHEEMENTA Ka4ecTea!

a) COOTEETCTEYET IannNaHupoBaHHBEM MeponpuaTHam (7.1), TpeboBaHWAM HacToORWEro CTaHgapra W
TpeboRaHHAM K CUCTEME MEHEIEMEHTA KaYecTra, paipaboTaHHbIM OpraHMIaLHed;

G) pHEOPEHa PEIVNETATHEHD M NOOOEDMHESSTCH B pabodesl COCTOAHMM.

MporpasmMa ayouTos (NPoBepor) GONHHE NNaHKPOBATECA C YHETOM CTATYCA W BAMMHOCTIA NPOLUECCOB W
YYACTHOR, NOONEMALLME aYaUTy, 8 TANKe PeIyNLTaTos NpaasEOylny ayauTos. Kpurepr, obnacTe npumMeHa-
HMA, YaCTOTa W METOOLI AYOWTOR OONMHE BeTe onpegeneHsl. Beifop ayoMTopoE W NPOBEOSHWE AYOWTOR
aon¥Hel ofecnedneats OOLEKTHEHOCT: W DECNPUCTPACTHOCTE NPOUECCE ayaWTa. AYOMTODB HE OOMMHBL
NPoBEPATE CRON CODCTREHHYKD paboTy.

OTBETCTEEHHOCTE M TPEGORAHWA K NMAHWPOBAHMIO M NDOBEOEHWID ayAUTOR, 8 TAIKE K OTHETY O PEayMk-
TaTax ¥ NOANEIHAHIID 3andceil b pabosem cOCTORRKA (4.2.4) NoMmiHbl BeiTe ONPEAENaHE B JOKYMEHTHPOBAN-
HOW Npoueaype.

PyroBOACTED, OTEETCTEEHHOE 38 NPOBSDAEMBIE 0BNACTH ABATENEHOCTH, AMMTEHS CBBCNEYHBATE, YTODE
OEACTBMA NPeanpiHMMannce 683 HaNWUHER OTCPOYKM ONA yCTpaHeHHA 00HapyeHHsIX HECOOTEBETCTBHA W
BhIIBABLIME ¥X NpWYMH. [Mocnedyoilwe QeACTEWA JOMTEHE BENIOYaTE BEpdWEaULMID NpeOnpUHaTEE MED W
OTUYET O peayNsTaTax seprudmkaynn (8.5.2).

Mpuseyarue— 0K [7]— pyeosodocmean no ayduimy.

8.2.3 MOHMTOPMHF W HIMEpaHWE (OLSHKA) NpoLeCcCoR

OpradkiaaumMs QomeHa NpUMeHATE NOOXOOALIKME METOOM MOHMTORWHrE W, roe a7o yenecoobpazqo,
HIMEPEHWA [CUEHKA) NPOUSCCOB CUCTEMBl MEHEOMMENTS KA4ECTER. JTH METOOE JOMHHEl JEMOHCTDHDOBATE
CNOCObHOCTE NpOUECCoR QOCTWMETE ZaNNaHWPOEIHHEY PEIyNsTaToa. ECNK 3annasypoBaHHLIE PEayNeTaATEl HE
OOCTAHYTE, TO, KOT0a 3To WenecsobpaiHo, AoMeHE NPEgNPMHAMATECA KHOPDEELIMK M KOPPEETHDYIOWWE 8-
CTEWA ONA 0GeCcneYeHHi COOTEETCTEWA NPOEYKLMA.

8.2.4 MOHMTODWHI M MaMBpaHWe (OLEHKA) NPoOVKLKKA

8.2.4.1 Obuwue mpeboaanun

Opzamquzauus domsHa Npoeoduimes MOHUMODUHE U U3MepenUs ¥apasmepucimul npodyruLly © LWensid
EEPLMDLKALLL COMNMESMETEUA YVOMano&neHHEIM MPeboaaHUAM. MOoHUMopLHE U USMEDEHLE XEDaKmeDUCUK
npodyxyty domsmel Ghimb Nposedebl HE COOMEEMCMEIOWLX cMaduax NPOUECCOs WUIHBHHO20 UUkna
ApodyKuLUy U & COOMmaememeUy ¢ 3amIasuposaHHbiMy Meponpuamuamy (7.1) u JoxyMeHmUpOeaHHEMLU
npoyedypavy (7.5.1.1).

CEMOaTensCcTEa COOTEATCTEMA EpUTEmHAM NDHMEMEM QONKHE NOLOSr+MBaTeCA B paboyem COCTOAHMM.
JanucK OOMHHE! yKaibiBaTs MU0 (a), CAHKLWOHWPOBABLLAE (M8 ) BeINyCK Npoayrung {(4.2.4).

Brumyck mpodysuiu U oborysuganue e MO2ym OCyILBcManameca 4o yonellHo20 3a8epLiaHUR aanna-
HUpOeaHHEx Meponpusmul (7.1).

8.2.4.2 Crneyuanswoe mpetoaanue ONA aKMUBHLIX UMIAAHMUPYeMbIX MeduluHCKUX usdenud u
UMM UpyeMbix MeduyuHcKux uadenuil

Opsasuzauus domeHa eecmy sanucy mo udesmighuskaluy Nepoconana (4.2.4), nposodaweso mobbie
BUOB! KOHIMDONA UL UCTsImanud,

8.3 ¥YnpapneHwa HecooTBATCTEYIOWEH NpoayKUHeH

Opranvaauma gomiHa obecneyusate, YTobsl NpoayKuMA, KOTOPaA HE COOTBETCTEYET TpehoBaHuAM,
frna MOeHTUMUMPOBaHa W YNPaENANacs C WeNk0 NPEOSTERALEHWA HENDEOHAMEDEHHOND MCMONLIOEAHWS
WNW nocTaekd. CpeacTea ynpaBnesyA, COOTBETCTEYMLWAR OTBETCTEEHHOCTE W NONHOMOYKWA anAa pabotel
HECOOTEETCTEVIOWEHA NPoaYEUMER DOMEHEl GhiTe ONpEQENSHE B O0EYMEHTHROBaHHOR NpoUeOyVDE.

Opraddaauma A0M4HA pelaTk BONPOC O HECOOTEETCTEYIOWEA NPOAYKLUMW OOHMM WNH HECKONLKMMM
CReOVIoWMEK crocobanu;

a) OCYWEacTENATE ASACTEMA ¢ UBNLK YCTPAHBHNA 0BHADYKEHHOTD HECOOTRATCTEMA,

) CanKyUOHUDOEETE MDUMBHEHUE, BRINYCK LWITL TDUEMEY Moy UL o0 DEIDELLISHLE HE DIMKTOHEHUE
OmM YomMaHoanaHHex mpaeboaaHul;

B} OCYLECTENATE ASACTANA C UEN 0 NPEdoTELALEHNA 88 NePBEOHEYANLHOTD NDEANoNarasmoro MCnors=
IORAHWA WA NPAMEHEHWA.

Opaakuiayun JonHa 2apanmupoaams, Wi HeCODMEasmomayoian npodyiuus Gydem npuHama mpu
MOy HEHUL PEADELLIGHLUR HE OKIOHEHLE DI YOmMaHoaneHRb MpeboaaHull MOMsKO & Mol CyYae, Sy Mo
donyckaemcs yomanoanesHsmu mpebosaruanml. Janvcy of vdewmugbukaluu nuya (nul), useoweso (ux)

14



rocT P MCO 13485—2004

MOMHOMOYLA Ha Ghidayy paspaenul Ha ominoxenue, domakel noddepwueamecs @ pafousM COCMOANLUL
(4.2.4).

3anncKh O XapakTepe HECOOTBEETCTEMA W MobbiX NocCnNegyiwkyx NPpeOnpHHATER QEACTEMAX, BEMOYan
NPHEMEY NPOAYKUMK NOA PE3PBLUEHNE, O0MHKHE NOOLAEDHHBATECA B paboyen cocToAHKK (4.2.4).

Korga HecooTBETCTRYIOWEA NPOOYKLMA WCNPaBneHa, oHa A0MmsHa BeiTe NOOBEPrHYTa NOBTOPHOR BEpK-
dHkaLMy ONA NOOTESKEZEHNA COOTRETCTEMA TRRGOEAHWAM.

Ecnu HecooTEETCTEYIOWAA NPOAYKLIMA BLIARNEHE NOCNE NOCTARKA UMK HAYANA WCNONE3I0OBAHKA, OpraH«-
JALMA OON¥HE NPeOnDHHATE OSRCTEWA, AOSKBATHEIE NOCNSOCTEMAM [MNKW NOTEHLMANEHLIM NOCNenCTEMAM)
HECOOTBETCTEMA.

Ecnu npodysyus Hysdaemca & nepepabonke (odus wiv Sonee pal). opeanusauuns obAzaqa doKyMen-
Mupoeame NPoYecs Nepepatomyy @ paboyedl LHCMPYRULL, HE KOMOPKIo cnedyem NomyYums oghuuuansmoe
pazpeiekine U odobperus Mak Ke, Kax U Ha NepeoHaYansHyo paboyyio unompykuwo. Meped nomyyYaHuen
OPUUaTLHOS0 PaIpeUenUA U 0008peRUA donwkbl BhiMb ONpedeneHl U doKyMeRMUPoeaHs: (4.2.3 1 7.5.7)
Mobeg Hebnazonpuamybe nocnedcmaus nepepabormiy NDoOYKLILIL.

B4 AHanuvi QaHHLIX

Opeanusayuns domika paspafomams JokyMeHmUpoaaiH o npoLwedypy onpedenakud, coopa u aHanuia
danHex, Heobxodusmey AnR JeMOHCTMPaLUY DEIYREMaMUEHOCITIY CUCITEME! MEHEdNIMEHITIA KaYeciTaa U ee

COQMESIMCTEUR YomManaEnaHHBIM Mpetoaanuasd, 8 makwe JNa OuesKy BOFMEKHOCTIU NOEsLUISHLR 88 DeIyilk-
TG H OO

NanHsie AormedHsl BLIKHETE WHDODMAaLMIO, NOMYyYeHHy0 B DEIYNETATE MOHHTOPUHIE W HIMEDEHKA TaKKe
M W3 OpYIAxX COOTEETCTEYMILWY MCTOMHMKOBR.

AHANUI 0aHHLIX JOMMEH NPedocTABNATE HHpOpaMaUMo no:

a) obpamuod caqau (8.2.1);

6) cooteeTcTEMD TpeboBaHMAM K NpogyruuMi (7.2.1):

8] XAPAKTEDWCTHEAM W TEHOEHUWAM NPOUECCOE M NPOAYKUMK, BENIOYAA BOIMOMHOCTH NpOBEOEHWA
nNpeoynpesnaolny AeMCTRNN,

r NoOCTaABLWWEIM.

Janucu pelynbMamoa ananuaa dakeix domykel Mod0epMUGaMECA @ paboyes cocmoanuy (4.2.4).

8.5 YnydweHws

8.5.1 O6iue MonoxaHuR

Opzanuaayus domsma udesminbuyuposams U 8sINCNHAMES Mobbie vamereHus, Heolxodussne dns
cbecneqyeMud u Noddepyanus MICMoANHOS0 CODMBBMCMBUR YOManoane kil mpedoaanua U pelynema-
IMLAEHOCITIL CUCIMEME! MEHEINIMEHTE KAYECIMES, UCTOMLIVA NONWMLUKY & 0ENacmyu Kavecmea, Yomanaaniean
Leny @ amad ofnacmuy. 8 MaoEe UCNoTsIYR DesyNsmame ay0umod, SHausa damHs, MODDEsTILDYIOLLLY U
npedynpesdaowuy deldemeud U aHanu3a co CopoMsl DYKoaodcmas.

Opzanuszayun AomsMa yomaHoaums SokyMeRmupoaaHHbie NpoULedypsl @aNTYCKE U NPLIMEHEHUA NOACHL-
menbHex yeedosmnenud. Cnedyem obecneyums S03MOMHOCME NpoeedeqUus makux npoledyp & moboe apema.

Janucu of uayyesul xanob nompedumenal donmwss noddepmueamsca @ padodvenm cocmaoatul (4.2.4).
Ecnu g xode maxko2o ulyyenus Gydem ycmanoaneso, Wno nofenaswo yanod nompetumenali cnocobomayem
EHELMAR deAmensHOCME OPSaMUISLUY, Mexdy FaUHMepecosarHbiMU OpeasuIauuaMy credyem mpoaacmi
obuel coormaamomayrowel uWgbopuaylued (4.1).

Ecnu no mobod xanobe nompebumens He npedipUHamsl KODDEeXMUDWIoLWUe WUy npedypexdanmue
delcmaus, apudHy cnedyem ofsAcHumes (5.5.7) u japesucmpupoeams (4.2.4).

Ecnu amoso mpebyion HaUUuoHaNsHEE LWL DESUOHAMEHEIE HODMEMUEHERE JOKYMENTME!, ODSaRU3aLLA
donwsa pazpalfiomams JoKyMeHMUpDOBaHHEE TooUedyDs yaedoMNeHUs DESYNUDYIOLLY Op2aH08 O IMex
LHLLAEHTIEX, KOMODEE COOMaaIMamayon KpLmE DU K OfmYeimaociL.

8.5.2 KoppekTHpylowMa NeAcCTRHMA

Oprasx3ayna JonmHa NPeanpuHAMaTE KOPPEKTUDYIOWHE QEACTBAA C UENLK YCTPAHEHWA NDHMYMH HBCD-
OTRETCTEWA ONA Npegynped0eHia NOBTOPHOM KX BOIHUKHOBEHWA. KOPPEKTURYIOWME ABACTEMA O0NKHE BhiTh
A0SKEATHEIMW NOCNEACTEUAM BRIABMEHHEY HECOOTESTCTREMA.

Don#Ha Beite pazpaboTada OoLYMEHTHPOBIHHAA NPoUSaYRa ONA oNpedeneHqa TRebopaHHi K

a) asaniay HECOOTEETCTEMIA [BKNKYan Manobe noTpebuTenaid),

6) YCTAHORMNEHWIO NDMYMH HECOOTRETCTRIAN,

B) OUSHHUBAHWMKY HEOBXOOMMOCTH DeRcTEHA, YToDel M3beMaTe NOBTOPEHMA HECOOTEETCTEMIA,

2} onpedens U U @sanHeHu Meobxadukeix delcmeud, smoyasn, ecnu Yenecoobpaine, cBHoenaMLe
dokymenmaluy (4.2);
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dl pesucMPpayul peIynemamaos mobelx paccnedoaanul U NoUNMTIEX Mep (4.2 4);

g} adanuay npednpuMAmsx KopDermuUpouy delomelul U ux De3ynsmamuaHocmu.

8.5.3 Mpegynpexoarowwe 0edcCTBAA

OpradnaaLmMa QoimyHa onpeqendTs GRACTEMA C LMo YCTPAHEHHA NPHHYMH NOTEHUWaNEHEX HECOOTBET-
CTEHA ONA nNpaaynpediesHsn 1y nofenesya. Npegynpexaasmuive GeRicTEMA O0MasHs COOTRETCTEOBATE BO3-
MOMHEM NOCN20CTRMAM NOTEHUWANEHEX NpoGnam.

OonsHa Seime paapadoTada QoKyMEeHTHROBaHHEA NPoUegypa Ana onpesenequs TpetoBaHuE i«

a) yoTaHOBNSHWKD NOTEHUWANBHEE HECOOTEETCTEMA M HX NDHYMH;

B OUSHHBAHWD HEODXOOWMOCTH QRACTEMR C WaN6:0 NPpeaynpesaesHHA NoABNEHHA HECOOTEETCTRHR,

B) ONPpeaeneHrn | OCYLUSCTENSHWD HeODXOOMMEX O8ACTEMA,
2] pesucmpayuy pesyieEmamos nobelx paccnedosanud U TpUHAMEX Mep (4.2.4);
dl awanuay npednpukamsx npedynpexdaowuy dedocmeul U Ux De3yNEManLaHoCITILL

Mpuanosesns A
{chpasouHoe)

CooreeTcTEMe mexay WCO 13485:2003 w HCOD 13485:1996

Tabnwuya Al— CooresTtcTade masay MCD 1348515846 w MCO 1348522003

MCO 13485:15%4

HCO 134852003

1 DENacTs NPMMEHEHHA 1

2 HOpMaTHBHBIE CoRINEH 2

3 OnpensnsHen 3

4 TpabosaHua K CHETEME KENSCTEA (TONBKD 38r0noBe0s) —_

4.1 OTEeTCTEEHHOCTE PYKOBOOCTES {TONLED JAranosok) —

4.1.1 Monumea B oBRAcTy Ka4ecTea 51,53 541
4.1.2 OprasnaayuA (ToNeRD 2Aranoeon) —

4121 OreartTReHHICTE W RONHAMOYHS 551
4.12.2 Pacyptsi 6.1, B.21
4.1.2.3 MNpeacrasumans pysos0acTes 5.5.2
4.1.3 Adanas oo CTopoHL pYEosnacTaa 561, BA1
4.2 CHCTEME KEHBCTEA [ TONLHD 3aImnoBo ) —_

4 21 Dhwpe nonosaHuA 4.1, 4272
422 MNpousaypss CHETEMEI EHECTES 4.2.1

4.2.3 MNMnaquposaHie KasacTed 542, TA

4.3 AMAnNWI HOHTREKTE (TONLX0 33ronoeng)

431 Ofuwwe NONGEEHAR [ TONBKD 38M0N0E0K)
432 AxHanaz

5.2 721,722 723

18

4.3.3 MamaHaHMa & HOHTRakTy 7.2.2

434 3anucK 22

4.4 ¥npapnedHde NpoEkETWPOSsaHHEM [TONEKD 2aranoeor) —

4.4.1 Obwwe NONGHEHAA [ TOMLKD 3aronNoeos) —

4.4 2 [MnaddposaHie NpoesTHROBaHAA W paapabaTim 7.3

4.4.3 OpraHizayuoHHoE 1 TEZHRHSCEOE BIanMosAcTare 7.3

4.4.4 BrogHes NpOoSkTHeE QaHHBIS F.A31. 732
445 BuxooHse npoadTHRE JaHHbIE 733

4.4.6 AxHanm: nposta Fc
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Mpodonwedue madnuyesr 4.7

WCO 134851906 WO 1 3485:2003

44T Mpopaprsa NpoesTs 7.3.5
448 ¥YieopwoeHus npoekTa T.3.6
449 MameHeHHA npoexTa 747
4.5 Ynpasnadue AOKyMEHTALMER W QEHHEIMK {TONLED A8rNoBoK) —

4. 51 ODwia nonosaHs 423
452 V1eapHOsHUE i BRINYCH SOKYRMESHTELWE W DaHHLL 423
4.5.3 MameHedkse QOKyMEHTOE M 0aHHLIX 4.2.3

4.6 Jakynsd (TonskD 3aronoso) -

4.6.1 O0wms NoNoEeHA | TONLKD 3AMON0BOK) —

4 6.2 Ouedka cybnogpAyisos T4

4. 6.3 MHdopmauma no 3asynsas T4.2

4.6.4 NMpoeepra 3akynNeHHA NPOSYELMA T4.3

4.7 ¥Ympasnadue Npogykyksan, nocTasnseMon noTpaturanam T.64

4.8 WMosHTHdmEanMa | NpoCcnexuBaemMocTh NP YEL A 753

4.5 YnpasnadWe npoysccami G364, 751 TH2
410 KoHTpons W MCNsTEHWA | TONLKD 3AROrBoK) —

41001 OBwme nonoHaHuA 71,841
4.10.2 Brofghon BOHTEONE M BENEITAHARA T43 824
4 10,3 KosTpone 1 MCNETEHKMA B NPOYSCEE NPOW3BngoTEs 824
4104 OkoHYSTENLHLIR EOHTRONE W MEMLITEHWA 824

4 105 PercTpausA SGaHHEX EOHTROMA W MG TEHWA 7.5.3 824

4. 11 Ynpasnedva EOoHTPONEHBIM, M3MEpHTENLHEM W MChLITa- —
TENbHEM OEOpYQOBAHWeM (TONLXD 3AronNoeos)

4.11.1 Qbwwe nonasaH A T.6

4.11.2 Npousoypel YEPSEMHEHKA T.8

412 Crartyc mOHTRONA W ACHsTEHEA 753

4.13 ¥Ynpasnesve HeCOOTBETCTEYVHLWIEN NPOoayEUMed  (ToneEs —
3aronoso)

4131 OBwwes nonoHaHnsA &3

4132 AHARM2 B YTMAKIELWMA HECOOTEATCTBY KNLBE NPO Oy HLIMH A3

414 Hoppesmipyowae W NpEaynpasaaiie OsBcTand (TonsxLo —

JFrONoE0E)
4.14.1 OBwwe nonoHaHue 852 B53
4.14.2 KoppakTHpyiwgHe S8ACTEWA 852
4.14.3 MNpagynpesgasouia SeRcTans 853

4.15 TMorpyaoqHo-pasrpyaodHes pabotel, XpadHeHwe, Ynawoexa, —
HOHCAPBALUMA W NOCTABKE [ TONBKD 33ranoeos)

4.15.1 DBwwe nonowaHua 6.4

41582 Morpyacdso-paanpyaoqHse paboTel T.5.5
4 15.3 XpaHeHuwa T.55
4154 Ynawoska 755
4.15.5 Koncepbauwsd 765
4.15.6 MNocraBka 7.541
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CDwonuaHue matnuue 4.7

HCO 13485193

HCO 13485:2003

416 YnpasnaHie PercTRaUWaR NEHHLE O EAYSCTRE 4.2.4
417 BHyTpeHHHE NPOBSPEN KaYssTES B.2.2 823
418 NogroToska kaQpos 6.2.2
419 DBonyHusaHne 7.8

420 CTardeTHHEcHHE METOOL [TANLKD Jaronosar)

42007 OnpagsnsqHue noTpeBHocTan
4202 Mpousaypel

B.1, 823 B.24 84
B.1,82.3 824 8.4

Tatnwya AZ— Coorestcrase Mesgy MCD 134852003 » MCD 134851996

MCO 134852003

MO 134851984

T OBNacTs NpUMeHEHIEA

1.1 Obwme nonoseHER

1.2 MNpurmasadna

2 HopMaT™BHEE SOk 2

3 TepMuHibl M ONpEOANEaHWR 3

4 CHCTaMA MEHEOXMEHTS KEYBCTES |TONLKG JArONoRoK) —_

4.1 Ob6wwe rpebosadnA 4.2.1

42 TpeboBaHNs K QOEyMEHTALMK (TONLKD 38MmnoB0 ) —

421 Ofwme nonoHeEHARA 422

4.2 3 PywoBogcrat no kEHecTay 4.21

4.2.3 ¥npasneHwse AoKyMEHTILMERE 451,452,453

424 ¥npasneH@a 3anusAMM 4.16

5 OreaTcTEEHHOCTE PYROBOACTER (TONLKD JAr0NoB0oK) -

9.1 DbpagTenscTea pyROBOACTES 4.11

52 OpwadHTauma Ha noTpeburans 432

5.3 Monemuka 8 ohNacTy KEYecTES 4.1

54 NnasnpoeaHHe {TONSKD 3arcnoBog | —_

941 Usne e obnacty gaqacraa 411

S.4.2 MnasvpoeadMe COISAMMA W DE3EWTHA  CHCTEME 4.2.3
MEHEIHMEHTE KA4SCTES

5.5 OTRaTCTREHHOCTL, MOAHOMO4MA W obBmad  wedopMauwei —
{TONLKD 3aroNoeaK)

551 OTRETCTEEHHOCTE M NOMHOMOYMA 41.21

5.6.2 lMpagcTasuTens PyRoBOOCTES 4.1.2.3

5.5.3 BayTpeHHMia obuad mHbOpMaumen —

5.8 AHANWI co CTOpoHEl PYEOBOSCTES (TONLED 2AranosoK) -

561 OOwme nonoseHnA 413

5.6.2 BrogHeE gaHHelE QNS aHannza —

56.3 BuxogHie SaHHES aHANWIE -

6 MexaguumadT pecypoos (ToNeso 3aranosng) —

6.1 DDacneysHMe pecypDcanm 4122
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Ororyanie mabnuik 4.2

HMCO 13485:2003 HWCOr 134851096

6.2 “Hanosedetkua pEcYpoH | TONBKD ZAranoeo) —

6.2.1 Oowws nornsseHs 4.1.2.2
6.2.2 KoMneTeHTHOCTE, OCBEQ0MAEHHOCTE M NOGMOTOBKE 4.18

6.3 Mudpactpyrrypa 4.9

G4 MpowasogcTeeHHan cpaga 4.8, 4.15.1

T MNpoustcs MUAHEHHDM LHKNA NPOOYELAKE | TONLKD 3AronoBos) —

7.1 MnaHupopaHus NPoUscool MHAHEHHOND LMENEA N0y ke 423, 4101

7.2 MNpouscow, CBAZaHHEIR & NOTPebnTanAMK {TORLED 3aronoBog ) —

7.2.1 Onpepenadmne TpebosaHEn, OTHOCARLLMESH K NPOayRLWH 4.3.2, 4.4.4
T.22 Axanii TpeboBaHHA, OTHOCALUMXEA K NROOYHLWKE 437 433 434
7.2.3 Cerab & notpeburansam 4.3.2

7.3 NMposkriposasde ¥ p33paboTea (TONLRD 2EAronosoH) -—

7.3.1 MnasipoBaHWe NPOEKTHPOEAHMA M paspaboTex 442 443
7.3.2 Brogdble DaHHLE AMA NPOSKTHROESHAA W pa3paboTiur 4.4.4

7.1.3 BhixogHee ASHHBIE MPORETRROBAHKA W pa3paboTen 4.4.5

7.3.4 AHanva npoekTa v paapabotin 446

7.3.5 Bepuhusauwa npoekta u paapabaree 447

7.3.6 Bammgauka npoekra v paspabotin 4.4 8

7.7 ¥YnpasnaHie HAMEHEHNRAMA NPOSkTa W paapaboTis 4.4.5

7.4 Bakynem (TonskD 3ar0nNoB0k) —

741 NMpousce 3akynaK 462

742 MAdopsaausa nd 3akynsam 4.6.3

743 Bepudurauwd 33yninaHHod npogyku 464, 4.10.2

7.5 MNposasoncrso w obcnyRuWBaHWS |[TONLED 2ArON0SsaK) -

7.5.1 ¥Ynpaanasye NpoysisoTeos 1 oberyHuaaHuam 4.8, 4156, 4.19

7.5.2 Bamnjauma npoustcos npoM3snacTaa M abomymeaHuR 4.8

7.5.3 WMosdrwduEayia n NpocheduBaamMotTs 48 4105 412

7.5.4 CobcresHHocTe noTpabuTanah 4.7

7.5.5 CorpasaHe COOTBETCTENA NP0 Oy LMK 4.15.2, 4153, 4154, 4.15.5
7.6 Ynpasnadme yoTpORCTEAMMH ONA MOHWTODMHIE W MAMEPEHIA 4.10, 4.20.1, 4.20.2

B Mamepsque (OUSHES), BHANWS K yNYYLEHWE (TONEXD 2Er0N0soK) —
B.1 OEgHe nonokaHna 4111, 4.11.2

B.2 MOoHMTODMH M MAMEPEHARA [OUBHKE] [ TONEKD 38MnoBoK) —

B.2.1 ObOpartsas GEA3L —

B.2.2 BhyTpasHME ay0 T (NPOBSDKEK) 417

B.2.3 MoHWTODHHE W MEMEReHNE (OUSHEE) Npoustcas 417, 4.201, 4.20.2

B.2.4 MoHWTORMHE 1 M3MEDSHWE [OUEHKE) NPOOyHLIEm 4902 4103, 4104 4105, 4 201, 4202
8.1 ¥Ynpasnesve HECOOTEETCTEYHALSE NPOOyELHER 4131, 4132

B.4 AHama DaHHLx 42014202

B.5 ¥Ymdlesna [ Toneso 3aronoBos) —

B.5.1 OGuss norosaHs 4.1.3

8.5.2 Koppestapyilks OsRcTEnA 4.14.1, 4.14 .2

B.5.3 Mpeoynpesnssomwme 0edcTawA 4.14.1, 4.14.3
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Mpunoxesne B
{cnpasouHoe)

DELAcHeEHWe paznvyui mexay MCO 13485:2003 v HCO 9001:2000

HacToASa NpUNoxeHwa NOOTEaMHOSET COOacTan M DEINMHME KSK COfepHallmE TpeioBaHuRA, TaK ¥ CO0apHaLMy
WHpOpMaUMKE NYyHETOE W nognydetoe MO0 1234852003 w [3]. MNpHBOAATCA TAXHE NPHHMHL PEARMYER  MEsRay
MCO 134852003 w [3]:

a) AyHETE WK negyHeTel MO0 13485: 2003, ayTesndqess [3], aasnovwans e tabnuue B.1 8 keagpatuue crobis;

B) MyHsTI MAK NOGNYHETE [3], Hasmesenree & MO0 13485:2003 nyTes 0obaenaqud K Hus Mrchopriaumn My nocpenct-
BOM COMAcOEaHWA © HOPMETHEHEIMH OOy MEHTEME, HECSHOLWWMACH MEOWLMHCHME MIOSNEA, NPUBEaSHEl B NEBOA HONOHKES
Tabnugibl B.1. CooTBaTCTEYVIOWIAE MyHKTED MW noanyHeTsl MCD 13485:2003 npusaieHsl & Npapod konoHks Tabnuuw B.1;

B} NYHETEI WMH nOanyHeTs [3], otoyrereyowwe 8 MO 134852003 MK HaMaHaHHLIE NOCPEOcTECM YOAMEHHA MK
CYLECTEEHHOM WIMEHEHWA TREDOBAHWA, B NBPEOHIHENEA0M M HEMIMEHHOM BAAE NDHEANEHEI B NEBOR KONOHKS Tabm-
Uel B.1. CooTReTCTEVHLLME MyHKTE MK nognyHetel MOOD 134852003 M npe«HHEl WX MEMEHEHWA NO cpasHeHun [3]
Np@BESHE B NPAB0A HONOHKS Tadniue B.1;

Fl PpEeiHBE paanuHen Meskgy MO0 13485:2003 w1 [3] npreagass B npascd konosxa Tadmiues B.1_Tam, roe paaniui
B EAKOM-NMGD NYHETE MAK NOQAYHKTS HET, PE3HMUE B TekcTa maxay MCO 13485:2003 w MO0 9001 : 2000 oTpakasT aanaquy
MCO 134852003, cOCTOAWYH B CAHAKOMMIEHMK © SERCTEVIOLMMHA B MADE HODMATHEHEIMI JDEYMEHTEMH 1 OBnerdeHmT
BCEMUPHORA MAPMOHEISUMY HOBLN HODMETHEHLIX S0HYMEHTOE HE MEOULWHCEME WiNEnEA.

Tabnwya B.1 —DEuackerve paanuyvi mesay MCO 9001:2000 w MCO 13485:2003

HCO 90012000 MCO 134B5:2003

Beegenue
DDwWWe NoMKKEHAA
Ona  COA0AHMA CHCTEMBl  MOHEIHMMEHTE Ka4ECTSE

BeensHue
Oowwe NONOMeHKA
Hacmaswiud cmandapm onpadensam mpebosanls K

TpeOyeTocA CTpaTerdMeckoe pewesne opradvaagwd. Ha
paipaboTEyY W BHEAMEHVE CHETEME MEHSQXMEHTS Ka4YSCcTES
OpFraHWIALME  BAMAKT  M3MEHROWWeCR  noTpabHooTy,
KOHHEDETHRIS LEAMM, BRIMYCHASMEA NPOSYELMA, NPHMEHAERSIE
NpoUecosl, pasdap W CTRYETYPA Opradiialwd. HacToAwma
CTEHOAQT HEe NpegnonaraeT egvHoobpaIMA B CTPVETYDRE
CHETEM MEHELHMEHTE RE-ECTED WA QOKYMEHTALMH.

TpeboBaHNA K CHCTEME MEHEQEMEHTE KAYECTEd, YOTS-
HOBMEHHEE B HBCTORLEM CTEHOApTE, AENAOTCA gonan-
HAKLWMME N0 OTHOWEHWK K TRADoBAHWAM B MpogyELm9.
HHdpopuauus, oboaHavarnan kak «MpuMeyaHHMes, AEARSTCA
METOAWHECKMM  YEH3BHWEM 1O NOHAMaEHWD WO
PasLRCHEHKI COOTRETOTEYIOWEN TpefosaHuA.

HacTroAwmin  CTAHOAPT  MOHEST  WCNONs3I0SETLEH
BHYTPEHHEMA M BHEWHAMY CTOPOHIMH, BRNOHAR Opradsl ng
CEPTMDMEELNAN, C LA OLEHEW CNOocoDHOCTH OprEMMIaLII
BEINONHATE TpedoBaHWA NOTREDWTENSHA, pPEMaSMeHToE W
CODCTREHHEES TREDOEBAHMS,

Mpu paspaboTtee HACTORWEM CTAHSAPTA BeINK Y4TEHEI
NpHHUMNBl MEHSOXMEHTA HKSYBCTEA, YOTSHORMEHHEE B

MCO 9000 u [8]

20

CUCMEME MEHSOMMEHITIE KSHEOMEs, HOMoDWe MOy
NpUMEHAMECA  Dp2adiiauual Aoy ApoSrRmILpDOSSHUL,
|paspafomys, npouzeadcmes, MOoNMae o obonywusaHu
meduyuHoklx Uadenul, 8 Masss Moy MpoeRmupDoesHLL,
|paspaiormye o OGECTeYaRUY CERZAHNEIY © HUMLU JPoiye.

Hecmasuud cmandamm MOKEn Mawe MoUMEeHAMbCH
EHTIDSHHLML [ BHEMWHIME 1O OIMHCLIBHITD & ODS8HUISULLH
JAUHMEPSCOSEHHLIML CIMOPOHAMY, BUTONSR Op28HET N0
ceprmigbikayuy, QTR OUENKD CROCODHOCITIV ODaaHUIaL0uUL

FOORmamaopRTE mpeboeaHLE romoedumens L
YOEMSHOSNSHHEE MpEa0saHLUR.
Hudhopsayun, oboaHaqedsan  kKak  sllpusmayadies,

ABNASTCH METOOWHECHHMM YEASEHMEM N0 NOHWMEHKE MW
|pasercHeHmn cooTeRTCTEROWErD TpeSoaaHMA.

Tpeloeanls | CUCeME MBHSIMMEHME KIHecmas,
VOMaHOTaHHLE 8 HECMORWEaY cmandapims, Aenmomoes
OOMOMTHAKIYUME 00 OMHOLWEHLD K MEXHYECKUM
mpabosaHUEM B APOOVNLILIL.

OnA  CO30AHMA  CUCTEMBl  MEHSOKMEHTA Ka4SCTER
TpebyeTon CTpararMHachos pelseHns opraHd3agun. Ha
PEIpADOTEY W BHEADEHWE CHCTEME MEHEIMMEHTE KAHECTES
ODraHHIaUnd - BAMAKNT  HME3EMeHRDWMess  noTpebdocTa,
HOHEDETHRIS LIAMK, BEMYGCHAEMAA NPOOYKLEHA, NpEMEHASMLE
NpoUect, pasMap W CTRYETYDE Opraddlaumi. HatToAwmA

CTEHOAPT He npeghonarasT sansoobpaiass B cTpyETYRE
CHETEM MEHETHMEHTE Ea48CTES KN OOKYMEHTALIMA.

Cywecmeayam Somewee paspoofpazue MeduyuHCKLE
UACETUT, HEROMODEE YSCMHLE MPefceanln HECMORLLSED

CmMaHdanma MOUMERUME MONLKD K MeM  Kames0pursan
MEOLEHERUE U3dentl, ampedensHLR KOMmOpRIX Npusedass
& pazdeng 3.
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rocT P MCO 13485—2004

WMCO s001:2000

ACO 134852003

Mpa4mHA pEANKMHKA KPOME CORBRMAHWA pa3nsna 4
NG WAMBHEHWA BHECEHL B8 [3] TONeXO C©  USNLED
BOIMOEHDCTH 810 NPHMEHEHHA B OTHOWSHWW MEgHLMHCHAX
MAgEnHH

MNpowsccHBIR NoOXon

HacToRyMA CTAHOSPT HANRABNEH HA NPUMEHEHHES
MPOUECCHOMD NOOXOOE npe pa3paboThe, BHEgpEHNM W
YAYHLEHMA pPE3VNILTATHEHOETH CHCTEMbl MEHEBOMMEHTA
EA4ECTEE C© LENkE NOBLIUSHMA  YO0ENETBOREHHOCTH
natpebuTanad MyTenm BeINONHEHAA U TpaboaaHaiE.

ArA yonewHorn SyHEUMOHWPOBEHMA  OpraHn3agus
OOrMHE ONpPeganATe W OCYWESCTENRTE  MOHELHEMEHT

MHAOFOHWCAEHHEIY BEEMMOCERISHHLE BUODE OSATENLHOCTH.
JeATansHoCTE, MENONLIYVHILIEA Pecyposl U YNDEEMASMER &
ueness npeobpadosaHeR  BXOO0E B BRNOOL],  MOBET
pARCOMETRDUEAETECR KaK npouacc. YacTo Bexog ogHon

npouacca 0bpayeT HENOCPEaCTEEHHD BXOO CREgyHWan.

MpHmeHeEHMeE B OpEHUIaUMd  CHCTEMBEl  NpOUScoos
HAPAOY C HE MOSHTADMEAUMERA 1 BE3aMMOOSHCTEREM, 8 TAEHES
MEHSOMMEHT NPOUSCCOR, MOMYT CHMTETECH NPOLSCCHLIM
MO XD,

MparMylUScTEo  NPOUBCcCHOM  NOaXona  COoCTOWT @
HEMPDEDEBHOCTH YNPAANEHNA, KOTOPOE 0H 0BRCNEYHMBAET HA
CThIKE OTHANEHEX NPOLECEOE B PAMKSX K CMGTEMI, 8 TAKHE
MpK Ha KOMBMHAWMKY 1 B33 008RCTEMK,

Mp# NPMMEHEHMK B CHCTEME MEHESOHMEHTE KEHScTEA
TAEDA NOOXOE NOOHEPEUBAET BAKHOCTE:

A) MOHMMEHKA W BLINOMHEHHA TRaboaaHui;

B) HeoBXOQMMOCTH PACCMOTEEHNA NPpOYBscos © TOHYKN
ApEHIAA So0aBNaHHDA USHHDCTH,

B) SUCTH®EHMA PE3IYNLTATOR BEINONHEHWA NPOUSCCOE W
W pEIyNETATHEHDCTH;

F] NOCTOAHHOM YNYHLWEHWA NPOLSCCOS, OCHOBAHHOM
Ha 0OLEKTHEHOM HAMSDEHMH.

MpvEageHHas HA  puCyHKE 1 Mogens  cHCTEMbl
MEHEORMEHTA KS48CTER, OCHOBAHHAR HE  NPOUScCCHOM
NOOsO0E, WAMMOCTRAPYET CBAaM  MeEsOy  npousccamm,
NpegcTasneHHeIMe - B pazoenax 4—8. Sra  mogans
NOKAZLIBAET, 4TO NOTPedUTany MIpasaT CYLSCTESHHY K portk
MoK ONpegsensaHne BMOOHLN  SaHHeN.  MoHHTOpAHE
YOOEMETEOPAHHOCT  noTpebutanai  tpebyver  ouaHkm
MHEOPMAEUMK O BOCOPHATAM NOTPE0WTENRMMA BRINOMHEHUA
WX Tpebosadwd. [NMpyesgsHHaR Ha pHcysxe 1 mMogans
CXESTLIBESET BO0A OCHOBHBIE TpeDOSSHMA  HACTORLLEMD
CTEHOARTE, HE GETANMAMPYR KiK.

MpumedaHw e —HKpoma Torg. Ko BEamM NpouaccanM
MOHET NpMMEHATLEER unen «Plan — Do — Chack — &cts
(POCAY Upen PDCA maEHD KpaTED GNMCETE TAK:

- niaHipasanse (plan) — pazpaboradte  Ueny ©W
ApoUSccEl, HEODHOOMMES ONA AOCTHEREHWA DEIVNLTATOE B
COOTAETCTEMM C TReDoBAHMAMY NOTPaDUTENSR W NOAWTHEOA
CpraHH 381 WA,

- oyWacTENEHWE [do) — BHEOpUTE NPOLBcie;

MpoueccHLIR NoAX00

HacmoAd cmandapm DCHOSLIESAITICR HE
APAUBCCHOM MO0XO08 K MEHB0MMEHITIY NEYSCITIE.

fMbar  desmensHOCmEs,  uMaolyar  axodel o
Npechpasvilan U & shirioded, MOKST DACCHAMPUSamsCA

KEK MODLECe.

Ane  yomeiiHoss  OpeRULoHUDOSSHUS  Op2anuaaluR
donwka  Onpetenumh  MEOREOTED  A38UMOCERIGHHLIX

AQOLBCEOE U JITPEENAmL L.

Yacro =T Talu] [aTil alga] npagecea obpaayer
HEMOCPEACTEEHHD BX00 CHEOyEILErD.

MpemeHEHE B OpEHWMIAUMKH  CHCTEMEl MPOLScoos
HAPAOY C WA MOSHTWDUEEUMER H BIaMMOOSACTENEM, 3 TAKHS
MEHEORMEHT NPOUScCOR, MOTYT CHUTETLCR NPOLBCCHEIM
MO KOO0,

Mp#qvnHa  paznidial, BONBWMHCTEO NonosedHsd  [3]
MpEOHa3HE4EHEl ONA BENH-EHHA B TEXHWYE CHHE OTHeT [4] —
OoeyMaEHT, oDecneYMBarnWMA  YNPABNEHNE  BHEODEHWEM
TpefosanmA MCD 13485:2003. 3va vridopMayrs sxmoYeHa
B [3], Tax kak HoeaA pafaEuwWa [4] swe Ha cywecTBYET
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MNpodanserue mabmius 8.1

OO 90012000

WCD 13485:2003

- npoBapeEa  (chack) — NOCTOAHHO  KOHTRONWDYATE W
HIMBPAATE NPOUBCcCEl W NPpOOYEUWE B CDEBHEHWW ©
NOMMTHEDA, UENRMA W TPE0OBAEHUAMK HE NPOOVELWE W
coobuw@EnTS O pESYNLTaTEaN,

- psAcTEMe  [Bcl) — npeanpuHAMaRTe O8RCTEMA Do
NOCTOAHHOMY YIYHLLSHAKD NOKE3ETanail NpoUBcoos.

YonoeHse obosHasaHng:
— NeATanNLHOCTE, 00BSBNAKNLAR UBHHOCTE;
— Nartor MHhopsaLmnw

Pucyror 1 — Mogene crcTemMbl MeHSHMEHTE
ESYECTES, OCHOBIHHOA Ha NPOLecCHOM NoOXage

CeRab ¢ HCO 9004 : 2000

[3] ¥ [B] Benwn paapaboraqs KaK COrNAcOBAHHER Napa
CTEHOAPTOE HA CHCTEMLl MEHEOHMEHTS KS4ECTEE ONA
OONONHEHAA APYE OpyrE, HO WY MOSHO NPAMEHATE TaKHE
HEIasMcAmMo. HeckoTps Ha To, 4To ¥ CTEHGEpTOR PaZnMHHLE
OONACTH NPUMEHSHRA, OHN MMEKT SHANOTHSHYH CTRYETYDY
B USnAX CO30AHWS YONOEMA ONA WX MENONB30EAHAR KK
COrNECO8aHHOA Nap.

[3] yeradaanveaet tpebosaHna K CHCTEME MEHE-
MEHTE HAYSCTER, EOTOPRE MOYT WCNONbL30ESTLCR ANA
EHYTRDEHHEID NpPUMEHEHWA  OpraHW3auvsMM B UenAx
CEpTAEELMAN MM 23KNEHEHEA KOHTpakToe. OH HanpasneH
HE ey NETATHEHOCTE CHETEME! MEHEORMEHTS KIHBCTES NPpK
BEIMOAHEHAW TpeboBaHuA noTpeburanai.

[B] cogspmT pEROMEHIAULWKM N0 GONSs  WKMpoRomy
CNEXTPpY Wanal cucTaMbl MaHaIMmMEeHTa kaqecTea, wam [3],
acobeHHO NO NOCTOAHHOMY YAYYLWSHWK: OSATENEHOCTH
opraHvzagu, a8 @ Takse  ee  adupesTisHooTH W
peayneTaTBHOCTH. [B] pexomMeHOyETCA Eax pysosogcTec
Ons  OpraqHMzaled.  BbICILUSE  pYEODB0OCTE0  KOTODLX,
NESCcnEays Wele NOCTORMHOM YNYYUEHAA SeRTENsHOCTH,
HENSET BRIATH 38 pamiy Tpebosadwd [3]. OoHass oH He
NpPEgHEIHEYEH ONA UanSh CepTUMEELMK MAK 38Km0HEHNA
KOHTRAKTOB

22

Carzn ¢ GO 5001 2000

Hacmapwiud cmaHdapm RENRSMCH SamonDMHE, HO
orHOSLEHameR e (3]

Myrsims) Lou mOdRyHEML,  MBREm  NOmooedy
ayrmaHmueEs mescmy (3] Habpatel npaMed WDLETOM.
Ta, 4mo oHY Rpedcmadnanhl 8 HEUAMEHHOM Suds. HAWND
NRpEMaHUS & NpLUnoMeHLY B

TEKom HECIMOAWEBSD CIMARPEINTE, HE SYTNEHTIIYHLIL
[l unu ApednoredHie Wil abialy codepwaEwne makod
mexcm, Halpaner yypeuaon. Cyme U MOUYUHE! DEIMEREHI &
MEKGTE YRAFEHE 8 MoLUNoReHULU B

Cenzn c HCOYTO 14060

4] npedemaansem  cofod  mMexHUYBCHID  OImINET,
codepmalyuld  DYRoSO0RILLE  PESISHUA IO BRedDEHURD
HEcMoRLe20 cnardapma.

MpvqHa pazmvded wesgy AC0 134852003 w [8]
arCyToTEYEeT TecHaR ceAzk. WMOD 134852003 ceriad
masHeiy obpazom ¢ [3], a Taes c (4]
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CoBMECTUMOCTE © OPYrMMH CHCTEMaMM MEHELH-
MEHTE

HacToRAlWMA cTakaapT cornacoBax & [9] 4nA yirHwaH9nA
COBMBCTHMMOCTH  3TMX  OBVY CTSHO30TOE B WHTEpECcAX
CODDWBCTES NONL30EATENaN,

HacToRlyMA CTaHOapT HE  COOSpEWT  EOHKRSTHBX
TpeboBaHKMA K OPYIAM CHOTEMAM MEHEHMEHTA, THRAM KK
MEHEOMMEHT OXpaHbl OEPYHSHOWER CHEOLL, MaHSTHMEHT
MpoeCCHOHANEHOND AF0poBLA [t} Ge30nacHacTd,
EHHAHCOBLIA  MEHEIHMEHT WNM  MEHEOEMEHT PUCKOE.
DaHaKko OH NOIBONAST OpraHW2audd COMAacOBaTeE  WNK
WMHTEMPHPOBETE CBOE COOCTEaHHYH) CHCTaMY MEHENMMEHTE
EA4ECTEE ©  OPYMMMH - CACTAMAMH  MEHEOEMEHTE ©
COOTRETCTEYIOWMWME Tpebosanname. OpraqHHIauns MOHET
BOAMTHROBATE  OEACTEYHIWYHY  clCTEMy  (CHCTEMe)
MEHEOMMEHTE ANA CO3NAHWA CUCTEMBl  MEHEIMMEHTE
EA4ECTES, COOTRETOTEVEIWER TpabosaHMAM HBCTOALWESRD

craMgapTa

COoBMECTUMOCTE C OPYrMMH CHCTEMAMM MEHEDK-
MEHTA

Hacmoswil cmasdapm cospalaam cmpyrmypy [3] dna
yAcOEmaa Mo 20aamened MO0 UHCKUML UA0SNLIRIALL

Hacmorlpal cmakdaom H8 CoOSDRUM CReLUENEHEIX
mpaboganuld & dpyaun  CUDMBMaN  MEHEDEMEHTE,
HERDUMEE E YaciTiHbiM CUCIMeMan MeHadWMEeHME Oxpatikl
OEpYREOMWEE cpediel, BEI0MACHOCTTIY U ADOERECOUOHSTE-
HO20  A0paseloxpadeHUuR, 8 marsd  (uHaHCogD30
MEHEIMMEHTIS.

DOoHaK) HECTORLWHMA CTEHAAPT NOIBONAST ODraHKZaLMIK
COMMBCOBETE  MNM  WHTEMDMDOBATE GCBOH  CODCTEEHHYHD
CHCTEMY MEHEQHMEHTE KEYSCTES © SPYIMMH CHOTEMaMM
MEHEOMMEHTA ¢ COOTEETCTEYIOWNAME TpebosaHusMm.
CpraHU3aUMA MOKET AAANTURGBAT b JSACTEY WY CHETEMY
(CHETEMB]  MEHSOMMEHTA O  CO3GaHWMA  CHCTEMB
MEHEQEMEHTS Ka4acTsd, COOTRETCTEVIOWSR TpedoBaHuAM

HACTORULEID CTAHOAPTA.

Mp#HAHE PEANHMSHA; B 3TOM NYHETE NOOYEpEHYTE CBAZL
 [3]-

YHQABNEHWE UCKOM REMABTEA KNEHE8kIM TpaioBaHMEM
AR MEOFME BHO0E GEATENEH0CT W H TReBOBAHMA, CRRIAHHLIX
© CHCTEMEMH MEHEIMMEHTE EEYSCTES. ONA OpraHM3auwn,
MPOWAB0OALKE METALMHEKME WA08NWA

1 OGnacTe NpMMEHEHWA
1.1 OBuwmMe NONCEEHUA

HacTonuwuid cradgapT yoradaenueaer Tpefosanmm &
CHCTEME MEHEQMMEHTE HEHEBCTEE B TEX CAYYAAX HOMOE
CpraHN3aLMA:

A HY®OBSTCA B O8MOHCTPEUMM CAOBA cnocobHooTm
MOCTAENATE  NPOOYELHEN, OTBS4aRUYD TpeboBaHuAmM

noTpabuTEnEl W COOTRETCTEYHMUAM  ODRISTENLHLIM

TpeborannAmM;

B) CTEEMT CEOER LENLH NOBbILUEHWS YAODSNETEODEH-
HooTH  noTtpaburensi  nocpegcreosm  adebakTeeHom
MpUMEHEHNA CUCTEME, BEMOYEA NPOYBtcH NOCTORHKROM a8
VAYUIEHHA W ODECnedvsHMn CODTBSTCTEMA TpefoBaHuamM
natpeburanaid W obRzaTeneHeM TpeboBaHuAM.

MpumedaHa—B HECTORWEM CTEHZAPTE TEPMHH
ANPOOYHUMAT NPUMEHAM TONEXD K NPaGHaIHaY3smMol gna
NOTPEBUTanA Uik AATPEbosaHHOR WM NPOaYKLME

1 OGnacTe NpUMEHEHHA
1.1 OGwmMe NoNoXEHUA

Hacmorwd cmaddapm anpedensam mpetogaHuR K
CUCIMEME MEHBONMEHITIA KEHEcITea 8 Conyksans, xosda
apaadiagyiy Heodxoduws ApodeMOHCMOUDOEaTs  Ciro-
COBHOEME  Mocmaanames: meduyuHcss uademuR U
NOefacmMEaensme CERIaHHIS O HUML O0CIyMUSaHUE, Omas-
YAYEeE MpeboggHURK Nompebumens o YomaHemeHHLIH
mpafagaHuAM, NDUMSHIMEIM & S0 MeOUUiHGELIM

LFdERURAM U COnyImcrmay oL Yoimyaan.

Liars Hacmomwyead cmandapma — codedcmels ared-
PEHUK 8 CUSIMEMBl MEHEORMENTIE KSHSCMEs 28pMOHN-
AUPOSAHHEL YEMSHOSMSHHLIX MpeBOgEHLAT K MO IHCKEL
uzdenuas. Hacmoswd cmakdapm exnoyasm & cefa
HEKOMODEE CNaUUanbHse mpabosalun ¥ MadlUliHCHLN
UBJENUAM, 3 IMERNE UCKTHONSEM HERDMOp-E mpetoaasun
I3 komopeis HE RENAOMCH POManoEneHHBMY, 8 C8R3Y ©
Yl OPSAHUFALILY, Ykl CUCTNEMET MEREdRMaHTIS RaYacas
OMEEsET MPeioeaHURM HEoMoRYea0 cmandapma, He
MOSWM Z8AENRIME O Coomeamomaeny [3], Nora uk CUCmeams
MEHEBdMMEBHTIE KaHetmas He Oydym pooansmanpamis acam
Aga pormoveHus mpeSosanuaa (3], (oM apunosasue B).

Mp#4mHe pazneqri: 8 nyHeTe 1.1 NpesmaHRaTcE |

PAILACHAKITCA  TEPMWHEL,  WMEHWHME  OTHOLWEHWE K
BEMLMHCKHM WADENUAR. KpoMe TOMm, MCKNEHEHE TERMNHLI
AYOOBNETEOPEHHOCTE  NOTpabuTenAs W «nNOCTORHHOS

YRYHILEHWE s, NOCKONLKY OHWA HE COOTEETOTEYOT CTAHOSPTY.
LeMk HOTOPOMD 38KnN43eTca 8 olnerdadud BCcemMupHOR
rapMobHzaywd Tpabosarl, YOTAHORNEHHLN K CHOTEMAM
MEHEORMEHTE KEHECTES MEJHLMHCHME MITanUi.

23



MCT P UCO 13485—2004

MNpadansenue mabmius 8.1

WO 90012000

HMCO 134B5: 2003

Eo sropon afiaus cogepsiTen PaILRCHEHWE TOr, 470
uane MCO 13485:2003 sranmerch obnardedisa BeaMUpHONR
fEpMOoHMIaLHY TpeboBaHWA, YETBHOBNEHHLEE § CHMOCTaMAaM
MAHEOHMEHTE K24eCTEE. Yiadado, 4To gng ator rpebyerca
HEMM4ME  HEXOTODBY  SONONHMTENBHBIE  TpabosadHniE,
OTCYTCTEVIOWME B [3]. ¥ WoknioYsHee gpymx TpabosaqsniE,
MenwrEssE B8 [3], Epoma  TOM0, PAILACHRSTCH, 470
cobnogesne Tpebosadni MCD 134852003 ve canadast
HENperMeHH cobmogesns Tpebosadun [3].

TepMud  «conyToTEyOWSe  obonysweaHres HBEaxakLI
pobaenAeTcA K TEPMWHY  AMBOWMUWMHGEME  W3OenuAs,
NoCKOMALKY ONPEisneHie  sMagUUEHCHHME WIgenAs  He
BHAKMEET NOHATIE «DOCnyMUBAHNE: . 3TO NDOTUE0RAYMT
3], e nosA™ME  eolomoiMBaHWER HBNRSTCH YAacTkH

ONPE0ENEHAA TERMAHA SNpoOYELWAD

12 NpumaHeHne

TpabosasvA HABCTOAWEND CTEHOSPTE NPSOHEIHTYEHLI
ANA BoEX OPraHU3aYWA, HE3AEMOMMO OT BWMOA. paasepa W
NOCTARMASMOR NPOOYELIMA.

Ecnw  maxca-nwbo  rpebosaswes) HECTORWEMD
CTEHOSPTE  HENL3IR  NPHAMEHWTE  BEMOY  chewywduded
OpraHWzagKMd  WNW B8 NpoOyelWd, SONycKEeTcR  erg
HERNHHEHWE.

Mpu CosanaHHex WCKNOYSHNAR 38AENEHHA O COOTEET-
CTEMM HBCTORWEMY CTaHOApTY NPWEaMnEMs., BChd 3TH
HCENHIHEHWA ROONSSER0T Nod TPeDoEIHWA, NpMES0EHHLIE B
paznens ¥, W HE BAMRKT HE cnocobHoCTE WMNW oTeST-
CTBEHHOCTE  Opradvasagul  obecnsesmeaTe  NpOgyKLWan,
areeqasoed TpeboBaqHMAM noTpabuTenad w coor-
BETCTEYKHLMM ODRZETEMLHEIM TpEDoSaHMTM
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1.2 NpumaHaHWe

Tpefoeanur HECMORWE2D cmandapma pacnpocmpsE-
HRMWTICH HE OpSEHUALUL, Npediasamiyue HE  DoHoK

meduyuHcre  UadenuR, HEZZBUCUMD oM ewda Ly
HLCAEHHOCITIL STILE OD3aHUIALUE.
Ecnu  yomadodnedHse mMpedosadur  NoSaoiTRINT

LSRRI yRpaanauLa MO SHTILD DS S HLEM 0]
|pazpabomead vadenud (T.3), MmO o MOMBTT CITYRUImE
OoHOSAMUEM  ONA  UCKTIONSHUR  COOMBETICITIEYROLLK
mpafoeayud U3 ROHEDEMHOU CUSCTIEMEl MBHBdRMaHMES
kawpcmes. B amosm onyvae one dannol  Ccuomems!
MEHEdRMEHME Hayecmds  OomsHbnl Oeame odenadei
ANEMEpHAMUERLIE  noRpEery.  OmesmomesHHOCTIE 38
OHBCISYWeHUE CONMEaMGITIEUH UCKMIOSEHUS  WIDEanaHUR
NpoeRmUpoearues U paapabomyod vadenud mpefosarusm
HACMOALWE20 CMaHdapma Nekurm Ha CaMod op2asudauiy
4.2 2, nepauwcneque aj u 7,31

Ecnu  kakoe-mubo  mpetoganue  [mpetGoaakun)
|pasdana 7 wacmoswean omarndapima HEMLIR MOUMSHUIME
egudy CReULERIRL ROHRDESMHOS0 { KRR ERETIFGIK]

MaduyiHero2o wadenus (uadenuld], Ha Komopoe [Komopeis)
|pacrpocmpaHREMER CUCMEBME MEHEOMWEHITE NSYaGmas,
Mo CpEHUZAULY  He  CReOyem  EeKOYamE  Makos
mpaboearue  (MpebodaduA] 8 CeokWd  CUCITEM)  MeHs-
dameHa Kavacmad (4. 2.2, nepsvucnadus a).

OimeamcmesHHOLTE 38 MOUMSHEHLE § MeOdULIUHCHOM Y
uadenus  (LadenuesM] ApOUSCCOE.  COOPEEMCTEY LU
MpeGOSaHURM HECMOALWES0 CMasdapma, HO Somopaig He
OCPWECIMETERNTICH QDSanU2aliel, He0am KOHKDSmHAR
OPSEHUZALLR, I Mo cnadysm PHYimereants § Cucmens
MOHBdNMMEHME  KEYeomEs  amold opdanruzacuy (4.1,
MEDEYUGCTEHUE &).

B HacmoRwEs  orakdapme HEcKonbrD pas
BCMPEYSRNTICA  MOHAMIUR  SECHU  COOMEarmcimayams o
axoada coomesmaomapan:. Ecny mpedoeanus codepwum
OdeD BE ITUE NMOoOHAMUO,  ma DHO CHLITmasmoH
A CODMMBSMCMELLME, (plale] OOSEHUIIULR Hi
npedocmaen GOK YMERMUDOEaHH0E OO0CHOEAHUE
HECOOMESMGMaUs HacmorwWeMy cmakdapmy. Tpetoganie

CHLIMBEMGH OIS ENTICITI Y ROLLIL S, ECAL BE0
eninonHeHue peolrodusa dns mo2o, Ymobe
al wadenue VOORMEMEnpRTG VOIMAHOENEHHEIM

MpEGoSaHURM LT

) GpaaHUISLHUR MO2NE SLIMOTHATE KODDEeRmLUDPOLLUE
dedcmens.
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Mp#HMHE pEaNEYWn; AyHET 1.2 COOspsMT DaIbRCHEHHES
o, 4ro TpedosaHun MCD 134852003 oTHOCRTCR MMBHHO
B WMEgMUWHCEMM  W3genaAs.  Hpome  Tomo,  youneHs
BIGMMOCERIE MEHOY HCENHOYEHHRMK, OTHOCALMMECA K
MOCEETUDOBEHW ¥ pR3patoTea, YTo MOEET WMETE ooobos
IHSMEHHE ONA TPEDOBAHMA, COSBDMALMICH B HEKOTODBI
HALUWOHANBHBIY  HOPMESTHBHEX — O0KYMEHTax.  Hazosey.
ObERCHAKITER paanu-Ha Memay Tpabosaqsiaun paagana T,
HOTOPLIE OPTEHUIAUMA NPW HANWHHA 380HHBIX GCHOBIHWA
MOMHET MCHMEOHMTE W3 CHOSE CHCTEMBlL  MEHBONMEHTI
EAYECTEE (OM. OFpaHMYeHMA © T.1), name ecne  oHsS
OCYLWBCTENRST BUON DSATEMHOCTA, E HOTOPLIM OTHOCHATEA
3TH TpabosaHnA, ¥ TpEloEaHWAMK, EOTOPDEE ODrasnzaLHA
MOHET NP HANW-KA 0O0OCHOBAHWA HE BENEMETh B CBOM
CHCTEMY MEHEQHEMEHTE KEHECTEA, TAK KK DHW OTHOCATGA K
BHdaM OSATENLHOCTH, HOTOPLIE 373 OPrAHWIEAUME  He
OCYLWECTEAREST

2 HopMaTMBHLIS CCLINKW

YHAZAHHEIA HWDHE HOPMETHBHLEIA JOKYMEHT COmesuT
MOMNCHEHMA, KOTOPES NOCPEcTEOM CORINOK B STOM TEECTS
COCTABNAKT NONOEESHWA HaCTOFRWEm STtadgapra. Ons
OaTHPOBSHHBIE CCENOK HE NPUMEHAKTCR NOCAEOyme
MIMEHEHWMSE WM NEpECMOTRLl  M30aHHLE  QOYMEHTOE.
OoHars y4acTHHEaM  COMMalleHdl, OCHOBIHHEXE Ha
HACTOALWEM CTEHOERTS, PEKOMEHOYETCH HMOCNESoEATL
BOSMOMHOCTH NEMMEHEHHA MOCNEOHEl  pEOSKLWK
YEAIAHHOMD  HMME HOpPMaTHBHOrG  gowymedta. Ona
HEASTHPOEEHHEIY  CCRINOK  NPpUMEHRETCA  NOChegHes
MigaMHa HOpMaTMEROM gokyMedta. Hneds MCO 1 M2K
noagepsusaoT B pafoden COCTORHMK  OMUMANEHEIE
CIWCHH GEACTEYROWMY MEHOYHADOOHEX CTAHOADTOE.

OO SON-Z000 Cucmems MeHedNMEHTIE KEYEcTIEa.
OcHOgHBIE NONDKSHUA 1 CRD83PkL

2 HopMaTWBHbIS CChIHW

B HacmoRWeM GmaHiane NononLIneans Cobiiy Ha
chgdyrnyiid crmansdagm:

MO0 SO00—2000 Cucimésil Hex00RMEHITIA KEWesT-
ga. OoHeanbE MONoMeHUH o cnogaps (150 00002000

Chality  management  sysfems — Fundamentals and
vacabuwlary)

Mpumesande —lpa NONL30SAHMKA  HICTORLLAM
CTEHOEPTONM  Usnacoobpaiso nposepuTe  SEACTEME

CERNOHHEE CTEHREpTOR (M EnacchdweEaropoB) Ha Teppu-
TOpMHM TOCYOAPCTES MO COOTEETCTEYIOLWEMY YHEASSTEND
CTAHOApTOE (M enaccwiukaropos), COCTABNEHHOMY No
COCTORHMKI Ha 1 SHESpA  TEHyLER Mga. 8 no
COOTESTCTEYHMUMM HHOpMA L HOHHLIRM YESASTENAM,
ORyDMMEOBSHHEM B Tekywesm rady. Echi  coenoqHeIA
OOKYMEHT ZAMEHEH (HAMEHEH), TO NP NONs30BaHAE
HACTOALLMM  CTAHOApTOM  CReOysaT pYHOBOOCTROBSTLCA
SAMEHEHHLIM [HaM BHEHHEIM ) CTEHARP TOM. ECNK COobINOHHEIA
O0sYMIEHT OTMEHSH Be3 2ameHkl, TO NONQHeHHS, B KOTOPOM

OaHE GCChiNKA HE HefM, NPYMEHAETCH B 4EC8TH, He
SATPArABEMILLER 3Ty CORIEY.

3 TepMHUMLl M ONpagensH A 3 TepMHHLL 4 oNpegeneHKA

B HacTOAWEM CTAHO3PTE NPUMEHAKT TEPMHHLL K B HacToswes CTaHO3apTe NDUMEHAKT TEPMHHEL W

GnpEaaneHds, gaHHee g W00 S0002000.

MpHBEEgSHHBIE HUEE TERPMHHLL, BCOML3YeMBR 2 [3] gnA
ONUCEHHA LS NOSTARHKA, DeINK MEMEHEHE! NS OTRaREHWA
MPpUMEHABMOM B HECTOALWSE BPEMA CNOBARA TEDMAHOE.

MOCTABLWHE — DpraHM2aumA — J'IﬂTj:H'EH'I'H'III:

TapsmH G OPTAHHIAUNEY 3AMEHRET TEDMHH
ANCCTABLLMES, MIMONEIYEMEE B Napecld pagasund [3], w
OTHOCWTER K ODLEXTY, B OTHOWEHWH HOTOPOr NDHMEHBETER
HACTORAWWA cTaHgapt. Kpome Tor, TEpMHH anoCTEBWNKR
SAMEHAET TEpPMUH acyBnogpRa-mKs.

B Texk:Te HACTOALLEM CTAHOAPTA TEPMUH ENPoayKLMAs
MOMET DIHEYETL TAKHE €yCnyrys

anpegensdve, fdaddes 8 MCO 80002000, a raswe
CreayLwe TEDMHHI o COOTEETCTBYHMLMMEA
CNPEREnaHHFEMH.

MpvBageHHEE  HEE  TEPMEHLL, HONONBIYEMES B
HACTORLLEM CTEHGADTE ONA OMACAHKA LBEMW NOCTaskM, Bwine
MAaMEHaHE QN8R OTPEMEHWA MPAMEHABMON B HACTORWES
BpEMS CNOBEPA TADMUHOE.

MOCTABLWWME — OpradMzaumA — 'I'IDT,FEEH'I'BIIE-

TapumnH W OPTAHUISLMRS 3aMEHRAET TEPMMH
#MNOCTABWMES, MIMONEIYEMEIR B NaEpesh pagasuxe [3], «
OTHOCHMTCR K ODRERTY, B OTHOWEHKWY KOTOROr NRUMEHRSTCA
HACTORWWA cTaHaapT. Kpome Ton, TERMMH SNoCTEBWMER
3AMEHRET TEDMWH «cyBnogpRO-MEs
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B TerRcTE HACTORLEMD CTAHOAPTA TERMWH “NPOOYKLHAS
|momear oaHaqaTs TaEme SyChyTyn.

Tau, rge TpeboBaHMA oNpEganaqHt K88 NEHMEHMEE K
OMEOWLUWHCEMM  M3SENWAMe, 3T we  TpebossHus
PEEHOSHENHD NEHMEHWME M K CBRAZAHHEIM C HHME YEYEM,
NPEOoCTABNREMEIM TOR #8 OpraHuaauned.

TapMuHsl U ONpe0ensHur, MOMEILEHHEE  HLDKE,
credyam DACCMAEMDUEEME K&K Haubomes ofuus,
NOCKOMERY MEDMUHL U Ompedenaqly, CyILecmayolie &
HALUOHSMLHEY — HODMEMUSHLY — JONpMEeHTIaN,  Mo2ym
OHTUTUHEMILER T HUX U BhiTis MEOedmosmLm ST HiL.

MNpuHel paantLeR: pa3gan 3 oTHOOHTCA K MeawW-
|usiHckrm MagEnuAM, OH TAKKE BEMDYSET NPEEYNPEE0aHneE O
TOM, Y4TO0 HBUMOHANLHEE |[PErioHENEHEIE) HOPMATHBHLE
OOKYMEHTEl MOMYT COOSpHETE ONPEgEnaHis, SaMeHRWWE
OnpEnsnsHuA B cooTestoTadn © 3. 1—38 Mnd Ha KoTopwe
NpMECOWTCA cowmka 8 WMCO 13485:2003. Onpaganasdn 8
cooteetcTeMM  ©  A1—38 NpagHasHaqYeHsl gnA
MEGHLMHCEME MAgEnwA

4 CHUCTEMa MEHEIEMEHTS KAYECTEA
4.1 Obwwme Tpebosaumua

CIpfaHM3IauMA JOMEHE DaspaboTars, J0KYMEeHTHROES T,
EHEAPUTE M NOASEDMHBATE 8 pADOMEM COCTORHWI CHCTEMY
MEHEGEMEHTE HKAYSCTSA, DNOCTOAHHD  YHYHWATE &8
pemyNLTATHEHOCTE B COOTEETCTEMM ¢  TpeboBaHuAmMK
HBCTOALWEND CTRHOSPTA.

D aHE3aUmMA OoMHE:

a) onpefsnATE NPOUSccH, HEoBXOOMMEN SNH CHETEME
MEHEHMEHTE KA4ECTES, W WX NPUMEHEHWE B0 BCB
apradusaume {1.2);

0} onpefensTe NoCRasnEaTeNLHOCTE
OSRETEME 3THY NPOUSCoOE;

B} OnpedensTe KDHTERWH H METOSLI, HEOEXOQMMEIE OAR
ODECNEYEHWA PE3YVNETATHEBHOCTI KE3K NN OCYILECTEMEHIM,
TEK ¥ MpW YyNPARNeHHA 3THMH NPOYeCCanmii;

r} ODECNEYMBATE HAMAYWE PECYPCOE W MHDOPMELNK,

HeobxoOWMMBIX QNS NOOAGEEEM STHY NPpOUBCCOR W MX
MOHMTORHHIE;

) OCYLWBCTRMATE MOHWTORWHL, HAMEDEHWE W AHANKM3
STV NpOLEcEos;

] BEARMO-

&) NPHHUMAETE MEDL, HEOOEOOMMLE ONA OOCTHHEHMAR
FANNBHEPOEAHHEX DEIYNETATOR W NOCTORMHOM YIYHLLSHAA
3THX NpOUECcEDR.

OpraqHUIaumA JOMHHE OCYILSCTENATE MEHEPHMEHT 3THX
npouecoos 8 COOTRSTCTEMM © TpeboBaHuAMK HacTomwerD
CTaHnapTa.

Ecne opraduIaums  pEWA&ST nNEpegate  CTOPaHHWM
OpraHWZAUMAM  BRINOMHEHWS  kEkofo-Adbo ppauscea,
EMMAKILLE HE COOTEETCTEME NPOgYEL M TpeSoeaHrAM, oHa
AormtHa obecnedUBaTE CO CEBOSH CTOPOHEI EOHTRONE TAXOM
npouecca. YnpasnedH«we WM gonsso Oeith OnpegensHo B
CHETEME MEHEIHMEHTE HaHSCTEA.

Mpuwuedaduwes—B npoystor, HaobxoauMeE qnA
CHETEME MOHEOEMEHTE KSHBCTEA, CNegyar BEMmOYaTk
NpOUSCCEl YyNPEENSHYECHDR OEATENEHOCTA DYEDBEOACTEE,
ODBCNEYEHWA PECYDCEMK, NPOUSCCE MHIHEHHOM LW
NEOOyHLUMA 1 HEMBpEHA
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4 CHCcTemMa MEHEQHMEHTA HAYScTea

4.1 OBwwe Tpeboeanma

Opzanuzayunr damsHa paapabamsiaans, doypMesmu-
lpogams,  edmedoAms U noddepsueames 8 padoues
COCIMORHLIY CUCMEMY MEHSORMERTES REHECmad, 4 maswe
NoOdSpMUEAME 86 PEIVILMaMTUEH0coTL 8 COmaamomau
£ MpefosaHUBML HECMORWES0 CMaEHO0ADME.

DpraHwIau«n QonsHa:

a) onpansnATe NPOUacce, HeoDogMMLsE ANA CHETEME
|enamsmenTa ¥a4BCTEA, W WX NPUMEHSHWE BO  BOER
apraduauae {1.2);

G) onpedeEnsT:E NOCREA08aTENLHOCTEL
OEBCTEME 3THE NpoUScoos;

B] ONPENEnsTh HPHTEDWA W METOSE, HEOEXOAWMEIE OnA
obEchEHEHA PEYNLTATHEHOCTH KEK NPW OCYLLSCTEMEHWH,
TEK W MW YNPAENEHHA 3THMH NPOYSCCAMM;

r} O0BChEYMBATE HAMMHWE PECYPLOBR W BHPOPMELHIE,
HeobxoaWMelx Ond NoOgepEEd 3T NPpOUeccoE W MX
MOHNTORMHIE,;

O) OCYWEBCTENATE MOHWMTOPHHEL WIMBEPEHWE W 3HANN
STV NPOLacoon;

M B33akMo-

fns
]

gl amnonuame  delomeus,  Heobroduamsie
OOCITUKEHUR  SSATEHUDOGEHHLIE  DEIYTLMEmod
MoCOEIMAHUR DEIYVMSMATUSHOCTIU HTUX MOOYSCCoE.

CIpraHMasUMA QOMmHE OCYLLBCTEMATS MEHESHMEHT 3THX
|npoysccos B cooTEETCTEMM C TPEBOBAHWAMKY HACTORWERD
CTaHaapTa.

Ecnue opfaH43aums pewaseT nepefgate CTOpaHHMM
OpraHHAALMAM BHNORHEHWS  KEKOMo-NMbo  npouscoa,
BMUAHILLED HE COOTBETCTEME NPOAYELMWA TpebosaHunam, oHa
DarsHa obecneYuBeaTh GO CBOSH CTOPOHE KEOHTRONE TAKOMD
npoyecca. YnpasneHws WM aonkHo GelTh ONPEOENSHD B
CHCTEME MEHEOMMEHTA kaqecTea (B.5.1).

Mpuuedaduwes—B npousccr, HEOBXKOOMMLIE QNR
CHOTEML  MOHEIHMAHTA KSYeOTBa, ChNegyar BEma4YaTh
NpOUBCccel YyNPAENSHYECKDR OSATEMLHOETA DYHDBOOCTEE,
ODBCNEYEHNA PECYDCEMY, MPOUSccE HMIHEHHOM LHKNE
NPOOyHLMH 1 HAMEDEHWA.
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Beeaenue

MewogyeapogHeid cTavgapt MCO 13485 nogroTopnesd TexHudeckiam koMuTatorM MICOITE 210 «¥npae-
NEHWE KAYECTBOM W COOTBETCTEYIOWME ACNEKTE OQNA MEOHUWHCKKAX H3Zenuis.

HacToAWwes HagaHue oTMEHAET M 3aseHaaT [1] ¢ [2]. OpradMaauiK, KoTOpBIE B NPOWNoM Nprsse A [2],
MOTYT NPHMEHATE HACTOALWWA CTAMAART, MCKMHME HEHOTOpLIE TPeboBaHkA B COOTEETCTEMM C NyHKTOM 1.2
HaCTOALLEro cTaHaapTa.

Hactoswes wagadse MCO 13485 umeaT HOBBIA THTYNBHEIR NWCT W oTpaxaeT TpebosaHKa Kk obecnaye-
HUIO KAYECTEA NPOAYELMK, TpeBoBakMR NoTpabuTana 1 apyrie acnexTsl CUCTEMbl MEHEKMEHNTA KAYECTEE.

DHwme nonoseHARA

Hacmoawuil cmavwdapm onpedenfem mpetosaHla K CLUCMSME MeHBONMEHITIS KaYECTBa, KOMODEIE MO
NPUMEHAMECA Op2aMuzaldued Tpu NpOSKMUPOEaNUL, PaIpaldomye, MpoUIeodomes, MOMTaMe U oBCysueaMuy
MeAUYLHCKLN UL, 8 MoK MU MPOSKMUpPOEaHUL, Paspabomie U 0BecauaHLIL CaRAISHMNEIK C HUIMU YCITYE.

Hacmogswul cmandapm MONem Malke NpUMEHAMECA GHYMPEHHUMU L GHEWHUMU MO MBOWEHWD K
Op2aHuIayuL 33UHMepecoeantEML CMOPOHAaMU, BXMYaR opaamdsl No cepmudhurkayuy, dna oyerKy cnocob-
HOCMU OpEasusayuy yooanemeopAms mpedoaarud nompebumans u mpedoaakus, YomaHoENeHHbIE & COOm-
BSMCIMALULY C HODMEMLUEHLIMU JOKYMEHTIAMY (Janee — yecmanoanakHibie mpeboeanus).

HMudopsausa, oboldadensan kak «MpuMedadidas, ARMASTCA METOOWYBCKAM YEAIAHWEM N0 NOHWMEHHID
WNY paTEACHEHWIO COOTRETCTRYMUErD TpeGoRaHMA.

ToeGosaMLA ¥ CUCITEME MaHadNMEHTE KaYECMEs, YOMaH0anatibe 8 HECMOAWeM cmandapime, Aand-
meR AoNoTHAIOWUMU M0 IMROLWEHLIID K MaxHuYeckumM mpeboeakuas K NpodysLuL.

AnaA coagasna CUCTeMEl MEHEIHMEHTA Ka4ecTEa TpebyeTCcA CTpaTeriHeckDe pelueHHe opradnaauund. Ha
paspaboTry W BHEQDEHNE CHCTEME MEHEIEMEHTS KA4SCTRA OPrasn3aLk BRARIOT HaMeHAIWHECH NoTPebHoCTI,
KOHEDETHBIE LIENH, BiMYCKaEManA NPOOYELIMA, NPHMEHREMEIE NPOLUECCH], PAIMED 1 CTRYKTYRE oprasvaauymi. Hacro-
ALLMIA CTaHOAPT HE NPEANoNaraeT @aMHo0GPaMA B CTRYKTYPE CHCTEM MEHBIHMEHTS KA4SCT A MK OOKYMEHTALIMIA.

Cyidecmayem Gonswoe pasnoobpasue Meduluxckux Uadenulll HexomopeEe Yacmube mpeboeanus
HECMORWES0 CMandapma NpUMeHUMEl MOTsKD K Mel Kamesopuan MeduyuHckuy uzienud, onpedensHus

KOMOopsx npueedens & paidensg 3.
MpougccHEIR NOaXon

Hacmoswuld cmakdapm oCHOSEEa8TICH Ha MPoUeccHIM Modxode ¥ MeHadMeRmy KaYeCmes.

Mofas desmensHOcTs, UMeinUan axodsl U npecfpaayoas ux & Bsxodsl, MOWEem paccMampuaaTiscs
KaK mpouece.

Ana yonelwHo2d OyHKYUOHLDOEaHUA ODSanuIalus JoimeHa onpedeuimb MHONECMED B3aUMOCaRIaH-
HBI¥ MDOUECE0E U IDESEmaiTs L.

HacTo epixog oQHOM NEoUecca obpaiayeT HeNocpedcTREHHD BXOO Chegyiowend.

MpumeHeHAE B Opraddiauny CHCTEMEB NPOUSCCOBR HAPALY © HX MOBHTHOMEAUMEH W BAaUMOOSACTEREM,
a TAKE MEHEIHMEHT NDOUSCCOR, MOMYT CHHTATECH NPOUECCHLIM NOOXO00M.

Ceals ¢ MCO 9001

Hacmoswuld cmakdapm SaTASMCA aamMoHOMHLN, HO OCHOAREREMeA Ha [3].

Myl LG NOAMYHEMB! HECMOALe20 cmakdapma, Mekcm Kamaopkx 3ymakmuyas meaxcmy (3], Habpares
NpAMEM Wptchmor, To, 9mo oMY NpedcmasneHsl 8 HEeLITMEHHOM aude, HaLLUTO OMDaMeHLe 8 MouUnoseHUL B,

Texcm Hacmoaiess cmakdapma, He aymedmuyHsil mescmy [3]) unu npednosesue uni abzay, codep-
mawue makod mekcm, Haipass! Kypouaon. Cyime U NPUHUHB! USMEHEHUT 8 MEXKCITIE YKaZaHb! & NpuToseHul B,

Canae c HOOYTO 14969

4] npedcmasnsem cobfold mexHuveckud omyem, cofepmayul DYRoeoOAWLE YRE3aHLA M0 BHedDaHLID
HECMOoRWEes0 cmaKdapma.

COBMECTUMOCTE € APYTHMMH CHETEMAMW MEHEORMEHTA

HacrmoALLLKT Ccrakdanm Coxpanaem cmpymyp)y (3] AmA ydobomas NoTEI0Ea e a0 METULILMCKLIML UA0STUMILL

Hacmoawuld cmandapm He cofepsum cieulansHsx mpebosatul ¥ dpyaum CLUCITeMan MeredsMenma,
HAMNPUMED K YACMHLIM CUCMEMaM MeHedMMaHma oxpakbl OKpyRaowel cpedsl, BesonacHocmi u npogheccu-
OHaNEHGE0 A0DaFooXDaHERLIA, 8 MaKwe (DUHEHCOE0S0 MEHEIRMEHITIE,

OoHAaKo HACTORWWA CTAHOART NOIBOMNAST ODraHn3aLWH COMacoBaTk WKW MHTerpUpoBaTE CBOK cobcT=-
BEHHYI CUCTEMY MEHeDHMEHTA Ka42CcTEa C OPYIMMM CUCTEMAMY MEHBINMENTA ¢ COOTBETCTRYIOWHMMK Tpabo-
BaHKUAMK. OpradyIagna MomeT aganTUPOoBaTe J8RCTBYIOWYID CHCTEMY [(CHCTEME) MEeHSOHMEHTa OnA
CO30aHWA CUCTEMBI MEHELEMENTA Ka%ECTEA, COOTEETCTEVIOWEA TpeboaasuamM HACTOAWETD CTAKGapTAa.

I



Mpodonwedue madauyer B.7

rocT P MCO 13485—2004

WMCO 8001 :2000

HCO 134852003

MpuuKHa paznegun; nveer 4.7 orpasast rpebosaus
ABACTBYHIMY B MUPEe HODMATHBEHLE O0OKYMEHTOB ©
CENard38T BCEMHPHYID FApMOHAIELHK HOBRIX TpeboBaHA,
YETAHOBMEHHEX K MEQUUNHCEMM BigenuwAs. TpabosaqnA
ABACTEYHILLWE HOPMETHEHLE OODKYMEHTOE HBSNDEBNEHE HE
MOAMEHEHWE PEIYNLTAETHEHOA  CHCTEMEl  MEHSDEMEHTS
EAYBCTEA AnA ODacheYeHuA nponzeoncTas BesonacHol W
SthdsapTHEHO Iy HELAOHW P YEMLAA NPOay LMK

4.2 TpeboBaHHA K QOEYMEHTALMM
4.2.1 Dbwwe NonNoBMEHKA

OoeyMeHTaUMs  CHCTEME  MEHEAEMBHTE HI4BLTES
OOM¥HE BENEYETE:

A QokyMEHTARLHG — odioplnaHHss
MONWTHKE M LanAx B 06RacTy wadecTea;
B pyrOBOOCTED NO KAHECTEY,

B) QUHYMEHTADOBEHHLE  MPOUSOYDLL,
HACTORLMA CTAHOSPTOM;

] OOHyMaHTe, HeoboOumels  OpraHWzaguwd gnA
obacnaqaHy  SQgEKTHEHOM NNAHWMPOBAHMA, OCYLWetTE-
NEHEA NPOUSSCOE W YNPESRNEHHA K,

A1 aanwcH, TpebyeMsie HACTORLLMM CTaHgapTomM (4.2 4],

MpumedyaHuA

1 Tam, 138 B HACTOAWEM CTAHOAPTS BCTPEYASTER
TEPMMH oS08y MEHTUPOBAHHAA NPoOUSAYPas, 370 O3IHSHAST,

YTO NROUSOYDRE pEIpaBoTaHa, Aoy MaEHTENLHD odoplnaHs,
BHEOPEHA W NOAORDHHEIETCH B RADOWEM COCTORHUK.

AdHABNEHWA 4]

Tpabyaniie

2 CreneHe OOEyMEHTHPOBEHHOGTH
MEHEOMMEHTE KAWECTEA OOQHOH  OpraHdIauEd
OTAWHMATEEA OT GPYTOA B 38BUCHMOCTH OT:

CHUCTEMBI
MOEET

) pEaMepd OpraHd3aLUME W BMOE OSATENEHOCTH;
B CRCHHOCTH # BIAMMOOERETEMA NpoUSCcCoe;
B) HOMASTEHLHI NEpcoHER.

3 DowyseHTauna MokeT Geime B moGol fopMe 1w Ha
nixbomM HOCHTER:

4.2 TpebosaHWA £ QOKYMEHTALMK
4.2.1 OBwMe NONOWEHHA

OoEyMeHTAUMA CHCTEMEL  MEHSOMMEBHTE HI4ecTES
ODNEHE BENKYETE:

A) QoHYMEHTAMLHD  OPOpMNaHHLME  J8FABNEHWE O
DOMNATHEE 1 LEMAY B DENSCTH KaYeCTRS;

B) pyroBOOCTEO MO KAHECTEY,

B) OO0RYMEHTHROBEHHLE Mp oSy bl Tpabyamele

HACTOALMM CTAHOSPTOM;

F] OOKyMaHTs, HaoDiognmMels  OpraHwaagewa gnA
obacheveHHA ek TUEHON NNAHWPOBAHKMA, OCYLWECTE-
NEHWA NPOUScCOE W YNPEBNEHHR HMH;

A) aankcy, Tpebyelse HACTOALMM CTaHgapTom (4.2.4).

&) dpyaue CORYMEHTIL, PRAZENHEE B HEULOHANBHLIX
LUTL RS IOHEMEHE HOOMETIUEHLIE CORYMEHITIE.

TaMd, 2de 8 HACMORLLEM CMmadiapme YES3ISHD, 49ma
mpebosanue, mpoyedypd, KERER-NUSD GeRmMEarTeHoomE LY
CRBYUARLHOE MBDOADLAMUES Jonxks Beimb v O0RyMeHmu-

poeaHkly, ROODAITPMELaEMIcH. WMo LY maose  onedyam
SlMTAMHATTE U Roddepsieans 8 patosemM COCmosHLL.

AR kaxdoas muna il odeiu MeduyuHcRoao uadanus
apEaduzanus donwHa coadame U noddeprusams g palo-
HEM COCMOoRHUL Haln, codepmaud wiv dedmudgboyu-
Pt Eux}ﬂuwm anpedenmmuie criayuibUrEayy Ha

HLR M CLICIELS MERSORIASHTIA HEWECTI-
ga (4.2.3 :'_:.l.mr..l dospreRms) dofEHs MaKse anpedensms
NORHED NPOYSns U220mOanaqdus U, ecny  Heofxodumag,
MOHTANE U OOCTPRUBEHUR MEOULIUHERO20 UA08TLR.

MpumevaHUs

1 CreneHe OOKYMBHTWPOBEHHOCTH CHCTEME! MEHEIHK-
MEHTA ESYSCTES OOHORN CRMAHAZELWE MOXET OTIRMYETECR OF
AOpyioRn B 33BMCHMOGTI OT!

) pEAMEDE OPFEHWIELWA M BHOA OSATANBHOCTH,

B) CcACHHOCTH W BAAMMOOARCTENA NDOUSCCDE,

B) HOMNSTEHLHN NEpCcOHERa.

2 DosymeHTauwmA mokeT DeiTe B moboil opMe ¥ Ha
nbom HoGUTEn:E.

MpsdEHEl paznd-<ua; nognysst 4.2.1 00 13485:2003
BXMBOHAET TPEGOBSHWA, COASPSALMECA B COOTBETCTEYH-
wear  nogmyHETe [3], gonondHedHsE  TPEGDEAHMAMK,
YETAHOBNSHHLIMK K JOKYMEHTALMKA, 8 TAKHKE CNEUMAnsHEME
TpabogaduaMy ¥ anny, CogspealEny  KDHHPETHBLIS
OCEYMEHTE  ONA  E3&00ro  THNAMMOOSMA  MEOMLMHCHOM
BanennA.  HKpome Torg, nognydst 421 cofgepsat
TpaboBAHMA K OOEYMEHTEUWAM ONR  pP3INW<HER  BWMO0S
OEATAMLHOCTH W CNEUWENEHLIE NONOEEHHR. 3TOT NOOMYHET
OTRAXSET NONoEEHNA QAACTEYIWMY B MWUPS HOPMAETHBHLIK
OOKYMBEHTOR M O0NaMaaT BCEMHUPHYH MEDMOHNIALIWE HOBLK
TpEBOBAHMA, YETAHOBNAHHEIX K MEEMLIMHCKAM W308nMAM
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4.2.2 PyHoBOOCTEO NO KAYBCTEY

Cpradu3aumA gonsHa paspaforarns v noggepmeHeaTs B

pabo4an  cOCTORHMM  DYKOBOOCTED N0 HAYECTEY,
COonBpHalas:
a) 00NacTE NPHMEHEBHWA  CHCTEMB  MEHSOHMEHTA

EIHBCTER, BRMOYEA NOgpobHocTA W obocHoBRaHKWE MODkIX
wernoyeHnn (1.2

0} MosyMEHTHDOBAHHLN NPOUSOYDL, DalpAGOTaHHLE
ANA CHCTEMEl MEHEHMEHTE KaYSCTES, MNW COBNEA HE HWX;

B] OMMGCEHKE  B3AMMOOSACTEKA NpoUacCosE CHCTEME
MEHEHMEHTE KaHS0TED

42.2 PykoBOoQoTBO MO KA4ECTEY

DpraHuaunMA gomeHa paapabotare v NoOOgepEHBaTE B
|pabowenm  cocToRHMM  pYROBOOCTED NG HAYSCTEY,
conspEalas;

al obnacmb NDUMBHEHLUR CUCITIEMBl MeHedRMaHTE

Kawecmaa, exmisas modpoiwocmy U obocHosarus Mmobeix
LICRMOYEHINT Wiaml Henpumekesur |[1.2);

O} OoKYMEHTHPOBAHHLN NPOYSOYDL, pa3paboTaHHLE
ONFA CHETEMBI MEHESHMEHTE EaYSCTEE, HNW CCRINEA HE HWX;

E] ONHCAHWE  B3aMMOOEAcTaRA NPpoOUsCoOE CACTEME]
MaHaO¥MEHTE KaYaltTEd.

Pysopsodomes A0 saHecmey  doisHD  onpedeisme
CMpyMmyDy  JOKYMEHMOS, LONORLIYEMEE 8 CUCTEME
MEHEO0RMERTIE KEYaCimes

4.2.3 ¥npagnedie QoxyMeHTALMEN

OOEYMEHTAMKY  CHCTEMBL  MEHSORMEHTA  KEMECTEA
HeobxoOWmo  YNPasnsaTs.  Jandcn — cneysaneHs6Iin - Bug
OOHYMEHTOR, W MMK HAOO WTPAANATE  COMMACHD

TpeEboBAHHAM, NDHBEgEHHEM B 4 2.4,

dna onpapanasus HEOBXOOMMEX CREACTE YNPABNESHWA
ponsHa  Beme  paspafoTaHa OoEyMEaHTHUPOBEHHEA

NPOUBNYRE, MpS0yCMATRHBAKLAR

a) npoBapry OOKYMEHTOR HE AJBESATHOCTE OO0 WX
BLIMNYCHA;

0} BHAMKI ¥ SLTYANKIAUMK, MO Mepe HEohxoOuMOGTA, H
NEpEyTEEDEEHHE DOKYMEHTOR,

B) obacneyequs MaeHTUHMKALMK LIMEHEHWA W CTATYEA
NepacwaTpa QoKyMEHTOB;

rj cDecne<eHsa HANWHKA COOTEETCTEVIOWMY BEPCHR
OOEYMEHTOR B MECTEX MX NPHMEHEHUA

4) obecnedsaqHMe CoXPaHEHMA OOKYMEHTOR YHETHAMH M
NErED MOEHT G Y E M9,

&) obecna4eHws MO BHTAMKALAN ADKYMEHTOR
BHELUHEMD NPOMCAOMIEHAR W YNPSENEHWE WX PACCLUNEORN;

) NpegoTEpAlLEHHe HENPEgHAMADEHHDID MCNONL30-
EBHUMA  YyCTAPSELWIMY  OOKYMEHTOE W NpHMEHSHWE
COOTEATCTEVHOWER MOSHTWDHEKBUMK TaEnX O0KYMEHTOR,
OCTABNBHHRE ONA KEEMX-MDo Lensd

4.2.3 ¥Vnpaanedue OOyMEHTALMEN

DokyMmeHTaMH  CUCTEMEl  MEHSOXMEHTA Ka4SCTER
Heohoaume  YNPEenaTs.  3andcn — cneuraneHeIR - Brg
OOKYMEHTOE, W WM HBO0  YOPD3EMATE  COMECHD

TpeboBAHMAEM, NPUSEZAaHHEM B 4 2.4,

Ona cnpageneHus HEoBXOaWMLIX CpEaCTE YNPAsNEHUR

gomsHa Geme paapafoTadHa  gosyMaHTHDOSEHHEA
Npoysnyps, NpelycMaTpyBaKiLan:
al npoEspry U pmespwdeHe OORyMEMMODE  HE

AdEMEAMHACMIE JO LY SLIMpPOKE;

0} BHANKI ¥ SLTYANKISLAHS, DO MEps HeobxX0QMMOCTH, 3
NEPEyYTREPEOEHME JOKYMEHTOE,

B] obacneqeHa MOeHTIRUEELMY KIMEHEHWA M CTATYCA
NepaciaTpa A0KYMEHTOR;

r) obecnayYeHte HANWHWA CODTEETCTEVHLWME BEPCHA
OOKyMEHTOR B MECTEX WX NPHMEHEHWRA:

Ol oOScneqaqHne COMPEHeHWA OO0HYMEHTOR YSTHAMH M
NAro WOEHTAG ML D YE MM,

&} ohecnedeHwa HaeHTHEMEaL A OOEYMEHTOE
BHELWHSM NPOMCHOROEHNA W YNPEENEHWE WY DACCERNKDN;

B} NpEOgOTEpalEHWE HENpPEgHaAMEPEHHOM HCNonLIo-
BEHWA  YCTAPEELWMY  OOEYMEHTOE W NPHMEHSHWE
COOTBETCTRVIOWER WOeHTWhHEEUWE TaKMX  OOKYMEHTOS,
OCTABNEHHEY ON7 KEXHX-NME0 Lenad.

Cpeanuaayus  domwwa  ofecngsusame  adamuz o
YgEpMAEHLE LAMEHEHUED & dJoaymenmay fubo darw-
HOCITHBIM  ALYOM,  Fmasiudaauun  MeRaosaya ik LD
darpMenT, MG0 doy2us CRELUATEHD HAZHSYEHHEM k-
HOCITIHBIM  ULOM, UMSHYDM  JOCmyT K COOMEsTICm-
ayiiiued DoxofHod UHDOPMALIUL, HE OCHOSaHUL ROMOpo0
NOLHLUMESETICR DELUEHLM.

Chpzanuadun domwya anpedensms Nepuod apawadl), &
MEEHYE KINNOPO20 credyem Xpanums He mMekes oduod
KOMUL POmAapeaiiLie DESYNUDYLLUY SoryManmod. Ha smam
nepuod donses Bwmes oleoneyed JOCmyn K JOKyMEHTTIEM,
8 COOIMEsmomeny © KOmoDebWML MEOULLIHCKOS Latemue
Bldrmd LUESAMOBMEHD U UCMSMEHD, 8 MmewsH0ms, o kpadnad
Mepe,  cpowd  ompowber Updenus,  ofpedensHroso
OPSEHUASYLEEH, HO HE MEHSE CpOK3 xpadeHuR mobod
umoaoeon Janucy (4.2.4) unu C0anacHD YomaHoansnHEM
MpeGosaHURM
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4.24 YnpapnesWse 3andcAamMmM

JENWCA QOMNEHB BECTICE W NOOOSENBATECA B paboqeam
COCTORHHK ONA NPpaOoCTEENaHWA CRMOSTENLCTE CoOTSar-
CTEWMA TREDOBAHWMAM M PelynNbLTATMBHOCTH ryHELMOHIDO-
BAHMA CHMCTEMBl MEHBOMMEHTA Ka4ecTBa. OHW oMbl
OCTABATREA  HETEMME, NErKD  MOEHTWHHUMDYEMLIEA - W
BOCCTAHABNMWMBABMEIMY. Hago pazpabortate gokyMeHTH-
posaqHHYH  NpoUenypy AnR onpegensHeR | cpagcTs
VIpEENaHHA, TPEDyameIx Npr ADeHTWHHKELMH, XPaHBSHH,
BELNTE, BOCCTAROBMNEHWH, ONPEIENEHWH CDOXDE XPAHEHWA
M MILATHIA 3anikcail

4.2.4 ¥YnpaBneHws 3andcAmMu

Januom QonesHs BECTHCE M NOOOSMEHEITECA B pabovam
COCTORHME ONA NREOoCTAENSHUA CEA0STENECTE COOTEaT-
CTEWMA TREOOHAHMAM W pPE3yNETETHEHOCTH dyHELWMOHWDO-
BAHMA CHCTEMEl MEHEOXMEHTA KaMetTEa. OHA OonHHbI
OCTABATRCA  HETEMMK, NECHD  WMOSHTWIPHUMpYSMEIMHA 1
BOCCTAHABNMBABMEMY. Hano pazpabortate golymeHTH-
posadHyl  Npouenypy Ans  oNpeSensHeR cpencTs
yrpaanasnd, Tpabyameix Npy AgedTRhEaURE, PaHEHNN,
3AWNTE, BOCCTAHOBNEHWH, ONPESENEHWH CODKDE XPAHBHWA
M MILATHIA 38Mecan.

ClpgaHusauun JoimHE SPaHUTTE 2aMUGY0 8 MmevsHus, mno
Kpaiired sepe, cpowa cmewbsl MeOULLHCRDS0 LI0ETWE,
AnpedensqHosg OpaHUEaUUEel, HO HE MaHaE Jdayx Nem o
MOMBHITIE  BayoRd w3defius op2anussyued une 8
CONMEBIMCMELNY & yomaHIameHHuML mpabogaduamly

5 OTEETCTEEHHOCTE pPYKOBOOCTESD
5.1 ObRzaTenscTEA pYyROBOOCTEA

Browas pyHoEoOqoTED OQOmiHD O0ScnesmEaTs HANWEHE
CEMOQATANLCTE NPWHATHA ODRZETENLCTE No paipabotke W
BHEOPEHWH CHCTEMbL MEHEPHMEHTE KSHSOTEE, 3 TAKHS
MOCTORHHOMY YIYHLUEHMD 88 DEIyNETATHEHOCTA NOCDENS TROM:

a) QOBENaHMA 00 CEEOEHWA OPrEHWIAUMK BAMHOCTH
BRNONHEHWMA  TpeboBadHwd  noTpebWTens, a  Tass
Z3HROHO JETENEHLN W ODA3ATENLHLIXE TpabasaHmi;

B paapaboTiy NonWTHEM B 0ORACTH KEYBCTRA;

B) ofecnessHus uUene abnacTm

EgHeCTea.,

paspaboTin B

i NpOBEOSHWA BHANKMIA CO CTOPOHL PYROBDOCTEA;

a] obecnedeHuA HEOXOOMMBIMH DECYRCEMIA

5 OTEeTCTEEHHOCTE pYKOBOACTER
5.1 OGR3aTenscTEa pYROBOOCTEA

Briciies  Dyrog0domes  OpZESNUREUUY  DonmHd
nodmespwdame CRO0M MPUBSPNEBHHOCTIE Da3padomes U
EHEdDEHLRD CLUCTISME MEHSDRMEHTIS Kauscmad, 8 manme
NOdfepE AU B8 DEIVTETESMUSHOSIIU RoCPedormas;

E:I AoeelaHnyd 00 CEE0EHMA OprgHWIaudK BasHOCTH

poiorHedHds TpefoBaqwd noTpebuwTens, a  TaEwe
3AKOHOOATENEHEN W ODRZATaNEHEIX TpabaeaHni,

B paapaboTiM NoNMTYe B 0GRacTv LavYecTea;

B) obecnesands  paspaborsd wened B oBnacte
Ea4SCTES

| ApOBBOSHWA BHANKMIE GO CTOPOHL PYHOBOOCTHES;
) obecnaqeHrA HEOBXOOMMBIMKH PECYDCaMEA.

MpuMesarnuwe—EB HacmoRwed omandapma
YOmAaHOENsHHLIE  mMpeloeanyn OIpSHUNEHBI  TIOMLHD
OE30MEcHOCITIEH U chyHELUOHUDOSAHUSI  KOHKDEMHDS0
MEJULILHEROS0 LWSOenLUIE.

Mp#dMHEl paardEd; NyHET 501 oTpasasT TpeboBaHKA
OSACTEYHIWKMY B MMDE HODMETHEHLEK OOEYMEHTOR M
obnamiaeT BCEMHPHYD FApMOHPISLHE HOBRIX TpeboBaHWA,
YETAHOBNEHHLE. ¥ MEQULWHCHEM WagsnyAn. JafcTey ounes
HODMETHEHRE SOKyMEHTEl HANPEENEHE HE NPUMEHSHWS
pEIYNLTATHEHON CHCTEMEl MEHEOSMEHTA HAYSCTEA ANA
obscmEUeHus NpovasoacTea GesonacHol 1 adubakTuaHD

Ay HRLIMOHA PSR NPOOYELEK

5.2 OpueHTauMA Ha noTpebuTensa

Bscisaa pYEOBOACTED  OOMEHD obecnaqusats
ONPESENEHHE M BeINOAHEHME TpeboBadui noTpebnTanad
AR NOBRILLIEHKA W yooaReTeopasHocTa [T.2.1 n 8.2.1)

5.2 OpueHTaUMA Ha NnoTpabWMTenA

Buiciiee Dy wogndcman ApSEHUEA LY donwmHG
obacmeyugames QMPedensHue U SainonHeHLe mpedosaqud
nompebumeans (727 w §.2.7).

Mp#HMHE PAIMMHAR MAMEHEHHS TEKCTA COOTBETCTRYET
TAKOR  CHTYAUMK, HOMga BeINONHSHWE  TpebosaHHR
noTpaBuTens  HE  RABNSETCR USNBE NpOM3IBOOCTES
MEOWMUMHCKME M30amnmid, B pE3ynbTare 4and  HACTORLWMA
FyHKT COOTEETCTEYET WeNW HACTOALLEMD CTAHOSPTA, KOTORan
COCTOWT B8  ODRErdeHWd  BCEMMPHOR  rEpMOHWIALNK
TpaboeaHMA, YCTAHOBNEHHLE K CHCTEMAM YyNpaBneHdA
EA4SCTEOM
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5.3 NonwTrka B obnacTH Ka4ecTEa

Bricligs pysosoncTad BOMMHO OBEChEdMBATE, 4T0be
NoOMMTHES B 0GNacTi HadaecTes:

:'I]- COOTEETCTBOEHNE LErAM DDIRaHAZa L WA,

0) BEmeOYans oORIaTENLCTEO COOTEETCTEBOBATh
TpEDoEaHUAM W NOCTOAHHD NOBLIWATL PE3YNETATHEHOCTL
CHETEME! MEHEEMEHTE KE4ECTEE,

B] CO30ABANS OCHOBL ONA NOCTAHOBKA W 8HamMad
LU&Enad 8 0hNacTH La4ecTas;

rj Beina Aosaneds 00 CBEOEHHRE
ORraqHwIaLmME | NOHIETHS BaY;

NepooHand

.'_'I_:I BHENHMINPOBANGCE Ha NOCTOARHYED NPAROGHOCTE

5.3 MonwTuea B obnacT Ka4YecTea

Briclies pyxosOncTed SOMEHO 0G8CHEYMEaTs, JYTobk
NonWMTHEE B oBNacTd KadecTea:

3] COOTEETCTBOEaNd LEnAM DPraHnZauymEA,

Gl gxnvana  oOR3GMENLCTED  COmeamomecdant
mpaboeaHUAM  CUCMmEeMbl  MEHEOMMEMTIE KEYeCTEa o
NOOdepMUEamEs 88 DeIyMbMamnugHOCE,

B} CO30ABANES OCHOBL ONA NOSCTAHOBEM W SHaMM3a
Uusnad B 0DNAcTH Ka4HecTeE;

rj Beine Agosafeda A0 0 CRE08HHA
OPraHWISLHE 1 NOHATHS BMy,

NepooHang

J:I:l BHENNZAPOBATTaCE Ha NOCTORHHYE NPEAMQHOCTE.

NMpuisEbl pazneded: w3 W00 134852005, nyaer 5.3,
nepesmcnasne §) MoknsoqeHo obRIaTensETED NOCTORHHOND
NOBBIWEHHA  PE3yNETATHEHOCTH CHOTEMEL MEHEOKMEHTE
KE4ECTRA, KOTOpOS  3JamessHo  obsaarenscTecs  nog-
OSpHEHWA PEyNLTATHEHOCTH CHCTERML MEHSOHMEHTS K3-
“ECTEA. TAKAA ZAMEHA COOTEETCTBYET LENW JERACTEVIOLMY B
MHDE HODMBTHAHLEX OOEYMEHTOB M NPEOHA3HSMEHE ONA
O0NearYBHHA  BCEMHDHOR TEPMOHWIALMKM  YCTRHOBNEHHBEIX
TPEDOBaHHA K CHCTEMEM MEHEIHMEHTA Ka4aCTEA

54 MnavvpoEadwme
[Myrkr 5.4 WSO 13485: 2003 ayrestaqded nyueTy 5.4 [3]

5.5 OTBETCTESHHOCTE, NONHOMO4YHMA ®  ODMEH
HHOpMaLWER

5.5.1 OTEeTCTEEHHOCTE M NONHOMOYHA

Bricwes Y ROBOOCTEO falalgiitial obecneymeaTe

anpegaraHd[e W QOEsOaHnie OO0 CBE08HHH NeploHAnd
OpraHIauyy OTeETCTEEHHOCTH M MoNHOM oA

5.5 OTEETCTEBEHHOCTE, NONHOMOMHMA ©  ODMBH
HHOpMaLHER

5.5.1 OTBETCTEEHHOCTE M NONHOMOYHA

Buipies preoecdomean Dpl2aHuEaUIL AT HD
OOECTIBY LS T

anpedameHUe  QMESMEMEBEHHOGMY U MOMHOMOYLED,
KOMODEE #eolxodumo GoRyMEHMUPOSams, U dogadaqus ux
do cesdeHUR NBPCOHENE OPSaHUZALLL,

SAFUMODe0omBEYE U HEISSUCUMOCITIE  NBDCOHENS,
DyroaadRyadn, SeNONHRRNYES0 U espudhugupeoliesn
|patomy Mo ofscnesadur  Kaveomaa, o onpedenRms
NOM+OMosUE, Hecdxodumse 0N BeiNDNHEHUR 3MUX 38084,

Oheofioe aHuMmanue crnedyem yoenumbs  HEIHSHEHUR
HOHKDEMHSE DU OMEeEmOmEasHHbIE 35 auisd JSRmant-
HOCITIY, CARIAHHLIE © HEOMOOeHUBM 38 SWCNRyamagyued
2omoakdy LR0enud, & macke ohopMeHuEN Gmuama o
uHLuOeHmay (5217 w B.5.2)

5.5.2 lMNpeocTaedTens pyHoBOQCTEa

Ericwesa PYROBOOCTED OOMEHDE HEdHIZYHYWTE NpeEgiTa-
BWTENH W3 COCTaEd PYEDBOOCTEH, I{DTU[JI:I'IT'I HESEBHOAMD 0T
fakag g,k OEAZAHHOCTER OOMKEEH HBSTH OTBETCTEEHHOCTE W
HMMETE NOMHOMOIYAA, pacnpOCTRaHBOWLMECH HE.

a} obacneversa pazpaboTeEd, BHAOPEHHA M NOOSED-
HAHWA B paboues COCTORHWM npouscoos, Tpabyemeix
CHCTEMOA MEHEOMMEHTE KaHacTea;

0} npegoraEneqHds OTHETOE BhICLLBMY DYROBOOCTEY O
YHELMOHUDOBAHMY CHETEME MEHESMMEHTE KS4ECTEA MW
HEODHOOMMOCTA Yy HLLEHWR:

a0

5.5.2 MNpegcTragdTents pykosogcTaa

Bhiclies pyHOBOACTED OOMKHD HAIHEHWTE NpPESCTA-
BMTENA W3 COCTEEE PYHDBOOCTE, HOTOPLIA HEIBBWCHMO OT
apyrix OBAZAHHOCTER OOMKEH HBCTW DTESTGTEEHHOCTE M
HMMETE NOMHOMOHEA, PECNROCT PaHRIOWMECA Ha:

a) obecnededws paapadoTed, BHEAPEHMA W NOOSAD-
HaHWA B pabodes COCTORHWM nNpouscoos. Tpabyemex
CHETEMONR MEHEDHMEHTS KasaCTea;

0O} NpeOCTAENSHWS OTHETOE BLICLUBMY DYROBOOCTEY O
(hYHEUMOHUPOBEHMH CHUCTEME MEHEIHMEHTE KS4ECTEE M
HEODHOAMMOCTH yry-wedns (B.5);
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B) COOBACTEHE PECNpOCTPaHEHID MOHMMEHKHA
TpeboraHrA moTpebTanal No BCal OpraHUIaUMH.

MpumeawaHmne—bB OTEETCTEREHHOCTE NPEQCTABK-
TEAA PYROBOOCTEE MOMET DbiTh BEMHSEHO NOOOE0HAHWES
CEAIA C BHELWHWMA CTOPOHAMK N0 BOMPOCAM, K3CARKILWMEH
CHCTEMBl MEHSIMMEHTA KEYSCTEA

g) ofechevEHIE aHymMoy OPSSHUIELNL  MOHLIMEHUR
yomaHoansdnsy  mpafogald o mpeboganul  Rompe-
Aurmena.

n PHMBYEHHA g — B OTBETCTEEHHOCTE npagcTask-
THNHA PYHOBOOCTEE MOMET DbITe BKNHKYEHD Mo aepsEaHe
CEAIF C BHEWHHMEA CTOPOHAMA MO BOMpLCan, KatariuHscH
CHCTEMBl MaHEEMEHTE Ka4elTED

553 BuyTpeHHMR obmeH mHDOpMaLMER

[MogayHsr 553 WCO 134852003
nognyukTy 5.5.3 [3]

Y TaHTHHEH

5.6 AManuz cO CTOpOMBLL pYEOBOOCTES

5.6 AHAanKI CO CTOPOHLI pYEOBOACTEA
5.6.1 ODDwwe NONOMEHHA

[MogmyHer 56.1  WMCO0
nognyukTy 5.8.1 [3]

134852003  ayradtvHeH

5.6.2 BxogHkie AaHHLIE ONA aHanMaa

BrogHes OaHHRE  ON8  BHANMEE 0 CTOROHLI
pPYKOBOACTEA QOMMHE BEIHMATE CRayHLLYED MHDOpMAaLW0;

a) PEIYNLTETE AYQMTOR (NpoRSpok);
B abpatHyo cBR3e C NOTpebvTanAMu;

B) YHELUMOHWIOBEHME NPOUSCCOE W CODTEETCTEME
MPOOYKLAK;

F] crano
OBACTEWA;

ol nocnagyouWe SeAcTEWR,  BeITEKALIWE
NpEOEOYLLEN AHEnKIa o0 CTOpOHL PYRDB0aCTEE,

NREOYNPEHOAHWKE W KOPPEXTHRYHILLLAX

W3

H:I HMIMEHEHHA, EOTODES MOrTA Ol ROBNWATE HA CHCTERMY
MEHEORMEHTA Ka4B8CTBEA,

W) PENOMEHOBLMH PO YIT-LIBHWE

5.6.2 BrogHele OaHHLIE ONA aHanWwaa

BrogHeis QadEme  ON8  GHandza oo CTORoHL
PYKDBEOOCTEE OOMKHE BHI-ETE CREyHLLYED HHDODMAELWD:

A) pEayNLETATE aYaWTos (Npoespor);
6] obpartdyho ceR3k & nOTpebuTanAmu;

B) HVHHUMOHWPDOBAHWE NPOUSCCOE W COOTEETCTEME
MpOAYELAW;

F] crane
AEACTEKEA,

O] nocnegyiwme AelcTans, B TERAMILLWA
MPE0EOYLLET SHANWIA CO CTOPROHL PYHOBOOCTES,

NPEOYNPEROSHOWME W HOPDEKTHRYHILLMX

H3

H:I FMZMEHEHMA, ROTORE MO Dkl MOBNMATE HA CHACTEMY
MEHEOQEMBEHTA Ka4BCTEA,

M) PEKOMEHOSUMM PO YIMPELUIEHHLD,

3} HOHENE WL REpelMOToeHERE POmalameaqHeR

mpebogatua

5.6.3 BoixogHbie SaHHLIE aHANK3a

BrixohHia SAHHEE AHANKIA GO CTOpOHE PYHOBOOCTEE
ACN¥HBE  BENEAHETE BCE pElEHAR # OaRCTEMA, OTHOCR-
LLHMECH K.

a) NoBkILSHAK PEAYNLTATMBHOCTH
MEHEOXMEHTA KE4ECTER M 88 NPOLBCEORE;

CHCTEMBI

0] ymy<WeHWE NPpogyElWM  cornacHo  TpeboBaduAm
noTpebuTrana;

&} NoTpEDHOCTH B pecypiax

5631 BoixooHbie OaHHLIE aHanWaa

BrixooHsse SaHHLE SHANWIA CO CTOPOME PYHOBOOCTES
O0N#HE  BHMOHETE BCE DEWEHWA W OSRCTEMA, OTHOGH-
LLMERCH B

g pnpHeHuRM, Heobhxodiwbar  dine roddepsaduR
DEIYIMMBTIUSROGCTIN CLGTTEME MEHSRKMEHITIE Ka4YECTEa U
88 NMpOLUSccod,

) wiHWEeHWH NPOgYELME  COrMmacHo
narpebstanaii;

TpefoBaHKAM

C] NoTEeDHOCTH B pAcypoax

6 MeHen¥mMaHT pecypcos
6.1 OBecneyeHne pacypcaMaA

CipraHqagumes  JonsHa onpegensTe W oDecne-HeEdTs
pecypcLl, Tpabyames ans:
A) BHEOPEHME W NOOGEDHAHMA B pabowam cocTORHMK

CHMCTEMBl MEHEOXMEHTa EKa'sacTBed, d TakEe NOCTORHHOM
MOBEILLEHAR a8 DE3YIETATUEHOCTA,

B} NOBRILSBHWR  YAORNSTROPSHHOCTH
My TEM BRINOMHEHWA X TReDoBaHWA

noTpatuTanain

6 Meven#mMeHT petypcos
6.1 ObecnevyeHne pecypcamMK

ClpraHvaaums OomeHa onpegendTe o obecne-veaTs
pRCypoLl, TREbyaMeE On\:

g) aHedpeHUR CUCMeME MEHS0MMENITIS KaYasmes u
NoddapeEaqie S8 DA TeMamUBHocTIL,

6] plosnsmeopeHuR pomaroanerHisy mpeboeanud o
mpefosasud nompedumeans

a1
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6.2 YenossyetrHe pecypobl

6.2 YenoseyeceEMe pecypckl

NEpCOHAENE, BRNOMHADWEers paboTy. EOTOPER BrMAET Ha
KEHECTED MPOLYELME;

0} obacnedueane NOQroTOBKY  WAK

Apyrda  SefcTEMA 0 LAnsd
noTpebHOCTEN,

NPagNEHHHKMATE
YOCEBNETEOPEHMA  3THX

E] OUEHHEATE PEIYNLTATMEHOCTE NPEGNDHHATEIX MED;

r ODeCnNEYMBaTE QCEEOOMMEHHOCTE CBOBM NapooHana
00 AKTYANEHOETH W BEHHDCTH &0 JEATANSHOCTI M BKNENE B
OOCTHEEHWS Uanai 8 obnacTd KEMecTea,

4) noanepusaTe B pabodem COCTORHWM COOTBET-
CTEVHIL WS 3anicH ab obpasnsaHny, NOArOTOEKS, HABRIEEY W
amate (4.2.4)

6.2.1 OGwwe nonoEeHMA
[Magnymer 621 WCO 13485:2003  ayTeHTHYEH
nognyHeTy 8.2.1 [3]
6.2.2 KOMNETEHTHOCTS, CCEEOOMNEHHOCTE H 6.2.2 KoOMNETEHTHOCTE, CCEEOOMNEHHOCTE H
noQroToBER NoOgroToBEKa
DpraHraaunA OosHa: D praHUIaUMA QOMEHA:
a) onpagensThe HEODEO0MMYHY HOMNETEHTHOC TR a) onpagensTh HEODEO,0MMYHY KOMMNETEHTHOE TR

NEpCOHANE, BRNOMHADWETD paboTy, EOTOPAR BNEABT Ha
KE4ECTED MPOOYHLHA;

0} obecnequsaTe nNOOMOTOBEY WOA  NPESNPHHMMATH
Opyrdda SeACTEMA ©  USnkH  YOOEMNSTEOPSHWMA  3THX
noTpefHOCTaN,

B] OLEHWMEATE DEIYNLTATWMEHOCTL NPESNPHHATEE MEp;

r} obDecneqYnBATE OCESOOMMEHHOCTE CBOBM NEpCOHANA
00 AKTYANEHOCTH W BEHHOCTH 00 SEATaNEHOCTH M BXNage B
OOCTHEAHWS Uanal B 0DnacTi KaHecTes;

o) nonaepswsate & pabodar COCTORHMM COOTBEET-
CTEYEIWWE 3anien ob obpasosaHne, NOOIoTOSKE, HABLIEAX M
amnsime (4.2.4).

Mpuweyadue — HauuoHaANLKHLE WD DESUOHANE-
HiE HOOMAMUEHLIE DOKPMEHTIL Mo2pm mpaboesms am
ROHKPEMAOLD OpSanuzayur  paspabomey  OOxpysaHmL-
|pogabssy Npoyedys AR anpedansHus Heodxodumocu
AOCE0moekl mepcaHana

6.3 WndpacTpyrtypa

Dpradezagua GoN¥Ha OnpedandATs, oDecneMMEaTs M
NoOOOSpHHBaTE B pRGOYEM COCTOAHWE WHDPACTRYETYRY,
HeoboOWMMyH) O0F OO0CTHREHWA COOTEETCTBMA Tpebo-
BAHMREM K Npoayruwd. MHDpacTpykTYpa MOmaT BRMOHETE:

a} apnaHuA, paboqyss NPOCTPEHETEO M CERIAHHLIE © HHM
CpencTEa TpYoAa:

6} ohopyiosaqie GhA NPOUACCOR (KAK TEXHHYECHAE, TAK
H NpOrpamMmMHLS CpancTeal;

¢l cnywbbl oBEcNEYEHWA (HENPUMED TPEHCMOPT MM
CBRAL)

6.3 MudpacTpykrypa

DpraHizagua Son¥HE onpenandTs, obecneqHeats M
NOOOSpHHMBATE B paboqed COCTORHHE WHDPACTRYETYRY,
HEoOXoOMMYD ONF JOCTHEEHWA COOTEETCTEMA Tpebo-
BAHWRM ¥ NpOoayrusd. MIHBPacTpyRTYDE MOMET BXMOYATE:

a} inaHWA, pabodee NPOCTOEHCTED W CERIAHHLIE © HAM
CpencTea TEyoa:

0} ohopyaosadde gNA NPOLACCOR [KaK TEXHHYECHWE, Tk
¥ NpOIPAMMHLE CREAcTaaA);

) cnysbel obBcNEYEHUA (HANPUMED TPEHCMORT MM
CHA3L).

Opearusauus  donwda  paspalomame  JoxpMeHriL-
pogaHkse mpebosaniur k dedomeusn, nod0epsussmling
g8 Uripacmpyrimyoy. BrmONEA YESTMOTY UX NpoBe0sHLUR,
eony  amy gedomeld Wil ux  OMCPmcmans  Moaym
NOEMUATTE HE EYECMan NpoopriLi.

Janucu of smux delomeury oomuHs RodiepRusamsce
& pabodesr cocmorHu (4. 2.4)

6.4 MpovasogcTEEHHAR Cpaga

DpraHazagma OomeHa cO3NaBaTe NPoMiB0acTBEHHYH
cpegy, HeabxoguMyly 008 O0CTHEEHWA COOTBETCTBMA
TpEtoBaAHHAM K NPOOYELHK, W YNPEENRATE 81

a2

6.4 MpouvasogcTEEHHAR cpena

DpraHkzaywd OortkHE CO3NABaTE NPOM3B00CTEEHHYH
cpeny, HeoDHOOMMYH ONA ODCTWHEHHA COOTBETCTBWMA
TpeOoBAHHAM K NPOOYELMA, W YNPAENATE S8H.

ST aRmoHE e cnedyrouiee mpetosanuH.

al opeaHuIsyuR donyra paspsabamams oK pMeHmupo-
B3HHLIE MpebogsHLA ¥ COCMORHLID 300p0ELR, SuaLeHs U
odesds MEDCOHANS, BCTU RANMAakT Mexdy NepCoRanom u
npodiryied WY mpouESndemesHHO R cped o0 MOEE GrnpL-

LArfarmaHD MOSnURme Ha karmacmean mpodysyoy (7.5.7.2.17);
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G} scnu  nmpouzecdCmesHNas  Ccpeda  Mowem  ormpu-
USMeneHD  CKEIAMLCA  HE  M&HecmEs apodyxuou,
OpSEHUZALUA CONMMHE DE3patomaims AoRyeHMUDosaHHEE
mpefoBaHuR K npoussodomesnnod cpede U Aoymeim -
poganiee ApoUedypEl WAL ApOUISO0oMBsHHEN UHCMDYR-
Y AR MOHIMOPLHES U KOHMBONR  NRoLagodcmaes it od
cosdel (T8 1.27);

g DPEHUEEUNA COMEHE 2apEHMUPDEETE COMMEBET-
CimeyLyRe  nodsomoasy  NepCOHENSE, BOEMENHD
padomaosan @ ocofuy YErOauRY NPOLASOOCmesHH OO
cpedel, wny  B20  Haxowdewus nod  HalmodeHusm
nodeomoarenHo2o fula (6.2.2, Repeyucneque 6

gl npy recBrodusocmy pazpafomey U OosyMEHmL-
POSAHUE CHNEUUANLBHLY Mep TR KOHMPONA 3880RIHEHHOO0
LU IOMBHLUSMEHD 3830HZHEHH00 FROOWRLLN © LarThsg
NpadomMepaiieHUA  2830FAHEHUE OOMARLHID  mpodyry,
Apousaodomeartod cosedsd T I930A3HEHUE MepCoHana
{7.5.3.7)

T MNpouyecckl HMAIHEHHOMND LMHNA NP-OOYKLWKA

7.1 MnanvpoBadweé NPOWSCCOE MMIHBHHOMD LMENA
MponyKUHK

OpraHvzauus QOMKHE NNaHWPOBETs W paapabarssans
NpoUBces, HeobXoOMMEe ONA ODECTIEYSHMA MAIHEHHOM
ykxna npogysi. NMNaHupoBaHE NPOLSCCOs HUMIHEHHOM
UMENa NpoayelMe aomssHo GeiTe cOrMacoBads © Tpe-
DOBAMARMA K OPYIMM NPOLSCCAM CUCTEML MEHBIRMEHTS
KaqecTea (4.1L

Mpu MNAHWMDOBEHWK MPOUECCOE  KWIHEHHOM  WHHENE
MpogykyWH OpfaHWIEUME OOMEHE YCTaHOBWTL, BCEMNE 37O
yenesoohpaaHn:

a) uenw B ofnacty kadecTEa W
MPOOYELAM,

B) noTpeBHoCTe 8 paspabotee NpoYecooB, JOSYMEHTOR,
a Takse B ofecnedsHME pECYpPCaEMH ONA  EOMERPSTHOR
MpoOyELMK,

B} HEODROOMMYH) OSATENLHOOTE N0 BEpUfMKELNE K
BANMOALMH, MOHMTOPMHTY, HOHTROMND W BCNBITAHWAM 008
HOHEDETHOR NpogyeUEe, a TaoEe EPUTERHH  MPWEri
MPOOYELMM,

r] 3anucy, peobkogumbie giA obecneqedHsA cBWae-
TEMLCTED TOMD, HTO NPOUECEER! SHIHEHHOMT LMKNE MPOGYHL MK
W NPOWM3IBSNSHHER NPOOYHLMA COOTRETCTEYHT TpeboBaHuAM
i4.2.4).

PeayneTatel STOM NNEHWPOBEHMA O0MEHEl BRTe 8
dirapie, COOTBETCTEYOWER NPaKTHES OPraHM3au0 M.

TpeboBaHA K

MpumayaHmd

A OosyredTt, ChpegenssillyMd Npoueccs  CHCoTEMB
MEHEORMEHTE KI4ECTEA (BENHKYAR NPOUSCCH HAIHEHHOM
UMENa NPogyEUAW] ¢ pECYPChl, HKOTODLIE NPEgCTOMT
MpWMEHATE K HOHEPSTHOR NPOSgyELWMK, NpOsETY WM
HOHTRERTY, MOHET DECCMATRHESTROA KSK NNEH KS4ecTRS

2 MNpw pazpaboThe NPOUSCCOE  MWIHEHHOM  UMENA
MPOOYKYWA  OPrasdzanus MOMET  TEKHE  NPAMEHATL
tpebosaHmn 7.3

T NMpouecchl MAZHEHHOMD WAKNA NPOOYKUHA

7.1 MnanvposaHWe NPOWBCCOBE MMIHBHHOM UWMKMA
NpoOyEWEE

Cprafmaaguns QomwHE NNaqHMpoBaTs W paipabanssans
MApoUBccs, HEeoOXoOHMEE ONA DDECNEHEHMA HMIHEHHOMD
yesna npogyiund. NNaHMpoEaHE NPoUScCoe HAIHEHHOM
LUMENE NPOOYELME  20M#HD OuiTh COFNBCOBAHG © Tpe-
DOBAHMAMH K ADYTHM NPOUSCCANM CHCTEMEl MEHEONMEHTE
kaqecTea (4.1L

MpH MNaHWpDOBAHWKA MPOUECCOE  HMMIHEHHOM  UWKENS
MoOAYELMH OPraHuIaUME O0MEHE YETAHOBMTE, BEnW &T0
UenechodpasHo:

a) ushk 8 OobNacTM KAYBCTEE ®W
MROEYRLEAM,

6) noTpeBHOCTE 8 paspaboTse NPOYBCEOB, OKYMEHTOE,
a Tamwe & ofocnevoHWr pECYPoaMW ONR  KOHKDETHOR
MPOEYELAM,

B) HEOOKOOMMYK) OSATENLHOCTE ND BEpWiEKELMK M
BAMWAALWH, MOHWTOPHHTY, HOHTPOMK W WCNEITEHWEM Ons

TpebtopaHMA

EOHKDETHOR NpogyvelWid, 8 TAKES KpUTEDME  MPEEMEA
FPOAYELALL
r) aanwcu, HEobEOgHMEIS ans obacnaYeHdA

CEMASTENLCTES TOM, YTO NpOUBcokl EHIHEHHOMD UMENS
MPOOYELEE W NPOVM3ESOSHHAR NPOSYHUWA COOTBETCTEYHT
TpebopaHuam (4.2 4)

PeayneTatel 3TOM MNSHUPOBAHMA J0M#HE OeiTe B
diapae, COOTEETCTEYHOWEA NPaKTHEE ORraHA3a0an.

Opzanuzagus donsHeg paspalomans OoRyMesmupo-
SAHHLM Mpafoganus ¥ JNDASNEHUM DUCKaM HE 208X
HTANAY  WUIHEHHO3O  wuana  apodysyoud. 3anccu no

FADSEMERUR PUCKOM S0msHEl MOO0SDRUEAMECH & pabouam
cocmorHud (4.2 4 o npusesanue ).

MpurmeaYsaHuA

1 Dosymedt, onpagenmouwpd NPpoUScckl  CHECTEMbI
MEHEQMMEHTE K2ECTEE (BKAKMAR NPOUSCEL HMIHEHHOM
LUMEna NpoayEuMd] W pECYPCLl, HOTODLIE NpEgeToMT
MPAMEHATE K HOHEPETHOR NpOgyKELMeE, DPOEKTY Wi
HOHTPAKTY, MOMET DECCMETRMEATECH KAK MNAH HEaHecTaa.

a3
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2 Mpa papabotie NpoLecoos MWAHEHHOM  yusna
NpOOYEUAM  OPTEHWIBUMA  MOMET  TEEHE  NPAMEHATh
Tpeboeasns T3

3 Car. (5] mo pripaanetumg DLCHOM.

Npw4arHel  paarden: nyser 7.1 WCO 134852003
arpamast TpaboBaHMA EACTEVIILLME B MHAPE HOPMATHBEHEIX
OOKYMEHTOR W O0NSr4EET BCaMAPHYED MAPMOHAISUMED HOBBIX
TRE00BaHWR, YCTAHOBNEHHLE K MEOMUAHCKMM WIOEmMaEM.
YRpaBEnEHWEe  PUCKON  ABNAETGA  KNKOMEELM  BHOOM
O8RTENEHOCTH, ONPEganAWAM xapakTap M obbem paboTel
|20 muorax obnScTR:, CEAIEHHLEN ¢ CHETEMON MEHEIHMEHTE
KEMECTES B OpraHWIAUWMAX, MPOMIBDOALLME MEIHLMHCKNE
HM30SMMA

T2 MNpousctel, CBAIAHHLIE C NOTPebHUTEMNAMIA

7.2 MNpouscckl, CEAIAHHEIE C NOTPpebUTENAMKA

T.2.1 OnpegeneHve TpeDOBAHMK, OTHOCAWMXCA K
NpogyHLHM

OpraHvaaygna  QonNHHE  AHANHAKMPOBAaTE  TReDoBaHMRA,
OTHOCALLMECH K MNpogyeEdWd. 3ToT  AHANWI  QOnsHeH
NpOBOOMTECH 00 NPUHATHAR opfaduEauwed obRsarenscTas
NOCTAREMATEL NPOEYHL KD NOTPEBTans0 [HANDMMAap YYacTHA B
TEHOEPAY, NPHHATHME KOHTDAKTOR WM 38K3308, NPAHATAR
MAMEHEHWA K HEOHTREKTAM WM 3EEE38M) W O0HEH
nhecmEHHBaTh:

&) onpenansaHMe TRabosaHMi K Npodyium;

0} comacoaaHws TpedonaHWA KOHTPEKTE MNW 38x838,
OTAMHEHNUMECH OT paqes cohapyNMpoBEHHL;

B)] GnocobHOCTE OpraHnzanHs
anpeeneHHLEIE TREDOEaHHR.

YO OENETEOPATE

JanucH  peElyneTATOE  AHANWIE W MOCNEOyHUME
O=RACTEMA, BhITEHAKILWKY M3 SHANW33, OON=HE moasep-
HMBATEER B pafodes cotToRHw (4.2 .4).

Ecnn noTpefuTani He BROSHrEHT QOKyMEHTHPOSaHHbIX
TpEOOBEHWA, OpraHv3auWMA GON¥HA NOogTESROMTE WX ¥
NOTRE0WTENA 00 NPEHATAR K ACHGRAHEHR,

Ecnu TpabosaqiA K NpoayELMKE M3MEHEHL, OpfaHK3IaLMA
OOTHHE 0DECNaYMTE, 4To0 COOTEBETCSTEYHNLME BORYMEHTEI
DNy WCNPEBENEHE!, 8 JaMHTEPSCOSaHHBIR NepooHan Gen
NOCTAENEH B MABECTHOCTE 00 MIMEHUSIWWNCA TRaboeaHHAx.

Mpuwmeaywa e —B HeKTOpLEN CHTYBUWAK, THXMX
KEKE Mpogjams,  ocylyecTEnREMbe  Yepea  FMuarepaer,
MPAKTWHBERN HEUBNSCo0BRAaIHG NROBOaUTE CdulwanLHLIR
AHANMI EEHO0M 38K833. BmecTo 3T0M0 AHANWE  MOoHET
PAcNpOCTPEHATEGA HE COOTEETCTBYHMLYID HHDOpMaUMD o
MO Oy HLMA, TERYHD ESK KETANOM MAK PERNEMHLIS MaTepuans

[Magnyuer  T7.2.1  WCO 13485:2003  ayTedTMYeH
noanyHery 7.2.1 [3]
7.2.2 AHanna  TpebDoBaHWK, OTHOGCALLMACA K T.2.2 AHanwa  TpebDoBaHWRK, OTHOCALLMICH K
npoqyrLaW NpoOyHLME

OpraHyaagnA  QOonMHE  aHanqanpoeate  TpebosaHnA,
OTHOCRILUMECA K NpogyEudd. 3ToT  AHandd  gonsked
NpoBOAMTECA OO NPUHATHR apraduauwed obslaTenscres
NOCTERMATL NPOGYHY M0 noTpefuTamn [HanpMMap yHacTHA B
TEHOEPAY, NPWHATHA KOHTDAKTOE WNW 38EA308, NPAHATAR
MAMEHEHWA K KOHTDAKTAM MNM 28KE38M) W JONHEH
ODamMeEYHBaT:

al ofpadansHie U foRyMEHMUDOSSHLE mpabodadig &
npody Rl

0} cofnacoBaHws TpeDoBRAHWA KOHTREKTA MAW 3axa3g,
OTAMHALMESA OT paHas cohapuyNMpOBaHHLD;

B) cnocofHocTh DEraHMZaLHN YOOBNETEOPATE
OnNpEnenaHHLE TReboeaHKE,
danMcH  peayneTATOR  AHANKIE W DOCHSOyIcUHY

OSRECTEMA, BLITEKADLWMY W2 GHanM3a, gonsHs noggep-
HHMBATECH B pabodem CocToRHMK (4.2.4).

Ecnn notpefuTena He BHOSHMIEHT QOKyMEHTHPOBAHHEIX
TpEDOBaHKA, OpraHvaagWA OONEHa NoOOTESpOWTE MX ¥
NOTpabRTENA 00 MEHATAR K BCNoMHEHED,

Ecnu TpabosaquA K NPodyELME A3MEHEHE, OpraHH3aLMA
OOfeHHE DDECNaYMTE, YTO0R COOTEATCTEYHNLME SOKYMEHTLI
OmNK MCNPABENEHE, 8 JBMHTEPSCOSAHHEIR NEpcoHan Sen
MOCTEEMEH B MABECTHOCTE O MAMBHUBIWWNGA TRabOBaHMAN.

Mpumewadne—bB HEROTOPEIX CHTYALKAX, TAEMX
KEK NpogaEMe, OoVWBCTENASMbIE  Yepea  Muamepwer,
NPaKTW4ECKY HausnatooipasHo NpoeoguTe cduyKansLHLR
AHANMI Ea#KOOM 3aKaa. BMmeCTo 3T0M0 AGHEMM3  MOsET
PECNPOCTPaHATECA HE COOTEETCTEYIOWYH HHDODMEUMD O
MPOAY LN, TEEYH ESK RETAMN0M MK PO RNSMHEES MaTSpnans

T.2.3 CeRak c noTpeduTenAmMH

OpraHvzagus OOMNeHS ONpeisnsTe W OCYLUSCTEMNATL
athiherTHEHEE  MEDE N0 NOOOSDMEHWD  CBAIM  ©
NoTRaBUTENAMI, KO3 HECHA:

a] HHPOPMAaLMH D MPOOyELLAKE;

a4

T.2.3 CeRab c noTpeOMTENAMM

DpraHisauns QoneHa oNpeienaTe W OCYLUSCTENATE
sthipekTHeHLE  Mapsl MO0 NOOASDEEHMD  CEAIM  ©
NOTREBUTENAMK, KaCIHILMECA:

a} MRPOPMAaUMH O RPOgYELHL,
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B] NpoxoMOaHnR 3anpocoB, EOHTPEXTA WM 3AKE3a,
BXMBOHERA NOMNPABLK;

B} oDpATHOW CBAM & NOTREBMTENAMIA, BXNHAR HANOGLI
noTpeburansai

B) NpoxoMOaHMs FANPOCOE, KOHTPEXTA WAW  3AKEZE,
BXIMOHER NONPASKM;

8) oBpATHON CERMN C NOTRAEBMTENAMM, BRNIO4AH Manabi
noTpebyranan (8.2.1);

2] MORCHUMESNBHLE paadommeHLr (85.5.7)

7.3 NMpoexvpoEasme W paipaboTea

7.3.1 MNnadupoBadde nNpOSKTHPOBAHWMA W pazpa-
GOTHH

CpraHn3aums  QoimHHa  ANSHMpoESTE W yIPEEnATL
NPOBKTHPOBEHWEM W pA3paboTKoR Npody LM,

B xoge NNAHAPOERHMA NPOBETHPOBAHKA 1 paipaboTm
DpraHn3ALMA 4ONXHE YCTAHABNHEATE!

A) CTAagMM NPOSETMPOBaHKR W papaboTa;

G npoES0sH@e aHANK3E, BEpHUREUHED W BANMSaLHID,
COOTESTCTEVHIWME KEHGOR CTAgME NPOSKTHROEEHWA W
paapaboTi;

B OTEETCTEEHHOGTE W abnacTm
MPOEETHROBEHWA K paspaboTim.

NnoNHOMO4KMR B

CDprasdq3auus  QonsHa YMpaEnAT: BIAWMOOSACTEHEM
pAIMMYHBIE  TRYNN, 38HATHIX  APOSKTAPOBEaHWaM K
paspabomon, ¢ ansn obecnevsHrA ShhexTHEHOR CEAIA K
HETHOM PRCNpPEOAanaHiA OTBETCTEEHHOCTHA.

PeaynbTarhl MAAHMPOBEHWMA  OON#HLl  BRTYENH3Upo-
BATLCAH, BGMW 310 LenecoofpasHn, no xogy NposekTupoBaHuA
W paapaboTio (4.2.3)

7.3 MpoexTvpoBaHKe W paizpaboTra

T.34.1 MNnanvpoeadde NPOSKTHPOBaHMA W pazpa-
BOTEN

Opaanuzayqus JonxHe paspabamereams dowyenmu-
posanHLg Apouedybel ADOSKMUPOSaHUR U paspaiomyy
MEGULILHENLY LrAdharmud.

Cpradvaaunn  0bR3SHA NNAHMPOBRETE W YNPEAMATS
MPOEKTUROBEHUAEM M pa3paGaTHOR NPOEYELMA.

B xoge MNaHnpOESHMR NPOEETHPOBAHMA W PEIpaboThM
DRraHn3aYMA SONEHS YOTAHABNHEETE:

a) CTAagMH NpOSETHPOSaHES M p33paboThM

G} eudsl JSRMEMLHOOMU MO aHanuay, sepugbussEya,
BAMUDAYNL U OepeMellEHUE  MOODSRmE 8Hympu
apanuIayuy (oM. APUMESEHUE],  COOMBSMOmayrLILe
semdod cmadul npoBMUDOBSHLA U paspabomew;

B) OTBETCTEAHHOCTE W AOAHOMOYEA abnactA

MPOEKTHPOBAHWA M paspabomm.

CIpraHM3auMA  OonsHa YyNpaEnATs BRAWMOOEACTEHEM
PREAMMHHEIN  TPYNN,  38HATEIX  NPOBETMPOBEHWEM
paapaboTeon, © yanso oDecnayeHuA hpexTHBHON CEAJA 1
HETHOM PRCNPEgANSHNA OTBETCTBEHHOGTH.

Paapmemamel  Ananuposanus  donwes Oeims  Dory-
MEHTIIDOESHE! U, Scny Heobxodumo, arRmpyanuItpossssl
RO COBSPLSHGINBOSaHUL TROSKMUDDSAHUR U paipadomey
[4.2.3)

Mpumeyaduse—QoamansHocms Mo mapadays
Aposkimna 8 NpoUeccs MDOBMMUPOSIHUR U paipadomey
MedULUHCRO20 U3denur JonmHa 2aDaHmUpOSaTs, Mo
SxOdHES daHHLE ADOSKMUDOEaRHUR U paspaboman Sydym
ESDUILLUDOSEHET KSR COOMESMErTayrLLue mpaiogaHURM
K ONDOUWECS)Y U3SOmOoEneHuR,  npesds  YeM  oimanym
OROHYEIMEMsHBIMY CREULERIKALLAMY Moy,

MpsdeHeEl pazneda; nognysst 7.3.1 MO0 13485:2003
OTREMAET TREfoBaHUA JERCTEYHILHE B MADE HOPMaTHEHLX
ACEyMEHTOR W ODNEr 28T BOEMUPHYH MAPMOHAISUMID HOBRX
TpelOBEHMA, YOTEHOENEHHLIE K MEZHLMHGHAM HIDSnMAM.
B uanowm, Tpaboeanns MCOD 134852003 & gokymaHTHpo-
BAHMI NPOUSAYD COOTERTETEYINT TReboBaHMAM [3], & Tams
TpaboparmAM BANBLUMHCTES HAUWMOHANBHLIE |penacHaNs-
HblE] HOPMETAEHLX OOKYMEHTOE

7.32 BxogHbie OaHHLE ONA NPOSKTHPOBEAHMA M
pazpaboTem

BaonHeEe OaHHelE, OTHOCRIWECH & TpeboBaHuAm &

MPOOYELAK, San#Hel GeiTe OnpenensHe, 8 3anucn OorHHbl
NOASBHMBATECH B padores COCTORRMA (4.2.4 )

E.H.CI,QHHE AaHHBIE OOIMTHHB] BEITTE-ETS.

a) dyHEUMOHANEHLE
TpeboBaHnA;

] SHCNNyaTayi-HHBIR

T.3.2 BxogHbie QaMHLIE ONA NPOSKTHPOBAHWA M
pazpaboTim

BraogHe fgadHelE, OTHOCAWMSCA K TpeboBaHaAM &

MOOOYELMK, GON#EHE DRTe ONPEQSnSHE, 8 3aNWon O0rmHHbl
MOGoEEHHBATECR B pabodem cocToRHHR (4.2.4).

BrogHee OaHHLIE QOMEHE BENEHETE

8) hyHKyOOHANEHLIE U SKCIITYEMmayuonHeE  mpedo-
garlR, mpebogarus & SEIONAcHICMIY  COSMAcHO
HEZHEHEHLM,

a5
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0} COOTEETCTEYHMLME 3AKOHOOATENLHBIE
abAzaTansHeE TpEabosaHns,

W OpyTisE

B)] Tam, rge 310 yenetoobpaido, indropsagued, BaRTyI
M3 NpEIkayLHE SHANOMYHER NPOSKToB;

r} gpyrye TpED0BAHKMA, BEHHLIS ONA NPOBETMROBEHKA W
paapaboTin.

BxooHeie OadHbe OOMHEHE  AHANWIMPOBATECH  HA
OOcTaroYHocTe. TpeboBaHMA QormeiHel BeiTe  NOAHGIMK,
HEOBYCMEICTEHHEIMK ¥ HENDOTHBODEYWEBIMA

O) CODTESTCTEYIOWMWE 3aR0HOOSTENEHEIE W ODYTHE
abAzaransHeE TpaboeaqMs,

B] Tam, ros 3to yenatoobpaado, MHdhopialnen, BAaRTyH
#3 NpEABEAYILIME BHANOMMHHELE NPOSxTaR;

r} gpyrie TREODBAHNSR, BENHEIE ONA NPOEETAROBEHKA W
lpaspaboTim;
d) akiodtemg dadssie A0 PRDSENeHL puckom (7.1,

Brodrse danHee GomsHel Ghims MPOSHATURUDOESHRD
H3 CONMEesITICIMENE  PoMSHOSNEHHEM MpefosaHuURM U
YISO 8 HbI,

TpeboeaHne QOMEHLL BeiTe NONHLIMKE, HEOBYCMBICIEH-
HEIMK ¥ HENPOTHEODEHMBLIMK

T.43 BoixogHee
pa3paboTrH

BrixoiHea OaHHBIE DPOEKTHPOEEHMA W paspaboTed
Oon#Hel BeiTe npagoTaenedsl 8 opMe, NoO3SoNR0WER
NpOEECcTH eapHEMEELMD OTHOCWTENEHD  BEOOHBIX
TpeDoBaHMA K NPOSKTWPOBAHMED W paspaboTes, a Takee
OamsHel  DeiTe  yTESp®OSHE 00 WX $OCHSOQYHWEens
HENANE30E3HWAL

OAHHLIE MNPOSKTHPOBAHKA ®

BhiXonHeE OaHHEE NPOEKTMPOBAHMHE W paspaboTeu
AOTHHE:

@) CoOTEETCTEOBETE  BXOOHLIM
NpoexTHpoBARNK 1 paapaboTre,

TpeboeaHMAM K

6} obecnevymBaTe COOTEETOTEYHNLEA MEGOpMALMEE Mo
AJEYNHEM, NPOVZBOOCTEY M ODCMyHMBIHWK,

B)] COOSPHATE KPWUTEpMM NPHEMEM  NPOOYHUMA AW
COBAMKM HE HHMX;

r} oNpEgendTs XEpPaSKTEPWCTHRA NPOOYELMK, CYLYBCT-
BEHHEE NA 88 GE30NaCHOTD W NPEBANLHOM HEMONE30ESHMRA

T.3.3 BruixogHbie
pazpaboTen

BrizofHea OaHHLIE NPOEETAPRO2AHWE M paspaboTul
HonsHel GhiTe npagocrasnedsl B dopMe, MOIBONRMOWER
MPOS8cTH papyvkauMn OTHOCHTENEHG  BROOHLIX
TpehoBaHHEA K NPOaKTUDOBEaHHED W pa3pabotie, a Takse
Oof#EHEl  DhiTe yTEEPHOEHE 00 WX DOCHNEOyHdUend
HMERONLI0ESHMAL

OaHHE2 NpoEeRTHPoEaHMA H

BLixogHels OaHHele NpoORXTHpOSaHWR W pazpaboTeu
OOreHHBI

3} COOTBEETCTEOBATR BEDOHBIM K

MpoSKTHROBaHKK 1 paapaboTke;

TpabosaHMam

0} ochecnesweaTe COOTEETCTRYMLEH MEdopMaukal no
AZEYTIHAM, NPONZBOOCTEY W ODCIYHHBSHWH,

B] COOSPHATE KPWTERMM NPHEMEM  NPOOYHYMA AN

CCLIMEW Hd HAX

r} ONpESEnATe XEPAKTEQKCTHE NPOOVELMK, CyLecT-
|zEHHmE anA ee Ge30NacHD W NPEBMALHOM HCNONE30ESHMA

Janucy ekixaddex daHHLx
pazpafamuy AomsHbEl
cocmoaHuy (4.2.4)

MEOSRMUDOgEHUE o
moddepxieamecs &  padoyge

MpusMedadue—Ianucy SuxoiHer  danHbx
NPOERMUDOSEHUE U Dazpabamey MOyn  asmiosames
creyuihusaguy, MpoUIscdimMesrHLE NTOOUECCE!, MEXHU-
LECKUE HEDIMENy U ®)DHARL! MEXHUYSCHUY 33MUced wny
vccnedoearud

T4 AHANWI NpoEETa W pazpaboTeM

Ha rax craguAx. Mg sro yeanecoobpaswo, gonsked
NpOBOAMTECH  CHCTEMATWHECKWA SHAnMa  npoekTa M
paipaboTin B COOTBETCTBIAM 3ENNAHNPOBAHHBIMK
MapanpUATHRME (T.3.1) © yaness:

a) ouSHMBAHMA chROCOBHOCTH  pesyNETATOE  Npoek-
THpOBaHKA 1 pRApaboTiM YOOBNBTEORATE TPeboBAHMANM,

6 BwABNeHuA  neobsix npobnes
NPEgRaREHEA N0 HEOBROgHMERM SERCTEMRM.

C

L] BHECEHAR

E cocras y4aCTHHEDE TAXDID ASHAMM3E  OO00NHE
BEMEDNETECA NpEgCTAEUTENE NOSPSIZENEHWA. WMSHLLHE
OTHOLWEHWE K BHANH3UpYEMOR (ki) CTEgWME  (AM)
NEOSKTHROSAHMA ¥ pE3paboTed.  3anecy  pedyneTatoe
aHanWza W ecax  peobnofuusls GERCTEMA  QOMEHE
NooOepsHeaTscA 8 pabowam cocToRHEM (4.2.4)

T.4.4 AHanW3 npoeETa W pazpaboTeM

Ha tax craguax, rge aro ugenecoobpasso, QonseH
NpoEOOWTECH  CHCTEMATWHECKWA  SHANM3  npbekta M
pE3pafoTEe B COOTHETCTEMM ZAMNMNAHNPOBAHHLIMK
MEpINPHATHRMEK [7.3.7) & yankbH:

C

a) OUSHKM CNoCOBHOCTA PeayNLTATOR NPOeKTHROBEHMA
¥ paspaboTiy YOORNRETEROPATE TPADOBaAHHAM,

0} BeRBNeHWA  neobBex npobnem
NpEgRoEEHA No HeobuagHMEM SeRcTEHREM.

Ly BHBCEHMA

Tarod aHanus oormwnbl SLIMUTHATE Apedomasimeand
CrTysid, EMERLLLY CMHOLWEHLE & BHSNUEUDFEMERR Crmadumm
NpoeRMmE U padpatomen, 8 makwe dpysus creuUEmacml
op2aduiayuy (5.5 T w8 2. 1)

danvcw pelynsTATOE AHANM3E W Bcex HedbxDgMMEx

OERETRMR ONM#HBEl NOANSPHMBATEER B pabodan CocToRHNKM
{4.2.4)

5]
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Hazpgenva MegruWHCKHMe
CHCTEMblI MEHEIXKMEHTA KAYECTBA
CHCcTaMHbIa TpeBOoOBaHKMA ONA UaNeH perynHpoBaHun
hadical devices.

Ciuality managament systams.
System requirements for regulatory purposes

Oata esegesna — 2005—0T—01

1 ObnacTe NpUMeHEeHWUA

1.1 OBuwme NONOKEHUA

Hacmorsiuud cmatdapm onpedensem mpefogadus & cLCMeMe MeRedEMEMTIaS KAYECMBa 8 CITYYanX,
koada apsanuIaLLy HeobxodumMo MoodeMoHCITTDUDOBAME CIIOCOGHICITIE MOCITISENAME MedULILHCKLE U30enus
u npedocmMasIAms CEAIANH0E ¢ HUMU obcnywueanue, omaayaowes mpebosanuaM nompebumens u yoma-
HOAMNSHHEM MpetogakLAM, MDUMEHLMBIM K T MEOULILIMCKLM US0ETUAM U COMYMCMEKIoWILIM YorTy2a.

Hens kacmosiieso cmaddapma — codedomele SH0DEHUK B8 CUCMEME! MEHEJHIMERME KaY8CImas
EADMOHLIUDOEaNHEIX YOIMaHDENEHHEY mpebogakll & MeduluHckun UzdenuaM. Hacmoswud cmaxdapm
SMOYSEM 8 ce0R HeKOMopLIe CReuULansHbe Mmpebosanus K MeduULIMCKUM UIdanuamM, 8 MaKe UoKmoYasm
HEKomOopee mpebosamua [3], Komopee He ASMANITICA YOIManoENeHHEMU, § CaAal C Y ODSanuIaLul, Yal
CUCMEMbl MEHEdMMENMa KaYecea omaayamm mpebosaHuAn HacMOoAWBE0 cmandapma, He MOZYm 3aRa-
JAME O CODMBBMCoMEUU [3], MoKa ux cucmeMbl MeHedRMENTIA Kavacmaa #e Byrdym yioanemeopames aced
Ges vcknoHenus mpebosawuan [3] (oM. makke npunokesue B).

1.2 NMpuseHsHAS

Tpebogakla HACMoRLWEsD cmandaina pacnpocMpansimch B3 opsanuzayuy, npednasawiyue Ha
PhHOKE MeduyLHCKUe U208MTUR, HE2ABUCLIMT O GUDa LML YUCTSMHOCITIL AMUY op2anuaaLud.

Ecnu yemaKoanaiibe mpabosalun Noec AT UCKMOYLUME WIDSENaHUE NpOeKMUpOeakUeM U Daspa-
Gomuod uadenud (7.3), mo 3ma MoNem CyMUIms OCHOSaHWeM ATA UCKMOYEHUA CONMEamomayiowiuy mpabo-
aanull U3 xoskpemuol cucmemsr MawedwMedma xavecmea. B amom cmyvae QMR dasHol cucmaii
MeHedsMeHma kavecmea donxasl Bbime cdenalsl anbMBNHAMUEHEE Nonpasky. OmeemcmEeHHoc s 38
oHecnayaMLe COMTEeMoITaUs UCKMoYaHUA yDaaneHus Npoermuposasues U paspabomyold u2denud mpe-
GOoaasuAM HacmoRlLBs0 CMaKdapma NexXIm Ha caMol opesaxuzayuu [4.2.2, nepevyucinerue aj u 7.3].

Ecnu kaxoe=-nubo mpeboaasus (mpefosakud) paadena 7 Hacmoaless cmardanima Hens3n MoIeHLITE
gaudy cneylbUry KONKDEMHOED (KOHKDEMHE) MeduyuHckozo uexdenud (uzdenul), Ha Komopoe (Komopsie)
PECAPOCTTPEHTSMEA CUCMEMS MaRBdRMEHITS KEYECIMEs, MO OPSaHUIaUUL He SNedyem akiouames Makas
mpebosanue (mpebosanud) & ceo cucmemy MexedsManma xavecmea (4. 2.2, nepeyucnesue a).

ChmasmcmasHHacTh 38 NPUMEHEHUE K MeduuuHcronmy badenine (uadenuas] Npoyeccos, Commasncm-
ayioiyLux mpebosanuamM HACMOoAWE20 CMaMdapma, HO KOmMopsIe HE CCYLLBCMENRIOMCA OpSaHUIaUUuel, Hesem
HOMKDEMHAA ODSaNUIALLUA, U 3TN0 cNedyem yHUmsEams @ CUCMEeMe MeHedNmeNma KaYyecmea 3mod opaanl-
Fauu {4. 7, nepeyucmaxLe a).

B vacmoaiuen crmandapma Heckoneio Das acmpeyaiomcs MoHAMUA « 80U CODMasmomayams U eknada
coomasmomayems, Ecnu mpeboaanue codemwiimt 000 LI IMuX MOHAMUL, IT0 0RO CHLTSemca «ooTeaT-
CMEWOLLMY, MOKS 0p2aHUIALLA HE MPE@J0CMasm dowyMeRmupoaaios ob0CcHOSaHUE HBCOOMEamomaLs
HacmoRweMy cmatdapmy. Tpeboganue cHUMasmch «CONMESMCIMEHILLIMY, BCMU G20 ARNOMHEHUS HeobXo-
dusia dns moao, wnobss:

a) usdenue ydoenamaopano yomaHoaneHHisM mpeboaatiuam wiiny

G) opzanulayuUd MO2Na ERN0HAME KODDEKMUDyoLLUe Jelcmald.

Hznauwe ofuunansHoe
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T.3.5 BepadHEalWA NPOSKTa M pa3paboTEW

[MogmyHer 735 WCO 134852003
nognyHKETy 7.3.5 [3]

Y TaHTHWHEH

7.3.6 BannpauwmA npoeiTa W paipaboTeM

BanwgauywnA mpoeeta  ® pazpabotim gonsdHa
OCYLUSCTENATLCA B COOTEETCTAMM © 3J3nNSHWPOBEHHERN
meponpuATaamE  [7.3.1), 4robbl YOOCTOBEQWTLCA, YTO
MONy4aHHEA B pE3yNETATE NPOOYEUMA COOTBETCTEYET
TpeboBaHMAM K YCTAHOANSHHOMY WM NPESnonardsemony
WMCNONLIDEaHMK, 80N OHO M3BECTHO. (08 aT0 NPAKTH4SCKA
uenesaodpaIHo, BANMOAUMA S0n#HE DwiTe 3asapluessa oo
MOCTABKK  MNW NPMMEHSHMA  NPOAyEgME.  3andou
PESYNLETATOR BANMOAUMK ¥ Boex HeobxoOMMbIX DERACTEWEA
OorsHE NogNepHEIEaTECA B pabousi cocToRHK (4.2.4)

T.3.6 BanupauWmAa NpoesTa W paspaboTiM

Banudayus nposkma o paipabomay  donwHa
NoOgoiUMECH 8 COMBRTICINEUL © FAMUTSHUDOEERHEMY
MEponpuRmuRMU (7.3.7) dng cbecnsveHuR coomasmomaus
Somoend podpsiul mpedoganlaM B 98 HIIHSHaHUR LU
CRSUUENEHOMY mMpusmaHesur. Banodauus domys Ghims
npoasdesa do rocmaeky ApooYRLLL Wiy ggadedun a8 a
SHCAAYSMmAauu (oM. puwedaHue 1)

JanucK peaynsTATOE BANMEELMA W BCEX HaohxoaMmMel
NEACTEMA GOTEHE NOOOBDEHESTECA B pABOHMEM COCTORHHIM
(4.2.4)

Opgadusauus o0Raaqa Apododume KNDHUSSCKUE winu
SHCIMAYENMAYLOHHEE  UCNermanus  medutiHcruy  wadenud
KK WAL MEPOVIDURTIUD N0 eanudayuy ApoeRmsa U
paapatomey 8  Coomeamomeny ¢ mpebosasiamy
HSUUOHENEHBERY  UAY  PERUOHENBEHLE  HODMAMUEHLX
Aoy MEHMIOE oM. MpuMesaHue 2).

MpuMesaHuR

T Eomu meduyuonos Gadeiue modnesum eanudadi
momkrd  poche cOopet U MOHMESES HE Mecme s30
ADUMBHSHUS, [ROCMEska Apodysyud He  CHUMSsmcH
JgkonvarHod do mex nop, fora npodyryis He Gpdem
HopMamnsHO mapadana mampeumedmda,

2 Mpedomaaneyus Meduyunckozo vadanur dnA
Apogedenls  KIUHLYEcRLY  WORNLD  ARCAYAMAaLLIoHHLIX
UCTTLIMENIN HE CULMasmo ROCmagrod

T.4.7T ¥npasneuusa M

pazpaboTim

[MognyHsr 737 WCO
mognyHeTy 7.3.7 [3]

HaIMaHEHHMAMMA npoeETa

134852003  ayradtwdyes

7.4 Jakynu
T7.41 Mpouwect zasynos

Oprasmaausn  gonskHa  obecne«veaTts COOTRETCTEHE
SAKYINEHHOR MPOOYVELMKA YCTAHOBMEHHEIM TPeDosaHHaM K
aagynkam. Twn W CTENEHE YNPAENEHAA, NPHMBHASMEE N0
OTHHUSHHED K MOCTEBWWKY W 3akyNNeHH0E  Npogyr9sn,
OOMEHE 38BMCETE 0T 88 BOISBACTEMR HA NOCNEOyHLLHE
CTAOQMKM #MMIHEHHOM  UMKENE NPOOysyMd MNW  FOTOByYE
MPOOYKLMKS.

CpraHi3Iaume BOMNMHE  OUSHWMBATE H BeiBupars
MOCTESEWWMKOE HA OCHOBS WX cnocobHOCTH NOCTAERATL
MPOOYKLWME B COOTESTCTAEMM C TREDOBaHKAMK OpraHUasaL0 Wi,
JonsHe OeliTh papaboTadbl KpUTERHN OTBopa, OUBHEM K
MOBTOPHOR OUEHHA. 3E8NMCH peayneTATOBR OUSHWMBEHHA W
Miziei HEODKOOMME OSACTEMA, BRITEXEHWME M3 OUSHEN,
OonsHe NogaepEveaTecA B pabodan coctoRHim (4.2.4)

T.4 Jawynuu

T.4.1 Mpouwect zaxynox

Opaanuzadus dofmwhs paspadomams doxymeanmupo-
SEHHEE NDOUSdYDE, OSSCREYLEARNYLE CONNMEamomens
AFKPNEHHOG MPodEKyLL YOMaHOETEHHEM MPEedoaatummM &
AR AN

Tdm W cransdHe YMPEANaHHWA, MPAMEHABMEE NO
OTHHUSHWMED K NOCTAEBELWMEY H EEI’.’}'I’IJ'IE':I-IHEI-TI NEOO Y EL M.,
NonsHEl 388WCETE 0T 8¢ BOISeRcTEMA Ha moCTeqy e

CTadHKl  EHIHEHHDID  UHENE NpOOyEddE WKW roTogyeED
MPOAYRLMI.
DFI-FEHH]E.LI.HH OUOIEHE DUSHABAETE M 'EhIE'II'IFI-ETh

MOCTAELWMKOE HE OCHOBE MWE CchocoOHOCTH NOCTARMHATL
MpOOYELMES B COOTESTCTAMM C TReDOoBaHUAMK OpraHU3aLWm.
HonsHs OelTh pa3paboTadbl PHTEpHN OTOOpE, OUBHEM M
MOBTOPHOM OUSHEM. 38NMCH pe3yNeTATOB OUSHHBAHWA W
N0 HeObXOOMMEX OSACTEMA, BEITEXEHOWME M3 DUSHEN,
OoMsHE ROOOepErEaTECA B pabouan cocronsnd (4.2.4)

ar
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T4.2 WrdopmaynAa no 3akynkam

HMudopmayna no  3@EyNEaM  JOMDKHE  ONPCLIEETh
JAKSIAHHYH NPOAYKLEAKD, BEMNOHEA, I8 AT Heobxoguma:

a} TpefoBaHMA B YyTEEQEOSHWID NPOOYELMK, Npouaayp,
npdueccns U oBopyOoBaHAR:

6} TpefoBaHWA K KBEAMMEWEALME NBPCOHANS,
B) TPEDOBAHWA K CHETEME MEHEMMEHTE KEHBCTEA.

':'FIIEHHB‘-ELLH:H Aonsdea  obecnaYnBaTE ANSKEATHOOTE
YCTEHOBMEHHEIX TFIEEI-EI-EEIH-I.-'IIv-'l K ZgEynEamM O Mx CoOoDLLEHMA
NOCTEELLWEY

T.4.2 Whdiopsmauma No 3akynxkam

HMuadiopmauua no  2acyneam OOMEHES  ONWCkIBETh
3AKAIZHHYH NPOOYELMID, BENMHEA, 108 370 Heobxoguma:

a) TpebosaHnA B yTESmEOaHD NROOYELNY, Npoueayp,
npauetoos 1 oBopyaoBaHKMA:

o) TpefoBaHKA K KBAMMEMEELHA NBPCOHANS,
B) TPEDOBAHWA K CHOTEME MEHEQMMEHTE KasECTEa.

Dpradisagna  gonxsa  obecnedwBats ANSHBATHOOTE
YOTAHOEMEHHEIX TPE0OBaHWA K 28y THAM 00 HE CooDLWEHAA
MCCTEELLMEY.

B mod crmenssy, &8 Kasod smo seabxoduso dne
OCPYBCIMANEHUR  Mpociesussemocmu (VL5321 opza-
HuFauus donsHa noddepwlaams & palbowew COCmoRRUL
COOMEEMCITERLLFRD UHODMALILRD 10 2ERYTIEGM, M0 S0k
dorpmenmia (4.2 3) u sanicu (4.2.4)

T.4.3 Bepudmxayua 3akynneHHoM NpooyHuWe

OpraHdzaluws JofwHa paspaboTate M OCyWeCcTBNATE
KOHTPOME MW OpYIYH: QERTENEHOCTE, HEobxopumMyn Ons
O0BCNEYEHWA  CODTESTCTEME  JAKYNNSHHOA  NPOOYELEAN
YETEHOEMEHHEIM TREGOBAHWAM K 388y MKam.

Ecnu opraHn3ayMA Mnw 88 noTpabnTens npegnonarassr
OCYILECTENTE BEpMMKBLME HE NPESNPXATHA NOCTABLYWKE,
1O OpraHWIaLMA OOMHHE YOTEHOEWTE B WHGODMALMA Do
JAKYTIKAM NPEgnONara8Mele MEPLI NG NPOBBPKE M NOPROOK

BLINYCHS MPOOYKLMK ¥ NOCTIEWMKE

T.4.3 Beapuduxauyua 3aKynnedHOM Npooy e

OpraHuzaguwa AomeHa paspaboTaTte W ooyWesTENATE
|zoHTpoRE wnKM apyryie gERTENEHOCTE. HEoBXogumy ans
OfetnesaHsd  COOTESTCTEME  3AKYNNEHHOA  NpOOYELWMKM
YETAHOENEHHEIM TREDOSAHWAM K 33Ky NKAM.

Ecnu opradHwzaugws wnw norpebnrans es npogysumm
NpEdnaramT coyWEcTENTE BEPMHMEELME HA NPEgNpHATIAK
MOCTABWMEA, TO OpraHd3auls JoisHE  YCTEHOEWTE B
MEDOpMELMA N0 3EKyNEaM Npegnonaraamse  Mepsl no

MNpOESEpxe W NOPASOE BLINYCKA NPOOYELMKA Y NOCTABLLIMKE

Janucy no eapubukanuy JonxHe NodoepmuasmecH g
|patowen cocmosHuL (4.2.4)

T.5 MNpowapogoTao v obocnysuBaHue
T.51 ¥Ynpagnedws NpoMIBoncTEOM W ODCMyEMESHMeM

DpraHMzayMe QofteHa NNaHWMposaTs W abecneymeaTe
NPEOMIBOSCTED W ODCAYHMBEHWES B YNPEBNRSMEIE YENOSWRY.
YNpaEnAeMee YCOOEMA OONSHL BXENO4ETE, BCNW 3T
LenacoobpasHn;

a) Hanu4ua MHdopMAaLI, NG LIBAMILLEH
HAPARTEPWUETHRA NPOgYELHWA;

6} Hanuqwa  paboswx
HEODXOOMMOGTIA;

MHCTRYELMA, B chiydas

B] NpHMEHEHHE NoGXogAWEn oDopysosaHuR,

I} HAMAHME W (pPAMEHEHWS
HaMEQHTENLHER NpuBopos;

FOHTRONMsHR H

A1 NPOSaSEHHE MOHWTODKHIE W HIMEDEHWA!

8} CoyleCTENEHME BeINYCKE, NOSTEERM W OsRcCTBHA
NOCNE NOCTASHA NPOgYELMK

a8

7.5 NpowaeogeTas v obocnysHBaHwe

T.5.1 ¥YnpagneHwe NpoM3IBOOCTEOM M O0CMEHBAHKMEM
L5117 Q6wue mpebosanus

DpraHiaagna QofMeHa NNaHMpossats | obecneqmeaTe
NPOMIBORCTEO KW ODCAYHMESHKE B YNPIENASMEIX YENOSMAL.
YNpaEnAeMeIe YCNOBMA O0NEHE BENHMETE, BCNW 370
usnacoobpazng

a) Hanu-4Ma MHBODMALIEHN, CNHC LIBEHILLEH
HAPAKTEPWMCTHEMA NPOSYELWE;

81 HanmMue dokpMeHmUBOIEsHHLIY Apoyectyn, paboyus
UHCIIOYRYLT, MHanoHHLE TDOUSIYD UBMEpeHUA o, gocnu
HeodxroduWo, CAPSasRoS0 MEmepUana;

B] NPUMEHEHWS NOAXOAALLENRS 0DopYOBAHNA,

F] HAMWYHAE W (PAMEHEHES
HAMERWTENLHEX Npubopos;

O NPOEBESEHHE MOHWTODHHIE W KIMBDEHIA;

FOHTPOMbHEX H

&) GOYLBCTENEHAE BRINYGKE, NOCTAEEA W OSACTEWA
MCCNE NOCTEEHA NPOgYELLMA,

) BLINONHEHUE dedcrmeud
MEPKUDOERE U PraKoays,

KOHADEITIHLLY no
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Op2aHuaalun Jomwna paapabomaris hopay zamuced u
hoddepmugams Wx 8 paboven cocmamrquy [4.2.4) dnr
wamdol nmapmuy meduguwckux uzfenud,  wmobkl
ODSCmedlims WY MDOCASMUBSSMOCTE § COamaamomeauy o
FE3  u pomaHoSnme KOTUYEOMED  MOOUISS08HHOO
ApadysuLy o mpodyiyuy, mpedHasvEveHHOD 0N npoda.
Janueu Mo raxdod napeioy  wsdenud  dormassl GRis
SEpUBULLPOSaHE! U Jmee Do stk

Mpumeyaddse—Mapmuel WOKET CHLIMEMLCA
OOHD MEDLLILHEN DS LAC0EUE.

7.5.1.2 ¥npasnexsue npouzeodcmecs U oOcnymL-
ganues. Creyuansybie mpeboganus

T.51.2.1 Yecmoma npodysyuld o 2 KONMPOAL
33SpPRIHEHHOCITIW

Opzanuzayus dofsHa paIpabomams OoRyMeHmupo-
SAHHLIE MpEDOBSHUR ¥ SUCTIOME NBOdpELUY, acmu!

g nepad  cmeputuEaguel WD TPUAMSHSHLUEM
ADOGYKLILR NpOXodm ORUCImEY 8 ODSaHUZaLUILL

6) npodpsuUR POCMEATREMGH 8 HECMEDLITLHOM BLde U
hodnamum  oyucmire  neped  cmepunudayued  wiumu
NDLIMEHEH LIS,

8] ApOOYELLA MOCMSEnAemcs & HECMEDUMLHOM aude U
85 YUCMTIOME HE UMSSM SHIYeHUR ORE MDUMEHSHUR]

2] pegdeHmsl G OHUGCmEY ARodpRyny OorpkHs ShiTik
YOENEHE! MW 88 U220MOamaHuLL

Eont  npodyryusr  nodespasasimcl OYUGImES 8
CONMEBSMOMEUY & MmepayuchesLAMY af i &), mpedosanus,
codepwaluecr g (6.4, nepesucnabue a) u (6.4, nepeqlc-
neHua G, neped MpoyedyDol GYLISITIHG HE NUMEHRRNTICA.

7.5.1.2.2 PafGome! MO MOHMAaxy

o HEabEodUMGCmIL OpSaHU3aLLA donwHa
paapabomame QOKFMEHTILPOEaHHEM mpesogaHus,
COOOQRAILNNIE HPWMapnl  IpusMsy O espudhuraiiiy
MOHMaME MEULILHONDSD LADEIUE.

Eonu cosnacogahisie o nompebumaney mpabogaHun
NOAGOTAKNTT  BLTOMHRME  MOHMAN HE (MOTLRD  COIEaMu
OQZAHUEYUL WY 86 NOAHOMOYHO2D npedemagumensd,
OpSAHUZALLA COMEHE Da3pabomans Aoy eHMUDOBaHHER
MmpeboEaHUR K MAroMy MOHMmaRy o e20 aepibusaiu.

Janucy N0 MOEMERY U espuilkanuy, somopee
OCYLUBCITENAam ODJanUESYLUA  WTY &8  MOmHOMOHHEID
hpademaewmens, Jdonsrel Noddepxusamsca 8 pabouem
COCMORAUL (4.2 4],

7.5.1.2.3 JenmensHocits A0 00CAYRUSIHLID

Ecnu  mpebosadue & obCmyRuesHLMD  BAMREMCA
CRBLUAMLHEN, OD2SHUISUUE OomaHE, R0 He00x 00U oo,
pazpatamants o MERMUDOISaHHSE NooUedyoe, patodua
UHCMDYRLUUL,  CADSS0YHLE  MAMEpUENS U SManosHbLE
npouedy s UAMEDEHUR dusa DCYLLECITENSHLUA
AGCAYMUSaAHLA U @20 eapudburayiy § commBsmomealo o
CREYLAMLHEM MpabogaHLEM.

Janucu fra OGCITYMUBSHUM, ELIMTHAS A
Opanusayued, domedel noddepkusamsts 8 pafouen
cocmorRHuL (4, 2.4),

MTpumedanue — QOCNYMUSSHNE WORSM  SrIR-
YA, HAMDUMED, DEMOHITT U MEXHUNSCKOE 0BCTyRUIEaHUE.

)
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74513 CreyuansHse mMpebogadun K CmeplumaHBinM
MedULLHCKUM U30emuaM

Cpganuaauis  oomera  moddepwmusams  3anucy no
NADAMEMDaN NPOUSCCGE CMEpUITUEANIL, TOUMEHREMbIX
dng gamdod Aapmun cmepunuayarod npodpryoy (4240
Janucy Mo Crmeplnuzanunl JonuHs NPOCRENLEamsSCH die
Mawdod mapmuy  MpousedeqHLy  MeOULUIHEKUE  Lacaemud
(7.5.1.1)

T.5.2 Banngauun
obchysMBaHKA

NpousccoB nNpOMIEOOCTEE ©W

DpradEzagsA Qon¥Ha NodTESpHOaTe BOE MNpoUgcokl
NPOMZBCOCTEA W ODCNYMWBAHKA, DEIYMLTATEl KOTOPBIX
HEMBLAA MPOBEQHTE NOCOENCTEOM  NOCNegoBaTENBHOM
MOHWMTODWHIE WNH WM3MepadnA. K HMM OTHOCRTCR Bce
NpoUYeccs, HEOOCTETHY KOTODEIX CTAHOBATCA OYEBKOHLIMH
TOMLKD NOCNS HAYANA WONONEA0EE HHA NPOLYELLMA MM NOGNe
NEESOCTASNSHAR YENyrH.

Banuiauws [JONHMHE NPOOEMOHCTPUMPOSaTs  Cnocob-
HOCT:E STHX NPOUSCCOE  OOCTHRETE  JENAEHUPOSAHHLIX
pEIynNLTaToR.

DpraHhzaynA gonsHa pazpabotate mepsl no 3THM
NpoUBGEEN, BRNHKYER, BENH 5T0 NPHEMnemo:

a) onpEfensHHLIE  KpETEPHA - anA

YTBEpHOSHWA NPOLEccos;

dHannad H

6} yTeapsHOeHWe COOTEETCTEVIOWENS 0DopyqoEaHHA M
KBEAMMPHESLMK NEPCOHANE;

B)] NpMMEHEHWE KOHEPETHRX METOOO0E W NPOLSSYR;
r} TpebosaHuR K 3anwcam (4.2.4};
O} MOETOpHYH) BANWOSLME

7.5.2 Banvoauwa nNpoueccoB NpoMIBOOCTEa ®
obcnysHBaHKA

7521 OQbwue mpebosanur

CpraHnzayrA Qon#Ha NoOTESpHOETE BCE NPOUSCos
npowzsogoTea W obcnysuBadHeR, PEIYRLTATE  KOTOPBIX
|Henean  nposepuTe  NOCPEOCTBEOM  NOCNE0O0BATENLHOM
MOHMTODUHIE WMAW  Mamapadnd. K HaW OTHOCHTCH  BCe
NpOUBces, HEOOCTETEN KDTODEIY CTEHOBATCA OYEEMOHEIMK
TOMSED NOGHNE HAYANE MENONLEIOBAHWR NPOSYHLMA.

BarmpauWs OonsHE NEOOeMOoHCTPHPOEATE  CRocob-
HOCTE  3THX  NPOUSCcCOE  OOCTHIETE  38NNasMpoRaHHLIX
pEaynLTATOE.

CpraHnzaunA gonswa paapabortate mepsl noo 3THM
NpOYBcCaEM, BENHOYER, BCNA 3T0 NPWEmMmemMo;

a) ONpEnensqHHLIE EpMTEpMKA OnA aHankaa

YTESpHOEHMA NpOUEccos;

0} yTeapHOeHwe COOTRETOTEVOWErS 0DopySosannA M
|xearmdivkanun nepocosana;

B] MpWMEHEHHS KOHKDETHEE METOO0E W MPOUSgyR;
r} TpeboEaHNA K 3anucAm (4.2.4];
O) NABTOPHYH BAMNWOSLMED.

Cpearudauur dommHa pazpalamusams OoxyMaHmL-
 falal== 1T mpoLedypea SETUCALYL ML EHE HLEF
KOMM-RNTMEpHAS0  noodpadmnoze obecnewenus (U
UAMEHEHIG MEKoad OSCMeYyarHuA LWL 830 MoUMeHeHUA]
npu npoussodormgs U OBCMONLEAHUL, ROMODEE  MO33m
OKSALEAIME  BNuURRLe K8 crocobuocme  apodyaugun
VOORMEMSOPATE POMaHoENeHHEN mpebosanuan, Takoe
npogpaMmHos obfecmesanus chadpam ymeapwdams do a2
NEOE020 NDUMEHEHLR.

Janucy o pendiiemamax eanudauu  domHb

noddeprugamecs @ pabovem cocmorHuL (4.2.4),

7.5.2.2 Cneyuantiibie mpebosaHun K CmepLuibibin
MedULLHCKUM LU30BrIUM

Cpgaruiauiy donmHe pEapaamuigame SoxpMeHTIL-
DOBEHHLIE npoyedypel ganudaL MpoUECCog
cmepuruagyuy.  Mlpogeccl  cmepunuzaguy chedyam
yrigansdams do ux mapeasn NDUMEHE HLE.

Janucy 0 PEIATETEMEY  ganudauny  mpoyscoos
crmepunuayuy  dofwHsl  noddeprugamecs @ padouss
cocimomHLy [4.2.4)

7.5.3 WasHTMHEayHMAa W NPpocNeMHBEaEMOcTE

Ecne aro uenecoodpasdd, Opradd3auudA OorsHa
HOEHTHGHLMPOBATE MpOOyYELAHD MpM MOAIOHLEH
COOTEETCTEYHILLMY CDEACTE HA BCEX CTANWAX 88 MUIHEHHOMD
LIMKNA.

40

7.5.3 MogeHTidwueayHMAa W NpocNeMMBaeMOcTE
7.5.3.1 Hoewmughukalun

Chpsanuasyls donmHS LdeHmUgRILLDOESTE
NoOdyRYID HE ADOMAMSHUD 80820 MUIHGHARO20 uiwna ©
NOMOLLE  COmesmomayrouy  cpadome U paspa-

Oambeans doNyeRmUpoeasHee Apouedype dng maxod
udeHmisdhiimanun ApadpsLiug.
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COprasHM3gaune  Gon#HE WOSHTWHWUWMPOBETE CTATYC
MPOOYKELHMK N0 OTHOLWEHHE E TREBR0ESHHMAM MOHNTODWHME W
MIMEDEHWA.

EcnA npochesreaaMocTes SERASTCA TpeboBaHwam, 1o
OpraHU3aLMA OCITHHE YIPEEAATL CNeUWAansHoR
WoaHThHEALWE R NPOgYELMA W pErdcTpUpoBaTe e (4.2.4)

MpumMmeyanwa—B pAne oTpacHal MPORLILIEH-

HOCTH MEHBOXMMEHT KDHMIYDALMK REMASTCA CRESCTROM, ©
MOMOLYEED EOTOPOM NOOOSPEUBAETCA MOEHTHRHKAUWS ©
NpCCNEXHBABMOCTE

Opzanuzayur donera paspabameeeams douymermu-
POEaHHbE Lpfatalli=a a8 2APEHMUDYRRLLE, WiTa
MedULUHGCHLE U0enUR, S0I8DaLYENHSE 8 ODSaHU AL KaK
HECODMESMCIMEMIOWIS, UdeHMUbUYLDOBEHE! U OMABReHS
am  uYadenul, CODMEeSTICMEVIOWLY  POMaHORMS HHLIM
mpefodaduqsy (B4, nepeyucneque al

7.5.2.2 lMpocresusasmocims
7.5.3.2.1 OBuue MONOMSHUR

Opzanuzaygur donwde  paspabameaams O0oky-
MEHTUDOEaHHSE MpoYedyie ApocTarisasuocmy. Tawuwe

Apouedyper CAmEHLE ONpedensims Cmenars NDoCRaXLess-
WMIOCITIL THOdYKLULLY U HeoOxo0umeLe Januey [4.2.4, 8.3u 8.5).

EcnK npocnesyBaaMotTe SEMASTCA TpebosaHwar, 1o
CpraHUIELUNA OorcEHE YTPAEMATE CNEUWaneHoR
MOEHTIGMESLINER NPOOYELHA M PErMcTpupoBaTs ae (4.2.4 ).

Mpuwseyanue— ¥Yopaaneuue roRdEypayued
ADOOWKLILY AETASIMCH CoedcmBomM, © MOMOLULRT KOMoNoag
MOFHD  QCHILBCITEnAmEe  dermmbuskauume o npocne-
HUEHEMOCTT

7.53.2.2 Crneyuansbube mpebogaqur ¥ aKMuaHLiM
LIMASHMUDY e MeGULLHCKUM U30EmUAM U L8 TaN-
MUPYEMEIM MEOULUNCRLM U30enuRmM

B  sanucuy,  Heobxodumiens  dRR OCWWYBCITIENEHUA
ADOCREMUBSEMOCMIL, Op2aHusaLus JofRHS  BRIOYSETIL
AgNucy 080 Cay ROMMOHSHMEY, MAMEpUaNaSs U Yomoguny
ARpEaLED chedal, SCAL ORY MOZJM REUMECH RpuUvLHod
MOS0, SN0 MEOULURCHOS uI0aTUE M pdoansmanprsm
YEMAHOENSHHENM i HEMY MpeboasHURM.

Opaanuzayun amwda  mpebosams oM CODUX
npedomagumeansd Wiy Sucmpulbromopog nodoeDmUSaTIL
Janucy 0 pacnpedensrul  MeduluHokux vadermud dne
JoCmUKEHUA NPOCREMUBASMOCTIY U COCMIHOCIL 3K
agnuced dna xonmmponr, Opganuzayur domwsa obecne-
HUESTIE PESUCTIPALLING 20V I0NONYNSMEns [HAUMBHISaHUA
u adpeca) (4.2.4).

7.5.3.3 Mdenmuthusayus cmamyca

Oprasn3auma  gonxHa  doedTwduduuposaTe CTETyo
MOOOYELMK MO OTHOLWEHHE K TpeBoESHUAM MOHMTODHHM W
HIMBPEHAR.

Mdawmudbukauylr  cmamyca npodysyuy  donmea
nNoddapmugamscl HE 08X 3Manay &8 npouieadomeas,
EPSHEHUR, MOHMAaRS  odonsuashur dne odecnsyeHur
OMADSEMSHUA, ADUMBHEHUDR WY MOHMEKs  monksg
ApadRLL, Apowedial acs HeotxodUmenR eudisl KOHMBOTA
U UGRLTIEHYE (LD GMERRYET iU iansHoE paspelusHua
HE AMKTOHEHLUE O FEMaH0RmeRHRE mpedoaanii)

7.54 CoGCTEEHHOCTE NOTpabuTansl

Cprasq3aums on®Ha NpofAenATe aaboTy o cobor-
ESHHOCTH NOTpedWTEnA, NoEa OHE HAXOOWMTCA Nog ynpas-
MEHWEM OPraHH3UEHN MAK MCNaNLIYETCR k. DpraHvzagna
OOMEHE WOSHTWGHLWPOBETE, BEpWDHLMPOEaTE, I3 WILATS
M coxpadRTe cobcraedHocTs NOoTpeduTans, NpagooTasnaq-
HYH ANA MCNONLI0EAHWR WNH BENEYEHWA B NPOOYRLIWKL.
Ecn# CODGTBEHHOGTE NOTPEOMTENS YTEPAHA, NOSPEHISHE
MMM NPU3HEHE  HENPWMOGHOR  O0A  WMCNofAb30BEHWA,
notTpebumants oomuad Deith 00 370M HIBSLWEH, 8 3anHcH
OonsHE NOOOEMEMESTECA 8 paboven cocTonHmm (4.2.4).

7.54 CobBCTEEHHOCTL NOTpebuTEnad

OpraHu3aumMs AoN#HE NPoRABNATE 3aboty o cobor-
BEHHOCTH natpefvTanA, Noka OHE HIXOOWMTCA NOY ynpas-
NEHWEM OPFAHHIALWY MK HCNONL3YaTES e, Dprasviagus
OorisHa wosHTRGHUBPoEaTE, BEpDHUMPOEETE, 33WMLATS
WM COXpaHATE cobocTeaHHOCTE NoOTpedUTENs, NpaoCTasnaq-
HyH ONA MCAONB30SAHUR WNH BENOYEHWA B NPOOYELMKL
Ecnv CoBGTEEHHOCTE NOTPEOMTENs YTEPAHA, NoBPEXOEHa
MMM (pH3HEHE  HENPUMEgHOA  GNA MCNoAb30BEHWA,
notpelvrans gomked Deite o0 3T0M MIBSWEH, 8 3anHCK
O0MEHE NOASePEHEATECA B pabousm coctonHuM [4.2.4).
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Mpusmeyarue — Cobomesnracme  mampeburmsns
MONENT BRNRYAML 8 cebn UHMeTIesmyansHyD Cobomasy-
HOG

M pusm ey adu e — ColomasHHrocmsR nompeburnans
MOMEM DEME UHMEBNTSHMYANLHER COBCMESHROGITI: WAL

KOHBUOSHLUEMSHER LHEODMEYLE O COCIMIDARLAL 820 30000850,

T.5.5 CoxpaHeHWe cOOTBETCTEMA NPOOYELMMH

OpraHMIsums QOMEHE COXpaHATe COOTBETCTBWE
NpOEyHEM B 2008 BHYTREHHER obpaboTmm W B npouscce
NOCTAEEKA ¥ MECTY HAIHIYEHWA. 370 COXpAHEHME OOMHHD
BHMHETE B e AOeHTWIMKELME,  NOCDY3cdHO-
PRIPYICHHEIE PADOTE, YNAKOBXKY, XPAHSHHE W 3FWWTY.
CoXpaHeHus QONHHI TEOHS NPUMEHATECA W K COCTABHEM
HACTAM NPOOYELMM

7.5.5 CoxpaHeHWe COOTEETCTEMA NPOLYELMH

Cpeanusauus donsHa paapalambigame OoxpyMaHmL-
|pogarnLEe  mpoysdypel  win  pebosus  uRcmpYRULL 00
COXPAHBHURD CONMESMOMEUR Apodysylil pormaHOaneHHLEM
mpafoearuRld Moy CCPWSCMANSHUL  MEEHONOSUYSEHLY
NpOUBCCOE SHIMBU GOSaHUEaYL & doomasks Npodyrnug
MEGCTTTY HATHEYEHUR,

CoxpasaHie COOTESTCTAMA OOMEHD BENIKMaTL B8 celbn
MOBHTHDHEAUMID,  NOTPYVICMHO-paspyIcuHLE  paborw,
YIBKOEKY, XPaHEHMe M 3aWuTy. CoXpaqHeHws SOnsHD Taoee
NPHMEHATLCR W K COCTARHEIM YEOTHM MDPOOVELMK.

Opeanudauuq  donkdya  paapabomame  DOKyMEHTIL-
|poaannLe mpoyedyme Wiy pabosus  URCMDYRULL 0o
YADSENSHWMG mpodpysyuad ¢ OZDSHUYEHHEW  CROMOM
ApaHeHuR Awbo npodpkyoed, mpelpiyed CReuuEamnsHsx
yomogwl spaneHuR. TARUe CNeUUanNeHrLe YOMOBUR XDanaqus
CRITRHL DESCMDUDOBSMLER U BRmb yrpSensambiM

TE Ynpagneswwme ycTPOWCTEAMEH OMA MOHMTODMUHIA M
HIMEEHHHA

OpraHuIaums  O0NEHE  ONPEgenvTe  MOHWTOPMHT W
MAMSPEHKA, KOTOPEE NPEOCTOMT OCYWESTENATE, 8 TaKEe
YETROWCTES ANA MOHWTODWHIE 1 M3MEparnA, HEohxoamMLe
ans ohecns4eHa CEMAETENLCTES COOTRETETEMA NROOYRLMK
YETAHOBRMEHHBIM TReDosaHuAM {7.2.7)

OpraHn3ayqA gonsHa paspaforats npouscckl AnR
NogTESPHOEHWA Tofg, 4T0  cnocoB  ModHdTOpMHIE W
WIMEDEHWA COBMBCTAM C TREDORIHMAMM K MOHUTODHHTY W
HAMEDEHWFR.

Tam, e Heobzoonmo odecnedusate  HMEHLWLWE
JEKOHHYID CHNY PEayneTats, WamepdTensHoe obopyoo-
BAHWE OAMHHD BhiTh:

a) otTkanuBpoRaHD M NOBEPEHD B YCTAHOBMNEHHLE
NeEpWansl MAKW NEpEg e NpeMeHEHWeEM no oGpasuoBemM
STANCHAM, NEPEJSHOLLMM PAIMEDE BOWHWL B CPABHEHWM ©
MEEIYHEPOOHLIMA KNK HAUMOHENEHSMA aTanosamu. Mpu
OTCYTCTRMM Takux aranodos Baza, wocnonb3oeadqas ana
KAMAGROEKH WA NOBSPHA, 00rekHE BhiTh 2apEricT pUpoEaHa;

6] CTparyMApOBAHD MAW NOBTORHD CTEErYIAPOBAHD NO
Maps HaobkoaMMocTH,

E] MOEHTWHMUMPOEIHD C USNs:D yCTAHOSNEHWA CTATYEA
KanMbpoBem.

r} 3aWsaHs oT panyrvpoBEor, BOTOp:RE cosnand O
HEOSACTERTENEHEIME PEIYNMETATE HAMBLEHNS;

4) 3AWMLEHD 0T  NOBPEMISHHR
COCTORHMA B xoge  obpawexus,
ODCAYAMBEHMA W XPEHEHNRA.

M yEYOLLEHARA

TEMHWHBCHROTD

Hpowme ToOrg., OpraHd3auWs QOMmHHE OUSHATE W 3ape-
MMCTOMPOESTE NPABOMOHHOCTE NPEOROYILHY PEIYNLTATOR
HamEpeHWA, &cnd obHapyweHD, 470 obopygosaqHve He
cootaaTcTeyeT  TpeboeadMan. OpradHWzagus OonskHa
NpEANPUHATE COOTESTOTEVHILEE OSAGCTEWE B OTHOWSHWAMW
Takwo oDopyaoEaHHE W NDD0DA MIMBDEHHDA OPoayKLME.
danuey peAYNLTATOE ®KanWBpoBHA W NOBEDKW  DOMEHE
nooaspEUeatsed 8 pabowan cocTosHun (4.2.4).
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T.6 ¥YnpaBnesdwe yCcTPOWCTEAMM ONA MOHWUTODMMHIA M
HIMEDEHMA

DpraHusaUns  JonNsHa  ONpedanTe  MOHWTORHHT |
MIMEDEHHR, KOTOPBEIE NPEOCTOMT OCYWEGCTENATL, 8 TIKHE
YCTRORCTES ANA MOHWTODMHIE M M3MSPEHMA, HEoOX0HMLe
ans obecnesaHna cCeMaaTansCcTES COOTRETETENA NPOOYELMM
YETAHOAMEHHEIM TpebosaHuam (T.2.1)

Cpeanuaguun donwmea pazpabamames  OORyMeHTIUGO-
BHHHLE MPoOYSOyDL  0DBCMevaHUs MPOSSfaHUs  MOHLU-
MOopur2a o JaMepeHyl 8 CoQmEsmoemeny © pomaHog-
FEHHBEME MDEG0aaHURRMLL

Tasm, e Heobiogwmo oDeCne4uBaTe  WMEHNLWWE
ASKOHHYH)  CHNY PEayneTate, vamepuTensHose obopyno-
BaHWE OAMHHD BRITh:

a) oTkanuBpoBEaHD M NOBEpEHD B YCTAHOBREHHLE
NepWoael WKW Nepag ern NpEMeHEHWEM no oSpa3LoBeEmM
STANOHAM, NEPEIEHILLMM PEIMEPE! BOWHAL B CP3BHEHMM C
MEEIYVHEPOOHLIME MK HAUWMOHANEHEME aTanosame. Mo
OTCYTCTEMM TakWx aranodos §aza, wonone3oeadsqHas gne
FAMAGPOBEM WA MOBSPHA, 4OMHHE BbiTh ZapErieT pUpoBaHa;

) oTPEryNMpOBEHO WK NOETOPHD OTRErYNIMPOBAHD ng
Maps HEoDXOOMMOCTH,

Bl MEHTAIMUMPOESEHD G USNLED YyOTAHOENEBHWA CTATYEA
EAnNHBEpOBIM;

Il 33WMeHD 0T panyNypoBoK, KOTOpRE Gosnamnd Gel
|HEneRcTBMTENLHEIMK PEAYALTATE HAMBREHHS,

O) 3AlMWLEHD 0T  NOBPEMSEHWA
COCTORHMA B x0ga ofpaweHda,
QOCMyHMBAHMA W XDEHEHNA,

M yEYOWEHKA

TECHWSHBCKOND

Fpome Tord, opraddsauwms OOMHHES OUSHATE W 3ape-
TMCTPWMPOBATE NPESEoMOHHOCTE NpEdboyMy: peayneTaTos
VEMEpEHUA, ecnKi obHapywesa, y4To obopygosaHue He
cooTeaTcTEYET  Tpabosanusm.  OpadHezagus QonsH
NpEAnNpUHATE COOTESTOTEYILES OSHACTEME B OTHIWEHHM
Takoio oDopyooBAHME W NKNDOH WMIMSPEHHOA MPOOYVELAA.
danvcn peIyNLTATOR ®ENMDPOBKA W NOBEDHA  OOMEHE
NogospsrBEat™oA B pabodamn CocToaHd (4.2.4).
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Ecnn npi MOHWTODMHIE W H3MEREHWN YCTAHOBNSHHBLL
TpeboBaHMA WMCNONLIYIDT EOMOLHTEDHLIE NEOFPEMMHEIS
cpencTea, Wxd  cnocoBdHotTe  YOoBRNEeTBOpRTE  NpEgno-
NEf3EamMoMy NPHMeHEH0 0M=Ha BeITs NOSTEApHOEHA. 3TO
Hon#Ho BeiTe OCYLUSCTENSHD 00 HIYARA NPUMEHEHHR W
MOBTORHO NOOTESDHAEH0 N0 Mepe HeobxonMmocTi (7.5.2).

Mpumewadwe—Cr [G] gnA pyrosoncTea K
NEHACTEMED

Ecne npel MOHATORHHIE W M3MEREHHK YETAHOBNEHHL
TpefosaHMl  MCNONLEYIT KOMOLKOTEPHEE NPOrPEMMHEES
cpegcTea, Mx  CnocoBHOCTE  YOOBMNETEOPSETE nNpéagno-
NErsamMoMy NPMMEHEHD O0NHA DeiTh NOgTEEpHOSHA. 3TO
AonaHo BbiTs OCYLUSCTENSEHD 00 HAYAMS NPAMEHEHHR ©
MOBTOQRHD NOGTESREAEHD N0 MEPE HEoBXOaMMOCTI

MpumMmeyaduse—Cw pyrBodalig WWaIgHUA
g [5]

8 HamepeHwa, aHANKI W YNYHLIEHHE
8.1 DHGwme nonoxeHWA

CDpraHi3auma OOMEHE  NNAHVROEETE | NPMMEHATE
NPOUBCckl  MOHMTORMHIE.,  M3MEREHWA, AadHankaa  »
WNYHLLEHKA, HeoDioawmLes qnA:

8] OEMOHCTRALWK COOTBETCTEKA NPOQYKLIFN;

E':I abBchREYEHWA COOTRETCTEMA CHCTEME! MEBHEDSMEHTA
EgHelTEd.

E_I- MOCTORHHDTD NOBELEEHWR
CHCTEMB] MEHEORMEHTE Ka4elTEd.

ST0 QON¥HD BRMNHYETE anpageneHWa  NRAREHF ML
METOO0R, B TOM YMCNe CTAETWCTYHECEMXE, M ohnacts WX
HMCNONs30BaHAA

PEIYNETAETHEHOCTH

8 Wamepexrue [oUeHKa ), aHANKI M YNy4YWSHWE
B.1 OBwme mnonoseHHA

DprasuaaumrA  QOMEHE NNaHMpoBaT: W NPYMEHATE
MECUSCEH MOHATOPWHIE, M3MEPEHHA (OUEHKH), BHANKMIE K1
WIAYHLLEHWA, HOODROaMMLE [IA:

d) OEMOHCTPALWK COOTEBATCTEMA NPOOYELIAK,

E:I abacneYEHMA COOTEETCTRMA CHCTEME! MEHBOMMEHTE
Ea4HecTEd.

Gl noddepwanus PEIPNLmATUEHOCTIL
MEHEORMEHITIE KEHESCTIEE.

37O DOSHHO BHENEDYETE ONPEgandHde NpWMeHASML
METOODE, 8 TOM YMGCNE CTETHCTWHECKWE, ¥ O0nacte WX
MCAONLICEaHHA.

MpumMeyar e — HajuoHamnstee UL pesuo-
HENRHLIE HOPMAMUEHLEIS JOXPMENTE MOSym codepxanms
mpetogadus K paIpabomss CORyIMERMUDOEaSHHEX
Apauedyp diA aredpaHUR CMamuUcmuYecskus Marmodos o
YODSEMEHLA LY MTPLMEHEHLEM.

CUCITIE ML

MpsdEHel paanadean: nyssr 8.1 MO 134852003 ompa-
#EeT TREb0EaHMA DaRCTEYENLME B MUDS HOPMATHEHLE S0~
EyMEHTOE 1 ODNerdasT BCaMHDHYRD FapMOHMZaLHI HOBLK
TpeboBanKR, YOTAHOANEHHLIX H MEZULMHCKHMM HAOSNMAM.
OefcTeyOlUME HOPMATHMBHLIE AO0XYMEHTE HANPABNEHLl H3
70, YTAORI NPUMEHEHWE PEIYNLTATHEHON CHCTEMb] MEHEIH-
MEHTA EA4acTES obacnedueano nponeaacTes DeaonacHol
M ek TveHO YHELHOHMPYIOLWER NPOOyELMH, &8 He Ha

WMHPODMALHK, KAC3HWERCA BOCAPHATHA NOTReDWTENAMEK
COOTHETCTEMR OpraHvaayne TpabosaHusm NoTpabuTensd,
EA¥ OOHOMD W3 cnocobos wamepesds padoTel chocTEMbl
MEHSOMMEHTE HKa4ecTea. Jonsus ObiTe YOTAHOBRMSEHLI
METOOE MOMYUSHMA W MENONLIDBEAHWA 3TOR BHBOPMAUWK

MOCTORHHDE — COBEPLWESHCTEODEAHWE  CEMOR  CWUCTEML
MEHEORMEHTS KE4ECTES

B.2 MoHATOpPMHT M M3sepaHWe 8.2 MoHHTOPMHI W MaMepeHHe [oUEHKR)

B8.2.1 ¥YgosneTeopeHHOCTE NOTpeDuTEnE 8.2.1 Dfpamuan can3k

Crpradn3auys  QoNsHa NpoOBOOHTE  MOHWTODIAHT B wavecmas  odwo3d Uz ciocobog ouesasu

(PYHSLUUOHUDOSSHUE CUCITISME MeHedWeHINE FaYacmeaa
apEanuasiuR donsHa ApoEcedUmsE MOHUMODUHS  UHghap-
MELUL, OMROCALLBOSA & pdoalamanpatin OpaaHuIayued
mpebogasud nompeburmnans,

OonsHe BeiTe YCTAHOBNEHE! METOOE NOAYHEHWA K
HENONLI0BAHHA STOR WHPOPMELHA.

Opzanuadgur dofmeHs paspalomams Sokymasmupo-
gaHHyR mpoyedyoy mo cucmends cbpamyoel cerzu (7.2.3,
NEPEHUCASHUE ©) © Yamss ToNyyeHUR DEaHRE20 npadynpes-
dequR O NpoGneMax & olraciny KSHecmaEs v ase0enur 8

NpouBcos  Koppesmupyrwny U npedympesdaolgux
dedomaud (552 W5 5.3).
Ecimu HALLIOHETHBE LAre PEELIHAMEHEE

HOpRMAMUEHLIE JOKPMEHITIED MPedYRNT O OpSarUEanyu
HENOIMEHLUA  ON&ME  HE  OCHOSSHUL  Uhghopsayo,
AGAYYEHHDD MO8 Apodasy MeduLUHCKOS0  LA0amus,
AHAMUZ MEK0S0 ONMLIME MONE CMams YACTILH CUCTEML
afpamuyod caRw (887

4.3
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MpuquHa pazNAYAR; NOHATEAR 4y 0ORMSTEOPEHHOCTE
NoOTREhHTENERA? W $BOCADUATHE NOTREDHTENAMAR CRMLLEOM
CyDLEKTHEHR ANA BE8E08HUA UX B HODMATHBHLIS SOKYMEHTR
B KEMECTEE YCETAHOBNEHHOM TpebopadwA. Moanyakr 821
WMCO 134852003 otpamast TpaboBaHWA OSACTBYHMLWY B
MUPE HOpMATHEHLIX QOEYMEHTOR ¢ obnerdaet scemupHyio
TEPMOHAZALME HOBLE TPEDOBAHWE, YOTEHOBNEHHLIX K
MEOHLMHCEHM WISBNAWAM

8.2.2 BHyTpeHHMWEe ayOWTRl (NpOBEpEMA)

Mpumedanue—Cw [f]l— ppeoeodemes Ao
A aLiTTy.

[Mognywer 822 WCO 13485:2003 ayreHTHYEH
nognydeTy 5232 [3], 38 MCKNEHMEHMEM BhILEYNOMAHY TN
NPHMEHAEHNHA]

DpraHnzaywa QonsHa ocyWecTANATE MOHWTORMHET M
HAMEPATE XAPAHTERWCTAKH NPOOYRULWMK G LSNs NpoBepeid
cobmofeHuA  TpeboBaHuE K NPOOVELMK.  3TO OORHD
OCYWSCTENRTEGA HE COOTEETCTEY LMK CTEAMAL NpOUScca
HWEHEHHOM LHENA NPOGYELMA COMaaHD 3anNaHuposaHHERM
MAapanpUATHRM (7.1).

CEM0STens=CTES COOTESTCTEME  KPWTEDHRM  NpPHEMEW
AOMHHE NOOOSEPHMEaTEE 8 paboyeM CoCToRHMM. 3anKucu
OOMEHE VESILEATs NHUD (A), CAHEUMOHWpOoBaswsae (Ma)
BBINYCK Npagykuwe (4.2.4).

Jo saeapluaHiA BEEX 3EMNEHMPOBEHHBE MEPONDHATIR
(7.1} Bminyck NpoAysLMK W NpEgOCTABNEHNE YORYna He
AOf#HEl DOYWEBCTENATLCA, SCNd MHOE HE  yTESREEaHD
COOTBETCTEVIOWMM  YNOMHOMOUYSHHBIM MMM,  rOg 8t
MPHMEHMMO, NOTRE0MTENSM

— 8.2.3 MoHuMTOpHHD H HaMEepEHHE {oueHKa)
npoueccoB
[Mognymer  B23 WCO  13485:2003 ayTeHTHYEH
nognyHeTy 8.2.3 [3]
8.2.4 MoHHTOPHHI B MaMEPEHWE NPOOYEL MM 8.2.4 MosnuTopHHr H HIMEpEHHE {oUueHKa)

NpoOyELMM
8.2.4.17 Qbwue mpeboganuR

OpeaHudauus  AomeHE  Nooeodiime  MOHUMOPLUHS O
UAME0EHUE  XEDARMSpUCTIY  ApodyeuLy  © WEwikeg
SEOUHLHELLL SODMESIMSMEUs PemanoanesrHEm mpedoses-
HuFs.,  Mosumopusa 0 UIMEPEHLE  XEpSNTIeDuGTIig
noodywiuy  donwkesl Aeims  Apodedemsl HE  COOMmEarn-
CIMEYFOLLLY  CMaduAy  NPOoYBCcos  MUIHEHHODSO  YUKDE
Npodyriuy 0 8 CONMEsmomany © 3anRanupoesHRLIML
MeponpuRMUAMY (T.1) U JoXpyMeHmUDDSSHRLIL  [D00ES-
dypamu (F.5.7.7).

CeEM0aTensCcTEa COOTESTCTEME  KPMTERMREM  NPHEMEM
OOMHHL NoOOASMEWEaTECA B pabosem COCTORHUM. 3anwucH
Oaf#HE YEEIBEATE NWMUD (3], CaHEUMOHWpOSaEWas (Ma)
BhINyCK Npamykum (4.2.4].

Beinyew  mpodysiul o O0CTONUEaHLIE  HE  MO2T
OCWLYSCTTIETRAMTECH fije] WoRBLWHO20 AaEE0EHUA

JAMNGHUPCEARNEN MeponpLAEmod [7.7).

8.2.4.2 CrneyuanesHoe mpeboganue ONA SRMUEHEIX

LM T HITT LD e Rkl X MedULLUHCKLX uzdenud u
LUMANSHMUDYEMELY MEOULUNCKUX Uadenud
Cipearudauus AonRHE HEGITIY AENLGY no

udeRmudhukayun nepcoqana (4.2.4), npoaadawean moblg
SU0 KORITIPONA WY UCTESrTaH L0

3.3 ¥YnpasneHwe HECOCOTEETCTEYHILEA NPOOyRLWER

OpraHnzagua QoA ofecneneaTE, Y
NpaOyHLKMA, KOTORAR HE cooTeaTcTEYET TpedoBaHuAM, Delng
WaeHTHdMUKpOBEaHa W YNPSERANAECcE © USnLH NpegoTt-
BRALWUEHAR  HENPEOHRMEDEHHOM  ACNDALI0BIHWA WK
noctasky. Cpegctea yNPSBENEHWR, COOTESTCTEYHLUARA
OTEETCTESHHOCTE W ROnHOMOMME  ane pabote ©
HECOOTEETCTEYEILER NPoAyKLHER D0 Hiks BeiTh
anpEnensHel B QOKyMEHTHROSAHHDA Npousqype.

DpradMagya BonsHa pELWATE BOMNQPOC =
HECOOTESTCTEY OWEA NPOOYELHER OOHWM MM HECKONEARK
CragylEmg cnocobanu:
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83 YnpaeneHwa HECOOTEETCTEVEIWEN NPOgyELMER

OpraHazagyma SOnsHa oOeCneHMBaTE, Y700k
NpaOyHYMA. KOTOPAR HE COOTEETCTEYET TpeboBaHwAmM, Deina
HOSHTHRMYHPOBEAHE W YNPSENANAEcE © Uansi npagor-
BPEAWEHWA  HENPEAHAMEPEHHOM  WCNOMS30B3HEA MOM
noctaskd.  CpeacTea  yNpaSeneHWR, COOTESTCTEYHOWEA
OTEETCTEEHHOCTE W NOoNHOMOYME  gns pabotel  ©
|HECOOTEETCTRYROLYERA MPoayELMEH DonEHE Berth
OnpE0ansHs B QOKyMEHTHROBAHHOA Npousaype.
DpraHnaauns SonsHA pELWATE BOMNPOG [

HECOOTEETCTEYHILEA NPOOYKLMER OOHWM MMM HECHONLKAMK
CREayoWMMK cnocobanu:
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8) OCYWBACTEMATE OEACTEMR C UBENeH YCTREHEHWA
obHAEPYREHHOM HECOOTEETCTEMA,

B) CAHKUMOHBPOBATL 86 WMCNONLIoBAMNE, BRIFVCK WK
APWEMKY, SCIAH MMEBSTCH PAIDBWSHWE HA OTENOHSHME OT
COOTRETCTEYNLEND MCNHOMOHHOD opraMa M
noTpebuTana, rE 370 MpPERMEHWMG;

B) COYWECTEMATE SEACTEMA © LANLH NDEO0TEPSELEHWA
28 MEpEOHEHANLEHOND NPESNoORaraeMonn  MCNONLI0BAHKA

WM MEIHME HEHAA.

Jankck O X3pakTeps HECcOOTBETCTEMA W mobix
NOCNE0yoWKE  NpEANPMHATEE  OSACTEWAX,  BHNEHAR
MONy4aHHBIE  PAEIPEWEHWA HE  OTENOHEHWA, OOMHHb
NOgNeHMBATRCR B pabodyel cooTarHue (4.2.4 ).

Horga HecooTBSTCTEYVEOWAR NPOOYEUMA HCIpSEnaHa,
OHE AoMEHA OeITh NOOBSQRCHYTE NOBTOPHOA BapRRIKELHEA
ONA mOgTesROSHA COOTEETCTEMA TRpaboBaHuAM.

Ecnw HECooTESTETEyIOWAR NPOOYHLUMA BeIREMNEHS NoCne

MOCTEENA WM HE4ANE  HCNONGL3OBAHAA.  OpraHn2agua
OoN#HA NpeanpuHATE O=ACTEMA, ANSHEITHRIE
MOCNE0CTEMAM  (HAW NOTEHUMANLHES  NOCNSOCTEMRM)
HECOOTEETCTEHMA

A) OCVILBCTARMATE SEACTEMR © UeneH: YCOTRAHEHWA
oEHapy HEHHOM HECOOTEETCTEMA,
G CAHEUUOHUDOSETE  ADUMBHEHLIE,  BLIMPCK LU

NpUsMEy NPodyRUuY NpY  NONYYSHUL DEIDBLBHUR HE
QMETOHEHUE O PomanoaiesHsl mpefosalud;

B) CCYIMBCTENATE SERCTENA C LENLH MpEQO0TEQSWEHWA
28 NEpEOHAYANEHOND NPESNOREraeMong  MCNoNs3I0BaHMA

M MEPHMEHEHWA.

Cpganuzayus donwHa EpARMUPCEaTL, Cligal
HECOMMBsMomerowas npodyruus Gydem ApUHAMa npU
Mo yHEHUL [DE30E e HLR HE CIARMOHEHLE arm

YEMAHOETEHHERY MOESS0SanUl momsR0 & Mo CIyas, el
Mo OOAYCRESMOR  YomanoanerHbiMy  MpebodaHumiL.
Janucy of udeHmudiiRauuy Auua (puy)l, rweoesd [ux)
AOQAHOMOYUE HE ekidady PAIPBWEHLIO HE OIMRMOHSHLE,
donwHe NoddepwusamLca & pafovan cocmanHuy [4.2.4).

Januch O XEpaKTeps HacOOTBETCTEMA W MedDex
MOCHSOYH0LWWE  NPEANPHHATEY  JBACTEMAX,  BEMNHMER
MEWEMEY  NPOOYEUWMKM M08 PE3pEWEHWE,  O0MKHLI

NOANBEHMBATLER B pabodes cooTORHMA [4.2.4)

Korpa HeCcoOTBETCTEVHEILER NPOOYEUWMA WCIpEENSHE,
OHE gonexa OblTe NOOBSOrHYTE NOBTOPHOA BapHgHIkALHEK
A MOOTEEpHOSHMA COOTEETCTEMA TpEboBaHMAM.

Ecni HECOOTESTCTEYHILLAA NPOAYHUMA BLIAENSHS NOCNS

MOCTEEKM WM HEYANE  WCNONL30BAHWA, Oprassagua
ODn#HE NPeanpEHATE JEACTENA, BOaKBATHEIS
NOCNBOCTEMAM (MMM NOTEHUWANLHEM  DOCNE0CTEMAM)
HECOOTEETCTEHA,

Ecrmu npadysLus HysO0gencH & nepepabame [DouH el

Songe pEa), opaduaayur 0BRIAHE JoNFMENMILDOSETIL
Apogecs nepepaiomed g pabosed UHGTDERLLU,  HE
KOO Cedyam nompsums OgeUlUuansHOE DaZDeluEHue
U odobpeHue MAaK #e, FAK U HE NEPEoHEYanEH D Dabos
uncmpyruuke,  MMepad ponysasused OOhULUESmEHODS0
pazpeluseHus U 0dobpenun Jormkki Benme onpedenedhl U
dokymesmupoeanss (4£.2.3 u 7.5.1) nofee Hefnazonpumm-
HElg Mocnadomels Nepepabomy mpodyrLi

8.4 AHanWa gaHHBIX

OprasMiaaums gonsHa  onpaganmte, oobupate w®
BHANMAWPOBATE COOTESTCTEYHILLWE DEHHEIE ans
OEMOHCTRALME NPHIOOHOCTH W PEAYNETATHBHOCTH CHOTEMEI
MEHSO¥MEHTS KA4ECTER, & TAKNE OUSHMBAHWA, B KAKODA
OBNEGTH MOEHD COVILECTAMATE NOCTOAHHOE NOSSILEHWS
PEIYNLTATHEHDCTA  CHCTEME  MEHSIHEMEHTS KAYSCTES.
JaHHed AomiHel BENDMETs Madoprague, namyyHedHyn 8
PEZYNLTETE MOHWTODMHME ¥ HAMBPEHWR TEINHE M W3 OpyNax
COOTHETCTEYRILMY HETOHHWKDE.

AHANWE BAHHEY S0MEEH NPEOOCTARNATE MHEOPMELMED
ma:

A) YOoBERETEOPEHHOCTH noTpebutensad (8.2.1)

B cooTEeTCTEMHD TpeDoBaHMANM K Npogyryw [7.2.1);

B) XAPEHTOPMCTHEAM M TEHOEHUMAEM NpOUeccoE |
MPOOYKLAM, BRNEIHEA BOAMOKHOCTM  NpPOBBgEHWA

MpenynpeskasollME GeRcTENR,

B.4 AHanM: gaHHLIX

Opzanuzayus  dofsyg  pazpabomams  JoayMeHmu-
poeanHyn npoysdypy onpederesun, cfopa U aHanuza
danrsix, Reoixoduniss Ame AemMoHCIMPaYLL DoIymemamug-
HOCMIL  CLCMeME!  MeHedMMeHma  Kaqecmes o 6o
COMBBIMICIMBUA YOMaHORNSHHEIM MpabogaHuAmM, 8 Mane
A OUEHRU BOSMONHOCITIY NOSLIWEHURA 88 DeIyMsmamie-
HOGMLL

HDanHble gomsHel BEAKHETE WHROPMALIMID, MomyHEHHED
B pEayNLTATE MOHNTODHHIE M MIMEPSHNA TEKSE M M3 Opynax
COOTEETCTEYVEOLME MCTONHUEOE,

AHAMNE GAHHEY A0MEEH NPEOOCTREENATE WHEORMELHED
ma:

a) obfpamnod carau (B2.7);
B) cooTRETCTEMIO TREDOBAHMAM K Npagykw (7.2.1);

B) XSpAKTEDUCTHEAM W TEHOEHUMAM NPOUeccoR W
MO YELIKM, BEM#HEH BOIMHHOETI NpOesaeHA
MpEaynpeER SN QeRCTENE;
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MNpoadansenue mabmius 8.1

HC0 9001:2000

WCD 134B5:2003

F} NOCTaEEWAKESM

I} NOCTABLLMKSM.

Januoy  pENEMESMoE  SHENLIE  0aHHBI  OOEHED

noddeprugamecs @ pabovem cocmorHuL (4. 2.4)

8.5 Ynyuweuwa
8.5.1 MNMocToAHHOE YNy4YLIEHKE

OpraHd3ayud OonsHa NOCTORHHG — NOBLILETE
PEIYNETETUEHOCTE  CMOCTEMbl  MEHESHMEHTE K34ECTEE
NOCPEACTEM WCNONEIDBEHWA NOMUTAEY W uanad s oBnactu
KBHECTES, pPEIYNLTATOE AYOWTOHE, JHANWIE  SEHHL,
KOPPEETUPYRILME M NPEOYNPEHI0WLWY NaRCTENA, 3 TaKEE
AHANKIA CO CTOPOHE! PYKDBOOCTES

B.5 ¥Ymyuwexwne
B.5.1 OBue mMonmomeHLR

Opzaduzagur domersg vdesmigbuudposams & asiman-
HAMB Moboe usmersHls, Heoloduause dna ofecrmeyarus
U noddepyEHuR MOCMOANHOS0 COOMESMOMENR  Yoma-
HOAMEHHLIM MpebogaHuAM U Pe3pNemMamueHaciiiy CLUCmE-
Mbl MOHEOEMOHTIE KSYSCMEs, WONonLIYR NOAUNMUEY &
CEMACMY KENECIMES, POMmand aTuEase Yenu 8 smal chracmi,
a makss USNONe3RR pesynemames apdumog, awanuasg

darHHL, ROODERMUDPROLLILE U fApsdpnpesmoanuuy
dadcmend U aHATMUEE CO CMOPOoHEl DYROSO0GITIEE.

OpeaHuaayus JonsHa  Pomanoeums  DoMaHmupa-
BHHHLE NpoYysdyosl SLMPCHE O NOUMEHEHUR  MOACHU-
ap[=Tp R YEEDOAMPEHLI, Cnedyerm (el el (= 0N
BOAMORHOCITI: ApOesdenud makuy npouedyp 8 mobos
EDEMA.

Janucw of uzyvenuu wanod mompedumened donmHe
noddeprugamscs @ pabowas cocmorHuy (4.2.4). Ecnw a
X0de  MAak020  LayyueHUR  Gydem  pomAaHoansqo,  wmo
NoFaReRURy xamol rompeiumenad cnocobomayenmn aHalw-
HAA EAMEnbHOCITIE ODSaHUISUUL, Mexdy ISUHTISDECO88H-
HEAMU  Gp3aHUIauuRMy credyam  mpoescmy abuan

COOMESeMOMEyoLLEd uHgrapMated (4. 7).

Ecnu no mobod sanobe nompe bumeans He mpednpusA-
med KOpDERMUpYRDE Wy npedynpesdasiie
daedocmaus, npusudy credyam  ofwscHums (5.57) o
Japesucmpupoaams (4. 241

Ecnu smoao mpedyrum  HAuuoHaMeHBE Wi
DESUOHIMEHLEE HODMEMDEHEE JOXPMEHTIS, ODSSHUTALUR
dormsHa pazpabomams JoXpMeHMUDDSEHHLE ApauedyDe
YEEHGMASHLA PEYTLEDPOLLLE OPEEHOE O MK UHLUUDSHMEX,
MOMOEAE COOTISEITICITIEVIITT KEUTTIEELAM B O aimHoGmL.

Npuw<rHa paanaLen: nogyHer B.5.1 MO0 13485:2003
OTpEHasT TpaboeaHMA GEACTEVIOWME 8 MADE HOPMETHEHLIX
OOKyMEHTOE M 0DNar€asT BECaMUpHYR MAPMOHMIAUMED HOBLIX
TpeboaaHHE, YETAHORNEHHLE E MEOWMUWHCKNM WIganiaum.
MocToAHHOS CORAPLUSHCTEOBSHWE CUCTEML MEHEIHMEHTE
ES4BCTEE HE RENRETCA LEnbH ORBCTEYVRILLWE HOPMETHEHLIX

|aokymenTos

8.5.2 KoppexTwpyrwMe QEACTEWA

DpraHMaagwA JoreHa NpegnpHHEMETE HOpPekTHRYH-
WS OEACTEMA © USNLH YOTPEHEHWA NPUHEH HECOOTEET-
CTEHME ON8 NpE0yNPEsiSHKA NOEBTOPHOMD WX BOIHMEHOBSHHA.
HoppestypyiollWe OSAcTRMA O0NHHE DBITe SOSKESTHEIMK
NOCNEOGCTEMAM BRABNSHHEE HECOOTBETCTEMA.

Oomkna  Gure pajpaborTada  AoEysMeHTUWpOoBAMHERA
NpOUEnypa AN N pEnansHHa TRaboasHMn

d)] aHan®ay HecoOTSETCTBMA  (Bxmoyasr sanobe
noTpebdTensal;

0} YOTAHOBNEHWHD NPHYMH HECOOTBETCTEMN;

B)] OUSHWBAHWH HBOBXOOMMOCTH O8ACTEMA, JTobw

MabesaTe NoBETOREHAR HECOOTESTCTEHA,

48

8.5.2 Koppextvpyrwue QEACTBHA

DpraHniayna OoMeHE NPegnprHEMAaTE KOpPesThpyR-
WS ABACTEMA © USNEH YCTPSHEHWA NPMYMH HECOOTBET-
CTEME ANA NPE0yN PEHOSHUA NOBTORHON M BOAHMHHOSSHNA.
KoppesTMpyllMe OSACTEBMA O0M#HHEl DeiTs 808KBSTHRIMH
NOCNEETEMAM BLABNSHHEY HECOOTESTCTAMA.

Oorna  Oome paspaboTada SosysmaHTHWpoBAHHER
Npaysnyps AnA onpEoanaqr s TReboasHME K

3] aHanWay HecoOTEETCTEMA  (Bknouan  sanobe
noTpebuTansd),

0} YCTAHOBNAHWH NPHHYMH HECOOTRETCTEWA;

B OUBHWBAHWK HAOBXOAMMOCTH  O8AcTEMR, 4100w

IHEBEI.H{ETE NOBETOPEHRA HECODTESTCTEHA,
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2 HopmaTHMBHbIE CChINKX

B wacmosiles cmakdapme UoionkIoeana coblmka Ha cnedyowll crmandapm.
HCO 80002000 Cucmemisl wMewedsMenma wavecmea, OCoHMOBHLIE NOMONESHUA U CROBSDE
(150 2000: 2000 Quality management systems — Fundamentals and vocabulary)

Mpuwayanuwe—pdRONEI0EAHAH HECTOALMM CTEHSSPTOM LENBCOODRAZHO NPOBSpHTE D8RCTENE CosNoY-
HelxX CTAHOADTOR MO YESIATEND «HAUWMOHAM:HES CTAHOAPTE S, COCTARNEHHOMY N0 COSTORHKED HE 1 AHBAPA TaKyYWEND rona,
H N0 COOTSETCTEYHALMM MHPOPMEUHOHHEM YEaIaTanam, onyEnuxosaHHeIM B TeEYLLEM rogy. Bonm cobmDYHLIR QOYMEHT
ISMEHEH [MIMEHEH), TO MPE NONLI0B8AHWE HACTOALWEM CTaHSAPTOM CREoyEaT pYEDB0OCTS0BaTEER ISMEHEHHEIM [MIMEHEH-
HeIM) CTEHOAPTOM. BEond SChinNoMELIA AOKYMEHT OTMEHEH D3 3amMedHkl, TO NONCCHEHWE, B HOTOPOM O3H3 CCRINKA HE HEMD,
MPHMEHASTCA B HACTH, HE JATRAMMBANILER 3TY COLUTHY.

3 TepmuHbI M OnpegeneHuA

B HacTOALWEM CTAHOAPTE NPHMEHEHL TEDMHHE W ONPEIenNeHUa B cooTeeTcTern ¢ MCOD 2000, a tamke
CNEayoWHe TEPMHHE C COOTBETCTEYIOLW MM ONPEOeneH MM,

MpUEEOEHHEE HAKE TEDMUHL, HCNONBEIYEMEBIE B HACTOALLEM CTAHAADTE ANS ONWCAHWA LENH NOCTIRKH,
DNy HIMEHEHE ANA OTPAMEHWA NPHUMEHASMOIND B HACTOALLES BOEMA CNOBAPRA TEPMWUHOR:

NOCTABRWMWE — OpraHMIaAUMA — NoTpeGHTan:

TepMuH £0praHuaIagnay IaMeHseT TEPMHH *NOCTABWMKY, HCNONEIYersE 8 MCO 90011996, W OTHOCKT=-
CA K ODLEKTY, B OTHOLWEHAN KOTODOro NpUMEHAETCA HACTOALMA cTaHgapT. KpomMe Toro, TEpMMH sMOCTaBLLMED
IAMEHAST TEPMIKH «CyBNoAPALHHI.

B TexcTe HACTOALLErD CTAaHOAPTAE TEPMHH «NPOAYKLIMAD MOMET 03HAYATE TAKKE ayCnyrys.

Tam, roe TpefopatuA ONPEOEnNeHkl KK NPHMEHUMBIE K « MEOHUWHCKMM HATEMKHaM:, 3TH Xe Tpeboaaqua
PABHOIHAYHO NPUMEHUMEl 1 K CBRIAMHBIM C HUMK YCNYTaM, NPEQoCTARNASMBIM TOR e OpraHuaaymned.

TepMunsl U onpedenesus, MOMELEHNLIE HUWE, cnedyam DaccMampusams Kak waubomes obuue,
NOCKOMNBKY MEaLMHEN U Onpedemers, CYLBCITEVIOWLE 8 HAUUONANLHEL HODMSMUEBHEE DOKYMEHTIAK, MO2Ym
OVTLNEMLCH O MUK U Baims RpednoymumenbsH L.

3.1 akmuaHos UMANaHmupyeMos Meduyurcroe uadenue (active implantable medical device): Ak-
mueHoe MeduluncKkoe uadenue, NoedRaHaveHHoe ANa NONNOS0 WY Y8cmUusHo2d BeedeMUs XUDVDEUYeCKLM
wu dpyaum medullHckuy cnocobosm @ meno yenosexa nubo, nocpedcmacs weduLUHCHDE0 aMewaneansom-
84, § SCMECTIBEHHIE OMEEDCMUE U OCMSHLLESCH Maw Nocne essdeHuUs.

3.2 akmuawoe Medulunckos uadenue factive medical device): Meduyurckoe uadenue, A ghysKLL-
OHUDOEANLUA KOMopo20 ReoBxodum UCImOWHLIK Jmerxmpudackod Wil Apyaoil 3HepauL, omauYRol om anepsuy,
NpoUSE0ILMOL MENowM YeNoeers Wil CLmod MAaNecim.

3.1 noAcHumMansHoe yaedosnenue (advisory nofice): Yasdommenue, uidawHop op2anusalued-no-
CMaguKoM Nocne mocmaasy Meduylvcroso uadenus, codepwawes JonoMHUIMENEHYID UNhoDMaLUND Wiy
pexoMeHdauuy o Mo, KaKue koppermupyoigue unu npedynpesdanuie deldomaus domates Beime npednpu-
HAME M

= MPUBEHEHLL MEILLLUNCRDSD UI0GMUA;

= Moduburauuy MedUuLURCKOSD UIOBITUR,

- goagpame MeduluHCkDa0 UaJenua OpSaHUIaULLU-NOCmacLUUNY;

= @hixOde U3 CMpof MeduYLIHCKDS0 Uadenus.

MTpumeyad i e — NMoRCHUMENLH0E PeadoMierUs Woxem nompebosamescs dne Npuasdesun mpefoeasud K
MEBULLHEKO MY USJENU 8 COOMESMEMEUs & HEUUOHAMLHEML UL PESUTHENEHLIL HODMAMUBHLML SORYLAEHMaML.

3.4 wanoba nompeSumens (customar complaint): MuckMeHNDS, ATSNMPONHOE LA Yemkoe coodiya-
HUE 0 HEJOCMAamKax, CEA3aHHEIX © UIBHMUYHOCITIEND, KEYeCmeaon, cpoxon cnysbel, vadesyocmen, Beaonac-
HOCMIBIO WL )y HKULOHUDOSEHUENM MEAULUHCKOE0 U30enuS, aeedenioz0 @ obpalueHue.

1.5 umnnawmupyemos meduyunckos uadenve [implantable medical device]: MeduluHckoe uadeniue,
npedHasHayversos AR NoNHOSD WL YacMUuYH0e0 Baedenua & MEans Yeloaeka Wil @ BCiMecmastHoe (maapc-
mug nubo AnA saMeweHus WMWMeNuUansHol NOSBDXHOCITIU LU NOSeXHOCMU 2Ma3a MyMem XUpyDELYecKo20
BMELIAMBTLCMES Ha cpox He Mawes 30 dWweld, komopos Mowem ObiMs yianexo Monsko Nocpadcmao
xupypeuseckozo nubo dpyeoeo MeduyUHCKO20 EMELLaMENTLCMES.

Mpumeysasue—3Moonpedensuls NpUMBHASMCH K WMIITAHITILYEMLIY MEJULILHCKUM LI0SMURM, OITLs-
HEIW O SETILEHEY CAMTITEHMUDPEMLIY ME0ULLHCRLY Uadenud.

1.6 smapkupoeaxa (labeling). Huchoprallua & nucsMedHol, mevamyold wnl 2paghiieckol chopme, HaHea-
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WMCO S001:2000

ACO 134852003

i onpegenadiE W OCYWSCTENSHWH  Haobio oWk

NEHCTEMA;

“ Ep'q].J JANMCAM  PeayNeTATOS NPEANDUHATLIE  SEACTEWEA

8] SHAMNWIY NPEQNPHHEATEN EOPPEKTHEYHWNE OSRCTEMR

U BEOGNHEHUR  Heobxodussn
oy Wenscoobpgand, obhoensHue

2] onpedaneHuM
dedomend, axnovan,

dokymermaua (4,21

g} pEsUCMmBALLY  DEIFRLIMETOE
dogarul o NpUHAMEE Map (4. 2.4);

mobkx  PECCTS-

&) dnanuzy MpeO A DAHRTIRE
QEUGITIEUEH U W DEITamamuamocimg

HOPPEKMILTYRILLLIX

8.5.3 Mpegynpesgariu«e GEACTERR

Oprasnzayss QoMwHE ONpEnendTe J8ACTEMA © UEnks0
YETPEHEHWA NPEHWH NOTEHUWENEHLX HECODTBETCTEHA OnA
NpegyNpEsgeHiA  ME  nosEnaHnn.  [pagynpesganure
OBACTEMA  GONEHNE  COOTEETCTEOBETE  BOAMOMHLIM
MOCNEOCTEMRRM NOTEHUMANLHLR NRaGna.

Donsra  Geite pazpabotada OokyMEeHTHROBSHHAER
mpousaoypa Ans anpegensqen TpebosaqHuA K

E:I YCTEHOIBNEHWME NOTEeHYHanbHEDR HECOOTEETCTEME KW
FXC MIPAYIH,

6] ousHwBaHMD HeObXOoOMMOCTH OSRCTEHA C UWenksD
MpeaynpesgsHUA NOMENEHRA HECOOTESTCTENRA;

B) OMNPEOENSHAK W CoYILECTENEHWHN  Heohionmmsx
OERGTEMHA;

i 38anNWcAM  pPE3YNLTATOR
{4.2.4):

MPEONDMHATEE  DEACTERA

Ol aHsanmzy
OERCTEWA

MpEnipHHATEIX PEE Y TIPSO A LA

8.53 Mpegynpexgariyue QERCTEMR

Dprasnzayis GoNsHE ONpageniTe OSACTEMA © USNBED
YVETREHEHHMA NPAYHMH NOTEHUMENEHEX HECOOTEETCTEMA AnA
NpeOyNpPEXIEHAA  MXx  noRenaHWR.  [pegynpeasgamgre
OBACTEMA  GONEHE  COOTEETCTEOBATE  BOAMOMHLIM
MOCNEOCTEMREM NOTEHUKANLHLN npabnam,

Oonsxa  BeiTe pazpabotada OokyMEeHTUPOBAHHER
mpousagypa ans anpaganeqeA TpeboBaHuR K

E:I YVCTEHOBNEHHAD NOTEHUYWANEHL HBCODTEETCTEMA M
P MPAYEH,

6] ousHWBAHWMID HEOCXOOMMOCTH OSACTEMA © LENLE
MpenyT pEHISHUA NORENEHAA HECOOTESTCTENA;

B) ONPEOENSHAK W OCYILECTBNEHWD HeobxooWMmMb
OEACTEMA;

2| pEEucHipauyuy  pe3ynemAamos
SAHULT 1 NDUHAMLLY Maep (4.2.4);

Mmooy pacchedo-

g) asanuay ApE LA
JBdomaun U i pedymbimamugsocimu

npedynpesdanms
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Mpunosedwa C
(obRzaTensHOe)

CeegeHWA O COOTRETCTEWM HALWOHANLHLIX CTAHAAPTOR
CCLINOYHLIM MEXAYHAROAHLIM CTAHOADTAM

Tagdnwya 041

DEoIHAUEHHE 1 HAWMEHOBIHN S COOTAETI TEYHX LB

DfoanaueHme CORNOYMHDID MaKAY BAPMIHAONT CTaR Ta
= Ay RAR MCYIAPCTEEHHDMD STARGApTE

MCO 80002000 MCT P MCO S000—2001 CrocTemel MEHEIKMEHTA
Ea4acTed. DoHOBHEIS NONQEaHHA W CNOBEPE

WO Q01 2000 MOCT P MCD S001—2001 CucTeme MaEHSI¥MEHTA
kaqecTaa. Tpabosadna

WO QD 2000 MOCT P OO S004—2001 CucTeme MeHSIMMEHTA
KAHECTER. PEROMEHSELAN N0 YNYYWEHWD BeRTENHOCTH

HCO 10012-1:1802 '

MCO 10012-2:1897 '

WMCO 134851994 MICT P 51536—89 Cucremel KaqaecTea. Manenwa
MEJHUWHCEME, CneudansH=e TpebosaHiea no
npEmadHes o MNOCT P GO B001—56

OO 13488 1996 MCT P 31537—898 Cucramel Eayectea. Manenua
MEJHUMHCEAS, CREyMansHee TpebaaaHER No
npEmaHesdsn NOCT P CO B002—58

WMCC 140011956 M2CT P WMCO 14001—88 CucTamMe yrnpaanadus
CEpYHEOWaR cpenor. TpebosaHwA W PYROBOOCTED NO
MPMMEHEHAD
MCOTO 1456919409 MICT P 51538—89 Cucreamel kaqactea. Manenaa

ME ML MHCKAE. Fynoe00cTe no NpUMeHeHus0
MCT P 51536—3% n MOCT P 51537—53

WMCO 1487 1:2000 M2CT P ACO 14871-1—88  MaauuMHoes mananis.
Ynpasnadue prceom. Yacts 1. Mpusasesde aHanuag
PHUCKE K MEOUMLIWHERHM M308NHAM

MO0 180112002 MoCT P WMCO 189011—2003 PyroBogAlmMe YESIEHWA Mo
AYOMTY CHETEM MEHEHMEHTE KEHECTEA WM CHETEM
HONOFWHECKHON MEHEIEMEHTE

' CooTEeTCTEVHOWMA POCYABRCTRaHHRIR CTaHgapT orcyrorayet. [o ero ApWMHATAA DeEoMEeHOyeToH WENonL30BaThe
Nepae0d Ha PYCCHMA AdblE GSHHOM MEXOYHAPOOHOM CTAHOAPTE WNY FADMOHMIMPOSAHHLIA © HAM HAWWOHAENEHER
(FOCYORPCTEAHHEIR ) CTAHOSPT CTPaHL, HE TappUTODWH KOTOPOR NPMMEHRSTCH HRBCTORWAMA cTasnapt. Wadoprmayws o
HENM4HY NEREBNNA OaHHOM MEEOVHAPOOHOND CTAHOARTA B HEUWOHANLHOM oHOEe CTEHOAPTOR MIW B MHOM MECTS, &8
TAKHE WHIPOPMALMA O O8RCTEMW HE TEpDWTODWMM CTPaHB COOTEBSTCTEYHMLAMN HAUMOHARLHOM [MOCySapoTBaHHO)
CTEHOSPTE MOHET DeiTe MPUEANEHE B HAWMOHANEHLN MHDOPMAYMOHHBIX QaHHEIX, ONANHAKWKE HECTOAWRMA CTAHOapT.
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CHcTanbl YNRABNSHAA oxpysasoWed cpagod. TpeboBaHUA 1 PYROSO0ACTED N0 NPHMEHEHW
(Ervironmantal managament systems. Specification wilh guidance for usea)
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CeHHAA Ha MeduUuHCKDe uadenue, mapy, Jakoaxy Wil compoanwdaiuan MeduyuHoKoe uade/iue U canaakHan
¢ @20 udeHmucblkayueld, MexHUYBCKUM ONMUCSHUEM U MDUMEHEHUSM, HO HE BMTIOYEHHER 8 Conpoandiimen-

Mg QoK ISHITIE.

MpumMmeyanye—B HEXOMOPLE DEEIOHEMTEHE WY HAULOHATEHER HODMAMUERLN OORYIMEHMEs MepMuH
AMADKUDDEREY DRMEDNPemMUDyeTich Fan «UHPODMELUR, NoedocmMasnASMan UaSomosumenes,

3.7 meduyunckue uadenus (uadenun) (medical devices): Mpubopsl, aNNEpamsl, LUHCMIPYMEHTIEL,
Yompolcmea, KOMIMNeK b, KOMIMEXCh, CUCMEMal ¢ NpOE0aMMABEMU copedemeamy, obopydosariie, IDUCTGO-
COBMaHUA, Mepeadl0unBEe U LWOERENE COedomaa, CimMoMamonosUYeckus Mamepuans, Hadopk! DeaseHiTioE,
HOHMPOTEHERE MaMepuans: U cmandaimise ofpasukl, UaO0eIUs Ws NoMUMENHETY, DEIUROELIN U IHBX MarTme-
pUaNoe, NOUMEHASMBIE 8 MBOULLIHCKUX LBNax M0 omAdensHocmiy uiy 6 covamanuy dpye © dpyaod U npedHa-
FHAYSHHEE L3Z0mMoaumanas dna;

= npohunakmuky, QUSSHODIMUKY, neYesls saboneaakiul, npoeedenus MedUuHCKUX npouyedyp, uccne-
doganull MeduULHCKOS0 Xa0paKmepa, 3amMedsl Ly Modubusaluy Yacmed mena Yenogesa, aoccmanoaneMU s
LML KOMABHCALUL HaPYLLSHHBIX LW YMDaYesHts QUIL0N0SLYEckuX (DYyHKUUD, KOHMPONa Had Ja4amuen,

= @oadelcMaus Ha oD2anusM YanoeeKa, Iou KVopoM Ux DHKULIOHANER0E HAIHGUEHUE HE DEanuay=-
EIMCA, HO MOWEM ModAepNLEaMBCA XUMUYSCKUM, hapMaroTO2UYECKUM, UMMYHONO2UYECKU Lny Mematoni-
YECKUM 83a3uModelicmalend C 0DSaHUIMOM YENoaeKa,

3.8 cmepunsHoe Meduyuncrkoe uadenue (sterile medical device): Kamezopusa MmeduyuHckuy uadenul,
COOEEITICIMEVIOLILY MPeBOEaHUAM K CISDUNBROCITILL

Mpuwmeyadue— Oogpcrsemer mpabogaHur K CmepunsHocmy MeduuyuHc ey wIdefud JYomanaanuasama 8
HAUOHAMHEL LITY DESUOHEMTEHRY RODMEMIUEHEN JOKYMEHTTIAN.

4 Cucrtema mMeHeOXMeHTa KavyecTEa

4.1 O6wme TpebosaHnA

Opeanudalus damsMa pajpabameaaints, JoRyMeMMUDDESME, aledpames U moddepwusames @ pabover
COCMOARLY CUCMaMy MERBORMENITIS KIYECTaa, 8 Makxe Noddepxuaams eg PEIIEHMANUeHICTE @ COom-

EEMCmEeUy ¢ MpefogaruaML Hacmoalles0 cmakdapma.

Dpraqd3anymMs SonwHa:

a) onpegenaTe NPOUSCoR, HEOSXoOMMBLIE OANA CUCTEMEl MEHEIKMEHTA KAYECTEA, W WX NDMMEHEHWE BO
BCEA opraddzagyM (1.2)

&) onpeaenATe NOCABO0BATENEHOCTE W B3AMMOOEACTEME ATHX NPOUBCCOR;

B) ONpedenaATe EDHTEPHA ¥ MeToOkl, HeobxogWuMbe OnA obecnedeHMs peaynNeTaTHUAHOCTH K3k NPk
OCYILECTEMNEHKA, TAK M NP YyNIDABRMEHHK 3THMH NPOUBCCIMM,

r ofecnayrBaTh HANWYKE DECYDCOB W MHiDopMaLMK, HeoBxooKMMBIX ONA NOAOED#KKM 3THX NPOUBCCOB W
MX MOHWTOPMHrE,

OGS CTEMNATE MOHKTODMHT, HIMSDEHWE W AHANKS 3THX NPOLECCoB;

&) aeinonHame dedemeus, Heobxodumeie dnA dOCMLDKEHUA IaNNaHUposaxielx pe3ynemamos u nod-
depxaHuA peayNEMaMUEHOCTIU MMUX MPoLEccod.

OprasH|3auna JoMmiHa OCYLUBCTRENATE MEHSOKMEHT ITWX NPOLECCOB B COOTEETCTEMKA C TpeboBaHHARMM
HACTOALWEND CTaHgapTa.

Ecne opraskiagus pelaeT Nepenats CTOPOHHEM OpraHuIaunaM BeINONHEHWE KAKOro-ntdo npouyecca,
BAHMAKLWENG HA COOTBETCTEME NPOAYELMH TPeboBaHMAM, 0Ha BOM+Ha oDeCcneqYHBaTE C0 CROEHA CTOROHL! KOHT 0L
TAKOMD NPOUSCCA. YNPABNeHsws M BOMmEH0 DpiTh ONPegeneHs B CHCTEME MEHEBIWMEHTA KadecTea (8.5.1).

Mpumeyvadwe—B npoysccs, HeoBRoaUMEE ANA CHCTEME MOHEOHMEHTE KE4WOCTES, CNEOYSeT BMOYETh
NPOUSEEL YNPAENEHYECKORA JBATENLHOETH DYKDBOACTE, 0DECNEYeHUA PECYPCAMA, NPOUSCECh] BUIHEHHOM UMKNE NPOOyE-
LM M HIMBDEHMA.

4.2 TpeboBaHWA K JOKYMEHTALMK

421 O8Wue NoNoweHWA

HokyseHTALWA CHCTEMBI MEHSLEMEHTA KaYECTEA QOMKHA BEMOYaTE:

a) SOKYMEHTaNERO ODopMNeHHESe IFABNEHMA O NONKTUKE W UENAX B 0BnacTy KayecTaa,

B) pyxoBOOCTRO NO KAYHECTEY,

B) JOKYMEHTHPOBAHHLE NPOUEOYDL, TPebyeMBe HACTORWWM CTAHZapTOM;

I OOKYRMEHTE, HEODXOOMMER ORraHUIaUMK gna obecnedeHua 2PekTHBHOMD NNAHKEOEIHWA, OCYILLBCT-
BMNEHHA NPOUSCCOR 1 yNIDABNEHAA HWMH,
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A aanucu, TpedveMble HACTOALWMM cTaHdapTomM (4.2.4);

8) dpyaue JOKYMENTI, YNSIBHHEE @ HALLOHATbHBIX LTY DPESUOHENEHBX HODMaMUEHbX JoOKyMEHMaX.

Tam. 2de 8 HacmoALWew cmandapme ykasado, ymo mpeboeawus, npoyedypa, Kakas-nuio deAmets-
HOCME UNU CR8UUaMEH0E MEDONPUAMUE domwksl Okime «doNyMesmupogarsiy, NodpalyMeaaamec, Y4mo ux
mak¥e cnedyem esnomHams U noddepRueams 8 pafoYes COCmMOaHLLL.

Ana kawdozo muna uny Modeny MeduyuHckoso uadenis opaakuzayuns domwHa coadame U noddepwu-
game & paboyesm cocmossuy ghailn, codepmaluld wiy wdenmuihuyupyIowuld dokyMenmel, onpadenmouLe
cheduchukayul Ha npodyruio U mpebBoeanua K cucmenme MeHadsesma kavecrmaa (4.2.3). 3mu doxyresims
CO/THHE! MAKHE oNpedenimb TanHLI NDOUSCT UI2OMOENEHURA U, Bcnu Heolxodumo, MoMMaNxa u odcnysuea-
HUA ME0ULLIHCKOSD UIGENUA.

MpumedaHUR

1 Cramgut QoRyMEHTHDOSAHNA CHOCTaMBl MEHETHEMEHTE KE4ECTES OOHOH OPraHHEa0HE MORET OTAWHETEER OT QPYroR
B 3aBMCHMOCTH OT:

a) paIMaepa opraHnZEUMH W BNOa QEATENEHOCTY,

B) CACHHOCTW WM B33MMOOARCTEMA NPoUSccos;

B) HOMNETEHUWK NEPCOHENS.

2 OoeyMeHTauMA MomeT GeiTh B NOoR dopse M Ha NoBor HoouTana.

4.2.2 PyxoROOCTBEO NO KAYACTRY

Cpradi3aums gonsHa pazpabatelBate W NOOSEDHHBATE B pAGOYEM COCTOAHMN DYKOBOOCTED NG KAYECT=-
BY, COOBDMALLEe:

a) ofnacmb NpUMEeHEHUR CUCMEMb! MeHSdNMBHTIE KaYacmasa, BXnYan nodpoGHocmy U obocHOEaHLUE
SOGEIE UCKMOYSEREG Wumy HenpumenesLs (1.2);

6) OoKyMEeHTMpOBAHHLIE NPOLERYPE, pajpaboTaHHsIe OMA CHCTEME! MEHBKMEHTE KAYSCTRA, MK Cobin-
KM HA HAX,

B) CNWCAHKWE BIANMOOSRCTEMA NPOUSCCOE CHETEMBL MEHEDMMEHTS KaYaCTRS.

Pyxosodcmeo no kavecia)y do/meHo onpedemames cmpykmypy JoXyMeHmoe, LCManbIyeMblx @ cucmeme
MeHedWMEHITIE KaYeCimad.

4.2.3 Ynpannenwe AOKYMEHTILWEH

Doy MEHTAMMH CUCTEME] MEHEOHMMEHTA KAYECTEA HE0BXOOUMD YNPABRNATE. 3ANKUCH — CNeuHansHbiA B
MOKYMEHTOR, M MMM HAOD YNDABNATE COMMACHD TpaboBaHvAmM, NPUBEASHHEIM B 4 2.4,

Ana onpaneneHua HeobxoQuMeIx CPeOCcTE YyNpasnasMa 0MsHa DeiTe paspaboTasa 40Ky MEHT MpoBaHHERA
npouegypa, npeaycMaTpHeaowan:

a) npoEepky U ymeepmdenue JoORYMENITION Ha S0BKEaAMHOCTTE G0 WX BRINYCKE;

6) aHania | aKTyanuiauqio, No Meps HeotXogUMOCTH, U NEpeyYTREDWASHWE A0KYMEHTOR,

B} obecneyeHe HOBHTHOUKALMHY HAMEHEHWMH M CTATYCA NEePECMOTRA OOEYMEHTOR;

rj obecnedeHine Hanu4Ka CoOTBETCTEYIOWME BEDCHA QOKYMEHTOR B MECTAX KX NDHMEHEHWA,

A} oSecneYyeHue CoXpPaHeHHA JOKYMEHTOR YETHHMM W Narko MO eHTHMUMPYaRME MKA;

@) obacneusHre MOSHTWDWKALMWA DOKYMEHTOR BHELLHErD NPOWMCXONIEHIAA 1 YyNPaBNEHWE WX DACCHINKDN,

®] NpeJoTEpalleHHe HENDegHAMEDEHHONS WCNONLI0AAHWA YCTADEBWWX JOKYMEHTOR W NpHMEHEHHE
COOTRETCTEYIOW SN WOSHTH(RUKALWK TAKWX OKYMEHTOE, OCTABNEHHED QNA KammMx-NnGo uaneid.

Opzavuaayus domina obeceyuaans ananus u ymaespwdenue uameHenUl @ doxymenmay nubo damw-
HOCMHBIM MUUOM, pmeepydasiuus NepeoHavansqel doxysesm, nubo dpyaus cneyuanbHo HaaHayeHHEM
OoIMEHOCITIHEIM TUUOM, UMSoWUs docimyn ¥ coomaamomayiowel Uexodnold UNGopMaliul, Ha OCHOEIHUU
KOO0 NOUHLMESTICA DEUaHUE.

Opzasuzayud donwya onpedensms Nepuod BpeMeRy, 8 MeYaHue Komoposo cnedyem Xpanums He
MeHee 0OHOL KOTUL YCmapealilx pesymupyolux doxyMesmos. Ha amom nepuod donwes Bbime obecneven
docmyn & JOoKyMeNmas, @ COOMEeemcomeut ¢ Komophiy medulumckoe uadenue G010 UI20MOATEHD U
UCNLIMAaKo, @ medyexue, o kpaldkeld Mepa, cpoka cmymbe! uvadenus, onpedeneHHo20 OpeaHuIaUuel, Ho HE
MeHee cpoka xpanenua mobol umozoaod sanucy (4.2.4) unu CORMacHD YomanoanaHibiM mpeiosaHuamM.

4.2.4 ¥npasnedHde JanucAMH

JankcH A0MEHEl BECTHCE W NOQOELHMBATECH B pAGOYEM COCTOAHWK ANA NPEQoCTABNEHWA CEMOSTRNLCTE
COOTBETCTEAA TREG0BAHMAM U PEIYNETATHAHOCTH YHKLMOHMPOBAHHA CHCTEME MEHEHMEHTA KadecTea, OHu
AOMKHBl OCTARATECA YETHUMM, NErko WIsHTWhUUMPpYeMBIMIA W BOCCTAHABNKBAEMbIMKY. Hago paspaforare
AOKYMEHTHROBAHHYI0 NDOUBLYDY ANA ONPEaensHiA CPEOCTE YNpaeneHywA, Tpedyembsix NpW HEeHTH{EMKALMA,
XPaHEHHK, JAMWWTE, BOCCTAHORNEHWA, ONPEOSnaHMK COOKOR XPAaHSHNA 1 MILATHH JanHced.

Opeakusauyus domsHa XpaHums Janucy @ meYexue, Mo Kpadred Mepe, cpoka crywbsl Medulunckoso
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uzdenus, onpedeneMHos0 ODSaHNUISUUEH, HD He MeHEe Jayx Nem ¢ MOMEBHME BaINYCKa L30eNURA OpeanUzauLed
Unu & CONMBaMmCITaUU ¢ YoIMaHOENBHREIMU MDEGOaaHLAML

5 OTBeTCTBEHHOCTbL PYKOBOOCTEA

5.1 ObR3zaTensCTEA PYKOBOOCTEA

Beiciwee pyxoeodcimad Op2anusayuy domsHo nodmeepwdams caio NpUesp¥eHHocITe paspabomye U
AHEIDEHUID CUCTMEME! MEHadNIASHIME KaYasimas, 8 maise NoddepwaHuid 88 DesyTsMamuaHocimu Nocpedcim-
L Tal T

a) OoBEfeHHA 00 CEEASHMA CRraHrMIalny BasHOCTH BeINONHEHMA TpetosaHmi noTpefuTans, a Takke
AAKOHOOATENBHBLX M 00R3aTENBHEX TPEGoBAHMA,

G) paapafoTEd NONMTHEK B 0BNacTH KAYECTea,

B) oSECneqYeHHa paspaboTid Wenaid 8 obnactiki KadecTea;

r) NpOBEOEHMA AHANKIA CO CTOPOHL DYKOBOOCTEA;

n) obecneyeHUA HEOOXOOUMBIMK DECYDCIMM.

MpumeyaHu e — B HEcmoalyey Cmandammie YomaHoaisHHLE mMpabigatus 02PaHUYSHE MonLKD Besonsc-
HOCITHHD U Ch P HELILIOHUDOREHLIEN KOHKDEMHO20 ME0ULUHCNO20 1I08TUR.

5.2 DpueHTaura Ha notpebuTens

Briciwee pysosodcmen opeasusauyuu donxio oBecnadusants onpedanasue U esimomHesus mpedoeaniid
mompetumens (7.2.1 u §8.2.1)

53 MonvrvKa 8 oBnacTy KaAvYecTEa

Bricwae pyKOROACTEO A0MKHD 0BecneYreaTe, YTobsl NoNKMTHMKE B 0BNacT Ka4acTea:

a) coOTBEeTCTRORANS WEarAM OpraHMIaL MM,

&) axmoYana obAzamenscimel conMEamcMenaant MpeBoaaHLUAM CUCIMEMb! MEeRe0XMENITIS KEYacimaa
U noddepKLEaME 88 PEIYTLMAMUGHOCT,

B) CcOo3gasana oCHOBE ANA NOCTaHOBEKM KW aHanwaa wened e obnacty kavecrea;

r} Geina gopeneqa oo CEEOeHHA NEpCoHANA OPraHuaankn M NOHATHA Euy;

O} aHANYIMPOBANACE HA NOCTOAHHYID NpHI0OHOCTE.

5.4 NMnanvpoBaHWe

54.1 Uenw B oBnacTy KayecTaa

Beicuwias pyYEOBOACTED OPraHHM3aUMH SONMH0 0BECneYnBaTe, YyTobkl Ueny B obBnacTy KaYecTea, BEMKYaRA
TE, KOTO0EE HEODX0OMMEl ANA BENONHEHHA TPEBOBAHKA K NPpoayKUuM (7.1, nepeydcnegHie a), Beiny yeTadoa-
nexl B COOTBETCTEYHMUMY NOOPaINenaHyAx W Ha COOTBETCTEYIWMY ypoBHAx. Llenk 8 obnactk kadectea
A0NHHE BETE HAMEDUMBIMK ¥ COTMACYEMEIMM C NONWTHEDH B 0BNacTv Ka4ecTea.

5.4.2 NMnavupoBRaHWe CO3NaAHMA W PAIAWTAA CHCTEME! MEHBIHMEHTA KAYECTEA

Breicwas pyKOBOOCTED JONMHD OBeCnadHBaTh:

a) NNaHWpoBAHWE COINAHWA M PAIBKMTHA CHCTEMB! MEHEOMMEHTA KaYecTBEa ONA BLINCNHEHHMA Tpeboaa-
HHH, NpPHUBEOSHHERX B 4.1, 8 TaHe ONA QOCTHEEHWA Uened B oBnacTy KkadYecTea;

) coxpaHeHwe LenoCTHOCTH CHCTeMEl MEHEIKMEHTa KaYecTea NpK NNadMpoBaHKMK M BHEODeHHK B Hee
HIMEHEHHA.

5.5 OTRETCTEREHHOCTL, NONHOMOYMA W 0BMeH HHGOpMaLWeH

5.5.1 OTBETCTEEHHOCTE M NONHOMOYHA

Briciuee pywoeodcmen opsanuIaluy JoimaHo obecmeyuaaiis,

onpedenaHue oOmMEeamcMesHNOCMU U NOMHOMOYUE, Komopeia Heobxoduo doxyMeHMUPoEaMs, U doaa-
Sanue ux Jo caaderus NEpCOHANS OpaaiuzauLLy

A3aUMde0cmaus U HB2aBUCLIMOCITIE NePCOHANE, PYKOEOIAILES0, SITOMHAIWESD U eEDLBULUDVIOLIE-
20 pabomy Mo 0fecneYeHUio Kayacmeaa, U onpedaTatis NOIHOMOYUR, Heobxo0umMbsie AnA abINOTHEHLA NTILX
Faday.

Ocofioe eMuMasue credyem yienumes HaIHAYeMLI0 KOMNDEMHBLIX UL OMEsmCmeskHHibiX 38 audsi
JeAmENEHOCITIU, CEAaANNEE ¢ HabmodeHUen 38 INcTTyamalyuel somoaklx wadenul, a makmwe ogapnaHLEM
amuema of usyudesmax (8.2.7 v 8.5.2).

5.5.2 MNpepcraEdTens pYKOBOOCTEA

Breicwees pynoBOOCTEO OONMHO HAZHAYWTE NPEOCTABMTENA K2 COCTAEA DYKOBOACTER, KOTOPBIN HE33BMCH-

5
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MO OT Opyrix 0BA3EHHOCTER OO/MEEH HECTH OTEETCTBEHHOCTE H HMETE NOMNHOMOYHA, PACNPOCT PAHAKILLMBCH
Ha:

a) obecneuseHne paipaboTiy, BHEQPEHHA M NOASEHAHKA B pabo4vam COCTOAHKMK NPpoUeccoB, TpedyemMblx
CUCTEMON MEHEOHMEHTa KAYSCTEA,
6) npegcTaBneHWe OTHETOR BLICLUEMY DYKOBOACTEY O (QyHELIMOHMPOBAHKMM CHMCTEMEl MEHEOMMEHTa

HAYBCTEA W HEODXOQMMOCTH yIyqiuaHuA (8.5);
g ODECTEYeHLIE ENYMPU DfSaHUIaLluy NOMUMANUA YOmanoeneHEsx mpefosanul u mpeboaanud no-

mMpeBLmens.

MpumauyaHwe—B OTEETCTESHHOCTE NPEOCTABMTENA DYHOBOOCTES MOMET ObiTh BHMIOYEHD NOOOERMEHHE
CEAZH C BHELHWMU CTOROHAMK NO BONPOCAM, HACSMLMMER CUCTEMb MEHEIMMEHTA KB4ECTEE

5.5.3 BHyTpeHHHA obMeH HHgOpMaLWeH

Belcluee pyKOBOOCTRO AOMHO oBecneuneaTe paspaboTky B OpraHMIaLMK COOTRETCTBYIOWME NPOLBCCOR
obmena vudopMmaumei, B TOM YMCNE No BONPOCAM DE3YNETATHEHOCTH CUCTEME MEHEIMMEHTA KAYECTEA.

5.6 AHanNW3 co CTOPOHLI PYKOBOACTEA

5.6.1 OBwme nonoxeHHA

Briclwes pyKoBOACTED QONKHO BHANWMIKPOBATE YEDES JaNNaHWMPOBAHKEIE MHTEDBANE CUCTEMY MEHEIN-
MEHT3 KAUSCTEa OpraHiIauny ¢ Nk 0DecnadYeHnA @8 NOCTOAHHOR NPUogHOCTH, S08KBATHOCTIA M PR3y Ms-
TATUBHOCTA. B aHanna cneqyeTt BKNOYaTs OUeHKY BOIMOHOCTER YNYYILBHMA W NOTPEGHOCTH B MAMEBHEHWAX B
CHCTEME MEHEAKMEBHTS KAYECTES ODraHMIALIMM, B TOM YHMCNe B NONUTHES W Lenax B oGnacTy KaYecTea.

Janucy of aHanae co CTOPOoHE! PYKOBOACTREA O0MKHE NOANEMHWBATECA B pabouem COCTORHMIA (4.2 .4).

5.6.2 BxogHele gaHHBIE ONA aHanKaa

ExoaHse gaHHbE ANA aHanuaa co CTOPoHE! PYKOBOACTEA SOMKHE BKNOYATE CNEayIoW o MHEOpMaLK:

a) peaynsTaTel ayauTos (NpoBepoK);

6] obpaTHyY CBAIL C NoTpebWTENARMIA;

B) YHELMOHWMDOBAHWE NPOUSCCOR M COOTEETCTEME MNPOOYELMM!

r} cratyc Npeaynpesaawuy ¥ KOpLekTURYIoWMY 08ACTEHE;

a) nocnegyowjue 0eRcTEMA, BHTEKaIWHe M3 NpedksAYLILero aHaniaa co CTopoHsl DYKOBOOCTES,

B} MAMBHEHWA, KOTOPEE MOTMK Bkl NOBMNHMATE HA CHCTEMY MEHEMMEHTa KA4%eCTEa,

W) PEXoMEHOALNK MO YIS HUD,

3] HOGRIE LAY NEPECMOMPEHHEIE YoManoanetbie mpedoaaun.

5.6.3 BeixoaHkie OaHHLIE ONA aHanNK3Ia

Bulx0OHbI@ JaHHLIE AMANW3A OO CTOPOHE! PYKOBDOCTES OOMMHEl BKNKOYAETE BOB DELWIEHWA W O8NRCTEMA,
OTHOCALLMECH K

al ynyywesuad, HeobxodumMbin AnA Moddepwanun pesyTeMamuaHocITU CUCITBMEN MBHaORMaHTIa Ka-
YECITIEa U &8 NDOUSCCoE;

G YIyYweHHIo NPOOYELMK COrNacHn TpeSoeaHMam noTpeburenad;

B) NoTpefHocT B pecypeax.

6 MeHeQKMEHT pecypcoB

6.1 OSecnevyeHne pecypcami

CipradnaauMs AoMeHa onpedenats |1 00ecneYnaares pecypcel, Tpebvessle gna:
a) aHedpeNUA CUCMEMbl MEHBOMMEHTE Kavacmesa U NoddepNasUs &8 peayNbmamuanacLy

&) ydoEnemeopEMUA YomaNoanasysix mpebogakud b mpedoeanud nompefiimens.
6.2 YanopevyecHWe pecypckl

6.2.1 DBwMe NonoHaHHA

MepcoHan, BENONHADWWA pagoTy, BNHAKWYID H3 EBYECTBO NPOOYELME, Don¥eH DeiTe KOMNETEHTHLIM B
COOTEETCTEAA C NONYYEHHEM 00Da30BaAHMERM, NOAMOTORKDA, HABLIKAMK W ONLITOM.

6.2.2 KoMneTeHTHOCTE, DCEBSOMNEHHOCTE M NOArOTOBKA

Clpradiaaums acneHa;

a) onpegenATs HeoOXOAWMY0 KOMNETEHMTHOCTE NepCoHana, BeINcnHAKWears paGoTy, KOTOpas BNWAET
Ha KAYECTBO NPOSYKLAK;

6]} obecnedreaTtes NOOroTOBKY WM NPEONPUHAMAaTE OpYTHE OSACTEWMA © UeNsK YOOBRNETRODEHHA 3THUX
noTpeBHoCTaN,

B} OUEHWBATE PEIYMETATHBHOCTE NPEANPHUHATEDR MEp;



