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MNpeaucnosue

1 NOArOTOBNIEH Of6wecteom C orpaMuyenMolrt oreercTeedsocTsio «MEOWUTECT» (OO0
«MEOWUTECT ») Ha ocHoBe cOBCTBEHHOIO ayTeHTUYHOIC NEePeBoaa Ha PYCCKMA A3LIK MEXQYHAPOAHOrO CTaK-
Aapra, yKa3asHoro 8 nyMxre 4

2 BHECEH TexHu4ecknm kOMUTETOM NO cTanaaptuaaummn TK 436 «Ynpasnexue Ka4yecTBoM MeguUmHt-
CKUX u3nenuiny

3 YTBEPXOEH W BBEQEH B OENCTBME MNpukaszom DegepansHoro areHTcrsa no TeXHUHecKkoMy
perynuposanuio ¥ meTponorui ot 10 miona 2015 r. Ne 635-ct

4 Hacroswuii ctangapT MAGHTHHEH N0 OTHOLLeHUIO K MeXayHapoaHoMy AOKyMeHTY Lienesoit rpynnsi
no rnoSansHoi rapmonuaauyum (Global Harmonization Task Force — GHTF) GHTF/SG3/N 17:2008 «Cucre-
Ma MeHeKMeNTa kavecTsa. Magenua MeauuuHckue. PyKOBOACTEO NO yNPaBneHnio NPOAYKUWEeR 1 ycnyramm,
nony4aemsimu oT noctaswukoBr» (GHTF/SG3/N 17:2008 «Quality management system — Medical
devices — Guidance on the control of products and services obtained from suppliers»).

Mpu NpUMEHEeHnH HaCTOALEro CTanaapTa PeKOMEHOYETCH UCNONbIOBATh BMECTO CChINOHHBIX MEway-
HapOAMLIX CTAaMA3PTOB COOTBETCTBYIOLUME WM HauuoHansHslie craugaptel Poccuitickon degepaumnu o
OEVCTBYIOWWE B 3TOM Ka4YeCTBE MEeXroCyAapCTBeHHbIe CTaMAapTsl, CEeAEHUS O KOTOPLIX NPUBEAeHb! B
AONONHUTENBEHOM NpUNoXenun OA

5 BBE[EH BMEPBbIE

fpasuna npumexeHus Macmoswe2o0 cmandapma ycmawoeneust 6 FOCT P 1.0—-2012 (pazden 8).
Ungbopmayus ob uameneHuUAX K Hacmoawemy cmandapmy nybnukyemcs @ exe200HOM (M0 COCMOAMLIO Ha
1 aneapsn npedsidywie2o 200a) uHopMayuoOHHOM yKkazamene «HauuoHanbHeie cmandapmei», a ouyuans-
Mbil MEeKCM UMEeHeHUL U NOoMNpasox — 8 eXeMECAYHOM UHDOPMaUUOHHOM yKkaszamene «HauuowansHbie
cmandapmbiy. B caydae nepecmompa (3aMens:) unu ommeNs HacmoAawe20 cmandapma coomeemcmeyio-
wee yeedomnenue Gydem onybnuKkoeaHo 8 SnuxaliemM eaINyCcKe @XemMecayH020 UHHOPMaLUOHHO20 yKasa-
mena «HayuowansHeie cmamdapmsi». Coomeememeyiowas uHpopMayus. yeedoMmmeHue U mexcmst
paaMewaomes maixke 8 uxghopmauuommoll cucmeme obuwe2o NoNL30EaHURA — Ha ouluansHoOM caume
Q@edepansko20 a2eHMCmMea N0 MexXHUYEcKOMy pez2ynuposaduly U mMemponosuu & cemu Humepuem
(www.gost.ru)

© Crauwgaptundopm, 2015

HacToswmit craHaapT He MOXeT GbiTh NONHOCTLIO MNKW YaCTUHHO BOCNPOU3BEAEH, TUPAXKUPOBAH U pac-
npocTpaKed B KayecTee opuumansHoro uanawus 6ea paspewenns egepansHoro areHTcTaa No TeXHUYEcKo-
MY PerynupoBaHMIO U METPOMOMI
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BeeneHue

Hacroswui ctangapt paspaboran Llenesoi rpynnoi no rnobansHo#n rapmorunaaunm (GHTF) — nob-
POBONLHLIM COOBLWECTBOM, COCTORWMWM U3 NPEACTABUTENeH perynupyrowmy opraHoB MeguuUHCKOW npo-
MBILNEHHOCTU. HacToAwwMiA craMpapT He npeadasHaded kak obazarensHoe pyKOBOACTBO ANA
MCNONL3I0BAHWA 8r0 B PErYNUPOBAHNMK MEANLIMHCKIX U30eNuid.

Hacroswuii cTanaapT npeaHasHadYeH AnNS WaroTosuTenei meauuvHckux uanenunit. NMpegnonaraercs,
4YTO NONbL3IOBATENL HACTORLErO CTaHSAPTa 3HAKOM C perynupylolumu TpeboBaHuaAMK, CBA3AHHLIMK C CHCTEe-
MO MEHeQKMEHTA Ka4YeCTRa, YCTAHOBMEHHBIMK B MEQULMHCKOM NPOMBILLINEHHCCTH. HacToswwit ctasgapT
MOXeT ObiTh Noneaed ANA perynupylowrx opradoB i NOCTaBLLMKOB, HO OH HEe NPeaHa3Ha4YeH ANA OLEeHKH
COOTBETCTBMA perynupyiolinm rpebosannam.

Cywecrayioue perynupyrowue Tpebopanuns, Hanpumep, ycrasosnennsie B nylkrax MCO 13485 (noa-
pasnenst 4.1 1 7.4), a Tak e HekoTopsie TpeboBanuA, yCTaHOBNEHHBIE perynupylownmm oprasamu CLUA u
Anouun, TpebyloT, 4TobbI OPrasu3aL ik ynpasnanu NPOAYKUMENR 1 yenyramu, Nony4aeMsiMi 0T NOCTABLYWKOB.
311 TpebGosanmna 06A3LIBAIOT OpraMU3aL i yCTaHOBUTL THN M CTENEeHL TAKOTo YNPaBnedna, KOTOPLIE JOMKHbI
BT OnpeaeneHsl h AOKYMEHTUPOBAKE! B CHCTEME MeHEeQXMEHTa Ka4YecTea. YNpasneHne MoxeT BuiTb onpe-
AeneHo u AOKYMEHTUPOBAHO B AOroBopax, COrNalueHuax W KOHTpaKTax, nnaKax no KayecrTsy Unu B gpyrux
TUNAX QOKYMEHTOB.

Hekoropbte TpeboBanma, YCTAHOBNEHHLIE PErynyMpylolWuMy opralam ANA MeSUUMHCKUX U3aenuin 1
CER3aHHLI@ C CUCTEMOM MEHeKMEeNTa Ka4yecTsa, OCHOBLIBaAKTCA Ha Tpeboeranwuax UCO 9001. MCO 9001
(nogpaanen 4.1), cogepxut TpeboBaHNA B OTHOWEHUH «NPOLECCOB, BLINONHEHKE KOTOPLIX NepeaaHo Cro-
POMHUM OpraMu3aumramM», OQHAKO Camo onpeaenexue Tepmuna Takmx npoueccoe 8 UCO 9000 He ycranosne-
Ho. UCO 8001 (noapaspen 7.4), ycranasnueaet TpeboBanna K 3aKynkam, HCNOoNb3ys TEPMUHE! «3aKynneHHas
NPOQYKUNA» U «NOCTABLMKW®, HO HE BXITIOHAET U HE COAePXUT CChINKY Ha «NPOLECCH, BLINONHEHWE KOTOPLIX
nepeaaHso CTOPOHHKM OpPraHuaauMaM» YKadaHHeiX B NyHKTe 4.1. 3170 NPUBOAUT K PAs3NUYHbiM MHTEepnpeTauu-
AM OTHOCMTENBHO YNPaBneHua NPoUeccamu, BeINONHEHKE KOTOPBIX NEePedaHo CTOPOMHWM OpPraM13aumam,
NOCKONBKY OHK KAcaloTCA KaK ynpaenenua sakynkamu (MCO 8001, noapaanen 7.4) Tak u TpeboBanuii cucte-
Mbl MEHEIKMEHTA KaYecTBa ANA UArOTOBHTENen MeaULMHCKMX M3nenui.

Texuudecxkuit Komuter UCO (TK 176), koTophift paapabaTweaer cravgapti cepun MCO 9000, ewinyc-
THN PYKOBOACTEO, pasdwacHaowee Tpebosanua nogpaagena 4.1 UCO 8001, B oTHOWEHKUM yNpaBneHna npo-
Leccamu, BLINONHEHKE KOTOPLIX NEpeaaHo CTOPOHHUM OpraHn3aumam.

B nyuKTe 2.2 aTOro pyxoBOACTBA ONpeAeneHo;

Uens ycmanoenexus mpebosanusa MCO 8001 (nodpaszdena 4.1). cocmoum @ mom, Ymo ko2da op2anu-
Jayus pewaem nepedams CMOPOHHUM OP2aHU3aLUAM GbINONMEHUE Kaxkozo-nubo npoyecca (NoCMOoAHMO
unu epemMexHo), Komopeltl sampazaugaem coomeemcmeue npodykyuu mpebosanuam (cm. ACO 9001,
nywkm 7.2.1), mo opzaanu3ayua He Moxem npocmo u2Hopupoeams 3Mom NPoUecc, a Makke Me enpaee
ucKkmoYams €20 u3 ceoel cucmems MeHedXMeHma Kkayecmea.

Opezanuzayun domana 0emMoHCmpupoeams, 4mo ocywecmenaem docmamoYHoe ynpaenenue, Komo-
poe ofecrnieyueaem, 4Mo IMOom NPOUECC BLINOMEH CO2MacHO NpuMeNumsits mpebosanuam UCO 9001, a
maoke niobbir dpyalr mpeboeanusM cUCMEeMbl MEHEOXMEeHMa KaYecmea opeanusayuu. Xapakmep amozo
ynpaanenus Sydem 3agucems 0m GaXHOCMU MepedanHo20 CMOPOHHUM OP2aMU3IaUUNaM NPoyecca, NpUeHe-
CeHHO20 pucka, @ maixe cnocobHOCMU U KOoMNemeNmHoCmu NocMageLyuxa esinonHums mpebosanusa npo-
yecca.

lMpoyeccer, nepedankbie CMOPOHHUM OP2aHu3auuaM, e3aumodelicmeyem ¢ Gpy2uMuU Npoyeccamu cuc-
membi MeHedxMeNma Kavecmea op2anulayuu (amu dpyaue NPpoueccst Moz2ym Ghimb 8sIN0NHEHE Op2aNL3a-
yueld camoCcmoamMensHo, UNU Mo2ym CcaMu RENAMLCS nNpoyeccamu, MepedaHHBIMu CMOPOMHUM
opz2anu3layuam). Takue eszaumodelcmeus makwe Oonxubl Bbimb MOGGepeHyMbl COOMEEMCMEYylowemy
ynpaenenuio (cm. 4.1[a] u [b])?) MCO 9001.

MoaTomy, KOrAa HaroTOBUTENL MEAXLWHCKOrO U3AENUA PELIAeT UCNONL30BATL YCNYTH NOCTABLUKKOB, OH
acnxeH obecneynts ynpasnenue noboi nony4aemoin 0T HUX NPOSYKLUA UNK YCNYTY, KOTOPOE SOIMKHO BbiTh
onpeaenexo B cUCTemMe MeHeKmenTa kavectea (CMK). Ynpasneuue MOxeT OCYWECTBNATLCA U Aanee, ecnu
NOCTasWmK UCNONL3YeT Cybnoapaa4KKOB.

Lanee No TEKCTY HACTOALWEro CTaHaapTa TEPMUH «NPOLECCSHI, BLIMONHEHWE KOTOPLIX NepesaHo cro-
POHHUM OpraluaayuaM» He NPUMEHAIOT.

HISOITC 176/SC 2/N630R2 «MCO 9001. Baenenune u nopaepxka. PyXoBOJCTEG NO NPOLECCAM, NepeaaHHbIM Ha
aYTCOPCHHI®.

www.veara.ru

+IVEARA

MOMBEMHUKM A9 MHBANMAOB

FOCT P MCO 10535-2010

HAUMOHANBHBIA CTAHOAPT POCCUMUCKOW OEOEPAUUMU

Cucrema meHekMeHTa KayecTaa
U3NENUA MEOAUUUHCKUE
PyKoBOACTBO NO yNpasneHuio NPOAYKUMEN U YCyramu, NoNy4aemMbIMU OT NOCTABLMKOB

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

Nava esepednn — 2016—07—01

1 OBnacTb npuMeHeHun

HacToawwii CrauaapT NpeaHasHadyed ans WaroTOBMTENeW MEeSUUMHCKUX WM3Nenwid Npu ynpasnesuu
NPOAYKUMEN ¥ yCnyramu, nony4aemMsiMu OT NOCTaBLUKOB.

[nAa uyeneil HacToAWero CTaHgapTa, NPOAYKUMEeR Nk yenyramu ABNAIOTCA Te, KOTOPLIe UaroTOBMTEN.
3aKynaerT unu nonyyaert uHeim cnocobom. Kpome TOro, NOCTasLyMKOM ABNAETCA nboe NUULO, KOTopoe He
BKMIOYEHO B CUCTEMY MEHEeDKMEHTa Ka4ecTsa MaroTOBWUTens. 3T0 OTHOCWUTCA M K NOCTABLYMKY, KOTOPLIMA
MOXET ObiTh YaCTbI0 OPraHU3aLMK UIrOTOBUTENA, HO OCYLLECTBNAET CBOIO AGATENLHOCTL B PAMKaX OTAeNb-
HON CUCTEMBI MEHEQXMEHTa KayecTea. Hanpumep, ecni NOCTasWMK He ABNRETCA 06BLEKTOM BHYTPEHHEro
ayauTa M3rOTOBUTENSA, TO CHUTARTCA, YTO ATOT NOCTABLUMK HAXOAUTCA NOA YNPABNEHNEM OTAeNEHON CUCTEMBI
MEHEeKMEHTA KaYecTsa U A0NKEeH PACCMATPHBATLCA KaK BHYTPEHHMIA NOCTABLUMK.

Opranm3aumy, KOTOpbIe UMEIOT KOPNOPaTUBHYIO NONUTUKY B 0BNACTH KaYecTea ¥ COOTBETCTBYIOWME
npoueaypsl, He 06A3aTeNLHO PA3MELAIOT BCE NOAPA3AENEHUa UK FPYNNi! NoA YNpasnexue eAuHoN cucre-
Mbl MEHEKMEeHTa Ka4ecTea. MICXOAA 13 aTOro, OAHM NOAPA3AENEHHA UNK TPYNNLI MOTYT ABNATLCA BHYTPEH-
HUMM NOCTABLMUKAMM MO OTHOLWEHUIO K ADYIMM NOAPA3ASNEHUAM WNK rPynnam B paMKkax OAHOM U TOW Xe
KOPNOPaLMKU UNK KOMNEHWA.

BHyTpeHHWE NOCTABLUMKY JODKHBI YNPABNATLCA TEM XKe CNOCOBOM, YTO U BHELLHME NOCTABLUMKM.

MaroToBUTENM A0MKHE! ONPEAEnsaTh U QOKYMEHTHPOBATE TUM U CTENEHs YNPaBNeHua, NPUMEHAEMOro K
NOCTABLYMKAM, 3 TAKKE NOAAEPKMBATE OOLEKTHBHLIE CBUABTENLCTEA, YTO NPOAYKUMA U YCYri COOTBETCTRY-
10T YCTaHOBNEHHLIM CneunduKaLmMam. ST JOKYMEHTEI U 3aNUCH ABNRIDTCA 06BLEKTOM OLEHWBaHKUA Ha npea-
MeT COOTBETCTEBMA perynupyiowum TpeboBanmaM W NO3TOMy, AOMKHB HaxXOAWTLCA NO  aapecy
MECTOHAXOXABHWA WU3rOTOBUTENA Unu BbiTh JOCTYNHBIMK NO nepeomy TpeGoeawmo. OTkas 8 gocTyne unu
OTCYTCTBME TaKuX OO BLEKTUBHLIX CBMAGTENLCTE YNPABNEHWA, CBR3AHHOTO C AGMHCTBUAMM NOCTABLMKA, MOXKET
NPUBECTI K PErMCTPaLUM 3HAYUTENBHONO HecooTeeTCTaMA ).

2 TepMuHbl U onpeaenexdus

B HacToswem ctTaHaapTe npuMeHeHt Cnegyowne TepMuHsl C COOTBETCTBYIOWUMI ONPEaeneHnsaMM:
2.1 nocraswwuk (supplier): Opranuaayua (3.3.1) unu Nuyo, npegocTasnaowme npoayxumio (3.4.2).
MCO 9000, nyukr 3.3.6)

Npumepst — Hizomoeumens, ducmpubsiomop, npednpuamue po3HUYHLILU mopaoenu unu npodasey npo-
dyKyuu, UCNONHUMENE YCNYyau, NOCMasIuK uHopmMauuL.

MpumeuaHusn
1 Nocraswuk MoxeT SuiTh BHYTPEHHUM MNW BHEWHUM N0 OTHOLWEHKIO K OPraHn3auwu.
2 B XOHTPSKTHO® CUTYSUWUM NOCTABLIMKA HHOTAA HAJLIBAKT aNO/PAANMKOM».

Y GHTYF/SG4/N28 Pyrosodcmeo no sydumy cUCMEM MEHE)XMEHMS KAUECMEa U3zomosumenel MedUUUHCKUX
u3denud Ha coomesmcmeaue peaynupyrwum mpebosanunn. Yacmes 1. O6wue mpeboeatun.

Wapanue opuumansHoe



2.2 npopykuua (product): PeaynsTaT npouecca (3.4.1).
[UCO 8000, nymxr 3.4.2]

Npumevasnun

1 UmewTca veTupe ofune KaTeropumn NPOAYKLUMK:

- yCNyru (HaNpUMEP, NEPEBO3KK);

- NPOrPaMMHEEe CPEACTEA (HANPUMED, KOMNBIOTEPHARA NPOrPAMME, CNOBAPK ).

- TeXHWMECKWE CPEACTEa (HanpuMep, y3en aeurarens),

- nepepafaTuieaemMble MATEPHAns! (HEaNPUMEep, CMa3Ka).

MHorne Buas NPOAYKUMK COQEPKET INEMEHTS!, OTHOCAWMHECH K pasznuusbiM obuium kaTeropuam npogykuyuu. OTHe-
CEHUE NPOAYKLMM K YCNYrasm, NPOrPaMMELIM CPEACTEAM, TEXHUYECKUM CPpeacTaam unu nepepabaTuBaeMsiM MaTepnanam
agencuT oT npeolinagawero anemMenTa.

Hanp¥Mep, NOCTEBNAEMAN NPOAYKUWA 43BTOMOBHNbY COCTOMT M3 TEXHUNECKHX CPRACTE (HANPHMED, WKH), Nepepa-
GaTuiBaeMbIX METEPHANOB (fopovee, OXNAXABNWEN XHAKOCTS), NPOrPAMMHEIX CPEACTE (NPOrPaMMHOE yNPaBneHuKe 48x-
raTenem, MHCTPYXUMA QNR BOAMTENSR) X YCNyrw (PEILACHEHWA NO IKCNNYATAUMW, RAB2EMEE NPOAABLOM).

2 Yenyra ABNAETCA pE3yNsTATOM N0 MEHLLWER Mepe OAHOro QeRcTauns, 0093aTeNbHO OCYWECTBNEHKOMO NPY B3aK-
MOAeRCcTaNK nocTaewwka (3.3.6) u notpebutena (3.3.5), oHa, xax npasnno, HeMmarepransHa. Mpegocrasnexue ycnyri
MOXET BKNIOYATE, K NPUMEpY, Chegynwes:

- AEATeNLHOCTL, OCYWBCTENEHHY Ha NOCTABNEHHOW noTpelinTenem MaTepUansHon NPOAYKUMK (HENPUMED, BBTO-
MobKnNb, HYXAAVWNECA B PEMONTE),

- QEATENLHOCTL, OCYWECTBNEHHYI H3 NOCTEBNEHHOW NnoTpebuTenem HEMaTepwanbHOW NPOSYXUNKM (Hanpumep,
3afBNeHue 0 QOXoAax, HeoBxoauMoe ANA oNpeaenesuna pasMepa Hanora),

- NPEQCCTEBNEHNE HEMATEPHANEHOW NPORYXUNK (HENPHUMED. HHDOPMELUK B CMBICNE NEPEASYM JHAHKUA);

- coznanure BNaronpUATHEIX yenoexid ana notpefurenei (HAaNPUMED. B rOCTUHKUAX W PECTOPaxaX).

MNporpamMmHoe CPpeacTBo COAEPMMT MHMOPMELUID U OBEINHO RBNRBTCA HEMATEPUANLHLIM, MOXET Takke OuiTe B
dopme NoaAxoaos, onepauni unn npoueayp (3.4.5).

TexHnueckoe CpeacTBO, Kax NPAEWMNO, ABNRETCR MEBTEPHANEHLIM ¥ E70 KONWYECTBO BHIPAXABTCH MCHHCAAEMON
xapakTepucTukon (3.5.1). Nepepabartuisaemsie MaTepnant oBLMHO ABNAITCR MATEPHANBHEIMM U WX KONUMECTBO BIPa-
WAETCA HENPEPHIBHOA XAPakTepPUCTHEOA. TeXHUYECKHE CPeacTEa u nepepabaTeieaemsle MaTEpPHant MACTO HA3LIBAKTCA
TOBApaMHK.

3 O6ecnevenne xavectaa (3.2.11) HanpasneHo rnagxsuiM 00pa30OM HA NPEQNONAraeMyd NPOAYKUKIO.

2.3 npouecc (process): COBOKYNHOCT: B3aWMOCBR3aHHLIX U BIaWMOAEHCTRYIOWMUX BULOB AesTeNb-
HOCTH, Npeobpasylouians BXoasl B BIXOALI.
[MCO 9000, nywkr 3.4.1]

NMpumenuarunsa

1 Bxogamm Kk npoueccy oBuvHO ABNANTCA BEIXOQsl APYIHX NPOUECCOB.

2 MNpouecce B opradn3aywu (3.3.1), xak NPaEUNO, NNEHKPYNTCR # OCYLECTEBNRKTCA B yNPSBNAEMEX YCNOBHAX C
uensio aolanNeHnn YyeHHoCTH.

3 lNpouecc, 8 KOTOPOM NOATEBEPXAEHUE COOTBETCTEUR (3.6.1) KOHEUHOW NpoAYKUHK (3.4.2) 3aTPYRHEHO WNK 3KOHO-
MHYECKH HOUEeNnecooBpaIHe, MacTo OTHOCAT K 4CNeUNansHoMy NPOLEcCys .

2.4 obnexrueHoe ceuperenscreo (objective evidence): Jauusie, NOATEEPKAAOWMUE HANUYHE UK
npasguBoCTs Hero-nnbo.
[WCO 8000, nymkr 3.8.1]

NMpumesanue— Ob6cexTuaHoe cBMAETENECTBO MOXeT OuiTh NONYMEHO NyTEM HEONOAEHNA, HIMEPEHUA, KUC-
neiTanuA (3.6.3) unu gpyrumu cnocobamn.

2.5 waroroeurens (manufacturer). «Marotoeutenss oawayaer nwboe duanyeckoe unu puguyec-
KO€ NUUO, OTBEeTCTBEHHOE 3a NPOeKTUpoBanue Wnu NPOM3IBOACTEO MEAHLMHCKOIO N3QEenus C Uentio Bbinyc-
TWTL B obpawenne meauuuMHckoe uagenwe nog ero cobCTBeHHbIM KMMEeHemM, He3aBWCUMO OT TOro,
CMNPOEKTHPOBaHO WWNK NPOM3BEACHO M ATO MEOUUUHCKOE U3denue oprasuaaunen Unu No ee nopyqeHuio
APYTHUM NUUOM (NULAMK).

[GHTF SG1(PD)N055 R6, nogpasgen 4.1}

Npumevaswusn

1 YKa38HHOE MUIMIECKOE MK NPHAUYECKOE NALO HECET NONHYC OTEETCTEEHHOCTL 38 ofecnevesue cobnwaeHua
BCEX NPUMEHMMEIX PErynupyoiwnx TpeBoBatni ANA MEAULMHCKAX U3QENUR B CTPAHAX MNK PETHOHAX, rQe 3TH W3Aenua
NNaHWPpyaTca NOCTABNATE WNK NPOAAEBAaTS.

2 OT8eTCTEEHHOCTL HITOTORMTENRA PACNPOCTPAHRETCA HA BCE CTAAKN MXUIHEHHOID UKMKNAE MEQHUUMHCKOTO H3AENKS,
arvaxke 3a ofecnevyenne COOTERTCTEMA PErYNHPYIOWUM TPEBOBAHKAM, BKNIOYAA OTHETHOCTL O NPOUCIIECTEHAX ¥ yBEAOM-
NEHUA O KOPPEKTHPYIOUWMKX REACTBHAX.
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3 MpoeKkTHpOoBaHWE W/MNK NPOUIBOACTEO MOXET BKNONAETS!

a) pa3paborky cneundUkayui, NpON3BO[CTEC, M3FOTOBNEHKE, MOKTaX, 0BpaBoTxy, yNnaxosxy. nepeynaxkoaxy, Map-
KMPOBKY, NEPEMEPKUPOBKY, CTEPHNWIBLMKIO, YCTAHOBKY KN NONHYK nepepaborky; u /unu

6) cBopxy, ynakoexy, nepepaboTky w/Mnu Mapkuposky 0AHON unu SoNbWEero YHCna eansny FOTOBOR NPOAYKUHM.

4 flwBoe nuyo, xoTopoe cobnpaeT #nu AananTHPYET B COOTBRTCTEMM C HHCTPYKUMER NO NPUMEHEHUIO PAHES NOCTEB-
NEHHOE APYrMM NKLOM ANS KOHKPETHOIO NBUWEHTaE MEQNLUHCKOE H3/JBNNE, HE ABNASTCA HAFOTOBUTENEM, NPX YCNOBNA,
4To cBopKa UNW 88ENTAUWA HE MEHRET NPEAYCMOTPEHHOID HA3HANEHNA HIARNNA.

5 Nwboe Nuuo, KOTOPOE He AEACTBYET OT MMEHH W3TOTOBUTENA W KOTOPOE MIMEHRET NPERYCMOTPEHHOE HadHave-
HUE H3QENUA NNK NIMEHAET CEMO FOTOBOE MEAWUKHCKOE HIRENHE TaknM 08DE30M, NTO MOXKET NOBNUATE HA Be3onacHoCcTe
AW PE3YNBLTATUBHOCTL W3AENUA, 8 TAKKE AeNaeT HIAeNue QOCTYNHEM ANS WCNONBIOBAHMA NOA CBOHM COBCTBEHHbIM
“MEHEM, JONKHO CYHMTABTCR M3FOTOBUTENEM 3TOTO H3IMEHEHHOID MEQNLIMHCKOTO M3AENHA.

6 AHaNOTMYHLIE NPABUNE PACNPOCTPAHAINTCS TAKKE HA NPUHAANEXHOCTH, NPU YCNOBUM, YTO OHW NOAUMHAIOTCR
perynupyoumm TpeSoBanuam ANA MeAULUHCKUX W3genui. NIMyo, OTBETCTBEHHOE 33 pa3paboTky U/Mnw® NPOM3BO[CTEO
TAKoN NPUHEANEKHOCTH CUATAETCA H3rOTOBUTENEM.

3 OcCHOBHbIE NPUHLMNLI

B CYLLECTBYIOWMX CUCTEMAX PEryNpPoBaHKA TEPMHUH «M3rOTOBUTENE» MOXET UMETE Pa3nUYHbIe onpe-
aenenus. Tem He MeHee, KaX(asid perynupyiowuil opras, 8 uTore, oNpesenseT eauHCTBeHHOIO «UaroToBUTE-
nA» MEAUUWHCKOrO M3QENUA UNK NKUO, KOTOPOE MEeCeT OTBETCTBEHHOCTL 33 BLINONHEHWEe Perynupyiowmx
TpeboBaHWi CUCTEMB! MEHeMKMEeHTa KayecTea. JTOT «M3IrOTOBMTENb» WNW NKUO, KOTOPOE HECeT OKOHYa-
TenbHyI0 OTEETCTBEHHOCTL 338 CHCTEMY MEeHEKMENTa Ka4yecTBa, He MOXET NepenoXuTs (No Aorosopy unu
UHbIM cnocoBom) cobecTaexnylo 0DA3aHHOCTL U OTBETCTBEHHOCTL B OTHOLIEHUKM MI0DLIX DyHKUWMA B pamkax
CHCTEMBI MEHEQXMEHTA KadecTaa. DTO 03HaYaeT, 4YTO OTBETCTBEHHOCTL 3a BuiNoNHeHue TpeboBanuit cucre-
Mbl MEHEKMEHTA KayecTBa HWKOrAa He MoxeT ObiTb nepegaHa Kakomy-nubo NOCTaBLIMKY NPOAYKLUMK W
ycnyr.

HexoTopbie NOCTaBLWKY MOTYT ObiTh NOABEPIHYTHI HEXOTOPOK (hopMe Hafa3opa NPOBOAUMOTO UK pery-
NUPYIOLWWM OpPrasoM BNAacTU UNK TPETLEW CTOPOHOW, AGWCTBYIOWER OT MMEHW perynupylowero oprasa
(Hanpumep, Nuua, OCyWeCcTBNAIOWKE CTEPUNA3aLMIO NO AoroBopy, NnabopaTopuu, OCYLECTBNRIOWMKE UCNbl-
TaHWA N0 [OroBOPY, WM3roToBUTENH (apMaLeBTHYecKOH NPOQYKUWHA, APYTHE W3TOTOBUTENH MEeAULIMHCKUX
uwanenui, u . 4.). Nposegenue Takoro Han3opa He ocroBoXAAET H3rOTOBUTENSA OT OTBETCTEeMHOCTH 3a ycTa-
HOBNEHWe YyNpasneHua u NPeaoCcTaBnene CBMAETENLCTE B OTHOWEHUWN NPOAYKUMM M YCAYT, NONy4Yaembix OT
NOCTABLYMKOB.

Perynupylowue oprasdsl U TpeTbA CTopoHa ByayT NPOBOAKTL WMHCNEKUMK UNKU ayauT W3roTOBUTENs, C
Uenbio YAOCTOBEPEHHUA TOM0, YTO Y H3rOTOBUTENA UMEIOTCA UNKW ACCTYNHE! NO NnepsoMy Tpebosaumnio obnuex-
TUBHBIE@ CBHAETENLCTBA YNPABNeHMA NpOAYKUMEeNn M yenyraMu, nony4aemeiMu oT nocraswukos. OTkaa npe-
[ocTaenTe NioGoe cengeTenscTeo unu obecnednTs aocTyn K niobomy 0DBLEKTUBHOMY CBMACTENLCTBY YNpas-
NEHUK, CBAIAHHOIO C NPOAYKLMEN 1 YCNyraMu, Nony4aemMesiMn 0T NOCTABLUMKOBR, MOTYT 3aKOHYMTHLCA BLIBOQOM
NPOBEPAIOLLEH CTOPOHBLI O TOM, YTO CUCTEMA MEHeQXMENTa Ka4yecTBa WIroTOBUTEnNA, SBNAeTCA HecooTae-
TCTBYIOWEN.

fMpouecc ycTaHoBNeHnA YNpaeneHusa B OTHOLWEHNA NPOAYKLUMK K YCNYT, NONY4YEHHbIX OT NOCTaBLUMKOB,
KaK Npasvno, BKNIOYAEeT WeCTsL CTaguin, KOTOPLIe COCTORAT:

- U3 NNaHUPOBAHUA.

- Beibopa NoTeHUMansHbIX NOCTABLMKOB;

- YCTaHORNEHWA KpuTepres BuiBopa 1 OUEHWBAHWA NOCTABLLMKA;

- 3aBepLUeHns yNpaBneHuns;

~ NOCTaBKK, HIMEPEHHUS U MOHUTOPUHTA;

- 00paTHOM CBR3W W KOMMYHUKALMIA, BKNKOYAA NPOLUECCH KOPPEKTUPYIOWMX ¥ Npeaynpexaalowmx
REeACTBHA.

MpueegenHan Ha pucyHke 1 cxema UNNIOCTPUPYET KNI0YessIe AeMCTBUA (A8ATeNbHOCTL). KOTOPLIe OCY-
WeCTBNAGT W3roTOBKUTENb. TaKke, NPUBEAEHE NPpUMepst 0OBLEKTUBHLIX CBUAETENLCTB, KOTOpPbIe Morny Ol
ObiTh ChOpMUPOBaHLI ANA AEMOHCTPAUUU YNPaBNeHWAs CO CTOPOHMbI MArOTOBUTENA. HexkoTopbie U3 aThx
AEHCTBUIA MOTYT BbiTh BHINONMHEHLI NapannensHo ApYr € ApYroM. YKasaHHbli NepedeHsb KNioYesbiX AeHCTRui
HE IONMKEH PaccmMaTpuBaThes Kak BCeobbeMNIoWwmii 1 3aKphiThii. KpoMe TOro, HeKOTOpLIe U3 3TUX ABHCTBMIA
MOTYT OCyWecTBNaTsCA B npegenax apyrux npoueccoe CMK. Hanpumep, nnauuposanwue ynpasnesus
NOCTABLWMKOM MOXET BbiTh HacTeio NNaWupoBanwus B obnactu kadecrea. [pumepsl 0BGBLEKTUBHLIX cauge-
TENbLCTB, NPUBBABHHBIX HA CXEME, MOTYT SBNATLCA OOBEKTOM ayanTa Ha COOTBETCTBUE Perynupyrolmnm Tpe-
DoBaHuAM TONLKO B OTHOWENMK BR30NacHOCTH U Pe3ynbTaTMBHOCTY MEAULMHCKOrO M3Aenus.

Mocne paccMoTpeHHA ApYIMX I0PMAKMYECKUX U 3aKOHOOATeNbHBIX OrpaHuyeHnit n 0bA3aTensLeTs, Haro-
TOBUTENb MOXET 3aKOHYUTL ACroBOP C NOCTaBLWMKOM B Nioboe BpemMs B Te4enue npouecca.
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3.1 Mnanuposanue

B TeyeHre NNaHnpoBaHUA U BLINONHEHUS NPOM3BOACTEA W NOCTABKK NPOAYKUMM B OTHOLIEHHH HOBOIO
WNH YKe CYLLeCTBYIOWEro MeauLMHCKOro M3AennMs 3rcTOBUTENb, KaK NPaBKNo, AEHTHMUUKUPYET Ty NpogyK-
UKo UNK ycnyri, Kotopbie ByayT nonyyens! oT nocraswukos. Cywecrteyowan CMK warotosutens, mMoxer
notpefoBaTte B OTHOWEKUN HEKOTOPOH NPOAYKUMM WMNK YCAYT, NONyYaemsiX OT NOCTaBWuWKos (Hanpumep,
oby4yeHue, apxuBMpoBaHMe AOKYMEHTOB 1 T. A.), 06A3aTenbHoro NNaMMpoBasus U ynpasnexus.

Mpy ycravoBneuuu ynpasneHns B OTHOLWEHWH NPOAYKUMWA M YCNyr, nony4aembix OT NOCTaBLMKOB,
npeanonaraeTcs, 4To NNAaHMPOBaHNe ITOIM NeATENBHOCTU MHULMUPYBT caMm npouecc. PeaynsTaTtom aToin gea-
TENLHOCTH MOTYT BbiTh NNaK NPOSKTUPOBAHMA U PaapaboTiy, NNaubl N0 KAYECTRY, NNaHbl 3aKynoK, U T. 4.,
¥ak ato cnpeaenexo 8 CMK uaroroputens. Marotosntens [QOMKeH paccMoTpeTs Lenu, puckn, Tpebosanus,
npoueccs! ¥ pecypcst ANA ABMOHCTPaLWK TOTO, Y4TO YyNPasneHue yCTaHoBNeHO U PeaynLTaTUBHO, a perynupy-
owue TpeboBaHnA BbiNONHEHB.

Mnanvporanue aaet obulee pyKoBOACTBO NO YCTAHOBSEHUIO CTENEHN YNPaBneHHa B OTHOLLEHWH Npo-
BYKUMA U YCNYT, NONYYaeMelX OT NOCTaBLWKUKOB. Takue nnaubl, Kaxk Npasuno, RensTca Yactelo CMK u noane-
XaT QOKYMEeHTUPORaHWIO U 000BpeHKIo.

3.1.1 Mpoayxkuua 1 ycnyru, nony4aemsie oT nocraswmkalos)

Peaynerar nnadupoeaHua obecneynsaeTt vaeHTUMHUKALMIO NPOAYKLMK U YCNYT, KOTOPBIE MOTYT ObiTh
NONy4eHsl OT NOCTABWMKOB. Takas NpoAYKUMA U YCNYTW MOTYT BKNIOYATL KOMNOHEHTH, CHIPbE, YCNYri No MeT-
ponoru4eckoMy obecneqeHuio, yCnyri No OMUCTKE Uik CTEPHNMIALMK, YCIYTH YNONTHOMOYEHHOro NpeacTasn-
Tens, UT. A.

Ouu MOryT KnaccuuuupoBaTLCH MHAYe, COrNacHo PervoHanbHbiM UNM HaAUKOHaNbHBIM Perynupyio-
wum Tpebosanuam, Hanpumep:

- roToBLIE:

- AMNEKTPOHHLIE KOMNOMEHTHI (Pe3UCTOPLI, KOHAEHCATOPL!, BNOKK NTAHKA, U T. A.),

- MeXaHW4ecKue KOMNOHEHT! (BUHTSI, Waibsl, wnaurk, Tpyoxm, U 1. 4.),

- KOMMep4ecKoe nporpamMmuoe obecneverune (onepayronHblie cucTemel, 6aasl JaHHbLIX, U T. 4.),

- KOMNBIOTEPHLIE annapaTHele CPeaAcTBa (HOYTOYKH, perdcTpaTopsl, U T. 4.);

= 4acTH W KOMMOHEHTLI, UArOTOBMEHHbIe NO cneuuukauMam HaroToBUTeNA:

- M@xaHuyeckue (KnanaHel, HACOCH!, U T. 4.),

- anexTpuyeckue (paanuyHsie gariuky, K anekrpoas:, # T. 4.),

- nporpamMmuoe obecneyesue cneyuansHoro HaaHa4yeHua (ANs ynpaenenus noga4vedn aHeprun npyu paa-
NWYHOK Tepanun, K 1. 4.),

- OAHOKPATHOIO NPUMEHEHUA (TECT-NONOCKK ANA rMIOKOMEeTpa, peakTussl, (PepMeHTsl, U T. 4.),

- ycnym, nony4aemsie oT NOCTaBLMKOB!

- CTepunMaalus,

- NpoeKTUpOBaKKe,

- nponaeoacTeo (cbopka, nevars, yNnakoBKka, MapKkMpoBKa, M T. 4.),

- apXvBaLUUA JOKYMEHTOB,

- TPAHCNOPTUPOBAHWNE U XpaHeHue,

- MOHUTOPUHE NPOU3BOACTBEHHOW Cpeabl (HanpUMep, MUKPODHLIX TN U MeXaHu4ecKUX YacTuy B Yuc-
ThiX NOMELWEeHUAX),

- kanubpoeka,

= KOHCYNBTUPOBAHKE,

- FOTOBLIE MeAULMHCKUE M3Nenus:

- niboe roToBoe MeAULIMHCKOE uagenue (Hanpumep, KOTOPoe UMEaT COOTBETCTRYIOLLYIO MaPKUPOBKY);

- NOCTaBNAEMOE MEAULMHCKOe M3nenue, UCNONb3yemoe UIroTOBUTENEM Kak KOMMOHEHT B ero mMegu-
yuHckom nagenun (pextreHosckue TpyBku, SKM-anexkTpoasl, MeguuuHckue Garapen, MOHHTOPBI NAUMEeHTa).

O0neKTHBHLIe CBMARTENLCTBA MOMYT BKNIOYaTL:

- MAeHTUDUKALMIO NPOAYKUKI M YCNYT, KOTOPbIe ByayT nonyyvexsl. 310 MOXeT ObiTh 0B MM onucasuem
WK yKe KOHKPETHOW cneynduraumen.

3.1.2 Undopmauma no npoueccam U TexHmyeckan uHpopmayms

CooTeeTcTRYIOWMA Nepcoran, koTopia byaeT soeneyed B paspaboTky HeoBxoaumon nuopmaumu no
npoueccam 1 TeXHU4eckon uHopMmaumm, HyXaaeTca B UHopMaUUK U AaHHBIX, RBNAKLWWMUCA CYLLIECTBEH-
HBIMY 4NA UaeHTUDUKALNA U OLIBHUBANKA PUCKA, KOTOPLIA NPUBHOCHT 3aKynaeMas NpPoAyKUMA WM ycnyra
(cMm. 3.1.4), a TaK xe noTeHUuUanbHbie NOCTABLMKN.

ObvexTMenbIe CBMALTENLCTBA MOMYT BKIIOYATL.

- TpeboBanua K NPOSYKLMK U YCNyram Ona YacTen, Matepydanos, Nnpoueccos, nporpammHoro obecneye-
HUA, OKPYXAIOWEN Cpeabl, UCNBITaHWi, U T. 4.,
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- Tpebosanna Kk npoueccam CMK, nanpumep, npouenypsl unu pabodne MHCTPYKUMK AN OTHETOB O
HebnaronpuATHbIX coBbiTAX, ayauTel CMK, cBop AaMHbiX Ha CTagUW XUIHEHHOr0 LUMKNA, «Nocne Bhinycka B
obpalleHner, NPOEKTUPOBaHKe, NPOU3BOACTEO, KanUBPOBKA, PEMONT, A@ATENLHOCTL NO BepuduKauum, n T. 4.

3.1.3 Mpentudmrkauma noTeHUHanLHbLIX NocTaswukos(a)

NarotoBuTens MOXET NPUHATL peleHue WaeHTHdUUMPOBaTL OAHOro Wnik Gonee noTeHunanbHbIX
NOCTaBLWMKOB B 3aBUCUMOCTU OT BbIABNEHHON UM NOTpeBGHOCTH. MOoCTaBWMKN MOMYT BbiTh KaK BHYTPEHHUMM,
TaK U BHELUHUMH.

O6veKTuBHble CBMRETENLCTBA MOMYT BRAKMHATL!

- HAUMEHOBAHME NOTEHUKANLHOIO NOCTABWMKA(0B) U KOMTaKTHYIO UHpOpMaLUIO.

3.1.4 Wpentudukaumuna puckalos)

Kak yacts npouecca nnaHupoBaHua, HaroToaUTeNb A0MKEeH UAEHTUDULMPOBATL PUCKI, CBA3AHHBIE C
npogyKyMe unu ycnyramu, kotopsie Byayr nonydesst.

B npouecce naeHTudukauun pUCKOB XenaTenbHo PacCMOTPETh HeKOTOPLIe CYLECTBeHHbIe 06CToATeNb-
CTBa, Hanpumep:

« DEUCTBUTENLHO NI 3Ta KOMNAEKTYIOWARA YacTe OTCYTCTBYET B Hanuyum 4 ee neobxoaumo aakynars?

~ KaKylo ponk WrpaeT aTa KOMNNEXTYIOWas B NnpouasoacTee?

- KaKOB3 KPUTHYHOCTL 3TOM KOoMNnekTywowen Yactu? (Ecnu Bein nposeged FMEA npoexTa, TO peaynb-
TaTbl TAKOro aHanuaa B OTHOLWEHWK TAXECTH NOCNEACTBUI 0TKA3a YKe UMEIOTCA B PACTOPAKEeHHH H3rOTOBK-
Tensa).

- B HacTOALee BpeMA NOCTABL{MK NPOMIBOAMT KOMNNEKTYIOWKUE ANA Kaxkoro-nubo MeamuMHCcKoro
napenus, noagnanalowero noa perynupyrowme TpeboBanns K 3TOH NPOMLILLNEHHOCTH, MNKW 3TO ero nepsas
nocraska?

Uudopmauus 0 NoTEeHUManNbHbIX NOCTaBluKkax (HanpumMep, TexHu4eckas, (hHaHCcoBas, B OTHOWEHUH
HEeNPepLIBHOCTH NOCTABKW, ¥ T. A4.) A0NKHA KCNONLIOBATLCA C USNLI0 ONpeaeneHua A0NCNHUTEeNbHBLIX BO3-
MOXHbBIX NPUBHECEHHbLIX PUCKOB (HanpuMep, AenoBbIX PUCKOB).

PaccmoTpenve AenoBbiX PUCKOB MOXET BKNIOYATE, HanpumMep:

- (PMHAHCOBYIO YCTOMYUBOCTL NOCTABLIUKA]

~ HENPepLIBHOCTE NOCTABKY,

- HAAEXMOCTh, OTBETCTBEHHOCTD;

- oGbem pabor, 2aKaszaHHbi NOCTABLUKMKY NO OTHOWEHUIO K 8ro MaKCUManbLHoW 3arpyaxe,

- (PUHAHCOBLIE HHBECTULUN;

< MOHONONLHOE NONOXEHWE (EAWHCTEEHHBIN NOCTABLLMK),

- NeranbHbii CTaTyc (HanpuMep, Hanu4yue NUUeH3anu).

Ob6bLeKTUBHLIE CBHMOETENBCTRA MOTYT BKMIOMATD!

- 3aperiCcTPUPOBaAHHBIA ¥ JOKYMEeHTUPOBAHHLIA Nepevett MASHTUMUUMPOBAHHELIX PUCKOB (XOTA Takon
nepeyYyeHs He ABNABTCA perynupylowmm Tpedosanuem).

3.1.5 Wpentudmkaumua mep ynpasneHusa

[nAa ycraHOBNeHus TMNa W CTENeHn YyNpasneHnsa, MAeHTUMOUUMPOBAHHEIE PUCKA AOMKHE DbITh oueHe-
Hbl. ITO ynNpasnexue [QonmkHe ObiTh ONpeaeneHo, 3agoKyMeHTUPOBaHO U BKNIOHaTL B ceba nobeie Tpebosa-
HWA B OTHOLWEHWM KadecTea. M3roToBMTEN0, B HEKOTOPLIX Cny4anx, MoxeT noTpeboearsca obecnequTs
AanbHeiwee ynpasnexye, 3a npeaenamu NocTasLUMKka NEPROrO YPOBHA, #3-3a NOTEHUHMANbHBLIX Ae(heKToB 1
npoBnem, AcNyLWEeHHbIX NOCTABLWKAMW BTOPOrO UNK TPETLETO YPOBHA.

Waroroeutenio cnegyet obecneqnTs, 4Tobwl Npu paapaboTke Mep ynpasneHdus Gbiny NPUHATLI BO BHK-
MaHue ¥ APYTHe YMEeCTHbIe perynupyowmne Tpebosanna, Hanpumep 3akoHo4aTeNsCTEO NO 3aLUTe OKPYXalo-
wei cpeasl, NpoheccHOHanNLHOMO 3Q0P0BLA, NePCOHaNbHbiX AaHHbIX, TpeGosawna GMP uT. a.

Takoe ynpasnenue MoXeT BKNioYaTh:

- ayauT NOCTaBLUMKA;

- yNpasnexue NOCTaBLWMKOM BTOPOrO YPOBHA (MK NOCAERYIoWrMH B Leny nocTasku);

- CNbITauue/sepudukaumno;

- cepTuduKkaTsl COOTBETCTBUA,

- hopmansusie Tpebosanua ans CMK, Hanpumep, ceprudmrars u arrecratel (CMK, akonorudeckoro
MEHeQKMENTa, aKKpeaAUTOBaHHbIX NnabopaTopuil, akkpeanuTaunu TpeTbelt CTOPOHO);

- PA3NUYHBIO UHCTPYMEHTEI M3MEpPeHUa (HanpuMmep, KNyeeke nokasarenu ahdeKTUBHOCTH).

- MHCTPYME@HTapUi aHanuaa cucTems! (Hanpumep, BOCNPOM3BOAUMOCTL U NOBTOPAEMOCTL),

~ AERTEeNLHOCTL N0 06ECNeYeHnIo 3KONOMMYECKoi COBMECTUMOCTH, ANEKTPOMarHWTHOW COBMEBCTUMOCTH,
HapeXHOCTU/NPOrHO30B HALEeXHOCTH,

- BO3MOXHOCTH NPoUecca ¥ ynyywexue npoyecca;

- Banuaauuu npouecca;
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- BpEMSA PearmpoBaHuna,
- CTaTUCTUYECKOE yNpasneHue NPoU3BOACTEEHHbIM NPOLECCOM,;

- AEATENLHOCTL NO UCNPABNEHMIO, Nepeaenke;

- ynpasnexne aanacamu («Nepean NapTUA Ha Npuxoa — nepeasn 8 pacxoar (FIFO), spemenHoi npeaeny),
- ynpasneHue pasmepom naprun, obvemom napruum,

- ynpaenexue NpocnexusaemocTsio (npouecca, npoaykumu, obopyaosanus, oneparopa).

- yNpaBneHue uiMmeHeHnamu (M3MeHeHue npoyecca, npoueaypsl, u 1. a.);

- MEHEIXMEHT KOHpUrypauum;

- 33WMUTA UHTENNEKTYaNLHON COBCTBEHHOCTH,

- 3aWMTa NEPCOHANbLHBLIX AaHHbLIX NALUKEHTA,;

- CPOKM XpaHeHus JOKYMEHTOB;

- aanucu CMK.

OOvexTvBHbLIe CBMALTENLCTBA MOryT BKNIOYATD:

- NepeYeHb NOTEHUNANBHLIX Mep YNPaBNeHna B 3aBUCUMOCTH OT MAEHTUDWLMPOBAKMOrO PUCKA.

3.2 BuiBop noreHUManLHbLIX NOCTABWMWKOB

Mpu eeibope NOTEHUUANBHBIX NOCTABLMWKOB W3rOTOBXTENL AOMKEH NPOoaHanyd3uposaTh WX AenoBbie
Kayecrea, cnocobHOCTL AeRCTBOBATL ONepPaTHMBHO, BKNIOYAA TEXHONOrM4YeckMe BOIMOXMOCTH W Apyrue
acneKThi, AeMOHCTPUPYIOLKME, YTO NOCTaBLMK MOXET obecneqynTs Heobxoaumoe kasecTeo, BeaonacHoCTb,
Pe3ynbLTaTUBHOCTE M HAAEKHOCTL NPOAYKUMK U YCNYT.

3.2.1 MpakTuyeckne BOIMOXKHOCTH NOCTABLWMKA

[enoasie xa4yecTsa U NPaKTUYECKHUE BOZMOXHOCTH NOTEHUMANLHLIX NOCTABLUMKOB, X ONLIT, penyTayus
¥ (PUHAHCORKIE BOIMOXHOCTW MOTYT RBNATLCA NONE3HON nHdopMaLmuen ansa oUeHKH U BulBOpa KOHKPETHOro
nocraswuka. NMpaxkTuyeckue BOIMOXHOCTH U puandeckue cnocoBHOCTU NOTEHLMANBHBIX NOCTABLUMKOR MOTYT
OKa3blBaTh CyLecTBeHHbIN aPeKT Ha cNoCOBHOCTL U3rOTOBUTENA NOCTaBNaTL Be3onacHbie U peaynbTaTms-
Hble uanenua. PUHAHCOBKHIe BOAMOXHOCTH NOTEHUWANEHOIo NOCTaBWKKa 0COGOHHO BAXHB!, BCNKU NArOTOBK-
Tenk HaMepeBaeTCa BCTYNUTE B QONTOCPOYHOE COTPYAHUYECTRO.

PeaynbTar Takoro asanuaa, BMecTe C aHanuaom NpUCyLLMx AaHHON NPOAYKLKMM MNW QAHHON YCNYTH pUc-
KOB, MOXET NOBNUATL HA PelleHue MArOTOBUTENA OTHOCUTENBHO CTENeHH YNPABNeHUA NPoaYKUUEn 1 ycnyra-
MK, NONY4YaeMbiMKU OT NOCTABLYMKOB.

3.2.2 TexHM4YeCKME BOIMOXHOCTH U ONEPATHBHOCTL NOCTaBLWMKA

[onmkxa BuTe NpoakanuanpoBaHa onepaTUBHOCTL NOCTABLUMKA C Lenbio onpeaenelns Toro, YTo oM
€cNocoBeH BLINONHIUTE YCNOBKRA, BbIABMHYTHE W3roToBATENneM (HanpuMmep, BpeMsa COrnacoBaMWA, NocTaska
TOYHO B CPOK, BpEMA OTEETA, 1 T. 4.). OBnacTs NpOBOAKMOro aKanu3aa MOXEeT BKNIOYaThL BLNONHeM1e nocras-
LWKMKOM NPEALIAYLIMX 3aKa308, 8ro ONbIT ¥ HANKYKE YenoBeYEeCKUX pecypCos.

AHANKU3 TEXHONOIMYECKUX BO3MOMHOCTEN NOCTasliMKka AONNEH BKNIOYATL CLEHKY erc cnocoBHOCTK
BbINONHUTL TPEBOBAHUA U3rOTOBUTENA K NPOSYKUWMK w/unu ycnyre. B Takoi aHanna cnegyer BKNOYaTh afex-
BATHOCTL NPOU3BOACTEEHMEIX NPOLECCOB i MCNONLayemoro obopyaoBanus, MHAOOPMALMOMHBIE TEXHONOMMMK,
CYLLECTBYIOLLYIO MHPPaCTPYKTYPY, HHXMHUDUHIOBLIE BO3MOXHOCTH, U T. O,

OObexTBHEe CBUALTENLCTEA MOMYT BKIOYATD!

- OLUEHKY MW3rOTOBMTENEeM PpecypcoB nocTaBwuka (Hanpumep, cnyxObwt obecneuyexus, nepcoMan,
uHdpacTpyxTypa), Texywun obuemM 3akalos,

- AOKYMEHTaLUMIO U 3aNUCH NOCTaBLLMKA, HaNPUMep, 3aNUCK B OTHOLEHWK yNpaBnesua Npou3soaCTBEH-
HOW cpegoi. obcnyuBanua nporpaMmuoro obecnedenus obopyaoBanna, sanucy 0 nosepke/kanubpoeke,
3anucu O kBanudUKauMKU COOTBETCTBYIOWEro nepcoHana, oT4eTsl No Banuaaudu Npoueccos, NNawsl nNo
BLINYCKY NPOAYKUMK, PA3NU4HbIE YGOCTOBEPEHUA, U T. A.

3.2.3 Buibop noTeHUManLHOro NOCTaBwmnKa

MaroToeutens gonxed suibparts NOTEHUMANBHLIX NOCTABLIMKOB B COOTBETCTEUM C NPEABapUTENbHO
YCTAHOBMEHHLIMK KPUTEPUAM U Pe3yNbTaTtaMm aHannaa BOIMONHOCTEHN.

ObbvexkTMaHbIe CBMARTENLCTBA MOMYT BKNIOHATL:

- AOKYMEHTaLWI0 NOTEHUMUaNbHbIX NOCTABLYWKOR,

- KpuTEepUn BLIDOpa ¥ OGBLACHEHUE PELLIEHWIA.

3.3 OuenuBanve 1 ogoBpenune nocraslmKa

B Hacroswem nogpaagene npueeaeHc PyKOBOACTBO ANS NPOUECCa OUEHUBAHWA W3roTOBUTENEeM
BbIDPaHHOrO NOTEHUMansLHOro nocTaswuka (cm. 3.2), koTopwid cnocobeM NOCTaBNATb NPOAYKLMIO WNW
NPeACCTaBNATL YCNYry B COOTBETCTBUM C TPeGORaAHMAMK HIrOTOBUTENS.
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Creneus » rnybuua npeanpuHUMaemon QeATensHOCTU NO OUeHHBaKuIo ¥ oaobpennio gomkxsa BuiTs
nponopuxoHansia uaeHTUUUKPOBaHHOMY PUCKY (CM. 3.1.4), CBRIAHHOMY C 3aKyNaemMoi NPoayKUuen u/unu
yCnyroi v ux BnvAxMem Ha 0eaonacHocTb, pe3ynbTaTUBHOCTH UNK (DYHKUMOMANbHBIE XapakTepucTUKW
KOME@YHOro NpoAyKTa.

Bce npouecch:, UMEIoWm®e OTHOLWEeHWE K AaHHOMY NYMKTY, MOXHO HANOXUTL cneayiolwen nocneaoea-
TEeNBLHOCTH:

- NNaHMpoBaHue oueHnBanua u paapaboTky kpurepues orbopa;

- CBA3b C NOTEHUMaNbHLIM NOCTABLUMKOM U JeTanu3auus TpeboBanmii;

- OLeHHBEaHne cnocobHOCTH NOTEHUKMaNLHOTO NOCTABUWMKE BLINONHATL KpuTEepHUu oTdopa;

- opgoSpexne NoCTaBLLMKa.

3.3.1 MNnannpoBanne oueHUBaHun U paspaborka kpurepues orGopa

WarotosuTens JONXEeH OCYLIECTBNATL NNaHWPOBaHWe OLUEHHMBAHWA M ONpefenATh KpuTepud oTdopa
NOTEHUMANbHBIX NOCTABLIMKOB, C UEMbI0 YMEHLLWEHWA KONWYECTBA NOCTaBLWMKOB 40 KONWYECTBa, NoAnexa.-
LWrx ogoSpeHnio.

OueHrBanue KOMNETeHTHOCTH NOCTABLKMKA U ero CNOCOBHOCTH BLINONHATL TPEBOBAHMA M3rOTOBUTENA
AonkHo BaavpoBaTsCa Ha onpeaenesHom Habope kpuTepues oTOOPA, KOTOPLIE OCHOBAHBIL!

- Ha NPOAYKUMK W/unu ycnyrax, kotopeie ByayT 3akynneHs!;

~ X NpeayCcMOTPEHHOM Ha3HaYeHu M,

- Ha BNUAHUM 3aKyNaemMon NPoAaYKLMK WKNK YCITYTH Ha NOCNeAyIowKe atansl NPOU3BOACTEA NPORYKUMK
MK Ha roToBOE Uagenue.

B npouecce oueHnBaHua, B 3aBUCUMOCTH OT PHCKA U BOIMOXHOMO BAMAHWUA NPOAYKUMK UMK YCNYTK Ha
KayecrBo Wagennus, HaroToBUTENL OOMKEeH PACCMOTPETHL COMETAHUE HEeKOTOPLIX CYLECTBEeHHBIX (haKTopoR,
KOTOPLI@ MOTYT BKNIOYATE!

~ UCNONB3YeMble TeXHONOIMK,

- CKNaackue aanacel;

- COOTBETCTBME NPOAYKUMKM WnnK yenyru TpeboBaHnamM HaroTOBUTENS,

- UICTOPWUA B3AUMOAEGHCTBUA C KOMKPETHLIM NOCTABLUMKOM;

- Hanuuue ceptudhukaros (Hanpumep, Ha cooraercrene MCO 13485, UCO 9001)

CepTuduKaums MOXET HrpaTh PoNb B OLIEHKE NOCTABLWMWKOB, HO MArOTOBUTENAM HE CnegyeT nonarate-
CR UCKNIOYHUTENLHO Ha CepTU(UKAT KaK CBMAETENBCTEO TOro, YTO NOCTABLYMKM CNOCOBHB! 0GecneYnTs BHCO-
KO€ KaYyecTeo NPOAYKLMW MK YCNyru.

3.3.2 CeA3b € NOTEHUMANLHLIMK NOCTABLWMUKAMMU

Ana npoBEegeHHA [OMKHOMO OUSHWBAHWUA NOTEHUMANLHOTO NOCTABLYWKA CNEAYET YCTAHOBATL C HUMH
o6MeH HexoTOpOo# MHopMaLWen UNKU AaHHBIMK.

WarotosuTens HECET OTBETCTBEHHOCTL 3a A0BeAeHHe 40 CBeAeHUA NOCTABLUMKA YCTAHOBNEHHLIX KD~
Tepues. Kpome T0ro, MaroTos1TeNs BNPABE 3anpoCcuTh Y NOTEHUMANBHOrO NOCTABWMKA HeKOTOPLIe QaHHble
Wuny onpeaenexHyio NPogyKUMio (Hanpumep, eAUHUYHOE Manenue, eAMHUYHYIO NApTHIO, ONBTHLIA o6pa3ey)
ANA QOoKa3aTenLCTBa ero cnocobHOCTH BLINONHATE YCTaHOBNEeHHbie TpeboBanna.

[omxna cobuparscs, o6pabaTeiBaThCA U COXPAHATLCA Noban yMecTHas uHpopMauus, KOTopas MOXeT
NOBNUATE HA paapaboTky NepeoHaAYanbHOro COMMAaLLEHUA C NOCTABLYMKOM.

3.3.3 OuenuBaxue cnOoCOBHOCTH NOTEHLUMANBLHOrO NOCTABWMKA BLINONHATL KpUTepuu otbopa

OuennBanue UaroTosuTeNneM BoliBpPaHHOro NOTEHUMANLHOrO NOCTABLWMKA A0MKHO BbITh CCHOBAHO Ha
CBMAETENLCTBAX, AeMOHCTPUPYIOLLMX €ro CNOCOBHOCTL YAOBNETROPATL YCTAHOBNEHHBIM KpuTepusam oTbopa.

Taxue cBMpeTensCTEa, YY4MThIBaA NPONOPUMOHANBHOCTE CO CTenexbio pucka (cM. 3.1.4), MoryT Bknio-
4YaTh, HO HE OTPaHMYMBATLCA OLEHKOW EAUHWYHOTO M3REeNuUA, eAUHUYHOW NapTHUKX uNK onbiTHOro obpaaua,
ayauTa NOCTaBLUYWKa, CBEAEeHHIA OT ApYrux opranusaumi unu nioboin ux komBuHauwu. Ecnin npumenumo, gon-
HHBL UCNONBL3OBATLCR O6OCHOBAHHBLIE CTATUCTUYECKHE METOLLL.

3.3.4 OpoBpexue nocraBlmKa

Ecnu noTeHunansHbid NOCTaBuK Buibpan AnAa oacbpeHns, TO U3roTOBMTENL [OMKeH JOKYMEeHTUpO-
BaTh pewenue 06 ogodpenun, HanpUMep BKNIOYEHMUeM NOCTABLUKKA B 3aperiCTPUpPOBaHHbiA CNUcoK ofob-
PEeHHBIX NOCTABLWWKOB. 3anucH peaynsTaros OLEHUBAHUA JOMKHbBI BbiTh COXPaHEHI.

Ecnu noTeHynansHbiil NOCTaBLMK HE YAOBNETBOPAET OHOMY MMM HECKONLKAM W3 YCTAHOBNEHHBIX KPK-
Tepues, TO CNnegyeT paccMOTPeTh BO3MOXHOCTE!

- pa3paboTkK NNaHa OTHOCHTENLHO NePeoLYEHUBAHWA NOCTABLLMKA; UNK

~ NPOBEAEHUA CLUEHUBAHWA CNEeAYIOLLEro NOCTaBLUKKA U3 NepeYHA NOTeHUManbHbiX NOCTABLMKOB, UK

< OCYWECTBUTL BuIBOP HOBOIO NOCTaBLUMKa.

Hanpumep, oT noTesuMansHore NOCTaBLWKuKa ANeKTPoHHBIX NnaT Tpebyetca obecneyenne cnpeaenen-
HOTO YPOBHA YHUCTOTE! (MUHUMHIALMK PEAKTUBHBIX OCTATKOR), ANg Toro 4tobe nabexars npobnem HagexHoc-
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T U NPOM3ABOANTENLHOCTH, CEA3AHHBIX C NPOLECCOM Naiky. ANg 3TOro NOCTaBWKUK NOABEPraeT nevyarTHbie
nnartkl NPOUEcCy CTaHAAPTHOR BOQHOH NPOMbIEKM M KOHTPONMPYET KOHHOE 3arpaaHeHue MOKLero pacTeopa
8 Ka4ecTBe KOCBEHHOro NOKalaTena YMCToThl. MNocne nony4yeHus u UCNLITAHWA NepBoit NApTHK NNAT BLIACHA-
€TCA, Y4TO HeKOTOphLIe NnaThl He NPOLNKU ONpeAeneHHbe TecTsl. MaroToBUTENb OTCAEXUBAET OCTATOYKYI0
peakuMio Ha nnarax. MarotoBuTens 1 NOCTaBLYMK COBMECTHO UCCNeayloT aTy npobnemy 1 onpeaensior, YTo
WMOMHOE 3arpA3HEeHMe MOICLLEro PacTBOpa HaxoguTCA B npeaenax cneunduxkayun. Oba npUxXoasT K 3aknioye-
HUIO, YTO KOCBEHHOEe onpeaeneHue YUCTOThI NNaT HeJOCTaTOMHO, ¥ NOCTaBLWMK COrNawaeTca BbINONHATL
UCNLITAMWA B Tex 0BnacTax, KoTophie OCODEHHO HYBCTBUTENLHEL M MOTYT NpuBecTH K npobnemam npouasogun-
TENLHOCTH, BBIZBAHHBIX PEAKTUBHBLIMK OCTaTKamu. MNnarel, KOTOPBIE HE NPOLWNKU TecT, ByayT NoABeprHyTH
ROMNOMHUTENbLHOMY Npoueccy oMMCTKW. NepsoHayansHO, HECOOTBETCTBYIOWMWE NNaTkl, KoTopsie Gbinu noa-
BEPrHyTHI 3TOMY NPOLECCy, SOMKHbI NPOHTH fanbHenilee TecTHpoBanue. 3Tk AeHCTBUA JOMKHLI NPUBECTH K
BLINONHEHWUIO JONCNHUATENLHOTO Npouecca TeCTUPOBRAMUA W OYMCTKM, @ NOCTaBWMK MOXET ObiTh NPUIHaH
0A0DpEeHHBIM.

Ecnu eguHCTBEHHbIA NOCTaBLW UK He YROBNEeTBOPRET OAHOMY MnK Bonee 13 YCTaHOBNEHHbLIX KPUTEPUER,
TO W3rOTOBUTENL HE UMEET BOIMOXHOCTH BuIBOPpa TOro MK MHOMo NOTEHUMANLEHOro nocraswuka. B atom cny-
4Yae ponxeH BuiTk obecnedyend JononNHUTENLHLIK obMen uHdopMmaunen ¢ Lensio onpeaeneHa cnocoGHocTH
€AWHCTBEHHOrO NOCTaBWMKa BLINONHATL yCTaHoBnewHsie TpebGoeamna. Ecnu eauHCTBEHHBIA MCXOAHLIA
NMOCTABLWMWK HE FOTOBR MNK He cnocobeH AonmkHEM 0BpaioM NOAroTOBMTECA K BRINONHEHHIO TpeSoBaHui, To
W3rOTOBUTENb A0MKEH YCTAHOBKUTL AONONHUTENbHOE ynpasnenue B pameax ceoen CMK. Ecnu gononHuTent-
HOE YNpaBneMWe YCTaHOBWTL HEBO3IMOXHO, TO M3rOTOBMTENIO BeposTHe# Bcero Oyaer weobxogumo
BEPHYTLCA K Npoueccam NPoeKTUpoBaHnA 1 paspaboTku.

3anunci peaynsTaTos OLEeHUBAHKA, a TaKkke NIbbIX AGUCTBUA ABNAIOLLWUXCA Pe3yNLTATOM OUBHUBAHNA,
Aonxubl 61T Nnogaepxansl B pabodem coctosHuu (MCO 13485, nywxr 7.4.1).

OObexTMBHLIe CBMALTENLCTEA HA CTAAKK OLEHUBAHMA U 0R00PEHMA MOMYT BKMIOHATL!

- AOKYMEHTUPOBAHKE OLUEHWBAHMA W KpUTEpUEB BuIBOpa NOCTaBLWMKA;

- AOKYMEHTHPOBAHKE NEPBROMAYaNBLHOI0 COrNAaLLeHus;

- AOKYMEHTBI ¥ 3anucu;

- AOKYMEHTUPOBaHKE pelleHnid u 0GOCHOBaMMA.

3.4 3asepuwieHue ynpasneHus

STOT NYHKT SBNAETCA PYKOBOACTBOM MO ACPaboTKe 3NEMEHTOB YNPaBNeHus, B3anMHO COrMAacoBaHHbIX
Mexay MaroTOBUTENEeM 1 NOCTaBLWMKOM. YCTaHoBNeHMe MacluTabos # cTeneln yNnpasneHns, a TalKe YeTKX
rpaHuy OTBETCTBEHHOCTH, BROMKHbLI ObiTh ONpeAeneHbl UArOTOBUTENEM.

B peayneTare ouexuBaHva W 0A0OpeHMA NOCTaBLMKA, BCE ANEMEHTbl YNPaBneHua OOMKHbl ObiTe
3aBeplIeHit, KaKk 3TO YCTaHOBNEHO paHee B npoyecce nnanuposanus (oM. 3.1.5).

B HexoTOopLIX CNny4asx, B 3aBUCUMOCTA OT pUcxa, NPUBHECEHHOro NPOSYKUUEN W/Mnu YCNyron, Moxer
NORBUTLCA HEOBXOAUMOCTE B 3NEMEHTaxX YNpaBnexns ANA NOCTaBLKUKOB BTOPOTO Unu NOCNeayowero ypoa-
HS. Hanpumep, H3roTOBUTENk 3aKyNAeT CTePUbHLIA NPOQYKT B KA4eCTBE KOMNOHEHTA ANA CBOGIO TakK Xe cre-
PUNLHOro KoMNnexTa. MocraswuK CTePUNLHONO NPOAYKTa UCNONL3YET KOMTPaKTHEIN cTepunuaartop. B atom
cny4ae. uaroTosuTens MOXeT notpebosaTh NPoBEAEHUs ayQUTOPCKUX NPOBEPOK, UMK M3YYUTL 3anucu no
BanuaauuM npouecca, KoTopsie BegeT CTePUNM3yIoLWan opranMaayua, ABNSIOWARCA NOCTAaBLUKKOM BTOPOro
ypoexa. MarotoBuTens JonKeH ybeauThen, YTO NOBTOPHAA CTePUNM3aLMA NOCTaBNAEMOro CTepHNLHOro Npo-
AYKTa He DyaeT UMeThb HUKAKOT0 HeraTUBHOro BNUAKWA Ha Be30NacHOCTL U Pe3YNLTATUBHOCTE MEAULIMHCKOrO
nwanenusa. Heobxogumo yaenutes ocoboe BHUManne NOCTaBNAeMOMY MAZenuIo U ero ceocTBam ansa obecne-
YeMua Tore, 4To 06a (BOIMOXMO, Pa3NUYHLIE) NpoLecca CTepunuaauun He ByayT HeraTMBHO BNUATL Ha Beao-
NacHOCTb W PE3YNLTATUBHOCTL BCETO MEQULIMHCKOrO U3AGNHA UNKU Ha COOTBETCTBME NIODLIM YCTAHOBNEHHLIM
TpeboaHuam. VaroToBuTens roTOBOro U3genua OTBeYaeT 3a BeCk KOMNNEKT CO BCEMM €ro KOMNOHEHTaMKU 1
ponxex obecneunts, 4TOobbl noaobHas yTeepxgenHas wm uudopMmauus Obina nerkoaocTynHa Ans
[EMOMCTPaLWK NPUIOGHOCTH BCEX NPOLECCOB CTepunuaaumn.

WaroTosuTerns 1 NOCTaBLUWK OMKHE A0rOBOPUTECH © paMKax CBOEH MHANBUYaNbHOU OTBETCTBEHHOCTH.
B 10 Bpems Kak naroToBMTeNs HECAT OTEETCTBEHMHOCTb 33 BCE MEAULMHCKOe Uafenue, NOCTaBLYMK TAKe uMeeT
onpeaeneHHsie obR3aTeNLCTEA, Kanpumep, Taxue kak obmen nnudopmauuen. Hu npu kaxux obcToaTenscTeax
M3rOTOBUTENb HE MOXET NePeaaTh NOCTaBWMKY OTBETCTEEHHOCTL 3a CBOE MeAULMHCKOE agenue.

Perynupyowue Tpebosauus 00A3LIBAIOT H3rOTOBMTENS BAaNUAMPORATL NPOUECCH, Pe3yneTaTkl KOTo-
PbiX He MOryT BbiTh NPOBEPEHB! NOCNEAYIOLNM MOHUTOPUHIOM MW U3MEPEHnAMN. He3aBuCcuMO OT TOro, KT
Ha CaMoM Jene BLINONHAET Banuaaunio NPoLEeCcCoB, MMEHHO U3rOTOBUTENWU HECYT NOMHYI0 OTEBETCTBEHHOCTL
3a npasvnbHOe ee npoBeaeHue. NaroToanTens A0NKeH MMEeTh BO3MOXHOCTb NPOAEMONCTPHPOBATL, YTO BCE
CBA3AHHLIC QOKYMEHTE U 3anuck Buink paccMoTpent U 0go0peHsl.
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WarotosuTens v NOCTABLMK JOMKMbI COrfacoBaTs NPOLECC OUEHKH NIODBIX WAIMEHEHK BanuaupoBauK-
HOro npouecca, ¢ Uensio onpegenesma HeobxoanMocTH NOBTOPHON BanuaaunM U AOKYMEHTUPOBAHKA. 3TH
Tpebosanua AOMKHBI BbiTh YCTAHOBNEHBI B COTNALLIEHUA MeXAYy WaroTOBUTeNneMm U NOCTaBLNKOM.

HekoTopuie TUNWYHBIE ODNACTH. KOTOPLIE HYXHO PacCMOTPEeTE A0 3aKNHYEHUs COrNalleHns Mexagy
M3roTOBUTENEM W €ro NOCTABLMKOM:

- AeATensHOCTL N0 NPUeMKe U JeUCTBUA No BepudrKaumu;

- obpabtoTka ¥anob;

- aHanua NepRONPUHUHLI,

- KOppEeKTUpPYoLWKe 1 Npegynpexaaliiue QencTBua,

- MEHEQKMENT pycka;

- NPOEKTUPOBAHUE,

- TpeboBanmA K MapKMPOBKE W NPOCHEXMBAeMOCTH,

- TEXHUYECKAA AOKYMEHTAUWUA (B OTHOLIEHHK NOCTABKK);

- 06paboTxka HECODTRETCTBMIA;

- TpefoBaHnA K YNPasNeHuio MaMEeHeHnAMM,

- CO3naHne U CoOXpaHeHue JOKYMEHTOB 1 aanucen;

- ayauT NOCTaBLUKOB,

~ OT3LIB NPOAYKUMHK,

- NepPUogUHECKOE OLEHUBAHWE UNK NEpeoLeHnBanre (NPo4YKUUA NOCTABLUMKE, YCNYrK W/uny AauHbe).

Ynpasnexue, OTBETCTEEHHOCTb W 06583aHHOCTH, Kak NPaBUNo, QOKYMEHTURYIOTCA B KOHTPaKTHbLIX COrna-
leHunax, sanekax, obraatenscTeax (Cornawexdnnax 0 BaauMoaencTamu) 1 1. 4. HeaasucumMo OT HauMeHoRa-
H1A, NoAoOHbIe paaneni TakuX COrnalleHnii ABNAITCA HEOTHLEMNEMbLIMHA.

B cny4yae ucnons3osalnAa BHYTPEHHMX NOCTaBLLYMKOB, NOR0GHLIX QOrOBOPHBIX COrNALLeHMin MNK 3aABOK
MOXeT 1 He OuiTb. Tem He MeHee, AonKeH ObiTh YCTAHOBNEH HeKOTOPLIA THN (QOPManbHOro COornalleH1s
(cornawenunid o saaumopeicTenm). CrangapTUIoBaHKeil Npouecc paspaboTki Takux COrnalueHuit MoxeT
NPUHECTH NONb3Y MIroToBsuTENo, ocobenHo B yensx obecnevyeHdns COOTBETCTBUA BCEM PErynupylolwnM u
3aKOHOAATENLHEM TPeGoBRaHUAM.

Ha ocHoBaMWKM AaMHBIX, CBUOETENLCTRYIWKMX O NPOREASHUA AOMKHOIO OUEHWBAHMA NOCTABLYMKE,
YCTaHOBNEHHBIX CPEACTE YNPABNeHHA, pacnpeaeneHua OTBETCTEeHHOCTH ¥ cnocobor obmena uidopmaumen,
M3roToBUTENs ACMKEH ONPeaenuTs Nognexauiue MCNoNHeHno AeicTema no ogodpenuio. Coyeranue ynpas-
NeHUA 3aKynkamu u AeATeNLHOCTH NO NPUEeMKe OOMKHO ObiTh HENCCPEACTBEHHO CBA3AHO C NPUBHOCHUMBIM
PHCKOM NPORYKUWA WKUNK yCNyTy.

O6beKTUBHbIe CBMARTENBCTEa MOMYT BKMIOHATL!

~ KOHTPaKThI, 3aKaabl Ha 3aKynKy, cornawenns no obmeHy uHdopMauuen n 7. a.;

- npoueayph NpueMkd unu 0aobpenns, TpeGoBanna K 3akynkam,

- cneyudukayuu u TpeboBanus;

- 3anucK NO ananuay, Npuemke unu oaobpeHunio;

3.5 Nocraeka, naMepeHHe 1 MOHUTOPUHI

Ha gauuoi craguu ynpaenensus, ogoSpenusin noctaswmk Byaer cnocobed NocTaBnNATe MAroTOBUTENO
NPORYKLMIO UMK YCNYTH B COOTBETCTBUM C 3aKNIOYEHHbIM cornawennen. B pamkax npoueccos Npon3eoacTaa
NPOQYKUMM M3rOTOBUTENL JO0MKEH YCTAHOBXTL B OTHOWEHUM NPOZYKUWK NOCTABLLMKA BXOAHOR KOMTPONL C
LUensid NPOBEpPKW BLINONHENWA NOCTABLYMKOM YCTaHOBNeMHbix Tpebosawwii. Kax npaswno, Takue
MEpPONPUATHA BKNIOHANOT:

- NONy4YeHWe NPOAYKLMM UMK YCNYT!,

- BbINONHEHKUE OLATENBHOCTH NO NPUEMKe (HanpUMep. BM3YanbHbli KOHTPONL UMK UCNBITAHKS, aHanua
cepTuUKaToB COOTBETCTEBUA U/MNY NPOTOKONOB UCCNeaoBaHUIA),

- NPOBEAEHNE UIMEPEHUR U MOHWUTOPHUHIA;

~ aHanu3 AauHbiX C UCNoNL30BAHWEM NOAXOAAWMX CTATHCTUYECKMX METOROB.

B peaynerare npoBeAeHNUA Takux MeponpuaTHiA MoryT GuiTe oBHapyKeHs! Npobnems! ¢ NOCTaBNAEMOM
NOCTaBWMKOM NPOAYKUKEN Uiunu yCNyroi, a Take npobnemam, canaanHsie ¢ coSnioaeHnem NocTaBLUMKOM
YCNOBWA 3aKMNIOYEHHOTO COrnalleHns.

Ecnu obHapyxelHan npobnema HaxoAUTCH B pamMKax NPOMIBOACTEEHHBIX UNK CBAIAHHBIX C HUMK NPO-
ueccos (CM. pHCYHOK 1), TO U3roTOBUTENE AOMKEH MHULWWPOBATL KOPPEKUMWIO, A TaKKe, eCcnu NPUMEHUMO,
KOPPeKTUPYIoLWee Wiunu npeaynpexgalwee 1encraue.

B 3aBuMCMMOCT OT pWUCKa NPUMBHECEHHOrD 3aKynaemo# NPOoAyKUMEeH WMNK YCnyron, U3roToBUTEenb
MOXET NNAHKMPOBaTEL U OCYLWLECTENATL NePUOAUHECKOe NepeoueHMBEanNke NOCTaBLWKKa, He3aBruCHMO OT TOro,
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Obinu N1 obMapyxexsl npobneme:. Liens Takoro nepeoyeHMBania COCTOUT B TOM, Y4TOOL! BpeMs OT BpeMeHn
noATEEepXaaTL CNOCOBHOCTL NOCTABLWMKA BLINONHATE Cornacosadubie Tpebosanmna.

OOBeKTHBHLIE CBMAETENLCTBA MOTYT BKNIOHATD:

- noNy4YeHue, BU3yanbHblil KONTPONb, 3anucK O Np1Uemxe;

- 3anucy pesynsTatoB Nobbix AeHCTEUIA, CBA3AHHBIX C KOPPEKUWUAMA.

3.6 OBparHas CBA3L U KOMMYHUKaAUWUK

MarotoButens AOMKEH WMETh BO3MOXHOCTE COODWWTL MOCTaBUMKY O €0 COOTBETCTBUM CBOWUM
norpebGHocTAM U oxuaanuam. Jonxkua ObiTe obecneyeHa xak nonoXxuTensHan, Tak u otpuyarensHan obpar-
HaA CBA3b.

WMaroToeuTens gonxex obecneqyuTs Hanu4ue adpekTUBHO! ABYXCTOPOHHEH! CBA3K, C Lenbio obcyxae-
HuAa npobnem uiunu xanob, a TalKe pelweHns Apyrux Bonpocos. BaxHo pa3sueaTs foBEpUe MeXxay CTOpoHa-
Mu, 4ToBsI paspewars nbsie npobnemsl COBMECTHO U ONepaTHBHO.

Ecnu npobnemi! MAGHTHUMUUMPOBAHLI ¥ YCTPAHEHE!, TO ACMKHO BbITh MPUHATO PELIeHWE B OTHOWEHUK
HeoBxoauMOoCT ONONHUTENBHON 0BPaTHOM CaAaM.

Ecnu xoppekTvpyiowlee unu npeaynpexaaowee geicreve (nanee — CAPA) yCcTaHOBNEHO NPUMEMM-
TensLHO K NOCTaBLmMKy, TO MOXeT noTpebosaTeca AononkuTensHan obpaTHas CBA3L U CPeACTBEa nNepenayun
uHdopmayuu. Kak 4actk 3TON QEATENLHOCTH, MATOTOBUTENIO CNEAYeT NPOBECTH NePeoLeHBaHKe BO3MOX-
HOCTEW NOCTaBLWKUKa B QONTOCPOYHON NepenekTuse.

B 3aaMcuMOCTH OT XapakTepa nocTasnaemMon NPoayKUuKM uunu ycnyr, Yacte aenctemin CAPA, koto-
pas normkHa ObiTe BHNONHEHa, MOXET ObiTb NepegaHa naroToauTenem NocTaswuky. PesynsraTsl Takux 06b-
eavHeHHslx aeirctenit CAPA  u3roToBMTENs W NOCTaBLWMKa AOMKHB  yaosneTsopute Tpebosanua
NPUMEHUMbBIX CTAHAAPTOB U Perynupylolmx Tpedosamuii.

HecMmoTpAa Ha TO. 4TO HekoTopsle U3 aeicTenit CAPA moryT GuiTh Nepeaans NOCTaBL MKy, NONHan oTse-
TCTBEHHOCTL 33 3T AGHCTBUA NEXUT Ha narotoauTene. Bee pewenna canaannsie ¢ CAPA, a Taike npoeepka
MX PEIYNLTATUBHOCTH, RBNAIOTCA NPEAMETOM OTEETCTBeHHOCTH WM3rOTOBWUTENH, KOTOPas He MOMET ObiTe
nepegaMa nocraswuky. Ecnu peanuaauus aeicteuin CAPA nepenaHa nocTaswukam, TO M3roTosuTens Aon-
#eM obecneynTs YTo!:

- 8 CMK uarotoBuTens ycTaHoBneHs! NONOXEHUA NO BLINONHEHKUIO NOCTABLWMKAMY 0EUCTBUH, CBR3AH-
Hbix ¢ CAPA;

- ByayT seinonKedsl Bce aeidcteua CAPA, caraanmbie C TpeboBaHuAMM K NPOAYKUMK, NOCTaBNAEMONM
nocTaswmxkom. Vudopmauus W gaHubie, NONyYeHHbie OT 3TOro nocraswuka, ByayT MaeHTUHUUNPOBaKE!
(Hanpumep, CBA3aHKHBIE CO CTENEHLIO YNPaBNeHna, HeobXoaUMOro B OTHOWEHMKM NOCTABLLMKA);

- obA3arensCTea NOCTaBLUYMKA, CEA3aHMble ¢ feicTauAamu CAPA, SCHO U YETKO YCTaHOBNEHb! B A0r0BO-
Pe N1 MHOM Cornallienui (Hanpumep, HenoCPEACTBEHHO B CAMOM KOHMTPAKTE MNK cornawexun no obecneye-
HMIO Ka4ecTea),

- NOCTABLYMK HEYKOCHUTENLHO cOBNIoAaeT CBOU QOroBOPHLIE 00R3aTeNLCTEA OTHOCHTENLHO AGHCTEUIA
CAPA (Hanpumep, CBOEBPEMEHHAA peanuaauua UCNPaBneHuit);

- ACKYMEHTaUWA U 3anucK, CBA3aHHbie ¢ aeicTBuaMiu CAPA nocTaswmuka HaxoaaTCA Noa ynpaenexsuesm
¥ AOCTYNHbI NO NepaoMy TpeGoBaHuIo.

Ecnu nocrasiyuk He cnocobeH BuinonuuTe gercreus CAPA, Kak yCTaHOBNEHO B COrnawlieHui, To Haro-
TOBUTENb ACMKEH NPeanpuHATL OEACTBMA, [OCTATOMMbLIe ANS UCNpaeneHdus oBoaxayeHHoi npobnemebt.
Takue QencTana MOryT BKNIOYaTh 06yYenne COTPYAHMKOB NOCTaBLLMKa, NEPECcMOTD OTBETCTBEHHOCTH 3a pea-
nu3auyuio geictenin CAPA, npepocrasneHye nocraswimky pecypcos. Ecnu Heobxoanmesle peaynsTaTsl He
MOTYT BbITh AOCTUIHYTHI, TO cnegyeT obpaTHTLCA K 4PYroMy NOCTABLLKKY.

Marotoeurenes gonxes SuiTk cnocobed NpoAEMOHCTPUPORATE NOCPEACTROM NpeaocTaBnelnn obuex-
TUBHBIX CBHOETEeNLCTB, 4TO NonHeii npouecc CAPA oCylecTaNeH 1 ABNAGTCA Pe3yNbTaTUBHLIM.

OObexkTvBHLIe CBMABTENLCTBA MOMyT BKNIOYaTs B cebn:

- cnocobbl CBR3KM, YCTAHOBNEHHLIE U3rOTOBUTENEM W/UNK NOCTABLLWKOM;

- AOKYMEHTALUMIO U 3anUcH NPOLECCOB KOPPEKTUPYIOWWX 1 NpeaynpeXaatownx AeincTeuiA.
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Mpunoxenue AA
(cnpasovHoe)

NOABEMHUKM ANS MHBANMAOB

CeefieHMsA O COOTEATCTEMH CCLINOYHBLIX MEXAYHAPOAHLIX CTAHAAPTOB HAUMOHANLHLIM CTAHAAPTAM
Poccuitickon Depepaumu (M AeHCTBYIOWMUM B 3TOM KaYOCTEBE MEXIOCYAApPCTBOHHLIM CTaHaapTam)

Tabnuusa AN

OGoaavenne CCrnouHora Crenenn CBoIHBNEHME # HAMMEHOBANWME COOTBETCTEYIOL S0 HALMONANBNACD,
MEXAYHAROAHOrS CTaNAapTa | cooTseTcTanA MEXIOCYAJPCTBEHHOTO CTANAAPTA
UCO 13485:2003 DT FOCT 1SO 13485—2011 «V3genua mesuunHcsne. CucTeMb MeHenx-
MEeHTa kavecTea. CucTemusie TDGGOBBHMQ ANRK yenen peryn#poBaHna»
MUCO 9001:2008 IDT FOCT ISO 9001—2011 «Cucremn MmeHegxmeHTs kavecrea. Tpebosa-
HHA#

OTBETCTEMA CTAHAapTOs!

- IDT — MOEeHTUUHEIE CTEHABPTEL.

NpumeuaHune — B HacToAWeR TaBNUUE HCNONS30BAHO CNEAYIOILEe YCNOBHOR OB03HAYEHHE CTENEMK CO-

YIOK 006.83:006.354 OKC 03.120.10 OKM 94 000

11.040.01

Knio4yesble CnoBa: U3nenya MeauUWHCKWe, CUCTeMa MEeHeQXMEeHTa Ka4yecTea, NOCTaBLnKA, NPOAYKUMA W

YCNYTH, NONYYaEMbIe OT NOCTABUIMKOB

Pepaxtop A.B. Bunsvuyxud
Texuuueckuid peaaxrop B.H. Mpycaxosa
Koppextop B.4. Bapexyoea
KomnswrepHan sepctka J1.A. Kpyzoeod

Caavo a wabop 27.10.2015. Nognwcano o pevars 19.11.2015. ®opmar 60 « 84%. Fapwnrypa Apuan
Yon. new.n. 1.86. Ywu.naa. n. 145 Tupax 33 oxs. 3ax. 3724.

Wanawo w amevartano 80 YN «CTAHOAPTUHOOPM », 123995 Mocssa, Mpasarwui nep., 4.
www.gostinfo.ru infa@gostinfo.ru

Wwww.veara.ru





