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Mpeagucnoeue

1 NOArOTOBRNEH Ofwecteom ©  orpaHdugHHod  oTBETCTEEHHOCTR  «MEOWTECT: (OO0
«MEOWTECT ») Ha ocHoBE cOBCTREHHOND aYTEHTHYHON NEPEB0OA Ha DYCCKWA ALK Ma¥OyHaDOOHOro CTaH-
LApTa, YEAIAHHOND B NyHETE 4

2 BHECEH TexHA4eckis KOMUTETOM No CTARAPTHIaUWH T 436 «YNpasneHye Ka4acTEOM ME LM K-
CEME M3OEMHA»

3 YTBEP¥OEH W BBEOEH B AEACTEBME Mpurazom demepansHoro areHTCTEA N0 TEXHWHECKDMY
PErYNAPOEAHAKG U MeTponorvd ot 10 wioHAa 2015 r. Ne 635-cT

4 HacToAwMid CTaHDapT MOBHTHHEH N0 OTHOLWEHKID K MEXOYHApoOHOMY A0KYMEHTY Lienesol rpynns
no rnoGanesHol rapymodiaauiid {Global Harmonization Task Force — GHTF) GHTF/SG3/N 17:2008 «Cucrte-
Ma MeHedMMeHTa KadecTea. Magenua MegyunsHcke. PyroBodcTeo No yNpaBne o Npogyuued | yonyrami,
nony4aembiMy o7 noctasupakoer  (GHTFSG3AMN 172008 «Quality management system — Medical
devices — Guidance on the control of products and services obtained from suppliersa).

Mp NpMMEHERHM HACTOALLEMD CTAHAARTA PEKOMEHOYETCA MCNONLIOBATE BMECTO COINOMHBIX MENTY-
HApOOHEX CTAHAAPTOR COOTEETCTEYIOWME WM HauMOHaNsHbE CcTaHgapTel Poccuickon degepaudd M
OeACTEYIOWME B 3TOM KAYECTBE MERTOCYAADCTEEHHEIE CTAHOAPTHLI, CEEAEHWS O KOTODLIX NDUBEOEHL B
OONQNHATENEHOM NPANoKEHAR 1A

5 BBEOEH BMNEPBLIE

Mpaauna NpuMeHeHUA HacmMoAleso cmakdapma yomanoanedsl @ MOCT P 1.0—=2012 [pa3den 8).
Hughopaayus of usmeseHUAx ¥ HacmoAweny cmardapmy nyBnuxyemecs & exe20dHoM (M0 COCMOANLIID Ha
1 Aaneapa npededyiyeso 20da) unghopMayuobHoM Yralamene sHaluolansHee cmakdapimss, 8 ouyuans-
Meil MEKCTT UIMEHEHUD U MONDSE0K — 8 GHEMECAYHOM LURDODMALLOHKOM ykazamene «Hayuoxansssie
cmandapmeiy. B cnywae nepecmomps (3aMenin) Uiy cimsessl HacmogwWes0 cmandapma Coomesmameyio-
wee yeedounenue Sydem onyinuroaano 8 Gnusaliem esiTycHE EMaMecAYH020 UHIDOOMaUUOHHOSD Vidla-
mend sHayuosansHele cmandapmes. Coomeemomayiuas unghopMayus, yeedoMnesus U meNcisat
PAIMEBWYSIOMCA MakKe & LHPopMaluosHol cucmerde oblles0 NoNbIoEaHUA — Ha ohuliuansWoM calme
DedepansHos0 S2EHIMCMEA N0 MEXHUYECKOMY pESyIUDOEAHUKN U Memponosud 8 cemu Mumepsem
v gost ru)

© Cravgapturdopm, 2015

HacToAWWA CTaHOapT HE MOMET BTk NOMNHOCTERD MW YACTWYHO BOCNPOMIEEOEH, TADEXKUDOBAH W pac-
NpOCTRaHEH B Ka42cTBE cpUULMaNLHOMD Hananua Gea pajpelednA PanEpansHOMS areHTCTE ND TEXHWYBCKD-
MY DEMYNMDOBAHMIO 1 METDONOTHIA
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BeepeHue

HacToswwa cTtasgapT paspatorad Llenescd rpynnoil no mofanesHod rapmodaagme (GHTF) — aob-
POBCMNBEHBIM COODWECTROM, COCTORALWA W3 NPEACTABMTENEH DeryfupyrilMy opradol Meguu uHCKOn Npo-
MBILLNEHHOCTH. HacToAWME CcTaugapT He nNpeddasHaded  kak  obRIaTensHos  pPYKOBOACTES ONA
WCMNONBEI0BAHMA 8r0 B PEryNpoBaHnK MedWUWHCKHX MaTenuib.

HacToRWWA CTAHAAPT NPpeJHasHa4eH ANA WIroTORMTENSA MEeOWUMHCKMX Wanenuwi. MNMpegnonaraeTca,
YT NONLI0EATENs HACTORLWEND CTAHOAPTE AHAKDOM C DEryNMpYIoL MMy TpeboBaHuAmMK, CEAIAHHBIMK C CHCTE-
MOA MEHEDHMEHTA KAYECTEA, YCTAHOENEHHEIMK B MEQUUMHCKOR NPOMBIWNEHHOCTH. HacTosWwmWiA cTasgapT
MO#ET BbiTe NONE3aH ONA Perynupyiowdy CpraHoR M NoCTABWMKOR, HO OH HE NPEOHa3HAYeH ONA OUEHEW
COOTBETCTEMA PEryiypyiowne TpebosanuamM.

CylWwecTayiowHe perynipywme TpeGoBaHua, HanpusMep, yoTadoeneH e B nyrktax MCO 13485 (nog-
paznent: 4.1 w 7.4}, a Taw W HEKDTop:He TpedoBaHnA, YCTaHOBNEHHEIE DEMYNHPYIoWWME opradami CLUA »
Anowuu, TpebyioT, YTobbl OPrasKIaLKA YNDABNANK NDCAYKUWER 1 YCIYTrasu, NonyLagusiMig 0T NOCTABLMKQE.
3T Tpedoeanua 0BaILIBAI0T OPraHM3IaLMK YCTAHOBMTE THN M CTENEHE TAKOMD YNPABNSHWA, KOTOREIE GONHH b
BbITE ONpeqeneHsl M JOKYMEHTUPOBEAHE B CHCTEME MEHEHMEHTA KAYECTEA. ¥NpaongH1e MoKeT GeiTe onpe-
Oeneqo W A0KYyMEHTHRPORAHO B OOM0RGRax, COMMALEHHAR M KOHTPaKTAN, NNaHax No KAYSCTRY WNK B OpYyrix
THNAX BOKYMEHTOB.

HenoTopsie TpefoBaHKA, YCTAHOBNEHHEE PEMYNADYIOLLMMK OPraHaMy ONA MEeDUUHHCKIE MA0enqi 1
CERIAHHLIE C CHCTEMON MEHEOMMENTA KAYeCTEa, OCHOBRIBAKTCA Ha TpeboramuAax WCOD 9001, MCO 2001
(nogpaagen 4.1), cogepwnT TpeBoEaHMA B OTHOWEHHA NPOUSCCOR, BENONHEHKE KOTODEIX NEpeaaHs CTo-
POHHMM OPraqHd3aumnan s 0OHAKD CamMo ONpegensHye TepMUHa Tarkux npoueccos B MCO 9000 He yecTanoBne-
Ho. MCO 8001 (noopaagen 7.4), yetaHasnveaeT TpefoBadMA K 3aKynEamM, MCNoNbIYA TERMAHE 433Ky NNesHan
MOCAYKUWA D W «NOCTABLKKA R, HO HE BENIOYEET W HE COOERMMT CCINKY HA aNPOUECChl, BbMONHEHWE KOTODBIX
NepegaHo CTOPOHHKM ORraHMIaUMAM e YEIIAHHEX B NyHKTe 4.1, 3TO NPUB0OUT K DE3NHYHEM MHTeDNpeTaum-
Al OTHOCHTENBHO YNDABNEHWA NPOUECCAMM, BRINONHEMKE KOTOPBY NEDEOAH0 CTODOHHAM ORraHH3aLHAM,
MOCKONEKY OHKY KACAIOTCR Kak ynpaenexua sakynkamuy (MCO 9001, nogpasgen 7.4) Tak u Tpefosanui cucte-
M MEHELEMEHTA KAYECTEA ONA HATOTORWTENEA MEOHLWHCENX WI0enHiA.

TexHudeckdid Komutetr MCO (TK 178), koTopwié paapabaTeeaeT cTavgapTe cepr MCO 9000, awinye-
THIM PYEOBOACTRD, paibAcHAKWes Tpeboranua nogpaigena 4.1 MCO 9001, B OTHOWEHMHK YyNPaBNSHWA NPo-
LUSCCAMK, BLINONHEHHME KOTOPEIX NEPEJAHC CTOPOHHWM ODraHM3ALKAM.

B nynkTe 2.2 aTOro pyxoaogcTEa ONpeaenaHo:

Uens yemadosnesus mpedoganus WCO 3001 (nodpazdena 4.1), cocmoum @ mom, umo koada opaanu-
FaUUA peLlaem nepedams CODOHHLUN CR2aHUIALLUAM BhINOMHEHUE KaKO20-NUE0 NPOYEcca (NOCMOAMMHO
Ly eperMaHHn), Komopelld sampasudasm commesmomeve npodyryuy mpebosanuanm fow. MCO 9001,
AywHkm 7.2.7), mo op2anu3agusd He MOMEeT NpOCMo U2H0PUpO8aMs IMoM ApOUSCS, 4 MAkke He anpaas
LCKMOYams 820 U3 CE0EH CUCMEMB MaHedNMENMa KaYecmaa.

Opzanuzayus donsya JeMoNcMpUpoeams, YMo ocyWecmanaem docmamoysoe YNoacnaque, Kamo-
poe 0feCcneyueaim, Mo 3Mom APoUBCE ShiNOAHEH COANACHD NPUMEeHLMaM mpafceanuan MCO 80071, a
maike modei dpyaln mpeboeatuamM cUCMEMb MeHediMasma Kayecmea oOpeanuIaULUL. Xapakmep 3moao
ynpaaneHus Bydem Jasucems oM GaKHOCTIU MepadanHO20 CMOPOHRLM ODSAMUSSULAM NDOUSCCS, MDUEHE-
CEMHO20 PUCKA, 8 MaKKe CIocobHocmU U KoMTemMeHMHOCHU ROCMaswUKa uiNoTHUME Mpebosanus npo-
Yeooa.

Mpoyecce, nepadanKsie CMOPONHLUM Op2aKUIaUuaM, edauModedcmeyem ¢ Jpyaumy MpoyeccaMy Cuc-
memrsl MeHedaMEeHIMa KSYecmad opsaMu2adLn (3mu dpyaue NPoUECch MOSyIT Gaimb BRNONHEHE! OD2akL3a-
yueld camMocmoAMensHo, UL MO2pmM  caMu - REAMeCH  Npouysccamu, mepedanHbiMy  COpoHHLM
opgakuIaluaM). Takue ezaumodelcmeus makwke JomkHbl ObiMb MO3SSDEHYTE CONTEEMoMEVIOLLIEM)
ynpaenenuio (cm. 4.1fa] u [b])" HCO 8001.

MoaToMy, KOrGa W3roTORMT &Mk MEAHUMHCKOMD MAASNKA PEWAST MCNONBI0RATE YCMYTA NOCTABWMKOE, OH
OCMMeH 0GeCNeYdTs yNpasneHue mobod Nony4asson 0T HWX NPOOYKLKA KN YCNYTH, KOTOPOE JOMEHD BbiTe
ONpeeneHs B CHCTEME MEHeOMMeHTa kadecTea (CME). ¥Ynpasnevye MoxeT OCYWECTRAATLCA M Janae, 2cnH
MOCTABLME MCNONLIYET CybnogpAIHUIDE.

Oanee No TEKCTY HACTOALLEND CTAHAADTa TEDMUH «NDOUECCH, BRIMOMMEHWE KOTODLIX NEpenaHo CTo-
DOHHMA OPraHM3auKnAMS HE NPUMEHART.

HISOITC 176/5C 2/MEA0R2 GO 9001, Beeaasue W NoOOSp®ES. PYKOBOSCTED N0 NPOUESCCEM, NEPEAEHHLIM HE
BYTCORCHHT .

I
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HAUWOHANBHBIA CTAHOAPT POCCUMWCKOW @©EOEPALMHM

CHCcTeMa MEHEKMEHTE HAYECTEA
H3IOENKMA MEOQUUWHCKKHE

PyroBOACTES NO YNPABNEHHAK NPOOYKUHER W YCNYTaMH, NONYYagMsIMH OT NOCTABLWKOR

Quality management system. Medical devices. Guldance on the control of products and services obtained from
suppliers

Oava eeeneHmiE — 201 6—07T—i01

1 OBnacTs NpMMEHEHWA

HacToAWMA CTaM0apT NPegHaisaqyed OnA WIroTODMTENEH MEOMUWHCKHY WIOenMd NpW ynpanesHwia
MPOOYKLMEN M YCNYTakK, NoNyYaemMeME OT NeCTABLLMKOR.

Ona yenel HACTOAWETD CTAHOAPTA, NPCAYKUMER WKW YENYTEMA ABNAKTCA TE, KOTODLIE WATOTOBMTEN:
IAKYTIZET WM NOMY4YSeT WHelM cnocofom. Kpome Toro, NOCTABWMESM ABMAETCA MOGOE NULD, KOTOPOE HE
BEMIYEHD B CHCTEMY MEHEDHMEHTA KaYeCTBa WAroTOBWMTENA. 3T0 OTHOCWTCA WM K NOCTABLWWEY, KOTORBIR
MOMET BbiTh YACTHI CPrasMIaLMK HATOTORMTENA, HO OCYLMECTRNAST CROMK AEATENLHOCTL B PAMEAX OTOENL-
HOW CUCTEME MEHEIMMEHTA KAYSCTBS. Hanpyuep, ecnik NOCTABWMK HE ABNAGTCA OGLENTOM BHYTREHHEND
AyOWTA MIrGTOBMTENA, TO CHHTABTCH, YTO 3TOT NOCTABWMK HAXOAMTCA 04 YPAENEHKEM OTAENEHOR CACTEME
MEHELKMEHTA KAYECTEA W AOMHKEH DACCMATEWBATEEA KK BHYTPEHHWA NOCTABLWIME,

OpraHMIaLMn, KOTOPEIE WMEIOT KOPNOPaTHeHylo NONWTURY B 06NacT Ka4ecTea W COOTHETCTEYIOWME
NpoUeaypsl, He 0GAIATENLHO PAIMEBWAIOT BOE NOAPAINENEHAA UNK pYNNE NoG YNPaBNeHUe eOuHDR CUCTa-
MEl MEHEOHMEHTA KaYecTea, MCXOOA Wa aTore, OOHK NOOPA3GENEHWA WKW TRYIINE MOrYT ABNATLCA BHYTPEH-
HUMMW NOCTABWMEAMKA N0 OTHOWEHWID K ODYTHM NOODalnensHuAM WNM rpynnas B pamedx O0HO0M W TOA we
KOPMORALMA KITH KOMITaHNK,

BHyTREHHHE NOCTABLWMEN JOMEHE YIPEENATLCA TEM Ke CnocobomM, YT M BHELWHHME NOCTABLLMEH.

MaroToBMTENM O0NMHE ONPE0ENATE H QOKYMEHTHDOBATE THI M CTEMNEHE YTPABNESHWUA, NPHMEHREMOND K
NOCTARLMEAM, 3 TAIKE NOLOEPHHBATE 06LEKTHEHEIE CRMOETENECTES, YTO NPOAYKLWA W YCMYTH COOTBETCTRY-
0T YCTAHOBNEHHEIM CTEUMEHKALMAM. 3TH JOKYMEHTEl M 33NWCH ABNAKTCA OO LEKTOM OUBHWBAHWA Ha Npad-
MET COCTEETCTEMA peryupyiwrM  TpeSoBadkaAM W No3aToMy, OOMMHE HAXOOWTECA NO  agpecy
MECTOHAXOWOEHWA MArOTOBMTENA WK BbiTe QOCTYNHEIMKA NO NepeomMy TpedoeaHumio. OTKAa B QOCTYTE MW
OTCYTCTEWE TakMx OB LEKTHEHEIX CBHOETENECTE YNPABNEHUA, CEAIAHHOMO C ABACTEMAMKA NOCTABWMES, MOMET
NPEHBECTH K DEMMCTRALMKA 3HAYNTENEHOND HECOOTRETCTEMA !,

2 TepMWHBI W onpeaeneHna

B HacToAwesm cTaHgapTe NpWsMeHeHsl CNegymLKe TEPMUHE C COOTBETCTEY IOWMMHA ONPEgene HnAMN.
2.1 nocraswmk (supplier): Opranmaauuna (3.3.1) MNK NKUo, NPEgOCTABNAWKE NpodysEuWMo (3.4 2).
WMCO 9000, nyHkr 3.3.6)

Npumepsl — Hizomogumens, ducmpuSsomop, npedTpURMUSe POIHEYHE D Mopeocany wiu npodasey npa-
dysyuy, UCNOAHLMENs YCAYaU, MOCMas W UK v opMatuL.

NMpusmevaHna
1 MocTEBWME MORET BhITh BHYTPSHHUM MNH BHEWHWM N0 OTHOWEHAID K ODTEHA38 UMM,
2 B KOHTPEKTHO® CUTYELMA NOCTABLIMES HHOMLA HATEIEANT anonDAOHREON &

" GHTF/SG4NZE Pyrosodcmes no aydumy cUCMEM MEHedXMERNME FENECMEE UIZ0MOSUMETed MedULUHCKUX
udenuil Ha coDMesmMCMmans peaynupyroL oM mpeiosaHuar. Yaeme 1. Ofwue mpefoearun.

MapanMe ofiiHANEHGE
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2.2 npogysuma (product): PeaynsTat npougcca {3.4.1).
[WCO 2000, nymer 3.4.2]

NpumMmedasEna

1 WMMenToA YeTepe oflMe KATEropWA NPOAYKLMK:

- YCNYTY [HENPHMER, NEREB0IKAY

- NPOFPEMMHE S CREACTES (HANPUMED, KOMNLKITERHAA NPOTPAMME, CROEAPE);

- TEXHMHECHME CPEACTES (HANPUMED, YI8N OBMTATENRA)

- nepepafaThiBAeMEI2 METEPUANE! (HENPUMED, CME3KE ).

MHOrMe BMaE NpOOYELMKE COOEPMET 3MNEMEHTEl, CTHOCALW MECA K PA3NAHHEM OOl WM KBETETOpRAM Npogyky@d. OTHE-
CEHWE NPOAYKLWA K YCIYrEM, NPOTpaMMHEEM CO2ACTEAM, TEXHUYECKUM CPRACTEEM UNK NepepalaT BAEMEIM MATEDHANAM
IEBMCHT OT Npeofnaganwenc aneMeaHTa.

HENpHMEp, ROCTAENAEMARA NPCAYEUMA a3ETOMOBMNEY COCTOMT WA TEXHW4ECKW Y CRROCTA (HANPHMER, WHH), NEpEpa-
GETLIEEE ML METEPUAN0E (TOPDYEE, OXNERNE DWER HWOKOCTE), NPOrPAEMMH L CPSACTE (NPOTPEMMHOE YNPAENSHWHE JBH-
FETENEM, MHCTPYELMA GNA BECOMTENR] U YNy (pE3ILACHEHWA NO SKCONYATALUMN, EEEEMEE NPOOAELON ).

2 Yonyre ABNASTCA RPEIYNETATOM N0 MEHLLLEA MERE 0OHOMD DEACTEWA, 00AIETENEHO OCYWECTENEHHOND NP BIAR-
MOOSHETEMH NOCTABWHKEE (3.3.6) v noTpebuTensa (3.5.5). 0Ha, 8K NP3AWN0, HEMBTEDRANEHE. MpenoCTAENEHHE YONYTH
MOXET BENHYATE, K NPMMERY, CREOyLes:

- AEATENEHOCTE, G0y ACTENEHHYE HE NOCTABNEHHOR NOTRelMTENEM METEDUANEHON NPOIYHUEK [HENPUMED, BETO-
MOBHNE, HYROA0WHACA B PEMOHTE]

- AEATENEHOCTE, OCYWECTENEHHYID HA NOCTAANSHHOA NOTpeSUTENEM HEMATEPHANEHON NPOOYELMM (HANpAMER,
IBABNEHWE O OOX0AAaX, HeoBioguMoe 4NA oNpe0sneqHWA pasMepa Hanora);

- NPESCCTEENEHHE HEMBTEPRANEHON NPOGYEUMY (HENPHMED, WHCROPMELHUH B CMEICNE NEpEOEYHE IHAHUA );

- coagaHue BnaronpuATHEX yenoaxi ona noTpefinTensd (HENPUMED. B TOCTUHWLEY W PECTOREHAX).

MporpaMmMyice CPeQCTEO COOSPEMT WHOPMBLWID W OOEMHO RENAETCA HEMATEDUANEHEIM, MORET TEKE OuiTe B
ropMe NogXoaos, CNepauMi unk npoueayp (3.4.5).

TexHHYECKDE CPEACTEC, KAK NPABMNO. ABNAETCA METEPUANSHLIM B BI0 EONHYSCTED ERPESAETCA HOURCNASMOR
HAPBKTEPMCTAROR {3.5.1). NepepadaThBaeMbe MATERHANK OB BUHD ABNAKITCA METEPHANEHE MKW W HE KONHYECTED BEPa-
WESTCR HENPEPRBHGA XARAETERHMCTHRON. TEXHWYECkHe CREACTES W NepepaBaThBa8MEIS METEPHANK YACTO HAZLIBAKTCRA
TOBEDEME.

3 DfecneveHne kasecTas (3.2.11) HanpaeneHo rNaesss oOpasoM HA NPEGNONArESM YD NPOLYELH .

2.3 npouecc (process). COBOKYNHOCTE BI3AMMOCEAIAHHELS WM BIaWMOOSRCTEYIWNWE BHOOE OEATENk-
HOCTH, Npecfpasyolan BXodsl B BhbiX00b.
[WMCO 2000, myHer 3.4.1]

NpuMmesasuA

1 Bxogasms K npoueccy ofuyHO ABNAKTCA BeIX00E ORYIME NPOUSCCOR.

2 NMpoueccw B OPrEHM3AWHM (3.3.1), 88 NPEEMN0, MNAHKPYSTCR W OCYWLECTENRKTCR B yNPEBNRAEME X YENOBWAY C
Uens 4ofaaneH A WEHHOCTH.

3 Mpouees, 8 ROTOPOM NOATESPEIEHWE COOTEETETEMR (3.6, 1) KoHE4HOR NpOaYEUEK (3.4 2) 3aTPYOHEHD MNKW 3HOHO-
MUHECKM HelenecooBpasHo, SACTe OTHOCAT K 4 CNEUWANEHOMY NPOLEcCYs .

2.4 obwekTieHOe cEnOeTenscTEo (objective evidence). daHHwmie, NOATRED#OAMWME HANMYHE KK
MNpaggHBOCTE Yerc-nMGo.
[MCO 2000, nywkr 3.8.1]

Mpumesad i e — DOOLEKTUBHOA CEUOETENECTAD MOMET GulTh NONYHEHD NYTEM HAGNOOBHWA, HIMEBPEHUA, HC-
NedTaHHA (3.B.3) nnu gpyrami cnocofamn.

2.5 warorosutenes (manufacturer) «MaroToBuTens: oaxavaeT moboe QUIKHEcKDe MNK IDPUOKYEC-
KO® NUUG, OTRETCTEEHHOE 38 NPOeKTUPoaaHME WMMK NPOXM3B0OCTED MEeWLWHCKOMD WAOENWA C B0 BbiNyc-
THTe B obpaliedue MEJMLUMHCKOE Wifenwe nog ero cobDCTEEMHbIM MMEHEM, HEIABWCHMO OT TOro,
CAPOEKTHROBAHC WIANK NPOXMIEE08HO N 3TO MEQUMLUMHCKDE WA0enue Oprasuaauueid HNv No ee NopyyYeHuio
OPYTHM NALLOM (MALaMIA).

[GHTF SG1{PDINOSS RS, nogpaagen 4.1]

NMpuMmevuasHHA

1 ¥HEIEHHDE MUIWHECKOE WNM KpMGWHECKOE NHLD HECET NOMHYE OTESTCTEEHHOCTE 38 ofecneweHue cobnmgerua
BCEX NEPMMEHMMEIX PEMYNADYIOWAE TREB0ESHUA GNA MESWUNHCKHE WAMENHMA B CTREHAX WKW PEMMOHAX, TOE 9TH W20ENHA
NNAHMPYETCA NOCTAENATE WM NPOJaAEaTE.

2 OTEETCTEEHHOCTE M3TOTOBHTENA PACNPOCTPAHRETCA HA BCE CTAAMM BWIHEHHOID UHKNE MAOHUWHCEOrD M30ENHA,
8 TAKHE 38 oBecneysHe COOTRETCTEMA PETYNW DYWL WM TPEB0BaHUAM, BENIDYEA OTHETHOCTE O NPOHCILESCTEMAN W Y Be00M-
MEHWA 0 E0DPEETHDYIWME GEACTEHAX.

2
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3 MpoeKTePOBAHME MANKW NPOMIE0ACTED MONKET BENKYATE!

a) paapabioTey cneynd MEaUHA, NPONIB0FCTES, MIMOTOANEHWE, MOMTEY, 0BpAGOTEY, YNREE0EKY, NEPEYNAKOBKY, Map-
EMPOBKY, NEPEMARKHPOBRY, CTEPANRIBLWIE, YCTAHDEKY UMM NONHYID nepepaloTry; U (MM

6) clopsy, ynakoexy, nepapatoTiy wMNH MAPKMRBOEKY OOHOA UMW SONEWEro YMCNE SQHHHY TOTOBOA NPOSYHEHA,

4 [lwBoe nMyo, soTopos coGMpaeT WM 30ENTARYET B COOTESTCTEMM C MHCTRYELMEA N0 NPUMEHEHUHD PEHEES NOCTER-
NEHHOE SOYTHM NHLOM ANA KOHKPETHOID NAUMEHTE MEQNUMHCEDS M3TENAE, HE ABNASTCA HATDTORMTENEM, NPH YCNOBAK,
yTo CHOPKE MNW 4aNTALWA HE MEHRET NPELYCMOTREHHOID HEIHAYEHHA HALENHA.

5 NiBoe NHLDG, KOTOPODE HE Je8RCTEYET 0T WMEHH HATOTOBMTENA W KOTOPOE WIMEHRET NpeAYCMOTPEHHOE HadHawe-
HUE HIGENHA MW M3 EHAST CEMG MOTOR0S MEAWLHHCKDE MAJSNWE TEKMM 0BDaI0M, 4TO MOXET NOBNWATE HE GE30NaCHOCTE
WKW pe3yNeTAaTHEHOCTE W308NUA, 8 TAKHEe O8NaeT HINEnMe ODCTYNHEIM GNA HCNOMNB3OBEHWA N0 CE0WM COBCTEEHHBIM
WMEHEM, AONKHD CHUTAETCR WATOTORBMTENEM 3TOTD HAMEHEHHOMD MEOWUWHEEOND WA0EMHA.

£ AHanordYHbie NpaEUNa PAcNPoCTRAHAKTEA TEKKE Ha NPUHALNEMHOCTH, NPH YCNOBWM, Y4TO DHM NOSYHHAK TCA
pEryNEpyIoWHM TRES0BaHEAM ONA MafyEHCKWY Hagenvd. MU, 0TEETCTEEHHOE 33 paspaBoTay WHNW NPOHIBOLCTED
TAKGA NPHHEANEKHOCTH CHHTAETCR HArOTOBMTENEM.

3 OcHOBHbIE NPUHUMMEI

B cyLUBCTRYIOWWY CHCTEMAX DEryNMPOBAHKA TEDMHAH «MIMOTOBHUTENB S MOMET MMETE DAIANWYHLIE ONpE-
geneua. Tem He MeHee, KaOLIA DErYNMDYIOWWA Opras, 8 WTore, onpedense’ eQMHCTEeHHOND «MaraToBuTe-
NA» MEQWUWHCKOND WA0ENWA MNK NHUC, KOTOPOE HeCeT OTEeTCTEEHHOCTE 33 BRINCMHEHWE PEryITHpYIoLWHM
TpefopaHWi CHCTEME MEHEOMMEHTA KAYESCTEA. JTOT «MArOTOBMTENBLD MAM NUMUO, KOTOPOE HECeT OKOH4Ya-
TeneHyK OTEETCTESHHMOCTE 33 CHCTEMY MEHEOMMEHNTA KAYECTEa, HE MOMET NepenosHTE (No JoroBopy Wik
HHEIM CNoCOGoM) coBCTREHHYD ODA3AHHOCTE W OTERTCTEEHHOCTE B OTHOLWEHMK NIobLIX HYHELME B pamMkax
CUCTEMBl MEHETEMEHTA KAYECTEA. 3TO O3IHAYAET, 4TO OTESTCTEEHHOCTE 33 BRINONHEHKE TpedoBaHWi cucTe-
Mbl MEHEJHMEHTS KAYECTEA HWKOMOA HE MOMET ObiTk NepedaHa KakoMy-nHbo NOCTABLIMKY NPOOYKLWA WA
WCIYT.

HexoTopsE NOCTABWWEA MOTYT GbiTh NOOBEQIHY T HEKOTOPOH (OpME HAO30DA NPOBOOUMOND WK pery-
NADYIoWMM OPradoM BR3CTA WNK TPETLEW CTODOHON, OeACTEYIOWEH OT WMEHW Perynupyillerc opraqda
[HANPHUMED, NMUA, OCYLWUESCTANROWWE CTEDMMNHMIALKIO NO A0roBopY, NaGopaTopHK, OCYLUECTRNAKLLWE Mkl
TawWWa No QOroBOPY, WIroToEMTend dapMauesTHYeckor NPogyKUWK, OPYTHE HITOTORMTENH MEIHLMHCKHX
Hagendd, uT. 4.). Nposegerye Takoro HAO30pa He OCBOBOWAART HArOTOEMTENA OT OTEETCTEEHHOCTA 33 yoTa-
HOBNEHWE YNPAANEHWA W NPEJoCTABNEHWE CEMORTENLCTE B OTHOWEHKA NPOOYKLMK W YCAYT, NONYYaemMslx OT
MNOCTABLL KOS,

Perynupyiowme opradel W TpETeA CTOPOHE BYOYT NPOBOOMTE WHCMNEELMM WK ayOuT WAroTOBWTENA, C
UENLD YOOCTORSDEHWA TOMD, YTO Y H3roTORMTENA MMEKITCH WKW JOCTYNHE No nepaomy Tpebosaung obbes-
THEHEIE CEMOETENLCTES YNPaBNEHHA NpOOyKUMEd d yemyTaMi, nonydaeMeiMid 0T nocTaslwMkos. OTras npe-
OOCTABKTE NIOGoe CEMOETENLCTRO MNW ODECNEYHTE OOCTYN K Nbomy 0fbekTHRHOMY CRMABTENLCTRY YNpaa-
NEHWA, CEAIAHHOMND C NPOOYELKER W YTIyTaMiA, Nony4asibiMKe 0T NOCTARWMKOE, MOFYT 3AH0HYMTECA BRIB0H0M
NPOoBEDANLYER CTOPOHSEl © TOM, YTO CACTEMA MEHEIHMMEHTA KAYECTEA WITOTOBWTENA, SENASTCA HECOOTEE-
TCTEYKWEA.

Mpouecc YCTAHORMEHMA YNPABNEHMA B OTHOWEHWA NDOAYKLHK M YCIYT, NONY4YEHHBN 0T NOCTARWLMKDE,
KAK NDABKMN0, BENOY3ET WeCTE CTAOWA, KOTODLIE COCTOAT!

= 13 NNAHKPOBAHKMA;

- BIBOpa NOTEHUMANBHLIX NOCTARWMKDR,

- YCTAHOBMNEHKWA KPMTEpWER BeiDOpa 1M OUEHHESHWA NOCTABLWWKE]

- 3AREDLUEHNA YNDABMEHH A,

= MOCTABRKA, HAMEDEHHA W MOMHTODUHIA,

- 0BpaTHOW CBA3IW W EKOMMYHMEAUWA, BENOYEA NPOUSCCHl HOPPEXTHRYIOWMY W NpegynpesaanMx
OERCTRMI.

MpueegeHHan Ha pUcyHke 1 CxemMa WNNKCTPUPYET KNIDYeRsIe J8NCTEMA (QeATENEHOCTE ), KOTOPRIE OCy-=
WeCcTENAST MAroTOBWTENL. TakKe, NOHBEOEHE! NPWMEDH 0GLEKTHUBHLIX CEMOSTENLCTR, KOTOPLIE MOrfKM Gk
ObiTe CHOOPMUPOBAMLI ANA ASMOHCTDALMK YNPABNEHWA CO CTOPOMBl WAFOTOBWTENA. HEKOTODBIE M3 3THX
ABACTEWA MOTYT BT BRIMONHEHE NAPANNENEHG ADYT C APYTOM. YEa3aHHbIA NepeYeHs KNoYenbx NedcTEHIA
HE NONWEH PACCMATPHURATECA KAk BOE0bhaMMUME M 3aKDRITHIA. KpoMe TOro, HEKOTODBIE W3 ATHX J8WCTEHA
MOTYT OCYLUECTEMATLCA B Npedenax gpyrax npoueccos CME. Hanpuwmep, nnaduposadde ynpaenedda
NOCTABLLHEGM MOMET ObiTh YACTR NNAHKPOBAHMA B obnacTi kadecTea. puMepsl OFbeKTURHBIX CBMOE-
TENLCTE, NPHEEAEHHEX HA CXEME, MOMYT ABNATLCA ODBEKTOM AYQUTa HA COOTESTCTEME DEryN|pyHLLKMeM Tpe-
BoBaHUAM TONLKD B OTHOWEHMY B230NacHocTH M DeIyNETATHBHOCTM MEOMUMHCKEDND WA0enua.

Mocne paccMoTPEHHA ORYIHX I0PMOWHECKAY 1 3aH0HOOATeNEHEN Orpadu4eHHid 1 obRaaTenscra, Karo-
TOBWTEMNE MOWET 3AKDHYMTE JOTOEOD C NOCTARWMKKOM B NDGoe BREMA B TEYEHWE NpoUecca.
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31 MnavupopaHue

B TeveHWe NNAHWMPOBEHWA W BRINONHEHWA NDCWABOOCTEA W NOCTABKM NEOOYHUMK B OTHOLWEHWK HOBOMD
HIMH e CYLWBCTEYHLLEND MedHUWHCKOND WAGENWA HAroTOBMTENL, KK NPABWNG, MOEHTHWUUMPYET TY NpOgyk-
LMK WM YCNYrd, KEOTOoPkE BYOYT Nony4Yedsl 0T NocTapluwkoe. CywecTeyowan CMK WaroToOBUTENA, MOMET
noTpeboBaTe B OTHOWEHKK HEKOTODOA NPOOYKLMKA W4 YCOYr, NONYYasmslx OT NOCTABLMKOE (HanpUMep,
ofydeHUE, apXUBUDORAHWE OO0KYMEHTOR M T. 4.}, 05A3aTENEHOMD NNAHUPOBAHKWA K YIPAENSHUA.

Mpy ycTaHoBNEHWA YNPABNEHMA B OTHOWEHWM NPOOYELMKA W YCIyr, Nony4asmi o7 NoCTaslMKoe,
NpeanonaraeTca, 4To NNaHWDoEaHWE 3TOR OEATENEHOCTH MHUUKWWDYET cam Npouece. PeaynsTaTomM 3Tol nen-
TENLHOCTH MOrYT BhiTe NNaHs NPOSKTADOEAHKA W DAIPaBoTHW, NNaHs! N0 KAYSCTRY, NNAHL 3AKYNOK, W T. 4.,
KaK aTo onpeneneso 8 CME warotopuTens. MarcToBMTEN: QOMEESH DACCMOTDETE LEnK, pHCEH, TpeboaaHus,
NPoUECthl W PECYPChl ANA OEMOMCTDALWM TOND, 4TO YTILERMNSHME YCTAHOBNEHO M DEIYNLTATUBMO, & PErYIHDY-
OLLHE TREGOBAHMA Bl NOMHEHE.

Mnasvposanke naeT obwes PYNOBOQCTED NC YCTAHOBNEHMIO CTENSHA YNDABNEHHWA B OTHOWEHWM Npo-
OVHUMK W YCNyr, NONyYaemblx 0T NOCTABWKMKOE. Takue NNaHel, KaK Npaadno, senanTed YacTen CME 1 noone-
HAT QOEYMEHTUDORIHWKD W 000BREHHI0.

3.1.1 Mpooykura ¥ YyCNYry, Nony4Yaemele oT NocTagwmxaloa)

PeayneTar nnasvposadna obecnednBasT KOSHTHDHEIUWGD NPOOYELMK W YCNyT, K0TopRIE MOryT GbiTe
MoMy4eHsl 0T NOCTABLWMKOER. TaKkas NPOAYKLHA 14 YCIYTA MOTYT BEMOHaTE KOMNOHEH T, CRIPEE, YCNYTA N0 MET-
PONOrHYEcKoMY oDaCnedaHitig, YCNyTH Mo O4MCTEE WNH CTEDHNMIAUMK, YCITYTH YNoNHOMOUEHHOTS NpeacTaa9-
TENA, UT. 0.

CH| MOryT KNAcCHUMUMPOBATECA MHAYE, COMMACHD PEMOHANLEHEIM WNH HALKMOHANEHER DEry MDYy o=
WHM TpeDoBaHWAM, HAaNPHMMEp:

= FOTORLIE!

- ANEKTROHHEIZ KOMINOHEHTE! (D23MCTOPREl, KOHOBHCATOPL!, BNOKW NWTAHKA, U T. 4.},

= MEXAHWYBCHME KOMNOHEHTE {BUHTE, WARGL, LLNaHre, TRy, 1 T. 0.),

= KOMMEpYeCcKoe nporpamMuce obecneverne (ONEpALUMOHHEIE CUCTEME!, DAk DaHHLIX, U T. O.),

- KOMMNBOTEPHBE ANNAPATHLIE CLEACTEA (HOYTOYEM, PEMACTRATODE!, W T. 0.);

= YACTH W KOMOOHEHTE, HAMOTOENEHMLIE NO CNELUWDWEALMAM WATOTOBKWTENA:

- MEXAHWYBCKWME (KNANaHsl, HACoCH!, W T. 4.},

= ANEKTPHYECKKWE (PaInKYHbIe faTYMEd, KT anekTpoge, W T. 4],

= NporpamMmMece obecnedyesne CNELWanNEHOND HA3HAYEHWA (AN YNpaENeHda Nogaqed IHETMA NpY paa-
NAYHON TEpana, 4 7. 0.),

= OAHOKDATHOMD NPUMEHEHKA (TECT-NONOCKK ONA MIGKOMETRa, DEAKTHEL], DEDMEHTEI, K T. 0.),

= YOIy, NONYYaemMie oT NoOCTABLIWKOE!

= CTEPHUNHIALKA,

= NPOEKTHPOBAHKE,

- npoW3eoacTac (cHopka, NeYaTs, YNaKoBHa, MapEUEOBKa, M T. 4.),

= ApXWBALKWA OOKYMEHTOR,

- TDAHCNOPTUDOBAHNE M XDAHEHWE,

= MOHUTORWHE NPOKABOOCTEEHHON CReakl (HANDHMED, MUKDOBHEIX TEM W MEXAHMYECKUX YACTHL B YWC-
Thix MOMELLEHHAK),

= kanubpoBka,

= KOHCYNBTUROBAHWE

= FOTOBELIE MEOWLWHCKHE WADeNMA:

- nxboe roToBOE MEOHUMHCKDE WAOenue (HAaNDUMEeD, KOTOPOE MMEET COOTBETCTBYILLYID MADKWDOBKY);

= NOCTARNASMOE MESULMHCKDE WAOBNHE, WCNONBIYEMOS WITOTOBUTENEM KaK KOMMNOHERT B B0 MEgH-
WHMHCKOM Magenue (pevTreHcackre TpyBw, 3K -anexTpoaesl, MeguuMHckke Gataped, MOHHTOPE NayweHTa).

O BETMBHLIE CEMASTENLCTRS MOMYT BRNIO4ATE:

= WOBHTHUPHHALMIO NPOOYELMM W YCNYr, KOTOPkLIE Gy0yT NonyyHeHs. 370 MOMeT GklTe OGLLMM ONHCAHKEN
MK YHE KOHKDETHON cney duKane.

3.1.2 WHdropMau WA No NpoUeaccam W TEXHHYSCKaA HHPOpMaLKa

CooTEETCTEYOWMA NepcoHan, KOTopeR ByneT soaneYyeH B paapaboTey HeoGxogHmon MHgOopMaLMK No
MPOUSCCAM M TEXHUYECKOR MHPODMaU MK, HY%O3eTCA B MHOopPMAaUKMKM M JaHHEX, SENARWKMMACA CYLEBCTBEH=
HEIMM OMA WOEHTHEMKALNA 1 OUEHHBAHMA DUCKE, KOTOPEA NPHUEHOCHT 33KYTIAEMAR NPOOYELMA MK YChyra
(cm. 3.1.4), a TaK Me NOTEHUHANEHBLIE NOCTABWIMKK.

OO BEKTMEHBE CEMASTENLCTRA MOMYT BENOYATER:

- TpefoBaHWA K NPOOYFLMK W YCMyraM OnA 4acTel, Marepdance, Npoueccon, nporpaMmyoro obecneye-
HWA, OKDYHAKIWER cPeakl, MCNBTaHWd, W T. 4.,
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- TpefopadnA K npoueccas CME, vanpusep, npouegypel Wnd pabodqe WHCTPYELMKM ONA OTYETOE O
HEGNArONDMATHLIX CODBITHAX, ayouTel CME, cBop AaHHbiX HA CTAOMA RHIHEHHOMD WWENA, «NOCNE BRINYCKa B
ofpalednes, NpoeKTUPOEaHWE, NPOWABCOCTEO, KANWDpOoBKa, PEMONT, QEATENEHOCTE NO BepudrEaumm, n T. 0.

3.1.3 MoenTudvkauMa noTeHLHANLHELIX NOCTaABWMKOR(a)

MaroToRMTEN: MOMET MNDHHATE PEWEHWE WISHTHOWUHPORATE OOHOMO WnW Gonee noTeMUWAanNsHBX
MNOCTABLMKDE B 338HCWMOCTI OT BLIABMNEHHOA WM NOTpeGHOCTH. MOCTABWWEN MOTYT GbiTk KaK BHYTPEHHHME,
TAK W BHELIHAMA.

D5 BLeKTHEHBIE CEMOETENLCTEA MOMYT BEMOMATE!

= HAWMEHOBAHWE NOTEHUKMANLHOID NOCTABLWMEA(0B) W KOHTAKTHY IO WMHODMaUKIo.

314 MWoenrudmrkaumna prucealos)

Kak 4acTk NPoOUEcea NNAHWPOBAHWA, HAMOTOEMTENL O0NMEH MASHTUDHUMPOBATE DHUCKK, CEAIAHHEIE C©
MPOOYHUMER UNK YCTYTaMK, KoTopse ByayT nonyHeHs.

B npougcce MOeHTUDHEALMK DUCKOB MenaTenkH o pAccMOTPETE HEKOTORLIE CYLWBCT BeEHHBE 0GCToOATaNE-
CTEE, HanpUaMEp:

= DEACTBUTENEHD N 3T3 HOMNEKTYIOWAA YacTk OTCYTCTEYET B HANKYMA K @& HeoBxodMMo 3aKynaTe?

- KAKYHD pONk MIPAET 3T HOMNNEKTYIOWARA B NPOM3BoACTRE T

= KAKORA KPWTWYHOCTE ATOH KOMMNeKTyoWeENR 4yacTi? (Ecnui Oein npoeeged FMEA npoesTa, TO pEIYNE-
TaTkl TAKOMD AHAMNK3A B OTHOWESHAM TAMECTH NOCNEACTEWA OTHA3a yHE HMEIOTCA B PACTOpAMEHHH HIrOToOBK-
TEna);

B HACTOAWEs BREMA NOCTABLWWE NPOWIBSOMT KOMMNEKTYIOWKWE ANA KaKOro-niuGo mMeaqUMHcKong
WINENWA, NoANaganWwero nog perynipyowne TpeGoBaHKA K 3TOR NPoMBILLNEHHOCTH, HNK 3T0 &ro Nepean
nocTaeka’?

MupopualMa o NOTEHUMANLHEIX NOCTABLKWKAX (HANPHUMED, TEXHWYECKARA, (DUHAHCOBAR, B OTHOLWEHNK
HENPepLIBHOCTH NOCTABKMA, W T. 4.) QONKHE HCNONLICBEATECA C UEMNED ONpegengHia JononHUTensHEX BO3-
MOHHEE MPUBHECEHHbIX DUCEOR [HANPUMED, OENOBLIX DUCKOR).

PaccsoTpe e Aen0BnIX PUCKOR MOKET BKMIOUYATE, HANDUAMED:

= PHHAHCOBYIO YCTORYMBOCTE NOCTABLWIMKA;

= HENPEDEIBHOCTE NOCTABKK;

-« HAAEKHOCTE, OTEETCTEBEHHOCTE,

- ofieem pabor, ZaKasasHBEA NOCTABWMKY N0 OTHOWEHWID K 8r0 MaKCUMansHON Jarpyaxe,

- PHHAHCOBLIE HHEECTULMA;

= MOHOMNOMBHOS NOMNOMEHWE {BAWHCTESHHBIA NOCTABLLKK),

= NeraneHeIR CTATYC (HaNnpUMep, HANKUYKE NALEHINH],

OBbLeKTHEHLIE CEMOETENLCTEA MOrYT BHAKAATL!

= AAPEMMCTRHPOBAHHER W DOKYMEHTHUDOBEAHHEIR NEpeYett: HIEHTHRWUHPOBAHHEY DHCKOB (XOTA TaxoH
NepeveHs He ABNASTCA PerynMpyoWmMM TpedosaHmnen ).

3.1.5 WoenTudvKkauWa Mep ynpagnadWa

OnA ycTaHoBNeHWA THNA A CTENEHA YNPAENaHHA, WIeHTHOHUMPOBaHHEE DHCKH A0MHHE ObiTe OUEHE-
Hisl. 3TO yNpagnedue SonsHo DeiTs ONpeaeneHs, Ja0okyMeHTHPOEAH0 W BKNKDYaTe B ceba mobee Tpebosa-
HWA B OTHOWEHWH KasecTea. VaroToEWMTen, B HEHOTODLIX CNy4anx, moxeT noTpefosartecA ofecnedwTh
fansHefdlss yNpasnes9 e, 33 Npedenasmid NoCTABWMKS NEPREOTO YPOBHA, H3-33 NOTEHUMANbMBIX JeDEKTOR 1
npoGnem, OomyWeEHHEX NOCTABLLWEAMA BTOROMD MM TPETLEND YPOBHA.

WMarotoenTeno cnedqyeT ofecnequTe, 4Tobs npe paspaboTie Mep yNpaeneqdyMa Beinv NPMHATE BO BHH-
MAHKE W APYTHE YMECTHEIE DENYNHpYIoWWE TpeboBaHuA, HanpHMEep JaKoHOOaTENECTED N0 JALUWTE OKpYHa-
Wwed cpedsl, NPOQeccHoHansHOr0 340p0asA, NepooHaneHex JaMHex, Tpeboaawna GMP uw T. 4.

Takoe yNpaBneHWe MOKeT BEN0YaTE:

- YOWT NOCTABLIHKS;

= YMpABNEHME NOCTABWHWKOM BTOPOMD YDOBHA (MMM NOCNE0YIOWHMH B LENK NOCTABKM);

- MCNBITAHKE/ BEPUEMKILINIG;

- CEDTHIDWEATE COOTRETCTRIA,

= hopmansHee Tpebosadra ana CMK, Hanpumep, ceptidmkatsl 1 atTectatel (CMEK, akonorvdeckoro
MEHEIHMEHTS, aEKDEAMTOBaHHLIX Nabopatoprid, aKEpegMTaUMK TDETLER CTOPOHOR);

= DAANHUHBIE WHCTRYMEHTEl MAMEDEHKA (HANDUMED, KNOYLBRIE NOKa3aTENK JhDeKTHBHOCTI),

= HHCTRYMEHTEPWA 3HANKMAA CUCTeME! (HANDUMED, BOCNDOWABOOUMOCTE M NOBTOPARMOCTE ),

- DBATENLHOCTE Mo 0GECNEYEHWID SXONOMMYECE0N COBMEBCTHMOCTH, ANEKTROMArHUTHOH COBMBCTHMOCTH,
HaOEMHOCTWNPOrHOI0E HAOEMHOCTH,

= BOIMOMHOCTH NPOUECcca M YIYYLWEHWE NpoYececa;

- BANWOAaUMK Npouecea;
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- BpEMA pearMpoBaHKA;

= CTATUCTHYECKOR YNPABNEHHE NPOMIB0OCTEEHHEIM NPOUECCOM,

- AEATENLHOCTE NO WCNPARNSHWD, NEDEnenke:;

= YNEBENEHWE 3anacamu («NepBan NapTHA Ha Nprxon — nepean B pacxogy (FIFD), epesmeHHol npegen);
- YNpaRneH s pasMepon NapTad, oObLemMom napTum;

= yNpaened e NpocnexduBEaeMocTeR (Npoyecca, Npogykuyk, obopygosanua, onepatopa);

= YNPARNEHWE HIMEHEHHAMM (MIMEHEHKE NPOLAcCa, NPOLeLyDsl, i T 0.);

- MEHEEMEHT KOHDMMypaLaK;

- ZAWMTA WHTENNEKTYANEHOR COBCTREHHOCT I,

- 33MTA NEPCOHANBHBIX JaHHBIX NALWEHTA;

= CPOMA XPaHEHUA OQOKYMEHTOR;

- aanuce CME.

OB BEKTHEHLIE CEBUABTENLETRA MOMYT BRMIOHATR

= NEpeYeHe NOTEHUWANBHED MED YNPARNEHWA B IAEWCHMOCTH OT HOEHTROHULMPOBAHHOND PUCKE.

3.2 Bwbop noTeHUMANEHLIX NOCTABWMWKOE

Mpy Bebope NOTEHUMANEHEYK NOCTABWMKOE WIrOTOBMTENE QOMMEH NPOAHANKIKWPOBATE WX OeN0BkLIE
KauecTea, CnocoBHOCTE OSWCTEOBATE ONEePATHEHO, BEMKOYAA TEXNHOMOMWYECHWE BOIMOMHOCTH W Apyrde
ACNEKTE, ASMOHCTOMPYIOWWE, YTC NOCTABWWME MoweT obecneqynTe Heobxooumoe KauecTeO, BE3IONACHOCTE,
PEIYNETATUBHOCTE M HAZEMHOCTE NPOAYELWKA W YCNYT.

321 MpakTHYecKWe BOIMONHOCTH NOCTABLMKA

[denossie ka4eCcTEa W NPAKTHYSCKHE BOSMOMHOCTH NOTEHUMANLHEX NOCTABLWKOE, WX ONBT, PENYTALWA
W DHHAHCOBHE BOIMOKHOCTH MOMYT ABNATECA NONE3HoN MHDopMaLKER ONA OUEHKK M BbIG0pa KOHKDETHOMD
NOCTABLWWES. MPAKTHYSCKHE BOIMOMHOCTH W DH3MYECKHE CNOCODHOCTH NOTEHLMANBHEIX NOCTABWMKOR MOMyT
OKAALBATE CYLYECTREHHEN 3drerT Ha CNOCoBHOCTE MArOTORMTENA NOCTAENATE Be3aonacHsie W peayneETaTHe-
Hele H3genua. PUHAHCOBEIE BO3IMONHOCTH NOTEHUWANEHOIC NOCTABWMKE 0Co0BaHHO BAMHEL, BCNH WAFOTOBKW-
TNk HAMEPERASTCA BCTYNWTE B OONMOCEOYHOE COTRYQHWYECTEO.

PeaynsTar Takoro aHanuaa, BMECTe © AaHANWIcH NPUCYLLUME A3HHON NEOOYEUWK MK GAHHOA YCIYTW prc-
KOB, MOMET NOBMMATE HA PELUEHKE MATOTOBWTENA CTHOCKTENBHD CTENEHK YIPABNEHWA NPOLYKLWER U yonyra-
MK, NONYYAEMBIKM OT NOCTARLLMKOE.

3.2.2 TexHMUYBCHWE BOIMOMHOCTH M ONEPATHBHOCTL NOCTABLMKA

OonwHa GeiTe NPOEHANWIMDORAHA CNEPATUBHOCTE NOCTABWMKA C UeNs0 ONPEegenelEs Toro, Y4To oM
CNoCcofeH BeINOMHATE YCNOBMA, BelOBMHYTEE MIOTORMTENEM (MANpUMep, BPEMR COMMacoBaHnA, NOCTABKA
TOMHO B CROK, BpEMA OTRETA, U T. 0.). O6nacTe NPOBOAMMOTD aHANKIA MOKET BEMKYETE BHNONHEHWE NOCTaa-
L WMEOKM NPeSEOYLMY 3aKa308, 8o oNsIT W HANWYWME YENoBeYECcKUE PECYpPCoB.

AHANAI TEXHONOMMYECKWY BOIMOMHOCTER NOCTABLWMES ACMMEH BENIOYATE OUEHEY 2o cnocoSHocTK
BLINONHATE TREGOEAHHA MIrOTORMTENA K NPOOYKLWH WA yonyre. B Takol adanna cnegyet BRMNOYaTe aaek-
BATHOCTE NPOMIBCACTREHHEY NPOWECCOB K MCNoNLIYeMore obopygoeanmA, MHQOPMALMOHHEIE TEXHOMOMMK,
CYLECTEYIOW Y WHPACTPYHTYDY, HHEHHUDHHIOBRIE BOIMOMHOCTH, U T. 0.

OObEKTHEHBE CEMASTENLCTRA MOTYT BENIOHATE!

- OUEBHEY W3MOTOBMTENEM PECYPCOB NOCTABWMEA (Hanpumep, cnyxtst ofecneyennn, nepcoHan,
HHDDACTPYETYPA), TEKYLUMA 06hen 3aKkaios;

= AOKYMEHTALMKY W 33NWCK NOCTABLWES, HANDUMED, 3ANKCKA B OTHOWEHWK YNPABNEHHWA NDOXMIB0ACTEEH-
HOW Cpeaol, OGCNYMHUBAHKA NPOTpasMMHore obecnedenna obopyNoBaHWA, 3aNKMCK O NoBEpKe/KanubpoBKe,
3AMNUCKH O EBANUDMKALWKM COOTEETCTRYIOLWEro NepooMana, oT4eTsl No BANWOAUMK NPOUSCCOR, NNEaHBl MO
BEIMYCKY NPOOYKLMK, DAINMHHEE YIOCTOBEDEHMA, W T. 4.

3.2.3 Beifop NnOTEHUWANBHOrO NOCTABLWMKS

HaroToRuTens JoMmEed BuIBpaTs NOTEHUMANEHEBX NOCTARLMKOR B COOTBETCTEMKM C NDEOBEDHTENBHO
YETAHOBNEHHBIMA KDUTERKAM W DEIYNBETATAM AHANK3A BOIMONHOCTER.

DO BEKTHBHLIE CEMOATRNLCTRA MOTYT BRNOYATE!

= AOKYRMEHTALWK NOTEHLUWANBHBIX NOCTABLWKOR,

- KpUTERWUK BelBopa ¥ 0GLACHEHHE PELLISHAHA.

3.3 OueHHBAHME W OQ0GPEHWE NOCTABL MK

B HacTtoAlwes nogpaigene noqEeOedo pykoBOOCTEBO ANA NPOUECCA OUEHWBAHWA WIraTOBWTEMEM
BLIGPaAHHOMD NOTEHUMANsHOMo nocTaslwmea {cs. 3.2), KOTopweid cnocobed MOCTaBRNATE NPOOYELMIG MOW
NpeaoCcTaBRNATE YCNyry B COOTRETCTEUKN C TPEEORaAHMAMM H3rOTOBMTENA.
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Crenesds W rMybvHa NpeanpiHMsMassol GeATenLHOCTH Mo OUSHHBAHKKD ¥ 0O00Bpe e O0MHHE BbiTh
NpONopUMOHANERE WIEHTHMUKPOBAH HOMY PHMCKY (oM. 3.1.4), CRAIAHHOMY C 33KyNASMOE NPoOyILWaR MiknK
YCOYTOH W WX BAMAHKMEM Ha 023I0NACHOCTE, PEIYNETATWMEHOCTH WK OYHKUMOHANEHEE XapDaKTEDUCTHEM
KOMEUHOM NpoaykTa.

Boe npouecck, MMEOWKHE OTHOWEHWE K JAHHOMY MyHETY, MOMHD MANOMATE CNeqyowed nocnegoea-
TEMBHOCTIA:

= MNaHWpoBaHKE OUEHWBAHKA W pa3paboTky KpuTepwea oThopa;

- CBAIL C NOTEHLWANEHBIM NOCTARWMKOM W eTanuaau4s TpebosamMuHil;

= OUEHWEAHWE CNOCODHOCTIA NOTEHLKMANEHOMD NOCTABW MK BRNONHATE KPHTEDHK oTDOopa,

- 0000 pEHKE NOCTABLWKMKES.

3.3.1 NnankpoBaHKe OUSHMBAHWA W paspadoTka KpUTepHeR oTOopa

WMaroToawTens OOMMEeH OCYWEeCcTANATE NNaHWPOoBaHWE CUEHHBAHWA W ONPEdenATE KpUTepuY oTBopa
MOTEHUMANBHLIX NOCTABWMKEDE, C UENLID YMEHLIWEHWA KONMYECTEa NOCTABWMKOE 00 KONWYECTEa, NoAnesa-
LHX OS00RaHMIO.

OugHUBAHKE KOMNETEHTHOCTIA NOCTABLWMEA K @ro cnocoBHoCTH BRINONHATE TpeBoBaMnA HaroTORMTENA
Oon#wHo Ga3MpoBaTeca Ha oNpedensHHomM Habope KpuTepHes oTBOopa, KOTODLIE OCHOBAHLL

= Ha NPOOYKLAA WIANK YCIyTax, KoTopse Oy0yT 2aKynnaHs;

= MX NPegyCMOTReHHOM HA3HAYEHHK,

- HA BNWAHWK 33KYNAEMOH NDCAYELMK WHNA YCIYTH HA NoCNegyowMe 3Tank NPOMIBOLCTEA NDOGY KUK
WK HA rOTOROE WATENWE.

B npolgecoe OUEHWBAHWA, B 3ABUCMMOCTH OT PHCKA W BO3MOMHOND BNWAHMA NDOAYKWMA MMM YCNYTK Ha
KAYECTEO WIGENWA, HATOTOBMTENL JONKEH DACCMOTPETE COMETAHKWE HEKOTODLIX CYLECTEEHHEE DaKTopos,
KOTODBE BOTYT BKMOYATE!

= MCNONE3YEMLIE TEXNHONOMM,

- CHNAACKWE 3anachl;

- COOTRETCTEME NPOOYKUWK WANK yenyrd TpeDoBaHMAM HIrOTORMTENS,

= MCTOPRWA BIAHMOOSHCTEMA C KOMKDETHLIM NOCTABLLMKOM;

= HANWYME CEpTUdMKAToR (HanpuMep, Ha cooTteeTcTEMe MCO 13485, MCO 9001)

CepTvdHKaLMA MOXET HIPaTe DONb B OUEHKE NOCTABLMEGE, HO WArGTORMTENAM HE CREOyeT Nonarate-
CA MCHMYHTENEHO HA CepTHRKMKAT KaK CBMOETENECTED TOrS, Y4TO NOCTABLWMIM CNOCoDHE 0BecneunTe BRCo-
KOE KaYeCcTEC NPOOYELMA MAK YCryria.

3.3.2 CEAIL C NOTEHUMANEHEIMA NOCTABLWKAMMA

Ona npopegeHHa DOMMEHOrD OUeHWBaaHKuA NOTEHUHANSHONS NOCTABLWMES CNedyeT YCTAHOBHTE C HHMH
OEMEH HEKDTOPOR HHDoOpMaLHEH UNK JaHHEIMK.

WaroToBWTens HeCceT OTEETCTEEHHOCTE 33 O0BE0eHHE A0 CEE0EHWA NOCTABLWKS YCTAHOBNEHHED KDM-
Tepues. KpoMme TOro, WaraToBMTeNs BNpase 3anpocyTe ¥ NOTEHUWANEHOND NOCTABWMKE HEKOTODLIE JaHHLIE
WHNKY oNpegenaqHyn NPogy KUK (HAanpuMep, eMHWYHOE WA0eNWe, B0HHWYHYIO NApTHIO, ONWTHLIR oSpaasu )
ONA O0Ka3ATENLCTES @rd CNOCODHOCTH BhiNONHATE YCTAHOBNEHHE S TpeboRaAHKMA.

Oomexa cobypatech, ofpafaTeBeaTecA ¥ COXDAHATECA M0Ban yMECTHAR MHQrODMAUKA, KOTOPaA MOMET
MNOENWATE HA pa3paboThy NepEOHAYANBHOND COMMALWEHWA G MOCTABLHMHKOM.

3.3.3 OueHMBaAHWE CNOCOBHOCTH NOTEHUMANLHOMS NOCTABMKA BLINONHATE KPUTEDHA oTBOopa

OueHWBAHME WATOTOBUTENEM BIBPAHHOMD NOTEHUMANLHOID NOCTABWWES J0MHHD BbiTh OCHOBAHOD Ha
CEWOETENLCTRAK, OEMOHCTPUDYIIW MK 8o cNocoGHoCTE YO0BNeTBOPATE YCTAHORMEHHBIM KpHTEpHAM oTBopa.

Takuwe CEMOETENBCTER, YYMTRIBAA NPONOPLWOHANBHOCTE OO CTENEHRD pUcka (cM. 3.1.4), MoryT Benio-
YaTk, HO HE OTPAHHWYHWBATLECA OUEHKOW SOMHWYHOID W3OenuA, 8OWHMYHOA NADTHM WNKM oNsITHOrO obpazua,
ayaouTa NoCTABLYMKES, CEBEOSHHA OT OPYIMX OpraHMIauMi unu noboi nx koMBuHaury. Ecnn npuMeHuMo, gon-
WHEB WCMONbI0BATECA OGOCHOBAMHLIE CTATHUCTHHECKHE METONR.

3.3.4 OpgoBpexHue NnocTaBwMKa

EcniK noTeHUuMansHkii nocTaswMe BsiBpad onA ogobpesda, To HaAroTORMTENs BOMEEH JOKYMEHTADS-
BaTk pPEWeHHE 0F ogobpeHdH, HANPKUMED BRNMOYEHWENM NOCTABWKWKA B JAPEMMCTDHPOBAHMEIR CNMCOK ogob-
pEHHEX NOCTABWLWEOE. 3aNHCH PEIyNLTATOR OUEHWBAHKMA JONMHEl GETE COXpaHEHEl.

Ecnu noTesyWansHsliid NOCTABLYKE HE YOOBMNETEOPAET QOHOMY HITH HECKOMBEMM M3 YCTAHOBNBHHbLIX KfH-
TEQHEE, TO CNEOYET DACCMOTRETE BOAMOMHOCTE!

- paapaboTeK NNaHa OTHOCKTEeNEHO NepeoUEHHEaHUA NOCTABWMES; KK

- NPoBEOEHHNA CUBHMBEIHWA CNeOYIOWEero NOCTABWMEA W3 NEPEYHA NOTEHLKWANBHEX NCCTABLMEDS, MK

= OCYLYECTEWTE BoiGOp HOBOMD NOCTABLLMKE.

Hanpusep, T NOTEHUWANBHOMD NOCTABLWMES 3NeKTROHHBX NNaT TpefyeTtca ofecnedenne onpeieneH-
HOTG YPOBHA YHCTOTE {MUHHMHIAUMK DEAKTUEHBIX OCTATHOB), ANA Toro 4Tobe nabemaTts npobnem HagemHoe-

a
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TH W NPOHIB0ONTENEHOCTH, CAAIAHHEIX C NPOUECCOM Naikd. [na 3Tor NocTaslwMk NOGEepraeT neYaTHee
NNaTel NPOWECSY CTAMAAPTHOM BOOHOM NPORMEl BEH M KOHTDONMPYET KOHHOES 3ArPAIHEHWE MOKLEND pAcTEORE
B KAYECTEE KOCEEHHOMD NOKAAATENA YACTOTE. [ocne NoNyYeHna M MCNEITAMMA NEPEORA NADTHI NNAT BeIACHA=
ETCA, 4TO HEKOTOPEE NNaTkl HEe NPOWNH ONpedeneHHike TecTsl. MaroToRMTENE OTCNEXHBART OCTATOYHYIO
peakurio Ha nnatax. MaroToBuTens M NOCTABLYME COBMBCTHO WCCNeaynT 3Ty npobnemy v ONpeaensmT, 4To
HOMHOE JArPAIHEHRE MOKLWLETD PACTEOPE HAXOOWTCA B Npefenax cneusdukaunn. O0a np«xogaT K aaknode-
HUKD, 4TO KOCBEHHOS CNPeaeneHME YMCTOTE NNaT HeQOoCTATOYMHO, M NOCTABLWKME COrMAWABTCA BRINONHATE
HCNBITAHWA B Tex 0BNacTax, KOTopLE ocobeHH0 YYBCTEMTENEHE M MOTYT NPHEECTH K Npodnemams Nponasogn-
TENLHOCTH, BEIBAHHBIX PEAKTHEHBIMKE OCTATEAMK. NNaTel, KOTODBE HE NPOWNKM TecT, BYOYT NOOREPIHY T
[ONCAHKUTENEHOMY NPOUBCCY OYUCTEM. [epaoHaYansHo, HECOOTRETCTEYIOWMWE NNaTkl, KOTopsE B nog-
BEQIHYTB 3TOMY NPOLECCY, GOMKHBl NPOATH JansHefes TECTHPOBAHKE. 3TH A8ACTEMA OOMKHBI NPHMBECTH K
BRINONHEHWHD GONOMAMMTENEHOTD NPOUEcta TECTHDOBAHMA W OYUCTHM, 8 NOCTABWME MOKeT ObiTe NPWIHaH
OO0BDEHHBIM.

ECnu ggMHCTEEHHEIA NOCTABLWME HE YOOBNETEODAET OAHOMY MK GONee KA YCTAHOBRNEHHLIX KPUTEDMEE,
TO MArOTOBKMTENE HE MMEET BOAMOMHOCTH BaIBOpa TOFD MNKM HHOMD NOTEHUAANSHOrD NOCTaaWw MEa. B aTom cny-
Yyae gon#ed BelTe obecneves QoONoNHMTENEHEW 0BMEH WHOOpPMaALWER C LENkK ONpeseneHHa CnocoGHoCTI
EOHHCTEEHHOND MOCTABWMKE BLINONHATE YCTAHORNEHHEE TpebopadwA. EcnM egUHCTREHHBIA WCXOOHEA
MNOCTABLLWME HE FOTOR MNA He CNoCoBeM AonwHeKM 0BpaioM NOSroTOBMTECA K BRNONHEHWID TpeBoBaHWd, TO
HArOTOBMTENE AOMMEH YCTAHOBKHTE AONONHMTENEHOS yNIpaBne ke B pameax ceoed CME. Ecnn gononHyTens-
HOE YNPARNEHWe YCTAHOBMTE HEBOIMOMHO, TO HIrOTOBMTENID BepoATHed Bcero OyaeT weobxogumo
BEQHYTECA K NPOLECCAM NPOSKTUPORAHKA M paspaboTiM.

danvcKk peayneTaTos OUEHHMBAMME, a Takwe Mobbl X JeRCTENA ARNAINLMECA PEsYNETaTOM OUBHWMBAHWMA,
Jonstbl GeiTe NogoepHads B padoqem cocTorMM (MCO 13485, nywer 7.4.1).

CDEeekTHEHEE CEMOSTENECTEA HA CTAOMK OUSHMBAHKA W 0QOGPEHKUE MOMYT BEMKYaTE.

- DOKYMEHTHROBAHKE OLSHWBAHKA W KDHTEDHEE BRIBOpRa NOCTABLWMKS;

- AOKYMEMTHDOBAMKE NEDEOHAYANBHOMD COMMAaLIEHWA]

- DOKYMEHTEI M 33MHMCH;

= AOKYMEHTHPOBAHWE PelleHWA W 0BOCHOBAHWA.

34 3apepweHde ynpaBneHua

STOT NYHET ARNASTCA DYROBOOCTEOM No AopaboThe aNeMeHTon YNpasneHus, B3anMHO COrnacoBaHHbIX
MENOY WITOTOBUTEMNEM W NOCTABLUMKOM. YCTAHORNEHWE MACLUTAGOE ¥ CTENEHK YIIDABRMEHWA, 3 TAKKE YETHHX
rpaHMy OTEETCTEEHHOCTH, BO/TEHEl DkiTe ONpegenassl MArOTOBUTENEM.

B peaynwTarte oueHMBAHWA W 0O00pEHWMA NOCTABWWMES, BCE AMEMEHTE YNPABNEHMA JOMHHL ObiTh
AFBEQUEHE, K3K 3TO YCTAHOBNEHD paHes B NPOUBCCE NNaHWposanika (oM. 3.1.5).

B HeKoTOpwIX CNy4anx, B 338WCHMOCTH OT DHCKA, NPUEHECEHHOMD NMPOSYHLMEN WWNK YCNYyTroH, MOMeT
MNOABHTECA HEODXOQWUMOCTE B ANeMEHTAX YyNPaBNeHWA ANA NOCTASWKKOE BTODOND WM NOCNEOyLero ypoa-
HA. Hanpumep, HaroTOBMTENE 3AKYNAET CTERWNLHLIA NPOGYKT B KAYECTEE KOMNOHEHTA ANA CBORND TAK Me cTa-
pUneHoro komnnesTa. MocTaslMy CTEPUNEHONS NPOOYKTa MCNONE3YeT KOMTPAKTHEA cTepunuaaTop. B atom
CMy4ae, WIroTORMTEN: MOoWET NoTpeboBaTe NpOBEAEHMA AYOUTODCENY NDOBEDOK, WNK HAYYMTE 3AMNWCK Mo
BANKOALMWA NPOUSCCa, KOTODbIE BEOET CTEDUNHAYIOWAR OPradkuaalua, ARNAKLLAACA NOCTABWMWKOM BTODOMD
yooBEHA. MaroToBvTens gonses yGeauTeECA, YTO NOBTOPHAA CTEPUNKMAALMA NOCTABNABMOND CTEPHNBHONT Npo-
gyira He Gy 08T MMETE HHKAKOID HEraTHEHOMD BAMAHKA HA §e30NacHOCTE W PE3YNLETATUBHOCTE METULMHCKOD
Hanenqa. Heobxogumo YOenHTeE ocoB0e BHUWMaHKWE NOCTARNASMOMY WAOENKID U 8ro CEORCTEaM OnA obacna-
YeHKA Toro, 4Te 0ba (B03MOoRHD, pa3nNWYHBLE) NPOUeCCa CTEpUNKaAUMKY He By0yT HEraTUBHO BNWATE Ha Beao-
NacHOCTb M PE3YNLTATHEHOCTE BCETS MESHUMHCKOIO H3OENHA MNW Ha COOTEETCTEKE MbkIM YCTAHORNEHHLI
TpefopaHiAM. MarcToBRWTENs MOTOEOMN MANENKWA OTREYAET 33 BECE KOMNNEKT CO BCEMM &0 KOMMOHEHTAMM 1
gonked obecneduTe, Y9To0BI NogobHan YyTEEpHOEHHAR WM WHROOpMaUWA OeNa NerksoaocTynHa Ons
OEMOMCTRALUWM NPUMOOHOCTH BCEX NPOUBCCOE CTEDNMMAALMIA.

WMaroToerTens W NOCTABLYWE JONMKHE JOTOBORMTECA O PAMKAX CBO2A MHOHBAOYANLHOA OTEETCTESHHOCTH.
B 10 BpEMA KaK W3raTORHTEN: HECET OTEETCTEEHHOCTE 33 BCE MEQMUMHCKDS MIGENWE, NOCTABLLNE TaKHE HMET
onpedeneHHBE ofR3aTENLCTEA, HANPKWMEeP, Takwe kak obmen ubopmayyed. Hu Npr kasux oBcToATENLCTRAX
HIrOTORWMTENE HE MOMET NEDESATE NOCTABLMKY OTEETCTEEHHOCTE 33 CROE MEOULMHCEDE MITENHe.

Perynupywowwe Tpeboaanva 00A3LIBAOT WArOTOBMTENA BANMOMPOBATE NPOUBCCEl, PEIYNLTATE KOTO-
Phix HE MOTYT GbiTh NPOBBDEHE! NOCNEYIOWLNAM MOHWTORUHIOM MMM M3MEPEHUAML. HesaBncKuMD OT TOrO, KTO
Ha CcamMoM Jene BeINCNHAST BanHIaLKi NPOUSCCOoB, WMEHHD MAMOTOBMTENK HECYT NONHYIK OTEETCTBEHHICTE
3a NpaedneHoe 88 NpoEefeHWe. MaroToanTens JoNKeH MMeTh BOSMOMHOCT NDOOEMOHCTDHPOBRATE, 4TO BCE
CAAJAHHBIE JOKYMEHTE W 3anKcH BbiNY paccMoTpEHBL W 0000 peHEL.
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WMaroToamTens ¥ NoCTABLWWE O0MMHLl COMAacoBaTL NPOUEcE oUeHk Ntk MAIMEHEHMIA BANWOWMDORAH-
HOro Npoyecca, © Wenklo onpefeng i HeobXoauMMocTy NORTORHON BANKOALKMK W A0KYMEHTHROBAHKWA. ITH
TpeboeaHuA OoNMHE GbiTe YCTAHOBNEHE! B COTNALLSHMA MEROY WATOTOBWTENEM H NOCTABLLMKORM.

HekoTopble THNWYHEIE OBNACcCTH, KOTOPLIE HYHHO PAcCCMOTRETE A0 JAHNKYEHWMA COMMAalleHHA MEesdy
HMATOTORMTENEM M 8r0 NOCTABLLMKOM:

= EATENEHOCTE MO NPMEMKES 1 J2ACTBNA NO BepUdiMKaLMm;

- pbpabota #anob,

- AHANK3 NEDBCNPUYNHLL,

= KOPPEKTHMRYIOWKE W Npegynpesqacilise JeRCTERRA;

- MEHEAHMEHT PUCKA;

= NPOEKTHRORAHWE,

- TpEfoBaAHWA K MADKWPOBKE W NPOCNEXUBABMOCTH,

= TEXHHYECKAR AOKYMEHTALKA (B OTHOLMEHHH NOCTABKIAY,

- pipaboTRa HECODTBETCTEHA,

= TpeBoBaHWA K YNPAANEHWIO WAMEHEHHWAMN,

- COA0AHWE W COXPaHEHWE OOKYMEHTOB W 3anWCen;

= AYOMT NOCTABLMKOE,

- OTALIE NPOOYHLHK,

= NEPHUOOHUYECHOE OUEHHBAHWE WK NEREOUEHMBAHKWE (NPOSYHLKWA NOCTABLWMKE, YCIYTH WK JaHHee ).

Ynpaeneswe, 0TEETCTEEHHOCTE M OBAZAHHOCTH, K3AK NPABWNO, DOKYMEHTUDYIOTCA B KOHTRAKTHLIX COrna-
WeHWAY, JaAeKax, 0GRIaTENECTEAX (COMMAWEHMAX O BIAUMOOEACTEMM) W T. 4. He3asucuMo OT HaWMEHOBA-
HWA, MoOoOHBE PAIgen TAKWK COrMaWeHid ABNAKTCA HEOTLEMMNSMEIMA.

B cnydae MCNoNs3I0BAHMA BHYTDEHHWY NOCTABLWEDR, NOJOGHEX QOMOBODHEIX COMMAWEHMA MNW 33AB0K
MOKET W HE DbiTe. Tem He MeHee, JonMed BeiTe YCTAHOBNEH HEKOTOPLIA TN OpPMansHoro CorfaweHya
{cormawelyid o BaavMoledcTErMK). CTaHgapTHIoBEaHHBIA Npouece paspaboTed TakMx COrMNaleHWd MomeT
MEMHECTH NCNBLAY WArOTOAWTEND, ocooberHo B uenax obecnedyeqla COOTBETCTBMA BOEM DEryNHpyIILMM ¢
FAKCHOOATENEHEM TPEGORAHMAM.

Ha acHOBAMWM OaHHbIX, CRMOETENBECTRYHMLWY O NPOBEASHWH OOMHHOMD OUSHWBAHWA NOCTABLMES,
YETAHORNEHHEY CREACTE YNRARNEHUA, PACNPEASNEHHA OTEETCTESHHOCTH W CNocoBoR obMeHa WudopMannei,
WArOTOBWTEN: OMHeH ONpedenyTes NoGNesalve HCNoNHe e AeRCTBMA No cqodpeHuio. CodaTanmne ynpae-
NEHWA 3aKYNEAMH 1M ASATENLHOCTH N0 NPHEMEE J0MEHE ObiTe HENOCPEOCTEEHHO CBAIAHD C NPHEHOCHMBIM
PHCKDRM NPOOYHLAA WIAMKE YOIy,

OO BLeKTHEHEIE CEMOETENECTEE MOTYT BHMMOMATE!

= KOHTPEKTLI, 33K33kl HA 33Ky NKY, COrMAWEHWA No obMeHy WHQODMaUWEeRn K T. 0.,

- Npoueqypet NpHeMiM 1n onoBpedka, TpefoBaHMA K JaKyNEaM;

= cneyudHkayry 4 TpeboBaHKR;

- 3ANMCK NO aHanuay, NPUMEMKE WM ogobpeHrIo,

3.5 Nocraexa, HIMEPEHWE W MOHWTOPKWHI

Ha gadHoi cTanui yNpaeneHKa, ogoSpeHHblid NoCTaBWKE ByaeT cnocobed NoCTAENATE WATSTOBMTENK
MDOOY KUMKW YCMYTH B COOTRETCTRMH C 3aKMNI0YEHHBIM COrNaWe e, B pamkax npousccos NpOMaIBoACTES
MNPOOYHLMK MArOTOBMTENE O0M#EH YCTAHOBHTE B OTHOWEHWW NPOOYKLMA NOCTABUAMKE BXOOHOA HOHTRON: C
UENkK MAPOEEPKM  BeINOMHEHWA NOCTABLWEOM YCTAHOBNEHHRY Tpebosaduid. Kax npasdno, Takwe
MEDONPUATHA BENKOY30T!

= MonyYaHrE NPOOYKLMIA WA YCIYTW,

= BLINONMEHKE JEATENEHMOCTH NO NPUEMKe (HAaNDUMEeP, BUAYANLHLIR KOHTRONE UMK KCNETAMKA, aHaNK3
cepTHdMKaTos COOTEETCTEMA WMNH NPOTOKON0E HCCNeqoEaHuiAj,

= NpoBEdeHH e HAMEDEHHA U MOHWTODHHKIA;

- AHANK3E OFHHBIX C KCNONBEICEAHWEM NOOXOOAWMY CTATHCTHUYECHHY METOOOD.

B peayneTate NpoBeOeHna TAKKE MEDONPUATIHE MOoryT BelTe obHapykeHs npobnemsl C NOCTABNASMONA
NOCTARWMKOM NPOOYELWEA WMWK YCAYTOR, 3 Takke NpobneMmam, canlaHHee ¢ CoOGMoaeHnem NOCTABLLMKOM
YCMNOBWA 33KMICHEHHOTD COrNaleHna.

Ecnin obHapyserHan npobnema HAXoOUTCR B PAMESX NDOMIB0ACTESHHEIX MIH CEAIAHHEX C HHUMH NDo-
USCCOB (CM. PHCYHOK 1), TO MArOTOBMTENE JO0MHEH WHWLWMPOBEATE KOPDEKWHIO, 3 TAKME, BCNH NEUMEHHMO,
KOPPEKTHDYIOWEE WU NpedynpexiaoLes JACTEME.

B sasncvMOCT OT pUCKa NPUBHECEHHOM 3aKYMAEMOH NPOOYKLWER WANK yonyrod, d3roToBMTENE
MO#ET NNAHKDOBEATE M OCYLWECTENATE NEPUMOLWHECKDS NERE0LEHHBAHWE NOCTABWMES, HE3ZBXMCHMO OT TOMD,
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Geinu N9 obHapykedsl npobneme. Lens Takoro nepecuyeHMBa WA COCTOMT B TOM, YTOGL BPEMA 0T BREMEHIA
NOATEEDHOATE CNOCOGHOCTE NOCTABLWEA BRINOMHATE COMMacoBaHHepe TpeboaaHKa.

OO BEKTHEHEE CEBMASTENLCTRA MOMYT BENOYaTE.

= MONYYEHHE, BUIYANEHEIA KOHTRONE, 3AMHCH O NPREMEE;

- 3ANWCH PEIYNETATOR Nbelx ASRCTEHIA, CEBAIAHHBE C KODDEKUMAMEA.

3.6 OBpaTHanA CEAIL W KOMMYHWKILWA

HMaroToBWTENE O0MEEH WMETE BOIMOMMOCTE COODLWWTE NOCTABLIMKY O &70 COOTBETCTEWH CBOWM
NOTREGHOCTAM K OXMAAHKAM. Jon«Ha ObiTh OORCNEYEHA KAK NONOMWUTENBHAA, TAK H OTPULUATENBHAA 0GpaT-
Haf CER3L.

HMaroTopuTENE QoMmEed obeCneYnTe HANHYYEe adHPerkTHaHoR ABYXCTODOHHEHR CBAIK, C UeNkD obcywoe-
HKA NpoGRel WHNK *anob, a TAEE PeLLEHWA APYTHE BONpocos. Bamkko pa3BreaTe QOBEDHE MENIY CTODOHA-
Md, 4TOBEl paspelaTs modse NpobnemMel COBMECTHO W ONepaTHBHO.

Ecnu npofness HOeHTHOUUKPOBAHE! M YCTRAHEHE, TO JONMHO BelTe NPMHATO PEWEHHe B OTHOWEHHIA
HEDGXOOWMOCTH OONONHWTENBHOW 0BpaTHDW CRAIM.

Ecnu KOppEKTHRYIOWES UNK Npegynpexaaowes qefcTene (ganee — CAPA) yCTaHOBNEHD NDUMEHK-=
TENLHD K NOCTABLWMKY, TO MOMET noTpefosarecA JoNoNHUTENsHaA ofpaTtHas CBAIL W CPEOCTEA NEepaoaqM
HHDopMayuy. Kak 4acTe aTol QEATENEHOCTH, HATCTOBWTENK CNE0YeT NDoRECTH NEPeOLEHWBAHWE BO3MOR-
HOCTEA NOCTABLMES B OONMOCEOYHOR NepCNeKTHaE.

B saeMCcrmMOCTH OT XapakTepa NocTaBNAeMon NDOQYKLMA WHMK YCnyna, YacTe dedcTeri CAPA, oto-
pan AoMHa BkiTh BRINONHEHA, MOKET DeiTh NEpegaqa KIroToOBHTENeM NOCTABWMKY . PesyNsTaTel TakKMx 0bhb-
eaMHeHHBIX  gefcTerd  CAPA  WaroTOBMTENA W NOCTABWMEA O0M¥HE YIOBNETEOPMTE Tpebomawua
NPHMMEHHMEIX CTAHOAPTOR W PEryNUpYIoWEY TpebosaHuA.

HecmoTpa Ha To, YTO HEKOTOPLIE W3 AedcTEHA CAPA MoryT GuiTe Nepeaans NOCTARWKMKY, NONHAA OTEE-
TCTESHHOCTE 38 3TH ASACTEHA NEXUT Ha WIrOToBKUTENE. Boe pelueHdA cefaankee ¢ CAPA & Tase NpoBepka
WX PEIYNETATUBHOCTH, RBMAKTCA NPEOMETOM OTEETCTESHMHOCTH WAraTOBMTENSA, KOTOPaA HE MOoMEeT OwiTe
nepenada NocTaBwmuky. Ecny peanuaauma gedcterd CAPA nepenaqa NOCTABLWMKEAM, TO MAroTOBMTENs O0MN=
HeH obDeCneqYnTE YT

= 8 CME MaroToBMTENA YCTAHOBMNEHEI NOMOMEHWA N0 BLINCNHEHWIS NOCTABLWMKAMKY JERCTEWA, CBAIAH=
Hbix ¢ CAPA;

= BYAYT BRIMONHEHLI BCE N8ACTEWA CAPA, CBRIAHHBEE C TPEGOBAHWAMK K NDOOYELMK, NOCTABNASMONR
MNOCTABLMEGN. MHdopManMa W JaHHbe, NoMyYadible OT 3Tor NocTaswuka, GyoyT HoeHTUHLWpoBaHE
[HANpUMED, CEAIAMHEIE CO CTENeHEI0 YIPAANEHAA, HeoBXogUMOne B OTHOWEeHKMK NOCTABLMER )]

- 06A3aTENLCTEA NOCTABLWMES, CEA3AHHBIE © AakcTEmAMK CAPA, ACHD W YETHD YCTAHOBNEHLI B JOTOBO-
PE MK MHOM COrMALEHWN [HANDUMED, HENOCRPEACTREHHD B CAMOM KOHTDAKTE WK CornaeaHnn no obecnede-
HHKD KadecTeal,

- MOCTABLME HEYKOCHWTENLHD cofnniaeT cBoW OoroBopHbe 06A3aTENLCTES OTHOCHTENLHD NERCTEMIA
CAPA (HanpUMep, CEOBBDEMEHHAA PEANWIALWMA WCNDABMEHAR ),

= QOKYMEHTALWA 1M 3ANKUCK, CBAZaHHEE ¢ JefcTRUAMKM CAPA NoOCTaBWMKa HAX0AATCA NOL YyNpaBNeHnes
W OCCTYNMHLI NO NepacMy TpeGopaHMio.

Ecnu noctaeluy He cnocobed BeiNonHWTE gedcTera CAPA | kak yCTaHORNEHD B COMMAWeHM, T Haro-
TOBWTENE ACM#EH NPEANDHUHATE OEACTEHA, OOCTATOMMBIE ANS WCNPARNEHWA OD0aMAYEHHOR NpoBness.
Takue QEACTEWA MOrYT BHAKYATEL OGYyYeHHE COTRYIHWEDE NOCTABLMES, NEPECMOTD OTEETCTBEHHOCTH 33 pea-
Nd3ag«io JedcTerin CAPA, NpeaotTaEneH e NoCTABWKKY pecypoos. Ecnk HeobxoavMee peaynbTaTkl HE
MAOTYT BbiTh AOCTHIHY T, TO CNegyeT oBpaTHTLCA K OPYToMY NOCTARLULMKY.

WaroToBuTens gomses GeiTe cnocoBed NpodeMOHCTRUMpOBATE NOCOEACTBOM NpedocTasnetns obuex-
THEHBIX CEMOETENLCTE, YTO NOMHBIA npouecs CAPA oCylECTRENEH W ABNAATCA PelyNETATHBHEIM.

OO bEKTHEHBES CEWABTENLCTRA MOMYT BEMI0YaTE B ceba:

= cnocobel CEAIKM, YCTAHOBMEHHLIE MATOTOBWTENEM WIKMNA NOCTABLLMEDNM;

- AOKYMEBHTAUWE M 33NUMCH NPOULBCCOB HOPPEETHRYIOWMY 1 NDeayNpeMOanw My AeRcTBrA.
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