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CKUX n3gennin»

3 YTBEPXIEH W BBEAEH B OEWCTBMUE MMpukazom degepansHOro areHTCTea no TexXHU4Yeckomy
perynupoBaHuto n metponorun ot 10 unwoHsa 2015 r. Ne 635-ct

4 HacTtosiwuin cTaHaapT UOEHTUYEH MO OTHOLIEHUIO K MeXAYHapoAHOMY AOKYMeHTY Lienesoi rpynnbl
no rnobanbHoi rapmoHusaLum (Global Harmonization Task Force — GHTF) GHTF/SG3/N 17:2008 «CucTe-
Ma MeHedXMeHTa KadecTBa. Magenns meamumnHekne. PykoBoACTBO No yrpasfeHunio NpoayKumeni u ycnyramu,
nonyyaembliMu oT nocTaswukos» (GHTF/SG3/N 17:2008 «Quality management system — Medical
devices — Guidance on the control of products and services obtained from suppliers»).

Mpv NpyMeHeHUN HacTosLWero cTaHgapTa peKoMeHayeTCA NCMomb30BaTb BMECTO CChINIOYHbBIX Mexay-
HapoAHbIX CTaHOAapTOB COOTBETCTBYIOLWIME UM HauuoHanbHble cTaHgapTel Poccuiickon Pegepaumn n
JeNcTByOWMe B 3TOM KavyecTBe MEXrocyAapCTBeHHble CTaHgapThbl, CBEAEHUS O KOTOpbIX NpuBeAeHbl B
AononHUTensHOM npunoxeHun A

5 BBEJEH BMEPBLIE

lpasuna npumeHeHus1 Hacmosiweao cmaHdapma ycmaHoeneHsl 8 FTOCT P 1.0—2012 (pa3zden 8).
Urpopmayusi 06 usMeHeHUsIX K HacmosiwemMy cmaHdapmy rybnukyemcs 8 exe200HOM (110 COCMOSIHUIO Ha
1 siHsapsi npedbidyuieao e0da) UHGhOpMaUUOHHOM yKaszamerne «HauyuoHankHblie cmaHdapmel», a oghuyuarns-
HbIU meKcm U3MeHeHUU U IorpasoK — 8 eXeMeCsSYHOM UH(hOpMaUyUOHHOM yKa3zamerse «HayuoHanbHble
cmaHOapmel». B criydae nepecMompa (3aMeHbl) Unu omMeHbl Hacmosilea2o0 cmaHOapma coomeemcmeyro-
wee ysedomneHue bydem ornybnukosaHo 6 briuxaliuieM 8biflycKe exxeMecsidHo20 UHGhoOpMayUOHHO20 yKa3a-
mensa «HayuoHanbHble cmaHOapmbi». Coomeemcmeyouw,asd UHopmayus, yeedomiieHUe U MmeKcmbl
pasMelyaromcesi makxe 8 UHgopMayUuoHHoU cucmeme obuwezo nofb3osaHus — Ha oghuyuanbHoM calime
®edepanbHo20 azeHmMcmea 10 MEXHUYECKOMY pezyniuposaHulo U memposiozuu 8 cemu MHmepHem
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BBepneHune

Hactoawwit ctaHgapT paspabotaH Lienesoi rpynnoit no rmo6ansHoin rapmoHusauum (GHTF) — no6-
POBOJIbHBEIM COOBLWECTBOM, COCTOSILLIMM U3 MpeacTaBUTENed perynupyowmnx opraHos MeauuUHCKON npo-
MbILUMEHHOCTW. HacToswmiA cTaHgapT He npeaHasHayeH kak obasaTenbHoe PyKOBOACTBO ANnA
UCMONb30BaHWA ero B perynupoBaHun MequLMHCKUX N3aesni.

Hacroswwnit ctaHgapT npegHasHayeH AnA U3roToBUTENen MeauumMHCckux uagenuin. Mpeanonaraetcs,
YTO NOMb30BaTeNb HACTOSLEro cTaHaapTa 3HakoM ¢ perynupyoLumMmn Tpe6oBaHNAMU, CBA3aHHBIMU C cUCTe-
MO MeHe)KMEeHTa Ka4ecTBa, YCTaHOBMEHHBIMA B MEAWULMHCKON NPOMbILNEHHOCTU. HacToAwmin ctaHaapT
MOXeT ObITb NoneseH ANs perynmpylowmnx opraHoB 1 NOCTaBLUMKOB, HO OH He NpeAHasHavYeH ANA OueHKW
COOTBETCTBUS perynupyowmm TpeboBaHUaM.

CyluecTsyrowme perynupytowime TpebosaHus, Hanpumep, yctaHoBreHHble B nyHkTax MCO 13485 (noa-
pasgenel 4.1 1 7.4), a Tak xxe HekoTopble TpeboBaHUA, yCTaHOBIIEHHbIE perynupytowmmmn opraHamn CLUA n
AnoHuu, TpebyioT, YToGbI OpraHusaLum ynpasnsnu npoaykuMein 1 ycryramu, nony4aeMbiMmn oT NOCTaBLUUKOB.
31U TpeboBaHus 06a3bIBAIOT OpPraHM3aLUM YCTaHOBUTL TUM U CTEMEHb TAKOro YNpasneHus, KOTOpble AOMKHbI
6bITb onpeAeneHbl U AOKYMEHTUPOBaHbI B CUCTEME MeHeKMeHTa KadyecTBa. YnpaBneHue MoxeT BbiTb onpe-
JeneHo U AOKYMEeHTUPOBAHO B AOTOBOPaXx, COrfalleHUAX U KOHTpaKTax, nnaHax no kavectsy Unu B Apyrux
TUNax JOKYMEHTOB.

HekoTopble TpeGoBaHUA, YCTaHOBMEHHbIE PerynupylowyMn opraHamu AN MeaUUUHCKUX U3aenvuin n
CBsI3aHHbIe C CUCTEMOI MeHe)XKMeHTa KauyecTBa, OCHOBbIBalOTcA Ha TpebosaHuax MCO 9001. UCO 9001
(noopasgen 4.1), coaepXuTt TpeboBaHUs B OTHOLIEHUN «MPOLIECCOB, BbINONHEHWE KOTOPLIX NepeaaHo CTo-
POHHMUM OpraHusauuamy, oaHaKko camo onpegeneHve TepMuHa Takux npoueccos B MCO 9000 He ycTaHoBNe-
Ho. MCO 9001 (noapaspen 7.4), yctaHaBnuBaeT TpeboBaHUS K 3aKyrnkam, UCNONb3ys TEPMUHBI «3aKyNNeHHas
NPOAYKLMS» U «MOCTaBLUMKNY» , HO HE BKITIOYAET N He COAEPXKMUT CChISIKY Ha «MpOoLEeCChl, BbINONHEHNE KOTOPbIX
nepedaHo CTOPOHHUM OpraHU3auusamM» ykasaHHbIX B NyHKTe 4.1. To NPUBOAUT K pasnUYHbLIM UHTEpnpeTauu-
SIM OTHOCWUTENbHO YNpaBneHWs npoueccamMu, BbINOIHEHWE KOTOPbIX nepeAaHo CTOPOHHUM opraHusauuam,
MOCKOSbKY OHM KacatoTcs Kak ynpasneHus sakynkamu (MCO 9001, nogpasaen 7.4) Tak u TpeboBaHWin cucTte-
Mbl MEHeXKMeHTa KavyecTBa A5l U3roToBUTeNen MeauUUHCKUX U3AEnuiA.

TexHudeckuin Komutetr UCO (TK 176), koTopblid paspabatbiBaeT ctangapthl cepun MCO 9000, Bbinyc-
TUN PYKOBOACTBO, pasbscHaAowee TpebosaHua nogpasgena 4.1 UCO 9001, B OTHOLLEHWM YNIpaBneHns npo-
Lileccamu, BbINONHEHWE KOTOPLIX NepefaHo CTOPOHHUM OpraHU3auuUsaM.

B nyHkTe 2.2 3Toro pykoBoACTBa onpegeneHo:

Uenb ycmaHosneHusi mpebosarusi UCO 9001 (nodpasdena 4.1), cocmoum e mom, 4mo Koz20a op2aHu-
3ayust pewaem nepedamb CMOPOHHUM Op2aHU3aUUsIM 8bIfIOSTHEHUE KaKoeo-ubo rpoyecca (oCmosiHHO
unu epeMeHHo), Komopskili 3ampazusaem coomeemcmeue npodykyuu mpebosarusm (cm. ICO 9001,
nyHkm 7.2.1), mo opeaHu3ayus He MoXem [POCIMO U2HOpUpo8ame 3mom fpoyece, a makxe He erpase
uckmoYame e2o u3 ceoeli cucmembl MEHEGXMEHMa Kadecmea.

Opearusayus doimkHa 0eMOHCMpuUposams, 4mo ocywecmernsem docmamoyHoe yripasiieHue, Komo-
poe obecrnequsaem, 4mo amom rpoUeccC 8bINOMIHEH CO2/1acHO NMpuMeHuUMbiM mpebosarusm MCO 9001, a
makoke nobbiM dpyaum mpebosaHusiM cucmemMbl MeHEOXMeHMa Kayecmsa opzaHu3sayuu. Xapakmep amozo
ynpasnerusi 6ydem 3agucems om 8aXXHOCMU rtiepedaHHO20 CMOPOHHUM Op2aHu3ayusaM rpouecca, rpueHe-
CEHHO20 pucKa, a makxe CriocobHoCmU U KOMIiemeHmMHoCcmu rocmasujuka ebifofHums mpebosaHusi npo-
yecca.

lpoueccel, nepedaHHbIe CMOPOHHUM op2aHu3ayusmM, ezaumodelicmeyem ¢ Opyaumu ripoyeccamu cuc-
membi MeHedXMeHmMa Kadecmeaa opaaHu3ayuu (3mu opyaue npoyecchbl Mo2ym 6bimb 8bifioNTHeHbI op2aHu3a-
yuell camocmosimesibHO, UMU  MO2ym camMu siefiimbCs  fpoyeccamu, nepedaHHbiMU CMOPOHHUM
ope2aHu3ayuamM). Takue e3aumodelicmeusi makxe OOSXKHbI bbimb nodeepaHymbl coomeemcmeylouwemy
ynpaeneHuio (cm. 4.1[a] u [b])T) MCO 9001.

MoaToMy, korga U3roToBUTENb MEQULIMHCKOTO U3AeNnUA pellaeT UCNoNb3oBaTh YCNYru NOCTaBLUUKOB, OH
DomkeH obecneunTb yrnipaeneHue nioGoi Noy4aeMon oT HUX NPOAYKUUK UK YCRYTU, KOTOPOoe AOMKHO ObiTb
onpeaeneHo B cucteme MeHempkMeHTa kadectsa (CMK). YnpasneHue MoxXeT ocyLLeCTBNATLCA U Aanee, ecnu
MOCTaBLUMK UCNOMbL3yeT cybnoapsia4MKOB.

[anee no TekcTy HacTosILero cTaHgapTa TEPMUH «NPOLECCHI, BbINOMHEHWE KOTOPLIX NepeaaHo CcTo-
POHHUM OpraHU3aLMsAM» He MPUMEHSIIOT.

1) ISO/TC 176/SC 2/N630R2 «MICO 9001. BeegeHve n nogaepxka. PykosoacTeo no npoueccam, nepegaHHbIM Ha
ayTCOPCUHI».

v
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HAUMWOHANBHBIA CTAHAOAPT POCCUMCKOW @®EREPALUUM

Cucrema MeHeXMeHTa KavyecTBa
un3nenuda MEQUUNMHCKUE
PykoBoacTBO NO ynpaBneHUIo NpoayKuMen U ycnyramu, nony4yaeMbiMy OT NOCTaBLUUKOB

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

Hara BBeaenna — 2016—07—01

1 O6nacTb NnpuMeHeHusi

HacToswmin ctaHgapT npegHasHaveH ONisl M3roTOBUTENeN MeQUUMHCKUX U34enui npu ynpasneHuu
npoAyKuMein 1 ycnyramu, nony4aemMbiMu OT NOCTaBLUNKOB.

Ins uenen HacTosiLero cTaHaapTa, NpodyKUuen Unn ycnyrammn sSBnaTcs Te, KoTopble U3roToBUTENb
3akynaeT U nosly4yaeT UHbIM cnocobom. Kpome Toro, NnocTasBLMKOM ABRAAETCS noboe NuUo, KOTopoe He
BKJTIOYEHO B CUCTEMY MEHe[PKMEHTa KavyecTBa U3roToButensa. ATo OTHOCUTCA U K MOCTaBLUMKY, KOTOPbIN
MoXeT BbITb YaCTbio OpraHn3aLMmn U3roTOBUTENS, HO OCYLLIECTBAET CBOIO AeATENbHOCTL B paMKax OTAe Nb-
HOW CUCTEMbl MeHepkKMeHTa kayecTBa. Hanpumep, ecnu nocTaBwuk He ABNsAeTca 06bEKTOM BHYTPEHHero
ayavTa u3roToBUTeNs, TO CYUATAETCs, UTO 3TOT NOCTaBLUMK HAXOAUTCA NOA yNpaBneHUeM oTAeNbHON cUCTeMbl
MeHe/PKMeHTa KayecTBa U A0IKEH pacCMaTpUBaTLCA Kak BHYTPEHHUI NOCTaBLUMK.

OpraHusaummn, KoTopble UMEHT KOPNopaTUBHYIO NONUTUKY B 06NacTu KayecTsa U COOTBETCTBYHOLME
npoueaypbl, He 0b6si3aTenNbHO pasMeLLaloT Bce noapasaeneHus Unm rpynnel nod ynpasneHue eauHon cucTe-
Mbl MEHe)KMeHTa KavecTBa. Mcxoas ns aToro, o4HW NogpasfgeneHunst Uy rpynibl MOryT sIBAATLCA BHYTPEH-
HAMMX MOCTaBLUMKAMK MO OTHOLUEHWIO K APYrM NoApasfaeneHnsaM Unm rpynnaM B pamkax O4HOW U TOW xe
kopnopawuum Uim KoMmnaHuu.

BHyTpeHHWe NocTaBLMKL 4OMKHBI YNPaBASATLECA TEM e CcnocoB0oM, YTO U BHELIHWE NOCTaBLLMKN.

MN3roToBUTENN AOMTKHBI ONpeaensiTe U AOKYMEHTUPOBATL TUM U CTENeHb YNPaBieHus, NPUMEHSIEMOrO K
nocTasLUMKaMm, a Takke NoaaepkMBaTh 06 beKTUBHbIE CBUAETENLCTBA, YTO NPOAYKLMSA U YCIYT COOTBETCTBY-
tOT yCTAHOBMNEHHBIM crneLndukaumsam. ST JOKYMEHTbI U 3anncy SBASOTCA 0GBEKTOM OLEHMBAHNSA Ha npea-
MET COOTBETCTBUS perynupylolmMm TpeboBaHMAM W MOSTOMY, ACMKHbI HaxoAuTbca Mo agpecy
MeCTOHaXOXAEHUA N3roToBUTENS UK BbITb AOCTYMNHBIMK MO NepBoMy TpebosaHuio, OTkas B gocTyne wunu
OTCYTCTBUE TaKNX OO BEKTUBHLIX CBUAETENLCTB YNpaBrieHnsl, CBA3aHHOIo ¢ AeNCTBUAMM NOCTaBLIMKa, MOXET
MPUBECTYU K PErUCTPaLMM 3HAUNTENBHOTO HecooTeeTcTBUA ).

2 TepMuHbI M onpeaeneHus

B HacTosiwem cTaHgapTe NprMeHeHsbl criedyolue TEPMUHBI C COOTBETCTBYOLWUMI onpeaeneHUsMu:
2.1 nocTaBwuk (supplier): Opranusauus (3.3.1) unu nuuo, npegocTasnsalLWwme npogdykuuto (3.4.2).
MNCO 9000, nyHkT 3.3.6]

Mpumepbi — Uz2omoeumerns, ducmpubbromop, npednpusimue PO3HUYHbLIU mopaoenu uau npodasey npo-
OyKyuu, ucnosIHUMens ycyau, nocmasuwuk UuHghopmMayuu.

MpumevaHnuns
1 MocTaBwyK MOXeT OblTb BHYTPEHHUM UMM BHELLHUM O OTHOLWEHMIO K OpraHn3aumnm.
2 B kOHTpakTHOM cuTyaLum NoCTaBLUUKA UHOTAA HA3bIBAIOT «NOAPAAYNKOMY.

1) GHTF/SG4/N28 Pykoeodcmeo 1o aydumy cucmem MeHedXMeHMa Kayecmea u3zomosumeneil MeOUUUHCKUX
u3lenuti Ha coomeemcmeue pezynupyrouwium mpebosarusam. Yacms 1. O6wue mpeboaaHusi.

UspaHve ocmumnansHoe
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2.2 npoaykuma (product): PesynbTat npouecca (3.4.1).
[MCO 9000, nyHkT 3.4.2]

MpnmevyaHusn

1 NmeloTcs veTbipe o6wme KaTeropum npoayKumn:

- ycnyru (HanpuMep, NEPEBO3KN);

- MporpaMmmMHble cpeacTBa (Hanpumep, KOMMbIOTEPHan Nporpamma, cnoBapb);

- TEXHUYECKME cpeficTBa (Hanpumep, y3en aAsurartens);

- nepepabarbiBaeMble MaTepuans (HanpuMmep, CMaska).

MHorme Buabl NPOAYKLMM coaepXaTt 3NeMeHTbl, OTHOCALWMECSH K pas3nnyHbIiM 06LwmMm kaTeropusim npoaykummn. OTHe-
CeHve NPOAYKLMM K ycryram, NPorpaMmmHbIM CpeacTBaM, TEXHUHECKUM CPeacTBam Unu nepepabarbiBaeMbiM Matepranam
3aBUCUT OT Npeobragalowero snemeHTa.

Hanpumep, noctaBnsieMas NpoayKLUsi kaBTOMOBUNb» COCTOUT U3 TEXHUHECKUX CPEACTB (Hanpumep, WKWH), nepepa-
6aTbiBaeMblx Matepuaros (roplovee, OXNaxaaloLasn XuaKoCcTb), NPOrpaMMHbIX CpeacTs (NporpaMmmHoe ynpasneHve aAeu-
ratenemM, MHCTPYKUMSA ANs BoauTeNns) n ycnyrm (pasbsacHEeHUs No aKkcnnyatauun, aBaemble NpoaaBLoMm).

2 Ycnyra siBnsieTca pe3ynbTaToM No MeHbLUEN Mepe OQHOro AenNCTBUs!, 0653aTenbHO OCYLLECTBEHHOTO NPY B3aw-
mogencTeum noctaewmka (3.3.6) n notpebutens (3.3.5), oHa, kak npaeuno, HematepuaneHa. lNpegocTaenexHne ycnyrm
MOXET BKMKYaTh, K NpUMepy, cneaytoluee:

- OeATeNbHOCTh, OCYLLLECTBNEHHYI0 HA NOCTaBNEHHOW NOTpebuTtenem MaTeprmansHOW NPoaykummn (Hanpumep, aBTo-
MOOWIb, HYXXOAIOWMNCA B PEMOHTE);

- DeATEeNbHOCTb, OCYLLECTBINEHHYIO Ha MOCTaBNEeHHOW noTpebutenem HemartepuanbHON Npogykuuu (Hanpumep,
3asiBNeHve o goxogax, Heobxoaumoe Ans onpeaeneHun pasmepa Hanora);

- NpeaoCTaBneHne HemaTepuarnbHON NPogyKUMn (Hanpumep, nHgopmaumm B cMmeicne nepegadmn 3HaHun);

- co3gaHune bnaronpusATHBIX yCnoBvi Ans notpebutenen (Hanpumep, B FOCTUHWULAX U pecTopaHax).

MporpaMmHoe CPeacTBO COAEPXKUT MHAOPMAUMNIO U OBBLIMHO ABNAETCA HEMaTepuanbHbIM, MOXET Takke OblTb B
hopme noaxodos, onepauun unv npoueayp (3.4.5).

TexHu4yeckoe CpeacTBO, Kak NpaBuno, ABNAETCA MaTepuanbHblM U €r0 KONUYECTBO BbIpaXaeTcsl UCHUCNSEMON
xapaktepuctukol (3.5.1). MepepabaTtbiBaemble MaTepuansl 06bIYHO SBNAIOTCA MaTepUanbHBIMU U MX KONWYECTBO Bbipa-
XKaeTcs HenpepbIBHOWM XapaKTepuCTMKON. TexHuYeckne cpeactaa u nepepabartbiBaeMble MaTepranbl 4acTo Ha3bliBaOTCA
TOBapamm.

3 O6ecnedeHune kavectea (3.2.11) HanpaBneHo rMaeHbIM 06pa3oM Ha Npegnonaraemyio NPOAYKUMIO.

2.3 npouecc (process): COBOKYNMHOCTb B3aUMOCBSI3aHHbIX U B3aUMOOEUCTBYIOLLUMX BUAOB AesTerb-
HocTW, Npeobpa3sytoLas BXxoabl B BbIXOAbI.
[UCO 9000, nyHkT 3.4.1]

MpnmevaHusn

1 Bxopgamu k npoueccy 06bI4HO ABMSIOTCH BbIXOAbl APYrMX NpOLECCOB.

2 lMpoueccsl B opraHnsaumm (3.3.1), kak NpaBuno, NNaHpYTCsl U OCYLLLECTBIIAIOTCS B YNPaBMNSiEMbIX YCINOBUSIX C
uenbto gobaBneHns LeHHOCTU.

3 MMpouecc, B kOTOPOM NoaTBepXaeHue cooTBeTcTBUS (3.6. 1) kKOHeuHOM Nnpoaykumm (3.4.2) 3aTpyAHEHO UIN 3KOHO-
MWYECKM HeuenecoobpasHo, 4acTo OTHOCAT K «CneumanbHOMY NpoLeccy».

2.4 06beKTUBHOE CBUAETENbLCTBO (objective evidence): [aHHble, noaTBepXaatoWmMe Hanudme unu
npasanBOCTb Yero-nnbo.
[MCO 9000, nyHkT 3.8.1]

MpumeyaHwne— ObbekTVBHOE CBUAETENLCTBO MOXET BbiTh MOMyyYeHO NyTem HabnogeHws, uamepeHusi, uc-
neiTanns (3.8.3) unu apyrmmm cnocobamu.

2.5 unsrotoButenb (manufacturer): «MsrotoBuTenb» o3Ha4vaeT noboe cusmyeckoe UnNu topuanyec-
Koe fnuo, 0OTBETCTBEHHOE 3a MPoeKTUpOoBaHUe /MM NpousBoACTBO MeAULMHCKOTO U3Aenns € Lenbto Bbinyc-
T™MTb B ob6palleHne MeduLUHCKOe u3denue nof ero CoBCTBEHHBIM UMeHeM, He3aBUCUMO OT TOoro,
CNPOEKTUPOBAHO W/UNW NPOU3BEAEHO MU 3TO MeQULIMHCKOe usgenve opraHusauuei unu no ee Nopy4YeHunto
APYrMM NNLOM (fiuuamm).

[GHTF SG1(PD)N055 R6, nogpazaen 4.1]

MpnmevaHusn

1 YkasaHHoe husnyeckoe nnv puanyeckoe Lo HeceT NMorHy OTBETCTBEHHOCTL 3a o6ecneveHne cobniogeHuns
BCEX MPUMEHMMbIX PEerynupylowmx TpeGoBaHun aAnsi MEAMLMHCKUX M3AEeNui B CTpaHax Ui permoHax, rae 3t usgenusi
nnaHvpyeTcsi NOCTaBMNSATb UMK NpogaBaThb.

2 OTBeTCTBEHHOCTb U3rOTOBUTENS PacnpoCTPaHSIETCH Ha BCe CTaANM XXM3HEHHOTO LIMKITa MeAULIMHCKOIO U3aenus,
aTarke 3a obecneveHne COOTBETCTBUSI PEryNUPYIOLLMM TpeGOBaHUSIM, BKIIOYasi OTYETHOCTb O NPOUCLIECTBUAX M YBEAOM-
NEHNs1 O KOPPEKTUPYIOLLMX AEVWCTBUSIX.

2
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3 lMpoekTnpoeaHne n/mnu NPon3BOACTBO MOXET BKNOYaTh:

a) paspaboTky cneundukauum, NpoM3BOACTBO, M3FrOTOBNEHME, MOHTaX, 06paboTky, ynakoBky, nepeynakoBky, Map-
KUPOBKY, NEPEMapKUPOBKY, CTEPUNN3ALMIO, YCTAHOBKY MW NOSHYIO NepepaboTky; u /mnun

6) cBopky, ynakoeky, nepepaboTky n/vnm MapkMpoBKy 0HOW Unu GonbLLEro Yncna egquHuUL, roTOBOW NPoAYKLWK.

4 JTo60oe nuuo, koTopoe cobupaeT unv aganTMpyeT B COOTBETCTBUM C MHCTPYKUUEN NO NPUMEHEHMIO paHee NocTaB-
TNEeHHoe APYrvM NUUOM AN KOHKPETHOrO NauMeHTa MeauUUHCKOe U3fienue, He sIBIAETCA U3rOTOBUTENEM, NPU YCIIOBUN,
yTO cHOpKa MNK aganTaunsa He MeHsIeT NPeAYCMOTPEHHOTO Ha3HAYEHUs U3JEnusi.

5 Nio6oe nuuo, kKoTopoe He AEUCTBYET OT UMEHW U3TOTOBUTESNS U KOTOPOE U3MEHAET NPeAyCMOTPEHHOe HasHaue-
HUE U3AEeNUA NN N3MEHAET CamO rOTOBOE MEANLIMHCKOE N3Aenue Takum o6pa3oM, YTo MOXET NOBNUSITL Ha 6e30NacHOCTb
VNW pe3ynbTaTMBHOCTb U3AENUs, a Takke agenaet u3genve AoCTyNHbIM Afsl MICNOMNb30BaHWA NoJ CBOUM COGCTBEHHbLIM
UMEHEM, OOMKHO CHMTAETCA N3FOTOBUTENEM 3TOF0 U3MEHEHHOTO MEANLIMHCKOTO M3AEnus.

6 AHnanorvyHblie NpaBuna PacnpoCcTPaHATCA TaKKe HAa NPUHAANEXHOCTU, NPU YCNOBUW, UTO OHU NOAYUHSIIOTCS
perynupyowmm TpeGoBaHnsam gns MeauumHCKuX nagenuii. Jiuuo, oTBETCTBEHHOE 3a pa3paboTKy U/mnm NpousBoAcTBO
Takon NPUHAANEXHOCTN CHUTAETCH U3TOTOBUTENEM.

3 OCHOBHbIe NPUHUUNDI

B cyulecTBylOWNX CUCTEMAX PErynMpoBaHUa TEPMUH «U3rOTOBUTENb» MOXET UMETb pasfiuyHbIe onpe-
aeneHusa. TeM He MeHee, KaXablil perynupylowmin opraH, B utore, onpegenseT eQUHCTBEHHOTO KU3roToBUTe-
nA» MeQUUUHCKOTO U3genust UM nuuo, KOTopoe HeceT OTBETCTBEHHOCTb 3a BbLIMOSIHEHWE PEryNnUpYyoLLIMX
TpeboBaHUA CUCTEMbI MEHEMKMEHTa KavyecTBa. DTOT «U3roTOBUTENb» UNKN NULO, KOTOPOe HeceT OKOH4Ya-
TenbHY0 OTBETCTBEHHOCTb 3@ CUCTEMY MEHeDKMEeHTa KayecTBa, He MOXeT NepenoXuTb (Mo AOroOBOPY UIn
WUHBIM CMOCOB0M) COBCTBEHHYIO 06513aHHOCTb U OTBETCTBEHHOCTb B OTHOLWIEHUU MoBbIX hyHKUWIA B pamKax
CUCTEeMbl MeHeKMeHTa kauecTBa. OTO 03HayaeT, YTO OTBETCTBEHHOCTh 3a BbINONHEHWe TpeboBaHui cucte-
Mbl MeHeXXMeHTa KauecTBa HUKorda He MoXeT OblTb MepedaHa KakoMy-nubo NOCTaBLMKY NPOAYKUUU U
ycnyr.

HekoTopble NoCTaBLLMKMA MOTYT 6bITb MOABEPTHYTHI HEKOTOpO hopMe Hagzopa NPOBOAUMOTO UMK pery-
NVPYIOLMM OpraHoM BracTu WU TpeTbel CTOPOHOW, AEWUCTBYIOLLE OT UMEHW perynupyrowero opraHa
(HampuMep, N1ua, OCyLLEeCTBAAIOLME CTEPUNN3ALMIO MO JOrOBOPY, NaGopaTopun, ocyllecTBASALME UCTbI-
TaHWsA NO AOroBOpPY, W3roTOBUTENU (bapMaleBTUHECKOW MpodyKuun, Apyrue nsroToBUTENU MeauLMHCKUX
nsgenui, n T. 4.). NMposeaeHne Takoro Hagaopa He 0CcBOBOXAAET U3rOTOBUTESSI OT OTBETCTBEHHOCTM 3a ycTa-
HOBMEeHWe ynpasneHus 1 npegocTasneHe cBUAETENbCTB B OTHOLWEHUN NPOAYKLN U YCITyr, NofyYaeMbiX OT
MocTaBLLMKOB.

Perynupytolime opraHel 1 TpeTbsl cTOpoHa OyayT NpoBOAUTb MHCMEKLUM UMK ayauT U3roTOBUTENS, C
Lenbio yaOCTOBEPEHUS TOTO, YTO Y U3rOTOBUTENA UMEIOTCA NN AOCTYMHLI NO NepBoMy TpeboBaHUo obbek-
TUBHbIE CBMAETENbCTBA YNpaBneHns NpoaykumMen u ycnyramu, noryvyaemsiMy oT nocrasLmkoB. OTkas npe-
AocTtaBuTb Moboe cenaeTenbLCTBO U obecnevnTb AOCTYN K Nto6oMy 06BEKTUBHOMY CBMAETENLCTRY Ynpas-
neHus1, CBA3aHHOrO ¢ NpoayKUMen 1 ycnyramu, nony4aemMbIMn OT NOCTaBLUNKOB, MOTYT 3aKOHYUTLCS BbIBOAOM
NpoBepsItoLLEN CTOPOHBI O TOM, YTO CUCTEMA MEHeIKMEeHTa KadyecTBa U3roTOBUTENS, SIBMSIeTCA HECOOTBe-
TCTBYIOLLEN.

Mpouecc ycTaHOBNEHUS ypaBneHUs B OTHOLIEHUN NPOAYKLUMM 1 YCNYT, NONYYEeHHbBIX OT NOCTaBLLMKOB,
KaK MpaBuIio, BKIOYAET LWeCTb CTagui, KOTOpble COCTOAT:

- N3 NNaHUPOBaHNS;

- BbIbOpa NoTeHLUMarnbHbIX NOCTaBLUUKOB;

- YCTaHOBMNEHUS KpuTepueB Bbibopa U OLeHUBaHNSA NOCTaBLUUKa,;

- 3aBepLUEHUNS YIIPaBEHNS;

- MOCTaBKW, U3MEPEHUS 1 MOHUTOPUHTa;

- obpaTHOM CBASM U KOMMYHUKaLMA, BKIHOHMAA MPOLECCHl KOPPEKTUPYIOLWMX U NpedynpexaatoLnx
OEencTBUN.

MpuBeaeHHasn Ha pUCyHKe 1 cxema UNNICTPUPYET KItoYeBble AENCTBUS (OeATEeNbHOCTL), KOTOPbIE OCY-
LEeCTBNSAET U3roToBUTENb. Takke, NpuBeAeHbl NPUMepbl 06BEKTUBHBIX CBUAETENbLCTB, KOTOPLIE MOrNM Obl
6bITb ChOpMMPOBaHbI ANA AEMOHCTpauUnM yrpaBrieHUsl co CTOPOHbI U3roToBUTENS. HekoTopkle M3 3TUX
AeNCTBUA MOryT BbITb BBIMOMHEHbI NapanensHo Apyr ¢ ApYroM. YkasaHHbIN nepeyeHb KNioYeBbiX AeNcTBUNA
He JOMKeH paccMaTpMBaTbLCA Kak BCeoObEMITIOLLNA 1 3aKpbIThIA. KpoMe Toro, HekoTopbie 13 3TUX OeACTBUA
MOryT OCYLEeCTBNATLCA B npegenax Apyrux npoueccos CMK. Hanpumep, nnaHvpoBaHue ynpaBreHus
MOCTaBLLMKOM MOXeT GbiTb YacTbio MraHMpoBaHusi B obnactu kavecTtsa. Mpumepbl 06BEKTUBHBIX CBUAE-
TeNbCTB, NPUBEAEHHBIX HAa CXeMe, MOTYT ABNATbCA 06BbEeKTOM ayauTa Ha COOTBETCTBME PEryMpyoLwwnm Tpe-
60BaHWAM TOMBKO B OTHOLUEHUM 6e30MacHOCTN U pe3ynbTaTUBHOCTU MeAULMHCKOTO U3Oenus.

Mocne paccMOTPEHUSA APYIUX IOPUANYECKUX U 3aKoHoAaTerbHbIX OrpaHnYeHnin U 0bs3aTenbCeTB, N3ro-
TOBUTENb MOXET 3aKOHYUTb AOTOBOP C MOCTaBLLMKOM B Nioboe BpeMs B Te4eHue npoLecca.
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QTans.l

3.1 MNMnaHupoBaHne

3.2 Bbibop
noTeHunanbHbIX
NnocTaBLLNKOB

3.3 OueHnBaHne
n ogobpeHne
nocrasLnKa

3.4 3aBeplueHue
ynpasfieHns

3.5 MNMocTaBKa,
n3mepeHune
N MOHUTOPUHT*

3.6 O6paTHas
CBA3b
N KOMMYHUKaLNn

Onpegenexune, 4To AOMXK
6bITb NonyyeHo (1)

OnpegeneHne TEXHUYECKOW

1 MPOLLECCHOMN MHdopMaLm

Onpegenexune ynpasneHus (5)

VccnepoBaHune
613HEe3-BO3MOXHOCTEN
nocrasLymka(oB)

JeAatenbHocTb

HO

NpeHTuukaymsa notTeHumnanbHbIxX
n(2) nocTaBsLLnKoB (3)

t

OnpepeneHne puckos (4)

NaeHTudukaLms onepaumnoHHbIX
BO3MOXHOCTel nocTasLymka(oB)

(6)

Bbi60p noTeHumanbHOro(bix)
noctaswuka(os) (7)

MnaHvpoBaHWe oueHMBaHNS
n KpuTepues oTbopa (8)

MpoBeseHne neperosopos
C noTeHunanbHbIM(1)
noctasLmkom(amu) (9)

OueHvBaHMe cnoco6bHOCTH
nocrasLunka(oB) BbINOMHUTb
3aaHHble TpeboBaHus (10)

Onpepgenexve:
- MHpopmaummu no 3akynkam (12)

- mMep

Mo YyNpaBEHNIO NMPUEMKOIA,

nposepkamu 1 T. 4. (13, 14, 15)

‘MocTaBka ToBapa 1 CBSA3aHHbIE C 3TUM
npoveccsl

BbifiBNEeHHbIE
npo6nembl

MonyueHne ToBapos/
yenyr

[esatenbHocTb
no npuemke

MpoBejeHne n3MepeHwii
1 MOHUTOpPUHra

AHanuns gaHHbIX

(16, 17, 18, 19)

Mepuoanyeckas nepeoueHka
nocTasLLMKOB

O6paTHas CBA3b U KOMMyHUKaLun (21)

KoppekTupytoLiue

1 npegynpexaatoLme gencreunsa (22)

(nepeoueHka NocTaBLLMKOB)

Mpumepbl 06 bEKTUBHbIX

CBMNAOETE/IbCTB
(1) NoeHTndbnKaLmMs NPOLYKLWN 1 yCyr
(2) Cneumndkaumm, TpeboBaHUS K 3an4acTsim,
npoueaypsbl, padoune UHCTPYKLMM
(3) HavimeHoBaHVe 1 KOHTaKTHbIE JaHHble
NOTEHLMasIbHBIX MOCTaBLLYIKOB
(4) JokymMeHTpOBaHHbI NepeyeHs
BbISIB/IEHHbIX PUCKOB
(5) fokymeHTpoBaHHas npoueaypa
Mo ynpasneHWio npoLieccamw/npoaykumeii
ON19 U3roTOBUTENSA Y MOCTaBLLMKA

(6) TexHoMorM4eckMe 1 aKCrIyaTaLmoHHble
BO3MOXHOCTU, JIOMACTUKA, KAYecTBO,
TEXHUUECKME PUCKU

(7) Kputepum ot60pa NoTEHLMaIbHbIX
NOCTaBLUMKOB, 060CHOBaHME NPUHATUSA
peLueHns

(8) AokymeHTVpOBaHHbIE OLEHKW W KpUTEPUN
oTbopa

(9) fokymeHTpoBaHHOE NepBOHaYa/IbHOE(bIE)
cornaileHvie(st)

(10) fokymeHTbI 1 3anmncu

(11) JoKyMEHTMPOBaHHbIE peLleHns

1 060oCcHOBaHVE

(12) KoHTpakTbl, 3aKa3bl UT. A,

(13) Mpaswna npuemku; TpeboBaHKs

K NprobpeTaeMbIM TOBapam

(14) Cneumdbvkaumn 1 TpeboBaHns
(15) 3anucy no aHanm3y 1 of06pPEHo

(16) 3anncmn o noctaske

(17) 3anucn 06 ocmoTpe ToBapa

(18) 3anucu o npuemvke

(19) 3an1cy o pesynbTarax Noboro aHam3a
[LaHHbIX

(20) 3anucy 0 NtobbIX 3MEHEHUSIX

(21) Mepenwvcka Mexay U3rotoBUTeNIEM

1 NOCTaBLLMKOM

(22) LokymeHTaums 1 3anmncu

0 KOPPEKTUPYIOLLWX 1 NPeaynpexaatoLLmx
[encTBusix

*B 3TOM 6/10Ke NpvBefeHbl AeCTBUS, KOTOpble MOTYT MAEHTU(ULUPOBATL NPOGAEMbI, CBSI3aHHbIE C MOCTAaBKOl TOBapoB/
yC/yr, a Takxe npob6siembl, CBSiI3aHHble HEMOCPEACTBEHHO C NMOCTaBLUMKaMU, U COGMIOLEHUSI OTOBOPEHHOCTEN C NOCTaBLUKaAMM.

MpumevyaHune - [esaTenbHOCTb, NPUBEAEHHAs HA 3TOM PUCYHKE HOCUT pEKOMeHAaTesbHbI XxapakTep 1 He npegnonaraeT CTPorow
nocriefoBaTesIbHOCT. B HEKOTOPLIX C/lydYasx HeKoTopast AesTeNbHOCTb MOXET BbINOMHATLCS NapasinesbHo.

PncyHok 1
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3.1 MNnaHupoBaHue

B TeyeHue nnaHMpoBaHNA U BLINOMHEHUS MPOU3BOACTBA U MOCTaBKX NPOAYKLMN B OTHOLLEHUN HOBOrO
UNn yXXe CyLLLecTBYOLWEro MeauUMHCKOro U3aenus U3roToBUTENb, Kak NpaBnio, naeHTuduumupyeT Ty Npoayk-
LU0 1K yenyri, KoTopble ByayT nonydeHsl oT noctaswmkos. CyuecTtsytowas CMK nsrotosntens, MoxeT
noTpeboBaTh B OTHOLUEHWM HEKOTOPOW NPOZYKUMU UMW YCNyr, Nosfyv4aeMelX OT MOCTaBLUMKOB (Hanpumep,
oby4eHne, apxvMBMpoBaHue JOKYMEHTOB U T. A.), 06583aTeNnbHOro NNaHNpoBaHus 1 yrnpasneHus.

Mpu ycTaHOBNEHWU ynpaBneHUs B OTHOLUEHUX MPOAYKLUUUA U yCriyr, nofydYaembiX OT MOCTaBLUUKOB,
npegnonaraeTcs, YTO MiaHNpoBaHUe 3TON AesATENbHOCTN MHULMUPYET cam npouecc. PesynbTaToM 31O Aest-
TENbHOCTU MOTYT BbITb NMaHbl NPOEKTUPOBAHUA U paspaboTku, NraHbl Mo KavecTBy, NiaHbl 3akynok, U T. 4.,
kak aTo onpegeneHo B CMK usrotosutens. NsrotoButens 4OMKEH paccMoTpeTh Lenu, puckn, TpebosaHus,
npoLecchl 1 pecypchbl Ans AeMOHCTpaLMM Toro, YTo yrpasreHue YCTaHOBIEHO U pe3ynbTaTUBHO, @ perynupy-
towne TpeboBaHUs BbIMOSHEHBI.

MnarvpoBaHWe paeT oblee pyKOBOACTBO MO YCTAHOBMEHWIO CTEMNEHN YNPaBeHNsl B OTHOLUEHWN Npo-
AYKLAN 1 ycnyr, NonyvyaeMblx OT MOCTaBLWMKOB. Takue NnaHbl, kak npasuno, siensatoTtca yacteio CMK 1 noane-
XaT OOKYMEHTUPOBaHMWIO 1 0406peHuto.

3.1.1 Npoaykuua u ycnyru, nony4yaemMblie oT nocTaBLinka(oB)

PesynbTaT nnaHnposaHuns obecnevmBaeT naeHTUdUKaLUIO NPOAYKLAN 1 YCNYT, KOTOPbIe MOTYT BbiThb
nony4yeHbl OT NOCTaBLMKOB. Takasi NPOAYKLMA U YCYrh MOTYT BKIOYATb KOMMNOHEHTDI, CEIPbE, YCNYri No MeT-
ponornyeckoMy obecrneveHuto, yCryri no o4nCTKe U CTEPUM3aLn, yCnyri ynorHoOMOYeHHOro npeacrasu-
Tens, uT. A.

OHn MoryT knacendunumpoBaTtbcsl UHave, CorfacHo perMoHanbHbIM UM HaLMoHarNbHBIM perynupyto-
Wum TpeboBaHUsM, Hanpumep:

- roTOBbIE:!

- 3MEKTPOHHbIE KOMMOHEHTHI (PE3UCTOPbI, KOHAEHCaTOPbI, 6okn NUTaHKA, U T. 4.),

- MeXaHN4YecKne KOMNOHEHTLI (BUHTI, LWAKGhI, WiaHri, Tpy6kW, U T. 4.),

- KOMMepYeckoe nporpaMMHoe obecnedeHne (onepaunoHHble cucTemMbl, 6a3sbl AaHHbIX, U T. 4.),

- KOMMbBIOTEPHBIE annapaTtHble cpeacTBa (HOYTOYKU, pernctpartopsl, U T. 4.);

- 4acTW W KOMMOHEHTLI, N3roTOBMEHHbIe Mo cneundukaumMam N3roToBuTens:

- MexaHu4eckue (knanaxbl, Hacockl, U T. 4.),

- anekTpuyeckne (pasnuyHele aatuukn, SKI snekTpoabl, U T. 4.),

- NnporpammHoe obecneveHne cneunanbHOro HasHaveHus (Anst ynpaBneHusi nogaden aHeprum nNpu pas-
NMYHOW Tepanuu, n 7. 4.),

- OAHOKPATHOro NpUMeHeHUA (TeCT-NOMOCKU AN rMIoKOMeTpa, peakTuBbl, hepMeHThl, U T. 4.);

- ycnyru, nofny4yaemble OT NOCTaBLLNKOB!

- cTepunusaums,

- NPOEKTUPOBaHME,

- NponsBoAcTBO (cbopka, NevaTb, ynakoska, MapKMpoBka, U T. A.),

- apXuBauunsa AOKYMEHTOB,

- TpaHCNOPTUPOBaHNE U XpaHeHUe,

- MOHUTOPWHI NPOU3BOACTBEHHOW cpeabl (HanpuMep, MUKPOBHBLIX TEN U MEXaHUYECKNX YacTuL, B Y1cC-
ThIX NOMELUEHUAX),

- kanubposka,

- KOHCYNbTUPOBaHUE;

- rOTOBble MeAULMHCKUE N3nenus:

- nio6oe roToBoe MeANLIMHCKOE U3aenue (Hanpumep, KOTOPoe MMeeT COOTBETCTBYIOLLYIO MapKUPOBKY);

- nocTaBnAeMoe MeauLMHCKOoe u3genue, CNonNb3yeMmoe U3roTOBUTENEM KaK KOMMOHEHT B ero Meau-
LMHCKOM u3genun (peHTreHoBckue Tpybku, OKM-anekTpoabl, MeauumMHckue Gatapen, MOHUTOPLI NauneHTa).

O6bekTMBHBIE CBMAETENbCTBA MOTYT BKNOYATb:!

- naeHTUbMKaLMIO NPOAYKLUUA U yenyr, kKoTopble ByayT nonyyeHbl. 3TO MOXeT 6bITb 06LLMM onucaHuem
Unun y>xe KoHKpeTHON cneuundurkauuen.

3.1.2 Undopmauusa no npoueccam u TexHuveckaa uHdopmauma

CooTBeTCTBYIOLWMIA NEpcoHan, KOTopbIN ByaeT BoBReYeH B pa3paboTky Heo6xoauMon uHcbopmaumm no
npoueccam 1 TexHu4eckoin nHopmMaunn, Hyxgaetca B UHopMaLnM 1 aHHbIX, ABASIOWUMACA CYLLECTBEH-
HbIMW ANA naeHTUdbUKaLUM U OLLeHUBAHUA PUCKA, KOTOPLIN NMPUBHOCUT 3akynaemas NPoAyKUMA Unn ycnyra
(cm. 3.1.4), a Tak ke NoTeHUManbHbIe NOCTaBLUMKA.

O6bekTUBHbIE CBMAETENbCTBA MOFYT BKNOYATD:!

- TpeboBaHNA K NpoAYKUMU 1 YCriyram Ans Yyactein, matepuasos, NpoLeccoB, NporpammHoro obecneve-
HUA, OKpYXXatoLen cpebl, UCNbITaHUA, U T. 4.;
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- TpeboBaHusa k npoueccam CMK, Hanpumep, npoueaypbl Unu paboune UHCTPYKUMKU ANsi OTYETOB O
HebnaronpuATHLIX cobbITUsX, ayauTel CMK, c6op gaHHbIX Ha CTaaUM XU3HEHHOTO UMK, «Mocne Bbinycka B
obpalleHre», NpoeKTUpoBaHue, MPOU3BOACTBO, KANMMOPOBKa, PEMOHT, AEATENLHOCTL NO Bepudukaumm, n T. 4.

3.1.3 NpeHTudukaumna noTteHLUaNbHbLIX NOCTaBLUKOB(a)

M3rotoBuTens MOXeT MPUHATL pelueHne uaeHTudpuumpoBaTb O4HOTO UM Gonee nNoTeHUUaNbHbIX
NOCTaBLUMKOB B 3aBUCUMOCTU OT BbISIBIIEHHON UM NoTpeBHOoCTU. MocTasLmKkM MOryT 6bITb Kak BHYTPEHHUMN,
Tak 1 BHELUHUMM.

ObbeKkTuBHLIE CBMAETENLCTBA MOMYT BKIHOYaTh:

- HAaUMeHoBaHWe NOTEeHLMANbLHOro NOCTaBLWMKA(OB) U KOHTAKTHYO UHOPMaLMIO.

3.1.4 Upentudukauua pucka(os)

Kak yacTb npouecca nnaHUpoBaHuUsi, U3roTOBUTENb AOSMKEH naeHTUULMPOBaTh PUCKU, CBSI3aHHbIE C
NPoAYKUUEA UMK ycryraMu, KoTopble byayT nonyyeHsl.

B npouecce naeHTudmMKaLmMm pUcKoB XenaTenbHO pacCMOTPeTb HEKOTOPbLIE CyLLIEeCTBEHHBIE 0O6CTOATE Nb-
CTBa, Hanpumep:

- AEACTBUTENBHO NN 3Ta KOMMIIEKTYoLWasi YacTb OTCYTCTBYET B HAaNU4MK U ee Heobxoaumo 3akynaTb?

- KaKylo pofb urpaeT aTa KOMNNekTyLwasa B npoussoactee?

- KakoBa KpUTUYHOCTb 3TOM KomnnekTytowen yactu? (Ecnu 6bin nposeaeH FMEA npoekTa, To pesyrb-
TaTbl TAKOTO aHanNM3a B OTHOLUEHUM TSXKECTU NoCneACcTBUIN OTKa3a yXKe UMeIoTCs B pacnopshkKeHU N3roToBu-
Tens);

- B HacTosiuiee BpeMsi NOCTaBLUMK MPOU3BOAUT KOMMAEKTYOWMNEe ANns Kakoro-nmbo meauumMHCKoro
nsgenus, noanagaroLlero nof perynupyiowive TpeboBaHus K 3TOA NPOMbILLNIEHHOCTU, UMK 3TO ero nepaast
noctaeka?

WHdbopmaLmst 0 noTeHuuanbHbIX NOCTaBLUUKaX (Hanpumep, TexHudeckas, ouHaHcoBas, B OTHOLIEHUN
HernpepbIBHOCTU NOCTaBKW, U T. A.) AOMKHA UCNONb30BaThCs € LEenNblo onpeaeneHnss AoNONHNTENbHBIX BO3-
MOXHbIX MPUBHECEHHBIX PUCKOB (HaMpUMep, AenoBbIX PUCKOB).

PaccmoTpeHve OenoBbIX PUCKOB MOXET BKIIlOUYaTb, Hanpumep:

- (PUHAHCOBYIO YCTONYMBOCTb MOCTaBLUMKA;

- HenpPepbIBHOCTb MOCTABKM;

- HaeXHOCTb, OTBETCTBEHHOCTb;

- 06beM paboT, 3akasaHHbIN NOCTaBLUMKY MO OTHOLUEHWUIO K er0 MaKCUMarbHOM 3arpyske;

- (bMHAHCOBbIE MHBECTULUM;

- MOHOMOMNbLHOE NoMoXeHue (€AUHCTBEHHBIN NOCTaBLUNK);

- NleranbeHbll cTaTyc (HanpuMep, Hanu4ue NUUEH3nn).

O6beKTMBHbIE CBMAETENbCTBA MOTYT BKNOYATh:!

- 3aperncTpUpPOBaHHbLIA U AOKYMEHTUPOBAHHLIA NepedeHb WAEHTUMULMPOBAHHBIX PUCKOB (XOTH Takon
nepeyeHb He ABMSeTCA perynupyrowmnm TpebosaHnem).

3.1.5 UaeHTudukauua Mep ynpaBneHus

[ns ycTaHOBMEHUa TUNa 1 cTeneHn ynpasneHus, naeHTuduumposaHHbIe pUckM AOMKHbI ObiTh OLeHe-
Hbl. 9TO ynpaBreHue AoMMKHO BbiTe onpeaeneHo, 3a40KyMEeHTUPOBaHO U BKMlovaTk B ceba niobble Tpebosa-
HWSI B OTHOLUEHUW KayecTBa. M3roToBUTENI0, B HEKOTOPLIX Chyvasx, MoXeT notpebosaTtbea obecneynTb
JanbHelwee ynpasBneHue, 3a npegenammn NocTasLnka NepBOro YpoBHS, U3-3a NOTeHUUanbHbIX AedekToB U
npo6nem, AonyLeHHbIX NOCTaBLMKaMn BTOPOro UMM TPEeTbero YPoBHS.

UsroTtoBuTento cneagyeT obecnevntb, 4Tobbl Npu paspaboTtke Mep ynpasneHua 6binvM NpUHATLI BO BHU-
MaHue 1 apyrve yMecTHble perynupyowme TpebosaHns, HanpuMep 3akoHoAaTEeNbLCTBO Mo 3alMTe OKpYXKarto-
Wwew cpeapbl, NpodeccroHanbHOro 340poBbs, NEPCOHaNbHBIX AaHHbIX, Tpe6oBaHna GMP n 1. Aa.

Takoe ynpaBneHne MOXET BKMNoYaTh:

- ayQMT NOCTaBLUUKa;

- ynpaBneH1e NocTaBLUMKOM BTOPOro YPOBHS (NN NocneayowmuMm B Lienu NocTaBku);

- ucnbiTaHue/Bepudnkaumio;

- cepTucukaTbl COOTBETCTBUS;

- bopmanbHble TpeboaHusa ana CMK, Hanpumep, ceptudukatol U attectathl (CMK, akonorudeckoro
MeHeKMeHTa, akkpeaUTOBaHHbIX NabopaTopuid, akkpeauTaumum TpeTbeil CTOPOHON);

- pa3nuyHble UHCTPYMEHTHI U3MepeHUsa (HanpuMep, kniodesble nokasatenu adpgekTuBHoOCTH);

- UIHCTPYMEHTapUii aHanuaa cucTeMbl (Hanpumep, BOCNPOU3BOAUMOCTb U MOBTOPSIEMOCTb);

- NeaTenbHOCTb Mo 06ecneyeHnto 3KONOrMYeckon COBMECTUMOCTU, INIEKTPOMArHUTHON COBMECTUMOCTH,
HaAeXHOCTU/MPOrHO30B HAAEXHOCTH;

- BO3MOXXHOCTU MpoLiecca U ynydlieHune npouecca;

- Banuaauumu npouecca;



rOCT P 56432—2015

- BpeMs pearmpoBaHusi;
- cTaTUCTUYeCKoe yrnpaBsneHne NpomM3BoACTBEHHBIM NPOLECCOM;

- 0eATenbLHOCTL Mo UCMpaBneHuo, nepeaenxe;

- ynpaBsreHve 3anacamu («nepBasi napTus Ha npuxod — nepsas B pacxoay (FIFO), BpemeHHon npeaen);
- ynpaBsneH1e pasMepoM napTum, oo bemMoM napTuum;

- ynpaBreHue NpocrexusaemMocTbio (npoLecca, npoaykuun, o6opyaosaHus, onepaTopay);

- ynpaBsneH1e UsmeHeHusaMK (M3MeHeHre npolecca, npoueaypbl, U T. A.);

- MEHEXXMEHT KoHUrypauun;

- 3aWuTa MHTEeNNeKTyanbHON cobCTBEHHOCTH;

- 3aWuTa nepcoHarbHbIX JaHHbIX MaLueHTa;

- CPOKW XpaHeHUs JOKYMEHTOB;

- 3anucu CMK.

O6beKTMBHbIE CBMAETENLCTBA MOTYT BKIOYATh!

- NepeyeHb NoTeHUManbHbIX Mep yrnpaBieHus1 B 3aBUCUMOCTU OT MAEHTUhULUMPOBaHHOTO pUcka.

3.2 Bbi6op noTeHUMaNbHbIX NOCTaBLUKOB

Mpw BbIGOPE NOTeHUMaNbHBIX NMOCTABLUUKOB U3rOTOBUTENb AOMKEH NPoaHanu3MpoBaTb UX AeSoBble
KayecTBa, CrnocoBGHOCTb [eMCTBOBaTb OMepaTUMBHO, BKIOYasl TEXHOMOrMYeckne BO3MOXKHOCTW WU Apyrue
acnekTbl, AeMOHCTPUPYHOLLE, YTO NOCTaBLLMK MOXeT obecrneuntb Heobxoaumoe KavecTBo, 6€30NacHOCTb,
pe3ynbTaTMBHOCTb U HAAEXHOCTb MPOAYKLMN U YCIyT.

3.2.1 lpaKkTuyeckue BO3IMOXHOCTU NOCTaBLiUKa

JenoBsble kayecTBa U NpaKkTUYecKne BO3MOXHOCTU NOTEeHLUMaNbHbIX MOCTaBLUUKOB, UX ONbIT, penyTaums
1 (pUHaAHCOBbIE BO3MOXHOCTW MOTYT ABNATLCA NONE3HoR MHdopMaumein Ans oLeHKU U BbiBopa KOHKPETHOro
noctasLyuka. MNpakTnyeckne BOIMOXHOCTH 1 chnsmyeckue cnocobHOCTM NoTeHUManbHbIX MOCTaBLUNMKOB MOTYT
0KasblBaTb CyLLEeCTBEHHbIN athheKT Ha CnoCOBHOCTL U3roToBUTENS NOCTaBNATL 6e3onacHble U pe3ynbTaTuBe-
Hble nsgennsa. PHaHCOBLIE BO3MOXHOCTW MOTEHUMAaNbHOIO NocTaBLuKa 0COBeHHO BaXKHbI, €Crnn N3roToBU-
TeNb HamepeBaeTCcs BCTYMNUTb B A4ONITOCPOYHOE COTPYAHUYECTBO.

Pe3synbTaT Takoro aHanusa, BMecTe ¢ aHanu3oM NpUCYLLUX AaHHOW NPOAYKLIMA UK f@HHOM yCryrn puc-
KOB, MOXeT NMOBNATH Ha PELLIEHNE U3rOTOBUTENS OTHOCUTENBHO CTENeHW yNpaBneHns NpoayKumen n ycnyra-
MW, Nony4yaeMbIMM OT NOCTABLLMKOB.

3.2.2 TexHU4YecKue BO3ZMOXHOCTU U ONEepPaTMBHOCTb NOCTaBLUKa

HomkHa 6bITb NpoaHanMsMpoBaHa onepaTUBHOCTb MOCTaBLMKA C LiefNbio onpeaeneHus Toro, YTto oH
cnocobeH BbIMNONHUTL YCIOBUS, BbIABUHYTLIE U3roTOBUTENEM (HanpuMep, BpeMsl CornlacoBaHusi, NocTaBka
TOYHO B CPOK, BpeMsi 0TBeTa, U T. 4.). O6nacTb NPOBOAMMOIo aHanu3a MOXeT BKIHoYaTb BbiNoHeHWe NocTaBs-
LLMKOM NpeablayLMX 3aKa3oB, ero onbiT U HanM4mMe YenoBe4Yecknx pecypcos.

AHann3 TexHonormyecknx BO3MOXHOCTEA MOCTaBLLMKa AOIDKEH BKMOYAaTb OLIEHKY ero cnocobHocTu
BbINOMHUTL TPEBOBaHMA M3rOTOBUTENS K NPoAYKUMKN W/unu ycnyre. B Takoil aHanus cnefyeT BKIOYaTh afek-
BaTHOCTb MPOM3BOACTBEHHbLIX NMPOLLECCOB 1 UCNONb3yeMoro obopyaosaHus, MHopMaLMOHHbIE TEXHOMOMUMU,
CYLLECTBYIOLLYHO MHDPACTPYKTYPY, MHAKUHUPUHIOBLIE BO3MOXHOCTU, U T. 4.

O6beKTMBHbIE CBMAETENLCTBA MOTYT BKIOYATD:

- OLIeHKY W3roTOBUTENEeM pecypcoB MocTaBliuMka (Hanpumep, cnyxbbl obecnedveHusa, nepcoHan,
NHdpacTpyKTypa), TEKYLLMA 0OBEM 3aKa30B;

- AOKYMeHTaLMIo 1 3anvMcuy NocTasLuKka, Hanpumep, 3annucu B OTHOLLIEHWN yNpaBneHUa NPOU3BOACTBEH-
HOW cpepoi, obcnyxuBaHnsa nporpammHoro obecnevyeHuss obopyaoBaHusa, 3anucu o noeepke/kanubposke,
3anuen o KeanudukauMm cooTBETCTBYIOLWEro nepcoHana, oTyeTbl No Banupgauuyv Npoueccos, NfaHbl no
BbINYCKY MNPOAYKLMM, pasnniHble YAOCTOBEPEHUS, U T. A.

3.2.3 BbiGop noTeHUManLHOro NocTasLyUKa

MaroToBuTenb AomkeH BbiGpaTh NoTeHUManbHbIX MNOCTaBLUMKOB B COOTBETCTBUWU C NpeABapuUTenbHo
YCTaHOBMEHHBIMW KPUTEPUSIM 1 pe3yrbTaTaM aHanusa BO3MOXHOCTEN.

O6beKTMBHbIE CBMAETENLCTBA MOTYT BKIOYATD:

- AOKYMEHTaL Mo NOTeHLMaNbHBIX MOCTABLUWKOB,

- KpUTEepmm BbIBopa N 0OBACHEHNE PELLEHUA.

3.3 OueHuBaHue n ogo6peHne NocTaBLUKa

B HacTosiweM noapasfene npuBedeHO PYKOBOACTBO ANl Npouecca OLEeHUBAHWUA W3roToBUTENem
BbIGpaHHOro MOTeHUManbHoro nocraelmka (M. 3.2), KOTOpbI cnocobeH MOCTaBnsTb MPOAYKLMIO WUnn
npedocTaBNATb YCNYry B COOTBETCTBUMN ¢ Tpe6OBaHUSMU U3rOTOBUTENS.
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CreneHb 1 rnybuHa npearnpuHAMaemMon AesTenbHOCTU Mo OLEeHUBaHUIo U ogobpeHuto aormkHa 6biTb
nponopuuoHarnbHa naeHTudnLmpoBaHHoMy pucky (cM. 3.1.4), cBAzaHHOMY € 3aKynaemon npodykumen umnnm
YCNyro U nx BnusiHUeM Ha 6e30macHOCTb, Pe3ynbTaTUBHOCTU UMN (DYHKUMOHAmMbHbLIE XapaKTepUCTUKn
KOHEYHOoro npoaykra.

Bce npoLecchl, MeloLLMe OTHOLIEHME K AaHHOMY NYHKTY, MOXHO U3MOXUTb crnedytoLlei nocneaosa-
TenbHOCTH:

- NNaHMpPOBaHNE OLeHNBaHMSA U pa3paboTky KpuTepues oToopa;

- CBAI3b C NOTEHUMANbHbLIM NMOCTaBLUMKOM U AeTanusaums TpebosaHuii;

- OLleHMBaHMe crocoBHOCTI NOTEHLMAaNbLHOIO NOCTaBLUMKa BBINOMHATL KpUTEpUM oTOOpa;

- oaobpeHne nocTaBLLMKa.

3.3.1 MnaHupoBaHUe OLUEeHUBaHUA U pa3paboTka KpUTepueB oTGOpa

MNaroToBuTENb AOMKEH OCYLUECTBNATL MiaHUpOBaHWE OLeHWBaHWs U onpedensitb Kputepun otbopa
NoTeHUManbHbIX NOCTaBLLMKOB, C LeNbio YMeHbLUEeHUs KonndecTBa NOCTaBLMKOB A0 KONUYecTBa, nognexa-
LWNX 0006peHNto.

OueHnBaHWe KOMMETEHTHOCTM MOCTaBLLYMKA U ero CNOCOBHOCTU BBINOMHATL TPeBOBaHNA U3roToBUTENA
OomkHo basnpoBaTbcsl Ha onpedeneHHoM Habope KpuTepueB 0TOOpa, KOTOpPble OCHOBAHbI:

- Ha NpPoAyKuUM W/unun ycnyrax, kotopble 6yayT 3akynneHsl;

- X NpeyCMOTPEHHOM HasHayeHuu;

- Ha BMMSIHAM 3aKynaemoin npoeaykumm U/unm ycnyri Ha nocreytoLme atanbl NpousBoAcTBa NPoayKUUn
WUNn Ha roToBoe nsaenue.

B npouecce oLeHMBaHKSA, B 3aBUCUMOCTU OT pUcKa U BO3MOXHOTO BNUSIHUSI NPOAYKLUW UMK YCAYTN Ha
Ka4yecTBO U3Oenusi, N3roToBUTENb AOMKEH pacCMOTpeTb coueTaHUne HEKOTOPBIX CyLUeCTBEHHbIX pakTopos,
KOTOpblEe MOryT BKIHOYaTh!

- UCMOMb3yeMble TEXHOMOMNU;

- cKnafckue 3anachl;

- COOTBETCTBME MPOoAYKUNN W/nnu ycnyrn TpeboBaHUsIM U3roToBUTENS;

- NICTOPUS B3aUMOAENCTBUA C KOHKPETHBLIM MOCTaBLUUKOM,;

- Hanuune cepTudukaToB (Hanpumep, Ha cooTBeTcTBME NCO 13485, UCO 9001)

CepTudpumkanma MoxeT urpatb porib B OLIeHKe MOCTaBLUUKOB, HO U3rOTOBUTENSM He criedyeT nonaratb-
€A UCKIIOUNTENBHO Ha cepTUdUKaT Kak CBUAETENbCTBO TOMO, YTO NOCTABLUMKMA CNOCOBHBI 06ecnevnTb Bbico-
Koe KauyeCTBO NPOoAyKLUM UNn YCyru.

3.3.2 CBsA3b C NOTeHUManbLHbLIMU NOCTaBLUUKAMU

Ansa nposBedeHnsa OOMMKHOMO OLEHUBaHUS NOTEHUMarnbLHOro nocTaswuka cnegyet ycTaHOBUTbL C HUMN
0bMeH HekoTopon MHdopMaUmnen NN AaHHLIMMU.

N3roToBUTENb HEceT OTBETCTBEHHOCTb 3a AoBeAeHWe A0 CBeAeHUs MOCTaBLUMKa YCTAHOBNEHHbIX KpK-
TepueB. Kpome TOro, n3roToBuTenb BrpasBe 3anpocuTb Y NOTEHLUMaNbHOro NocTaBLiMka HEKOTOpble AaHHble
n/vnn onpeaeneHHyo Npodykuuio (Hanpumep, eauHUYHOe U3aenue, e AUHUYHYIO MapTuio, ONbITHLIN 06Gpasel)
Onsa fgokasaTenbCcTBa ero cnocobHOCTU BhINOMHATL YCTaHOBMNEHHbIe TpeboBaHus.

HomkHa cobupaTtbces, 06pabaTbiBaThbCcA U COXpaHATLCA NMobas ymecTHas MHopMaLUs, KoTopas MOXeT
NoBNUATb Ha paspaboTky NepBoHaYanbHOro CornalleHnsi ¢ NoCTaBLLMKOM.

3.3.3 OueHuBaHue cnoco6HOCTU NOTEHLUMANBHOIO NOCTAaBLUUKA BLINOMNHATL KpUTEpUU otéopa

OueHuBaHWe U3roToBUTENEM BbBIBPAHHOTO NOTEHLMANLHOIO MOCTaBLUMKA AOIDKHO ObiTb OCHOBAHO Ha
CBUAETENbCTBAaX, 4EMOHCTPUPYIOLLNX ero cNOCOBHOCTL YAOBNETBOPSATL YCTAHOBIEHHBLIM KpUTepusiM oTéopa.

Takvne cBngeTenbCTBa, YYUTLIBAS NPONOPLUMOHANIbLHOCTL CO CTeneHbio pucka (cM. 3.1.4), MoryT BKIto-
YyaTb, HO HE OrpaHN4YMBaTLCS OLEHKON eAMHUYHOrO U3Aenus, eQUHUYHOW NapTMu UK onbITHOro obpasua,
ayauTa nocTasLUMKa, CBeAeHUA OT APYrMX opraHusaunii unm mnoboi nx kombuHauun. Ecnv npumeHumo, aon-
XHbl UICMOMb30BaTbCA 060CHOBAHHbIE CTAaTUCTUYECKUE METOAbI.

3.3.4 OpobpeHue nocTaBLMKa

Ecnu noTeHUManbHbIA NOCTaBLWMK BbIGpaH Ans ofobpeHusl, To U3roTOBUTENb AOIDKEeH AOKYMEHTUPO-
BaTb pewweHne 06 ogobpeHnn, HanpnuMep BKITHOYEHMEM MOCTaBLUMKA B 3aperncTpnpoBaHHbIA CNMCoK 0f006-
PEHHBIX MOCTaBLMKOB. 3anucu pe3ynbTaToB OLEHUBaHWUA A0MKHbI ObiTb COXPaHEeHbI.

Ecnu noTeHUnanbHbIN NoCTaBLUUK He YAOBNETBOPSIET OAHOMY UM HECKOTbKUM 13 YCTaHOBMAEHHBIX Kpu-
Tepunes, TO cnefyeT pacCMOTPETb BO3MOXKHOCTb:

- pa3paboTku NnaHa OTHOCUTENBHO NEepPEeoLIeHNBaHNA NOCTaBLYUKa; UMK

- NpoBeAeHNs oLeHUBaHUs cneaytoLwero nocTasLmka U3 NepeyHs NoTeHUnanbHbIX NoCTaBLLMKOB; UU

- OCYLLUEeCTBNTb BbIGOP HOBOrO NOCTaBLLUMKA.

Hanpumep, oT noTeHUManbHOro nocTaBLLMKa 3NeKTPOHHbBIX NnaT TpebyeTcsi obecneveHne onpegeneH-
HOTO YPOBHA YUCTOTEI (MUHUMU3ALIMUN PEaKTUBHBIX OCTaTKOB), A/151 TOro Ytobbl n3bexaTb NpobnemM HagexHoc-
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TV U NPOU3BOAUTENBHOCTM, CBA3aHHBLIX C NPOLEeccoM nankv. [Ana aToro nocrasBluK nogBepraeT nevyaTHble
nnaThkl Npoueccy cTaHAapTHOW BOAHOW NPOMbIBKM U KOHTPONMPYET MOHHOE 3arpsis3HeHUe MOIoLLIero pactesopa
B KayecTBe KOCBEHHOro nokasarens 4ictoTel. [ocne nonyyeHna n ucneiTaHus NepBO NapTUM NaT BbIACHSA-
eTcsl, YTO HeKoTopble MnaThl He NPOWnU onpedeneHHble TecTbl. M3roToBuTeNb OTCNEXUBAET OCTaTOUHYIO
peakuuio Ha nnatax. MsrotoButenb U NOCTaBLLMK COBMECTHO UCCNEAYIOT 3Ty Npobremy 1 onpegensaoT, YTo
MOHHOE 3arpsi3HeHne MOoIoLLLero pacTBopa HaxoauTtcs B npefenax cneumdpukaumn. Oba npuxoaaT K 3akniove-
HUIO, YTO KOCBEHHOE onpeferieHne YACTOThl NNaT HeJOCTaTOYHO, U MOCTABLUMK corfallaeTcsl BbINOAHATb
UCTbITaHWA B TeX 0bnacTsx, KoTopble 0coB6eHHO YyBCTBUTENbHBI M MOTYT NPUBECTU K Npobriemam npoussoan-
TeNbHOCTU, BbI3BAHHbLIX peakTUBHLIMU ocTaTkaMu. Mnatbl, KOTopble He NpoLwnu TecT, 6yayT noABeprHyThl
AONoMHUTENLHOMY npoLeccy o4UcTKW. MepBoHavanbHO, HECOOTBETCTBYIOLLME NNaThl, KOTopble 6bINK Noa-
BEPrHyThbl 3TOMY npoLeccy, AOMKHbI MPOATU AarbHelLlee TeCTUpoBaHve. TU AeNCTBUS AOMKHbI MPUBECTU K
BbINOMHEHWUIO AOMOMHUTENbHOrO NnpoLecca TECTUPOBaHUS U OYMCTKU, a MOCTaBLUMK MOXeT BbiTb NpU3HaH
0oao6peHHbIM.

Ecnv eaMHCTBEHHbIN MOCTaBLLMK He YAOBNETBOpsSeT oAHOMY uUnu 6onee U3 ycTaHOBMEHHBLIX KPUTEPUEB,
TO U3roTOBUTENb HE UMeeT BO3MOXHOCTU BbIGOpa TOro Uin MHOro NoTeHUManbHoro noctasLlmka. B atom cny-
Yyae AomkeH 6biTb 0becneyeH AoNONHUTENbHBIA 0B6MeH MHopMaLueit ¢ Lenbio onpeaeneHnst cnocobHocTr
€VHCTBEHHOro NOCTaBLUMKa BbINOMHATH yCTaHOBMNEHHble TpeGoBaHusi. Ecnu eaMHCTBEHHbIA UCXOAHBIN
MOCTaBLUMK He rOTOB UK He crnocobeH AoMmkHLIM 06pa3oM NoAroTOBUTLCS K BbIMONIHEHUIO TpeboBaHUiA, TO
N3roToBUTENb JOIMKEH YCTaHOBUTbL AOMNOMHUTENbHOE ynpasneHune B pamkax csoet CMK. Ecnu gononHutens-
Hoe YynpaBneHWe YCTAHOBWUTb HEBO3MOXHO, TO W3rOTOBUTENIO BeposiTHe Bcero byaeT Heobxoaumo
BEPHYTbLCA K npoLieccaM NpoeKkTUpoBaH1s U paspaboTku.

3anucu pe3ynbLTaToB OLEHUBaHWS, a Taloke NobbiX AEUCTBUN ABMAIOLLMXCS pesynbTaToM OLeHUBaHus,
AOMKHbI 6bITb NoaaepxkaHsbl B paboyem coctosiHum (MCO 13485, nyHkT 7.4.1).

Ob6bekTuBHbIE CBUAETENLCTBA HA CTaAMMN OLEHUBaHUA U 0406peHUst MOTyT BKITloYaTh:

- AOKYMEHTUpoBaHWe OLleHUBaHUA U KpUTepueB Bbibopa NnocTasLmKa;

- AOKYMEHTNPOBaHNE NepBoHa4asibHOro cornalleHus;

- AOKYMEHTBI U 3anucy;

- OKYMEHTUPOBaHNe peLlueHni n 060CHOBaHUA.

3.4 3aBeplueHue ynpaBreHus

3TOT NYHKT SABNAAETCHA PYKOBOACTBOM M0 AopaboTke aneMeHTOB yripaBneHnus, B3aMMHO COrMacoBaHHbIX
MeXy U3roToBUTENEM U NOCTaBLUMKOM. YCTaHoBNeHNe MacluTaboB 1 CTENEeHN ynpaBneHus, a Takke 4eTkux
rpaHuL, OTBETCTBEHHOCTU, AOMXKHbI BbiTb OnpeaeneHbl U3roTOBUTENEM.

B pesynbTaTe oueHMBaHWA U ogoGpeHns NocTaBsluMka, BCe 3M1eMeHThl ynpasrieHusl JOSKHbI GbiTb
3aBepLUeHbl, KaKk 3TO yCTaHOBMIEHO paHee B npoLecce nnaHuposaHus (M. 3.1.5).

B HekoTOpbIX cny4vasx, B 3aBUCUMOCTU OT pUCKa, MPUBHECEHHOro NPoAYyKUWEn UW/Wnu yCryron, MoxeT
NosABUTbLCH HEOBXOAUMOCTL B 3NeMeHTax ynpasneHus s NoCTaBLUMKOB BTOPOro UMW Nocneayowero ypos-
Ha. Hanpumep, nsrotoBuTeb 3aKynaeT CTepUNbHbIA MPOAYKT B KaYecTBe KOMMNOHEHTa 4151 CBOero Tak e cTe-
PUNbHOTO KoMmmekTa. [MocTaBLUmK CTepUnbLHOro NPoAyKTa NUCNoMb3yeT KOHTPaKTHLIA cTepunuaaTop. B aTom
cnydae, nsroToBuUTENb MOXET NoTpeboBaTh NPOBeAEHNS ayaUTOPCKUX MPOBEPOK, UMK U3YUYUTb 3anucu no
BanMdaLlum npolecca, KoTopble BeAeT CTepUNnN3yoLLas opraHnsaumns, ABNsOLWAsCcA NoCTaBLMKOM BTOPOro
ypoBHs. 3roTosutens AomkeH y6eanTbCsl, YTO NOBTOPHAs CTEPUNU3ALINA NOCTaBISIEMOro CTEPUNBHOrO Npo-
AyKTta He 6yAeT MMeTb HUKaKoro HeraTMBHOrO BNUSIHUAS Ha 6e30MacHOCTb U pesynbTaTUBHOCTb MEAULMHCKOrO
nsgenus. Heobxoammo yaennts ocoboe BHYUMaHWe NocTaBnsAeMoMy U3AeN o U ero CBoMCTBaM Ans obecne-
YeHus TOro, YTo 0ba (BO3MOXHO, pasfiniHble) npoLiecca ctepunusanum He 6yayT HeraTMBHO BNUATL Ha 6eso-
MacHOCTb U pe3ynbTaTUBHOCTL BCEr0 MEAULMHCKOro M34enust UM Ha COOTBETCTBUE MoBbIM YCTAHOBNEHHBLIM
TpeboBaHWAM. M3roToBrTENb rOTOBOrO M3AEMUSA OTBEYAET 3@ BECb KOMINIIEKT CO BCEMU ero KOMMOHeHTaMu v
pokeH obecneuntb, 4TOObI nNofgobHas yTBepxaeHHas UM WHGopMauma Obina nerkogocTynHa ans
AeMOHCTpaLMX MPUrogHOCTU BCEX NPOLECCOB CTEpUM3aL/Mu.

WaroToBuTENb M NOCTABLLMK JOMKHBI AOrOBOPUTLCS O PaMKaxX CBOEN MHANBUAYaNbHOW OTBETCTBEHHOCTU.
B To Bpems kaK M3roToBUTENb HECET OTBETCTBEHHOCTL 3a BCE MeAULMHCKOe N3aenne, NOCTaBLLUUK Takke UMeeT
onpegeneHHble obszatenscTBa, HaNnpUMep, Takue Kak 0bMeH uHdopmaumeint. Hu npu kakux obeTosTenscTeax
N3roTOBUTENb HE MOXET NnepeaaTh NocTaBLUMKYy OTBETCTBEHHOCTb 38 CBOe MeauUMHCKoe nsgenve.

Perynupytowime TpeboBaHus o6s3bIBaOT U3roTOBUTENSI BaNMAMpoBaTb NPoLecchl, pesynbTaTkl KOTo-
PbIX He MOTYT BbITb NpoBepeHbl NocneayoLnM MOHUTOPUHIOM UM N3MEPEHUAMW. He3aBMCUMO OT TOro, KTo
Ha camMoM Jene BbINOMHAET BanuaaLmio NpoLeccos, UMEHHO U3roTOBUTENM HECYT MOMHYI0 OTBETCTBEHHOCTL
3a npasunbHoe ee nposeaeHne. N3rotToBuTenb AOMMKEH MMETb BOSMOXHOCTb NPOAEMOHCTPUPOBATL, YTO BCE
CBA3aHHbIE AOKYMEHTBI U 3anncy Bbinn pacecMoTpeHbl U 0ao6peHbI.
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M3roToBMTENb M MOCTABLLMK AOITKHBLI COMNacoBaTh NPOLECC OUEeHKU NoBbIX M3MEHEeHUIn BanMaupoBaH-
HOTo MpoLecca, ¢ Lenblo onpeaeneHnus HeobxoauMocTu NOBTOPHON Banuaaunn U AOKYMEHTUPOBaHUA. OTu
TpeboBaHWA AOMKHbI OblTh YCTAHOBIIEHbI B COTMNAaLIEeHN Mexay U3roTosutenem U NocTaBLMKOM.

HekoTopble TUNWYHbIE 06nacTu, KOTOPbIE HY)>XHO PacCMOTPeTb A0 3aKMOYEHUSA COornalleHus Mexay
N3roTOBUTENEM U €ro MOCTaBLUUKOM:

- 0esiTeNbHOCTb MO NPUEMKe 1 AeNCTBUS Mo Bepudmkauumu;

- obpaboTka xanob;

- aHanM3 NepBONpPUYMUHBI;

- KOppeKTupyoLwme n npegynpexaamwme AeNcTBus;

- MEHEOXXMEHT prcKa;

- NpOeKTNpoBaHue;

- TpeboBaHWsa K MapKUPOBKE U NMPOCIIEXNBAEMOCTH;

- TeXHUYeckasi OKYMeHTauusl (B OTHOLIEHUW MOCTaBKM);

- 06paboTka HECOOTBETCTBUIA;

- TpeboBaHusA K ynparneHUo U3SMEHEHUSIMU;

- cO34aHne 1 coxpaHeHue AOKYMEHTOB U 3anucei;

- ayauT NoCTaBLLUKOB;

- OT3bIB NPOAYKLNK;

- Neproanyeckoe oLieHUBaHNe Unn nepeoLieHnBaHne (NpoayKumns NocTasLmKa, yenyrn uwunm gaHHole).

YnpasneHne, 0TBETCTBEHHOCTb U 06A3aHHOCTK, Kak NPaBuUsio, AOKYMEHTUPYIOTCA B KOHTPaKTHBIX corna-
LUeHUsX, 3asBKax, 0ba3aTenbCcTBax (CornalieHnsx o B3aumoaencTenm) u 1. a4. Hesasncumo ot HanmeHoBa-
HWA, Nogo6Hble pasaernbl TAKUX COrflalleHUiA SIBSIOTCA HEOTbEMNEMBIMUA.

B cnyyae ncnonb3oBaHUsi BHyTPEHHUX MOCTaBLUUKOB, NOAOOHBLIX AOrOBOPHbIX COrfalleHnin Unn 3asiBok
MOXeT U He 6biTb. TeM He MeHee, AOMKeH BbiTb YCTaHOBMNEH HEKOTOPbIA TUN hopManbHOro cornalueHus
(cornaweHnin o B3anmogencTsum). CtaH4apTU30BaHHBLIA Npouecc pas3paboTKM Takux COrfalleHUin MoXeT
NMPUHECTW MONb3y M3roTOBUTENI0, 0COBEHHO B Lensax obecneyeHss COOTBETCTBUA BCEM PErynMPYOWMM U
3aKkoHogaTeNbHbIM TpeboBaHUSAM.

Ha ocHOBaHWM OaHHBIX, CBUAETENbLCTBYIOWUX O NPOBEAEHUU OOSMKHOrO OUEHWBaHWUS NocTaBuiuKa,
yCTaHOBMEHHbIX CPEACTB yNpaBneHusl, pacnpeaeneHnst oTBETCTBEHHOCTU U crnocoboB obMeHa nHdopMauuen,
N3roTOBUTENb AOMXKEH ONpeaenqTb nognexatime UCNoNHeHUIo AeNcTBUS no ogobpeHuto. CoveTaHue ynpas-
neHus 3akyrnkaMmn n AesiTenbHOCTU MO NpUeMKe AOMKHO BbiTb HeMocpeaCTBEHHO CBS3aHO C NPUBHOCUMbIM
pUCKOM NpPOAYKUMW Wnnn ycnyru.

ObbeKkTUBHbIE CBMAETENLCTBA MOTYT BKNOYaTh!

- KOHTpaKTbl, 3aKas3bl Ha 3aKynKy, corfaweHus no obmeHy nHdopmaumen n 1. 4.;

- Npoueaypsbl NpMeMku Unu oaobpeHnsa, TpeboBaHUA K 3aKyrnkam;

- cneundurkalun n TpeboBaHus;

- 3anu1cK No aHanusy, npuemke unu ogobpeHuio;

3.5 lNocTaBka, M13MepeHUue U MOHUTOPUHT

Ha ganHol ctagun ynpasneHus, ogobpeHHbIn nocTasLumk byaeT cnocobeH NocTasnsTb U3roTOBUTENHO
NPOAYKLMIO NN YCIYTM B COOTBETCTBUM € 3aKNOYEHHBIM cornaweHneM. B pamkax npoueccos nNpoussoAcTBa
NpoAyKLUN N3roTOBUTENb AOIPKEH YCTAaHOBUTb B OTHOLUEHUW MPOAYKLUA MOCTaBLLMKA BXOAHOW KOHTPOSb C
Lenbilo MpOBEepKA BbLIMONIHEHNS MOCTaBLUUMKOM YCTaHOBMEHHbIX TpeboBaHui. Kak npasuno, Takue
MEpPONPUATUAS BKIOYAIOT:

- nonyveHve NpoaykuumM Uim ycnyru;

- BbIMOSIHEHWNE AeATeNbLHOCTM Mo NpueMke (Hanpumep, BU3yarbHbliA KOHTPOSb WU UCTIBITAHUSI, aHanM3
cepTMdurKaToB COOTBETCTBUSA N/UNN NPOTOKONOB UCCedOBaHWiA);

- NpoBeAeHne N3MepeHns U MOHUTOPUHIa;

- @aHanuM3 gaHHbIX C NCMOMb30BaHNEM NOAXOASLUX CTAaTUCTUYECKUX MEeTOA0B.

B pesynbTaTte NnpoBeaeHWUs TaKUX MepOonpUATUA MOryT BbITb 06HapykeHbl Npobriembl ¢ TocTaBNsieMon
MOCTaBLLMKOM NpodyKunen n/unm ycnyron, a Takke npobnemam, cesisaHHble ¢ cobniogeHMem NocTaBLLUKOM
YCIOBWIA 3aKIOYEHHOro cornatueHuns.

Ecnu obHapyxeHHas npobnema HaxognTcs B pamkax NpovM3BOACTBEHHbIX UMW CBSASAHHBIX C HUMU MpO-
LeccoB (CM. PUCYHOK 1), TO U3rOTOBUTENb AOIIKEH UHULUMMPOBATL KOPPEKLMIO, a Takke, ecriv NPUMEHUMO,
KoppeKTupyloLlee W/unun npegynpexagatowiee AencTBue.

B 3aBMCMMOCTN OT pucKa MPMBHECEHHOro 3aKyrnaemon Npoaykuvein W/unuv ycryro, Msrotosutesb
MOXeT NnaHMpoBaTh W OCYLLEeCTBAATL Nepuognyeckoe nepeoLieHnBaHue nocTasLimka, HesaBUCUMO OT TOro,
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6bInn Nn OGHap)/)KeHbI I'IpOGJ'IEMbI. Ll,enb TaKkoro nepeoueHnBaHUA COCTOUT B TOM, 4yTOGbI BpemMs OT BpeMeHU
noaTeepXxgatb CrnocoBHOCTL MOCTaBLUMKA BBINOHATL COTMTAacoBaHHbIe Tp66OBaHVIFI.

O6beKTMBHbIE CBMAETENLCTBA MOTYT BK/THOHaThb!:

- nony4eHune, BI/I3yaJ'IbeIIZ KOHTpPOIb, 3annucn ¢ NpueMKe,

= 3arnncu pesynbtaTtoB NtoBbIX AENACTBUIA, CBA3AHHBIX C KoppeKunamun.

3.6 O6paTHanA cBA3bL U KOMMYHUKaL MK

MaroToBuTenb OOMKEH MMETb BO3MOXHOCTb COOOLIWMTL MOCTaBLWKY O ero COOTBETCTBAM CBOUM
noTpebHoCcTAM 1 oXxungaHnam. JomkHa ObiTb 0becrneyeHa kak NonoXuTensHas, Tak u oTpulaTensHas obpar-
Has CBA3b.

MarotosuTenb gomxeH obecneunts Hanuune aheKTUBHON ABYXCTOPOHHEN CBA3WN, C Lienblo obcyxae-
HUs Npobnem n/nnu xanob, a Takke peLleHnsa Apyrux Bonpocos. BaxHo pa3BuBaTth AoBEpPUE MEXAY CTOPOHA-
MU, 4TOBbI paspelaTs Nobbie Npo6remMbl COBMECTHO U onepaTUBHO.

Ecnu npobnembl naeHTUNLMPOBaHbI U YyCTpaHeHbl, TO A0SPKHO ObITb NPUHATO pelleHne B OTHOLLIEHUN
Heo6XxoaMMOCTIN AONONHUTENBEHON 06paTHO CBA3K.

Ecnu koppekTupyloliee Unu npegynpexparolee aencreue (aanee — CAPA) ycTaHOBNEHO NMPUMEHU-
TenbHO K MOCTaBLUUKY, TO MOXET noTpeboBaTbca AONONHUTeNbHaA obpaTHasa CBA3b U cpeacTBa nepeaayn
nHpopmaLmn. Kak yactb 3Tol AeaTeNbHOCTN, U3rOTOBUTENIO cnedyeT NPoBECTU NepeoLeHUBaHUE BO3MOXK-
HOCTEN NocTaBLyMKa B AOMrOCPOYHON NepcrnekTuae.

B 3aBMCMMOCTM OT XapakTepa nocTasnsemMon Npoaykuun u/unn ycnyru, 4acte aenctesuin CAPA, koTo-
pas goskHa bbiTb BbINOMHEHa, MOXeT ObITb NepeAaHa N3rotToBUTeNeM NOCTaBLKNKY. Pe3ynbTaThl Takux 06b-
eanHeHHblx Adencteuin CAPA msrotosuTens U nNocTasBliMka AOMKHbI YAOBNETBOPUTL TpebosaHuA
MPUMEHUMBIX CTaHAAPTOB U perynupyownx TpebosaHuii.

HecmoTps Ha To, UTo HekoTopble 3 AercTBuin CAPA mMoryT 6biTb NepeaaHbl NOCTaBLUMKY, NOMHas OTBe-
TCTBEHHOCTb 3a 9T AeNCTBUS NEXUT Ha u3rotosutene. Bee peweHna ceasaHHble ¢ CAPA, a Takxke nposepka
NX pe3ynbTaTUBHOCTW, ABMSOTCA NPegMeTOM OTBETCTBEHHOCTU W3roTOBUTENS, koTopas He MoxeT 6biTb
nepefdaHa noctasLwuky. Ecnu peanusauus geincteun CAPA nepegaHa NOCTaBLWKUKaMm, TO U3roTOBUTENb AON-
»XeH obecneunTb UTo:

- B CMK narotoButens yctaHoBMEHbI NOMNOXEHUA NO BbINOMAHEHUIO NOCTaBLUUKaMN 4eNCTBUA, CBA3AH-
HbiX ¢ CAPA;

- ByayT BbINonHeHbl Bce gencteusi CAPA, csizaHHble ¢ TpeboBaHUAMM K NpoAYKLMU, NOCTaBseMOn
nocTaslmkoM. NHdbopMauma U AdaHHble, NofyveHHble OT 3Toro nocraswuka, 6yayT naeHtTuduumMpoBaHsbl
(Hanpumep, cBsisaHHbIE CO CTEMNEHbO YrpaBneHusi, Heob6XxoaMMOro B OTHOLLEHUM NOCTaBLLMKA);

- obsAsaTenbcTBa NOCTaBLMKa, CBA3aHHbIEe ¢ aencTBUAMU CAPA, ICHO 1 YETKO YCTaHOBIIEHbI B AOr0BO-
pe 1N NHOM cornalueHnn (Hanpumep, HernocpeACTBEHHO B CAMOM KOHTpaKTe Ui cornaileHmm no obecneve-
HWUIO KavyecTBa);

- NoCTaBLLMK HeYKOCHUTENbHO cobntogaeT CBOU AOroBopHbIE 06s3aTeNbCTBA OTHOCUTENBHO ASNCTBUIA
CAPA (Hanpumep, CBOeBpeMeHHas peanunsaluns ucrnpasneHnia);

- BOKYMEHTaLus 1 3anucu, cesasaHHble ¢ gericTBusimi CAPA nocTasLumMKa HaxoasTes nod ynpaeneHem
1 QOCTYMHBI MO NepBOMy TpeGoBaHuIo.

Ecnu noctaswuk He cnocobeH BbiNonHUTL geicTensa CAPA, kak yCTaHOBMEHO B cornalleHnu, To Uaro-
TOBUTENb AO/DKEH MpednpuHATbL AeNCTBUA, JocTaTouyHble ANs ucnpasneHnsa obosHavyeHHon npobnemel.
Takue AencTBMA MOTYT BKIItoYaTb 06y4eHe COTPYAHUKOB NOCcTaBLUMKa, NepecMoTp OTBETCTBEHHOCTHU 3a pea-
nusaumno aenctenin CAPA, npegocTaBneHWe nocTaBLUMKy pecypcoB. Ecnu Heobxoaumble pesynbTaThl He
MOryT BbITb AOCTUMHYTHI, TO criedyeT o6paTUTLCS K APYroMy NocTaBLUKKY.

MN3roToBuTenb aomkeH 6biTb crnocobeH NpoaeMOHCTPUMPOoBaTh NOCPEACTBOM NpeaocTaBneHns obbek-
TUBHbIX CBUAETENBLCTB, YTO NOMHbIA Npouecc CAPA ocylwecTBNEH U ABMSIETCA pe3ybTaTUBHBIM.

ObbekTuBHbIE CBMAETENLCTBA MOTYT BKIItoYaThb B cebs:

- cnocobbl CBA3W, YCTAHOBMNEHHbIE N3roTOBUTENEM W/UNKU NOCTaBLUNKOM;

- AOKyMEHTaLMIO U 3anncu NpoLEeccoB KOPPEKTUPYIOLMX 1 NpeaynpexaaroLnx AencTBUA.
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Mpunoxenne A
(cnpaBo4Hoe)

CBefieHUA 0 COOTBETCTBUU CChINTOYHbIX MeXayHapoaHbIX CTaHOAapTOB HaUMOHalIbHbBIM CTaHOapTam
Poccuiickon CDe,qepau,vm (I/I ,qe|7|CTBy|ou.w|M B 3TOM Ka4decCcTBe MeXrocyaapCrtBeéHHbIM CTaH,D,apTaM)

Ta6nwuuya A1

O6o3Ha4eHne CCbINOYHOro CreneHb 0603HaYeHVe U HAaMMEHOBaHWE COOTBETCTBYIOLLLEIO HALMOHANBHOTO,
MEXOYHAPOOHOro cTaHaapTa | COOTBETCTBUA MEXrocyaapCcTBeHHOro ctaHgapra
MNCO 13485:2003 IDT [OCT ISO 13485—2011 «Wapenusi meguumHckue. Cuctembl MeHemX-
MeHTa kadecTBa. CuctemHble TpeGoBaHWs ANs Leneln perynmpoBaHusy
MCO 9001:2008 IDT FOCT ISO 9001—2011 «Cuctembl MeHemKkMeHTa KadecTBa. TpeboBa-
HUAY

MpumedyaHune— B HacTosiwen Tabnuue UCMNONb30BaHO criegylollee ycrnoBHoe 0603HavYeHe CTeNeHn co-
OTBETCTBUSI CTAHAAPTOB:

- IDT — ngeHTu4YHble cTaHaapThI.
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KntoveBble cnoga: M3genust MeguuuMHcKne, cucteMa MeHemKMeHTa KadecTBa, NocTaBLMKY, npoaykuma m
ycnyru, nonyvyaemble OT NMNoCTaBLUNKOB
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