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BBepeHue

0.1 O6uwue nonoxeHun

Hacmosuwuti cmandapm udeHmugbuyupyem ripuryursl GMP u ycmanaenusaem mpebosaHus K cucme-
Me MeHedxMeHma Kayecmea, NpUMeHUMOU K riepeuYHbIM YIaKko80YHbIM Mamepuasnam 0715 NTeKapCmMeeHHbIX
cpedcme. Peanusayus npunyunos GMP ripu npouseodcmee U KOHMPOUpo8aHUU nepeuyHbIxX yrnako8oYHbIX
Mamepuarnoe 8 paMKax opzaHu3ayuu umeem 4ype3ssbivaliHo 8aXHOoe 3HaqYeHue 0115 obecrievyeHus 6e30nacHoc-
mu nayueHmos, nosb3yUWUXCS JIeKapCmeeHHbIMU cpedcmeaMu U3-3a HernocpedcmeeHHO20 KOHmakma ¢
npodykyued. MNMpumerHerue GMP 8 omHoweHUU yriako80YHbIX Mamepuasnos 0511 hapmayesmuyeckol rnpodyk-
yuu nomozaem obecrnequms 8bIfIONTHEHUE AMUMU Mamepuainamu Hyx0 u nompebHocmeli hapmavesmudec-
Kol npoMbiuiiieHHocmu.

Hacmoswuii cmandapm sensiemcsi cmaHOapmoM 110 NPUMEHEHUI0 Tepe8UYHbIX yNaKo80YHbIX Mamepua-
o8 u codepxxum HopMamueHbili mekem cmaHdapma UCO 9001:2008.

B omHoweHuu nocmpoeHus Hacmosauwea2o cmaHO0apma delicmeayiom credyroujue npasuna:

- pa3sdenbi unu nodpasdensi, yumupyemsie rofTHocmeio U 6e3 uameHeruti uz MCO 9001:2008, 3akmode-
Hbl 8 paMKy;

- mekcm, ebiderieHHbIl KypcusoMm, codepxxum dorosiHumenbsHyto uHghopmayuio no GMP, kacarowyocs
r1epeuUYHbIX yaKko8OYHbIX Mamepuasos.

TepmuHsbi u onpedeneHust no GMP codepxamcs 8 pazdene 3. [pu eKMoYeHUU 8 epeveHb UCMOYHUK
npusodumcsi e ckobkax.

Onsa cozgaHus cuctemMbl MeHeAXXMEHTa kayecTBa HeoBxoauMo cTpaTermyeckoe pelleHne opraHuaa-
ummn. Ha paspaboTky 1 BHegpeHUe CUCTEMbl MEHEAXKMEHTA Ka4eCcTBa OpraHU3aLumn BINAIOT:

a) ee BHeLLHssA cpeaa, U3MeHeHWUs U PUCKN, CBA3aHHbIE C 3TOW Cpeao;

) n3MeHsoLMecs NoTpebHOCTH;
) KOHKpETHbIE Lienu;

) BbINyckaemMasi NpoayKUmns;

e) NnpuMeHsieMble NPoLEecCh;

f) pasmep u cTpyKkTypa opraHusaumu.

HacTosiwmn ctaHgapT He npegnonaraeT egMHoobpasns B CTPYKTYpe CUCTEM MeHeAXKMeHTa KayecTBa
WK UX JOKYMEHTaL M.

TpeboBaHuWs K cUCTEME MEHEAXXMEHTa KaYecTBa, yCTAHOBIEHHbIE HACTOSILIMM CTaHAaPTOM, SIBMISIOTCS
OOMNOSHSAOLMMU NO OTHOLUEHNIO K TPeboBaHmaM K npoaykumu. Uidopmauus, 06o3HaveHHas kak «Mpumeyva-
HUe», HOCUT XapaKkTep MeTOANYECKMX yKasaHWiA 47151 NOHUMaHUS UK pa3bsiCHEHNUS COOTBETCTBYIOLLIEro Tpe-
6oBaHus.

HacTosiLmin cTaHgapT MOXET UCNOMb30BaTLCS BHYTPEHHUMU U BHELLHUMN CTOPOHAMM, BKIoYas opra-
Hbl MO cepTuUdnKaLmmn, B LensxX OLeHKN cnocobHOCTM opraHu3aunm BeiNONHATbL TpeboBaHus notpebuTtenen,
TpeboBaHWs K NpodyKuuK, sensiowmecs 06a3aTenbHbIMU K UCMONIHEHUIO B COOTBETCTBUN C AENCTBYHOLLIMM
3aKkoHofaTeNnbCTBOM (fanee — obsasatensHble TpeboBaHUsA), U cOBCTBEHHLIE TpeboBaHMsI.

Mpu paspaboTke HacTosero cTaHaapTa 6biNn yuTeHbl NPUHLMMNBI MeHeKMeHTa KauecTBa, YCTaHOB-
neHHble MCO 9000 M CO 9004.

[MCO 9001:2008]

o 0O T

OcHosHol 3adayell Hacmosiweao cmaHdapma siensemcsi orpedesieHue 2apMOHU3UPO8aHHbIX mpebo-
8aHUU K NMep8UYHBIM yrako8oYHbIM Mamepuanam. OH COOepXKUMm HEKOMOopbie YacmHbie mpebosaHust Kk nep-
BUYHBLIM YraKo8OYHbIM MamepuanamM, 3aumcmeosaHHble u3 npasun GMP u kacaroujuecss ynpaeneHus
pou3eodcmeoM U m. 1. NIEKaPCMBEHHbIX Npernapamos.

0.2 lMpoueccHbIN noaxon

HacToawuit cTaHaapT HanpaseH Ha NpUMeHeHUe «MPOoLLECCHOro Noaxoaa» Npu paspaboTke, BHeape-
HUW 1 yIyYLleHWUW PesynbTaTUBHOCTIA CUCTEMbl MEHEDKMEHTA KauecTBa B LieNnsiX NosbieHUsa yaoBNeTBo-
PEHHOCTU NoTpebuTenei nyTem BoiNoNHeHUs ux Tpe6oBaHuii.

Ansa ycnewHoro hyHKUMOHUPOBAHWSA OpraHMsaLms AoSHKHa ONpeaeiuTh U OCyLEeCTBAATL MEHEAXKMEHT
MHOFOUYUCIIEHHBIX B3aUMOCBSA3aHHbIX BWAOB AeATEeNbHOCTU. [leATenbHOCTb, UCNonbayowan pecypebl 1
ynpasnsiemas B Luensax npeo6paszoBaHna BXOAOB B BLIXOAbI, MOXET paccMaTpuBaTbea Kak npouecc. Yacto
BbIXOZ 04HOTO NpoLecca o6pasyeT HENOCPEACTBEHHO BXOA CreaytoLLero.

v
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MpUuMeHeHMe B OpraHn3aLumn cMcTeMbl NPOLLECCOB HapAAY C UX naeHTudukayneii n BzammogencTenem,
aTakXe MeHeaXXMEeHT NPOoLeccoB, HanpaB/IeHHbIl HA NOlyYeHUe XenaeMoro pesysbtara, MoryT 6bITh onpe-
[JeneHbl Kak «NpoLeccHbIi noaxon».

MpenmMyLL,ecTBO NPOLECCHOrO NoAXo4a COCTOMT B HENPEPbLIBHOCTM yNpaB/eHUs, KOTopoe oH o6ecneyn-
BaeT Ha CTblKke OTAesbHbIX MPOLECCOB B pamMkax MX CUCTEMbl, a Takke Npu UX KoMEGUHaALUU U B3auMo-
nencTeum.

Mpu NPUMEHEHUN B CUCTEME MEHed)XMeHTa KayecTBa Takoii Noaxo/ noayepkmBaeT BaXXHOCTb:

a) NMOHWMAaHWA W BbINOSIHEHUSA Tpe6oBaHWIA;

b) HEO6XOAUMOCTM paccMOTPEHUSI NPOLLECCOB C TOUYKM 3peHUst 406aBNSEMOl UMW LLEHHOCTH;

C) OAOCTVMXEHUS 3an/aHNPOBaHHbIX Pe3yNbTaToB BbIMO/IHEHUS NPOLECCOB M 06ecneyeHuns nx pesysb-
TATUBHOCTHU;

d) NoCTOSAHHOTO y/y4YlleHUs NPoLeccoB, OCHOBAHHOTO HA 06bEKTUBHOM U3MEPEHUN.

MpuBegeHHas Ha pucyHke 1 Mogenb CUCTEMbI MeHegXXMeHTa KayecTBa, OCHOBAHHOI Ha MpoLeccHoM
nogxoae, UAMKCTPUPYET CBA3M MeXAy npoueccamu, npefcTaBfeHHbIMU B pasgenax 4—8. 9Ta Mofaenb
nokasblBaeT, YTO NOTPE6UTENN UTPaIOT CYL,eCTBEHHYIO PO/ib BycTaHOBNeHUn Tpe6oBaHuii, paccmaTpuBae-
MbIX B KaUecTBe BXOA40B.

MOHUTOPWHT Y0B/TIETBOPEHHOCTM NOTpebuTeNeii TpebyeT OLEHKM UHGOpMaLUM 0 BOCNPUATUM NoTpe-
6UTENAMU BbiNONHEHUS UX Tpe6oBaHwuii. MpuBegeHHas Ha pUcyHke 1 Mofesb 0XBaTbiBaeT BCe OCHOBHbIE
TpebGoBaHUA HacCTOsLLEero cTaHapTa, HO He NoKa3biBaeT NPOLECChl HAa AeTa/lbHOM YPOBHeE.

MpumeyaHne — Kpome TOro, ko BCeM npoueccaMm MOXeT 6biTb npuMeHeH uukn «Plan — Do — Check —
Act» (PDCA). Linkn PDCA MOXHO KpaTko onucaTb Tak:

- nnaHupoBaHue (plan) — paspaboTka Lenei 1 npoueccos, HEO6X0ANMbIX 418 [OCTVXKEHUS pe3y/bTaToB B COOT-
BETCTBUM C TpebOoBaHMAMU NOTpebuTenen n NONNTUKON opraHu3aumm;

- ocyuwiectBneHune (do) — BHeApeHUe NpoLEeccos;

- nposepka (check) — NOCTOSIHHbIE KOHTPO/Ib U M3MEpPeHNe MPOLECCOB 1 NPOAYKLUM B CPABHEHUW C MOUTUKOMN,
uenamu nTpeboBaHMAMY Ha NPOAYKLMIO 1 COOBLLEHNE O pe3yfbTaTax;

- peiicteue (act) — NpUHATUE AEACTBUIA MO NOCTOAHHOMY YYULLEHMWIO NOKa3aTesieil NpoLeccos.

NMOCTOAHHOE YNIYYLWEHNE
CUCTEMbl MEHEAXMEHTA KAYECTBA

YcnoBHble 0603HaYEHMNS:

------------- » [leatenbHocTb, fo6aBnsowas LeHHOCTb
............... » [loTok nHchopmaLun

PucyHok 1— Mogesnb CMCTEMbI MEHEKMEHTA KayecTBa, OCHOBaHHO Ha NPOL,ECCHOM Noaxoae

MCO 9001:20081
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0.3 CBasbc NCO 9004

NCO 9001 nNCO 9004 sipnsatoTcA cTaHAapTaMU Ha CUCTEMbl MEHEDKMEHTa KavecTBa, KOTopble A0MNoS-
HSIIOT APYT Apyra, HO NX MOXHO NPUMEHSNATb TakKe He3aBUCHUMO.

MCO 9001 yctaHaBnuneaeT TpeboOBaHNA K CUCTEME MeHeQXMeHTa KadecTBa, koTopble MOryT ObiTb
NCNONb30BaHbI 451 BHYTPEHHEro NpUMeHeHNs 0praHn3aunsMn, a Takke B Lensx cepTudmrkaunm Unm sakno-
YyeHns KoHTpakToB. CTaH4apT HanpaefeH Ha pesynbTaTUBHOCTb CUCTEMbl MEHEAXXMeHTa KavyecTsa npu
BbINOSHEeHUM TpeboBaHUn NoTpebuTenen n cooTBETCTBYHOLMX 3akoHOoAaTENbHbIX U ApYrinx 06s3aTenbHbIX
TpeboBaHMA.

Ko Bpemeru ny6bnukauum ctangapta MCO 9001:2008 ctaHgapt MCO 9004 Haxoauncsa Ha cTaguy nepe-
cmoTpa. Hosas Bepcusa MCO 9004 6yaeT coaepkaTb pekoMeHaaunn Ans MeHepkMeHTa no AOCTKEHMIO
yCTOMYMBOro ycnexa nobow opraHnsaunm B CNoxHoN, TpeboBaTelbHOM U MOCTOSHHO U3MEHSIOLLENCS cpe-
ae. MCO 9004 npeactasnsaeT 6onee WMPOKAIA B3rNsAa HAa MEHeIKMEHT kadecTBa, Yem MCO 9001; oH Haue-
NMBaeT Ha yaoBreTBOpeHWe MOTPEeBHOCTEN M OXMAAHWA BCEX 3aMHTEPECOBaHHbIX CTOPOH Ha OCHOBE
CUCTEeMaTUYECKOro U MOCTOAHHOIO YrydlIeHUs1 AeaTeNbHOCTU opraHusauni. OgHako 3T0T cTaHgapT He
npeaHasHaveH AN uenen ceptudunkaunm, saknodeHUs KOHTPaKTOB M BbiNonHeHWsl 06a3aTenbHblX Tpebo-
BaHWNA.

[MCO 9001:2008]

0.4 CoBMecTUMOCTbL C APYTMMU CUCTEMaMU MEHE)KMeHTa

Mpu paspaboTke HacTosiero crangapTa [AO/DKHOEe BHUMaHue 6bino yaeneHo NOSOXEeHUAM
MCO 14001:2004 aonsa ynyylweHUA COBMECTMMOCTM 3TUX ABYX CTaHAApPTOB B MHTepecax coobulecTBa
nonb3osaTtenei. MpunoxeHue A nokasbiBaeT cooTBeTCTBME Mexay MCO 9001:2008 nNICO 14001:2004.

HacTosilwmin cTaHaapT He COAepPXWUT KOHKPETHLIX TpeboBaHWI K ApYrMM cucTeMaM MeHemKMeHTa,
TaKUM Kak MeHeKMEHT OXpaHbl OKpy>KatoLlei cpefbl, MeHeKMEHT NpodeccroHanbHOro 340poebs U 6e3o-
nacHOCTU, (PUHAHCOBLIA MEHEKMEHT NN MeHePKMeHT puckoB. OgHako cTaH4apT NO3BONAET opraHuaa-
Luun cornacosaTb WU MHTErpupoBaTh CBOK COBCTBEHHYIO CUCTEMY MeHeKMEeHTa KadyecTsa ¢ Apyrumu
cuctemMamm MeHeXKMeHTa ¢ COOTBETCTRyOWMMU TpeboBaHuamu. OpraHusaums MoXeT aganTupoBaTb
Aencteytowyo(ne) cuctemy(bl) MEHEeKMeHTa ANSA CO3faHUs CUCTEMbl MEHeXKMeHTa KayecTBa, COOT-
BeTCTBYtoLLEel TpeboBaHUAM HacTosILLEro cTaHgapTa.

[MCO 9001:2008]

Hacmosuwut cmandapm codepxum mpebosaHusi MCO 9001:2008 u dornonHumensHo 4acmHbie mpebo-
8aHUSI K NNep8uUYHbIM YaKo8OYHbLIM Mamepuarsnam, Komopable rno3aumcmeosars! U3z ripasunn GMP u adanmupo-
8aHbl, eciiu 3mo UesiecoobpasHo, K rpou3eodcmay U KOHMPOITIo JIEKapCmMeeHHbIX cpedcms.

\
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HAUMWOHANBbHBIN CTAHOAPT POCCUMACKOW OSEAOAEPALUMU

MATEPWATNbI AN NEPBUYHOW YNAKOBKU NEKAPCTBEHHbLIX CPEACTB

Ocobble TpeboBaHUA NO NPUMEHEHUIO
UCO 9001:2008 c yueTOM NpaBuN Hagnexallien NPou3BoaAcTBeHHOW npakTuku (GMP)

Primary packaging materials for medicinal products.
Particular requirements for the application of ISO 9001:2008, with reference to good manufacturing practice (GMP)

Darta BBeaeHna — 2015—06—01

1 O6nacTb NpUMeHeHunA

1.1 O6wue nonoxeHun

Hacmoswui cmaH0apm ycmaHaenugaem mpebogaHus K cucmeme MeHedXMeHma Kkayecmea, koz0a
ope2aHu3ayuu mpebyemcsi IPo0eMOHCMPUPO8aMb C80K0 CrIOCOOHOCMb NOCMAassIsimb fepeUYHbIe YNaKko8oy-
Hble Mamepuarbl 01151 fekapcmeeHHbIX cpedcme, cucmemamu4decku omeevarujue mpebosaHuam nompebu-
mesnel, 8 moM 4ucrie HopMamueHbIM mpebosaHuaMm U mpebosaHusIM MexOyHapOoOHbIX cmaHOlapmos,
Kacarouwuxcsl epe8uUYHbIX Yriako80YHbIX Mamepuarsios.

B Hacmosuwem cmaHOapme mepMUH «ECIU 3mo uenecoobpasHo» Ucnonb3yemcs HeodHokpamHo. Koe-
0a mpebosaHue keanuguuupyemcsi amol ¢ppasoll, OHO cHuUmMaemcs «yenecoobpasHbiM», el op2aHusauusi
He npedocmasum OOKyMeHMUpPo8aHHO20 OoKaszamerbcmea fpomueHo20.

HacTtoswwmii ctaHaapT ycTaHaBnueaeT TpeboBaHUs K CUCTeMe MeHeDKMeHTa KayecTBa B TeX Crnyyasx,
Koraa opraHusaums:

a) HyxgaeTca B AeMOHCTpaLnn cBoei cnocobHOCTU Bcerga NOCTaBnsATh NPOAYKUMIO, OTBEeYaloLLYHo
TpeboBaHWAM noTpebuTenel n cCOoTBETCTBYHOWUM 06s13aTeNbHBIM TPEBOBaHUAM;

b) cTaBuT cBOEN Lienbio NoBbILEHNE YAOBNETBOPEHHOCTN NOTpebuTenein nocpeactTsoM apekTUBHO-
ro NPMMEeHeHNs CUCTeMbl MeHepKMeHTa kayecTBa, BKIoYas NPoLecchl NOCTOAHHOTO ee ynyyleHns, u obec-
neveHne cooTBeTCTBUA TpeboBaHUsAM NoTpebuTenei n CooTBETCTBYHOLWUM 06a3aTeNbHBIM TPeBGOBaHUAM.

MpumevaHun

1 B HacTosiwem cTaHaapTe TEPMUH «NPOAYKLUST» MPUMEHUM TONbKO:

a) knpegHasHavaemol Ans noTpebutens unu satpeGoBaHHON M NPOAYKUMK;

b) knio6bIM 3aA4aHHLIM pe3ynbTaTam NPOLECCOB XN3HEHHOIO LMKNA.

2 3akoHopaTenbHble 1 Apyrne obssartenbHblie Tpe6oBaHMsI MOTYT GbiTb BbIPaXeHb! KaK NPaBoBble TpeboBaHusI.

[MCO9001:2008]

Hacmosiwuii cmaHdapm npumMeHsiemcst rpu poekmuposaHull, U320mossieHuUU U rocmaske rnepeudHbixX
YIIaKo8OYHBIX Mamepuaroe 051 nekapcmeeHHbIx cpedcma. OH maKxke NPUMEHUM 6 UerlsiX cepmugbukauuu.

1.2 MNMpumeHeHUe

TpeGoBaHWA HACTOSALLEro cTaHaapTa SABMATCA 0BLMMKN U NpeaHasHaveHbl AN NPUMEHEHNS BCeMu
opraHu3aLusiM1 He3aBUCUMO OT UX BrUAa, pasMepa U NocTasAsAeMoin NPOAYKLMA.

Ecnu kakoe-nun6o TpeboBaHue(a) HacToALero cTaHAapTa HeNb3A NPUMEHUTL BCeaCTBUe crneunduki
opraH1saLum 1 ee NPOAYKLMN, JOMNYCKaeTCsl €ro UCKIIoYeHe.

Mpy AonyLLEHHBIX UCKMIOYEHNSIX 3asiBIIEHUs] O COOTBETCTBUM HAcCTOsIEMY cTaHaapTy npuemnemsl,
ecnu 3T UCKNoYeHWst nodnagatT nod TpeboBaHua pasgena 7 M He BMAUAIOT Ha CNOCOBHOCTbL WUNU

U3panne opnumnansHoe
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OTBETCTBEHHOCTb OpraHusaLum obecneunsaThb NpoaykLUen, CooTBeTCTBYoLEl TpeboBaHusaM noTpebuTte-
Nei M cooTBETCTBYIOWNM 06a3aTeNbHLIM Tpe6oBaHUAM.
[MCO 9001:2008]

2 HopmaTuBHbI€E CCbINKK

YkasaHHble B JaHHOM pasfgene AOOKYMEHTbI ABNATCA HeobxoguMbIMK AnA NMPUMEHEHUA HacCToALero
craHgapTa. Ana 4aTMpoBaHHbIX CChINMOK MPUMEHSAIOT TONbKO yKasaHHble BepCUn UsgaHud. Ina HepaTupoBaH-
HbIX CCbIJTOK NTPUMEHAIOT CaMble NnocnegHue nsaaHna (BKJ'II'O‘-Iaﬂ nto6ble U3sMeHeHUs K CTaHﬂapTaM).

YkasaHHbIA HXKe CCbINOYHbIA JOKYMEHT Heob6xoaum AN UCNoNb3oBaHUA HacTodllero ctTaHaapTa. Ana
AaTUPOBaHHbLIX CCbIJTOK MPUMEHAIOT TOJIbKO TY BEPCUIo, KoTopaa 6bina yNnomMmaHyTa B TEKCTE. D,J'IFI HeaaTtupo-
BaHHbIX CCbINOK HeOBXoAMMO UCMoNb3oBaTb camoe nocnegHee usgaHve OOKYMeHTa (BKmovasi nobble
nonpasku).

NCO 9000:2005 CucremMbl MeHepKMeHTa KavecTBa. OCHOBHbIE MOMOXEHUS 1 CINoBapb.

[MCO 9001:2008]

NCO 14644-1 Yucmebie noMeweHUs U c8si3aHHbIe C HUMU KOHmMpornupyembie cpedsl. Yacmsb 1: Knaccu-
ghukayust yucmomai 8030yXxa 110 KOHUEHMpayuu 838elWeHHbIX Yacmuy,

NCO 14644-2 Yucmbie noMeuwieHUs U C8A3aHHbIe C HUMU KOHMpoJsiupyemsie cpedbl. HYacmeb 2: Tpebo-
8aHUs1 K MOHUMOPUH2Y U nepuodu4ecKkuM UcfibimaHuamM 851s nodmeepx0eHust oCcmosiHHO20 coomeemcemaeusi
HNCO 14644-1

NCO 14644-3 Yucmebie noMeweHUs U c8A3aHHbIe ¢ HUMU KOHmMponupyembie cpedbl. Yacme 3: Memo-
Obl ucnbimaHull

NCO 14644-5 Yucmebie nomeweHUs U cesizaHHble ¢ HUMU KOHmMponupyemsie cpedbi. Yacme 5: Skcrny-
amauus

3 TepMuHbI M onpeaeneHns

B HacTosiLeM cTaHaapTe NpMMeHeHbl TEPMUHBI U onpeaeneHust, AaHHble B UCO 9000.

B HacTosieM cTaHaapTe NpMMeHeHbl TePMUHBI U onpeaeneHust, AaHHble B UCO 9000.
B TekcTe HacTosLLero cTaHgapTa TEPMUH «MPOAYKLMS» MOXKET 03HaYaTh TakKe «YCNyry».
[MCO9001:2008]

HononHumensHeie mepMuHbI U ofipederieHust, UCoNb3yeMble 8 HacCMosiueM cmaHdapme, OmHOCSIMcs
HerocpedcmeeHHO K npasunam GMP, npumMeHUMbIM K 1pou3sodcmey repeuyvHbIX Yrako80o4HbIX Mamepuasos
O nekapCmeeHHbIX cpedcmes.

3.1 8030ywHbI wWnro3: 3aKpbimoe npocmpaHcmeo 011 KOHMPOTUPOBaHUS 8030YWHO20 MOMOoKa.

IpumeyaHue— [JaHHoe npocmpaHCMEO, Kak npasuro, cHabxeHo, o KpaliHel Mepe, O8yMsi 83aUMOCEs3aH-
HbIMU 08epamu MexOy 08yms u 6oriee KOMHamamu, U UCons3yemcs 05 nepexoda rnepcoHarna unu rnepeMeuieHuss mame-
puarnos rpu ycnosuu cobrrdeHUs pasnuyHbIX YCosuLl, Harpumep, Yucmomai, Tomoka 8030yxa rpu exode.

3.2 ymeepideHHbIl: ViMerowull cmamyc coomeemcemaus.

I1p umeyanue— Coomsemcmsue moxem rnodmeepxdamscs Ha rrobom smarie ripoyecca (015 UCXOOHbIX Ma-
mepuanos, 051 ecriomogamersHbix cpedcms, 0118 yrako80YHbIX Mamepuanos uniu 20moeoll npodykyuu).

3.3 cbopka: CoeduHeHue smecme rnepe8uUYHbIX yraKko8oYHbIX Mamepuaios (3.35.1) u (unu) ux komrno-
HeHmos.

MpumevyaHdue— pumepamu mo2ym criyxums c6opka wacmell nunemox Oris 3arofnHeHus annapamos ons
UHBEKUUL Unu yemaro8Ka 3auiumHbix KOIadykos Or1s uail Ha nped8apumensHO HaroNHeHHbIX WIpuUax.

3.4 asmomamuyeckuli koHmpons: OueHka coomeemcmausi, ocywecmesrisieMasi KOHMpPOIbHbIM
obopydoeaHuemM be3 eMewiamesnbcmea Yerioeeka.

I pumeyaHue— KoumponsHoe ob6opydogatue Moxem 8kiirodames 8 cebs 0rimosaieKmMpPOHHbLIE KOMITOHEHMb!
(kamepsi), na3epHbie cUCMeMbI, ybMpassyK0o8ble CUCMEMb] U C833aHHbIe C HUMU cucmeMbsl 06pabomku OaHHBIX, 8 MakkKe
Opy20e obopydosaHue.

2



rocT P UCO 15378—2014

3.5 cepus, napmus: OnpedeneHHoe Konuyecmaso repeuyHbIX yrnakosoyHbix Mamepuanos (3.35.1),
U320MoesieHHbIX 8 X00e 0OHO20 UJIU HECKOITbKUX MPOU,EeCCo8 U UMEIUWUX CmaHlapmu3uposaHHble Xxapakme-
pucmuku u cmaburnbHoe Ka4yecmso.

lMMpumeyvarnus

1 Ans ydoenemeopeHus npousdsodcmeeHHbix mpeboearuil unu mpebosaruili nompebumens napmus Moxem
6bimb pasdeneHa Ha psad nodnapmuti, 06 beOuHAeMbIX 1030Hee 8 eOUHYI 0GHOPOOHYIO NMapmuio.

2 [Mpu renpepbieHOM ripoussodcmee cepueli cyumaemcs 00115 npodykyuu, onpedensiemas nubo 3adaHHbIM KO-
4yecmeom, n1ubo KONU4YEeCMeoM, NPOU38eOeHHbLIM 3a YCMAaHOB1eHHbIL POMEXYMOK 8DEMEHU.

3.6 npomokon Ha cepuro: [lokymeHmsl u 3anucu, darouwjue rnpedcmasneHue o rnpedbicmopuu cepuu
(3.5), eknroyas uHgbopMayuro, OMHOCSLLYIOCS K TPou380dcmaey U KOHMpOJI0, U obriezgyaroujue npocnexusae-
mocmb (3.63).

3.7 Homep cepuu, HoMep Napmuu: YHUKalbHbIU U0eHmuguKkamop cepuu uiu napmuu (3.5).

lTpumewyaHue— Homep cepuu moxem npedcmaename coboli coyemanue yugp, byke u (unu) cumeorsos,

uBeHmMuGbUUUPYrOWUX cepuro (Unu Mapmuro) U rIoMo2arwLxX onpedenums MpedbIcMopuro Mpou3goocmea u pacrpede-
TIBeHUS.

3.8 ebinyck cepuu: PeweHue o 8birlycke cepuu (3.5) 01151 npodaxku uru riocmaeku riocne oguyuaibHo-
20 paccMompeHus npomokona Ha cepuio (3.6), ocyuwecmernsiemMozo ciiyxbol kayuecmea (3.41) unu nuyom,
YMONHOMOYEHHbIM CrTyx6oll kKayecmaa.

3.9 kanu6poeka (noeepka): Mpouecc NposepKu MU peaynuposaHust (Mymem cornocmaeieHus ¢ ama-
TTOHHBIM 06pa3yoM) moyHocmu cpedcmea U3MePEHUS.

lM1pumedyaHue— Kanubposky (mosepKy) MOXHO makxe ornucams Kak psi0 oriepayutl, ycrmaHasnueaouwux rnpu
3adaHHbIX yCrIOBUAX 3a8UCUMOCMb MeXOy 3HaYeHUSMU, MOMYHEHHBIMU C MOMOWbI0 Cpedcmea U3MePEeHUSs, unu 3Ha4eHus-
Mmu, ripedcmasnsaeMbiMU  8eUIECMBEHHOU Mepol, U coOMeemcmayroWUMU U3BECMHBIMU 3HAYEHUSMU 3MAasloHHOZ20
obpasya.

3.10 ynpaeneHue usMeHeHUsIMU: [JOKyMEHMUPOBaHHOE YrpasieHue U3MeHeHUsIMU.

lMpumedyaHue—K usMeHeHUsM MO2ym, 8 4aCMHOCMU, OMHOCUMbBCS U3MEHEHUS 8 Cbipbe, MEXHUYECKUX
ycnosusix, npousgodcmeeHHoul 6ase, 060pydo8aHuU, MPoU3800CMEEHHbIX NPoueccax u Memooax ucnbimaHud.

3.11 yucmoe nomeuwjeHue: lNNomMelwieHue, 8 KOMOPOM KOHMPOIUPYEMCs] KOHUEHMPaUUsi 838EWEHHbIX
8 8030yxe Yacmuy, U KOMopPoe COOPYXKEHO U UCMOMb3yemcsi makum obpa3om, 4ymobbl MUHUMU3UpPO8ams fona-
OaHue, o6pasosaHue U COXpaHeHuUe Yacmuy 8Hympu rnomeLeHus, U 8 KOmMopoM Opyaue coomsemcmeyioujue
rapamempski, maKkue Kak memrepamypa, efaxxHocme U dasrieHue, KOHMPOIUPYMCS o Mepe Heobxodu-
mocmu.

[MNCO 14644-1—99, 3.1.1]

3.12 yucmas 3oHa: CrieyuaiibHoe MpoCmpaHcmeo, 8 KOMOPOM KOHMPOUPyemcs KoHUeHmpauyus
8386LWEHHbIX 8 8030yXe Yacmuy U Komopoe MoCMPOEeHO U UCIOoNb3yemcsi mak, 4mobbl MUHUMU3UPO8amb
rnonadarue, obpasosaHue U coxpaHeHue Yacmul 8Hympu 30HbI, U 8 KOIMopoM Opyaue coomeemcmsyrowjue
napamempsi, makue Kak memriepamypa, 8flaxHoCmpb U 0asneHue, KOHMPOAUpyrmes 1o Mepe Heobxodu-
mocmu.

MNCO 14644-1—99, 3.1.2]

IMpumedyaHue— 3oHa Moxem ObimMb OMKPLIMOU UsU 3aKPhIMOU U HAX00UMBLCS Kak 6HympuU, mak U 8He Huc-
mozo roMeweHus.

3.13 3aezpssHerue: onadaHue mobo20 HexenamenbHO20 eewecmea 8 fep8uyHbIl yrnako8oYHbiIll
mamepuar (3.35.1).

lMMpumevarnus

1 Fomosas npodykyus Moxem bbime 3a2ps3HeHa nocpedcmeom (huau4eckoz0 (meepobie Yacmuupbl), XUMUYECKO-
20 unu buonoauyeckozo (Hanu4ue buo- u 3HOOMOKCUHO8) 8030elicmeusi.

2 BaepssHeHuUe MOXem 803HUKamMb 80 8PEMS NPOU3800CMEa, yraKoeKuU, XpaHeHUs U (Uuniu) mpaHCcropmuposKu 1o
BUHE 3a2PA3HEHHbIX 8030y WHbIX cUCMeM, nepcoHana, obopydosarus Orns ombopa npob, mamepuanos, nomMeweHul unu
KOHMeUlHepos.

3.14 koHmponupyemas cpeda: Cpeda, coz0aHHasi U IKCrilyamupyemMasi makum obpa3om, Ymobbi KOH-
mponuposame 803MOXHOE rnonadaHue nomeHyuasbHbIX 3a2psi3HSIOUUX 8ELECTS.
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MpumevaHus

1 Cpeda, Kak npasusno, co30aemcs U 3KCrayamupyemcss makum obpasom, 4mobbl KOHMPONUPO8amb MOMeHYU-
anbHoe 3azpA3HeHue U ocnedcmeust crnyqaliHozo 8b16p0ca XUbix Op2aHU3MOo8.

2 Coomeemcmsyrowull nepenad 6asneHus co30aem 803MOXHOCME 3HhPEKMUBHO20 yOaneHUs aspo30i1bHbIX
3azpsasHumened, npedomepalieHus MoOMeHUUansHo20 3azpsasHeHuUs u nocnedcmeull cnydaliHozo esibpoca.

3.15 nepekpecmHoe 3azpsizHeHue: 3aspsizHeHue (3.13) Mamepuana unu rnpodykyuu dpyaum Mame-
puarnom unu npodykyued.

MpumevaHus
1 lNepekpecmHOe 3a2pA3HEHUE MOXem MaKXe Ha3bi8ambCs CMeLuU8aHUSM.
2 Cwm. [24].

3.16 npemeHr3usi nompebumens: VHhopmayus, npedocmasiieHHas nompebumenem omHocumesns-
HO Hedocmamkos unu Hecoomeememeud.

MpumevaHus

1 UHopmalus moxem nepedasambCcs 8 ycmHOU unu nucbMeHHoU ghopme.

2 lMpedmemom ripemeH3uu Moxem 6bImb KA46CMa80, KOAUYeCma0 Ul yCo8uUs ToCmasKu rnepe8uyHoO20 yrnakoeoy-
HO20 Mamepuarna.

3.17 dama uzzomoeneHusi: [Jama HacmyrineHus 00HOU U3 rnepebix cmadull npoyecca u320moeneHust
repsuUYHO20 yriaKo8oYHO20 Mamepuara, Uflu fipouecca yrnakosKku, Uiu rpouecca OKOHYameslbHO20 8bIfTyCKa,
Komopasi Moxem 6bimb rnpedMemoM coanacoeaHusi ¢ nrompebumerem.

3.18 omknoHeHue: OmcmynneHue om cmaH®apmHol paboyel npouedypsi (3.58) unu delicmsyroue-
20 cmaHdapma.

3.19 dokymeHmupoeaHHasi npouedypa: [lpouedypa, Komopasi ycmaHosiieHa, OOKyMeHmMallbHO
oghbopmIeHa, CaHKUUOHUposaHa, sHedpeHa U coxpaHsgemcsi 8 pabodeM COCMOsIHUU.

3.20 nosmopHasi nposepka: [JokyMeHmMasibHO othopmiieHHoe rodmeepxdeHue (3.65) dessmensHoc-
mu, pe3ynsmamos unu 3anuceli emopsIM IUUOM Uil 8mopold cucmemod.

I pumeyaH ue— Yacmeio makozo npoyecca nodmeepxoeHus Moxem bbims emopas nodmeaepxoaiowas nod-
nuces 8 X006 MexHON0aU4YeCcK020 KOHMPONA, npou3so0cmesHHas OOKyMeHmMauus u 3arucu o Kaiecmee 0n1s cepuu, noonu-
CaHHbBIE 8MOPLIM MIUYOM, UNU KOHMPOIb ¢ MOMOWBIO S1EKMPOHHBIX npubopos. Kak npasurso, pesynbmamesi noemopHoL
IPOBEPKU NOOMUCKIBAIOMCS 8MOPLIM fILILUOM.

3.21 cpok 200Hocmu: [pednonazaembit IpedenibHbI CPOK UCMONMbL308aHUS.

MpumeyvarnHus

1 Cwm. makxe onpederneHue cpoka xpaHeHus (3.56).

2 3mo, kaK npasurio, nepuod, 8 MeYeHUe KOMOop0o20 OXUOAeMCsi, 4Mo nepauYdHbIl yrako8oyHbI Mamepuail ocma-
emcs npu200HbIM ONs UCMONb308aHUS 8 CrlyHae XpaHeHUs npu ornpedesieHHbiX YCroausix, 1ocrne 4e20 OH He OOIDKeH
ucronb308amaCs.

3.22 ebIx00HOU KORMpPOb: VicribimaHusi, IPo8oduMsie Ha 20mosoll Npodykyuu (3.23) ons onpedene-
Huss coomeemcmeusi mpebosaHUSIM MeXHUYeCKUX ycroaud.

3.23 2omoeas npodykyusi: [NepsuyHbill yriako804HbIl Mamepuar (3.35.1), npowedwul ece cmaduu
npoussodcmsa (3.37).

3.24 Hadnexauwasi npoussodcmeeHHast npakmuka (GMP): [pouedypbi yripasneHus Ka4ecmeom u
obecriedeHus kKadecmea, UCrofb3yeMbie 8 ripouecce rpouseodcmeaa (3.29).

Mpumeyvarnus

1 Cwm. onpeleneHus NnoHaMUL «yrnpaeneHue kaiecmeom» u «obecneyerue kadecmaa» 8 MCO 9000:2005 (3.2.10
u32.11).

2 TpebosaHus k Hadnexawel npoussodcmeeHHOU rnpakmuxe 8 ghapmayesmuyeckoll MPOMbIWIIeHHOCMU yecma-
HoeneHbl 8 cmaHOapme o obecrieyeHuUro kadecmaa (cm. [24]).

3 TpebosaHus Hadnexalel npoussodcmeeHHol npakmuku (GMP) dns mamepuaros nepsuyHol ynakoeKuU 6KIo-
yarom, rNoMuMo Hanu4us nodxodsujezo repcoHarna, noMeweHuli u obopydosaHus, Hanu4ue cucmembl MeHeoXMeHma
Kadecmea, Komopas 8Kmo4Yaem KOHmMpOonupogaHue nocmynamnuwez0 UcXo0H020 Mamepuana, U320moeneHue, Hanuque
coomeemcmeyrowiell OKyMeHmMayuu, 8bIMONHEHUEe CaHUMapHo-auzueHuU4Yeckux mpebogaHuli Ha rpoussodcmee, KOH-
mpone 20moeoli npolyKyuU, 3arnucu o peanu3ayuu, pacCMompeHue xarnob u caMmoKOHMPOIk.

4 lonamus GMP u mekywas nadnexauwasa npouseodcmeerHas npakmuka (cGMP) pasHosHayHsl. Memoduyeckue
ykazaHuss GMP nocmosaHHo akmyanusupyromcecs 8 COomeemcemsuu ¢ MEHAIOWUMUCS MpeBo8aHUAMU COBPEMEHHO20 ypos-
HA passumusi. 3mo u ipueero K nosienexuro mepmuHa cGMP, komopeili uHo20a ucrions3yemcs. @apmauesmuyeckas rnpo-
MbiwneHHocme nipednonazaem, 4mo opaaHusayuu npuHuMarm 8o sHumaHue mexkyuwue GMP 8 cgoux nocmosHHO
COBEPWEHCMBYIOWUXCS Tpo2pamMmax.

4
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3.25 odHopodHOCcmb, 20MO2eHHOCMb: EOUHOOBpasue 3HaYeHUll xapakmepucmuk Mamepuarna ons
e20 onpedenieHHo20 Konuyecmea.

MpumedyaH ue— OFHOPOOHOCME MOXEMm 8KITKHame e0UHOo0Bpa3ue Mamepuarnos usnu onpedeneHHbIX XapaK-
mepucmuKk Mamepuarnos 0coboli sHayumocmu.

3.26 koHmpone 8 npoyecce npoussodcmea: [elicmeusi, npednpuHuMaemMsie 8 xode npou3eos-
CMeeHHO20 npouecca, 0N Nposepku coomeememeus npodyKyuu npedbsensieMbiX K Hell MEeXHUYECKUX
mpebosaHudl.

lMMpumevyaHus

1 [ns esinonHeHus mpebosaruli K npolykyuu moaym riompebosambCsi MPOUeccsl MOHUMOpUHea U Hanaoka
cpedcme rpouszsodcmea.

2 KoHmponb okpyxarouieli cpedsl unu 060py0o8aHUss MOXem makxke paccMampueamsCs KaK 4acms KOHMPOIIsA 8
npoyecce npoussodcmsa.

3.27 nonydhabpukam: Mamepuan 05151 nepeu4dHol yrnakoeku (3.35.1), npoweduwiull HeKomophbie, HO He
8ce cmaduu npoussodcmea.

MpumedyaHue—lonygpabpukam mpebyem OansHeliweli obpabomku, npexde YemM cmampb 20mosoll npo-
Oykuued.

3.28 oyucmka nuHuu: YoareHue 8ceao, Ymo €853aH0 C rpedbidyu,um rnpouU3eo0CcmeeHHbIM UUKITOM
(MpombieKa JTUHUU).

IMpumedyaHue— Kak npasurno, o4UcCmkKa nuHUU npou3eodumcs 00 o4epelGHO20 npou3e00CMBEHHO20 YuKna
Ons npedomepaueHus nobol owubKu unu nepekpecmHoeo 3azpssHeHus. Kak npasuno, mpebyemcs, 4mobbr npou3god-
cmeeHHoe obopydosaHue (nuHus) u coomsememeyrowuli paboyuli y4acmok bbiu MoNHOCMbBI0 OYULEHB! OM 8CeX Mame-
puanos, omxodos, npodykyuu, obpa3syos, OOKyMeHmMos8 U m. 1., KOmopbIe UCI0b308anuch 8 x00e rpedsidyuwe20 npous-
800cmeeHHO020 yukna, 0o 3aso3a mamepuanos, obpa3syos rnpodykyuu, GOKyMeHmos u m. ., Heobxodumbix 0518 Hayana
cnedyrowezo npoussodcmeeHHO20 YUKIa.

3.29 uszzomoeneHue: Bce ornepayuu ro 3aKyrnke Mamepuasnos, 8KilrodYasi Mamepuarsi 01151 nep8uyHol
ynakosu (3.35.1), npoussodcmey (3.37), yrnipasneHuto kadecmeom (3.39), 8birycKy, xpaHeHUro, peanu3sayuu
npodyKyuU U cesi3aHHbIe ¢ HUMU cpedcmea yripasrieHusl.

3.30 nekapcmeeHHoe cpedcmeo: JTioboe sewjecmso unu coyemaHue seujecms, npedHasHavYeHHoe
O nedeHUsI unu npoghunakmuku y moded unu XUeomHbIX.

lMpumeyvyaHus

1 Jlro6oe sewecmeso unu coyemanue 8elecms, 8600UMOE YEI08EKy UfU KUSOMHbIM ¢ OUag2HOCMUYeCcKUMU Uerns-
MU unu 0119 80CCMAaHOBINEHUS, KOPPEKMUPOBKU UMl USMEHEeHUSs! (hu3uonoauyeckux (hyHKUU 4eroeeKa unu XueomHbix,
mak:xe paccMampueaemcs Kak iekapcmeeHHoe cpedcmeo.

2 Cwm. [24].

3 JlekapcmaeHHble cpedcmea Mo2ym makke Ha3bleambsCsi ghapMayesmuyecKuMU Uru nekapcmeeHHbIMU fpena-
pamamu, skroyas npodyKyuUr, NoO8epealowyoCs KITUHUYECKUM UCCe008aHUsIM.

3.31 opeaHusayus: 'pynna nuy u cpedcmes ¢ ycmaHo8MeHHbIMU 00s13aHHOCMSIMU, MOSTHOMOYUSAMU U
83aUMOCEA3AMU.
NCO 9000:2005, 3.3.1]

ITp umeyaHue— BHacmoswem cmaHdapme opaaHu3ayus mpakmyemcs KaK KOMIIaHusi, uszomaenusarouwas
mamepuare! 01151 IeP8UYHOU yraKosKuU.

3.32 nodzomoeka neyamHo20 opuauHana: BcsinodzomosumensHasi paboma 9o neyamu.

I1p umeyaH ue— Cioda omHocumcsi KOHUenmyarnbHoe pewerue, du3saltiH, epagudeckoe UCTONHeHue, pernpo-
epacgbusi, nneHKa, us2omosneHue nedamnol hopmbi, wenkompaghapemras neyams, yugpossie ¢halinb! U WpughmoHocu-
menu.

3.33 3a nepedenamu mexHuvYeckux mpeboeaHuil: Pe3ynbmambl ucrnbimaHull, He omeeydaroujue
mpebosaHuaM mexHuyeckux ycnosutd (3.57).
3.34 aymcopcuna2: BbiroiHeHue ecez0 usu 4yacmu rpouecca opyaoli op2aHusayuel (3.3.1).

I1p um ey aH ue— AymcopcuHe 4acmo Hasbieaiom cybrodpsidom (cm. orpederneHue mepmuHa «cy6brnodpaduuk
(6.61)»).

3.35 ynakoso4Hble Mamepuarbi
3.35.1 mamepuanb! Ans nepeuvHOl yNaKoeKuU: YraKkogouyHbie Mamepuailbl, UCTIOfb3yemMble 8 chap-
mauesmuyeckol yrakogke, Komopasi cooepxum, 2epMemusupyem uiu ucrionib3yemcsi 01 003Upo8aHHO20

5



rocCT P UCO 15378—2014

MPpUMEHEHUs1 MeluKaMeHma Uuiu Haxodumcsi 8 HernocpedCMmeeHHOM KOHMaKkme C IIeKapCMmeeHHbIM
cpedcmeom.

MpumeyvyaHus

1 lMpumepamu mamepuanos 0ns rnepsuyHoLl yrakosku Mo2ym CyXUMmb CMEeKI0, pe3uHa, rnnacmmacca, anomu-
Hul, nneHka, ghonsea, cnoucmsili nnacmuk. Moxem Ucrons308ameCsi COYEMaHUE Pa3uYHbIX Mamepuanos/KOMIOHEeH-
mos (Harpumep, Wripuubl, asp030/1bHbIe bannoHbi).

2 Hacmosuuli cmaHOGapm pacrnpocmpaHaemcs makxe Ha Mamepuarbsi, Haxo0auuecs 8 HerpPoOoKUMETsHOM
KOHMakme ¢ fleKapcmeeHHbIMU cpedcmeamu (Harpumep, nunemxu U wipuybl).

3 Ha nepsuyHbie yrnakogo4yHbie Mamepuaibi MO2ym HaHOCUMBLCSA redamHas uHgopmayus unu OekopamueaHsie
af1eMeHmal.

3.35.2 mamepuanb! 0ns emopuy4HOU yrnaKoeku: YnakoeoyHsble Mamepualibl, He scmynarmouue 8
KOHMaKm ¢ fieKapCmeeHHbIM cpedCcmeomM, HarpumMep KapmoHHbIe KOpObKU ¢ mekcmom u 6e3 mekcma, amu-
Kemku, BpowitopKu unu exknadsiwu (Unu pexknamMHsie 11ucmku), obepmxu u KoHmelHepsi 0711 mpaH3UMHbIX
r1epeso30K, maKue KaK CKadHbie KapmOoHHbIE KOPOBKU.

3.36 ecnomozameneHbie cpedcmea: Mamepuarnsi, criocobecmayrouue peaiusayuu npoyecca.

lTpumeyaHue—[aHHbie mMamepuanbl HE BKITIOYEGHbI 8 MexHuJyeckue mpebosaHuss K npodykyuu u moaym
6bimb ydaneHsl npu unu 8o OKoHYamernsHol 06pabomku.

Mpumep — Cpedcmesa, cnocobecmeyroujue pasbemy npecc-hopmbl, Cxambili 8030yX, MEXHOI02UYECKas
fpoKamHasi CMa3ka.

3.37 npouseodcmeo: [poyecchi, NpusodsLyUe K Nosly4eHuo Mamepuaiios 01isi nepeuyHol yrnakoeKku
(3.35.1).

IpumeyaHue— 3mu npoyeccsi 06pasyom rMonHbIl MPOUSE00CMEEHHbIT YUK, Ha4UHas Om MPUeMKU UcXo0-
HbIX Mamepuaros, 8KIK4Yas nepepabomky, YIIakoeKy U 3aKaH4ueasi roflyYeHuemM 20moeoli rnpodyKyuu.

3.38 npouecc keanuchukayuu: lNpoyecc, nodmeepxodaroujuli crrocobHOCMb 8bIMNOIIHIMb YyCmMaHos-
JfieHHble mpebosaHusi.
[MNCO 9000:2005, 3.8.6]

1 p um ey aH ue— Keanugpukayus u sanudayus (3.64) oxeambisarom npoekmHyio keanugukayuio, ycmaHogoq-
Hyr Keanucbukayuro, keanugukayuio hyHKUUOHUPOBaHUS, NpUemMo-cOamoyHbie UCMbImaHusi Ha npednpusmuu U Keanu-
hukayuro sKcrTyamayuu, a makke rmosmopHyr Keanugukayuro u nosmopHyio eanudayuio rno mepe Heobxodumocmu.
Bma desmenbHOCMb MOXem makke npoeodumscsi 0OHOBPEMEHHO fymem apyrnnuposaHus (MampuJyHas eanudayus) u
(unu) pempocnekmusHo.

3.39 ynpaeneHue kadyecmeom: Yacmb MeHedxMeHmMa kadecmea, Haripas/ieHHasl Ha 8bIfo/IHeHuUe
mpebosaHull K kadecmasy.
[NC0O9000:2005, 3.2.10]

n pume4dyaHue— YHpaeneHue Ka4ecmeoMm 8Krrodaem rnpoeepKy unu mecmuposarHue 8bIrNofHeHUs1 mexHuvec-
Kux ycnosudl.

3.40 kpumuyeckoe cocmosiHue Kadyecmea: [lokazamens, enusiowull Ha Kayecmeo 07151 Nepa8uyHol
yrnakosku Mmamepuarnos (3.35.1).

I p umeyaHue— Mamepuan, onepayus unu ycnosus npoyecca, mpebosaHus K UCTbIMaHuAM unu robbie Opy-
2ue coomeemcemeyrowue napamempbsi MO2ym paccmampueambCs KaK Kpumudyeckue 8 ciiydae, ecliu He@blirosiHeHue mpe-
608aHUl K HUM NpUBodUM K CyuecmeeHHomy yuiepby.

3.41 cnyx6a ka4ecmea: OpzaHu3ayuoHHoe nodpasdesnieHue, KOmopoe Hecem omeemcmeeHHOCMb
3a obecriedeHue Kayecmea U yripasiieHue Ka4ecmeom.

IMpumedaHue— Cnyxba kauecmea MOXem coOCmosme U3 omoenbHbix roopasderneHutl Mo 06ecrneqyeruro Ka-
4ecmea u yrnpaeneHur Ka4ecmeom uriu u3 00H020 uya (2pynnbsl f1uy) 8 3a8UCUMOCMU OM pasMepos U CmpyKmypbl opaa-
Hu3sayuu.

3.42 kapanmuH: Cmamyc mamepuarnoe Unu npodyKyuu, UsonuposaHHbIX 00 8bIHECEHUST pelieHuUs 06
ux rnocnedyiouwem 0dobperuu unu nocnedyiouiell 8bibpakosKu.

ITp umeyaHue— lMNodkapaumurHblil Mamepuar, Kak npasurso, usonupyemcst husudeckum unu UHbiM delicm-
BEHHbLIM CrIOCO6OM.

3.43 peanusayus: Obuwull mepMuH, oxeamsigarouull ace npoyecchl, mpebyembie 0551 JoCMUXeHUST
HeobxoduMoz0 pe3yibmama om rpoekmuposaHus 8o nocmasku rnpPooyKyuu.
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3.44 conocmaseneHue, caepka: CpasHeHue Mex0y ob6bemMomM 2omoeoll rpodyKyuu, meopemudecku u
hakmuyecKu 8binyWeHHOU UTU UCMoMb3yeMoll, ¢ y4emom HopmMasbHOU sapuayuu.

I1pumeuyaHue— CpasHeHue rpogodumcs ¢ yyemom omxodos, obpa3yos u Opyaux rnomepks, MPUCyLUX 1po-
yeccy.

3.45 soccmaHosneHue: Obpabomka unu rnoemopHasi o6pabomka Mamepuarnos rnep8udyHol yrnakosku
0n1s ebinorniHeHUst mpebosaHull mexHu4Yeckux ycnosud.

3.46 3abpakoeaHHbIl: Cmamyc UucxoOHbIx Mamepuainos (3.59), ecriomozamernbHbix cpedcme (3.36),
nonyghabpukamoe (3.27) unu gomoesot npodykyuu (3.23), pesyrnbmamei UclbimaHusi Komopbix He ydoeriem-
80psHOM 0OHOMY UITU HECKObKUM mpebosaHusiM mexHu4eckux ycriosul (3.57) u komopsie ycmaHoeneHb!
(0bbi4HO cryxboll kadecmsa (3.41)) Herpu2odHbIMU OIS UCTIO/Ib308aHUS.

3.47 ebibpakoeka: [Tpouecc ycmaHo8eHUs, 8biNoHAEMbIll 06bIMHO cryxbol kayecmsa (3.41), moeo,
ymo ucxodHble Mamepuarnsi (3.59), ecriomoeamernbHblie cpedcmea (3.36), nonyabpukamei (3.27) unu 2omo-
8ast MpoOykuus (3.23) HerpuaoOHb! OMsT UCMOMb308aHUS.

3.48 noemopHas o6pabomka: [losmopeHue Yacmu mexHoo2u4eCcKoz0 rpoyecca.

IpumedyaH ue— podomkeHue yacmu MExXHOI02UYeCKO20 Npouecca rocie moeao, Kak KOHMPOIs 8 fpoyecce
npou3sodcmea rnokasas, 4Ymo 0aHHas Yacme IPOYecca He 3a8epweHa, S6aemcs HopManbHOU npakmukol U He OMHO-
cumcs k nosmopHou obpabomke.

3.49 apxuseHbie o6pa3ybl, apbumpaxHbie o6pa3ybi: Mamepuans! uniu ecomosas npodykyus (3.23),
XpaHumbie 0151 6ydyuie20 chasHeHUS.

TpumedyaHue— 3mu obpasysi 0bbidHO ombuparmcsi 8 30CMamo4YHOM Konudecmse U xpaHamces 8 onpede-
TIeHHBIX yCoB8USIX 8 meyeHue 3a0aHHO20 8peMeHU 05 rocnedyrouwezo CpasHeHUs.

3.560 so3spam: pouecc omnpasku Mamepuarsios 051 nepeuyHol yrakosku (3.35.1) o6pamHo e opza-
Husayuo (3.31).

3.51 nepedenka: [elicmaue, npednpuHsImoe 8 OmHoWeHUU Hecoomeemcmayroujell npodykuyuu 0ns
moeo, Ymobbi OHa coomeemcmaosana mpebogaHUsIM.

[MCO 9000:2005, 3.6.7]

MpumedaHue— Copmuposka MO)Xem paccmampueamscs Kak nepedernka.

3.52 aHanu3s pucka: CucmemMamu4yecKoe Ucrofib308aHue UHhopMayuu 01151 8bisielieHUs ornacHocmu u
KOu4eCcmeeHHOU OUEeHKU pUcKa.

[Pykosodcmeo MCO/MIK 51:1999, 3.10]

3.563 oueHka pucka: Obwuli npoyecc aHanusa pucka (3.52) u oyeHusaHusi pucka (3.54).

[Pykoeodcmeo MCO/M3K 51:1999, 3.12]

3.54 oueHnueaHue pucka: lNpouedypa, ocHosaHHas Ha aHarnuse pucka (3.52) dns1 oripederneHus moao,
docmueHym 5u 8orycmuMblill ypo8eHb pUcKa.

[Pykosodcmeo UCO/M3K 51:1999, 3.11]

3.55 meHedxmeHm pucka: CucmemamuyecKoe rpuMeHeHuUe noaumuKy, npouedyp U npakmuyeckux
Memo0o8 MeHedXMeHmMa Ol peweHus 3aday aHasu3a, OUeHU8aHUS, yripasiieHus U MOHUMOpUHaa pUcKa.

[MCO 14971:2007, 2.22]

3.56 cpok xpaHeHusi: [lepuod epeMeHU, 8 meYeHUe KOmopo2o Mamepualiibl 815 nepeuyHol yrakosKku
(3.35.1) dormxHbl coomeemcmeosame mpeboeaHUsIM (MexXHUYECKUM yCII08USIM) NpuU XpaHeHuU rpu onpede-
TIeHHbIX YCII0B8USIX U 10 UCMEeYeHUe Komopo20o Mamepuaibl He OOKHbI UCTIOb308aMbCH.

MpumedyaHue— Cm. makxe cpok 2o0Hocmu (3.21).

3.57 mexHu4eckue ycnosus: [JokymeHm, ycmaHassusarouwuti mpebosaHus.

[M1CO 9000:2005, 3.7.3]

3.58 cmaHdapmHrasi paboydasi npoyedypa: CaHKUUOHUpOBaHHasi O0KYMeHmMaibHO OhOpMIIEHHas!
npouedypa unu pso rpoyedyp, UHCMPYKUUL ro 8bifoIHEHUIo pabomel U UCribimaHUd, Ucrofib3yeMblX 8 rpo-
uecce rpouseodcmsa (3.37) u yripasrieHus.

3.59 ucxodHbIli Mamepuan: Cbipbe, KOMIOHEHMbI, 8elyecmsa, Ucronb3yemMmbie 8 rpoussodcmee
mamepuaiioe 0518 nepsuyHol yrakosku (3.35.1).

3.60 emepunbsHocmb: Omcymemeue XU3HeCcrnocobHbIX MUKPOOp2aHU3MO8.

[MCO 14937:2009, 3.26]

3.61 cybnodpsioquk: TpembsicmopoHa, Komopas 8bIMoHSIem Yacms Uiy 8cto pabomy ro uszomosiie-
HUK Mamepuarios 0515 nepsuyHoli ynakosku (3.35.1).
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3.62 obpabomka nosepxHocmu: [Ipoyecc, HarpasneHHbIl Ha yryqleHue nosepxHocmu Mamepua-
1108 01751 epeuY4HOU yriakosKu.

Mpumep — Mokpbimue cunukoHoMm unu Opyzasi 06pabomka eHyMpPeHHUX CMEKIISIHHBIX NosepxHocmed,
MOKPBLIMUe 8HYMPEHHUX USTU 8 HEWHUX [T08EPXHOCMel CMEKISIHHBbIX KOHMeUHepos usu pe3uHosbix demaned.

3.63 npocnexusaeMmocmb: Bo3MOXHOCMb npocniedums rnpedbicmopuro, rnpuMeHeHue unnu MecmoHa-
X0x0eHue paccMampusaemoao obbekma.

MpumeyvyaHus

1 TpocnexusaemMocms NPUMEHUMENbHO K IPOOYKUUU MOXem OMHOCUMBCS K:

- npoucxox@el—:u;o Mamepuarsoe U KOMIIeKmyrnuwux;

- npedbicmopuu obpabomku;

- pacrnipedeneHuro U MECMOHaxX0X0eHU rpoOyKUUU r10CI1e MOCMasKu.

2 Bobnacmu memporoauu rnpuHsimo ornpederneHue, rnpusedeHHoe 8 VIM — 1993, nodpasden 6.10.
[NCO 9000:2005, 3.5.4]

3.64 eanudauus: NodmeepxxOeHue nocpedcmeomM npedcmasrieHusi 06 beKMUBHBIX csudemernibcme
moeao, Yymo mpebosaHus, npedHa3HavyeHHble 05151 KOHKPEMHO20 npedrnoiasaemMoao UCNOb308aHUs Unu fpu-
MEHEHUS], 8bIMOJTHEHbI.

[MCO 9000:2005, 3.8.5]

MpumedyaHue— Cm. npumedaHue k 3.38.

3.65 sepudpukayusi: [lodmeepxOeHue rocpedcmeom rpedcmaeneHuss 06bekmusHbIXx ceude-
meJibCcme mo2o Ymo ycmaHo8/1eHHbIe mpeboeaHusi bbiilu 8bINMOSTHEHbI.

MMpumeyvyaHus

1 Tepmur «8epuchuyLpo8aHo» Ucnonb3yemcs 6ns 0603HaYeHUs coomeememayrowezo cmamyca.

2 [Mpu paspabomke u poekmuposaHuu sepucuxkayus npedcmasnsem coboll NPoYecc U3y4HeHUs Pesybmamos
paccmampusaemoll 0esmenbHOCMU C Uesbio yCMaHOoB8IeHUS coomeememeus yrnomsHymou 0esmenbHocmu 3ad0aHHbiM
mpebosaHusm.

4 Cuctema MeHeOXXMEHTa KaJdecTBa

4.1 O6wme TpeGoBaHUA

OpraHunsauua aonxkHa paspabortarb, AOKYMEHTUPOBaTbL, BHEAPUTL U NOAAEPXUBATL B paboyem cocTo-
AHUU CUCTEMY MEHEXKMEHTa KayecTBa, NOCTOAHHO yNy4llaTh ee pe3ynbTaTUBHOCTb B COOTBETCTBUM C Tpe-
60BaHMAMU HACTOALLEro cTaHAapTa.

OpraHnsaums gonxHa:

a) onpeaensaTb Npouecchl, Heo6xoauMbIe ANA CUCTEMbI MEHEAXKMEHTa Ka4yecTBa, U X MpUMEHeHWe BO
Bcew opraHusaumm (1.2);

b) onpeaenaTb nocneaoBaTensHOCTL U B3aUMOAEACTBUE 3TUX MPOLECCOB;

C) onpepgenATb KPUTEPUU U METOABI, HeoBXxoanMble Ansi obecneveHns peaynbTaTUBHOCTM Kak Npu ocy-
LLeCTBNEHUM 3TUX NPOLIECCOB, TaK 1 Npu ynpasneHuM umu;

d) obecneunsaTb HanuuMe pecypcos U MHoOpMaLmn, HeoGxoaNMLIX ANA NoAAEP)KAHNA 3TUX NPoLEec-
COB U UX MOHUTOPUHIa;

€) OCyLIeCTBATb MOHUTOPWHT, U3MEpEeHUe, Tam, rae 9To BO3MOXHO, U aHan13 3TUX NPOLECCOB;

f) npuHUMaTL Mepbl, HeobxoauMble AnA AOCTWKEHNUSA 3anNaHUPOBaHHbIX Pe3yNbTaToB U NOCTOSAHHOIO
yny4LweHua 3TUX NpoLeccoB.

g) oxapakmepu3osamb C80I0 0BLUYIO NMOUMUKY, HaMePEHUs U nodxod Kk obecrneyeHuro kayecmea rpo-
Oykyuu.

OpraHuzauus AormkHa OCYLLECTBATbL MEHEPKMEHT NpoLeccoB, HE0BX0AUMBIX ANs CUCTEMbI MeHe-
XXMeHTa KauecTBa, B COOTBETCTBUM C TpeboBaHUsIMU HacTosIWero cTaHaapTa.

Ecnu opraHusauus pelwaeT nepegatb CTOPOHHENA OpraHuM3aunmn BeINofIHeHWe kakoro-nubo npouecca,
BMMAIOLLIEro Ha COOTBETCTBUE NPOAYKLMA TpeboBaHUAM, OHa AoMmkHa 06ecnevunTb Co CBOE CTOPOHbI ynpas-
neHuve TakuM npoueccoM. Bua u cteneHs ynpasneHus npoueccamu, nepeaaHHbIMU CTOPOHHUM opraHu3aum-
M, AOJDKHBI ObITb ONpeaerneHbl B CACTEME MeHeKMEHTa KavecTBa.
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MpnmevaHusn

1 YnomsiHyTble Bbile Npouecchl, HeobxoamMMble Ansi CUCTeMbl MEHEPKMEHTA KauecTBa, BKIovaloT B cebst npo-
Liecchbl ynpaBneH4Yeckomn AesaTenbHOCTU PYKOBOACTBA, 06ecneveHmns pecypcamm, MpoLecchl KU3HEHHOTO LMKa NpoayK-
LMW, M3MEPEHUS], aHaNM3a U yny4lleHus.

2 Tpouecc, nepegaHHbIn APyron opraHn3auum, sBMsieTCA NPoLeccom, HeOOXOAUMbIM 115l CACTEMbI MEHEPKMEH-
Ta opraHu3aumm, Ho No BbIGOpY OpraHn3aunm BoINOMNHSAEMbIM BHELWHEN AN Hee CTOPOHOWN.

3 Ob6ecneveHne ynpaeneHusi npoueccamu, nepegaHHbIMU CTOPOHHUM OpraHu3aLusaMm, He ocBo6oXaaeT opraHu-
3auUMI0 OT OTBETCTBEHHOCTM 3a COOTBETCTBUE Bcem TpebGoBaHuam notpebuteneit n obsizatenbHbiM TpeboBaHUSAM.
Beibop Buaa v cTeneHn ynpasrneHusi NpoLeccoMm, NepeaaHHbiM CTOPOHHEN opraHn3auum, 3aBUCUT OT Takux DakTopos,
Kak:

a) BO3MOXHOE BIUSHUE MepefaHHOro CTOPOHHMM OpraHM3auusM Mpolecca Ha crnocoBHOCTbL opraHu3aumm
nocTaensiTe NPOAYKLMIO, COOTBETCTBYIOLLYIC TPeGoBaHUAM;

b) cTeneHb y4acTvsi B ynpaeneHum npoLeccoM, nepegaHHbiM CTOPOHHEN OpraHn3aumm;

C) BO3MOXHOCTb ofecneveHuns Heo6xoanMMOro ynpaeneHua NnocpeacTBOM NpUMeHeHus TpeboBannii 7.4.

[MCO 9001:2008]

4.2 TpeGoBaHUA K AOKYMEHTaLuun
4.2.1 O6wwme nonoxeHua

JokyMeHTauusi cCUCTEMbl MEHEeKMEHTa KaueCTBa A0MKHa BKOYaTh B cebs:

a) OOKyMeHTanbHO 0hopMIIEHHbIE 3aaBNEHUA O NOMUTUKE U LLenax B 06nacTu kauecTea;

b) pykoBOACTBO MO KAYECTBY;

C) AOKYMEHTUpOBaHHbIe npoueaypbl U 3anncu, Tpebyemble HAaCTOAWMM CTaHAAPTOM;

d) OoKymeHTbI, BKMOYas 3anucu, onpeaeneHHble opraHusauuein kak HeobxoauMele e ans obecneve-
HUS 3¢ HEKTUBHOIO NNaHNPOBaHNUS, OCYLLECTBEHUS NPOLECCOB U YyNPaBieHNs UMA.

MpnmevaHusn

1 Tawm, rge B HacTosIWEM CTaHAAPTE BCTPEYAETCH TEPMUH «AOKYMEHTUPOBaHHAas NpoLeaypay, 3T0 03HaYaeT, YTo
npoueaypa paspabotaHa, AOKyMeHTanbHO ohopMNneHa, BHeApeHa u noaaepxvsaeTcs B pabouem coctosHum. OauH
JOKYMEHT MOXeT cofepxaTtb TpeboBaHus ogHon unu 6onee npoueaypsl TpeboBaHve 0 HANMUUK JOKYMEHTUPOBAHHOW
npoueaypbl MoxeT BbITb peanmaoeaHo 6onee YeM Og4HUM JOKYMEHTOM.

2 CreneHb AOKYMEHTMPOBAHHOCTU CUCTEMBbI MEHEXKMEHTA Ka4eCTBa OQHOM OpraHn3aumnm MOXeT OTNMYaTLCA OT
CTeneHn JOKYMEHTUPOBaHHOCTM PYroN B 3aBUCUMOCTU:

a) oT pazMepa opraHv3alun 1 BUga AesTenbHOCTH;

b) OT cnoXHOCTW M B3aMMoaeUCTBUSI NPOLIECCOB;

C) OT KOMMETEHTHOCTM NepcoHana.

3 HokymeHTauusa moxeT ObiTb B niobom hopme v Ha niobom HocuTene.

[MCO 9001:2008]

lMpumedyanue 4— [JokymeHmuposaHHbie rpoyedypbi, UHCMPYKYUU 110 rpoeedeHuro pabomsl, ucnsimanull e
uensax npoussodcmea U yripasneHus, mpebyembie HACMOALWUM CMaHOapmoM, MOXHO Ha3eamb CmaHOapmHbIMu pabodu-
mu npoyedypamu.

Heobxodumo dokymeHmarnsHO ogbopmMump obLyIo MOIUMUKy, HamepeHus u nodxod k eanudauuu.
4.2.2 PyKkoBOACTBO NO Ka4ecTBY

OpraHunsauus gomkHa paspaboTtaTb nnoaaepKnsaTh B paboyem COCTOSHUN PYKOBOACTBO NO KAYECTBY,
cogepxallee:

a) obnacTb NPMMEHeEHNs cUCTEMbI MEHePKMEHTa KauecTBa, BKIlodasi nogpobHocTu u obocHoBaHne
nMoBbIX UcknoueHui (1.2);

b) AokymeHTUpoOBaHHbLIe Npoueaypbl, paspaboTaHHble sl CUCTEMbI MEHeQ)KMeHTa KavecTsa, Unu
CCbIMKW Ha HKX;

C) onucaHue B3anMoaeiCTBUS NPOLECCOB CUCTEMbI MEHeDKMEHTa KauecTaa.

[MCO 9001:2008]

4.2.2.1 OpeaHrusayusi 0o/KHa Yemko orpedenums, 8 Kakol cmerneHu Hacmosuwutl cmaHdapm npume-
HUM K ee ripoueccam.

IMp umedyaH ue— OpzaHusayus moxem onpedenums, OMHOCUMCS fiu Hacmoswul cmaHdapm Ko ecell ebirnyc-
kaemoll npoBykyuu (0nsa chapmauesmuYecKUX u UHbIX yened) unu UcKmrYumersHo 0r1si hapmavesmuyeckux uerned.
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4.2.2.2 PykoeoOGcmeo 10 Ka4ecmay ofucbligaem cmpykmypy 0oKyMeHmauuu, ucrons3yemoti 8 cucme-
Me MeHedXMeHma Kadyecmsa.
4.2.3 YnpaBneHue AOKYMEHTaMu

[loKyMeHTbI cUCTeMbl MeHeXKMeHTa kayecTBa A0SKHbI ObiTb ynpaBnseMbiMuy. 3anucu, npeacTasnsito-
wme coboin cneumanbHbii BUA AOKYMEHTOB, AOMKHbI BbITh YNpaBnsaeMbiMu cornacHo TpebosaHuam 4.2.4.

[na onpegeneHns HeobxoaMMbIX cpeACTB ynpaBneHUa AomkHa 6bITb pa3paboTaHa 4OKYMEHTUPOBaH-
Hasi npoueAaypa, npegycMmartpusatoLlan:

a) oduumnanbHoe ogobpeHue JOKYMEHTOB C TOUKMN 3pEHUA UX AOCTaTOMHOCTU A0 BbINYCKa;

b) ananus u aktyanusaumio no mepe Heo6xoAUMMOCTU 1 NOBTOPHOE oduumansHoe oaobpeHne AoKy-
MEHTOB;

c) obecneyeHne ngeHTdUKaLMN USMEHEHWUI N cTaTyca NepecMoTpa AOKYMEHTOB;

d) obecneuyeHune HanUUUs COOTBETCTBRYIOLMX BEPCUA JOKYMEHTOB B MECTaX UX MPUMEHEHUST;

e) obecneyeHne coxpaHeHUs1 JOKYMEHTOB YETKUMMU U NIerko uaeHTUULMpyeMbiMu;

f) obecneveHve naeHTUUkaLMM 1 ynpasneHue pacchbifiko JOKYMEHTOB BHELLHETO NPOUCXOXAEHUS,
onpeeneHHbIX opraHusauuei kak HeobxoguMmble A1 NAHUPOBaHUA U HYHKUMOHUPOBAHUSI CUCTEMBI
MeHeKMeHTa Ka4yecTBa,

g) npenoTBpalleHne HenpeaHaMepeHHOro UCNONb30BaHUA yCTapeBLINX AOKYMEHTOB U NPUMEHEHNe
COOTBETCTBYIOLIEN UAEHTUDUKALIMN TaKUX JOKYMEHTOB, OCTaBMNEeHHbIX ANs Kakux-nnbo uenein.

[MCO 9001:2008]

4.2.3.1 OpeaHu3sayusi 0oinkHa ybedumscsi 8 moM, 4mo U3MeHeHUs1 8 OOKyMeHmax aHanusupyomes u
ymeepxdatomces nubo nepsudHoll coenacumersnbHol UHcmaHyued, nubo dpyzoll HasHadyaeMol uHcmaryued,
umeroujeli docmyr K coomeemcmeayiouwel UCX0OHOoU uHgopmauuu 0511 060CHO8aHUSA C8OUX peueHuUd.

4.2.3.2 OpeaHusayusi 00/mkHa orpedesiume CPOK XpaHeHUs1 ycmapesuiux KOHmMpoupyembix O0KyMeH-
mos (cM. makxe 4.2.4.8).

4.2.3.3 [pu ucrionb3o08aHuU Ha OOKYMeHmMax a11eKmMpOHHbIX 1odnucell OHU OOKHbI KOHMPOJUpPO8amb-
¢s1 0151 obecrniedeHus1 besonacHocmu, akeusareHmHoU rnodnucu om pyKu.

4.2.3.4 YnpaernerHue OOKyMeHmMaMu OOJDKHO 8KITloYame OOHO3HayHyo udeHmucbukayuto (Hanpumep,
Ha3seaHue/HoMep OoKyMeHma, dama 8blirlycKa U HOMep cmpaHuubl).

4.2.4 YnpaBneHue 3anUcamu

3anuncu, ycTaHoBNEHHbIE AN NpeAcTaBNeHUa CBUAETENbCTB COOTBETCTBUA TpeboBaHUAM 1 pe3ynbTa-
TUBHOIO (OYHKLMOHUPOBAHNA CUCTEMBI MEHEKMEHTa Ka4yecTBa, A0MKHbI HaX0AUTLCA NoA yNpasneHueMm.

OpraHusauus gofmkHa YCTaHOBUTb AOKYMEHTUPOBaHHYyIo npoueaypy AnNA onpeaeneHua cpeacts
yrpasrieHnsi, HeobxoanMbIX AnNA naeHTuUKaLn, XpaHeHns, salmnTbl, BOCCTAHOBNEHUA, COXPaHEHUA 1
U3BATNA 3anNUcen.

3anucu goIPKHBI OCTaBaTbCA YETKUMN, NErko MAeHTUULNPYEMbIMU U BOCCTaHaBNUBAEMbIMMU.

[MCO 9001:2008]

I1p umeyaHue— K3anucam omrocames OarHHbie 0 poussodcmee cepuu npodykyuu, a makxe Opyeaue 3arnucu
0 KaYecmee, makue Kkak omyems! 06 OMKIIOHEHUAX U uccrnedosaHuu.

4.2.4.1 BnekmpoHHbie 3anucu nodnexam maxkomy Xe yrnpasiieHuio, komopoe mpebyemcs 81is1 Opyaux
sanuceli(cm. 4.2.4u7.5.2.9).

4.2.4.2 OmoenbHble 3anucu Q0/KHbI bbimb YeMKUMU, HeCMbleaeMbiMU, 8bIMOJIHEHHBIMU cpa3y Xe
riociie 8bIroHeHUs1 dessimesibHoCMU (8 rnopsidke 8biroiHeHUs1 pabom), damuposaHHbLIMU U MOOMUCaHHbLIMU
nuyom, denarouwum 3anuce. VicripasneHus e 3anucsax O0MmkHbl 6bimb damuposaHHbIMU, MOONUCaHHbIMU U
COmnpogox0aeMbiMu PasbACHEHUAMU 10 Mepe HeobxodumMocmu, ocmaesisas pa3bopyuesoli repeoHayanbHyo
3anuce.

4.2.4.3 OpeaHuszayus OomkHa onpedename rpouecchl U riokazamernu, eaxHbie Onsi obecrieyeHusi
Kadecmea, 20e 0115 8birlycka cepuu mpebyemcs dgoliHasi poeepka. [pu rnposedeHuU 3TIEKMPOHHOL rposep-
KU 3mo 00/1KHO Bbimb 4emKo orpedesieHo.

4.2.4.4 Kax0bIli aman unokaszamernb 8 npouecce rpouzeodcmaea u yripaeneHusi, 8aXHblil 0rist obecrieye-
Husi kayecmea, 0o/mkeH bbimb UdeHMuUUUUPosaH U riodsepaHym 080UHOU rposepKe.

4.2.4.5 [Ins kax0ool cepuu nepeuUYHbIX yrnako8o4YHbIX Mamepuarios opa2aHu3auusi Oo/mKHa cocmasisime
u eecmu 3arnuck, komopas obecrieqyusaem ripocriexusaemMocms (cM. 7.5.3) u oripedersnisiem Konu4ecmeo rpo-
u3sedeHHoU MpodyKyUU U KONU4ecmeo, ymeepXx0eHHOe K peasnu3sayuu.
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4.2.4.6 OpeaHuszauyus dormkHa orpedenisime me riokaszamernu 0oKyMeHmauuu rio cepuu, Komopsie rnod-
niexxam sepugukayuu.

4.2.4.7 [okymeHmauus ro cepuu 8o/mkHa beime eepuchuyuposaHa u ymeepxoeHa.

4.2.4.8 Bce 3arucu, Kacarouuecst U32omossieHuUs, yripasieHusi, ucrnbimarud, pacripedeneHus u pac-
cnedoeaHusi, O0IIKHbI COXPaHSIMbCS 8 medyeHue, 1o KpalHell Mepe, namu nem ¢ 0ambl U320MOBIEHUS UilU 8
meuyeHue cpokKa, coaracosaHHo20 ¢ nompebumernem unu, ro KpalHel mepe, 8 meyeHue 00HO20 2o0a rocre
ucmeyeHus CpoKa 200HOCMU NMEPBUYHbIX YITaKo8OYHbLIX Mamepuarsios, yCmaHOo8IeHHO20 opeaHu3ayued, ecru
Hem uHol do2o80peHHOCMU € rompebumernem.

Mpumeuyanue— Moxem nompeboeamscs coxpaHeHue sanucell 0 NepPEUYHbIX YIIaKO8OYHbLIX Mamepuanax
00 KOHUA CPOKa XpaHeHUs NIeKapCmeeHH020 cpedcmeaa, Kak 02080peHO nompebumenem.

5 OTBeTCTBEHHOCTb pykoBoACTBa

5.1 O6a3aTenbcTBa pyKOBOACTBa

BricLiee pykoBOoACTBO AOMKHO obecneunBaTh Hannyne CBUAETENLCTB NPUHATUS CBOMX 0653aTeNsLCTs
no paspaboTke U BHEAPEHWUIO CUCTEMBI MEHEKMEHTa KaqyecTBa, a TakkKe NOCTOSAHHOMY YIyudlleHuo ee
pe3ynbTaTUBHOCTU NOCPEACTBOM:

a) AoBedeHUs A0 CBeAeHUs nepcoHana opraHM3auni BaXXHOCTW BeINonHeHUs TpeboBaHuin noTpebuTe-
nen, a Takke 3akoHoAaTeNbHbIX M 06s13aTeNbHbIX TpeboBaHNIA;

b) pa3paboTku nonuTUkK B 06NacTu KavecTBa;

c) obecnedveHus paspaboTkn Lener B 06nacTm Ka4ecTBa;

d) npoBefeHUs aHanmn3a co CTOPOHbI PYKOBOACTBA;

e) obecneyeHnst Heo6XoANMBIMU pecypcamu.

[MCO 9001:2008]

5.2 OpueHTauusa Ha noTpebuTtenn

Briclwee pykoBoACTBO A0/MKHO obecnevmBaTh onpegeneHune 1 BbinofHeHWe TpeboBaHuii noTpebute-
nen Ans noBblWeHNs UX yaosneTsopeHHocTn (7.2.118.2.1).
[MCO 9001:2008]

5.2.1 lpoesepku, nposodumbie mrompebumenem

OpzaHusayusi doimkHa paspewams nompebumens unu eeo npedcmasumernsm (1o 83auMHOMY coefia-
curo) nposodums riposepKuU Ol aHanusa cucmeMbl MeHedXXxMeHma Kadecmea.

OcHogHble mpeboesaHus nompebumerns K opeaHu3alyuu cesi3aHbl C rMpueMiIeMbIMU rpou3800CMEeHHbI-
MU 803MOXKXHOCMSIMU, KOMITEMEHMHbIM U 10020MO81eHHbIM NepCOHaIToM, rnpoueccamu, npedHa3HaqdeHHbIMU
01 obecriedeHus 6ezonacHocmu MpoOyKUUU U OmMCymcmeusi IePEKPECMHO20 3a2pS3HEHUS], @ makXe co Crio-
COBHOCMbBIO MMOCMOSIHHO 8bifycKameb MPOOYKUUK, OMBEYaWy MEXHUYECKUM mpebosaHusMm rnompebu-
mejis.

5.3 Monutuka B o6nacTu KauecTBa

Bbicwee pykoBoACTBO A0MKHO o6ecnevnBath, YToGbl NonuTUKa B o6racTu kayecTea:

a) cooTBeTCTBOBana LefnsM opraHnsauum;

b) Bkntoyana B ce6s 06g3aTeNbCTBO COOTBETCTBOBATL TPEGOBAHNAM U NMOCTOSAHHO NOBbLILWATL Pe3y ib-
TaTUBHOCTb CUCTEMbI MEHEPKMEHTa KayecTBa;

C) cosfasarna OCHOBbI ANs NMOCTAHOBKA U aHanv3a Leneil B o6rnacTv kavecTea,;

d) 6binagoBedeHa A0 cBeAeHUA NepcoHana opraHusaLmm U NoHATHA eMy;

€) aHanusMpoBanach Ha NOCTOAHHYIO MPUrOOHOCTb.

[NCO 9001:2008]

11



rocT P UCO 15378—2014

5.4 NnaHupoBaHUue
5.4.1 Uenu B o6nactu kavyecTBa

Bricluee pyKoBOACTBO opraHu3auum gomkHo obecnevnBaTh, YToGbl Leny B 06nacTu kauectsa, BKIO-
Yasi HeobxoAnMble Ans BbiNonHeHWs TpeboBaHUM K NpoayKUuM [7.1, nepevucneHue a)], 6binm ycTaHOBNEHbI
B COOTBETCTBYIOLMX NoApasfernieHnsiX U Ha COOTBETCTBYIOLMX YPOBHAX opraHnsaunn. Lenn B o6nactu
KavecTBa AOMMKHbI BbITb U3MEPUMbIMI U COrfiacyembiMU C NOMUTUKOM B 06nacTui kavyecTsa.

[MCO 9001:2008]

5.4.2 MnaHupoBaHWe co34aHUA U pa3BUTUA CUCTEMbI MeHe)KMeHTa KauecTBa

Bricliee pykoBoACTBO A0MKHO obecneynBaTs:

a) nraHnpoBaHue co3daHusa, MoaaepKaHUa N YIyYWeHUs CUCTeMbl MEeHeIKMeHTa KadvecTsa Ans
BbINonHeHNs TpeboBaHuin 4.1, a Takke ANA AOCTUXEHWUS Lienei B 061acTu KayecTBa;

b) coxpaHeHMe LenoCcTHOCTN CUCTEMBI MEHEDKMEHTA KayecTBa Npu NnaHMpoBaHUA M BHeApeHUA B Hee
N3MEHEHNA.

[MCO 9001:2008]

5.5 OTBeTCTBEHHOCTb, NONTHOMOYUSA U 06MeH UH(opMaLen
5.5.1 OTBeTCTBEHHOCTb U MONHOMOYUA

Bhiclllee pykoBOACTBO JOMKHO obecneunsaTte onpeaeneHne n goseaeHne 4o cBeeHUA nepcoHana
opraHv3aLumn 0TBETCTBEHHOCTU 1 NONHOMOYUIA.
[MCO 9001:2008]

5.5.1.1 OpeaHusayusi domkHa eéecmu mekyuue obpasusl (cm. 4.2.4.) nodruceli omeemcmeeHHbIX fuy.
PekomeHdyemcesi uMems riepeydHU nodruced u (Unu) udeHmuchbuKauyUuoHHbIE NepeYHU 8ce20 repcoHana, npo-
80051Le20 MPo8epKU UL Io8MOpHbIe PosepKU amarios fipouecca, cpedcme yrpasneHus 8 xo0e npoyecca
um.n.

5.5.1.2 Cnyxb6bl ka4yecmea, omeeyaroujue 3a nNpuHImue peleHull, 8axxHbix Ors1 obecrie4eHuUs! Kadyec-
mea, O0rmKkHbI 06r1adame MOTHOMOYUSIMU 10 MPUHSIMUIO IMaKUX peleHuUll He3agucuMo 0m rpou3eo00CcmeeHHbIX
npouyeccos.

5.5.2 MNpeacraBuTenb pykoBoacTBa

Bbicliee pykoBOACTBO AOMKHO Ha3HauWUTb NpeAcTaBUTENS U3 CocTaBa PYKOBOACTBA OpraHusaumu,
KOTOPbIA HE3aBUCUMO OT APYrnX 06s3aHHOCTEN A0KEH HECTU OTBETCTBEHHOCTL U UMETb NONTHOMOUMS, pac-
npocTpaHstoLwnecs:

a) Ha obecneveHune paspaboTki, BHEAPEHUS U NoaaepKaHUa B paboyem COCTOSAHUM NPOLIECCOB, Tpe-
B6yeMbIX CUCTEMOIN MeHeAXKMeHTa Ka4ecTBa,;

b) HanpegcTaBneHne 0TYETOB BLICLLIEMY PYKOBOACTBY O (DYHKLNOHUPOBaAHUN CUCTEMbI MeHEDKMEHTA
KayecTBa 1 HeoBXoaNMOCTI ee yNy4LleHNs;

C) Ha codelcTBMe pacnpocTpaHeHnto NoHMMaHa TpeboBaHuiA NoTpebrTenei no Bcein opraHnsaLlunu.

MpuMedaHue—B OTBETCTBEHHOCTb NPEACTABUTENS PYKOBOACTBA MOXET BbiTb BKMNIOYEHO NoaaepxaHue
CBSI31 C BHELWHM MY CTOPOHAMM O BOMPOCaM, KACaoLWMMCsi CUCTEM bl MEHEA)KMEHTA KauecTBa.

[MCO 9001:2008]

5.5.3 BHyTpeHHUI o6MeH HcdopmaLmen

Bbicllee pykoBoACTBO AOMKHO o6ecrnednBaTth yCTaHOBMNEHWE B OpraHM3aLlui COOTBETCTBYIOLMX Mpo-
LeccoB obmeHa uUHdopMaLuMeid, BKITOYas MHOPMAaLMIO, OTHOCALLYHOCS K pesynbTaTUBHOCTA CUCTEMBI
MeHeIKMeHTa KauecTsa.

[MCO9001:2008]

5.56.3.1 lNpasuna GMP, onucaHHbIe 8 HacmosiujeM cmarHdapme, U HopMamueHbie mpebosaHusi QOIKHbI
1o Mepe Heobxodumocmu 00800uMbCsi 00 C8EOEHUS Kax0020 yPOBHS OpeaHu3auuU.
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5.5.3.2 Bbicwee pyko8o0cmeo OOIKHO bbimb C80E8PEMEHHO Y8EOOMIEHO O CUMYaUUSAX, KDUMUYHBIX
0ns obecrieyeHusl kayecmea.

I1p umeuyaHn ue— Knpumepam npoyeccos obmeHa urhopmayuell OMmHOCIMCA me, Komopble kacarmcsi obme-
Ha uHgbopmayuell o nonumuke 8 obnacmu kayecmea, aHanU308 co CMOPOHBI PYKOBOOCMea, pe3ynbmamoe 6HYMPEeHHUX
NPOBEPOK Kayecmsa U Koppekmupyrowux u npedynpexdaruwux delicmaull.

5.6 AHanus co cTOpOHbI pyKoBoOACTBa
5.6.1 O6Lwue nonoxeHus

BhbicLuee pykoBoACTBO AOIKHO aHANM3UPOBATbL Yepes sannaHUpoBaHHbIe MHTepBabl BpeMeHU CUCTe-
My MeHeKMeHTa KavecTBa opraHusauun B Lensx obecrnedeHuns: ee NOCTOAHHON NPUroAHOCTM, AOCTaTOu-
HOCTU U pe3yNbTaTUBHOCTW. DTOT aHaNM3 AOMKEH BKMNOYaTb B ceBsl OLEHKY BOSMOXHOCTER YIy4yLIeHNI U
noTpeBHOCTH B UBMEHEHWSIX B CUCTEMe MeHeDKMeHTa KauecTBa opraHuaalum, B TOM YiACHe B NONUTUKE U
Lensx B o6nacTui kayecTsa.

3anucu 06 aHan13se co CTOPOHbI PYKOBOACTBA A0IKHbI NoaAepKnBaTbes B pabodem cocTosiHAN (4.2.4).

[MCO 9001:2008]

5.6.2 BxoaHble faHHble ANsl aHanM3a

BxoaHble AaHHble AN aHanusa co CTOPOHbLI PYKOBOACTBA AOIKHBLI BKMKOUaTh B cebs cnedyollyo
nHdopmMauuio:

a) pesynbTaTbl ayaAUTOB (NPOBEPOK);

b) obpaTHylo cBsi3b OT NoTpeburenei;

€) YyHKUMOHNPOBaHNE NPOLECCOB 1 COOTBETCTBUE NPOAYKLUUA;

d) ctatyc npegynpexaaroLmx U KOppeKkTUpYIoLUX AeUCTBUNA;

e) nocneayrowmne 4eiNCTBUS, BbiTeKaloLwmne U3 npeablayLmnx aHanMsos co CTOPOHbLI PYKOBOACTBA,;

f) nsmeHeHus, KoTopble MOrMM Bbl NOBNUATL HA CUCTEMY MEeHePKMeHTa KauecTBa;

g) pekomeHOaLWu Mo yAyuyLIEeHUIo.

[MCO 9001:2008]

h) pesynsmamusHocmb 1od20mosKu.
5.6.3 BbixoaHble faHHble aHanusa

BbixoaHble AaHHbIE aHanM3a co CTOPOHbI PYKOBOACTBA AOMKHBI BKMHOMATL B cebsa BCe pelueHus u
AeNCTBUSA, OTHOCALLMECS:

a) KMOBbILIEHWIO Pe3yNbTaTUBHOCTM CUCTEMBI MEHEIXKMEHTA KaYecTsa 1 ee NPoLeCCoB;

b) KynydleHuo NPoAYKLMM MO OTHOLIEHMIO K TpeBoBaHuaM notpebutenein;

¢) KnoTpeGHOCTH B pecypcax.

[MCO 9001:2008]

6 MeHenXMeHT pecypcoB

6.1 Ob6ecneyeHue pecypcamu

OpraHusaumns aomkHa onpeaennTb U obecneynsaTthb pecypchl, Tpebyemble:

a) Ans BHeapeHws v noaaepaHus B paboyem COCTOSHUM CUCTEMbl MeHEDKMeHTa KavyecTsa, a Talke
MOCTOSIHHOTO MOBbILLEHUS ee pe3ynbTaTUBHOCTHU;

b) Ans noBbIWeHNa yA0BAETBOPEHHOCTM NOTPebNTENeR NyTem BbiNOMHEeHWs UX TpeGoBaHNiA.

[MCO 9001:2008]

6.2 YenoBeuyeckue pecypchbl
6.2.1 O6LmMe nonoxeHus

MepcoHan, BLINOMHAKLWMA paboTy, BAUAIOLLYIO Ha COOTBETCTBUE NPOAYKLAN TPeBOBaAHNAM, AOMKEH
BbITh KOMMETEHTHLIM Ha OCHOBE NOSyYeHHOro 06PasoBaHNs, MOArOTOBKM, HABLIKOB U OMbITA.

MpuMedaHue — HacooTBeTcTBYE NPOAYKLMM TPEBOBaHWSIM NPSIMO MU KOCBEHHO MOXET BIIMATL NepcoHan,
BbINOMHSOLLMIA N6y paboTy B pamMmkax CUCTEMbl MEHEKMEHTa KadyecTBa.

[MCO9001:2008]
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6.2.2 KoMneTeHTHOCTb, 0CBEAOMNMEHHOCTb U NOArOTOBKa

OpraHusauus gonxHa:

a) onpepaenAaTb He06X0AUMYI0 KOMNETEHTHOCTL NepcoHana, BeinofHsioLLero paboTy, koTopas BnuaeT
Ha cooTBeTCTBUE TpeBoBaHUAM K Ka4eCTBY NPOAYKLUM;

b) rae ato BO3MOXHO, 06ecneunBaTh NOArOTOBKY U NPeANpPUHUMATL ApYrue AeNCcTBUS B LeNsX oc-
TWKEHWUs Heo6X0ANMOW KOMMNETEHTHOCTY;

C) oLeHuBaTb pe3ynbTaTUBHOCTb NPUHSATLIX MEP;

d) obecneunsaTb OCBEAOMNEHHOCTbL CBOEro NepcoHana ob akTyanbHOCTU U BaXHOCTU ero aeatenb-
HOCTW 1 BKNage B AOCTUXeHWe Lenen B 0bnactu kayecTsa;

e) nopaepxunsaTb B paboyeM COCTOSIHUM COOTBETCTBYOLWME 3anucu o6 obpasoBaHWU, NOAFOTOBKE,
HaBblkax n onbiTe (4.2.4).

[MCO 9001:2008]

6.2.2.1 ObyyerHue GMP

6.2.2.1.1 [omxHo peaynsapHoO fposodumscsi O0rofHUMmMesbHoe obyyeHue, KOmopoe eKiryaem ocee-
domneHHocme o0 Oelicmsyrouwux npasunax GMP u ecex npouyedypax u Memooax, Komophbie OKka3biearom erlusi-
Hue Ha Ka4ecmaeo rnpodyKyuu u cucmemy MeHeOXMeHma Kadecmea. Takoe obydeHue J0/TKHO OXxeambieamb:

a) pUCK 3apaxeHUus U epeKpecmHO20 3apaXxeHusl;

b) nomeryuanbHyto onacHocme 07151 KOHEYHOR20 10flb308amenis/nayueHma 6 criydae 3apaxeHus rnpo-
Oykuuu;

¢) enusiHue 1obbiX OMKIIOHEeHUl om ycmaHO8NEeHHbIX npouedyp, MPOUeccos uiu mexHU4ecKux ycio-
8uli Ha kayecmeo fpodyKyuU nNompebumertsi U KOHEYHO20 10/1b308ameJis.

6.2.2.1.2 Cnedyem ydename ocoboe sHUMaHue nod20moeKe rnepcoHarna, 3aHsimozao u32omosfieHuem
cmepuribHbIX KOMIOHEHMO8 UJTTU KOMITOHEHMOo8, rodsepaaroujuxcsi nocnedyrowel cmepunusayuu.

6.2.2.1.3 [onxHo bbimb op2aHu308aHO crieyualibHoe 0bydeHue MUKpobuOoIo2u4ecKoMy 3a2pA3HEHUI0
U 3a2psI3HEeHUI0 Yacmuuyamu U IomeHyuanbHOMY pUCKY maKo20 3az2psa3HeHUs Ors nayueHRma.

6.2.2.1.4 C onpedeneHHol nepuocdudHoCmbio OO/PKHa 1MpoeodumbCsi QOMoNHUMenbHas nepenodzo-
moska.

6.2.2.1.5 [omxHa bbimb opaaHU308aHa no02omoeKa epeMeHHO20 MepCoHana umnu oH OOKEH Haxo-
oumscs nod HabrirodeHuem nod2o0moe/IeHHO20 fuya.

6.2.2.1.6 [Mpu Halime KOHCYnbmaHmos 0I5 KOHCYIIbMUpOo8aHUsl 110 80fpocaM Kayecmea OOJIKEH eec-
muck y4em ux Kkeanugukauyuu u 8udo8 oKasbleaeMbiX yciiye.

6.3 UHdpacTpykTypa

OpraHusaums gorkHa onpedenath, obecnevnsats W noaaepkusaTth B pabodem cocTosaHUM uHdpa-
CTPYKTYPY, HEOBX0oAUMYH ANd AOCTMXKEHUA COOTBETCTBUA TpeBoBaHMaAM K NpoayKuun. UHdpacTpykTypa
MOXeT BKIloUaTh B cebs, eCriv NpUMeHUMO:

a) 3gaHus, pabodee NPOCTPaHCTBO U CBA3AHHLIE C HUM cpeacTBa Tpyaa,

b) oBopyaosaHue Ans NpoLeccos (Kak TeXHUYecKre, Tak U nporpaMmHble cpeacTsa);

c) cnyx6bl cbecrneveHuns (Takme Kak TpaHCnopT, CBA3b UM MHPOPMAaLMOHHBIE CUCTEMBI).

[MCO 9001:2008]

6.4 MpousBoacTBeHHas cpeaa

OpraHusauus JoMKHa cosaaBaTh NPOU3BOACTBEHHYIO cpeay, HeoBX0AUMYHO Ans AOCTUXEHWUSA COOT-
BETCTBUSA TpeGoBaHMAM K NpoayKLMKW, 1 YNpaBnaTh eto.

MpuMeyaHu e — TepMUH «NPOVN3BOACTBEHHASA CPea» OTHOCUTCS K YCITOBUSIM, B KOTOPbIX BbIMOMHAT pa6o-
Ty, BKIToWasi huanyeckme, skonoruyeckue v apyrue hakropsl (Takme Kak Wym, TeMNepaTtypa, BrnaxHOCTb, OCBELLEH-
HOCTb UMW NOroAHbIE YCMOBUS).

[MCO9001:2008]

6.4.1 TpebosaHus k npouszsodcmeeHHol cpede
6.4.1.1 OpzaHusayusi domkHa ycmaHosums OOKyMeHmMuposaHHbie mpebosaHus 1o oxpaHe 300p08bs,
yucmome, odexde u KoHmposo docmyna nepcoHaia, eciiu KoHmMaKkm MexX0y maKuM rnepcoHaIom U nepeuy-
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HbIMU YraKo8o4YHbIMU Mamepuaramu Uy rnpoussoocmeeHHol cpedoll MoXem HezamueHoO ompa3umscs Ha
Kadecmee rep8uUYHbIX yrnaKko80YHbIX Mamepuaros.

6.4.1.2 Ecnu ycrnosusi rpou3eodcmeeHHOU cpedbl MO2ym ompuuamelbHO cKasambCsl Ha Kavyecmee
repsuUYHbIX Yrako8OYHbIX Mamepuasos, opeaHusauus domkHa onpedeniums coomeememeyrujue ycrosusi
rpoussodcmeeHHol cpeldbl U pa3pabomame cucmemy o ux pe3yibmamugHOMY MOHUMOPUH2Y U KOHMPOJTO.

6.4.1.3 B crniydyae Heobxodumocmu OomkHbl 6bimb co30aHbl U OOKYMEHMUPO8aHbI crieluarnbHble ycrio-
8UST 110 KOHMPOUPOBAHUKD 3a2PsI3HEHHbIX UMU NMOMeHUUalbHO 3a2psi3HEHHbBIX MEePB8UYHbBIX YTaKO80YHBIX
Mamepuaiios, Ymobbl npensimcemaeoc8amsb 3azpsI3HeHUI0 OpyauX nep8uYHbIX yrako80YHbLIX Mamepuarsnos, rnpo-
u3so0cmeeHHoUl cpedsbl U riepcoHara.

6.4.2 Knaccudpukayust Hucmbix 30H/4UcCmbIX NoMeujeHull

Yucmbie 30Hbi/4UCmbie MoMeWeHUsI 00KHbI Knaccuguyuposamscst 8 coomeemcemeuu ¢ UCO 14644-1
U OOIKHbI KOHMPOUpo8ambCs/ucrionnb3oeamscsi 8 coomeemcmsuu ¢ MCO 14644-2, MCO 14644-3 u
UNCO 14644-5 unu ux skeusaneHmom.

OmHocumernbHO rpoeKkmuposaHusi, cmpoumenscmea U egoda 8 delicmaue YUCMbIX MOMeWeHUl CM.
UCO 14644-2uMCO 14644-4.

MorumopuHe moxem ocywecmeaisimbcsi 8 coomeemcmeuu ¢ UICO 14698-1 u MMCO 14698-2.

6.4.3 YnpaeneHue puckom 3a2psi3HeHuUs

OpzaHu3sayus doimkHa onpedennume U yrpasiisimb pUCKaMU 803MOXHO20 3a2psI3HeHUS repeuYHbIX yra-
KOBOUHbIX Mamepuarsos, Haripumep:

a) 5u4Has suzueHa U CoCmosiHue 300p08bs;

b) nu4Has o0exda, rosernupHbie U30esus, 8KiToYasi MUPCUHaU, U KoCMemuKa;

c) KypeHue, eda, xegaHue, numbe U JTUYHbIe MeQUKaMeHMbl;

d) nepepabomka u ymuinu3sayusi omxo0oos;

€) MUKpobuooeu4ecKoe 3agpsi3HEHUE.

6.4.4 bopw6a c epedumensimu

[omxHa 6bimb peanusosaHa pesyfbmamusgHasi ipozpamma ro bopsbe ¢ spedumensimu.

6.4.5 BcnnomozameribHble CryX6bi

6.4.5.1 Bce uHxeHepHbie cemu (Haripumep, 8030yX0-, 2a30-, 1apo-, 8000CHabxeHue) O0/KHbI bbimb
OUEHEeHbI Ha pedMem 803MOXHO20 8/TUSIHUST Ha Ka4eCcmeo NnepeuYHbIX Yriako80o4YHbIX Mamepuainos u mobbix
C8513aHHbIX C HUMU pUCKOo8. [Jo/mKHBEI 8eCcmuUCh 3arucu rposoouMol OUeHKU (cM. 4.2.4).

[pu oueHke 00IKHbI UCTIONb308amMbCs Opyaue XUOKocmu (Haripumep, CMa304HbIe XUOKocmu, oxnaxoa-
oujue xudkocmu, 2udpasnudeckue Macna u m. .), Komopbkie Mo2ym ecmyrame 8 KOHMakm € nepeuyHbiMU
YraKo8oYHbIMU Mamepuanamu.

B 3asucumocmu om puckos 00imkHa bbims paccMompeHa 803MOXHOCMb UCIIOb308aHUS MUUE8LIX XKUO-
Kocmedl.

6.4.5.2 [lomkHbl 6bimb fipedycMompeHsl coomeememeyroujue 8eHMUIISIUUOHHbIE U 8bIMsKHbIE CUC-
membl 8 cilydae Heobxodumocmu 01151 ceedeHUsI K MUHUMYMY pucKa 3azpsisHeHusi. Ocoboe sHuMaHue criedyem
yOensme cucmemam peyupKynsyuu 8o3dyxa.

6.4.5.3 Ecniu eo0a ecmyrnaem 8 HerocpedCcmeeHHbIl KOHMaKm ¢ riep8uydHbIMU YrnaKko8oYHbIMU Mame-
puanamu unu UcxodHbIM Mamepuanom unu ucrnonb3yemcsi st Mbimbsi 060py008aHUsI, KOHMaKMUpYWeao
¢ npodykyuel, HeobxoduMo orpedesiimb U KOHMPOUposame ee Ka4ecmso.

6.5 Pabombi no mexHU4ecKkoMy o6c¢cyxueaHuro

6.5.1 OpezaHuszayusi OoimkHa ebipabomamb OOKYMeHmuposaHHbie mpebosaHusi K MexHU4eCKoMy
obcnyxxusaHuro (Harpumep, 8 OMHOWEHUU MEXHOJI02UYECKUX rpoyeccos, cucmem U obopydosaHusi), koada
nposodumMbie pabomel UL UX OMCymcmeue Mo2ym ompa3umasCsi Ha Kadecmae rpodyKuuu.

6.5.2 Cnedyemesecmu y4em pabom 1o mexHu4eckoMmy obCryxusaHuro.

6.5.3 OpezaHuszayusi OosxHa obecriedusamp UCIONML308aHUe, 3KCrlyamauyuto U roddepxaHue 8
OOITKHOM COCMOSHUU UHGhpacmpykmypel 8 coomeemcemeuu ¢ ripasuiiamu GMP u eo uzbexaHue 3a2psi3HeHUS
pOdYKYUU (8KTt04ass KOHMPOJIb 838EUIEHHbIX Yacmuy U MUKpobuonoauyeckull KOHMPOoIIb 8 crlyyae Heobxo-
dumocmu).

6.5.4 Komribiomepu3suposaHHbIe CUCMEMbI, KOMOpbIe MO2ym OKa3blieamb 8/IUSHUE Ha Ka4yecmeso rnep-
BUYHbIX YI1aKOBOYHbLIX Mamepuasos, 00/kHbl Obimb 0CHaWeHbl 00CMamoYHbIMU cpedcmaamu KOHmMpOoJisi O5ist
obecrnedeHuss MOHMaxa, 3Kcrayamauuu, mexHu4eckoao obCiyKueaHusi, BHECEHUsT U3MeHeHul u besonac-
Hocmu.

6.5.5 Heobxo0umo eecmu KoMriekm mexHudeckol doKyMeHmauyuu rio obopydosaHuro U ycmaHo8KaM,
UMEeWUM 8axXHoe 3HayeHue 01151 obecriedyeHusi kKayecmaa.
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7 MNpouecchbl XM3HEHHOro LMKNa NpoAyKLmMK

7.1 MnaHupoBaHUe NPOLECCOB XU3HEHHOrO LMKNa npogykuuu

OpraHusauua aomkHa NnaHupoBaTh U paspabaTbiBaTb Npouecchl, Heobxoaumble Ana obecneveHns
XXM3HEeHHOTo LuMKNa npoaykuun. MNnaHnposaHue NPoLeccoB JKU3HEHHOTO LMKNa NPoAYKUUU A0MKHO BbITb
corfiacoBaHo ¢ Tpe6oBaHMAMU K ApYrM NpoLeccam cucTeMbl MeHekMeHTa kadecTsa (4.1).

Mpw nNaHMpoBaHMM NPOLLECCOB XNU3HEHHOTO LNKIa NpoAyKLMM opraHu3aums AorpKHa yCTaHOBUTb Nod-
X0AsAWUM Ans Hee obpasom:

a) uenu BobnactnkavecTsa U Tpe6oBaHNA K NPOAYKLIMY;

b) noTpebHocTb B pazpaboTke NPoLECCOB U AOKYMEHTOB, a Takke B 06ecneyeHnmn pecypcamm Anst KoH-
KpeTHOW NpoayKuuuy;

€) HeobxoauMylo fieaTenbHOCTL NO BepudukaL i v Banuaaumnm, MOHUTOPUHTY, U3MEPEHWIO, KOHTPOMIo
W UCNBITAHUAM S KOHKPETHOM NPOoAYKLNK, a TakKe KpUTEpUM NPUEeMKN NPpoayKUnK;

d) sanucu, Heobxoaumele Ana obecneveHnn cBMAETENbLCTBA TOTO, YTO NPOLECCHI KU3HEHHOTO UMKMa
NpoAYKUMN U NPOOYKLMA COOTBETCTBYIOT TpeboBaHusM (4.2.4).

PesynbTaT aToro nnaHMpoBaHUsa AoMKeH 6bITb NpeacTaBneH B (hopme, COOTBETCTBYHOLWEN NpakTUKe
opraHusaumu.

MpumeuvaHusn

1 [oKkymeHT, onpeaensiow i NpoLeccbl CUCTEMbl MEHEPKMEHTa KaueCTBa (BKMI0HYaA NPOLIECChI XKU3HEHHOTO LINK-
na npoayKuumn) n pecypchbl, KOTOpble NPeACTOUT NPUMEHSATb K KOHKPETHOI NPOAYKLUMK, NPOEKTY UMM KOHTPAKTY, MOXET
paccmaTpuBaTbCS Kak NinaH kavyecTea.

2 Mpwu pa3paboTke NPOLIECCOB XNU3HEHHOTO LMKNA NPOAYKLIMUM OPraHU3aLmsa MOXET Takke NpuMeHsiTe TpeGosa-
HuA 7.3.

[MCO 9001:2008]

7.1.1 [pu nnaHuposaHuU rpoueccoes XU3HeHHo20 YuKa npodykuyuu cnedyem yqumbieames mpebosa-
Hue K rocriedosameribHOl 06pabomke repeuYHbIX Yrakoeo4HbIX Mamepuanos. lpu nnaHuposaHuu cnedyem
makxe yqumsigame Heobxodumocme ombopa U coxpaHeHus 06pa3yoe 8 0/MKHOM COCMOSIHUU.

7.1.2 Opezarusayusi dormkHa rpedycMampusame 8KITIOYEHUE 8 MiTaHUposaHue U peanusayuio Ha rpo-
MSKeHUU 8Ce20 XU3SHEeHHO20 YuKra npodykuyuu fpoyeccoe MeHedxMmeHma puckos; crnedyem eecmu coom-
eemcmesyroujue 3arnucu (cMm. 4.2.4).

7.2 Mpoueccol, cBA3aHHbIE C NOTpebuTenaMu
7.2.1 OnpepeneHue Tpe6oBaHUN, OTHOCALUUXCA K NPOAYKLUMN

OpraHusaLus AoMkHa onpeaeniThb:

a) TpeBoBaHus, ycTaHOBNEHHbIe NOTPeBUTENAMU, BKNoYasi TpeBoBaHWs K NoCTaBke U AesTeNbHOCTM
nocne nocTaBsku;

b) TpeGosaHus, He onpeaeneHHble NoTpe6uUTeneM, Ho HeoBXoAMMbIE sl KOHKPETHOTO UMK Npernona-
raemoro Ucnonb3oBaHuUs, Koraa oHo U3BECTHO;

Cc) 3akoHopaTenbHble U Apyrue o6asaTensHele TpeBoBaHus, TPUMeHUMBIE K NpoayKUmK;

d) ntobble gononHuTenbHble TpeboBaHusa, paccMaTprBaeMble opraHusaLen kak HeoBXoauMble.

[Mpwnmeyanune— [JearensHOCTb NOCNE NOCTABKM MOXET BKITHOHYaTh B ce6s1 AeCTBYMS N0 rapaHTUNHOMY obec-
NneYeHnto, KOHTPaKTHbIM 0bs3aTenbCTBaM, TaKUM Kak YCIyrm Nno TeXHUYECKOMY 06CNyXMBaHWIO, U [OMNONHNTENbHbIe
YyCNyru, Takne Kaxk yTunm3aayms unm nonHoe yHNYTOXeHune.

[MCO 9001:2008]

7.2.1.1 [omxHb! 6bimb onpedesnieHbl U O0KyMeHmuposaHel mpebosaHusi, OMHOCSLWUECS K TPOOyKyUU,
8KITIOYas1 U3MEeHeHUs], mpebyrowjue y8eOoMMeHUs.

7.2.1.2 [JomkHbl 6bimb oripederneHsl U 0oKyMeHmuposaHsl mpebosaHus nompebumenetl, Kacaouwuecs
npedomepaueHusi HecaHKUUOHUPOBaHHOZ0 UCIOb308aHUS 0mxod08 npou3sodcmea rnepeudHbIX Ynakogoy-
HbIX Mamepuarios (ekrroyasi obpasuybl, nedyamHsie Mamepuarbi, SPrbiKu).
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7.2,2 AHanu3 TpeGoBaHuit, OTHOCALLMXCA K NPOAYKLUMU

OpraHusauus AormkHa aHanuanposaTh TpeBoBaHNsA, 0THOCALLMECS K POAYKLMMW. DTOT aHanms AomkeH
NPOBOAUTLCA A0 NPUHATUNA opraHnsaL e obasaTenLcTBa NOCTaBMATL NPOAYKLMIO NOTpebuTento (Hanpu-
Mep, ydacTue B TeHaepax, MPUHATAE KOHTPaKTOB UMW 3aKa30B, MPUHATUE UBMEHEHWI K KOHTPaKTaM v 3aka-
3aM) 1 gomkeH obecneynBaThb:

a) onpepfeneHune TpeboBaHWA K NpoayKLK;

b) cornacoeaHue TpeboBaHWA KOHTPaKTa UMW 3aKasza, OTIMYAOLLUUXCSH OT paHee chopPMYIMPOBaHHbIX;

C) cnocobHOCTb opraHu3aLMn BeINONHATL onpeaeneHHble TpeboBaHus.

3anucu pesynbTaToB aHanusa U nocreayoLmx Ae AICTBUNA, BEITEKAIOLLMX 3 aHanuaa, 4OJIKHbI nogaep-
XuBaTtbcsa B paboyem cocTosHUN (4.2.4).

Ecnu notpebuTenn He BbIABUraloT 4OKYMEHTUPOBAHHLIX TpeBoBaHWIA, OpraHnsaumsa 4oMKHa nogTeep-
AWTb UX y NOTpebuTens 4o NPUHATUSA K UCMOSTHEHIO.

Ecnun TpeboBaHua K NpoayKLMN U3MEHEHBI, OpraHu3auus AoMmkHa ob6ecnednTb, YToBGbl COOTBETCTBYHO-
LMe AOoKYMEHThI Bblnn UCMpaBeHbl, @ 3auHTePecOBaHHbIA NepcoHan 6bin NocTaBreH B U3BECTHOCTb 06
N3MeHuBLUNXCA TpeboBaHMAX.

MpumedaHu e — BHEKOTOPbIX CUTyaUMsX, TAKMX KaK NPOOaxM, OCYLLECTBISAEMble Yeped MIHTEpHET, npakTu-
yeckn HelenecoobpasHo NPOBOANTL OPULMATBHLIN aHaNN3 KaXA0ro 3akasa. BMecTo 9Toro aHanus MoXeT pacnpoc-
TPaHATLCA Ha COOTBETCTBYIOLLYI0 MHOPMALIMIO O NPOAYKLMU, TAKYI0 KaK KaTasori uim apyrue peknamHbie Matepuarns.

[MCO9001:2008]

7.2.3 CeA3b c noTpebutenamum

OpraHunsaumsa gormkHa onpegenaTb U ocylecTBNATh 3hdeKTUBHbIE Mepbl MO NoAAEPXaHWUIO CBA3N C
noTpebuTenamu, kacatroLmecs:

a) uHdopMaLmMmn o NpoayKLMY;

b) npoxoxaeHws 3anpocoB, KOHTPaKTa UMW 3aKkasa, BKIItoYas Nonpasky;

c) obpaTHoi cBsA3N OT NoTpebuTenei, Bkrtoyas xanobbl noTpeduTenei.

[MCO9001:2008]

7.2.3.1 Opearusayusi domxHa paspabomame u roddepxusamb 8 paboyemM COCMOAHUU cucmemy
obpamHoll ces3u Ons 3abna2o8peMeHH020 Oro8eLEHUS 0 TOMeHYUanbHbIX U pealbHbiX fpobriemMax Kadec-
mea u codelicmeusi eknady nompebumenel 8 cucmemMy Koppekmupytowux u npedynpexdatowjux delicmeudl.

7.2.3.2 Ecnu amoao mpebyem nompebumerns, opeaHu3ayus 0ofxHa coanacosebieamb ¢ rnompebu-
merneM, Kakue U3MeHeHUs mpebyrom nucCbMeHHo20 rnodmeepx0eHUs 00 ymeepXOeHusi, a Kakue MmoJlbKo
yeedomrneHusi. O ripednazaemMbiX USMEHEHUSIX HEOBX0OUMO ceoespeMeHHO UHopMuposams, U ciiedyem
coaniacosbi8ams Mpouecc 8HECeHUs  UsMeHeHul (cM. 7.2.1).

Mex0y opaaHusayueli u nompebumenem pekomeHAyemcs umems GOKYMEHMUpPO8aHHOe MEeXHUYECKoe
coeanawieHue ob obecrieyeHuU Kayecmsa, 8 KOMOPOM paccMampuearomcesi Mepbl, IPUHUMaeMble 110 Hecoom-
eemcmeusiMm (cmM. 8.3).

7.3 MpoekTupoBaHue U paspaboTka
7.3.1 MNnaHMpoBaHWe NPOEKTUPOBAHUA U pa3paboTku

OpraHu3sauus JofkHa NNaHUpoBaTh NPOEKTUPOBaHWE 1 pa3paboTKy 1 yNpaBnsTs 3TUMU NpoLeccamu.

B xoae nnaHnpoBaHus NPOeKTUPOBaHUS 1 pa3paboTkn opraHn3aLns oMKHa ycTaHaBInBaTh:

a) cTaguu NpoeKTUPOBaHNUs U pas3paboTky;

b) npoeeaeHue aHanusa, BepudurkaL 1 1 BanMgaunmn, CooTBETCTBYOLUX KaXA0N CTaaum MpoekTnpo-
BaHWs 1 paspaboTku;

C) OTBETCTBEHHOCTb M MOMHOMOUMS B 061aCTN NPOEKTUPOBaHNA U pa3paboTKu.

OpraHusauns AomkHa ynpasnsaTb B3aMMoAe ICTBUEM pasfMYHbIX FPYnM, 3aHATEIX MPOEKTUPOBAHNEM U
paspaboTkoit, B Lensx obecrneveHns acheKTUBHON CBA3U 1 YETKOro pacnpeaeneHns 0TBETCTBEHHOCTN.

PesynbTaThl NNaHMpoBaHWa AOMKHBI aKTyanmMsaupoBaThes, ecrin 3To Heobxo4MMo, B npoLecce NpoekTu-
poBaHuUg 1 pa3paboTku.

MpumeyaHun e — AHanus, Bepudrkaums n Banugaums NpoeKTUPOBaHUA U pa3paboTky UMeIoT pasHble Lenw,
NMo3TOMY MX MOXHO NPOBOAWTb U 3aMUCK MO HYM BECTU KaK OTAEIBHO, TaK U B NI0ObIX COHeTaHUsAX, MOAXOASLLMX ANs Npo-
YKLMW1 OpraHnaaumu.

[MCO 9001:2008]
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7.3.1.1 Opearu3sauyust 0oimkHa eHeOpsimb OOKyMEeHmMuUpoeaHHbIe npouedypsi MPOEKMUPo8aHUs U pas-
pabomku. 3mu npouedypbl 8KiOYaOmM OUeHKY pucka, onpedesieHue coomeemcmeyrowux acnekmoe GMP u
1106020 nNomeHryuallbHO20 8ITUSIHUS Ha rlompebumers U, 8 KOHEYHOM cyeme, Ha nayueHma.

7.3.1.2 OmeemcmeeHHOCMb 3a MIPOEKMUpPO8aHUe U OUEHKY pucka O0/KHa bbimb coanacosaHa Mexoy
nompebumenem u opaaHusayued.

7.3.1.3 B xo0e npouecca npoekmuposaHus u paspabomku criedyem npedycmMompems rposepKy rnpu-
200HOCMU 8bIXOOHbIX OaHHbIX MPOeKMUPo8aHUsl U pa3pabomxu 00 OKOHYamesbHO20 Coalaco8aHUsi mexHU-
yeckux mpebosaHuli K npoussodcmsy.

7.3.2 BxogHble faHHble ANA NPoeKTUPOBaHUA U pa3paboTku

BxogHble AaHHble, oTHocALWMecs kK TpeboBaHNAM K NpoAYyKLMU, AOMKHbI BbITb onpeaeneHbl, a 3anucu
OOIKHbI NoAaepKuBaThesl B paboveM cocTosHnmM (4.2.4).

BxoaHble gaHHble OMKHBI BKIoYaTh B cebsi:

a) yHKUMUOHamNbHbIE U 3KCMyaTaLoHHbIe TpeBoBaHUs;

b) cooTBeTcTBYIOWME 3aKOHOAATENBHBIE N APYrie 0BsizaTenbHble TpeboBaHuUS;

C) TaM, rae 970 BO3IMOXHO, MHpopMaLMio, B3ATYIO U3 NpeblAyLLyX aHanorn4YHbIX NpoeKToB;

d) apyrue TpeboBaHus, BaxHble AN MPOEKTUPOBAHUA U paspaboTku.

BxogHble AaHHble OOMMKHBI aHANM3nMpoBaTbcs Ha AOCTaTOMHOCTb. TpeboBaHNsA OMKHbI ObITb MOSHBIMMA,
HeaBYCMbICNEHHbBIMW 1 HENPOTUBOPEYNBBIMN.

[MCO 9001:2008]

7.3.3 BbixoaHble AaHHble NPOEKTUPOBaHUA U pa3paboTku

BbIxodHble AaHHbIe MPOEKTUPOBaHWS U pa3paboTKn A0MKHbI GbITb NpeAcTaBneHsbl B hopMe, noaxoas-
el AN NpoBeAeHns BepudrKkalum 0THOCUTENMbHO BXOAHBIX TpeGoBaHMUIA K NPOEeKTUPOBaHUIO U pa3paboT-
Ke, a TaKKe A0IDKHbI ObITb obrLManbHO 0406peHbI 40 UX NOCHeAYOLWEro UCNONb30BaHuUS.

BbixoOHble AaHHbIE NPOeKTUPOBaHUSA U pa3paboTkn AOMKHDI:

a) COOTBETCTBOBATH BXOAHBLIM TPEGOBaHMAM K POEKTUPOBaHMIO U pa3paboTke;

b) oBecneynBaTb COOTBETCTBYIOLLEN MHOPMaLMEN NO 3aKynkam, NPOU3BOACTBY U 06CMyXUBaHUIO;

C) codepXaTb KpUTEPUU NPUEMKN NPOAYKLMM MU CChISNKN Ha HUX;

d) onpeaenaTb xapakTepucTUKM NPOAYKUMMW, CyLUecTBEHHble Ans ee 6e30nacHOro U NPaBUSbHOMO
NCMONb30BaHUS.

MpumeyaHnune—UHbopmaumsa no NponssoACTBY M OGCNYXMBAHMIO MOXET BKINoYaTh B cebn nogpobHble
OaHHbIE 0 COXPaHEeHUN NPOAYKUNN.

[MCO 9001:2008]

7.3.4 AHanus npoekTa u pa3paboTku

Ha cooTBeTcTBYIOWMNX CTAAUAX AO0IMDKEH NPOBOAUTLCA CUCTEMATUYECKUIA aHanu3 npoekTa u paspaboTkn
B COOTBETCTBUW C 3aNfaHUPOBaHHLIMU MeponpusATUaMU (7.3.1) B uensax:

a) oueHMBaHWUA CMOCOBHOCTU pe3yNbTATOB NPOEKTUPOBaHUSA U pa3paboTki yaoBneTBOpsATL Tpebosa-
HUAM;

b) BbiIsBNEeHNs NOBLIX NPpobnem 1 BHeCeHUs NpeanoXeHuin No HeobxoaAMMbIM EACTBUAM.

B cocTaB y4acTHUKOB Takoro aHanu3a AOofKHbl BKNOYATLCS NpeacTaBuTeny noapasgeneHui, umeto-
LMX OTHOLLEHWE K aHanM3npyeMon(bim) cTagnmn(siM) NpoeKkTUpOoBaHUs 1 pa3paboTku. 3anucu peaynbLTaTos
aHanusa u Bcex HeoBXxoAUMbIX AeACTBUIA AOIDKHBI NoAaepXXnBaTbes B paboyem cocTosiHum (4.2.4).

[MCO 9001:2008]

7.3.5 Bepudukauma npoekra u paspabotku

Bepudukaunsa gomkHa OCyLecTBAATbCA B COOTBETCTBUMM C 3anyiaHUPOBaHHBIMW MEpPONPUATUSAMN
(7.3.1) ¢ Uenbio YAOCTOBEPUTLCS, YTO BLIXOAHBLIE JaHHbIe NPOEKTUPOBaHUS U pa3paboTku COOTBETCTBYIOT
BXOAHbIM TpeboBaHUAM. 3anucu pe3ynbTaTos Bepudunkaumm n Bcex HeobxoanmMblX AeNCTBUIN AOIMKHbI Noa-
AepxuBaTtbca B paboyeM coctosaHun (4.2.4).

[MCO 9001:2008]
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7.3.6 Banugauus npoekTa u pa3paboTtku

Banuaauusa npoekta 1 paspaboTki AOMKHA OCYLIECTBAATLCA B COOTBETCTBUM C 3anfaHMpOBaHHbIMU
MeponpuATUAMM (7.3.1) C Lenbio YA0CTOBEPUTLCA, YTO NOMNYYEHHan B pesyribTare NpoayKuusa cooTBeTCTBY-
eT TpeboBaHUAM K YCTaHOBMEHHOMY UMK npeAnonaraeMomMy Ucnonb3oBaHuUIo, eCrnn oHO U3BeCTHO. [ae 3To
npaKTU4eCKn BO3MOXHO, Banuaaums AokHa ObiTb 3aBeplueHa A0 NOCTaBKW MU NpUMEHEeHNsA NpoayKLUUA.
3anuncu pesynbTaToB BanMaaLmm U Bcex HeobXxoanMblX AENCTBUIA AOMMKHBI NoaaepxusaTbea B paboyem
cocTosiHuM (4.2.4).

[MCO 9001:2008]

7.3.7 YnpaBneHue U3MeHeHUsIMU NPOeKTa U paspaboTku

MNa3meHeHns npoekTa u pa3paboTku AOMKHbI ObITb AEHTUMhULMPOBaHLI, @ 3an1cKn AoSMKHBI NoAAePXN-
BaTbcA B paboveM cocTossHUU. MameHeHnst AoMkKHbI 6bITb NPOaHaNU3MpoBaHbl, BepuuumpoBaHbl U Banu-
ANpPOBaHbl COOTBETCTRYOLMM 06pa3om, a Takke o4obpeHbl 40 BHeceHUs1. AHanu3 nsMeHeHUin NpoekTa n
pa3paboTku OOMKEH BKNoYaTh B cebs OLIeHKY BNUSIHASI UISMEHEHUI Ha COCTaBHbIE YacTu U yXKe NoCTaBneH-
Hylo NpoAyKuuio. 3anncu pesynbTaTos aHanMsa usmeHeHui 1 nobbix HeoBXoAUMbIX ASNCTBUIN AOMKHBI NoA-
AepXuBaTbcs B paboyeM CoCToAHWUM (4.2.4).

[MCO 9001:2008]

7.3.7.1 Yeedomnerue

06 u3ameHeHUsIX, Komophble 8MUsIIOM Ha Kakue-ubo npedocmasnsemMbie 0aHHble, criedyem coobuwame
nompebumenio, a 8 criyyae npedocmasneHust opaaHu3ayuell mexHuU4ecko2o 0ocbe/0CHO8HO20 (hatina —
HernocpedcmeeHHO peayriupyrou,uM op2aHam.

7.3.7.2 UsmeHeHue npoekma

lpu ocywecmeneHuu usmeHeHus1 delicmeyrowjasi sanudayusi u OOKyMeHmMbl, Ha Komopble rosusno
U3MeHeHue, O0MKHbI ObiMb NpoaHanu3upPo8aHs! U NepecMompeHsI, a nepcoHai 0o/mkeH npolmu coomeem-
cmeyrouwyro nepernof2omosKy.

lMpumevanus

1 K 6bIXO0HBIM OaHHbLIM MPOEKMUPOBaHUS U paspabomku OMHOCSAMCS 3anucu (MexHU4YecKue ycroeus, mexHorno-
2us1 pou3soocmea, MEeXHUYECKUe Hepmexxu, mexHudeckue unu uccrnedosamernbCckue npomokoisi) u 0bpa3sysl.

2 KoHgpudeHyuanbHas Hay4HO-mexHu4eckas uHghopmayus (opesaHusayuu) moxem 6oime npedcmasnera 8 aude
docke HernocpedcmeeHHO 8 peaynupyrowue opaaHs! (Hanpumep, mexHudeckoe 0ocke u (unu) ocHosHoll ¢halin).

7.4 3akynku
7.4.1 MNpouecc 3aKynok

Opranusauus gomkHa obecnevnsaTtb COOTBETCTBME 3aKyMIIEHHON NPOAYKUMN YCTaHOBMNEHHBIM Tpebo-
BaHWUAM K 3aKynkam. Tun n cteneHb ynpasneHnsa, NpuMeHsieMble Mo OTHOLLUEHWIO K MOCTaBLLMKY U 3aKynieH-
HOW MpoAyKLUMA, AOMKHbLI 3aBUCETb OT ee BO3AeNCTBUA Ha nocnegylolye cTaguun XXU3HEHHOro Lukna
NPOAYKLUN UM TOTOBYHO NPOAYKLNIO.

OpraHusauus AofbkHa oLeHNBaTh U BbIGUpaTh NOCTaBLUMKOB HA OCHOBE UX CMOCOBHOCTU NOCTaBMsATh
NpoAyKLMIO B COOTBETCTBUM ¢ TpeBoBaHUAMU opraHu3auun. [omkHbl 6biTb paspaboTaHel kputepumn oTbopa,
OLL€HKW U NOBTOPHOM OLEHKW. 3anucu pe3ynbTaTos oLeHUBaHWA U NMobbix HE0BX0AUMBIX AEACTBUIA, BbITEKA-
IOLLMX U3 OLIEHKM, AOMKHbI NoaaepXxuBaThes B pabovem coctosiHum (4.2 .4).

[MCO 9001:2008]

7.4.1.1 OpezaHu3auyusi doimkHa ymeepdums nocmasujuxkos:

a) UCXOOHbIX Mamepuarsos;

b) ecriomozamenbHbix cpedcmes, 8axHbix 051 obecriedeHus1 Kadecmea;

C) ynakogouYHbIX Mamepuasioe 07151 UCO/Ib308aHUST 8 HUCMbIX MOMEUEHUSIX.

7.4.1.2 OpeaHusayus 0oimkHa ysedomumb riompebumernsi 0o nepedayu CMOPOHHel opaaHu3auuu
moboll Yyacmu ripou3zeodcmeeHHO20 fipoyecca.

7.4.1.3 Bce ycnyau, npedocmasisieMble CMOPOHHUMU Op2aHu3auusiMu, Komopble Mo2ym roesiusme Ha
Kauyecmao npolyKyuu, OOIHKHBLI KOHMPOIUPO8amMbCsl, 8KIMOYast I0O20MOBKY reyamHo20 opuauHara, yciyau
nabopamopudll, cmepunu3ayuro, KaiubposoyHbie ycilyau U KeanugukayUuoHHbIe ycilyau, mexHudeckoe obeny-
XueaHue, o4ucmKy, nepesosky, bopbby c epedumensimu U roopsidHUKos 1o rnepepabomke omxodos e
3a8UuCUMOCMU OM PUCKOS.
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7.4.1.4 KoHcynbmarmel, datoujtie pekomeHOayuu ro rnpouzsodcmsy U KOHMPOIUPO8aHUIO NEPB8UYHBIX
YraKoB80YHbIX Mamepuaros, CHuUmaromes nocmasujukamu.

7.4.1.5 [Nocmasujuku Mamepuanos u ycrya, 8axHbix 0rs1 obecrieqyeHusl Kadecmea, ymeepxoaiomcs
cnyx6oU kadyecmea Unu JIUYOM, HasHa4YeHHbIM Cllyx600 kayecmea.

7.4.1.6 OpeaHusauyusi do/mKkHa oyeHusamb U 8ecmu 3arnucu ro KoMrnemeHmdocmu rnabopamopud,
8bINOIHAUWUX pabombi, 8axHble 0551 o6ecrniedeHuss kadecmea. [1ns1 ebinoniHeHUst pabom, eaxHbix Orst obec-
rieyeHus1 kayecmea, opa2aHu3sayus 00/1KHa UCnob308amb MOMbKO Tabopamopuu, 0006peHHbIe C MOYKU 3pe-
HUST UX KOMITeMeHmMHocmu.

7.4.1.7 Ecnu sbironHeHue npoyecca cmepunu3ayuu rnopy4yeHo cimopoHHel opz2aHu3ayuu, opaaHu3sa-
yust domkHa y6edumscsi 8 moM, 4mo ripoyecc omeevyaem mpebosaHuam 7.5.1u 7.5.2.

7.4.1.8 U3sMmeHeHUe ucmoyHUKa MoJTy4eHUs Cbipbsl, 8axKHO20 01151 obecreyveHus Kadecmesa, rnoonexum
npoueccy ynpaeneHust UsSMeHeHUAMU.

7.4.2 Undopmauus no 3akynkam

MHdopmauus no 3akynkam gofmkHa ONUCbIBaTb 3aKasaHHYo NPoayKLMIo, BKIoYasi, rae aTo Heobxoau-
Mo, TpeboBaHus:

a) KoduumansHoMy ogobpeHUo NpoayKuMK, Npoueayp, NPoLeccos U 060pyAoBaHMUS;

b) kkBanudpukauun nepcoHana;

C) KCUCTEeMe MeHeAXMEeHTa KayecTBa.

OpraHusauums gomkHa obecneumBaTte AOCTAaTOMHOCTb YCTAHOBEHHbIX TPe6oBaHMIA K 3aKynkaM Ao 1x
CO0BLLEHNsI NOCTaBLUUKY.

[MCO 9001:2008]

7.4.2.1 Opearu3ayusi 0o/KHa COXpaHsIMb COomeememeyowyro UHbopMayuro ro 3aKyrkam, m. e.
OokymeHmbI (cM. 4.2.3) u 3anucu (cm. 4.2.4), 8 o6beme, mpebyemoM 0118 obecriedeHUs1 npocrexusaemocmu
coefacHo 7.5.3.

7.4.3 Bepudukaumns sakynneHHon npoaykuum

OpraHusaums oommkHa paspaboTaTh U 0CYILECTBAATE KOHTPOSIL UMK APYryio AeATeNbHOCTb, Heobxoau-
Myt0 15t 06ecneyeHns CoOoTBETCTBUS 3aKyreHHON NPoAYKLMM YCTaHOBMEHHLIM TPeBOoBaHUAM K 3aKynkam.

Ecnu opraHusauus unu ee notpebuTens NpeanonaraeT ocyWwecTBUTh BepuuKaLuio y NocTasLimka, To
opraH1saumnsa 4oMKHa YCTaHOBUTL Mepbl MO BepUdUKaLImM M NOPSAOK BbINyCKa NPoAYKLMU B UHOPMaLMK Mo
3aKynKkam.

[MCO9001:2008]

7.4.3.1 lNocmynarouwue Mamepuarisi iodnexam u3u4eckoMy unu abMuHUCmpamusHoMy KapaHmuHy
00 ux 00obpeHUsI U 8bIMyCKa 8 3KCMTyamayuio.

lMpuMedaHue— B UCKMNOYUMENbHBIX Clly4YasiXx MOXem UCronb308amaCA UCbimbi8aeMbill Mamepuarn npu
YCr108uUU HaNUYUs 2apaHmuposaHHo HadexHkix rpouedyp, He GorycKarWUX 8birlyCcKa Meps8uYHbIX YIaKo8oYHbIX Mamepti-
anos 8o nodmeepx0eHUsi cmamyca makux Mamepuasos.

7.4.3.2 Cnedyem secmu 3arucu sepuchukayuu (cM. 4.2.4).
7.4.3.3 BbibopoyHbIl KOHMPOIL OOMKEH OCYLEecmeisimscs 8 coomeememauu ¢ Memodukoli 8b1bopoy-
HO20 KOHMPOJIA € UCrob308aHuUeM npouedyp, cpedecms u obopydosaHus, He OOMyCKaroWUX 3a2PsSI3HEHUS.

7.5 MpousBoacTBO U 0GCNYXUBaHUe
7.5.1 YnpaBneHue npou3BOACTBOM U 06CnyXUBaHUEM

OpraHusauus 4omkHa NnaHNpPoBaTh 1 OCYLLECTBNATL MPOU3BOACTBO M 0BCMYXMBaHWE B ypaBnseMbixX
ycnosusx. Ynpaensemble ycroBusi OKHbI BKoYaTh B ce6s, TaM, rae 370 NPUMEHUMO:

a) Hanu4yue uHhopMaLMm, ONUCkIBaOLLIE XapaKTePUCTUKM MPOAYKLNN;

b) Hanuuune paBounx MHCTPYKLUIA B criy4ae HeobXxoaMmocTu;

C) npumeHeHue nogxoasero obopyaoBaHus;

d) Hanu4yne nnpumeHeHWe o6opyaoBaHNS AN MOHUTOPUHIA U U3MEPEHWIA;

e) npoBedeHWEe MOHUTOPUHIA U USMEPEHMWIA;

f) ocywecTBneHne BeiNycka, TOCTABKX U AENCTBUIA NOCHe NOCTaBKV NPOAYKLMN.

[MCO 9001:2008]
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g) onpedenieHue dambl U320MOBIIeHUS € y4emoM 3adelicmeosaHHbIX MpoUeccos;

h) yOeneHue ocoboz2o eHUMaHUS MapKUpOBKe, 3muKemuposaHuio U yrakoeke O0ss1 obecriedeHusi
pe3ynbmamueH020 KOHMPOIIs U pedomepalueHuUs oluboK;

i) OoKyMeHmuposaHHYyI0 rpouedypy c ornpedesieHUeM yrpasiieHUs1 OMKITOHEHUSIMU 8 ripouecce.
JormxHbi 6bbimb uccriedosaHbi OMKIIOHEHUS], 8axkHbie Onis1 obecrnedeHuUss kadecmea, U 3apeaucmpuposaHbl
rofyqdeHHbIe pe3yrnbmamsi (CM. 4.2.4).

7.5.1.1 YnpaeneHue yucmomoti ipodyKyuu U 3a2psisHeHUeM

7.5.1.1.1 Opezarusayus doimkHa cgpopmyruposams U cobodame 00KyMeHmuUposaHHbie mpebosaHusi
K yucmome MnepeuYHbIX Yrako8oYHbIX Mamepuanoe U npouedypsbl o npedomepallieHuU 3a2psi3HEHUST Mpo-
Oykyuu u o6opydosaHusi.

JomxkHbl oyeHU8ambCst IomeHyuanbHble pUCKU, C8s3aHHbIe C MobbiMU Mamepuanamu Uy ecrioMoza-
mefibHbIMU cpedcmaeamMu, Komopklie Mo2ym Hecmu y2po3y be3onacHocmu nauueHma, Harpumep, mpaHCMUc-
cusHas 2ybuyamas aHueganonamusl.

7.5.1.1.2 Bce mexHooau4decKkue npouecchl, ocyuecmsrsieMble 8 YUcmbIX WU KOHMPOUpyeMbiX
30HaXx, 8KIT0Yast Mepbl 1o oxpaHe oKpyxaroujell cpedkl, Mpou3eodcmeo, KOHMPOIb 8 Ipouecce rnpoussodcmea
U yriakosKy rep8UYHbIX yrako8oYHbIX Mamepuaios, O0MKHbI 0meeyamb yCmaHo8e HHbIM MeCMHbIM Y C/l08U-
AM U PYHKUUOHaNbHLIM KpumepusiM. Hucmsbie nomeuwieHusi 0ormkHbl bbimb 0bopydoeaHbl 8030YUIHLIMU
wino3amu.

7.5.1.1.3 TexHornozauveckue fpouecchbi 8 KOHMPOIUPYEMbIX OKpYyXaloWux ycriosusix O0MKHbI 6bimb
coenacosaHbl Mex0y nompebumernem u opaaHu3ayued.

7.5.1.1.4 OpeaHuzayusi 0o/mxHa makxe hopmynuposames OOKyMeHmMuUposaHHble mpebosaHusl K Yuc-
mome fiep8UYHbIX Y1ako8OYHbIX Mamepuarios, kozda:

a) nepeu4Hbie yrakogo4Hble Mamepuarsl oHuLaromces opaaHu3ayuel 0o nposedeHusi cmepunudayuu
U (unu) ux ucronbL308aHUs;

b) nepsuyHbie yriako80YHbIe Mamepuarsibi O0IXHbLI 10CMAaesIsimbCsl HeCmepUnu308aHHbIMU U UX YUCMO-
ma eaxkHa 01151 UCI0/1b308aHUSI;

C) mexHoroaudeckue peaceHmsl 00JKHbBI 6bimb yOaileHb! ¢ rpodyKyuu 8 rnepuod rpouzsodcmsa.

7.5.1.1.5 [omxHbl 6bimb onipedeneHbi KOHMetlHepbl O XpaHeHUs, COOpHUKU maphbi U JTUHUU 3a2py3KU
U pasapysku.

7.5.1.1.6 OcHosHoe sHUMaHUe (Harpumep, udeHmuchukayus, besonacHocms, yucmoma) ciedyem
yoensame 8 riepayro o4epedb 3azpy3Ke U pasepy3ke KoHmMeliHepoe 0115 HachirHbIX 2py308/6YHKepPOs.

7.5.1.1.7 [nga ouucmku obopydosaHus, UCMOMIb3YeMO20 rpu pou3sodcmee rnepe8uyHbIX yrako80YHbIX
Mamepuainoe, 00/KkHbI 6bimb pa3pabomars! MUCbMEHHbIEe fpouedypsbi. [JomkKHbI eeCcmuch 3anucu 04UCmKU
obopydosaHus, UMerouue 8axHoe 3Ha4eHue 051 obecrieYeHUs Kayecmea repeuYHbIX yriako80YHbIX Mamepu-
anos (cm. 4.2.4).

7.5.1.1.8 Cnedyem ornpedensimb cofepxxaHue U yposeHb 04UCMKU rpou3sodcmeeHHo20 obopydosa-
HUS/Mpou3800CMBEHHbIX y4aCcmKos.

7.5.1.1.9 VszomosrneHuo HeKomopbix Mamepuarnos ceolicmeeHHO rpuMeHeHuUe repepabomaHHbiX
Mamepuarnoe (HaripumMep, U320MOoeJIeHUI0 CMeKa, almoMuHusi, bymaau, mepmornnacmukos). [Napamempsi
nepepabomku 0oimKkHbI Bbimb onipederieHbl U coaflacos8aHkbl ¢ iompebumernem.

7.5.1.1.10 Ecnuasmo He coenacosaHo ¢ nompebumernem, mepMoriacmuyHbie Mamepuarbl He O0IKHbI
rnodsepaambCsi MOSMOPHOMY U3MESbYEHUI0 USTU He nodiexam Mo8mopHOMY UCTOMb308aHUK 8 Nep8uUYHbIX
yrnaKo8OYHbLIX Mamepuarax.

7.5.1.1.11 [onxeH 6bimb opeaHu308aH KOHMPOIIb 04UCMKU NTUHUL MeXOy pasfiudHbIMU cepusiMu Onst
yOarieHusi scex Mamepua’sios U 00KyMeHmos, He mpebyembix Or1s riocnedyroweti onepayuu. [JomkHei egecmuck
3anucu pabom o oducmke nuHull (cm. 4.2.4).

7.5.1.2 YnpaeneHue usmMeHeHUsiMu

7.5.1.2.1 Opearusayus 0o/xHa peanusosams poyecc pesybmamugHo20 U 3¢hgheKkmuaHo20 yrpas-
TNIeHUST UBMEHEHUSIMU, Ymobbi USMEHEHUST ompuyameslbHO He 8MUsINU Ha Kadecmeo npodyKyuu U Ymobbi OHU
omeeyarnu rnompebHoCMsaM U 0XXUOaHUSIM 3aUHMepeCco8aHHbIX CIMOPOH.

7.5.1.2.2 UN3ameHeHUs O0IXHBI bbImb UOEHMUMUUUPOBaHHBIMU, 3apeaucmpupo8aHHbIMU, OUeHEHHbI-
MU, MpoaHau3upo8aHHbIMU U yripaessieMbiMU 07151 TOHUMAaHUST UX 8/TUSTHUST Ha Opyaue rnpoyeccel.

7.5.1.2.3 [ina obecniedeHus yripasnsemocmu Heobxodumo oripedenume MOSIHOMOYUSI, C8sI3aHHbIe C
UHUUUayuel, aHanu3oM U ymeepxoeHuemM UsMeHeHUl.

7.5.1.3 KoHkpemHbie mpebosaHusi K cmepuiibHOCMU Nep8UYHbIX YIaKko80YHbLIX Mamepuanos

OpzaHusayus doimkHa eecmu 3arnucu (cMm. 4.2.4) napamempos ripouecca cmepunusayuu, Komopbit
ucriofib3o8aricsi 0519 cmepunu3ayuu Kkaxool cepuu. 3anucu o cmepunusauyuu 0o/mkHbl 6bimb rpociexusae-
MbIMU 01151 KaxkO0U cepuu Nep8UYHbIX YITaKo80YHbIX Mamepuaros.
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7.5.2 Banugauusa npouLeccoB NPoU3BOACTBa U o6CcnyXMBaHUA

OpraHusauna gomkHa BanuauposaTb BCE MpoLecchl MPOU3BOACTBA U 0BCNY>KUBaHUSA, pesynbTaThl
KOTOPbIX HEe MOTYT ObITb BepUULMpoBaHbl MOCNeayoLWwnM MOHUTOPUHIOM UIA U3MEPEHUsIMU, 13-3a Yero
HegoCTaTKM CTaHOBATCA OYEBUAHBIMW TOMLKO MOCMe Havana MCrnonb3oBaHus MNpogykuMu unu nocne
npeaocTaBreHUs yCyru.

Banugaunsa gonkHa npoaeMOHCTPUpPOBaTh CNocobHOCTb 3THX NPOLLECCOB AOCTUraTh 3anfaHpoBaH-
HbIX Pe3ynbTaToB.

OpraHusauusa gomkHa paspaboTtaTtb Mepbl Mo 3TUM nNpoLieccaM, B TOM Y1ciie Tam, rae 370 NPUMEHNMO:

a) onpedeneHHble KpUTepUW Ans aHanmsa u yTBepXXaeHUs npoL.eccos;

b) yTBepxaeHue cooTBeTCTBYOLWEro 060pyaoBaHus 1 KBanupukaum nepcoHana;

C) MpUMeHeHne KOHKPeTHbIX MeTOAO0B U NpoLeayp;

d) TpeboBaHua k3anucam (4.2.4);

e) MOBTOPHYIO Banuaauuio.

[MCO 9001:2008]

7.5.2.1 OpeaHuszayusi 0ormkHa udeHmuguyuposams ripouecchl, 8axkHbie Or1si obecrieyeHus kKadyecmea,
8 paMKax ceoell dessmesibHOCMU, & UMEHHO me, KOmophbie 8/1USIIOM Ha Ka4ecmeo epeuYHbIX YaKko80YHbIX
mamepuarsnos. KoHmpornb 3a nobbiMu U3 3mux rpoy,eccos, 8bIX00 KOmMOopbIX He MoXem bbimb sepuchuliuposaH
rocpedcmeom rocredyroujeeo MOHUMOpPUHaa Uilu U3MEPEeHUs, 00IKeH OeMOHCMPUpPOo8amsCs rymem 8asu-
dayuu U O0KyMeHmMuUpo8amaCs.

7.5.2.2 [Insa onpedeneHusi moeao, Kakue rnpouecchl eaxHb! Onsi obecrieyeHUs1 kKayecmea, U cmereHu
sanudayuu, HeobxoOumou 81151 0e MOHCMpayuu yripaeneHus sSmumMu rpoyeccamu, UCriofib3yemcsi OUeHKa puc-
Ka. AHanus pucka dormkeH beimb cesi3aH co ceolicmeamu nPodyKyuU, orpedensowumMu ee Ka4ecmso.

7.5.2.3 TexHudeckue cucmeMb! (Harnpumep, MawuHbi, JTUHUU, CMPYKMYPHbIe KOMIIOHEeHMbI pou3-
eodcmea U m. r1.), Ucronb3yemMsie 0715 U320MmOosieHUs NepeuYHbIX YIaKko8OYHbIX Mamepuaros, OOIKHbI po-
xod0ume sepucbukayuro U (unu) ammecmayuio/eanudayuio 8 coomeemcmeuu ¢ OOKYMEeHmMuUposaHHoOU
OUEHKOU pucka.

7.5.2.4 Bepucpukayus u (unu) ammecmauus/eanudayusi G0JKHbI poeodumscst fpu 803HUKHOBEHUU
CyuwjecmeeHHbIX U3MeHeHul 8 cpedcmeax npoudsodcmea, obopydosaHuu u rnpoyeccax, Komopble Mo2ym
ro8nusimb Ha Ka4ecmao rpodyKyuU.

IMpumedaHue— YipasneHue usmMeHeHUsIMU 8 npoyecce sanudayuu S6n13emcst 4acmbio MonuUMUKU yrnpasrne-
HUS UBMEHEeHUSIMU Op2aHu3ayuu.

7.5.2.5 Hackonbko amo yenecoobpa3sHo, sanudayust mod unu uHol npodykyuu SormKHa nposodumscst
10 coeanacosaHuio ¢ nompebumenem.

7.5.2.6 Pesynsmamsbi g8anudayuu OO/MKHbI peaucmpuposamscs (cM. 4.2.4). 3anucu o sanudayuu
OOJTXKHBI COXPaHIMbCS Ha NPOMSIKEHUU 8Ce20 CpoKa Cily»xbbl 06opydosaHus u fipoyecca U ewje 8 medyeHue
d8yx lem riocne cHAMUS € IKcriTyamauyuu unu rno do2o8opeHHocmu ¢ nompebumernem.

7.5.2.7 B omHoweHuu ripozpamMmHO20 06ecreyqeHUsi, UCMOb3YeMOoz20 8 rnpoueccax, 8axHbix 051s obec-
reyeHus1 kayecmea, O0/IKHbI [PO80OUMbLCS (PYHKUUOHAIIbHbIE UCMbIMaHUsi 8 0CMalmoYHOM Kosludecmee U 8
coomeememeyrouux ycrosusx 01151 sepugbukayuu fpocrexusaeMocmu, moyHocmu riepedayu U coxpaHeHus
OanHbIX. Cucmema OoIKHa rpo8ePsIMbCS, HarpuMep, rnymem 88o0a rpasuilibHbIX U HerpasusibHbIX 0aHHbIX
0ns onpedenieHus npocnexusaeMocmu, mo4YyHocmu nepedaqu U coxpaHeHus daHHbIX unu sanuced.

7.5.2.8 Pe3ynbmambi amux ucribimaHull U ripo8epoK OOIKHbI peaucmpuposamscs (4.2.4).

7.5.2.9 3nekmpoHHbie 3ariucu OO/TKHbLI COXPaHAMbLCS U 3awjuljamscsi om riomepu u cryvaliHo2o
rnospex0eHusi U OOMXHbI XpaHUMbCS 8 chopme, OorycKaroujeli 80CCMaHOB/IEHUE; €CllU 3MO HE8O3MOXHO,
OOJTKHBI COXpaHsaMbCs1 BYMaXHbIE 3K3eMINIAPbLI 8 medyeHue 08yX fiem riociie criucanusi obopydoeaHusi unu rio
doeosopeHHocmu ¢ nompebumenem (cm. 4.2.4.1).

IM1pumevyaHdue— [JononHumensHbie OaHHbIe, KacaroulUuecs 3aljueHHocmu 0aHHbiX, MeHeOXMeHma U easnu-
Oayuu npoepammHoezo obecrieyerusi cooepxxamcs 8 MIK 60601-1-4, Pykogodcmee 1o Hadnexatyel npakmuke asmoma-
mu3suposaHHoz0 ripoussodcmea u Kodekce ®edeparnbHbix peanamMeHmos Ynpasnerus rno caHumapHomy Had3opy 3a Ka-
4ecmeom nuessix npolykmos u medukamerHmos CLUA 21, yvacmep 11.

7.5.2.10 lMpunepedaye Ha cmopoHy 06020 npoyecca, 8axHoeo 01151 obecrieyeHus Kayecmea, opeaHu-
3ayusi domkHa ybedumsbCsi 8 MoOM, Ymo fpoyecc omeeyaem mpebosaHUsIM Hacmosiuje2o cmaHdapma.

7.5.2.11 Ecnu mpebyemcsi cmepunu3ayusi, op2aHu3dayusi 00/KHa ycmaHosums OOKYMEHMUpO8aHHbIe
npouedypsi ro sanudayuu npoyeccos cmepunusayuu. MNpoueccel cmepunusayuu OomKHsI fpotmu sanuda-
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yuro 8o nepeoHayasibHO20 UCOLE308aHUsI. JIOIMKHBI COXPaHsiIMbCA 3arnucu pe3ynbmamos eanudayuu rnpo-
yeccoe cmepunuszayuu (cm. 4.2.4).

Cm. N1ICO 11135, UICO 11137-1unuUCO 11137-2.

7.5.2.12 Ecnu o8HuUM u3z mpebosaHul sierisiemcsi cmepuiiusayusi, op2aHu3sauusi 0o/mkHa rnooeepeHyme
repsuYHbie yrakosoyHbie Mamepuailbi 8aTUOUPO8aHHOMY IPOU,ECCY cmepunu3ayuu U 3anucamse 8ce KOH-
mpornbHble napamempsi rpouecca cmepunusayuu. lNpu nepedavye Ha cMOPOHy ripoyecca cmepunusayuu
opzaHu3sayusi 0osixHa ybedumbcsi 8 MoM, Ymo ripoyecc omeevyaem mpebosaHusIM Hacmosuezo cmaHdapma.

Cm. MICO 14937.

7.5.3 UpeHTUdUKaLUA M NPpOCNeXuBaeMocCcTb

Ecnu 310 BO3MOXHO U LenecoobpasHo, opraHusauma AofmkHa MAeHTUUUMPOBaTL NPOAYKUMUIO C
NMOMOLLbIO COOTBETCTBYIOLLUX CPEACTB Ha BCEX CTaaWusIX ee XKU3HEeHHOro LuKna.

OpraHusaums gomkHa MaeHTUULMPOoBaThb CTaTyc NPOAYKLMM MO OTHOLEHWUIO K Tpe6oBaHUAM MOHUTO-
PUHra U U3MepeHnin Ha BCexX cTaausiX ee XXU3HEHHOTO LuKna.

Ecnu npocnexveaemocTb SiBfsieTcs TpeboBaHWeM, TO opraHu3auma AokHa YNpasnaTh cneunansHoi
naeHTUdMKaLmen NpoayKUMM 1 NoaaepXueaTh 3anucn B pabovem coctosHnn (4.2.4).

MpumeyaHune—B psge otpacnei NPOMbIWNEHHOCTN MEHEAXMEHT KOHUIypaummn SBNaeTcs CpeacTeom
nogaepXaHusl UAEHTUGUKALMK U NPOCIIEXUBAEMOCTH.

[MCO 9001:2008]

7.5.3.1 OpeaHu3sayus doimkHa paspabomams u noddepxusams 8 pabomocrnocobHOM cOCMOAHUU cUcC-
memy MPOoCIeXusaHUs1 8CeX Pou3800CMeeHHbIX Mamepuanoe om UCMOYHUKa roflydyeHus 0o peanusayuu
npodykuyuu cornpederieHueM macwmaba u mpebyembix 3anucell Ha 0CHO8e OyeHKU pucka (cMm. 4.2.4,8.3u 8.5).

7.5.3.2 3anucu o ceputiHoM ripouseodcmee A0/kHbI bbimb 0603HavYeHbl omaudumensHbIM HOMepPoM
cepuu unu udeHmMugUKayUOHHbIM HOMEPOM.

7.5.3.3 [omxHbl coxpaHsimbca 3arnucu ob ucriofib3osaHul o6opydosaHus, 8axHozo 0151 obecrievyeHusi
Kayecmea (cM. 4.2.4). Omu 3arnucu O0/MKHbI makKxe 8KItoYame 0O4UCMKY U mexHu4YecKkoe oberyxusaHue Hapsi-
Oy ¢ ripou3sodcmeeHHbIMU oriepayusimMu. Pabomsi no mexHu4ecKomy o0bciyxusaHuro 00/KHbI OOKYMeHMUpPO-
8ambCs U npocnexusambscsi 0 KOHKpemHol rpou3sodcmeeHHOU ornepayuu uiu eOUHUUbI 060pyd0o8aHUs.

7.5.3.4 OpeaHusauyus dormxHa paspabomameb u ecmu OOKYMEHMUPO8aHHbIe NMpouedypbl C meM, 4mo-
661 8038paLyaeMbie opaaHu3ayuU rnepsuUYHbIe Yrakoe8oYHbIe Mamepuarbi, Harpumep, 01151 ToemopHoU obpa-
6omku no ycmaHoeneHHbIM mpebosaHusiM, bbinu  udeHmugbuyuposaHbl U 8bldeneHbl U3 obujezo
npoussodcmea.

7.5.4 CobcTBEeHHOCTb NoTpe6GUuTenei

OpFaHI/I3aLI,I/IF| OOJKHa NpodABNATb 3860Ty 0 cobcTBEHHOCTU I'IOTpeGI/ITe.FIﬂ, noKa oHa HaxoguTcsd nog
yrnpasreHuem opraHusauum unu ucnonssyetcs eto. OpraHnsaLums 4OMKHa UAeHTUULNPoBaTh, BepuduLm-
poBaTh, 3alMLLaTb N COXPaHATb coBCTBEHHOCTb I'IOTpeGI/ITeJ'Iﬂ, npegocTaB/ieHHYO ANA UCNONb30BaHUA UK
BKITHOYEHUs B NpoayKumio. Ecnn cobcTBeHHOCTL NOTPebUTENS yTepsiHa, NOBpeXaeHa U npusHaHa Henpu-
FOJJ,HOIZ AnA NCnonb3oBaHUA, opraHnsauna AoJKHa U3BeCTUTb obaTom r|0Tpe6|/|Ten$| nnogaepxumeatb 3ann-
cu B paboyem cocTonHUM (4.2.4).

MpunmeyaHune— CobcTBEHHOCTL NOTPebUTENA MOXET BKIOYaTb B ce6s MHTENneKTyanbHylo cob6CTBEH-
HOCTb ¥ CBEAEHMA TMYHOTO Xapakrepa.

[MCO 9001:2008]

7.5.5 CoxpaHeHUsi cooTBeTCTBUA NPOAYyKLUMU

OpraHu3aums AoMmKHa COXpaHsTb NPOAYKLMIO B X04e BHYTPeHHel o6paboTku 1 B NpoLecce NoCTaBKu K
MeCTY HasHa4YeHus B Lensix NoaaepkaHns ee COOTBETCTBUA YCTAHOBNEHHLIM TpeboBaHuaM. Ecnn aTo npu-
MEHUMO, COXpaHEeHWe COOTBETCTBUSA NPOAYKLMN AOMKHO BKIHOYaTb B ce6s MAEHTUDMKALIMIO, NOTPY30YHO-
pasrpy3oyHble paboTbl, yNakoBKy, XpaHeHne 1 3awmTy. TpeboBaHne coxpaHeHUsi COOTBETCTBUSA JOMKHO
6bITb TalOKe NPUMEHEHO U K COCTABHBIM YacTAM NPOAYKLNM.

[MCO9001:2008]

7.5.5.1 OpeaHusauyus dormkHa pa3pabomame u noddepxxusams 8 pabomocrnocobHOM COCMOSIHUU CUC-
meMy KOHMpPOnupo8aHUusi MpodyKUyUU ¢ 02paHUYeHHbIM CPOKOM XpaHeHUs unu mpebyrowyto ocobbix ycrosull
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XpaHeHusi. Takue ocobbie ycrosus xpaHeHUs1 O0IMKHbI KOHMPOIUPO8amaCs U peaucmpuposamscsi (CM. 4.2.4).
Cpoku xpaHeHUs1 00ImKHbI 6bimb oripagdaHHbIMU.

7.5.5.2 lMpodykyusi 0o/mkHa bbimb Yemko obo3HaYyeHa, u3onupoeaHa U OofmkHa nodriexams omeem-
CMBEHHOMY XPaHEHUIo, a makxe OOImkHa bbimpb 3auwjuuieHa om rornadaHusi MOCMOPOHHUX sewjecme unu
3a2psi3HeHUs1. Yiakoeka, ucrofib3yemasi 011s1 CO30aHus U eMeuieHuUsI npodykyuu, 8omkHa 6bime yucmol u nod-
xo0suwed. MNocmasku GoIKHbI CONPo8oXx0ambscsi coomeemcemsyrowjel 0okymeHmauued. [JJokyMeHmauyus Ha
rnocmaekxy 00J/TXHa COOMEemcimeo8ams KOHKpemHol cepuu.

7.5.5.3 B cnyyae nosmopHO20 Ucronb308aHUst KOHmMeIHepos 011s1 yriakosKu rnpeduwecmesyrouwjue aphbl-
KU O0IBKHBI Bbimb yOarneH bl unu Hadnucu Ha HUx cmepmai. KoHmeiHepbl 00/KkHbI 6biMb YUCMbIMU UTTU FIpO8e-
PEHHBLIMU Ha YuCMOomy 8 COOM8emcmauU ¢ NMUCbLMEHHoU rpoyedypod.

7.5.5.4 Bcnyyae Heobxo0umocmu Ha siplibiKe OOIDKHbI BbIMb yKa3aHbi U O0/TKHbI 8bIMOJIHAMbLCS 0cobbie
YCr108USst MPaHCIIOPMUPOBKU UNU XPaHEHUS 1eP8UYHbIX YIaKo804YHbIX Mamepuarsios.

7.6 YnpaBneHue o6opynoBaHueM AN MOHUTOPUHIa U U3SMEePEeHUM

OpraHunsauust JOIPKHa onpeaennTb MOHUTOPUHT N U3MEePEHUs], KOTOpbIE NPEACTOUT OCYLLIECTBNATL, a
Taicke obopyaoBaHue Anst MOHUTOPUHIA U U3MepeHuin, Heobxoammoe ansa obecneveHua cenaeTensLCTBa
COOTBETCTBUSA NPOAYKLIUM YCTAHOBIEHHBLIM TpeboBaHUAM.

OpraHusauus AomkHa yCTaHOBUTb NpoLecchl Ars obecneveHns Toro, YTo6bl MOHUTOPUHT U U3MEPEHUs]
MO 6bITb BLINOMHEHBI U B AEACTBUTENLHOCTM ObiNW BbINOMHEHBLI B COOTBETCTBUM C TPEBOBaHNAMW K HUM.

Tam, rae Heobxogumo obecneumBaTb UMEOLLUE 3aKOHHYIO CUMY pesynbTaThbl, UsMepuTenbHoe 0bopy-
AoBaHWe JOSKHO BbITh:

a) oTkanubpoBaHOo U/UNu NOBEPEHO B YCTAHOBMEHHBIE NEPUOALI UMW Nepej ero NpuMeHeH1MeM Mo 3Ta-
noHam, nepeaatoLLmMM pasMmepbl eANHUL, B CpaBHEHUN C MeXAyHapOAHLIMU UM HaUMOHaITbHLIMK 3TarnoHa-
mu. [pun OTCYTCTBUM TaKuUX aTanoHoB 6asa, UCNoNb3oBaHHAA ANA KanMbpPOBKM UK NOBEPKU, AOMKHA BbITb
3apeructpuposaHa (4.2.4);

b) oTperynuposaHo U1 NOBTOPHO OTPErynMpoBaHo No Mepe HeobXoAUMOCTH;

C) naeHTUULMPOBAHO B LIeNSIX yCTaHOBMNEHWUS cTaTyca KannbpoBKu;

d) 3almLeHo OT perynmpoBoK, KOTopble caenany bbl HeeNCTBUTENbHBIMU pe3ynbTaThl U3SMEPEHUS;

e) 3alMLEeHOo OT NOBPEXAEHNS 1 YXyALWEHNA COCTOSIHUA B Xoe 06palleHns, TeXHUYecKkoro o6enyxu-
BaHWA U XpaHeHus.

Kpome TOro, opraHusauus OofbkHa OLEHWUTb W 3aperncTpupoBaTb NPaBOMOYHOCTbL NpeAblAyLUX
pe3ynbTaToB U3MepeHus, ecrnin obHapyxXeHo, 4To 06opyaoBaHUe He cooTBETCTBYET TpebosaHuam. OpraHu-
3auusi AOMKHa NPeAnpPUHATbL COOTBETCTBYIOLEE AeACTBME B OTHOLLEHUU Takoro o6opyaoBaHua v noboi
N3MepeHHON NpoayKLNK.

3anucu pesynbTaToB KanMBPOBKM 1 MOBEPKA AOIKHEI NOAAEPXUBATLCA B pabodeM cocTonaHum (4.2.4).

Ecnu npyu MOHUTOPUHIE U M3MepPeHUN YCTaHOBMEHHbIX TpeboBaHWUn UCNOMb3YIOT KOMNbIOTEPHbIE NPO-
rpaMMHble CpeacTBa, X CNOCOBHOCTL YAOBNETBOPATL NpeanonaraemomMy NpYMeHeHUo NpeaBapuTenbHO
AonxkHa 6bITb NOATBEPXAEHA M NOBTOPHO NOATBEPXAEHa No Mepe HeobXoAUMOCTN.

MpunmeyaHue—oareepxaeHne COOTBETCTBUA KOMIMbIOTEPHOIO NPOrpaMMHOro o6ecrevyeHus npearona-
raemMomy NpMMeHeHW 0 0ObIMHO NMpegycMaTpUBaEeT ero BEpPUMUKALMIC U MEHEIXXMEHT KOHDUIypaLumy B Lesax nogaep-
JKaHWs! ero NPUrogHOCTU ANA UCTIONb30BaHMSA.

[MCO9001:2008]

7.6.1 [HormxHbl Mpoeodumscsi peayrisipHbIe peaucmpupyemMbie Mpo8OoKauLIOHHbLIe UCbIMmaHUs asmoma-
mu4ecKko20 KOHMpOoJlbHO20 0bopydosaHUs (HarpuMep, homoKamMmepHbie UHCTIEKYUOHHbIe cuCmMeMbl U CHUMbI-
samenu wmpux-kodos) Ans nposepKu NocmossHHoU ¢byHKUUOHaIbLHOU rpu2odHoCMU.

7.6.2 [NpoussodcmeeHHbie U KOHMPOIbHbIE OaHHbIe, OMHOCALWUECS K MpOo0yKyuu nompebumens (3a
UCKITIOYEeHUeM cekpemHol UHmeniekmyansHol cobcmeeHHOCMU opaaHu3ayuu), O0KHbI Tpedocmasisime-
¢s1 o mpebosaHuio nompebumens unu npedcmasumerns nompebumerns 0N NMPO8EPKU PYHKUUOHaIbHOU
npugodHocmu rnpou3sodcmeeHHO20 npoyecca, KOHMPOLHOZ0 U UCTbimamesHo20 06opydo8aHUsi, UCMOb-
3yemozo 8 xole rnpoussodcmea u Ha 20moeodl rMPodyKyUU.

7.6.3 Ucnsimamensroe obopydosaHue, ucronb3dyemoe 01151 orpedesieHus npuemnemocmu UCXOOHbIX
Mamepuarsos, 8axHbix 0515 obecriedeHus: Kadyecmea, rnosyghabpukamos unu 20mosol npodyKyuu, OOMKHO
Kanubposambcs Uu GOMKHbBI MPo8oOUMbBCS OOMNOIHUMENbHbIE K8anuUKaUUOHHbLIE LUCMbIMaHUs 1o Mepe
Heobxodumocmu.
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8 WUsmepeHwue, aHanus3 v yny4wieHve

8.1 O6wue nonoxeHus

OpraHusauns AomKHa NNaHUpoBaTh U MPUMEHSITb NPOLIECChl MOHUTOPUHIA, U3MEPEHUs], aHanusa 1
ynydweHus, Heobxoaumble Ans:

a) AeMOHCTpauuMn cooTBeTCTBUA TpeboBaHMsAM K NpoayKumm;

3mo mpebosaHue omHocumMcs Kak K ronygabpukamam, mak u K rnepeuydHbIM yriakO804YHbIM Mame-
puanam.

b) obecneyeHns cooTBETCTBUS CUCTEMBI MEHEAXMEHTA Ka4uecTBa;

C) NOCTOSIHHOrO NOBLILLEHWS PE3YbTaTUBHOCTU CUCTEMbl MEHEDKMEHTA KaYecTBa.

YKasaHHas AeaTenbHOCTb 40SKHa BKoYaTk B ce6a onpeaeneHne NpUMeHNMbIX METOAO0B, B TOM YACTe
CTaTUCTUYECKUX, M 06NACTb X UCMOMb30BaHMUA.

[MCO 9001:2008]

8.2 MOHUTOPUHT U U3MepeHue
8.2.1 YpoBneTBOpeHHOCTb NoTpebuTenen

OpraHusauuns aokHa NpoBoANTb MOHUTOPUHE MHpOPMaLUUN, KacatoWWNCA BOCNPUATUA NoTpebuTte-
neM BbINONHEHNs opraHusaLen ero TpebosaHuin, kak 0aHOTo U3 cnocoboB U3MepeHUsa paboTbl CUCTEMBI
MeHepKMeHTa KavecTBa. [JorkHbI 6blTb YCTaHOBMEHbI MeTOAbI NOMYYEeHUA U UCNONb30BaHUS 3TON UHGOP-
Maumun.

MpwumeyaHune— MOHUTOPUHT BOCTIPUATUA NOTPEOBUTENAMM MOXET BKNIOHaTh B ceba nonyyeHune undopma-
LMK U3 TaKuxX UCTOYHMKOB, KaK MccneaoBaHus yAOBNETBOPEHHOCTU notpebutenen, AaHHblie OT noTpebutenewn o

Ka4yecTBe NoCTaBNeHHOM NPOAYKLMKM, NCCNeA0BAHUA MHEHWI NONb3oBaTeNew, aHann3 0TToKa knneHToB, bnarogapHoc-
TV, NPEeTEH3WU NO rapaHTUNHLIM 06s3aTeNbCTBaM M OTHETHI pacnNpPoCTpaHUTENeN.

[MCO 9001:2008]

8.2.2 BHyTpeHHMe ayauUThbl (NpoBepKu)

OpraHnsaums gomkHa NpoBOANTb BHYTPEHHNE ayauThl (TPoBepKn) yepes 3annaHnpoBaHHbIe UHTepBa-
bl BPEMEHN B LiefsX yCTaHOBMNEHWS TOro, YTO cUcTeMa MeHe)KMeHTa KavecTBa:

a) COOTBETCTBYeT 3annaH1MpoBaHHbIM Meponpuatuam (7.1), TpeboBaHUAM HacTosILero cTaHgapTa u
TpeboBaHNAM K cUCTEME MeHeXKMeHTa kayecTBa, pazpaboTaHHbIM opraHm3aLlmnen;

b) BHeapeHa pesynbTaTMBHO 1 NoAAepXMBaeTCA B paboyem COCTOSHNM.

Mporpamma ayauToB (MPoBEPOK) AOIMKHA NNAaHNPOBATLCSA C YY4eTOM cTaTyca U BaXKHOCTW MPOLLECCOB U
Yy4acTKOB, NMoafexalumx ayanTy, a Takke pe3ynbTaToB npeabiayLimx ayautos. Kputepun, obnacts npumeHe-
HUS, YacToTa U MeToAbl ayAnToB AOSKHBI ObITb onpeaeneHbl. Boibop ayauTopos 1 npoBedeHne ayantos
[OMKHBI 0becneunBaTb 06 BEKTUBHOCTL 1 BeCNPUCTPaCcTHOCTL Npouecca ayauTa. AyauTopbl He AOMKHbI
npoBepsiTb CBOK cOBCTBEHHYIO paboTy.

JomxHa BbITb yCTaHOBMEHa AOKYMEHTMPOBaHHasa npoueadypa Ans onpeaeneHns oTBETCTBEHHOCTU U
TpeboBaHWN, CBA3AHHBIX C MNf1aHMPOBaHWEM U NpoBeAeHNEM ayAUTOB, BEAEeHNeM 3annucei 1 cCocTasreHnem
OTYETOB O pesynbTaTtax.

3anucu 06 ayanTax 1 nx pesynbTaTax AoMKHbI NoaaepkMBaThes B pabodem cocTosHMM (4.2.4).

PykoBoACTBO, OTBETCTBEHHOE 3a NPOBepsieMble 06NacTy AeATENbHOCTU, JOKHO 0becneynTs, YTOGHI
BCE HeobXoaMMble KOPPEKLMU U KOPPEKTUPYoLLMe AeACTBUS NpeanpuHUManicb 6e3 usnuwHen oTcpoYkm
Ans ycTpaHeHus1 0bHapyKeHHbIX HECOOTBETCTBUN 1 BbI3BABLUMX UX NPUYWH. Mocrieaytolwme geicTens 4omn-
XHbl BKItoYaTh B cebs BepuduKkaLmMio MpUHATLIX Mep 1 0THEeT O pesynbTaTax Bepudmnkaumm (8.5.2).

MpumeuaHnune—Cm NCO 19011 ansi pykoBOACTBA.
[MCO9001:2008]
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8.2.3 MOHUTOPUHI 1 U3MepeHMne NpoLEeccoB

OpraHusauus 4omKHa UCTIoNb30BaTh NOAXOAsILLME MeToAbI MOHUTOPUHTA W, FAe 3TO NPUMEHUMO, U3Me-
PEHUA NPOLECCOB CUCTEMbI MEHEPKMEHTA KauecTBa. AT MeToAbl A0TDKHBI AEMOHCTPUPOBaTL CNOCOBHOCTL
MpOLIeCCOB AOCTUraTh 3annaHUPOBaHHbIX pe3ynbTaToB. Ecnv sannaHupoBaHHble pesynbTaThl He AOCTUra-
toTCA, TO AOMKHBLI NPeANPUHUMATLCA HeOBXOAUMbIE KOPPEKLIMA U KOPPEeKTUPYoLne AeNCcTBUA.

MpwnwmeyaHue—pn onpegeneHnn NOSXOAAWMX METOLOB OpraHU3aums AOMKHA yHUTbIBaTL TUN U 06beM
MOHUTOPVHIa UNU U3MEPEHWI, NOAXOAAWMX ANS KKAOro N3 TakMX NPOLIECCOB, B OTHOWEHUN NX BNUAHUA Ha COOT-
BeTCTBUE TPEGOBAHMAM K NPOAYKLMW M HA Pe3yNbTaTUBHOCTL CUCTEMbI MEHEDKMEHTA KavecTBa.

[MCO 9001:2008]

Cnyxba kayecmsa OoTXHa obecrieyusams riposedeHue uccedo8aHusi, yempaHeHUs U oKyMeHmupo-
8aHUs1 OMKITOHEHUU, 8axkHbIX 01151 obecrieyeHus Kayecmea.
8.2.4 MOHUTOPUHI U UBMepeHUe NpoayKLUnU

OpraHnzaums JommkHa oCyLLEeCTBAATb MOHUTOPUHT U U3MEPSATb XapaKTepUCTUKK NPoAYKUMN B LiensiX
BepudmKaLmmn cobnogeHns TpeboBaHMA K NpoayKLUMn. 3TO OMKHO OCYLLECTBNSATLCSA HA COOTBETCTBYIOLLMX
CTaausax npoLecca XM3HeHHOro LMKNa NpogyKLMM CornacHo 3ansiaHMpoBaHHbIM Meponpustusm (7.1).

CBuaeTenbCcTBa COOTBETCTBUS KPUTEPUAM MPUEMKA AOKHBI NOAAEPXKUBATLCA B paboyem COCTOSIHUA.

3anucu foMKHbI ykasbiBaTb NnLo(a), CaHKUMoHpoBaBsLuee(ue) BeINyck npoaykuum (4.2.4).

Beinyck npoayKumm n npeaocTasneHune ycnyri noTpebutento He OKHbI OCYLLECTBASATLCSA A0 TeX Mop,
noka Bce 3annaHnpoBaHHble AencTBus (7.1) He ByayT yA0BNeTBOPUTENbHO 3aBepPLUEHbI, ECNIN HE YTBepXAe-
HO MHOE COOTBETCTBYIOLLIMM MOMIHOMOYHBIM fTULIOM UM OPraHoM U, rae 370 MPUMEHUMO, noTpebutenem.

[MCO9001:2008]

8.2.4.1 PaccrniedosaHue pe3ynbmamos 3a ripedenamu 3adaHHbix mexHudeckux mpeboearull

JTroboli pesynbsmam 3a ripedenamu 3adaHHbIX mexHu4Yeckux mpebosaHuli 00/KeH pacciie0oeambCsi 8
coomeemcmeuu ¢ doKyMeHmuposaHHoU rpoyedypod, a rnosly4yeHHble 0aHHbie O0/MKHbI peaucmpuposamecs
(cm. 4.2.4).

8.2.4.2 Bx0OHOU KOHMPOIk U 8XOOHbIE UCTbimaHUsi

HomxHbl 6bimb ycmaHoeneHb! U O0/KHEI 8bIMI0HSMbLCSI mpebosaHusi Orisl CeX UCOoNb3yeMbIX Mamepu-
anos. lNocmynaroujue Mamepuarsi O0/KHbLI KOHMPOIUPO8aMBCS UNU UHbIM 06pa3oM nposepsimbCsi Ha coom-
semcmaeue ycmaHoseieHHbIM mpebosaHUsAM.

8.2.4.3 KoHmpornkb e npouecce rnpoussodcmesa

8.2.4.3.1 OpeaHusayusi doimkHa, Kak moao mpebyiom 0OKyMeHMUpPo8aHHbIe rnpouedypbi, KOHMPOUPO-
8amb U UCrbimbi8amb rpodyKyU & npouecce obpabomku.

8.2.4.3.2 [omxHb! 6oimb onpedeneHsi npouedypbl 8bI60POYHO20 KOHMPOJTs, obecriequsatoujue perpe-
3eHmamusHocme obpa3syos 0rsi oyeHusaemMoz0 rnpouecca. Obpa3susi He criedyem go3spaljamb 8 rpous-
800CMBEHHYI0 30HY, €CIU OHU ObINU HarpasieHbl Ha OMOeNIbHYIO UCTbIMamersibHYyIo niouw,aoky.

8.2.4.3.3 [locne nonomku obopydoeaHusi unu He3ariaHUpo8aHHOU OCMaHOBKU rpoyecca OO/KeH
6bimb nposedeH ConoMHUMENLHbIU KOHMPOIb 8 NPouecce rnpou3esoocmaa.

8.2.4.4 KoHmpons 2omosoli npodykyuu

Ecnu mpebyemcs KoHmporsb 20moeol rpodykyuu, oH OormkeH bbimb riposedeH 00 8biflycKa cepuu.

Mpumedanue— KoHmpons 20moeoli npodykyuu Moxem rpoeodumscsi He 110 6CeM yCMAaHOBMEeHHbIM napa-
Mempam.

8.2.4.5 CoxpaHsieMbie obpasupbi

CoxpaHsaeMbie obpa3suybi ombupatomcsi 8 coomeemcmeuu ¢ mpebosaHuUsMU opeaHu3ayuu u (unu)
nompebumens.

8.2.4.6 Bbinyck cepuu

[ns sbirycka cepuu mpebyemcsi nposedeHue aHanu3a OOKyMeHmMauuu Ha cepuio.
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8.3 YnpaBneHue HecooTBeTCTBYIOLWEN NpoayKuuen

OpraHusaums fomkHa obecreunBaTte MaeHTUhUKaLMIO NPOAYKLUK, He COOTBETCTBYIOLeN TpeGoBaHu-
AIM, M ynpaBs/ieHue eto B LieNsax NpeaoTepalleHnsa HenpegHame peHHOro UCNoNb30BaHUS UMK NOCTaBKN TaKo
npoaykuuun. [lomkHa 6bITb ycTaHOBNEHa AOKYMEHTUpoBaHHasa npoueaypa AnA onpegeneHua CpeacTs
yrpaBneHusi U COOTBETCTBYIOLEN OTBETCTBEHHOCTU U NOSIHOMOYUIA ANA ASNCTBUI C HECOOTBETCTBYIOLLEN
NpoAYyKUMENn.

Ecnu npumeHnMo, opraHusauua gosmkHa npegnpuHuMaTth B OTHOWEHUN HECOOTBETCTRYIOLEN Npoayk-
Luu crieqyroLme AenNCTBUA (0QHO NN HECKOSBKO):

a) ycTpaHeHue obHapyXeHHOro HeCOOTBETCTBUSA;

b) caHkunoHupoBaHue UcnNonb3oBaHWUA, BeINyCka UMK MPUEMKN NPOAYKLMW, ECINU NOIyYeHO paspeLle-
HWMe Ha OTKITOHEHWe OT COOTBETCTBYIOLWEro NOSIHOMOYHOTO MA@ UNn opraHa u, rae 3To NPUMEeHNMO, NoTpe-
butens;

C) npeaoTBpalleHue ee NnepBoHaYanbHOro NpeanonaraeMoro UCNoNb3oBaHUs UMK NPUMEHEHUS;

Mocne Toro kak HeCOOTBETCTBYOWAA NPOAYKUMA UcnpasreHa, oHa AokHa bbITb NoaBeprHyTa NOBTOp-
Hol BepucbuKaLm ANa NoATBePXKAEHUA COOTBETCTBUA TpeboBaHUAM.

3anucu o xapakTepe HeCOOTBETCTBUIA W NOBOLIX NOCNeAYOLUMX NPeANPUHATLIX AEACTBUAX, BKMOYast
nonyyYeHHble paspelleHns Ha OTKNOHEHUA, A0MKHBI NoAAePXUBaTLCA B paboyeM cocTosiHvm (4.2.4).

[MCO 9001:2008]

8.3.1 Hecoomeemcmeytowas npodykyus umu Hecoomeememeyrowjue Mmamepuarsibi OO/KHbI odsep-
2ambCs KapaHmuUuHy 8 0XUOaHUU NPUHAMUS peWeHUs 0 KOPPEKMUP YIoWUX Unu UHbIX delicmeusix. Kozda udem
peys 0b ucripaernieHuu rymem riepedesiku Unu peKoHcmpykuyuu, cnedyem rnposecmu u 3apeaucmpupoeams
OUEHKY pucka 1moboz2o ompuyamesibHo20 8/IUsIHUSI repedesiku Ha rnpodykyuio (cMm. 4.2.4u 7.5.1).

8.3.2 [Mepederika u (unu) pekoHcmpyKyust 0omKHa rMpoe8odumscs 8 coomeemcemauu ¢ OOKYMeHmMUpPO-
saHHoll npouedypoll, odobpeHHoll cnyxbol kayecmea. Mopsidok nepedesnku AosmxeH bbimb co21ac08aH C
rnompebumerem, eciiu 3mo s8/19emcs 02080peHHbIM mpebosaHuem.

8.3.3 Ecnu riepsuyHble yrnako8oyHbie Mamepuarsibl pou3eo0usiuck 8 yCI08UAX YUCMO20 MOMeELEHUS,
nobast nepederika OOJKHa 8bIMOSTHIMBCS 8 MeX Xe yCroeusiX.

8.3.4 IMoboe npednoxeHue o 8bifycke Hecoomeemcmaytouwiell npodykyuu OOMKHO bbimb cOenaHo Ha
OCHO8€e OOKyMeHMaIrbHO 0hOPMITEHHO20 paspellieHHO20 0mCmyriieHUs], CaHKYUOHUPO8aHHO20 nompebume-
nem.

8.3.5 B cniyyae sbibpakosKu rep8UYHbIE Yr1ako80YHbIe Mamepuarsibl OOIKHbI ymunu3uposamscs unu
YHUYMOXambkCsl 8 coomeememeuu ¢ OoKyMeHmuposgaHHoU rpouedypod.

8.4 AHanus faHHbIX

OpraHusauus AomkHa onpefensTb, cobupaTb M aHanu3MpoBaTb COOTBETCTBYIOLUME AaHHble AN
AeMOHCTpaLnm NPUrogHOCTA 1 pe3yibTaTUBHOCTN CUCTEMbl MEHEAXKMEHTa KayecTBa, a Takke OLeHNBaHUs,
B kaKoi 06n1acT BOZMOXHO NMOCTOSIHHOE MOBBILUEHWE PE3YTbTaTUBHOCTA CUCTEMbI MEHEXKMEHTA KaYeCTBa.
[JaHHble JoMKHBI BKIOYaTL B cebs MHopMaLnio, MoNyyYeHHYIo B peaynbTaTte MOHUTOPUHIa U U3MEPEHNS 1
13 APYrX COOTBETCTBYIOLLUMX MCTOUYHUKOB.

AHanus aaHHbIX AOMMKeH NpeAcTaBNsATb MHPOPMaLINIO, OTHOCALLYHOCS:

a) KyaoBneTBOpeHHOCTU noTpebutenei (8.2.1);

b) kcooTBeTCTBUIO TPEBOBAHNAM K NPOAYKLMA (8.2.4);

C) K XapaKTepucTUKam 1 TeHAEeHUMAM MpoLLecCoB U NpoayKLMK, BKOYas BO3MOXHOCTU NPOBEeAeHWS
npeaynpexjaowmnx gencTsnin (8.2.3 1 8.2.4);

d) knocTaBwukam (7.4).

[MCO 9001:2008]

OpeaHusauyusi domkHa paspabomams u noddep:kusamp OOKyMEHMUPOBaHHbIE MpoUuedypbl, 8KIOYas
mpeb6osaHust k aHanusy OaHHbIX, O 8bisIB/IEHUS CyWecmsyowux Uy nomeHyuanbHbIX fMpUYUH 8birnycKa
Hecoomeemcemaeyrowel npodykyuu unu dpyaux npobnem kavecmsa.

8.5 YnyuweHue
8.5.1 MNocTosAiHHOE yNnyulleHne

OpraHusauns gomnxkHa NocTosIHHO MOBkILWATL pPe3ynbTaTMBHOCTb CUCTEMbI MEeHeKMeHTa Ka4vecTBa
nocpeiCTBOM UCMONb30BaHUA NONUTUKA U Lienen B obnactukavecTea, pe3ynbTaTtoB ayauTOoB, aHanusa gaH-
HbIX, KOPPEKTUPYILWNX K npeaynpexaatoLwnx OEeNCTBUA, a TakKe aHanMsa co CTOpPOHbI pyKOBOACTBA.

[MCO 9001:2008]
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U3meHeHus, npednazaemMbie 8 Ka4ecmse Yacmu oCMosiHHO20 ynyqyweHus, rnodnexam MeHeO)KmeHmy

pucka.

8.5.2 KoppekTtupywluime aencTeumA

OTBETCTBWUA Ans npeaynpexageHna noBTOPHOro X BO3HUKHOBEHUA. KoppeKTMpyrou_wle OenCTBUSA OOIDKHbI
6bITb aeKkBaTHLIMW NOCNEACTBUSIM BbISIBIIEHHBIX HECOOTBETCTBUNA.

Opl'aHI/IBaLI,I/Iﬂ OOJDKHa npeanpuHnMaTh KOppPpeKTupyrowmne OencTBUs B Lensax yCTpaHeHUA NPpUYNH HeCO-

JomkHa 6bITb paspaboTaHa 4OKYMEHTUPOBaHHas NpoLeaypa Ans onpeaenenus TpebosaHuii:
a) KaHanusy HeCoOTBETCTBUIA (BkNtoYasi xxanobbl notpebutenei);

b) KycTaHOBMNEHUIO NPUYNH HECOOTBETCTBUI;

C) KoueHMBaHWo HeoBXoaUMOCTUN AEACTBUN, YTOBLI M3BexaTb MOBTOPEHWS HECOOTBETCTBUIA;
d) kKonpeaeneHuto N ocyLLECTBAEHUIO HEOBXOAUMBIX AEACTBUIA;

e) K3anucsm pesynbTaToB NpeanpuHATLIX AeNCTBUN (4.2.4);

f) kaHanuay pe3ynbTaTUBHOCTV NPEANPUHSITLIX KOPPEKTUPYIOLNX AEACTBUA.

[MCO 9001:2008]

8.5.2.1 OpeaHuzayus dofixHa ceoespeMeHHO paccriedoeameb ece xainobbl nompebumeneli u coob-

Wume 0 rIPO8OOUMbIX KOPPEKMUpPYROUUX 0elicmeusix Ha 8ce npou3s00CMEEHHbIE y4acmKU U y4acmKu, ces-
3aHHble ¢ rpoussodcmeom. [elicmeausi QOImKHbI OCYULeCMBITSIMBCS, Kak MOXHO Bbicmpee U 8 coomeemcmeauu
C coalnlacosaHHbIM 2papuKoM, criedyem eecmu 3anucu paccredosaHust (cM. 4.2.4).

8.5.2.2 [lomxHo 6bimb 060CHOBaHO U 3apeaucmpupo8aHo OmMCymcmeue KOppPEeKmMuUpyrowux u (unu)

npedynpexdarouux delicmeull rno pesynbmamam paccriedosaHusi xanob nompebumenel (cMm. 4.2.4).

8.5.3 Mpeaynpexparowme oencTBUA

BETCTBWI ANsi npegynpexageHna nx noaBleHnA. I'Ipep,yrlpexmarou.me AeVCTBNSI JOMKHBI COOTBETCTBOBATL
BO3MOXXHbIM nocneacTBUAM NoTeHUManbHbIX npoGneM.

OpraHusauusa gomkHa onpeaendatb AeACTBUSA B LensiX yCTpaHeHUA NpUYnH noTeHuManbHbIX HECOOT-

JormkHa 6bITh paspaboTaHa 4oKyMeHTUpOoBaHHas npoLedypa 4ns onpegenenus TpebosaHuii:

a) KycTaHOBMNEHWIO NoTeHLManbHbIX HECOOTBETCTBUIA U X MPUHNH;

b) koueHMBaHUIO HeoBX0AMMOCTW AEACTBUI B LIENSAX NpeaynpeaeHus NosiBfieHUs HeCooTBETCTBUIA;
C) KornpeaeneHuio 1 oCcyLLEeCTBNEHNIO HeOOX0ANMBIX 4eACTBUN;

d) K3anucam pesynbTaToB NPeAnpUHATLIX AeACTBNA (4.2.4);

e) KaHanusy pesynbTaTUBHOCTU NPeanpuHATLIX Mpeaynpexaatownx AeNCTBUNA.

[MCO 9001:2008]
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MpunoxeHne A
(obsa3zaTenbHoOe)

Tpe6oBaHna GMP k nepBUYHBIM Ne4YaTHbIM YNaKOBOYHbIM MaTepuanam

A1 CpepactBa nony4eHns Ne4YaTHbIX OTTUCKOB

A1.1 O6uwmne nonoxeHusn

Bce cpedecmeaa nonyqeHus neyamHbix OMMmMUCKO8 O0/MKHbI:

a) umems Yemkoe u 00HO3HayHoe obo3HayeHue, Ymobbsl obecriedums IPocnexusaemocms 00 UCX00HO20 mame-
puana;

b) 6bimb U320MO8IeHb! L3 OCHOBHOZ0 LICX00HO20 Mamepuana, Haxodaujezocs y nompebumens, u obecrnieqyusame
npocnexusaemMocms 00 5moz2o Mamepuana;

C) nposepsmbscsa Ha coomaemcemale ByMaXXHOMY HOCUMEITH0 UNU S116KMpPOHHbIM 0aHHbIM, 0006pertbim rompebu-
menem, u peaucmpupogamscs (cm. 4.2.4);

d) xpaHumscs 8 Ha0eXxHOM Mecme rpu Hanu4uu 4emkotl CLUCMeMbi CaHKUUOHUPOB8AHHO20 8bifTyCKa U 8036palLieHUs
8 XpaHunuwe.

A1.2 CodveTaemMble nevyaTHble (hopMbI

Kozda mpebyemcs 6onbie 00HoU nedamHoll ¢ghopmel, G0/MHKHa cywecmeosams GOKyMeHMuUpoeaHHas cucmema,
obecrieyusaroujas UCronb308aHue ecex (hopM e Komrnekme. B mom criyqae, koeda komnnekm ¢hopm codepum muriosoll
poekm nposedeHus HecKonbKux pabom, kaxxdas omOernsHasi chopma 8 Komnekme O0MKHa UMeMb Yemkoe, O0HO3HaY-
Hoe obosHayeHue u 6eimb JOKyMeHmMUpPo8aHa.

A1.3 UN3ameHeHme TekcTa/npoekTa

Koz0a npoekm mpebyem ucrons308aHUS HECKOMbKUX (hOPM U HEKOMOPLIe U3 HUX OO/MKHbI bbimb 3aMEHEeHb! U3-3a
U3MEHeHUSs1 8 mekcme/npoekme, QOiKHa Cyuiecmeosams OOKyMeHmuposaHHas rpouedypa, obecnevusaouwas 3ameHy
Heripuzo0HbIX hopM U coxpaHeHue Opyeux cpedcme 8 Kkomrinnekme. McxoOHbie ¢hopmbi nodnexam nosmopHoli udeHmu-
ukayuu.

A1.4 Bepudmkaums

A.1.4.1 O6wme nonoxeHus

Bepugpuxayus npoekma rio cpedcmeam rnosyyeHus neyamHmbsix OmmucKos 00/mKHa posodumscs 8 rnepuod nodzo-
mosku K pabome neyamrHoz20 cmatka U 00 ony4YeHUs PaspeweHus Ha 8birlycK MPOoOyKUUU.

A.1.4.2 KapaHTWH 1 yHU4TOXEHNE

Opzanu3sayus OormKkHa umems:

a) GokymeHmuposaHrHyio rpoyedypy, obecrieyusarowlyo Hadnexauwe ohopMneHHyo U3onayur cpedcmsa nodao-
MoeKU rneYamHo20 opuauHana u neyamaxus npoekma, nodsepzarouiezocs 1epecMompy;

b) OokymeHmupoBaHHY cucmemy, demanusupyrowlyro MemoOuKy ymunu3sayuu HeHyXHbix cpedcma nod2omoeKku
neyamHo20 opuauHana u royyeHUss NeYyamHbiX OMMUCKO8; OHU OOMKHbI TPUEOOUMBCS 8 HEerpU200H0e COCMOosHUe U
ymunu3upo8amsCsi KOHMPONUPYeMbIM U Ha0eXHbIM crlocobom.

A.2 NMpoueccul neyaTaHnMA n Nnpeo6pasoBaHnA

A.2.1 Hanapgka (nogrotoBka k pa6oTe) neyaTtHOro ctaHka

A.2.1.1 lNepsorauansHyi nod2omosKy K neyamanuio crnedyem nposodums C UCMOML308aHUEM YUCMbIX KOMITO-
HEeHMOoB unu Mamepuarnos.

A.2.1.2 lpu nodzomoske Kk nocnedyowum npoyeccam MOXHO UCIONL308ams Mamepuain u3 UsHayainbHo20 po-
yecca neyamausi modii e cepuu.

A.2.1.3 UsHayanbHbIl NpunpasoyHbIl Mamepuasn MoXXem os8mOopPHO UC0N5308ambcs 8 xo0e nof20mosumerns-
HO20 npouyecca 0515 NonyYeHus npasuibHo20 ysema.

A.2.1.4 Mamepuan, ucrions3yemsit Ona npunpasku, omkeH Obimb U30/IUPO8AH, & 3amem ymuinu3upoeaH KaK rpo-
u3800CMEBeHHbIe OMX00bI.

A.2.2 NMepexogHble cucTeMbl

TMepexolHbie cucmembl, MpedHa3HayYeHHbIe 011 COKpaleHUs peMeHU, 3ampayqlgaeMoz0 Ha 1o020MmoeKy (Harnpu-
Mep, asmomamu3suposaHHasi cMeHa (bopMbl) U He N0380nSOWUE TPOBOOUMb MOMHYI0 0YUCMKY nuHUl, nodnexam 0oKy-
MeHmupoeaHHOU oueHke puckoe U OOMMKHbI UCMONb3068amb cpedcmea ynpaeneHus 0Ons obecrieyeHuss 3awumsi
npodykyuu. Bee neyamupie uzdaHus, nosydYeHHbIe 8 xo0e npedbidywel onepayuu, GomkHbI yoansmescs ¢ AUHUU 00 roiy-
YeHUs ochuyuanbHO20 pas3peweHus Ha eblyck mupaxa. Bce cpedcmea ynpaenerusi OO/MKHbI peaucmpuposamscs
(cm. 4.2.4).

A.2.3 CoxpaHsemble 06pa3subl

A.2.3.1 Bce coxparsieMbie rneyamtbie 06pa3sybl 00mkHbI 6bimb YemKo 0603HayeHb! U O0MKHbI Nodnexams Halex-
HOMY XPaHeHU1o.
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A.2.3.2 Obpasupl, ucnions3yemeie 0na uHeix uenell (Hanpumep, adMuHuUcmpuposaHue/npodaxa), OO/KHbI yHUY-
moxxambCsi, eCu OHU 60ribLue He KOHMPONUPYMCH opaaHusayued.

A.2.4 3anacHble nevyaTHbIe CpencTBa

A.2.4.1 B xo0e npoussodcmea, ecnu 3aracHsie (hopMbl U320Maesnugarm U3 (PUKCUPOBAHHBIX pa3pelueHHbIX
UCXO0HbIX Mamepuarsnos (Hanpumep, He2amuegos8 UMuU rowaz0o8biX CHUMKO8 C UCMOMb308aHUEM MEeXHON02UU KOMIIbIO-
mep-bopma), onepayus Moxem 6sims MPOBOMKeHa MOCIIe MPO8eOeHUS HO8OL NPO8SPKU repaol napmuu.

A.2.4.2 3ameHsieMble NevaTHbIe cpeacTea

A.2.4.1 B xo0e npousgodcmsa, eciiu 3aMeHAeMble (hopMbl Li320masiuearom U3 (PUKcUposaHHbiX 000b6peHHbIX
UCXO0HbIX Mamepuarsnos (Hanpumep, He2amuegos8 UfnuU rowaz0o8biX CHUMKO8 C UCOMb308aHUEM MEXHON02UU KOMIIbIO-
mep-bopma), onepayus Moxem 6sims POBOMKeHa NociIe Mpo8edeHus HO8OL MPO8SPKU repeol napmuu.

A.2.4.2 B xode npoussodcmaa, eciiu ¢popMbl cO30aK0m U3 HO8bIX Mamepuanos, onepauust 0o/mkHa 6bims ommeHe-
Ha; 3aMeHsIeMbie (hopMbi HE0b6X00UMO paccmampueams Kak Hoakle opuatHanst. [ocnedyrowyro npodykyuio Heobxodumo
paccmampueams Kak Ho8yro cepuro. BeeleHle acex 3ameHseMbIx rnedamrbix cpedema Heobxo0uMo peaucmpuposams
(cm. 4.2.4).

A.2.5 MeyaTb KOMNNEKTOB

lMeyams komrinexkmos (npouecc nevyamatusi 6onree 00HO20 Makema Ha roodrnoXKe 8 xode 00HO20 rPou38odCcMeeH-
HO20 yuKna) He B0orycKkaemcs U3-3a PUCKa e PeKpecmHO20 3a2psA3HEeHUS.

A.2.6 CepunHoe Npon3BoACTBO U XpaHEHMe 3anacoB

A.2.6.1 CepuliiHoe npous3sodcmeo U xpaHeHue npolyKyuu Ha cknade OCyuw,ecmensrom, ecinu 3mo 02080PE8HO
KOHMpaxkmom.

A.2.6.2 OpeaHusayus 00/mkHa yripaensims xpaHeHuem 0nsa obecrneyeHus 6e3onacHocmu U YeaocmHocmu rpodyk-
UuU U CoXpaHsime ee ripocrexusaemocms 00 rpou3sodumerns U UCrons3yemMbsix Mamepuarnos.

A.2.7 UndpoBas neyatb

A.2.7.1 Tubkue 8o3moxHocmu yughposoll neyamu eHedpsam Hosble 8Ldbl 0essMenbHOCMU, KomopbiMu Heobxodu-
MO yrnipaensams u 00KymMeHmuposams 0119 obecredeHuUs moyHocmu u 6esonacHocmu riedamHol npodykuuu.

A.2.7.2 TNpumeneHue yugposol neyamu u Opyaux crieyuansHeix mpeboaaHull K npodykyuu 8omkHo beime coena-
cosaHo ¢ nompebumernem.

A.2.7.3 OpezaHusayusi GomkHa paspabomams HaBexHyilo cucmemy 6ocmyna k ¢alinam, npedHasHaqyeHHyo 015
npedomepauleHus HernpeGHaMepeHHO20 UCTONL308aHUS HECOOMB8SeMCemayrLUX UCXO0HbIX ¢halinos.

A.2.7.4 Tloka ansmepHamusaHas cucmema 6e3onacHocmu He paspabomana KOHMPONUP WUl KOMIILIOMep, Ces-
3aHHbIl ¢ yughposoli nevamrol mawuHoUl, B0mKeH codepxxamb MOIsKO 00UH UCX0O0HbI ¢hatin 8 ceoell namsimu 0115 MeKy-
wez0 npoussodecmeeHHOz0 yukna, u ylaneHue asmozo ¢haiina OomkHO Obimb 4acmbio OOKYMEHMUPOBaHHOU OYUCMKU
NUHUU.

A.2.7.5 Paboyue napamempsi 0519 GocmuKeHUs puemMiiemMo20 ysema Heobxodumo ycmaHasnueamse 6 sude opu-
yuanesHo20 npoyecca u peaucmpuposams (cm. 4.2.4).

A.3 Cuncrtembl 6€30nacHOCTHN C NPUMEHEHMEM WTPUX-Koaa

A.3.1 OcHoBHbIe NONOXEeHNA

Ana obecnievenus 6esonacHocmu npodykuuu u rnpedomepauieHuUsi NePeKPecmMHO20 3a2PA3HEHUS WMpPUx-Kodbi
6e3onacHocmu Mo2ym 6bimb 8KITHOYEHbLI 8 MAKeMm 11e4amHbiX y1ako8OYHbIX Mamepuanos ¢ yensio sepudukayuu op2aHu-
3ayued 8 npoyecce npouszsodcmesa u/unu nompebumenem & rpoyecce oriepayuu yrnakosni8aHusl.

Opzanu3sauyusa moxem 8obasums cobcmeeHHble udeHMugUKayLUOHHBLIE KOOkl 8 Makem npodykyuu, ecnu 3mo npeo-
YCMOMPEHO KOHMPaKmom.

Tam, 20e opeaHu3ayus omeemcemeeHHa 3a onpedeneHue wmpux-koda 6esonacHocmu, Kaxobilt yeem makema 0011-
JKeH bbimb 8KMOYeH 8 Wwmpux-ko0. [na ecex wmpux-k0008, ecriu yeem Heco8Mecmum ¢ mpebosaHusaMU CKaHUPYyOWez0
obopydosaHus, Heobxodumo ysedomume nompebumens.

A.3.2 MeTtoabl Bepndmkaumm n o6opyaosaHve ans sepudmkaumm

A.3.2.1 Ecnu amo npakmuy4ecKku 803MOXHO, KaxOyto eOuHULY npodyKyuu co wmpux-kodom 6e3onacHocmu Heob-
xo08umo rnodsepeame sepuukayuu nocpedcmeom LCNONb308aHUSs OHNALlH ckaHupyouweeo obopydosarus, Ons obecne-
4eHusi mozo 4mo Kokl Yumaems! u npoussedeHa Heobxodumasi npodykyusi. CkaHuposaHue wmpux-koda bezonacHocmu
BGOITKHO 8bINOMHAMBCS 8 MeYeHUe nocnedHezo 0oycmuMo20 NPou3eo0CMBeHHO:0 fnpoyecca.

A.3.2.2 KoHgpueypauusa npoepammHO20 obecrieyeHUsi/KOHMPOrs CKaHupyowezo obopydosarusi O0ImkHa 3azpy-
JKambCS U3 HE3a8UCUMO20 UCMOYHUKa (Hanpumep, mexHuyeckue ycnosus unu oguyuansHoe noomeepxoerue). lNocne
moeo kak ko0 6ydem esedeH u nposepeH, ckaHupyrowee ob6opydosarue O0mKHO bbime 3abrokuposaHo (Haripumep, rpu-
MEHeHUe MexaHUu4eCcKoe0 3amKa unu sawuma naponem) 0ns npedomepalleHus HeCaHKULOHUPO8aHH020 docmyna.

A.3.2.3 fomxra 6pime paspabomana achgpekmusHas cucmema enibpakosbisaHus nrbozo npodykma, He rnpowed-
weeo npouecc ckaHuposanrus. Jlrobou npodykm, 3abpakosaHHbili oHnaliH cucmemol ckaHuposaHusi, ormkeH bbime rpo-
8epeH 0Ona onpedeneHus NpuyuHbl 6bIBPAKOBKU, @& HenpuaoOHble KOMITOHEeHMb! erocnedcmeuu OO0mKHbI bbimb
ymunu3supoeaHsl. BeieoObl 00mxHbl 6biMb 3apeaucmpupo8aHs! U MPpoaHanu3upoeaHs! 00 8biTycKa MpodyKyuu.

A.3.2.4 OnnaliH ckanupyowee 06opydosaHue u C8s3aHHbIL C HUM MeXaHU3M 8bI6paKko8KU O0IKHBI 1008ep2ampCsi
ucnsimaHusamM e xode npoussodcmea 0118 NPO8ePKU Mo20, 3¢hgheKmuBHbI 11U OHU 8 OBHapY»KeHuU U yoaneHuu Mamepuarnoe
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¢ Hecoomeemcmeyrowumu wmpux-kodamu. lposedeHue makoz2o MOHUMopuUHaa GO/MHKHO UMemb Mecmo 8 HaJarne fpo-
yecca yepes 3annaHuposaHHbie UHMepears! epemeHU U 6bimb 3apeaucmpuposaHo (cm. 4.2.4).

A.3.2.5 [Mobasa npodykyus, npu npou3sodcmae Komopoli orpedernieHo NMPUMEHEHUEe 3MeKMPOHHO20 CKaHUposa-
HUS, HO ¢hakmuyeCKU OHO He 8birofiHaemcs, 0omkHa boimb 0006peHa u ompaxeHa 8 3anucsx o kadecmse. lNompebumens
OdosmxeH 6bimb yeedomrsieH 06 3mom, u nony4eHo oKymMeHmansHoe o0obpeHrue 00 8binycKa npPodyKyuu.

A.3.2.6 [Jns pyrnoHHO20 MHO20MOMIOCHO20 npou3sodcmea 8ce nuHUU G0/MKHbI nodnexame eepuchbukayuu npu
nomowu wmpux-ko0a. Tam, 20e amo 8bINONHUMbB HEBO3MOXHO, 1IPU CO2M1acosaHuu ¢ nompebumenem moneko o0Ha
nuRUS MOXXem rnnodeepeambcs sepucbukayuu.

A.3.2.7 [omxHo 6bimb npedycMOmpeHo 8bIMONHEHUe U3MePeHUll 8HE MexXHOM02U4YecKo20 fnpoyecca u/unu eepu-
hukayuu 06pasyoe wmplUx-k0008 Ha 8CexX NIUHUSIX.

A.3.3 ToBapHbIV WITPUX-KOA

B mom ciyyae, kozda mosapHbil wumpux-ko0 eknroyeH 8 makemn (EAN, Code 39, PZNum. 8.), 8 meveHue ecezo npo-
uecca npouszsodcmea Heobxo0UMO 8bIfNONMHIMb OOKYMEHMUPOBaHHYI0 IPO8epKy obpasya.

A.3.4 PynoHHble maTepunanbl U NpoayKUus

A.3.4.1 Ecnu uHoe He ykasaHO nompebumernem:

a) cknelika OomxHa bbimb rpoussedeHa ¢ UCoNb308aHUEM CKeusarowel IeHMbl SPKUX Yeemoe Ha obeux cmopo-
Hax nonomeHa, u 00mkHbi 6bims posepeHs 066 CmMopoHbI ckielku, Ons obecrnevyeHus moeo 4mo udeHmMUYHbIe Mamepua-
1161 CO8OUHEHbI U 3apeaLcmpupo8aHs!.

b) Moxem 6simb onipedeneH npeden MakCuManbHO20 KOIIUYeCcmeaa CK/1eek.

A.3.4.2 Konuyecmeo mamepuana (OnuHa, 8ec, YUCeHHOCMb) 015 pou3sodcmea Kaxdoe2o pyroHa OOIIKHO bbimb
onpedeneHO 8 MOYHbIX ripedeniax, coanacosaHHbIx ¢ rompebumenem u yKa3aHHbIX Ha PySioHe.

A.3.4.3 Homep cepuu, Homep pynoHa u dama u3z2omoaneHus 0mKHb! Obimb yKa3aHb! Ha 8HYMpeHHel 108epxHoc-
mu 8ns kaxd020 pynoHa.

A.3.4.4 [nsa npedomepauwieHus NepeKkpecmHoz0 3a2psi3HeHUs rnonomuo 0omkHoO 6uims eeipabomaro 0o rosene-
HUS 4UCMO20 Mamepuara 8 KOHUe pou3so0cmeeHH020 yukna, 4mobsl 2gapaHmuposame omeymcemeue mamepuarna 6
neyamdoll MaluuHe.

A.3.4.5 Tam, 20e Heobx00umMo ocmasume rieyamubili Mamepuarn 8 0bopydosaHuu o repepabomke 8 cesa3u ¢
MmpyOHOCMBIO 8OCCMAHOBMIEHUS UE/TOCMHOCMU PYIOHHO20 Mamepuarna (Hanpumep, npodosbHO-(bpe3epHbili cmaHok),
BomxHa 6bime paspabomara dokymeHmMuUpoesarHas rnpouedypa 0515 ydaneHus U ymunusayuu mamepuarna, Ucriojib3yemo-
20 0n8 iposedeHUs HOB020 MaKema 4Yepe3 MaluuHy.

A.3.4.6 Ecnu cywiecmsayem eepoamHocmb rpousgodcmea mamepuana ¢ nporyckamu redamu rio rnpuquHe Maxke-
ma unu pabomel nedamHo2o 0bopydoeaHus, opaaHu3ayus 0omkHa umems be3onacHyio cucmemy 0t oO6HapyxeHus, yoa-
neHuUs U omoeneHus npodyKyusi, Mpou3eedeHHoU C MPonyuweHHbIMU U8eMOM Ui MeKCMOM.
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MpunoxeHve B
(cnpaBo4Hoe)

MeToauueckue ykasaHusi no Tpe6oBaHUAM K BepudukaLuuu U Banugauum
nepBUYHLIX YNaKOBOYHbIX MaTepuanoB

B.1 O6wme nonoxeHusn

B HacmosueM cripasoyHoOM NpuioxeHuU orucaH nodxod npu Heobxo0umocmu ripogederus sanudayuu, ucxodsa us
donyweHuUs, YMo ma unu uHas opma sepudchukayuu gceada moxem nompebosamscsi.

LaHHb1e MemoduYeckue yka3aHus 0mHocamces K mpeboeanusm ro eanudayuu, npueedeHHeim 8 7.5.2u 7.5.2.1, a
maroke K mpebo8aHUAM 10 MPOeKMUpo8aHUo U paspabomke, npueedeHHbIM 8 7.3.

K npedmemam, komopsie mozym rnompebosams Kkeanugukayur/sanudayuro (aHanu3 pucka rnokasar, 4mo o8Hou
seputhukayuu HedocmamoyHO), OMHOCAMCS:

- MEeXHUYEeCKUe CLUCMEeMb], Makue Kak CIMaHKu U IUHUU 01151 Npou3800cmea e p8UYHbLIX yI1ak080 YHbLIX Mamepuanos;

- ucnieimamenesHoe obopydosgaHue, ucronb3yemoe 0n1a onpedeneHus MPUemMIeMocmu UCX00HbIX Mamepuarnos,
ronygabpukamos unu 20mosoli NpodykKyuU, 8aXkHbIX Onst obecneyerus kayecmea;

- ganudbayus omoOensHO20 u3lenus, ecnu smo HeobxoOuMo unu coanacoeaHo ¢ nompebumenem.

Uenerwo sanudayuu senaemcs nodmeepxdeHue cmaburibHO20 U320MOSNeHUs U YrakoeKku npodykyuu 8 coom-
gememeauu ¢ mpebosanuamu K npodykyuu. Imo cpedcmeo nosnydeHus OOKYMEHMUPOBaHHO20 caudemenbcmeaa moeo,
4mo 06opyBoeaHue U nNpouUeccsl, UCons3yemble 0515 Mpouzsodcmea U UCrbimaHUs epeuyHbIX yriakogoyHbIX Mamepua-
o8, obecriequsarom cmabunbHblil 8binycK npodykyuu, omeeyarowell 3apaHee ycmaHo8eHHbIM MEeXHUYecKUM mpebo-
8aHUSAM.

Banudauus mpebyemcs, @ mex criy4asx, koeda opaanusayus ycmadoguna, nubo nompebumens pewurn, 4mo
00HOU monsko sepugbukayuu HedocmamoyHo. [lpu ucnonb3osaHuu O0HOLU MONbKO eepugukauyuu OomkeH 6bimb
Komrinekm O0KyMeHmMauyuu C yKkasaHueM Kpumepuee npueMKU U pe3ynbmamos pueMoYHbIX UCTbIMaHutl Ha Mecme u32o-
moeneHus (cm. B. 16), komopsiil ycmaraenueaem mpeboeaHus K MOHUMOPUH2Y U U3MEPEHUI0 8 IpoYecce 1108ce0He8H020
npousgodcmea.

B.2 ®aktopbl, KOTOpbIe HEOGX0ANMO YUNTLIBATL

B.2.1 O6wme nonoxeHnsa

B coomeememesuu ¢ 7.5.2 ocpuyuanbras keanugukayusi/eanudayuu mpebyemcs UcKmoYumensHo 0ns oueHKu
ornpeOeneHHLIX napamempos, 8aXHbIX Ons obecrieyeHuss Kadecmea, Komopbsle He moa2ym Obimb eepughuluposaHsi ¢
nomMowbro 065I14HO20 MOHUMOPUH2a unu usamepeHusi. B Hacmosiuwem pasfene codepxamcss MemoduyecKkue yKkasaHus
OmHocuUmMenbHO Mozo, kozda moxem rnompebogamascs eanudayusi.

Kanubposka nposodumcs omdensHO om eanudayuu.

B.2.2 dakTophl, kKoTOpble HeOOX0AMMO yYnTbIBaTbh A0 NpoBeAeHns Bepudnkauun/kBanndpvkaunn/Banmn-
pauum

Ho nposedeHus eepugpurayuu, keanuchukayuu unu eanudayuu rpoyecca, mpebyemoeo 0119 u320moesneHuUs nep-
BUYHBIX Yr1aKOBOYHbBIX Mamepuarsos, Heobxo0umo yyumsigams crnedyrouiue ghakmopsbl:

- cocmas U mexHU4eckue XxapakmepucmuKu Mamepuaros;

- obopydosaHue, Ha KOMOPOM OHU IPOU3BOOSIMCS U Y1aKo8bIBAIOMCS;

- onpedeneHrue ¢hyHkuul u o6a3aHHocmell (op2aHu3auyuu u rompebumens);

- nomeHyuanbHoe 8030elicmeue repsuUYHbIX YrakoB8OYHbLIX Mamepuanos Ha 6e30nacHoCmb f1IeKapCMEEeHHbIX
cpedems u nayueHmos;

- onpedeneHue KpUumuU4YeCcKUx rnapamempos rnpoyecca;

- TpeboBaHMA K YpOBHIO MOAFOTOBKM (ONepaTopbl, CNELManvcThl Mo KaYeCTBY, MHKEHEPLI U T. N.);

- cmaH8apmHsie paboyue npouedypsi 0N nonyyYyeHusi ceedeHUl 0 MOM, Kak U320Masiueamae/3KCryamuposams
u colepxame obopydosaHue.

B.3 Bepudmkaumsa/sanmagaumsa nporpammHoOro obecnevyeHus

Lns sepucbukayuu rpoepammroz20 06ecrieyeHuUss MO2ym UCO1b308aMbCsl MaK Ha3bi8aeMbie (byHKUUOHABHBIS
ucneimarus. Banudayus npozpamMmmHo20 obecrieyerus He s8risemcsi 06s3amensHbiM mpebosaHuem 6115 U320MOoeeHus!
NepeUYHbIX YIIAKOBOYHLIX MAMepuaros, ecriu Omcymcemeayrm UHbIE YKasaHUs.

B.4 ®DyHKUMOHANLHLIC UCNBITAHUA

lpoepammHoe obecrnieyerue, UCMNONL3yeMoe 8 rpoueccax, KpumuyHsix 015 obecrieyeHus kayecmaa, OOMKHO 100-
8epaambCs (hyHKUUOHAMBHBIM UCTbIMaHusaM 8 00CMamo4YHOM KOIUYecmse U 8 COoms8ememayuUx ycnosusx 0ns sepu-
Guxkayuu npocnexusaemocmu, moyHocmu nepedayu paamepa eOuHuUbI huauyeckoll eenuyursl, obpabomku u
coxpaHeHus daHHbix. Cucmema OomxHa NpPo8epsamMsCs, Harpumep, nymem 8800a 86PHbIX U HEBEPHbIX OaHHbIX, 01151 oripe-
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BGeneHus npocnexusaesMocmu, moyHocmu rnepedayqu pamepa eOuHuysI huauyHecKol 8eNUYUHBI U COXPAHEHUSs OaHHbBIX U
3anucell. Cnedyem pesucmpuposamse pe3ynbmamal 3Mux UCTbiMaHutl U Ipo8epox.

B x00e byHKyuOHaneHbIX ucrnsimanull credyem rnpoeoodums 108MOPHbIE IPO8EPKU KpUMUYECKUX 3marios u napa-
mempos.

B.5 YnpaBneHue uaMmeHeHUsMHU

OgpuyuansHoe BOKyMEeHMUPOBAHHOE yrpasnieHue UsMeHeHusaMU O0ImKHO Bbimb Yacmeio rnpoyecca eanudayuu, om
OKOHYaHUs Keanucpukayuu npoekma (em. B.13) u Ha npomspkeHuu ecea2o cpoka cnyxbbr obopydoeanus. Yrnpasnenue
USMBHEeHUSMU Ha smarnax eepucbukayuu unu 8 xode npoyeccos ganudayuu 00mKHO 6bIMb Yacmbio OAUMUKU yripasne-
HUSA USMEHEeHUAMU OpaaHu3ayuu.

B.6 MNocnepyrowan geatenbHOCTb

omkHel 6bimb [pUHSMbI Mepbl 10 8bINONHEeHUD He3aeepleHHbIx Oelicmeull, Harpumep, COCMmasieHue
OeghexkmHbix geBomocmeli o pesynsmamam keanugukayuu pyHkyuoHuposaHus (cm. B.15) u keanugbukayuu sKcrinya-
mauuu (em. B.17).

Bce npuHumaemsbie mepsl 80mKHbI OOKYMEHMUPO8ambCs.

B.7 MopaepxaHne ctaTyca Banmaauum

Cnedyem noddepxusams cmamyc eanudayuu obopydosanus u ripoyecca. Jliobie usmereHus, daxe He3Haqu-
menbHbIe, Q0MmKHbLI OUeHU8ambLCs Ha npedMem ux enusaHUsl Ha cmamyc sanudayuu 0bopydosaHus unu npodykyuu, u 8
cny4dae Heobxodumocmu BomxHa rnpogodumacsa nodmeepxadalowas nposepkKa, 3KkeusaneHmuas Keanugukayuu IKcriya-
mauuu (em. B.17).

UameHenus/ynyqwenus npoyedyp sanudayuu SormKHbl makxe npoxodums oyeHKy 0ns onpedenetust Heobxoou-
mocmu roemopHoU sanudayuu.

B.8 Moaxop k Bannaaunmn

B.8.1 lMepcnekTMBHbLIM NOAXOA K Banuaauum

Banudayus GomxHa npogodumscsa 8o Havdana rpoussodcmea 6 npoMblWNeHHbIx macwmabax u cnedoeams nep-
criekmusHomy modxody. AnbmepHamusHbie nodxo0k! k sanudayuu npueedeHsl makxe 6 B.21.

Ha pucynke B. 1 npusedeHna 6r10k-cxema, GeMOHCMpUpYyiowas munuyHble amarsi sanudayuu.

B.8.2 PonuwuobasaHHocTH

Ha pucyrke B.1 nokasaHsl nomeHyuansHsie cghepbl omeemcemeeHHocmu. B pamkax amux ¢byrkyul 0o Hadana
pabom BomxHbl 6bims onpedeneHs! UCMONHUMEenNU, 0meemcmeeHHble 3a rnposedeHuUe rpoyeccos8 sepucukayuu umu
sanudayuu u CaHKUUOHUPOBAHUE pe3ynsmarmos.

Cnyx6a kayecmeaa Hecem omgememaeHHOCMb 33 PEUWEHUS], C85SI3aHHBIE C 8bITYCKOM POOYKUUU.

B.8.3 MnaHupoBaHue

B.8.3.1 O6wme nonoxeHus

Bce cmaduu npouecca seputhukayuu u (unu) eanudayuu OOMKHbI MIaHUPO8amsCs u O0KyMeHmuposamscs. Petue-
Hue o eude mpebyemoll BokymeHmauuu GOMKHO NPUHUMAMbLCS 8 Hayane rpoyecca, Harpumep, kozda eepugukayusi
S8M156MCA CO2NMaco8aHHsLIM nooxodom, MOgym UCronsL308ambCs 1011b308aMernsCKkue mexHudeckue mpebosarus Ons
Gemanu3sauuu npoyeccos, mpebyembix 0na obecneyeHusi sepuchukayuu.

Uenero sanudayuu A8r196mces ycmaHo8neHue 8biionHeHusi mpeboasanuil rnons3oe8amersi, 103moMy OHU OOIDKHbI
66imb Yemko onpedeneHsl.

B.8.3.2 Macrep-nnaH Banvaaumm

O6wuli nodxo0 k ganudayuu u rninaH ee rpoeedeHusi 0MKHbI coOepxambCsi 8 Macmep-riaHe sanudayuu.

3mo dokymeHm, 8 KOMopom onucsisaemcs, kak 6ydem ocyuwiecmensmscs eanudauust o6opydosaHusi u (unu) npo-
yecca, rnepevucnsarmCes OCHO8HbIe 0bs3aHHOCMU U rops00K 8biNONHeHUs1 dessmensHocmu. B nnaHe ykasad nooxod K
ganudayuu, yGenss 0OCHOBHOE 8HUMAaHUE acriekmam, KpumuyHbiM Onsi obecrieyeHuss kayecmea o6opydosaHus u (unu)
npoyecca.

OH, KaK npasuno, skmodaem cnedyouwue 311eMeHMbI:

- nnad nposedeHus eanudayuu;

- OopzaHusauuoHHas cmpykmypa pabom o eanudayuu — pornu u obs3aHHoCMU;

- onucaxue cpedcms, cucmem, obopydosanus u poyecca;

- gpopmam dokymeHmauyuu — mpebyembiii ypo8eHb O0KyMEHMUPOBAHUS;

- nnaHuposaHue u cocmasineHue epacghuka;

- CChINKU Ha Cywecmsyrouue AOKyMeHmMbI, ecriu 3mo Heo6xo0umo;
ynpasneHue UsMeHeHUsIMU.

Koeda mpebyemcs sanudayus pa3rou npolykuyuu unu pasnu4yHo20 o60pydosaHusi, KOmMopoe 110 pesynsmamam
aHanu3sa pucka cHumaemcs PasHOUEeHHbIM, MOXem rnoHadobumscsi 6pakemuHe u (unu) MampuyHbIi no0xo0 Kk eanudayuu.
Ob6ocHosaHue makozo peweHuss J0/mKHO bbimb OOKYMEeHMUPO8aHO 8 rnnate sanudayuu. [lomkeH 6bimbs docmamoyHbll
YPOBeHb 3HaHULU 8 OMHOWEeHUU Poyecca u npodykyuu 01t 060CcHO8aHUsI pelueHUsi 06 ucons308aHUU MaMPUYHO20 1100~
xo0a u (unu) 6pakemuraza. MNMpu 6pakemMuHae uCnbIMbIBAOMCH MOMBKO KpaliHUe 3HaYeHUs1 8blI0efIeHHbIX NapamMempos.
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TMpu MampuyHOM ToOx00e MOXXem UCMOoNb308aMbCH «IM1aH IKCNePUMEeHmMoe» 011 COKpaueHus Kkonudyecmea mpebyembix
8anudayUoHHbIX cepud.

B.9 AHanwus pucka

AHanu3sa pucka sensemcs Heombemaemol Yacmeio rnpoyecca MPUHAMUS peweHutl U MoXem Ucrons308amscs 0
onpedenerus Heobxodumocmu nposederus eepuchukayuu u (unu) sanudayuu. OH MOXem MmakKe UCoNb308amMbCs 8
xo0e keanugukayuu npoexkma 0ns onpedeneHus nobbiX IOMeHYUansHbIX y2po3 01151 0riepamopos Uru oKpy»xaroweli cpe-
Ob1. Croda omuocumcs 0ocmyn K cmatKy (oepaxdeHue), 0albkeHue Mmamepuarnos, eo3delicmaue nasepos u m. 1. Ha
pucyHke B.1 nokasatbi dse cmaduu, koeda mpebyemcs nposederue aHanu3a pucka.

B.10 Texnuueckve TpeGoBaHWNA NONb30OBaTENA

Cmadus nnaHuposaHus eknroyaem paspabomky mexHuyeckux mpebosaHutil nons3oeameris. Texnudeckue mpebo-
eaHus nons3ogamens — amo ymeepxdaembili OOKyMeEHM, 8 KOMOPOM yKa3aHbl 8ce (hbyHKYuoHanbHble, paboyue u (unu)
mexHuyeckue ceoticmea ob6opydosaHus unu npoyecca, Heobxodumbie Ons rnpouseodcmea mpebyemMo20 mamepuana.
Cro0a MOXem OMHOCUMBCS Cxema KOMMOoHO8KU obopydosatius, npedycmampusaiowas 0ocmarmo4yHoe npocmpaHcmeo
Ona dsUxxeHUsa Mamepuarnos u onepamopos, Hanu4yue 3arnacHeix yacmed u nezkocms docmyna 0ns ybopKu U o4ucmku
nunuu. Kak eapuanm ama uxHgopmayus moxxem rnpedocmasnsimscs 6 Opyeol O0KyMeHmauuu.

B.11 YcnoBws KOHTpakKTa/3aBogcKne NpuemMo-caaTouHble UCNbITaHUA

Omo ropuduydecku oghopMIeHHOe coenaweHue, 3aKknoyaemoe Mexoy opeaHusayuel U 1ocmMasujUKoM, roonuchbI8a-
emoe obeumu cmopoHamu u ozosapusarulee ycnogus nocmasku. NMpu Heobxodumocmu nposederus 3a800CKUX
npuemo-cOamoyHbIX ucnsimaHul 8 okymeHme O0mKHbI bbimb 02080peHbl mpebyemebie ucnbimaHus, 20e U Kem OHU
nposodsmcs.

B.12 3tanbl Banuaaumm

Cywecmsyiom pasnuy4Hble 803MOXXHOCMU npoeedeHus Keanugukayuu npoekma (cm. B.13), ycrnaHogouHol keanu-
¢ukayuu (cm. B.14), keanucpukayuu yHkyuoHuposarus (cm. B.15), npuemo-cOamoyHbix ucnsimanuil Ha nnowaoke
(cm. B.16), keanucgbukayuu sxcrinyamayuu (cMm. B.17) u aHanu3sa pucka nocmasuwukom u (unu) opeanusayuell. 3ma pabo-
ma domkHa bbimb O0KYMEHManbHO 0ghopMIIeHa, Hanpumep, opeaHu3ayus MOXem 60CO0b308ambCs OfbIMOM [10CMas-
wuka ripu npoeedexuu uccnedosanuti/onmumusayuu/npuemo-coamoyHblx Ucnbimanull Ha nnowadke.

lMocne cocmaenenus nnaHa nposedeHus sanudauyuu moxem bbimb Ha4am npouecc keanugukayuu. Keanuguka-
yus Gokassigaem, 4mo MpodyKyYus MOXXem cUCMeMamuy4yecKuU eblryckambCsl 8 coomeemcmeuu ¢ mpebyemsim cmaHoap-
mowm (cm. B.16).

B.13 Kanudmkaums npoekTta

3mo npoyecc sepuchukayuu npu2odHocmu npoexma. OH MOXem 8KITr4Yams coomeememeayrouiul aHanusa pucka,
paspabomky nons308amensCKUX MexHUYecKux mpebosaHull, ycrosull KOHMpakma (803MOXHO, 8 0OHOM OOKyMeHme),
3ago0cKue npuemMo-cOamoyHbie UcrbimaHus 0118 orpedeeHuUs 20MOBHOCMU OMITPasKu 060pyO08aHUsi OM IOCMasLuKa
8 OpeaHu3ayuo u ucrisimaHul Ha amarne pa3pabomKu/onmuMU3aUUOHHBIX UCTbIMaHU 00 MpuemMo-cOamoyHbIX UCbIMa-
Hull Ha nnowadke (cm. B.16).

Keanugpuxayusi npoekma He mpebyemes 618 cmaHOapmu3uposaHHo20 0b6opydo8aHUs, U320MOBNEHHO20 HEe Ha
3aKas.

B3asodckue npuemo-cOamoyHbie UcribiMaHUus Mo2ym rnposodumbsCs C y4emoM 8HelWHUX 8o30elicmeuti, m. . Hazpe-
8a, WwymMa, c8ema, rbinu.

B.14 YctaHoBo4HaA kBanudmkauma

3mo ymsepxBeHHoe OOKyMeHMansHO 0YopMIIeHHOe ceLdemenbcmeao mozo, Ymo 060py008aHUe CMOHMUPOBAHO
8 coomeememaeuu ¢ rUCbMeHHbIMU U 0006peHHBIMU MEeXHUYEeCKUMU mpebosaHUsMU U Yepmexxamu U Ymo r10C/1e MoHma-
JKa OHO coxpaHsaem gce ceolicmea CoanacHo MPOeKMHoMy 3alaHLio, KanubposaHo 8 cily4ae Heobxo0UMOCMU U CHabXeHO
8CEMU UHCMPYKUUSMU 110 SKCryamayuu.

B.15 Keanudmkauunsa doyHKLUOHMPOBaHUA

Omo nposedenrue ucnsimanull Ha 0CHO8e 3HaHUL rpoyecca u cucmem, 4mobsi y6edumbscsi 8 MOM, YMO OHU hYHKUU-
OHUPYIOM, KaK U [OSI0XEHO, Ha B@PXHUX U HLXKHUX 3KCrIyamayuoHHbIX ipedernax ¢ y4emom KonebaHrull 8 Cbipbe U ycrioau-
fx, 8 Komopsix pabomaem obopydosaHue.

lMpouecc u pesynsmamsi ucrisimarull 8omxHb! 6bimb ogbuyuansHO QOKyMeHmMUpPosaHsl U 0006peHsl, U Moaym
6simb omOenbHble GOKyMEHMbl, Makue Kak rnnaH rnposeleHus ucribimanull/npomokon ucnsimanul (cm. B.19.3.2),
omyem/3ariuce o npoeederuu ucnsimaHul (cm. B.19.3.4) u 3aknroyerue (cm. B.19.3.5).

Keanughukayus byHkyuoHUpogaHus QOMmKHa OKOHYamensHo onpedensams npouedyps! kanubposKu, ornepuposa-
HUS (8KITFOYas xapakmep U repuolu4dHOCMb NPO8ePOK 8 rpoyecce rpou3eodcmaa), 04UCMKU, 10020Mo8KU or1epamopos u
npoghunakmMuU4YecKko20 MexHU4ecko20 0beyXusaHus.
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[ns npocmozo obopydosarus nnaH nposedeHus uchsimanuli/npomokon ucneimandul (cm. B.19.3.2) u
omyem/3anucs o rnposedeHut ucribimarul (cm. B.19.3.4) moaym 6bimb 08HUM GOKYMEHMOM, 8 KAKOBOM Clly4ae rpuemoy-
Hble Kpumepuu ycmaHasnuearomcs 3mum OOKYyMEHMOM.

B.16 MMpuemo-caaTouHbIe NCNBITAHUA HA NNoWaakKe

Mpuemo-cOamoynbie ucreiMandust Ha owadke mMo2ym nodmeepoums YCrieWHOe 8bIOTHeHUS YyCMaHO80YHOL
Keanugukayuu U keanuguxkayuu hyHKULOHUPOBAHUS C MOMOUWI0 UMUMUPOBAHHOZ0 pou3sodcmaa ¢ UCronb308aHUeM
pearnbHbIX MPoU3e00CMBEHHbIX Mamepuanos. Boixod nodnexum MOHUMOPUHEY U USMEPeHU!o, a pedynibmamsbs! O0mMKHbI
ucrnonb3o8amscs 0na onpedeneHus nompebHocmu 8 kearnugukayuu skernyamauuu. lNpuemo-cOamoyHeie ucrsimaHus
Ha nnowadke moaym 6bimb sKk8uUBaneHmMHbI 00HOU K8anugukayuu aKkcrayamayuu.

lpuemo-cOamoyHbie ucnbimaHus Ha nnoujadke Mo2ym marke nompebosamscs Ons ucrsimamensHozo o6opydo-
8aHUS, BKITIOHAs eepUthbUKayUIo KanubposKU U rnonyYeHuUs cmabuibHbIX pesynsmamos.

B.17 Ksanudwmkauns skcnnyataumm

[ns keanucbukauuu sKcryamauuu Ucronb3yomcs rnpo8epoYHbie ucnsimanusa obwel pabomes: nurHuu 005 nod-
meep kOeHUs mo2o, Ymo OHa CriocobHa cmabuilbHO MPOU3800UMb MPOOYKUUI C OOHUM U meM xe ypoeHeMm kayecmsa. [pu
ucneimanusx Ons keanugbukayuu SKCriyamauyuu Ucronb3yrmcs rnpou3sodcmeeHHbIe Mamepuarnsi 0ns no0meepx0eHus
cmabunsHoCcMmuU fipoyecca U 803MOXHOCMU cmaburbsHO20 8bIITyCKa epa8UYHBIX YIaKO8OYHbEIX Mamepuanos 8 0bbiYHbIX
npou3sodcmeeHHbIX ycrnosusx. lpouecc u pesynbmamel UcrisimaHull KaKk MUHUMYM mpex rnocrnedosamensHbix ceputl
obuyuanbHO QOKYMEHMUPYHOMCS U ymeep0aromcs.

UcknroyeHue U3 LCMONb308aHUAs mpex rocredosamersHbix cepull B03MOXHO 8 criydae OnumensHo20 rnpous-
800CMEeHHO20 npouecca, HaripumMep, Ha 8biryck 00HOU cepuu Mamepuarna Moxem riompebo8amaecs HECKONILKO Hederb
HeripepsI8HO20 rpoussodcmea. B amom criyyae keanugukauyus akcrnyamauuu moxem 6sims rpogedeHa Ha mpex nod-
napmusx, Ha 8bIrycK kaxooli U3 Komopsix mpebyemcs He MeHee 00H020 OHS.

B.18 Banupauwmsa npogykumm

Banudayus npolykyuu sensemcsa HeobazamensHoul nubo 8 pe3ynbmame 8HYMPeHHe20 PeweHUs opaaHusayuu,
nubo no mpeboesaHuro nompebumens (Cm. pucyHoOK B.1).

B cnyyae ocobsix mpebosaHuli pekomeHOyemcs Ipo8oduUms 8anudayuro 3marios poyecca, KpumuyHbix s obec-
rieyeHusi kayecmaa, 0nsi omoenbHO20 MepP8UYHO20 YIIaKo8OYHO20 Mamepuarna. KpumudyHbie smarnbi npoyecca O0MKHb!
UCIMbIMbIBAMBLCSH HA KPUMUYHbIe napamempsbl, 6bi6paHHbie 8 pe3yrnbmame OUeHKU pucka. Banudayus npodykyuu eknroya-
em onpedeneHue 803mMoxHocmeli obopydosaHus u npouecca u keanugukayuo cpedcme yrnpasneHust MonHOCMbIo 8
OHNalHOBOM PEXXUME.

B yernom cyumaemcs npuemMnemsiM, 4Ymobs! Konudecmso nocrnedosameribHbIX napmulii/cepull ¢ OKOHYaMensHo
CO2/1acos8aHHbIMU rnapamempamu cocmasnsasno eanudayuio npouecca (cm. pykosodcmeo EC no GMP, npunoxerue 15).

B.19 [NokymeHTauusi no npoueccam Bepudukaumm v Banngaumnm

B.19.1 O6wme nonoxeHmn

Pekomendyemcsi peaucmpupogams rodxo0 K npoyeccy sepugukayuu/sanudayuu u kaxxkoyro cmaduro npoyecca, a
maioke rnonyyeHHble pesynbmamei (cm. 4.2.4).

B.19.2 Bepudmkaumsa

[J1nst dokymeHmupoeaHus 3a800CKUX rIpUemMo-cOamoyYHbIX UCMbIMaHul U npuemMo-c0amoyHbIX Ucnbimaxul Ha rmno-
wadKe MOXem UcIonb308ambcs e0uHbId 0oKymeHm. OH Moxem codepxame 6ce unu Ymo-nubo us cnedyruweeo:

- ucmoputo pa3sumus unu rnpedsifyuiue ucrsimanus/sepucbukayuro/eanudayuio;

- obocHogaHue ucronb3yemozo nodxoda;

- [IPUEMOYHbIE KpUmepuu;

- mpebyembie ucrnbimaHusi;

- OUEHKY pe3ynbmarmos U 3aKimyeHull ucrnsimanud;

- OanbHelwue Oeticmaus;

- ynpaeneHue U3MEeHeHUsIMU;

- rofy4YeHUe pa3pelueHUs.

B.19.3 Banmnpaumna

B.19.3.1 O6bem gokyMeHTaumm

OcHoeHas GoKymeHmauus rio eanudayuu O0MmKHa 8KI0Yamp!

- aHanu3 pucka;

- nnad npose0eHUs UCrbIMaHul/MpomoKon ucrsimarul (nnar/npomokon keanugukayuu);

- omyem 06 ucnbiMaHusx (3anuce ucrsimanull);

- 3akmoyeHue u odobpeHue.

B.19.3.2 lNnaH npoBeaeHWst UCMbITAHMIA/NPOTOKON UCNbITaHUI (NNaH/NpoTokon keanudukauum)

Cro0a 8x0051m 0OUH USU HECKOIbKO BOKYMEHITIO8 C OfnucaHueM ucribimaHnuli Ha cmadusix paspabomku u skcnnyama-
yuu, 8KMOYast Keanu@uKayUOHHbIe uciibimaHus. 3mu 00KyMeHmbl B0MKHbI codepxams:

- OCHOBHbIE 3maribi, KOMOPbIe CHUMAaKMCcs KpumudHeimu 0ns obecrnieyeHus kayecmeaa;
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- IPO8OOUMBIE UCbIMAaHUA U UCTIONb3YyeMy MemoouKy;

- [IPUEMOYHbIE KpUmepuu;

- ogpuyuansHyio 8usy 0n1a aHanu3a u ymeepxoeHus.

B.19.3.3 KoHTponkbHble dannel (B cryvae Heo6xoammMocTh)

Peys udem 06 0GHOM urnu HeCKOMbKUX OOKYMEHMaX C OflliCaHueM U rIpOMOKONUPOBAHUEM UCrbimaHul Ha cmadusix
paspabomku u sKcriyamauyuu, 8KImoYas KeanugukayloHHbIe ucrbimanus. 3mu 8oKyMeHmbi O0mKHbI codepxame:

- pe3yrnbmamsl 1po8oOUMbIX UCbImaHull U OfucaHue ucnons3yemoli MemodUKU U Ucronb3yemoz0 060py0o8aHLs;

- [IPUEMOYHbIE Kpumepuu;

- ogbuyuansHyro 8u3y 0nsa aHanu3a u ymeepx0eHus.

B.19.3.4 Otuet/3annck 0 NpoBeAEHUMN UCTbITAHWN

Peys udem 06 0GHOM Urnu HECKOMbKUX OOKYMEHMaX C OfllCaHueM U rIpOMOKONUPOB8aHUEM UCbimaHul Ha cmadusix
pa3pabomku u aKcrinyamauyuu, 8KmoYas KeanugukalylOHHbBIe UCrbIMaHus. 3mu omyemsi G0mkHbI co0epxame:

- peayrnbmamsl Ipo8o0UMbIX LCbImaHul;

- [IPUEMOYHbIE Kpumepuu;

- ogbuyuansHyro 8usy 0nsa aHanu3a u ymeepx0eHUs.

B 3asucumocmu om CAOXHOCMU 8blofHsAeMol pabomai Cywecmayem 803MOXHOCMb 06beOUHEHUSs] POMOKOa
ucnsimarull, pe3ynsmamos ucrnsimaHull U omyema o rnposedeHuu ucnsimanull 8 o0uH GoKymeHm no kaxxool cmaduu
Kkeanucpukayuu.

B.19.3.5 3akntoveHue

BaknoyeHue ipedcmasnsem coboli Kpamkoe onucanue pesynbmama keanugukayuu. 3akrdeHUue OmHOCUMCes K
3alaye u mpebogaHusaM, KaKk OHU U3MOXEHb! 8 IPoOmMoKone keanugukayuu/eanudayuu. Heobxodumo dokasame coom-
gemcmasue 3adayu/mpeboaaHutl Monay4eHHbIM pedynbmamam. OMKIoHeHUsA 00mxHbl 6bimb 060CHO8aHbI.

B.19.3.6 /ToroBbiin oTueT No Banuaaunm

Yimozossili omyem rio 3ageplueHuUU 8cex cmadull keanugukauyuu (Keanuchukayus NpoeKma, ycmaHo804Has Kearu-
ukauus, keanugukayus hyHKUUOHUPOBAHUS, Keanughukauus sKcriyamayuu), Komopail 3agepLluaem rpoyecc sanuda-
yuu. OH coBepxum:

- [16PEeKPEeCMHYI0 CChIMKY Ha IIPOMOKOIbLI, pe3ynbmambl U peKkoMeHOauuu;

- U3BMEHeHUs a nnaHax u obocHosaHue nwbozo UMEHeHUS;

- ogbuyuansHoe 000bpeHUe U 3a8epUIeHUE.

B.20 ApxuBauma

Banucu o sepughukayuu u sanudayuu GOMKHLI COXPaHAMBCA 8 MEYEHUe 8Cee0 cpoKa cnyxbul obopydosaHus u
(unu) npoyecca u 8 meyeHue 88yx 16M NOCNE CrIUCAHUS.

B.21 AnbTepHaTvBHbIE NOAXOALI K Bannaaunmn

B.21.1 O6wme nonoxeHna

Memoduueckue ykasarus e B.1—B.20 kacaiomcs, npexde 8ceeo, nepcrnekmusHo2o nodxoda k eanudayuu, m. e.
eanudayuu 00 Ha4ana KOMMEPYeCcKoeo0 npou3sodcmea, MOCKOMLKY 3MoMy 8 Hacmosuee epems omdaemcs npedrodyme-
Hue 8 hapmauesmuyecKol MNPOMbILLIIOHHOCMU.

Opazaru3sayuu mo2ym pewams, kakou nodxod k eanudayuu bonswe eceezo yoosnemesopsem mpebogaHusim ¢ yye-
mowm ezo ripeumyuiecms. AnnbmepHamueHbimu nodxodamu sensromces cnedyowue:

- cosmecmHas sanudayus;

- pempocriekmugHas eanudayus;

- 6pakemune (mampuydHas sanudayus).

B.21.2 CoBmecTHaa Banngauna

OHa eknrodaem keanucukauuro u (Uunu) eanudayuro, nposoouMble NaparsnienbHO C 8biryCKOM MPOMbIWIEHHOU po-
Oykyuu, ko20a MPoMbILUNeHHas NPodyKyus ebiryckaemcs 00 3asepwerus sanudayuu. Coemecmnas eanudayus 0osmkHa
ucronb308ame NMpUHYUIs! U npoyedypbl, OMHOCUMbIC K nepcnekmusHou sanudayuu. Cosmecmuas sanudayus om-Hocum-
CS UCKITIOYUMEITBHO K Keanuchbukayuu 3Kennyamayuu npoyecca.

B.21.3 PeTtpocnekTMBHaa Banmaauma

PempocniekmusHas sanudayus nodpasymesaem, 4mo rnpomeiluneHHas npodykyus beina ewinyujera 0o 3asepuwe-
Hus npoyecca eepucghukayuu/eanudayuu.

3mom nodxod ces3aH ¢ nosyyeHuem OOKYMEHMUPOBAHHO20 ceudemenscmea moeo, Ymo YCImMaHOBNeHHoe U
akcrinyamupyemoe obopydosarue eblifyckaem npodykyuo cmabusibHO20 Kayecmea, ymem nposedeHuUsi pempocrieK-
MueHO20 aHanu3a OaHHbIX, MOMYYEeHHbIX M0 Yenomy psady yHKUUOHAMbHbBIX NapaMempos U Cbipbe8biX Mamepuarsnos.
Takol aHanu3 Moxem PacrpoCcmMpPaHIMbCs Ha 3anucu MexXHUYEeCKo20 06CnY)XUBaHUs U UHXEHePHbIe 3alllicu, 3anucu o
kayecmee u ripemed3uu nompebumened. o 3agepleHuU pempocnekmueHoU eanudayuu 3aKmoYeHUss, OMHoOCAWUecs
KO 8CeM OCHOBHbLIM (DYHKUUOHAarbHbIM napamempam, 00mkHbl bbimb OOKyMeHmansHO oghopmneHs! 8 8ude omyema o
eanudayuu.
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B.21.4 Bp3akeTUHT, UIIM MaTPUYHbIA NOAXOA,

Tocne nodmeepx0eHus aKauaneHmMHocmu nNPOOYyKYUU Uu rpoyecca cyujecmeayeim 603MOXHOCMb COKpauleHus!
KonuJyecmea eanudayUuoHHbIX cepull Unu KOu4ecmea MmexXHUYecKU UOeHMUYHbIX CaHKoe/fuHul, nodnexauyux eanuoa-
yuu, ¢ ucrionb3o8aHuemM 6pakemuHaa u (Uu) Mampu4yHo20 nodxooda.

B.22 [lononHuTenbHble yKa3aHUs

Keanudbukauyus npouyeccos, ripoucxodauiux e xode kamnaHul, sensemcs cneyuguyeckol 0cobeHHOCMbIO NMPou3-
eodcmea nepeuYHbIX YIaKoB8OYHbIX Mamepuanos. B omoesbHbIX criydasx cmaHKU/UHUU UCIoNb3yomcs 01151 11aHo8o-
nepuoduyeckoeo rpoussodcmea. B amux crydasix coemecmHas eanudayusi Moxem 6bimb npepeaHa (Ha 608071bHO Onu-
mernbHoe 8pemst) U 80306HO8TeHa C Ha4asioM HO80U NMPpou3800CMEeHHOU KaMIaHuu.

0O6s13aHHOCTH Mpouecc KommeHTapum
OpraHusauus lMnaHupoBaHue
OpraHunsaumna/nocTasLLUMK AHanus pucka
TexHunyeckune TpeboBaHuA Hacte
nonbsOBar')l'enﬂ KBanMcKaLi
npoekTa
YcnoBua KOHTpakTa
3aBoackue NnpueMHo- PelweHne
GAaTOuHbIE UCTIbITaHUA o copmare
OpraHusauus YcraHoBoYHas kBanugukauus
Onpo6oBaHUe/oNTUMU3aLMOHHbIE Hacrs
P MCMbITaHUA ) KBanMAuKaLm
npoekrta
Ksanudukauus yHKLUMOHMPOBAHWS
MpuemHo-caaToyHbIe Banupaums
MCMbITaHUA Ha nnowagke npoaykumm?

Bbinyck npov3BoACTBEHHOO
o6opynoBaHus

AHanus pucka Ja
(nognexur nu sepudukaumm ———= Bbinyck
BbIXOA npouecca?)
Her l
Banugauusa

Keanudumkaumsa akcnnyatauum nPOAYKLMK®

@ Kak BapvaHT: NpoBEAeHNE Banuaaumm NpogyKLmm:
- NOCINE BHYTPEHHETO PELLEHUA OPraHU3aLmMm unm
- no TpeboBaHuIO NoTpebuTensi.

PucyHok B.1 — Cxema nocnegoBaTternbHOCTU onepaumii no Bepudurkaumm/sanuaanmm HoBoro obopyaoBsaHus
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MpunoxeHwve C
(cnpaBo4Hoe)

MeTopguueckue YKasaHna no MeHepKMEeHTY PUCKa B CBA3U C UCNONb3OBaHUEM
nepBUYHBIX YNaKOBOYHbIX MaTepuanoB

C.1 BBegeHwne

B HacmosiweM rpunoxeHuu codepxxamcs Memodu4eckue yKkalaHus, Mo38osruile opaaHusayuu onpedenume
ornacHocmu, C8s3aHHbLIE C MPOoeKmMuposaHuem/paspabomxoll, Us2omoeaneHueM U nocmaskoll nepeuyHbIX yrako8oYHbIX
mamepuainos, 8amb KOMUYECMBEHHYI U KAYECMBEBHHYK OUBHKY PUCKOS, yrpaesnsams amumu puckamu U KOHMponupo-
8amb pe3ybmamueHOCMb makozo yrpasneHus. OHO He co0epxum pekomeHOayull 10 MPUEeMAeMbIM YPOBHSIM PUCKOS 8
c853uU ¢ 60IbWUM acCoOPMUMEHMOM MEPBUYHbLIX YTaKOBOYHBIX Mamepuanos U WUpPOKUMU 803MOXHOCMAMU UX puMe-
HEeHUS.

Hacmosuwee npunoxenue cnefyem paccmampugams Kak 0CHO8Y 05151 3¢bghekmusHo20 MeHedxMeHma opeaaHusa-
yuell puckos, ceA3aHHbIX C IPOeKMuUpos8aHuem/paspabomkoll U npoyeccamu U320MO8IISHUS U 10CMasKU epeuUYHbIX yria-
K08O4YHBIX Mamepuanos. Codepxalyuecs 8 HeM MemoduUYECKUe yKazaHus co30arm CmpyKkmypy, 8 pamkax Komopot
cucmemMamu4yecKU nPUMEeHSIOMCS Oflbim, MOHUMaHUe U OUeHOYHOe CyxOeHue 0151 MeHeOXXMEeHMa 3Mmux pUCKo8 U UHGop-
MUDOBaHUS O HUX.

TepmuHsi u oripedenenus cofepxamces 8 UCO 14971 u Pykogsodcmee MCO/MIK 51.

C.2 O6wme acnekTbl MEHeOXXMEHTa PUCKOB

KoHuenuyus pucka obnadaem d8yms OCHOBHbLIMU 3116MEHMamMu.

- 86POAMHOCME BO3HUKHOBEHUS OMaCHOCMU, M. 6. KaK 4acmo MOXem 803HUKampb OracHoCM:b;

- nocrniedemaus onacHoCmuU, M. 6. HACKONbKO CEPbEe3HbIMU OHU MO2ym BbiMmb.

Ha npuemnemocme pucka enusom 3mu 31eMeHMb! U 8OCTIPUAMUE PUCKA.

MeHedxmeHm pucka — amo KoRYenyus, co3darowas ocHosy 011 HayyYHbIX peweHull, 6yOyyu UHMezpuposaHHol 8
cucmemy MeHeOXxMeHma kadyecmeaa unu opyaue 6u3Hec-rpoyeccsl.

Xoms npedrnoymumereH cucmemMHbil Mo0xXo0 K MeHEOXXMEHMY pucKa, He 8cea0a yenecoobpasHo unu Heobxodumo
ucrnonb308ams ouyuansHbIl IPOYECC MeHeOXMEeHMa pucKa, U ¢hopmMarnsHOCMb UCONL3yemMozo nodxoda omkHa 6bime
y8sizaHa co CIIOXHOCMbIO U (Uflu) KpUMUYHOCMBI0 pacecmampueaemoli npobrnemsl.

Puck meHeOxmeHma, kak OH rnipedcmasneH Ha pucyrHke C.1, cocmoum u3 aHanu3a pucka, OUeHUSaHUs pucka,
yrpasrieHuss PUCKOM, CHLDKEHUS PUCKa U KpUmu4eckoz20 aHanu3sa. 1o 3agepweHuu Kax0020 amana npoyecca MeHeox-
mMeHma pucka O0/mKHbI OOKYMEHMUPO8ambsCsl MPUHAMbIL 100X00, MPUHAMbLIE peuweHuss U KOHEYHbIU pesynbmam.
Komrnekm 80KymeHmoa AormKkeH cOCMOosimb, Kak MUHUMYM, U3 Cr1e0yrouie20:

a) onucaHus npodyKyuu unu npoyecca;

b) cnucka omeemcmeeHHbIX ucrionHumened unu enadensyes rNPoyecca;

¢) dambi 3asepweHusi amana npouyecca.

Hesmenbrocms 1o MeHedXMEHMY PUCKO8, KakK pasurio, OCyulecmeansiemcss MexxgyHKUUOHaMbHbIMU pyrnnamu,
OPUEHMUPOBAaHHbLIMU Ha 8bINONHeHUe orpedeneHHol 3a0ayu. B apynny mo2ym exo0ums mMexHU4YecKue crneyuanucmsi
noOMUMO crieyuanucmos ro MeHedXMeHmy pUCKOS.

Pyk0o803cmeo O0mKHO Hecmu 0meemcmeeHHOCME 3a IPasUITbHOE MPUMEHEHUE ripoyecca MeHedXXMeHMa PucKos.
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C.3.1 AHanu3 pucka

» — OcHoBHble 3Tanbl npouecca. UpeHTudukaums
- UaeHTudukaums onacHocTu
— KonnuecTtseHHas oLeHka pucka

/
C.3.3 OueHnBaHue pucka

OueHka pucka

— OueHuBaHne 0 NPUEMNIEMOCTM pUcKa

Y
C.3.6 YnpaBneHne puckammu

— [leicTBMA, HYXHbIE AN MUHMU3aUMK pucka
— AHanus BapuaHToB
v — OueHKa CyLIeCTBYIOLUMX MEp KOHTpOns

Y
C.3.7 CHMmkeHMe pucka

MeHeDKMEHT PUCKOB

— Peanusauus

— MOHUTOPWHI pesynsTaTMBHOCTY
— OueHuBaHWe oCcTaToOYHOro pucka
— NpuHsATHE prcka B LENom

Y

C.3.6 Kputnueckui ananus

— Mepwuog nocne peanusauum
— Nlopabotka AoKyMeHTaLmu
- NHdopmauuma, nonyyeHHas oT notpeburtens ‘L

Pucynok C.1 — CxemaTtudyeckoe npeacraBneHne npouecca MeHeKMeHTa PUCKOB

C.3 Mpouecc oLeHKU pUCKOB

C.3.1 O6wwue nonoxeHusn

OueHka pucka npedcmasrnisiem cobol cucmeMamuyvecKul poyecc opaaHu3ayuu UHghopmayuu 6 od0epXKy pewe-
Husi, Komopoe rpuHUMaemcs e xode rpouecca MeHedXxMeHmMa puckos (cM. 7.5.2.2).

TIpouyecc oUeHKU pUCKO8 COCMOUM U3 aHanu3a pucka U oUeHUe8aHus pucka.

OueHka puckoe G0/mKHa Ucnonb306ambcs 05151 yCmMaHO8 IeHUS MOo20, Kakue npoyecch IesIoMCs KpUMUYHbLIMU O11s1
obecrnieveHus kayecmea, u onpedeneHusi o6bema pabom 1o eanudayuu, Heob6Xo0uUMbIX 81151 OeMOHCMPaUUU YrpaeneHust
amumu nipoyeccamu. AHarnu3 pucka 0oimxeH 6bimb cesidaH ¢ rokazamesamu Kkavecmea rnpodykyuu (cm. 7.5.2).

C.3.2 AHanus pucka

C.3.2.1 O6uwume nonoxeHus

AHanu3sa pucka Moxxem 6bimb KONUYECMEEHHbIM UiU Ka4ECMEEHHbLIM.

C.3.2.2 BbisiBneHne 0CHOBHbLIX 3TanoB npouecca

TNpouecc oueHku puckoe Go/HKeH oXxeambieamp 6Ce 3maribi UernoYKU 1ocmasoK, Komopbie KOHMPOJTUPYIOMCS op2a-
Hu3ayuel (rioc ces3u ¢ nocmaeuukamu U rompebumensimMu), 8KiTioYas MPOeKMuUpoeaHue, U320moeJieHue U rocmaeKky
(cm. 7.1 u 7.5.2). Cnedyem maike npuHUMamb 80 BHUMaHUe Hanuyue coeMecmHol omeememeeHHocmu ¢ dpyeum rpeo-
npusimuem usnu 0pyeoli opaaHu3ayuel, HanpuMep, MeXHUYeCcKue ycrioeusi, 1o020moeKa neyamHo20 opuauHarna usu aym-
copcuHe.

BbisigrieHUe OCHOBHbIX 3marioe OOJDKHO 0X8ambigamb UCIONb3yeMbie Mamepuarnbl, nofygabpukamb! U 20mosyio
npodyKyUr U NPou3e00uMbIie Mamepuarbl, 8 makke KOHKPemHble mexHu4YecKkue ycnosus u (unu) mpeboearusi nompebu-
mensi u 00IKHO Makke obecreyusams peaynbmamusHbill 0bMeH uHghopmayued.

C.3.3 BhisiBneHue onacHOCTel, KOTOpble MOryT OTPa3suTLCA Ha KauyecTBe NPOAYKLMM

Cnedyem y6e0umbcsi 8 mMOM, YmO U38ECMHbIE 30HbI [MOBbILIEHHOZ0 PUCKa, Xanobbli nompebumenell u ya3sumMbie
mecma npodyKyuu eKimioyeHs! 8 udeHmudgbukayuro ornacHocmedl. [100x00 Moxem 6bimb pa3HbIM 8 3a8UCUMOCTIU OM PU-
opumermos opaarHu3auuu u uHOueudyarsbHbIx mpeboeaHuli K npoByKyuU Utu Mpoyeccy.
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Hnsa ubeHmucgbuxayuu onacHocmel He06x00UMO NPUHUMamb 80 8HUMaHUe criedyroujue hakmopai.

C.3.3.1 OkpyxaiwLuas cpeaa

®usuyeckue go3delicmeusi ycriosuli o6pabomku u xpaHeHus1 (memriepamypa, 8peMsi, 8laXxHocmb, 00X0b, Oasre-
Hue 8030yxa, ceem, eubpayusi u m. 1.), 3apaxeHHoCMb epedumernsiMu, ePeKpecmHoe 3azpsa3HeHue U yuiepb om noxapa
uIu Ha80OHEHUSI.

C.3.3.2 O6opynoBaHne

Tur, KOHCMPYKYUS, COCMOsIHUE, B03MOXHOCMU, MECMOHaxoX0eHue, ycmaHoeKa, mexHUYecKoe obcryxugaHue u
Kanubpoeka.

C.3.3.3 Mpoun3BoacTBEHHbIE MOLLIHOCTH

KomrioHoeka, cucmembi uHXeHepHo20 obecrieveHusi, mexHuyeckoe obcryxueaHue, cneyuanusayusi u caHumap-
HO-2U2UeHUYEeCKUe yCI1o8usi.

C.3.3.4 YnpasneHue ucnonb3oBaHUeM 3HaHUN

UHmennekmyanbHasa cobCmMeeHHOCMb, COXpaHeHUEe OCHOBHbIX HaBbIKO8.

C.3.3.5 3akoHogaTenbcTBO

TMomeHyuanbHoe HapyweHue Oelicmeyiouje20 3akoHoGamesibcmea.

C.3.3.6 Marepuansi

ToxdecmeeHHOCMb, KOHMPOIIL COCMOSIHUSA, Konudecmeo, obpalwjeHue, mexHudeckue mpebosaHusi, mepbl 6630-
nacHoOCMuU, KOHMPOIb KOHMpaghakyuu U CoOCMOosHUEe Mamepuaros.

C.3.3.7 Mepconan

Kavecmea, ypoeeHb rnoGzomoseku, obpa3ogaHue, KOMIEMEeHMHOCMb, MOOYUHEHHOCMb, 0O6MeH uHgopmayuel,
MaHUunynayuu, e0poecmeo U nodMeHa.

C.3.3.8 lMpoueccnbl  npouenypsbl

lpoeepku, codepxaHue, usMeHeHus1, pacripedesieHue, ucronb308aHuUe, COCMOSIHUE, YNPaeneHue USMeHeHUsIMU,
XpaHeHue, meHOeHYuU, mpaHCcropmuposaHue, rniaHoesie Nepephbiebl U aHoMarlbHble cobbimus (8Kroyas nepedesku).

C.3.3.9 TexHonorus

Cucmemb! uHghopMayuoHHOU mexHonoauu, obpabomka 3n1eKmpOoHHbIX OaHHbIX, UHopMayuoHHas be3onac-
HOCMb, 3awjuma 0aHHbIX.

C.3.4 OueHuBaHue pucka

JHomxHbi 66imb onpedeneHs! mobbie Mepsl, NPUHUMaeMbie 0711 KOHMPOIUPo8aHus! Kaxool onacHocmu, u O0MmKHa
6bImb OUEHEeHa UX pe3ynibmamueHoCMb, HarpuMep:

- aHanu3 KoHmpakma;

- KOHMpOoJb 6 Npoyecce rpou3eoocmea;

- ynpaesneHue U3MEHEeHUSIMU;

- aHanus pe3ynbmamoe poeepok u rnocrnedcmaull Koppekmupylowjux delicmeutl;
ypeaynupoeaHue npemeH3uli nompebumenetu;

- nokasameru kadecmea;

- obpamHasi C8s13b C [IEPCOHAIOM.

C.3.5 OueHka pucka

B omHoweHuU kaxool ornacHocmu, o Komopol omcymcmeyom Mepbl KOHMPOns, OO/MKHbI OUeHUBambest
nocriedcmeust U 6ePOSIMHOCIMb 803HUKHOBEHUSI (noryyast uHghopmayuio om nompebumenel no mepe Heobxodumocmu).

OnacHoCcTbL MNMoTeHuuanbHble NoCNeACTBUA/PUCK
HeHnapnexauyee xpaHeHue 3arpasHeHue
HeBepHas mapkupoBka MepekpecTHoe 3arpAsHEHne
Xumuueckoe, pusnueckoe unm |:> Bpea notpebutenio unu naumexTy
MUKPOOMONOrMYecKkoe 3arpsisHeHNA Mpo6nemsb! ¢ uaeHTUdMKaLUen
MoBpexpeHne MapKMpOBKK HectabunbHOCTb NEKapCTBEHHOTO
MoameHa npoaykumu/Marepuana npenaparta

PucyHok C.2 — lNpumepbl pUCKoB U NOTEHLUaNbHBLIX NOCNEACTBUA

Cnedyem oyeHump cepbe3HOCMb rocriedcmeuli U 6epOsIMHOCMb 803HUKHOBEHUS1 He2amueHo20 cobbimusi ¢ yJe-
MOoM mio6biX MPUHUMaeMbiX MED KOHMPOJTS.

TMpocmoii nodxod k oueHueaHuio cepbe3Hocmu nocsiedcmeuti Moxem 6bimpb CrnedyouuMm.

Heobxodumo knaccugpuyupoeamse nocriedcmeust Kaxool onacHocmu Kak «HesnayumenbHbie», «CpedHue» u
«3HavumenbHbie» U orpedenums 8eposiMHOCMb 803HUKHOBEHUST OracHocmu 6 6annax. bannwi cnedyem rnepeMHoXums
07151 TOMyYEHUSsT OUEHKU pUcka e baiiax ¢ yKasaHueM ypOeGHSI pucka.

40



FOCT P UCO 15378—2014

Pe3aynbmambi OUeHKU pucka Mo2ym 6bimb HaHEeCeHbl Ha kapmy u (unu) 3aHeceHbl 8 mabuyy, KaK rokasaHo Ha
pucyHke C.3.

3HauuTenbHbIe 3 6 9
g CpegHve 2 4 8
2 HesHauuTenbHble 1 2 3
% ManoeeposTHble BeposTHble
é _
BeposaTHOCTB

PucyHok C.3 — PekoMeHAaLmMM N0 HAHECEHUIO HA KapTy U (Unn) 3aHeceHuio B TaBnuLy pe3ynbTaToB OLieHkn pyucka

Mampuuya moxem 6bimb 1106020 pasmMepa, HacKoMbKO 3mMo mpebyemcsi opeaHu3ayuu. BaxHee ecez2o crnocob-
HOCMb Kaccughuyuposams pUCK 10 MpeM KamezopusiM: mom, komopkii mpebyem HemedrieHHO20 8030elicmeusi, mom,
kxomopsili mpebyem eo3delicmeusi Ha orpedesIeHHOM amarie, U Imom, ¢ KOmopbiM MOXHO Y)KUMbCsi U Komopbil He mpeby-
em HuKakozo 8o3delicmeus.

HononHumenbHbil npumep mabnuubi OUeHKU pucka ripusedeH Ha pucyHke C.4.

C.3.6 [pyrve meToabl aHanu3a pucka

C.3.6.1 AHanua BMAOB M NOCNEACTBUN NOTEHLManNbHbIX oTka3os (FMEA)

FMEA npedcmasensiem coboli Ka4ecmeeHHy MemoOQuUKY itaHUpo8aHUsi PUCKOS8 U Hebria2onpusamHbIX ¢hakmopos;
OaHHbIll Mpoyecc cmpemMumcsi K ornpedeneHur0 Mecm 8eposimHbIX 0OMKa308, npuopumusayuu ux sHa4umocmu/eeposim-
HOCMU, a 3ameM K COCIMaesneHulo MiaHoe CMA2YeHUs ompuuamersbHbix nocredcmeuil NMpu 803HUKHOBEHUU 3MUX omkKa-
308.

C.3.6.2 AHanus gepesa otkasos (FTA)

FTA — amo e nepsyio ouepedb cpedcmeo aHanu3a oracHocmel, 8bisieIIeHHbIX ¢ MOMOWbIo dpyaux Memodos.
Pesynsmamei aHanu3a npedcmaensiiomces Haansa0Ho 8 eude depeesa pexumoe omka308e. FTA enaeHbiM 06pa3om ucrosnsb-
3yemcs Npu aHanu3e pucka Kak cpedcmeo OUeHKU eeposmHocmel omka3soe. HaznsdHoe npedcmaeneHue nomozaem e
YynpowjeHuU NoHUMaHusi noeedeHus1 cucmeMsbi U fpucymemeyiowux ghakmopoe.

C.3.6.3 AHanu3 pucKoB U1 3KCTINyaTaLMOHHbIX BO3MoxHocTel (HAZOP)

HAZOP aHanozau4yeH FMEA. HAZOP ocHoeaH Ha meopuu, Komopas ucxodum u3 0onyweHuUs, 4imo rnpoucuwecmeus
8bI3bIBAIOMCSI OMKITOHEHUSIMU O [IPOEKIMA UU OflePamueHbIX 3aMbiC108. SMO cUCMeMHast MEMOoOUKa 8bisie/ieHuUs1 onac-
Hocmedl u npobnem pabomocnocobHocmu. HAZOP npumeHuM, Hanpumep K npoyeccy unu obpabomke (Hanpumep, cme-
Ppunu3ayuu), ucronb3yeMol rpu U320moeeHUU NeP8UYHBIX YTaKOBOYHLIX Mamepuanos, Komopasl MoXem oKa3bieamb
cyujecmeeHHoe 8iusiHUe Ha (hYHKUUOHUPOBaHUE NePBUYHbIX YNIaKO8OYHbIX Mamepuaiios.

Llensimu daHHOU MemoOuKu 16115110MCs1 TOfTyYeHUe [10IHO20 ONUCaHUs NepeuYHbIX yriaKko80YHbIX Mamepuarnose U ux
npeonooXumesnbHO20 UCOTb308aHUsl, NPoeedeHUe CUCMEMHO20 aHanu3a Kaxool yacmu rpeodroniazaeMozo Uciosb-
3oeaHusi/npednonazaeMo20 HasHaqyeHus1 Ons onpedesieHus1 Mmoo, Kak Mo2ym 603HUKamMb OMKITOHEHUST OIM HOPMAaslbHbIX
SKCITyamauuoHHbIX yCIioeuli U riiiaHo8020 IpoeKma, 011s1 8bisieNIeHUs nociedcmeuti makux OmKIIoHeHul u 0n1s onpedere-
Hus1 mMo2o, MO2ym J1u 3Mu riocriedcmeust pueecmu K 603HUKHOBEHUI0 onacHocmedl unu npobniem pabomocrnocobHocmu.

C.3.6.4 AHanus pucKOB M KpUTMHECKMX KOHTPOIbHBIX ToYek (XACCIT)

XACCI1 npedcmaesnsiem coboil cucmemamuyeckuil N00X00 K 8biSI8NIEHUI0, OUEHKE PUCKOB8 U UX CEPbe3HOCMU, KOH-
mpornto 6uUoI02UYECKUX, XUMUYECKUX U (DU3UYECKUX PUCKOS, C85I3aHHbIX ¢ KOHKPEeMHbIMU rpoueccamMu U npakmuxkamu.
TNocne evisigneHusi cmaduli poyecca, 20e 803MOXHO B03HUKHOBEHUE 3Ha4YUIMe IbHbLIX PUCKOS, Orpedensaomcs Kpumudec-
kue koHmponbHbie moyku (KKT). [lomkHe! 6bimb ycrmaHoeneHbl Kpumudeckue 2paHuyb! (ripedesbi) 0ns kaxdol KKT u ocy-
ulecmenambsCsl MOHUMOPUH2 C UENbio 8bisieieHus iobbix omknoHeHul. Kaxdoe omknoHeHue npedycmMampusaem
npuMeHeHUe Koppekmupylowux delicmeull, OOImkHO 6bimb GOKYMeHMUPO8aHo, a maioke OOJDKEH OCywecmensimscs
MOHUMOPUH2 pe3yNbmamoe.

C.3.7 YnpaBneHue puckamu

Ynpaenenue puckamu onucbieaem delicmeust 1o 8HEOPEHUI0 peweHull MeHeOXXMeHMa PUcKoe.

[pedbidyuwue cmaduu OOmKHbI 8b1A8UMb Hauque Mobbix crnabbix cMopoH. B omHoweHuu amux cnabbix CMOpoH
QosmxHbl 6bimb pa3pabomaHbl npedyrnpexoalouwjue U Koppekmupyloujue delicmeust.

Tpu ynpasneHuu puckamMu OOMKEH MPUMEHSIMbCH KOMITNEKCHbIT Mo0xo0, yuumsigalouwjuli 0OHO UNU HECKONMLKO U3
cnedyroujux delicmeutli 8 MopsiOke NPUOPUMemMHOCMU:

a) be3soriacHocmb KOHCMPYKYUU;

b) npoexkmupoeaHue npoyecca rpouseodcmea;

C) KOHMPpONb 8 rnpouecce npoussodcmea;

d) npoMexXymoyHasi usiu 3aKOHYEeHHas1 3KCrepimu3a moesapos.

Lnsi cHuxenus1 pucka OomxHb! 6bImb orpedesieHbl 603MOXHOCMU 07151 BONONMHUMEIBLHO20, allbMmepPHamueHo20 unu
YIy4LWeHH020 KOHmPOisi. Eciiu 3mo e03MOXHO, niposedeHue moeo usu UHO20 8uda KOHMPOIIsi O0HKHO UCKITIOYUMb PUCK
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B803HUKHOBeHUS ornacHocmu. Tam, 28e asmozo BocmuzHymb HE803MOXHO, 0151 LUCKMOYEHUS PUCKA B03HUKHO8EHUS orac-
HOCMU NMPUMEHSIIOMCS Mepbi KOHMPOIIS unu obecrieqyusaemces 8oiagneHue mobo20 803HUKHO8EHUS 0riacHoCmuU 01 moeo,
Ymobbl MOXHO 6b110 MpednpuHams coomeememsyrouwee Oelicmeaue.

BoamoxxHocmu 0ns G0ronHUMensHo20, ansmepHamu8HO20 Unu yily4YleHHO20 KOHMPOa GOMKHEI aHanu3upo-
samscs, a delicmaus 0omkHbl 6bimb oghuyuansHo 0006pEHsI C yHemom:

HaCKOIBbKO CIIOXHO UIU 1182K0 8HEOPUMB Mepbl KOHMPOIISA;
86pOSIMHOCMU peanu3ayuu Mep KOHMPOs;
cepbe3HOCMb riocriedcmauli, ecriu 0rnacHoCMs He KOHMPONUPYemcs;

- 8EPOSIMHOCMb 803HUKHOBEHUS OMAaCHOCMU MPU MPUMEHSEMbIX Mepax KOHMpPOIIs.

lModmeepxdeHue mozo, ymo delicmeus S81FKMCS M0OX00[WUMU/coom8ememayrUUMU, Moxem 6bimb oripede-
1eHo riocpedcmeom co30aHuUs HOB020 UCMOYHUKA pUCKa, NPUHUMas/00ycKas, 4Ymo rpoeepoyHbili KOHMpOons Bbin ocy-
wecmeaneH/aaedeH/8HEOPEH.

lMpuopumem BomkeH 6bimb 0MAaH CHUXEHUR OrIacHOCMU MsKernbix nocrnedcmauti unu KOHMpPOnUupo8aHU onac-
Hocmell, B6pOSMHOCMb BO3HLUKHOBEHUS KOMOPbIX OYEHbL 8bICOKA.

Tam, 20e oueHKa pucKa He8bICOKa Uil HeB8O3MOXHO orpelenums delicmeue Ond CHLXXEHUS PUCKa, HU OBGHO
Oeticmaue He Moxem 6sims yenecoobpa3sHbiM. B makux criyyasx 60/mKHO 6bimb MPUHSMO pelueHLUe He npednpuHumame
Hukakux Oelicmsuli, u oHO Go/mkHO 6bimbs 060CHOBAHO, OKYMEHMUPOoB8aHo U, mam 20e amo Heobxodumo, o8obpeHo
nompebumenem.

C.3.8 CHMXeHue pucka

lMnadHbl Mo 8HEOPEHUK HOBbIX 8UO08 KOHMPONA OomkHb! 6bimb hopManu3oeaHsl, codepxams co2n1aco8aHHbIe
Gambi 3a8epLUBHUS/OKOHYaHUSA U pacripederneHue omaemcmeeHHoCMU. [JomKeH oCywecmeanimsCs MOHUMOPUHE 1po-
2pecca 1o OMHOWEeHUK K 8aHHOMY rinaHy 00 620 3a8epweHUs/OKoHYaHuA. [JomKeH makxe oCyuecmsnamecsa MOHUMO-
PUH2 pe3ynbmamusHOCMU yyHYWeHHbIX 8UG08 KOHMPOoa Ons nodmeepO0eHuUs UxX pe3ynbmamueHoCcmu.

lMocne moeo, kak Haubonee 3HaqyuUMbIe 80r1PoChl Bbinu UCKMOYeHbI, npoyecc 8omkeH beims noamopeH 0115 crnedyio-
weeo o npuopumMemHocmu yposHs pucka. arHHbill npoyecc SomkeH 6bimb 108MopeH rioka 018 8cex oriacHocmel He
6ydym onipedenieHbI coomeememeyrowue delicmeus.

C.3.9 AHanus

PesynsmamusHocmb MEHEOXMEHMa pUcKos GormkHa nepuodudecky oyeHusamscs u npedcmasnamecs Ons aHa-
J1U3a Co CMOpOHbI pykogodecmeaa.

MoTeH- bannol Dononuu-
Tekywume | Mocnencr- | Beposnr- Dara
Homep uuanesHble pucka TeNbHble OtsercT-
Crapum Puck Mepbl BUA HOCTb DOCTUXKEHUA
pucka nocnencr- (1,2,3,4, Mepbl BEHHOCTb .
koHTpons | (1m0 3) (1 po 3) uenen

BUSt 6, 9) KOHTpOnS

PucyHok C.4 — OueHka puckoB
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Mpunoxenne QA
(cnpaBo4HoOe)

CBefeHMA 0 COOTBETCTBUU CChINIOYHBIX MEXAYHapOAHbIX CTaHAApPTOB
CCbINOYHbIM HaUUOHanbHbIM cTaHAapTaMm Poccuitckon Penepauum
M AeNCTBYIOLMM B 3TOM KayecTBe MeXrocyaapcTBeHHbIM cTaHAapTam

Tab6nwuuya JAA

0603HavYeHre CCbINOYHOro CreneHb 0603HavYeHe U HauMmeHoBaHue
MeXgyHapoaHoro ctaHgapra COOTBETCTBUA COOTBETCTBYIOLLEr0 HALMOHAIBHOTO, MEXTOCyJapCTBEHHOro cTaHaapTa
MCO 9000:2008 IDT [OCT ISO 9000—2011 «Cuctembl MeHeakMeHTa kayecTBa. OCHOB-
Hble NMOMNOXEHURA U CrioBapby
MCO 9001:2008 IDT FOCT ISO 9001—2011 «Cuncrtembl MeHepKMeHTa KadecTBa. Tpebo-
BaHUAY
MCO 9004:2009 IDT FOCT P NCO 2004—2010 «MeHeaKMEHT st JOCTYKEHUS YCTONYN-
BOrO ycnexa opraHusauuu. Noaxon Ha OCHOBE MEHEXKMEHTA KauecTBay
NCO 14644-1—99 IDT FOCT NCO 14644-1—2002 «ucTble NOMELLEHNUS U CBSI3aHHbIe C
HUMM KOHTponupyemble cpegpl. Yacts 1. Knaccudumkaumsi unctoTsl BO3-
ayxa»
MCO 14644-2—2000 IDT FOCT P NCO 14644-2—2001 «YuncTtble NnOMeLEeHUs U CBAA3aHHbIe C

HUMM KOHTpONMpyemble cpefbl. YacTb 2. TpeGoBaHWs K KOHTPOIIO U MO-
HUTOPUHTY AnNs nogTBepxaeHus noctosiHHoro cootrBeTtcTBust [OCT P
NCO 14644-1»

NCO 14644-3:2005 IDT [OCT P NCO 14644-3—2007 «4YucTtble noMeweHuns n CeasaHHbIe ¢
HUMM KOHTponvpyemble cpeabl. HacTe 3. MeToabl ucnbiTaHuny

NCO 14644-4:2001 IDT FOCT P NCO 14644-4—2002 «4YncTble noMeWweHuns u cBsa3aHHbIe C
HUMM KOHTponupyemble cpegbl. Yacte 4. [MpoektupoBaHue, cTpoM-
TENbCTBO U BBOA B IKCMNyaTauutoy

NCO 14644-5:2004 IDT FOCT P NCO 14644-5—2005 «Yunctble noMeLleHuns u CBsA3aHHbIE C
HUMKW KOHTpOnupyemble cpedbl. YacTte 5. Okcnnyarauusi»

NCO 14971:2007 IDT FOCT P UCO 14971—2011 «WA3pgenusa meguumuHckme. MNMpumeHeHne
MEHEeAXKMEHTa PUCKa K MEONLVHCKUM U3OENUAM»

MNCO 14937:2009 IDT FOCT P NCO 14937—2012 «Crepunuaauusi MeanLMHCKOW NpoayK-
umn. Obwpme TpeboBaHMA K onpeaeneHnio XapakTepUCTUK CTEPUIN3YIO-
wero areHTa v Kk paspaboTke, BanugauMum M TEKYLWEMY KOHTPOIIO
npouecca cTepunuaaummn MeUUMHCKUX U3AENUny

MNCO 14698-1:2003 IDT FOCT P NCO 14698-1—2005 «YuncTtble NnoMeLleHus U CBA3aHHbIE C
HUMM KOHTponupyembie cpedbl. KoHTponb GuosarpsisHenui. Yactb 1.
O6wWwye NPUHUMNLI U METOABI»

MNCO 14698-2:2003 IDT OCT P UCO 14698-2—2005 «4YuncTtble NoOMeLeHUs1 U CBA3aHHbIE C
HUMM KOHTponupyemsbie cpefpbl. Hactb 2. AHanu3 gaHHbIX 0 buo3sarpsiaHe-
HUSX»

MCO 11135-1:2007 — *

MNCO 11137-1:2006 IDT MOCT 1SO 11137-1—2011 «Crepunusaumsi MeaMUMHCKOW MPOAYK-

uvm. PagvaumnoHHas crepunusaums. Yacts 1. TpeboBaHus K paspabor-
Ke, BanujaumMM U TeKyleMmy KOHTPOMI0 npouecca Crepunuaaymm
MEAULIMHCKUX U3enum»
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Oxonyarnue mabnuyst JA.1

0603HaYeHMe CChINOYHOrO CrteneHb 0O603HavYeHe U HaumeHoBaHue
MEXOyHapoaHOro cTaHaapTa | COOTBETCTBUSA COOTBETCTBYIOLLErO HALMOHANBHOTO, MEXTOCYAapCTBEHHOTO cTaHaapTa
MCO 11137-2:2006 IDT FOCT ISO 11137-2—2011 «Crepunusauma MeaMUMHCKOW MPOAYK-

umn. PagnaunonHas ctepunusaums. Hacte 2. YCTaHOBMNEHWE CTepunnay-

OLLLEN [03bI»

BETCTBUA CTaHOapTOB:
- IDT — ngeHTu4Hble cTa

HOapTbI.

* CoOTBETCTBYHOLWMI HaUMOHAaNBHBIA CTaHAapT OTCYTCTBYeT. [JO ero yTBepXaeHns pekoMeHayeTca ncnonb3osaTtb
nepeBod Ha PYCCKUI sI3bIK AAHHOTO MEXAyHapoaHoro ctaHgapTa. MNepeBod AaHHOro MexayHapoaHoro crtaHaapTa Ha-
xoautcsa B degepanbHOM MHOPMALMOHHOM (DOHAE TEXHUHYECKMX PErnamMmeHToB U CTaHAapToB.

MpumeuyaHne—B HacTosWweln Tabnule UCNONB3OBaHO Cregdyolliee YCNoBHoe 06o3HauYeHne CTeneHn cooT-
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Bubnuorpadus

ISO 9001:2008 Quality management systems — Requirements

ISO 9004 Managing for the sustained success of an organization — A quality management approach

ISO 10007 Quality management systems — Guidelines for configuration management

ISO 10012 Measurement management systems — Requirements for measurement processes and measuring
equipment

ISO 11135 Sterilization of health care products — Ethylene oxide — Requirements for the development,
validation and routine control of a sterilization process for medical devices”

ISO 11137-1 Sterilization of health care products — Radiation — Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices

ISO 11137-2 Sterilization of health care products — Radiation — Part 2: Establishing the sterilization dose
ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory purposes
ISO 14001:2004 Environmental management systems — Requirements with guidance for use

ISO 14644-4 Cleanrooms and associated controlled environments — Part4: Design, construction and start-up
ISO 14644-7 Cleanrooms and associated controlled environments — Part 7: Separative devices (clean air
hoods, gloveboxes, isolators and mini-environments)

ISO 14644-8 Cleanrooms and associated controlled environments — Part 8: Classification of airborne molecu-
lar contamination

ISO 14698-1 Cleanrooms and associated controlled environments — Biocontamination control — Part 1:
General principles and methods

ISO 14698-2 Cleanrooms and associated controlled environments — Biocontamination control — Part 2:
Evaluation and interpretation of biocontamination data

ISO 14937:2009 Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization process for medical devices
ISO 14971:2007 Medical devices — Application of risk management to medical devices

ISO 19011 Guidelines for quality and/or environmental management systems auditing

ISO/IEC 90003:2004 Software engineering — Guidelines for the application of 1ISO 9001:2000 to computer
software

ISO/IEC Guide 2 Standardization and related activities — General vocabulary

ISO/IEC Guide 51:1999 Safety aspects — Guidelines for their inclusion in standards

IEC 606801-1-4 Medical electrical equipment — Part 1-4: General requirements for safety — Collateral
Standard: Programmable electrical medical systems

IEC 60812 Analysis techniques for system reliability — Procedure for failure mode and effects analysis (FMEA)
IEC 61025 Fault tree analysis (FTA)

IEC 61882 Hazard and operability studies (HAZOP studies) — Application guide

International vocabulary of basic and general terms in metrology (VIM). BIPM, IEC, IFCC, ISO, IUPAC, IUPAP,
OIML, 1993

EU Guidelines to Good Manufacturing Practice for Medicinal Products for Human and Veterinary Use,
http://ec.europa.eu/health/documents

US/FDA Code of Federal Regulations

GAMP 5 A Risk-Based Approach to Compliant GXxP Computerized Systems, http://www.ispe.org

PIC/S Guide PE 008-3, Explanatory Notes for Industry on the Preparation of a Site Master File,
http://www.picscheme.org/pics.php

ICH Q7, Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients, http://www.ich.org

EU Guidelines to Good Manufacturing Practice for Medical Products for Human and Veterinary Use, Annex 18
Good Manufacturing Practice for Active Pharmaceutical Ingredients Requirements,
http://ec.europa.eu/health/documents/

Global Harmonization Task Force (GHTF)— Study Group 1 (SG1), Document No. NO29R15, 2005,
http://ghtf.org/

" Under preparation.
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KntoueBsble criosa: nepBUYHbIC YNaKoBOYHbIE MaTepuarbl, NeKapCTBEeHHbIEe CpeACTBa, CUCTeMa MeHEeDKMeHTa
Ka4yecTBa, OTBETCTBEHHOCTb PYKOBOACTBA, MEHEKMEHT PUCKOB, NpoUeCChl )KU3SHEeHHOro LKna npoaykumnm
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