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TOM MpaBua Haanexalei npon3BoAcTBeHHOW npakTukm (GMP)» (ISO 15378:2011 «Primary packaging
materials for medicinal products — Particularrequirements for the application of ISO 9001:2008, with reference
to Good Manufacturing Practice (GMP)»).
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BeBegeHve

0.1 O6wue nonoxeHns

HacTosAwuii cTaHgapT ngeH TudunumpyeT npuHuunel GMP nycTaHaBnMeaeT TpeboBaHUsA K cucTe-
Me MeHe[)KMeHTa KayecTBa, NPMMEHVNMOW K NePBUYHBIM YNaKOBOYHbIM MaTepunanam Ans nekapcT BEHHbIX
cpefcTs. Peanusauyns npuHunnos GMPnpu npor3BoACcTBE Y KOHTPONNPOBAHNMN NEPBUYHBIX YNAKOBOYHbIX
MaTepvanos BpamMKax opraHmsalm umeeT ypes3BbluaiiHo BaXKHOe 3HaYeHne ans obecneyeHms 6esonacHoc-
TW NaunmeHTOoB, NOJb3YOLNXCA IeKapCTBEHHbIMN CpeAcTBaMN 13-3a HENOCPeACTBEHHOro KOHTaKkTa ¢
npoaykuueii. MprvmeHeHne GMP B 0 THOLLEHUW YNaKOBOYHbIX MaTepranos ans hapmaL,eBTU4eckoli npoayk-
LMmn nomMoraeT ob6ecneunTb BbINOIHEHNE 3TUMU MaTepuanammn HyXxg v noTpebHocTel hapmaleBTunyec-
KOV NPOMbILLNEHHOCT U.

HacTosAwuii cTaHaapT ABNSeTCA CTaHAapT oM N0 NPUMEHEHWI0 NePBUYHBIX yNMaKOBOYHbIX MaTepua-
NI0B 1 COAEPXUT HOPMaTUBHbIA TekcT cTaHgapTa CO 9001:2008.

B 0THOLIEHNM NOCTPOEHUS HACTOALLLEr0 CTaHjapTaAelic TBYOT ceaytoLme npasuna:

- pasgensiunvnogpasfesns, L TUpyeMble NONHOCT b 1 6e3 n3MeHeHuli n3 CO 9001:2008. 3aknoue-
Hbl BpaMKy:

- TeKCT, BbleNEeHHbIi KYPCMBOM, COAEPXNT AONONHNTe/bHY0 nHdopmaumio no GMP. kacatowytocs
NepBUYHbIX YNaKOBOYHbLIX MaTepuanos.

TepMuHbl 1 onpegenexnns no GMP cogepxaTcsa B pasgene 3. [pu BKAOYEHNN B NEPEYEHb NCTOYHUK
NpVBOANT CS B CKOOKaX.

[na co3gaHusa cucteMbl MeHeL)KMeHTa kayecTBa Heo6X0AMMO CTpaTernyeckoe pellueHve opraHmsa-
uun. Ha pa3paboTky 1 BHepeHne cucTeMbl MEHE)KMEHTA KayecTBa opraHv3auny BiMsIoT:

a) ee BHeLIHAS cpeaa, U3MEHEHWSA UW PUCKKN, CBA3AHHbIE C 3TON Cpefoi;

b) n3MeHsLWmecs noTpebHoCTH,

C) KOHKpeTHble Lenu;

d) Bbinyckaemas NpoAyKuus:

e) NpuMeHsieMble NpPoLecchl;

f) pa3mep v cTpykTypa opraHv3saluu.

HacTosiwmii ctaHAapT He npegnonaraeT eAnMHO06pasnst B CTPYKTYpPE CUCTEM MEHeIXMEeHTa KayecTBa
WNN NX AOKYyMEHTALMN.

TpeboBaHuA K cMCTEME MeHe)KMEHTa KauyecTBa, yCTaHOB/EHHbIE HACTOALMM CTaHAapTOM, ABASIOTCA
[ONOTHAOLWMMY NO OTHOLLEHNIO KTPe6oBaHUAM K NpoAyKuun. MHdopmaLms, o603HavyeHHas Kak «Mpumeya-
HMe», HOCUT XapakTep MeTOANYECKUX YKazaHWi 419 NOHUMaHUS UK pa3bsACHEHUS COOTBETCTBYIOLLLErO Tpe-
60BaHuS.

HacTosAwuii cTaHfapT MOXET UCMO0/1b30BATbCA BHYTPEHHVMMW Y BHELLUHUMW CTOPOHAMU, BK/OYas opra-
Hbl M0 cepTndmKaLn, B LieN1siX OLLeHKM CNOCOBHOCTN OpraHn3aLymn BbINOMHATL Tpe6oBaHnA noTpebuTenei,
TpeboBaHMa K NPOAYKUMM, ABASIOWMeECS 0653aTelbHbIMY K MCMOTHEHUIO B COOTBETCTBUN C AECTBYOLWUM
3aKoHo4aTeNbLCTBOM (fanee — obs3atesibHble TpeboBaHNs), U CO6CTBEHHbIE Tpe6oBaHUS.

Mpu pa3paboTke HacToALLEro cTaHgapTa Oblin yuTeHbl NPUHLMMLI MEHEXXMEHTa kayecTBa, yCTaHOB-
neHHble MCO 9000 n MCO 9004.

(MCO 9001:2008)

OCHOBHOIWA 3a,u,at|el7| HacTodAWwero craHgapTa ABideTCcd onpegenedHne rapMoHnN3nNpoBaHHbIX Tp860-
BaHUIA K nepBUYHbLIM YNAaKoBOYHbIM MaTepuanam. OH COAEPXNT HEKOTOpble YacTHble TpeGOBaHI/IFl Knep-
BWYHbIM YMNaKOBOYHbIM MaTepuanam, 3aMMCTBOBaHHbIe W3 NpaBun GMP 1 kacatouwmecs ynpaBneHuna
npon3BoACTBOM U T. N./IeKapCTBEHHbIX NpenapaToB.

0.2 MpoueccHbIn NoaAXo4

HacTtoawuii cTaHAapT HanpaseH Ha NPMMEHeHNe «NPOLLECCHOro noAxoa» npu paspaboTke, BHepe-
HWU 1 yyULWEeHNN pe3ynbTaTUBHOCTU CUCTEMbI MEHEIXXMEHTA KAa4yecTBa B Lie/ISX NOBbILEHUS Y0BEeTBO-
pPEHHOCTM NOTpebuTenei NnyTem BbINOJIHEHUS X TPEOOBaHWIA.

Lnsa ycnewHoro hyHKLMOHMPOBAHUS OpraHn3aunsa foKHa ONpeaennTh U OCYLLEeCTBIATL MEHEIKMEHT
MHOFOYNCNEHHbIX B3aMMOCBSA3aHHbIX BULOB AEATENbHOCTU. [esiTeNIbHOCTb, UCMO/b3yioLas pecypchl u
ynpasnsemas B Lensax npeo6pasoBaHns BXOA0B B BbIXObl, MOXET paccmMaTpuBaTtbCcs Kak npouecc. Yacto
BbIXO/ OAHOrO npoLecca o6pasyeT HenocpeACcTBEHHO BXO/ C/efyOLLero.

\
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MpuUMeHeHVe B OpraHn3aLuy cucTeMbl NPOLLECCOB HaPAAY C X nAeHTudukaumeii n B3aumogeiicTenem,
aTaKkxe MEHEXXMEHT NPOLLECCOB, HAaNPaB/EHHbI HAa NOSTyYEeHME XenaeMoro pesysibTaTta, MoryT 6bITb Onpe-
[OeneHbl Kak «NpoLeCcCHbI NoAXoa».

MpeuMyLLLecTBO NPOLLECCHOr0 NOAX0Aa COCTOUT B HEMPEPLIBHOCTY YNPaBIeHUs, KOTOPOe OH o6ecneyn-
BAeT Ha CTblke OTAe/IbHbIX MPOLLECCOB B paMKax WX CUCTEMbl, a TaKKe Mpu UX KOMOGMHALMU 1 B3auMO-
OencTenn.

Mpy NPUMEHEHNN B CUCTEME MeHEeAXXMeHTa KayecTBa Takoil NoAxoa nofyepknBaeT BaXHOCTb:

a) NOHVMaHus 1 BbINOSIHEHUS TpeboBaHWiA;

b) HEOGXOAMMOCTY PACCMOTPEHNSA NPOLLECCOB C TOUYKM 3pEHNA L06ABNAEMON UMM LLEHHOCTH;

C) AOCTWXEHUS 3an/1aHMpoBaHHbIX Pe3y/ibTaToB BbINO/IHEHUS NPOLIECCOB M 06ecneyeHmns nx pesysb-
TaTUBHOCTU.

d) NOCTOSIHHOrO yny4lleHns NPoLEeCcCcoB, 0CHOBAHHOTO HA 06 bEKTVBHOM N3MEPEHUN.

MpuBefeHHan Ha pucyHke 1 Mofenb CUCTEMbl MEHE)XKMEHTA KauyecTBa, OCHOBaHHOI Ha NpoLeccHoMm
nogxofe, WIMKCTPMPYET CBA3N Mexay npoleccamu, NnpeacTaBneHHbIMU B pasgenax 4—=8. 3ta mogenb
nokasbIiBaeT, 4TO NOTPeBUTENN UrpatoT CYLLLECTBEHHYHO POJIb B YCTAHOB/IEHNW Tpe6oBaHuii, paccmaTpusae-
MbIX B KA4E€CTBE BXOA0B.

MOHUTOPWHT yA0B/IETBOPEHHOCTH NOTPe6UTE el TpebyeT oLeHKU MHopMaLMM 0 BOCNIPUATUN NoTpe-
GUTENSAMM BbINONHEHUs 1X Tpe6oBaHWil. MpuBeaeHHas Ha pUCYHke 1 Mofenb 0XBaTbiBAET BCE OCHOBHbIE
TpeboBaHWsA HaCTOSLLero cTaH4apTa, HO He NoKa3biBaeT NPOLIeCChl Ha AeTa/lbHOM YPOBHE.

MpumeyaHune — Kpome TOro, KO BCeM npoieccam MoxeT ObiTb NpuMeHeH uukn oPlan — Do — Check —
Act» (POCA). Liukn PDCA MOXHO KpaTKo onucaTtb Tak:

- nnaHupoBaHue (plan) — pa3spab6oTka Leneii 1 NpoLeccoB, HE0H6X0A4UMbIX 41 JOCTUXEHNA pe3ynbTaToB B COOT-
BETCTBWM C TpeboBaHNAMY NnoTpebuTeneii 1 NOAUTUKONR opraHmsanun.

- ocyuecTsneHne (do) — BHeApeHVe NPoLEecCcoB:

- npoBepka (check) — NocTosiHHbIE KOHTPO/b U U3MEPEHME NPOL,ECCOB U MPOAYKLUN B CPABHEHWUUN C MOSIUTUKOWA,
uenamv n TpeboBaHNAMN Ha NPOAYKLUIO 1 COO6LLeHNe O pe3ynbTaTtax;

- pelicTeue (act) — NpuHATME AeCTBUIA N0 MOCTOAHHOMY YNyULIEHWIO NoKasaTenei npoLeccos.

YcnoBHble 0603HaYeHUS

------------ » [leAatenbHocTb, fo6aBnsoLWAsA LEeHHOCTb
.............. » [loTok nHchopmaumm

PucyHok 1— Mogenb cMcTeMbl MEHEIXMEHTA KayecTBa, OCHOBAHHOI Ha NPOLLECCHOM noaxone

[MCO 9001:20081
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0.3 CBa3b ¢ MMICO 9004

MCO 9001 n NCO 9004 aBna0TCA CTaHAAPTaMM Ha CUCTEMbI MEHeAXKMEeHTa Ka4yecTBa, KOTopble 40MN0/-
HAOT APYT ApYyra, HO UX MOXHO MPUMEHSATbL Takke He3aBrCHUMO.

NCO 9001 yctaHaBnuBaeT TpebOBaHWA K CUCTEME MEHeKMeHTa KavyecTBa, KOTopble MOryT ObiTb
MCNob30BaHbl /11 BHYTPEHHEro NpMMeHeHns opraHusaunsaMu, aTakxe B Lenax cepTudukaLny unm 3akmnio-
YeHnA KOHTPaKTOB. CTaH,qapT Hanpas/ieH Ha pe3y/1ibTaTUBHOCTb CUCTEMbl MEHeAXMeHTa KadecTBa Mnpu
BbIMONHEHNW TpeboBaHWl NoTpebuTenei 1 COOTBETCTBYIOLWMUX 3aKOoHOAATE MbHbIX U APYTUX 0693aTeNbHbIX
TpeboBaHuii.

Ko BpemeHnu nybnavkauum ctaHgapta NCO 9001:2008 ctaHgapT MCO 9004 Haxofuncs Ha ctaguu nepe-
cmoTpa. Hosas Bepcua NICO 9004 6yaeT cofepxatb pekoMeHAauun ans MeHegkMeHTa no JOCTMKEHWIO
YCTOAUYMBOro ycrnexa N60i opraHmMsaLum B CNOXHOW, TpeboBaTe /IbHOWN 1 MOCTOSAHHO M3MEHSIoLLencs cpe-
ne. CO 9004 npeacTasnsieT 60/1ee WMPOKXIA B3rNS4 Ha MEHE)KMEHT kayecTsa, 4yem NCO 9001; oH HaLe-
NiMBaeT Ha yAoBNeTBOpeHne MOTPebHOCTEN N OXuAaHWuii BCeX 3auHTepecOoBaHHbIX CTOPOH Ha OCHOBe
CMCTEMAaTUYECKOTO W NOCTOSIHHOTO Y/yYlleHUa AeATeslbHOCTU opraHusauun. OfHako 3TOT cTaHAapT He
npegHasHayeH gna ueneii ceptTudmkaLmmn, 3aknioYeHns KOHTPaKTOB ¥ BbIMOMIHEHWA 06a3aTefibHbIX Tpebo-
BaHWIA.

[MCO9001:2008]

0.4 CoBMeCTMMOCTb caopyrmmum cnctemamMm MmeHegXxmeHTa

Mpy pa3paboTke HacToAWeEro craHgapTa [OO/KHOEe BHUMaHWe Obl10 yAesieHo MOI0XEeHNUAM
MCO 14001:2004 gna yny4vweHWss COBMECTMMOCTU 3TUX [BYX CTaHAapTOB B MHTepecax coobuiecTBa
nonb3osateneil. MNpunoxeHne A nokasbiBaeT cooTBeTCTBME Mexay MCO 9001:2008 n ICO 14001:2004.

HacToswuii ctTaHfapT He COAEPXWUT KOHKPETHbIX TPeboBaHUIA K APYrMM cucTeMam MeHe[XMeHTa,
TaKUM Kak MeHepKMEHT OXpaHbl OKpY>KatoLLei cpefibl, MeHe)KMEHT NpoheccmoHanbHoro 340poBbs 1 6e30-
nacHoCTW. (QUHAHCOBBIN MEHEMXMEHT UM MeHeKMEHT puckoB. OfHaKo cTaHAapT NO3BONSAET OpraHusa-
uun cornacosatb WM WHTErpMpoBaTb CBOK COGCTBEHHYK CUCTEMY MeHe[XMeHTa KayecTBa C Apyrumu
cucteMaMn MeHe)KMeHTa C COOTBEeTCTBYKLWMUMMN TpeboBaHuamu. OpraHusaums MoxeT aganTupoBartb
fdencTeyloulyto(ne) cuctemy(bl) MeHefKMeHTa ANA CO3A4aHUS CUCTEMbl MeHeMKMeHTa KayecTBa, COOT-
BeTCTBytoLLel TpeboBaHNAM HaCTOALWEero cTaHaapTa.

[MCO 9001:2008]

HacTosawumii cTaHgapT cogepxuT TpeboBaHma MCO 9001:2008 na0N0NHUTENbHO Yac THble Tpebo-

BaHWA K NepBUYHbLIM YNaKOBOYHbIM MaTepuanam, KoTopble no3anMcTBOBaHbI U3 npasun GMP 1 aganTupo-
BaHbl. €C/IN 3TO u,enecoo6pa3Ho, KNPon3BoACTBY MKOHTPOO IEKapCTBEHHbLIX CPEeACTB.

Vi
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

MATEPWA/bI A4 NMEPBUYHOW YNAKOBKW IEKAPCTBEHHbIX CPEACTB

Ocobble Tpeb6oBaHMNSA N0 NPUMEHEHUIO
MNCO 9001:2008 ¢ yyeToM npaBu Hagsexalieli NpoM3BOACTBEHHON npakTuku (GMP)

Primary packaging materials for medicinal products.
Particular requirements for the application of ISO 9001.2008. with reference to good manufacturing practice (GMP)

[Nata BeegeHns — 2015—06—01

1 O6nacTb NpUMeHeHus

1.1 O6uwune nonoxeHUs

HacToswuii cTaHgapT ycTaHaBnMBaeT Tpe6oBaHUa K cuCTeMe MeHelXMeHTa KauecTBa, Koraa
opraHusauum TpebyeTcsi NPOLEMOHCTPUPOBATL CBOK CMOCOGHOCTb NOCTAaBAATh NEPBUYHBIE YNIAKOBOY-
Hble MaTepuasbl 415 N1eKapCT BEHHbIX CPEACTB, CUCTEMATNYECKU OTBeYatLme Tpe6oBaHusam noTpeéu-
Teneii. B TOM uuc/ie HOPMATUBHbIM TpeGoBaHUAM U Tpe6oBaHUAM MeXAyHapoAHbIX CTaHAapTOoB,
KacarLLMXcsi NepBNYHbIX YNAKOBOUYHbIX MaTEPVaoB.

B HacTOsLIeM CTaHAapTe TEPMUH «EC/ 3T 0 LLeNecoo6pasHo» NCNO/b3yeT Csl HEOAHOKPATHO. Kor-
[a Tpe6oBaHve KBanuuumpyeTcs 3Toii (hpasoil, OHo cuMTaeTcs »LenecoobpasHbiM». eciv opraHn3auus
He NpejoCTaBuT AOKYMEHTUPOBAHHOIO foKa3aTelbcTBa NPOTUBHONO.

HacTosawwuii ctaHaapT ycTaHaenveaeT Tpeb0BaHUS K CUCTEME MEHEXMEHTa KayecTBa B Tex cyyasx,
Korga opraHusauus:

a) HyxgaeTca B AeMOHCTpaLun CBOei Cnoco6HOCTY Bcerga noctasiAaTb MPOAYKLMIO, OTBEYaIOLLYyO
TpeboBaHnAM noTpebuTenei n cooTBETCTBYIOLUM 06583aTeNbHBIM TpEGOBAHMAM;

b) CTaBWUTCBOE Lie/bio NOBbILIEHWE Y4,0BNEeTBOPEHHOCTY NoTpebuTeneli nocpecTBoM 3adhekTMBHO-
ro NPUMEHEHNA CUCTEMbI MEHe)KMEHTa KauecTBa, BK/1lo4as npoLeccbl NOCTOSAHHOTO ee ynyylleHus, nobec-
neyeHne cOOTBETCTBUS TPe6OBaHWAM NOTPebBUTENEN N COOTBETCTBYIOLWMM 06A3aTe/IbHbIM TPe60BaHUSIM.

MpumeyaHns

1 B HacTosAWeM cTaHAapTe TePMUH «NPOAYKLUSA» NPUMEHNUM TOSbKO.

a) K npegHa3HayaeMoli g5 NoTpebuTens unu 3aTtpe6oBaHHOK UM NPOAYKUNN:

b) KN06bIM 3aaHHbIM pe3ynbTaTaM NPOLECCOB XXU3HEHHOTO LMKNa.

2 3akoHofaTesnbHble n apyrue ob6a3aTesibHble Tpe60oBaHNA MOTYT 6bIThb BblpaXeHbl kak npaBoBble TPe6oBaHUSA.

[MCO 9001:2008]

HacToawuit cTaHgapT NpMMeHsie TCsA NPU NPOeK TUPOBAHMM, U3rOTOB/IEHUN U MOCT aBKE NepPBUYHbIX
YNaKoBOYHbIX MaTEepPUanoB /15 IeKapcTBEHHbIX CPeAcTB. OH TakKke NPUMEHUM B LieNAX cepTudukaumum.

1.2 TpvmeHeHue

Tpe60oBaHUs HACTOSILLETO CTaHAapTa ABMSOTCS 06LWMMU 1 NpeHa3HadyeHbl 415 NPUMEHEHNS BCEMU
opraHu3auusamMy He3aBMCUMO OT UX BUAA, pa3Mepa U NoCTaBAsAeMol NpoayKLUN.

Ecnu kakoe-n160 TpeboBanne(sl) HACTOSLLEro CTaHAapTa Heflb3si IPUMEHUTL BCIIeACTBUE CNeLudmnKm
opraHu3auumn v ee NPoAyKLMK, [OMYyCKaeTCs ero UCK/TYeHue.

Mpy AONYLEHHbLIX UCKMOUYEHUAX 3asiBIeHUs O COOTBETCTBUM HAcTosLeMy CTaHAapTy NpuemieMsi,
€CnM 3TV UCK/IYeHUs nognafatT nof Tpe6oBaHus pasgena 7 U He BAUSIIOT Ha CMOCOGHOCTb WK

M3paHne ouynanbHoe
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OTBETCTBEHHOCTb OpraHmsauum obecneunsaTb NPOAyKUMEl, COOTBETCTBYIOLLEH Tpe6GoBaHUAM noTpe6uTe-
neli 1 COOTBETCTBYIOLMM 06513aTe/IbHbIM TPEGOBAHUSM.
[MCO 9001:2008]

2 HopMaTuMBHbIe CCbI/IKM

YKasaHHble B JaHHOM pasfene AOKYMEHTbl ABAATCA HEO6X0,CI,I/IMbIMVI ANA NpuMeHeHusa HacTodawero
ctaHgapTa. Ana gatupoBaHHbIX CCbIJIOK NPUMEHAIOT TO/IbKO yKa3aHHble Bepcumn nsgaHua. ina HegatuposBaH-
HbIX CCbI/TIOK NPUMEHAIOT CaMble nocnegHne naaaHusa (BKI'IPOLIaﬂ No6ble U3MeHeHUs KCTaHﬂ'apTaM).

YKa3aHHbI HXe CCbI/TOYHBIA [JOKYMEHT HE06XOAMM [/19 UCMO/Ib30BaHUA HacToALero ctaHgapra. Ans
[aTMPOBaHHbIX CCbIIOK NPUMEHSAIOT TO/ILKO Ty BEPCUIO, KOTOpas 6bln1a ynoMsHyTa B TekcTe. 115 HepaTtunpo-
BaHHbIX CCbI/IOK HEOOXOAMMO MCMOMb30BaTb CamMoe MnocnefHee u3faHne AOoKyMeHTa (Bkawuvas nobble
nonpasku).

MCO 9000:2005 Cuctembl MeHepxmeHTa KayecTsa. OCHOBHbIE MONOXEHWS U CNOBapb.

[NCO 9001:2008]

NCO 14644-1 YucTble NOMELLEHUA N CBSA3AHHbIE C HUMU KOH T posiMpyemsle cpedbl. YacTb 1: Knaccu-
duKaLmns YNCTOT bl BO3AYXa NO KOHLLEH T paLun B3BeLLEeHHbIX YacTul,

NCO 14644-2 YucTble NOMELLEHUS U CBA3AHHbIE C HUMW KOHT ponvpyeMble cpefbl. YacTb 2: Tpebo-
BaHWA K MOHUTOPUHTY N NePUOSNYECKUM UCTbITaHNAM 41 MO T BEPXAeHNS NOCTOAHHOI0 COOTBETCTBUA
MCO 14644-1

MCO 14644-3 4YucTble NOMeELLEHNS N CBA3AHHbIE C HUMW KOHT posiupyemble cpefbl. YacTb 3: MeTo-
[bl UCNbITaHNi

MCO 14644-5 4YucTble NOMELLEHNS N CBA3AHHbIE CHUMW KOHTpONnpyemMble cpedbl. HacTb 5: Skenny-
aTauyus

3 TepmMuHbI 1 onpegeneHus
B HacTosLwem cTaHgapTe NpMMeHeHbl TEPMUHBI U onpegesnieHus, AaHHblie B MICO 9000.

B HacToslLemM cTaHfapTe NPUMEHeHbl TepMUHBI U onpeaeneHns, AaHHsle B UCO 9000.
B TekcTe HacTosLlero ctaHgapTa TePMUH «NPOAYKLUSA» MOXET 03HauaTh TakKKe «yCryry».
[MCO9001:2008]

[onoNHUTeNbHble TePMUHbI 1 ONpeaeneHnsl, UCNo/ib3yemMble BHACT oS eM CTaHgapTe, 0o THocATCA
HenocpeAcTBEHHO K NpaBuiamM GMP. NPUMEHVMbIM K TPOM3BOAC T BY NEPBUYHbIX yNIaKOBOUYHbIX MaT BPUanoB
4151 NIeKapC T BEHHbIX CPeACTB.

3.1 BO3AYLWHbI W03. 3aKpbITOE NPOCTPAHCTBO A1 KOHT PO/IMPOBAHUS BO3AYLLIHOMO NOTOKA.

NMpumeyaHne — [laHHOE NPOCTPAHCTBO, KakK NPaBuio, CHabxeHo, Mo kpaliHeli Mepe, 4BYMS B3aMMOCBS3aH-
HbIMU ABEPAMU MEXAY ABYMS 1 60/1ee KOMHATaMu, U UCNOMb3yeTCA 4/18 Nepexoa nepcoHana uin nepeMeLeHmns maTe-
puanoB Npu ycnoBMu COB6/I0AEHUSA PA3NINYHbIX YCIOBUI, HANPUMEP, YNCT OTbI, NOT OKA BO34yXa NPU BXOAE.

3.2 yTBepXAeHHblii: MMewowwnii cTaTyc cCOOTBETCTBYUS.

NMpumeuvuaHne — CooTBEeTCTBME MOXET NOATBEPXKAATbLCA HA NO6OM 3Tane npouecca (419 NCXOAHbIX Ma-
Tepuanos. 4718 BCNOMOTaTe/bHbIX CPEACTB, 4/15 YNAaKOBOUYHbIX MAT epruanoB UM roToBOM NpoayKyum).

3.3 cbopka: CoefmHeHMe BMeCT e NMepBUYHbIX YTAaKOBOYHbIX MaTBpuanos (3.35.1) n (unm) nx komno-
HEHTOB.

NMpumeyaHune — Mpumepamy MOTyT CAYXUTb c60pKa YacTell NUNeTOK 415 3an0/HEHWA annapaToB Afs
MHBbEKLWUA NN yCT aHOBKAa 3alUT HbIX KO/INAYKOB A1 U1 HAa NPeABapUT e/1bHO HAMOMHEHHbIX WNPULaXx.

3.4 aBTOMaTMUYeCKNA KOHTPpPONb: OueHKka COOTBETCTBUS, OCYLLeCTBASEMAs KOHTPO/bHbIM
o6opyjoBaHnem 6e3 BMeLlaTelbCcTBa Ye/0BEKA.

MpumeuyaHne — KOHTpoNbHOe 060pyfoOBaHMe MOXeT BKAKOYaTb B Ce6A ONTO03/1€KT POHHbIE KOMMNOHEHT bl

(kamepbl), Na3epHble CUCT eMbl, y/1bTPa3ByKOBble CUCT EMbl U CBA3AHHbIE C HUMU CUCTEMbl 06paboT KN AaHHbIX, @ Takxke
apyroe o6opyzoBaHue.

2
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3.5 cepus, napTusa: OnpefefieHHOe KOMMYECTBO NEPBUYHBIX YNAKOBOUHbIX MaTepuanos (3.35.1),
U3roTOB/IEHHbIX B XOA€ OHOI0 UMM HECKO/IbKMX NPOLLECCOB 1 UMEKLMUX CTaH4ap TU3poBaHHbIe XxapakTe-
PUCTUKU 1 CTabWUNbHOE KauecTBo.

MpunmeuvyaHunsn

1 Ans ynoBneTBOPEHUA NPON3BOACTBEHHbIX TpeboBaHuii nnn TpeboBaHuini NnoTpebuTENs NnapTus MoxeT
6bITh pasfeneHa Hapsaa noanapTuii, 06beanHAEMbIX NO34HEE B €ANHYI0 OJHOPOAHYIO NapTWio.

2 Mpu HenpepbIBHOM NPOM3BOACT BE CEPUEll cUnTaeTCca A0NA NPOAYKLMUKN, onpejensemMas NM6o 3ajjaHHbIM KO-
4eCcTBOM. TM60 KONMYECTBOM, NPOU3BEAEHHbIM 32 YCTaHOB/IEHHbI NPOMEXY T OK BpEMEHMN.

3.6 NpPOoTOKO/ Ha ceputo: JoOKyMeHTbI 1 3anucu, garoliue npeAcTas/eHne o npeabicTopun cepum
(3.5). BKtoYaa nHdopmaLmio, 0 TMCALLYHCA K NPOM3BOACT BY U KOHT PO/, 1 06neryatwLlune npocnexvsae-
MOCTb (3.63).

3.7 HOMep cepuun, HOMep NapTuUK: YHUKaNbHbIA nageH TudukaTop cepun unm napTum (3.5).

MpumevyaHune — Homep cepunm MOXeT npeacTaBnNATb co6oli coyeTaHue undp, 6yks n (MAM) CUMBONOB,

MAEHTUPULUPYIOWIUX CEpU0 (MAU NapTui0) U NOMOralWmnx onpesenTb NPebiCTOPUi0 NPoON3BOACTBA U pacnpeje-
newns.

3.8 BbiNyck cepuu: PelleHune o Bbinycke cepun (3.5) aNs npogaxkn v nocTaBky nocie opuumansHo-
ro paccMOTpPEeHUss NPoTOoKoMa Ha ceputo (3.6). ocylecTBASEMOro cNyx60i kayecTBa (3.41) unu nuuom,
YNONHOMOYEHHbIM cNyX60i1 kKayecTBa.

3.9 kanu6poska (NnoBepka): Mpouecc NpoBEpPKN NN PerynmpoBaHus (NyTem ConocTaB/ieHns c3Ta-
JIOHHbIM 06Pa3LLOM) TOYHOCT U CPeACTBa U3MEPEHUS.

MpumeyaHune — Kanubposky (MOBEPKY) MOXHO TakKxe onucaTb Kak pajg onepauuii, ycTaHaBnmsawLwWwmux npu
3aaHHbIX yC/IOBUAX 3aBUCUMOCT b MeXAY 3HAYEHUSAMU, NONYYEHHBIMW C MOMOLLLbI0 CPeACT Ba UBMEPEHUSA, UNUN 3HAYEHUS-
MW. NpeAcTaBNseMbiMW BelecTBEHHOW Mepol, U COOTBETCTBYWOLWMUMN W3BECTHbLIMU 3HAYEHWSAMWU 3 TaNOHHOTO
obpasua.

3.10 ynpaBfieHVne U3MeHeHNAMM: JOKYMEH T MPOBAHHOE ynpaB/ieHne N3MEHEHUAMU.

NMpumeyaHne — K U3MEHEHUAM MOFYT, B YaCTHOCTMU, OTHOCUTbLCA U3MEHEHUS B Cbipbe, TEXHUYECKUX
yCnoBuAX, NPON3BOACTBEHHOI 6a3e, 060pyA0OBaHNM, NPOU3BOACT BEHHbIX NpoLeccax U MeTojax UCTbITaHuii.

3.11 uncToe nomMeuieHue: MomelLeHNE, B KOTOPOM KOHTPOSIMPYE T CSl KOHLEH T paLys B3BELLEHHbIX
B BO3/yXe YacT WL M KOTOPOE COOPYXXEHO 1 UCMO/b3yeTCA Takum 06pa3oM, YT 06bl MUHUMU3MPOBAT b nona-
[faHue. o6pa3oBaHue 1 coOXpaHeHue YacTUL BHY TPU MOMELLLEHUs!, U B KOTOPOM Apyrye coOOTBETCTBYloLne
napameTpbl, Takue Kak TeMmnepaTypa, BNaXHOCTb U JaBneHue, KOHTPONUpYyTCs No Mepe Heobxoau-
MOCTMU.

[MCO 14644-1—99. 3.1.1J

3.12 uncTas 30Ha: CneumanbHoe MPOCTPAHCTBO, B KOTOPOM KOHTPONMPYeTCS KOHUEeHTpauus
B3BELLEHHbIX B BO3JyXe YacTUL U KOTOPOE NMOCTPOEHO M UCMOMNb3yeTCs Tak. YT0o6bl MUHUMU3UPOBATb
nonagaHue, o6pa3oBaHune 1 COXpaHeHne YacTUL BHY TP 30HbI, U B KOTOPOM pyrme coOTBETCTBYyLME
napameTpbl, Takue Kak TemnepaTypa, BAKHOCTb U JaBneHne, KOHTPOAUPYTCS No Mope Heobxoau-
MOCTMU.

[MCO 14644-1—99. 3.1.2)

MpumevyaHne — 30Ha MOXET 6blThb OTKPbITOW UMM 3aKPbI T O U HAXOANT bCA KaK BHYTpPU, Tak N BHE 4uC-
TOro nomMeLyeHus.

3.13 3arps3HeHue: MNMonagaHue N60ro HexenaTenNbHOro BellecTBa B NMEPBUYHbIA YyNaKOBOUHbINA
maTepwuan (3.35.1).

MpumeyvyaHuns

1 FoToBas NPOAYKLMA MOXeT 6blThb 3arpsisHeHa nocpeicTBOM Pu3nyeckoro (TBepAble YacT ULibl), XMMUYECKO-
ro unu 6uonornyeckoro (Hannuyne 6MoO- M IHALO T OKCUHOB) BO3AENCT BUSA.

2 3arpsisHeHue MOMIeT BO3HMKATb BO BPeMS NPOU3BOACTBA, YNAaKOBKW, XpaHEHMWA 1 (MNN) TpaHCNop TUPOBKK NO
BUHE 3arpsi3HEHHbIX BO3AYLWHbIX CUCTEM, nepcoHana, o6opyaoBaHna Ans oT60pa Npo6, MaTepunanos, NOMeLLeHNiE unu
KOHT eiiHepoB.

3.14 koHTponupyemas cpefa: Cpesa, co3faHHas v aKCnayaTupyemasi Takum 06pa3oM, YT 06bl KOH-
TPONMPOBAT b BO3MOXHOE MonajfaHne NoTeHuMa bHbIX 3arPA3HAOLLMX BELEeCTB.
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MpumevyaHuns

1 Cpepfa, kak npaBuno, cosgaeTcs U aKcnayaTupyeTca TakuMm o6pa3om, YTo6bl KOHTPONNpoBaThb NOTEHLU-
anbHOe 3arpA3HeHne N nocneAcTBUS Cy4aiHOT 0 BblGpOCa XMNBbIX OPraHN3mMoB.

2 CooTBeTCTBYWWMNA nepenas faBneHna co3gaeT BO3IMOXHOCTb 3 MEKTUBHOIO yganeHus as3po30/bHbIX
3arpssHuTeneil, npefoTBpPaL,EHUA NOT EHLMANBHOTO 3arpA3HEHNs U nocneacTBuUil cnyyaiiHoro Bei6poca.

3.15 nepekpecTHOe 3arpsasHeHue: 3arpsasHedue (3.13) maTepuana wnm npoaykuun apyrum maTe-
puanom unm npoayKumei.

MpumeuvyaHusa
1 MepeKkpecTHOe 3arpsi3HeHNEe MOXeT T aKXe Ha3blBaTbCA CMELIMBAHNEM.
2 Cwm. (24).

3.16 npeTeH3uss NoTpebuTens: MHdopmaLus, npefocTaBneHHas noTpebuTenemMm 0 THOCU T eflb-
HO HEJOCTaTKOB UM HECOOTBETCTBUIA.

MpumeyvyaHus

1 WHopmaums MoxeT nepefaBaTbCsi BYCTHOW UM NUCbMEHHO hopme.

2 MNpegMeTOM NpeTeH3nn MOXeT 6blTh KA4eCcTBO, KOMYECT BO N YCNOBUA NOCT aBKN NEPBMYHOTO YNaKoBOY-
HOro MaTepuana.

3.17 paTawnsrorosnenus: laTaHacTynneHusa O4HON N3 NepBbIX CTaAni npoyecca n3roToB/IeHNs
nepBYYHOr0 YNakoBOYHOIr o MaTepuana, uamn npotecca ynakosku, Uiv npoLecca OKoHY4aTeNbHOro Bbinycka,
KoTopas MoXxeT 6bITbNpegmMeTOM COrnacoBaHusi c NoTpebuTenem.

3.18 oTkKNOHeHue: OTCTYyN/AeHNe OT CTaHfapTHON paboyei npoueaypsbl (3.58) nnm gencraytowe-
rocTaHgapTa.

3.19 gokymeHTwupoBaHHasa npouegypa: lNpouedypa, KoTopas yCTaHOB/EHa, AOKYyMEHTaslbHO
odhopmieHa, CaHKUMOHUPOBaHa, BHeAPeHa U coxXpaHsaeTca B paboyem COCTOAHUM.

3.20 noBTOpHasa npoBepka: lokymeHTanbHO OpopM/IeHHOe NoaTBepXaeHne (3.65) gesTenbHoC-
TW. pe3ynbTaToB WA 3anuceil BTOPbIM JINLOM UM BT OPOI CUCTEMOIA.

MpumeuyaHune — YacTbio Takoro npouyecca nogTBEPXKAEHNA MOXET 6bIThb BTOpas NogTBepxaawlas nog-
NUCb B X0 TEXHOIOrMYeCcKOro KOHT PO/, MPON3BOACT BEHHAsA JOKYMEH T auus u 3anucu o kKa4ecTBe ANs Cepuu, noanun-
CaHHble BTOPbIM INLOM, UAM KOHTPO/b C MOMOLbIO 3/1EKTPOHHbLIX NPU60POB. Kak Npasn/io, pesybTaThbl NOBTOPHON
NpoBEpPKN NOANUCHIBAIO T CSA BT OPbIM /INLOM.

3.21 cpokrogHocTu: MNpegnonaraemblii npeaenbHbIi CPOK NCMOb30BaHUS.

MpumeuvaHunsa

1 CMm. Takxe onpefeneHne cpoka xpaHeHus (3.56).

2 OTo.KaknpaBuio, Nepnoj, B TeYeHne KOTOPOro oXxuaaeTCcs, YT 0 NePBUYHbIA yNakoBOYHbI MaTepnanocTa-
eTCsA NPUroAHbIM ANA UCMONb30BAHNA B C/lydae XpaHeHWUs npu onpejeneHHbIX YCNOBUAX, MOC/e Yero OH He AOJIXKeH
1Mcnonb3oBaTheA.

3.22 BbIXO4HOW KOHT PO/b: icnbiTaHnsa, NpoBoAVMbIE HA FOTOBOW NpoAykuuu (3.23) Ana onpegene-
HWSA COOTBETCTBUA TPeboBaHNAM TEXHUYECKNX YCIOBUIA.

3.23 roToBas npoaykuusa: MepBuyHbIi yNnakoBOoYHbIN MmaTepuan (3.35.1), npoweawnii Bce cTaguu
npounssoacTsa (3.37).

3.24 Hapnexawasa npom3BoacTBeHHaA npakTuka (GMP): MNpoueaypbl ynpaBaeHns ka4ecTBOM U
obecneyeHus kayecTBa, UCMO/b3yeMble B NpoLecce nponssoacTsa (3.29).

MpunmevyaHuns

1 Cm. onpefeneHus NOHAT U *ynpaBneHne kayecTBOM» U «obecneyeHne kavecTBa* B MCO 9000:2005 (3.2.10
n3.2.11).

2 TpebosaHua K Hajgnexateil Npon3BOACTBEHHON NpakTWKe B papmaLeBTNYECKOV NPOMbILLIEHHOCT U YCT a-
HOB/MEHbl BCTaHjapTe no obecneyeHuto kayecTsa (cMm. (24)).

3 Tpeb6oBaHusiHagnexal e Npon3BoACTBEHHON NnpakTukn (GMP) gna MmaTepuanoB NepBUYHON yNakoBKW BKIIHO -
4yalT. MOMUMO Hanu4usa NOAXOASLEro nepcoHana, NOMeLlW eHnin 1 060pya0BaHNA, HANMUYME CUCT EMbl MEHeAXMEHTa
KayecTBa, KOTOpas BK/JOYaeT KOHTpPO/MpoBaHMe NnocTynawlero MCX0A4HOro MaTepuana, U3roToB/ieHne, Hannyne
COOTBEeTCTBYOLUWeWH JOKYMEHT aluunmn, BbiNONHEHNE CAHUT apHO-TUTMeHnYecknx TpeboBaHuii Ha NPOM3BOACT BE, KOH-
TPONb rOTOBON NPOAYKLUN, 3aNNCK O peann3alnu, pacCMoT peHne Xanob n CaMOKOHT POfib.

4 MoHaTuAa GMPun TekywasHagnexawas npon3BoacTBeHHas npakTuka (cCGMP)paBHOo3HauHbl. MeToguueckune
yka3aHna GMP NOCTOAHHO aKkTyaM3npy TCABCOOTBETCT BN C MEHAOW MMUCA TPeboBaHNAMN COBPEMEHHOIO YPOB-
HAPa3BUTUA.DTONNPUBENO KNOSBAEHNIO TBPMUHA CGMP. KOTOpbIli MHOrga ucnonb3yeTcs. PapMmaueBT nyeckas npo-
MbIWNEHHOCT b NpeanonaraeT, YTO OpraHusauuu NpuHUMal T BO BHMMaHWe Tekyuwue GMP B CBOWX MOCTOAHHO
COBEPLIEHCTBYWLWMNXCA MpOorpaMmax.
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3.25 0fHOPOAHOCTb, FOMOTEHHOCT b: EfUHOO6GpPa3ve 3HAYEHNI XapakTepucTVK MaTepuana ais
€ro onpefesieHHoro KomyecTBa.

NMpumeuyaHne — OJHOPOAHOCTb MOXET BK/IOYATH eauHoOOGpa3Me MaTepuanoB Uan onpeseneHHbiX Xapak-
TepucTUKMaTepnanoB oco6oii 3HAYUMOCT U.

3.26 KOHTpPONb B Npouecce npoussoacTBa: [elicTBuA, NpeanpMHUMaemMble B X04e MPOU3BOA-
CTBEHHOro npouecca, 478 MPOBEPKUM COOTBETCTBUSA MPOAYKUMN NPeabsBASEMbIX K HEl TexHUYecKunx
TpeboBaHWiA.

MpumevaHnwnsa

1 Ansa BbINOMIHEHWS TpPe60oBaHUA K NPoAyKUMM MOTyT noTpe6GoBaTbCA Npoueccbl MOHUTOPMHra U Hanagka
cpefcTB NPOU3BOACTBA.

2 KOHTPpoOnb oKpyXxatouweii cpefbl WaM 060pyA0BaHNsi MOXeT Takke pacCMaTpUBATbCA KaK YacThb KOHTPO/A B
npouecce Nnpou3BoACcTBa.

3.27 nonydabpukaT: MaTepuan ans nepeuyHoii ynakosky (3.35.1). npolueLnii HEKOTOpbIe, HO He
BCE CTajunnponsBoaCcTBa.

MpumeuvuaHune — MNonyabpukaT TpebyeT panbHelwei o6paboTku, Npexae YeM cTaTb FOTOBON Npo-
AyKUmneil.

3.28 ouyncTKa NUHUK: Y,qaneHme BCero, 4rTo CBsA3aHO C npeabiayuimm npon3soAcTBEHHbIM LUK/IOM
(NpombIBKa NMUHUN).

MpumeyaHune — Kak npaBuio, o4NCTKa NUHUM MPOM3BOAUTCSA A0 OYEPELHOrO NMPOU3BOACTBEHHOIO LMKIA
4Ns NpefoTBpalyeHns No6oii oWn6KN MM NepekpecTHOro 3arpsasHeHns. Kak npasuno, TpebyeTcs, YT 06bl NPON3BOS4-
CTBEeHHOEe 060pyAOBaHMe (INHUS) N COOTBETCTBYIOLWMNA pabounii y4acT oK 6bi/IN NONHOCT b0 OYNLLEHbl OT BCEX MaTe-
puanoB. 0TX0A0B, NPOAYKLUM, 06pa3L0B, AOKYMEHTOB M T. N.. KOTOpPble UCNOMb30BANUCHL B XOA4€ NPeAblAYLIEr0 NPON3-
BOACTBEHHOrO LUMKAA, 40 3aB03a MaTepuanos, 06pasyoB NPoAYKLUN, JOKYMEHTOB M T. M.. HEO6XOANMBIX ANS HA4Yana
cnepytoL,ero npou3BoACTBEHHOTO LUKNA.

3.29 u3roToBNeHNe: Bce onepauun no 3akynke MmaTepuanos, BKIOYas MaTepuasnbl 4518 NePBUYHON
ynakoBu (3.35.1). nponssoacTBY (3.37). ynpaBneHuto kauecTBOM (3.39). BbIMyCKy, XpaHeHuto, peanu3aunm
NPOAYKLMMN 1 CBA3AHHbIE C HUMW CPEeACT Ba yNpaBieHus.

3.30 nekapcTBeHHOe cpeAcTBO: JIlo60e BelecTBO UM coYeTaHne BelWwecTB, npegHasHayeHHoe
ANA NeYeHns unn NpouNakTUKN Y NI0LEA UK XKNBOTHbIX.

MpumeyvaHnunsa

1 Nio6oe BewecT BO MM COYETaHve BewecTB, BBOAUMOE YeIOBEKY UIN XKUBOTHbIM C AUArHOCT MYECKUMU Lens-
MW UK NS BOCCTAHOBNEHUS, KOPPEKTUPOBKN NAN U3MEHEHUS (DU3NONOTUYECKUX (PYHKLMI YenoBeKa UK XNBOTHbIX,
T aKxe paccmMa TpuBaeTCs Kak iekapCTBEHHOe cpefCcTBO.

2 Cwm. (24).

3 JlekapCTBEHHble CPeACTBA MOTYT TakXe Ha3biBaThbCsA (hapMaLeBTNYECKUMU UK IeKapCTBEHHbIMY npena-
paTamu. BKAYas NpoAyKLUIO, NOABEPTatoLLy0Cs KNTMHUYECKUM UCCNEe[0BaHUAM.

3.31 opraHusauus: Froynna nuu M CPeiCcTB C YyCTAaHOBNEHHbIMU 063aHHOCTIMU, NOTHOMOUYUAMU U
B3aMMOCBS3SMU.
(MCO9000:2005. 3.3.1)

MpnmevyaHune — BHacTosAwWweM cTaHAapTe opraHnsayna TpakTyeTCcsa Kak KOMNaHua, n3roTasnusawoLian
MaTepuanbl 4NA NePBUYHON YyNaKoBKH.

3.32 nogroToBKa neyaTHOro opuruHana: BcanogroTosuTeNbHadgpaboTa o neyaTw.

MpunmevyaHune — Ciofa 0OTHOCUTCA KOHLENTYya/lbHOe pelleHne, Au3aiiH, rpacduyeckoe UCNOJIHEHNE, penpo-
rpaduna. nneHka, U3roToB/ieHNe nevyaTHOW opmbl, WenkoTpadapeTHas neyaTb, Undposbie aiinbl N WpNg TOHOCU-
Tenm.

3.33 3a nepefgenamu TexHU4yecknx TpeboBaHuwii: PesynbTaTbl UCNbITaHWi, He OTBevawLme
TpeboBaHNUAM TexHuYecknx ycnosuii (3.57).
3.34 ayTCOpPCUHI: BbiNoMHEHNE BCErO UM YacTu npolecca Apyroii opraHusauueli (3.3.1).

MpumeuaHne — AyTCOPCUHT 4acTo HasblBaloT cy6noapsaoM (CM. onpeaeneHne TepMuHa ncy6noapsaaUnKk
(6.61)»).

3.35 ynakoBo4YHble MaTepuansbl

3.35.1 mMaTepuansl AN NepBUYHON YNAKOBKW: YNaKoBOYHbIE MaTepuasbl, UCNosb3yeMble B hap-
MaL,eBTMUEeCKol yNnakoBKe, KOTopas COAEPXUT, repMeTu3npyeT WUIu UCNOo/b3yeTCs Al A03MPOBAHHOIO
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NPUMEHEHNS MefMKaMeHTa WAM HaxoAMTCA B HEMNoCcpeACcTBEHHOM KOHTAaKTe C /IeKapCTBEeHHbIM
CPEACTBOM.

MpumeyvyaHuns

1 Mpumepamun maTepnanos 418 NEPBUYHON YyNakoBKW MOTYyT CAYXUTb CTEKN0, pe3nHa, nnacrmacca, anlomm-
HWIA. NneHka, oNbra, CNOMCTbI NnacTuK. MoxeT MCNOMb30BaTbCA COYET aHWe pa3/IMiyHbiX MaTepnuanoBYKOMNOHEH-
TOB (Hanpumep, WNPULbI, a3P030/bHble 6anfoHbl).

2 HacToswwuii cTaHaapT pacnpocTpaHaeTCcAa Takke Ha MaTepuanbl, HaxoAAWMNECS B HENPOAO/IKUT €/1bHOM
KOHTaKTe CnekapCcTBEHHbIMU CPeACT BaMMN (HanpuMep, NMNe TKN U LWNpuLbl).

3 Ha nepBuuYHble ynakoBOYHble MaTepuasbl MOTYyT HAHOCUTbCA NevaTHaa MHpopmauma uan gekopaTuBHbIE
3/1eMeH T bl.

3.35.2 MaTepuansl 415 BTOPUYHOW ynakoBKU: YNakoBOYHble MaTepuanbl, He BcTynawuue B
KOHTaKT C/1eKapCTBEeHHbIM CPEACTBOM, HAaNpuMep KapTOHHbIE KOPOGKM C TEKCTOM 1 683 TeKCTa, 3TU-
KeTKWU. GPOLLOPKU UM BKNAAbIWK (MW peKNamHble MCTKM), 06epTKU U KOHTENHEpb! ANs1 TPaH3UTHbIX
NepeBOo30K, TaKue Kak CKNagHble KapTOHHbIE KOPOGKU.

3.36 BCnomMoraTe/bHble cpeacTBa: MaTepuansl, CNOcO6CTBYHLLME peanusaumm npoLecca.

MpumeyaHne — [laHHble MaTepuanbl HE BKNWYEHbl B TEXHWYECKMe TpeboBaHMA K MPoOAyKLUM U MOTYT
6blThb yAaneHbl NPU AN 4,0 OKOHYAT e/bHON 06paboTKu.

Mpumep — CpeacTBa, cnocobCcTBYOWMEe pasbemy npecc-hopMbl, CXaTblli BO3AYyX, TexHonornyeckas
npokaTHaa cmaska.

3.37 npounsBoAcTBO: Npouecchl, NPMBOASALLME K NOyYEHNIO MAT epUanoB AN NepBUUYHON yNaKkoBKM
(3.35.1).

MpumeyvyaHune — DT npoueccbl 06pasyldT MOMHbIA NPOU3BOACTBEHHbIA LUK, HAYMHASA OT NPUEMKN UCXOA-
HbIX MaTepuanos, BKAYas nepepaboTKy, yNnakoBKy v 3akaHuYnBas Mosy4eHneMm roToBoi NPoAYKUUA.

3.38 npouyecc kBanudukayun: Mpouecc, NOATBEPXKAAOLWMNA CNOCOOBHOCTb BbIMNOMHATb YCTaHOB-
NeHHble TpeboBaHus.
{NCO 9000:2005. 3.8.6]

MpunmeuaHne — Keanudukauus n sanupauus (3.64) oxsaTbhiBalOT NPOEKTHYI0 KBAMPUKALUIO, YCTaHOBOY-
Hyl KBanuukaumuo, KBanngukaumw GyHKLMOHNPOBaHNS, NPUEMO-CAAT OYHbIE UCTbITaHUS Ha NPeanpuUA TN U KBaU-
hukaumio aKcnayaTaymm, a Takke NoBTOPHYI KBAaNM(UKALMUIO ¥ NOBTOPHY Baninjauuio no Mepe Heo6XOANMOCTK.
OTa fefATeNbHOCTb MOXeT TaKke NMPOBOAUTbCS OJHOBPEMEHHO NYTEM FPYyNnAMPOBaHUs (MaTpuyHas Banugauus) u
(Mnn) peTpocnekTUBHO.

3.39 ynpaBneHue KayecTBOM: YacTb MeHe[XMeHTa KayecTBa, Hanpas/ieHHass Ha BbINOJIHEHNE
TpeboBaHWIi K KA4ecTBY.
[MC0O9000:2005. 3.2.10)

MpnmeyaHne — YnpaB/eHne Ka4eCTBOM BK/lOUaeT NPOBEPKY AN TecTNPOBaHNE BbIMONHEHNA TexHuuec-
KUX YCNOBUIA.

3.40 KpuTMYeckoe COCTOAHME KayecT Ba: [TokasaTeb, BAMAIOLWMNIA HA Ka4eCTBO 1A NEePBUYHONA
ynakoeku maTepuanos (3.35.1).
MpunmeuyaHne — MaTepuan, onepauunsa unm ycnosus npouecca, TpeboBaHUA K UCNbl TaHUAM AN Nobble fpy-

rve cooTBeTCTBYyLUIME NapaMeTpbl MOryT paccMaTpuBaTbCA KaK KpUTUUECcKMe B Cnyyae, eC/im HeBbINONIHEHWe Tpe-
60BaHUi K HUM NPUBOAUT K CYLLeCTBEHHOMY yLiepoy.

3.41 cny)K6a KayecTBa: OpraHMSauMOHHOE nogpasgenieHne, Koropoe HeCceT OTBBTCTBEWOCTb
3a obecneyeHne kayecTBa n ynpaBneHne Ka4ecTBOM.

MpnmevyaHne — Cnyxba kauecTBa MOXeT COCTOATHL U3 OT/AeNbHbIX NojpasjeneHuii no obecneyeHunto Ka-
4yecTBa M ynpasieHN0 KayeCcTBOM WU U3 OAHOTO nuLa (rpynnbl 1L) B 3aBUCUMOCT Y OT pasMepoB U CTPYKTYpbl opra-
Hu3auum.

3.42 kapaHTUH: CTaTyc MaTepuanos U1 NPoAYKLMU, U30NMPOBaHHBIX 10 BbIHECEHUS peLleHuns 06
UX nocneayoLemM og406peHUn Unm nocesytoLleil BbI6pakoBKy.

MpumeuyaHune — MoAKAPBHTUHHbIA MaTepuan, kKak npasuno, n3onupyeTcsa PU3NYECKUM UNN UHBIM felicT -
BEHHbIM CNOCO60OM.

3.43 peanusauus: O6WMii TEPMUH, OXBaTbIBalOLW WA BCE NpoLecchl, Tpebyemble AN AOCTWKEHNS
HEeo6X0AMMOro pe3yibTaTaoT NPoeKTUPOBaHUSA 40 NOCTaBKU NPOAYKLMN.
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3.44 conocTaeneHue, ceepns: CpaBHeHNE MeXAy 06bEMOM FOTOBOI NPOAYKLMM, TE0oPeTUYECKU U
(haKTMUYECKM BbINYLLEHHOM UM UCMOMb3YEMOiA, CyuyeTOM HOPMasbHO BapuaLmu.

MpumeuyaHune — CpaBHeHVNEe NPOBOAUTCS C Y4eTOM OTXOA0B, 06pa3LoB 1 APYrux NOTepb, NPUCYWUX NPo-
Leccy.

3.45 BoccTaHoBneHue: O6paboTka nnm NOBTOPHas 06paboTKa MaTepranoB NepBMYHON yNakoBKY
NS BbINONHEHNA TPe6oBaHW TeXHUYECKNX YCNOBUIA.

3.46 3abpakoBaHHbI: CTaTyc UCXoaHbIX MaTepunanos (3.59), BcnomoraTenbHbiX cpeacTs (3.36),
nonycabpukaTos (3.27) unn roTosoi npogykuuu (3.23). pesynbTaTbl UCMbITaHUs KOTOPbIX HE YA0BNeT -
BOPSIOT OLHOMY WN HECKONbKMM T peboBaHNAM TexHU4eckux ycnosuin (3.57) n koTopble ycTaHOB/EHbI
(06bbIHO cnyx 6011 KavecTBa (3.41)) HENPUIOAHBIMU A8 UCNONb30BaHNS.

34 7 BblGpakoBKa: lNpoueccycTaHOBEHUS, BbINOJIHAEMbI 06bIYHO CNYX60i kKayecTBa (3.41), TOro,
YT O UCxoaHble MaTepuansl (3.59). BcnomoraTesnbHble cpeacTBa (3.36). nonydabpukaThbl (3.27) uamroro-

Basi npoAykumsa (3.23) HENPUToAHbI 4715 UCNONb30BaHNS.
3.48 nosToOpHasa obpaboTkKa: NMoBTOPEHNE YacT M TEXHONOMMYECKOro npoLiecca.

MpunmevyaHne — Mpofo/HKEHNE YAaCT U TEXHONOTNYECKOT0 NpoLecca nocse TOro, Kak KOHTPO/b B Npouecce
npou3BoACcTBa Nokasas, YTO JaHHas YacThb Npolecca He 3aBepllieHa, ABNAETCSH HOPMasbHOW NPakTUKONW M He OTHO-
CUTCS KNOBTOPHONK o6paboTke.

3.49 apxuBHble 06pa3slibl, ap6uTpaxHblie 06pasLbl: MaTepuanbl Uav roTosas npoaykuus (3.23),
XpaHuMble ans 6yayLiero cpaBHeHus.

MpumeyaHune — OTwu obpasybl 06bIYHO OTHMpaTCA B JOCTATOYHOM KO/IMYECTBE N XpaHATCA B onpefe-
NTeHHbIX YCNOBUSAX B TeYeHne 3a/laHHOro BPEMEHU A NOCNeAyOLWero cpaBHeHns.

3.50 Bo3BpaT: [pouecc oTNpaBku MaTePMaNoB A4/ NePBUYHOI ynakoBku (3.35.1) obpaTHO B opra-
Hu3auyuio (3.31).

3.51 nepepenka: [elicTBre, NpeAnpuHATOE B OTHOLWEHUN HECOOTBE T CTBYHOLLEN NPOAYKLMMN ANs
TOro, 4To6bl OHa COOTBETCTBOBaNa TPeboBaHUAM.

[MC0O9000:2005. 3.6.7)

MpumeuvuaHune — CopTMUPOBKA MOXET paccmaTpuBaTbCsA Kak nepegesnka.

3.52 aHanus pucka: CucrTemaTuyeckoe NCnonb3oBaHne NHpopmaLlmMmn 415 BbIABIEHUS ONACHOCT U 1
KO/IMYeCTBEHHOW OLeHKM pUcka.

[PykoBogcTBO MCO/M3K51:1999. 3.10]

3.53 oueHka pucka: Obwmii npouecc aHanusa pucka (3.52) n oueHmsaHus pucka (3.54).

[PykoBoacTBO MCO/M3K51:1999. 3.12]

3.54 oueHuBaHue pucka: lNMpouegypa, 0CHOBaHHas Ha aHanu3e pucka (3.52) gnsa onpefenexHns Toro,
OOCTUMHYT 11 fONYCT UMbIA YPOBEHb pUckKa.

[PykoBoagcTBO NCO/M3K51:1999. 3.11]

3.55 MeHegXMeHT pucka: CucTemaTnyeckoe NnpyMeHeHne NoAMT UKW, NpoLeayp v NpakT U4ecknx
MeTO[0B MEHeKMEH T a /1A PeLleHns 3afay aHam3a, OLueHBaHus, ynpasaeHnusa u MOHU T OpVHIa pucka.

[MCO 14971:2007, 2.22]

3.56 cpok xpaHeHus: MNepnof BpeMeHN, B TeYeHne KOTOporo maTepuansl AnA NepBUYHON yNakoBKu
(3.35.1) fO/MKHBI COOTBETCTBOBATH TPEHOBAHMAM (TEXHUYECKMM YCNOBUSIM) NMPU XpaHEHUM Npu onpeje-
JTEHHbIX YCNOBUAX 1 MO NCT eYeHne KOTOPOro MaTepuasbl He AO/KHbI UCNOb30BaT bCS.

MpumeyaHnune — CM. Takxe cpok rogHocTwu (3.21).

3.57 TexHnyeckune ycnosua:JokyMeHT, ycTaHaBMBaoLWnii TpeboBaHus.

[MC0O9000:2005. 3.7.3)

3.58 cTaHgapTHaa paboyasa npouegypa: CaHKUMOHUPOBAHHASA [OKYMEHTalbHO OpopM/IeHHas
npoueaypa uav psag npouegyp, MHCTPYKLUWI NO BbINOHEHNIO paboT bl ¥ UCTIbITaHUIA, NCNO/b3yeMblX B MPO-
uecce npoussofcTBa (3.37) nynpasneHus.

3.59 ucxogHbliii maTepuan: Cbipbe, KOMNOHEHTbI, BellecTBa, UCMO/b3yeMble B NPOM3BOACTBE
MaTepuanos 4519 nepBUYHON ynakoskm (3.35.1).

3.60 cTepunbHOCTb: OTCYyTCTBMUE XU3HECTOCOOHBLIX MUKPOOPTraHN3MOB.

[MCO 14937:2009. 3.26]

3.61 cybnogpsaauunk: TpeTbaCTOPOHA, KOTOpPas BbINOHAET YacThb UM BCO PaboTyno N3rorosne-
HWIO MaTepranos AN NBPBUY>toi ynakosku (3.35.1).
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3.62 06paboTKa NoBepPXHOCT U: MNpouecc, HanpaBfeHHbI Ha yydlleHe NOBEPXHOCTU MaTepua-
JI0B /151 NEPBUYHON YNaKOBKM.

Mpumep — MOKPbITUE CUANKOHOM WAW fpyras 06paboTKa BHYTPEHHUX CTEK/IsHHbIX NOBEPXHOCTEN,
NOKPbITNE BHYTPEHHUX NI/ BHEWHNX NOBEPXHOCT € CT EKNAHHbIX KOHT eiHEepPOB U Pe3UHOBLIX AeTanei.

3.63 NpoCnexXMBaeMocTb: BO3MOXHOCTb NPOCIEANTb NPeabICTOPUIO, MPUMEHEHUE U MECT OHa-
XOX/eHue paccMaTPUBAEMOro 06beKTa.

MpumeuvyaHusa

1 MpocnexnBaemMoCTb NPUMEHNT €/1IbHO K MPOAYKL NN MOXET OTHOCUTbCA K:

- MPOUCXOXAEHWNIO MATEPUANoOB U KOMNNEKT YIOLLUX:

npegbicTopun 06paboTKu:

- pacnpejefieHuto n MecTOHaX0XAEHWUI0 NPOAYKLMN NOCAe NOCTaBKu.

2 Bob6nacTumeTponorum NnpuHATO onpegenexve, npusegeHHoe B VIM — 1993. nogpasgen 6.10.
(NCO 9000:2005. 3.5.4]

3.64 Banupauua: MoaTBepXaeHUe NoCpeAcTBOM NpeAcTaB/eHUs 06beKTUBHbIX CBUAETENLCTB
TOro, 4To TpeboBaHNsA, NpejHa3HauYeHHbIe /19 KOHKPe THOr 0 nNpeanosiaraemMmoro UcrnonbL30BaHns Uam npu-
MEHEHVSA. BbIMOHEHbI.

[MCO 9000:2005. 3.8.5}

MpumeyvyaHnne — CM. npumeyaHue K 3.38.

3.65 Bepudpnkauma: [MoATBepxaeHUe TMOCPEACTBOM NpeAcTaBNeHUs O06beKTUBHbIX CBUAe-
TefbCTB TOro YTO YCTaHOB/EHHbIE TPe6oBaHNs Gbiv BbINMOHEHBI.

MpunmevaHuns

1 TepmuH «BepndULMPOBAHO» UCNO/b3yeTCA AN 0603HaYeHNs cCOOTBeTCTBYWerocraTyca.

2 Mpu pa3paboTke M NpoeKkTUpoOBaHUM BepudunkaLms npeacTasnaeT coboil npouecc n3yyeHns pesynbTaToB
paccmMaTpuBaeMoil eSS TeNbHOCTMU C Leflbio yCTaHoB/IEHNA COOTBETCTBNA YNOMAHY T Ol AeATeNbHOCT U 3alaHHbIM
TpeboBaHUAM.

4 Cuncrtema MeHemXMeHTa KayecTBa

4.1 O6wume TpeboBaHUs

OpraHu3aums AomxkHa paspaboTaThb, JOKYMEHTUPOBATb, BHEAPUTbL M NOAAEPXUBATL B paboyem coCcTo-
AHWUN CUCTEMY MEeHe)KMEHTa KauyecTBa, NOCTOSHHO Y/yyllaTb ee pe3y/ibTaTBHOCTb B COOTBETCTBUM C Tpe-
60BaHMAMN HACTOSLLErO cTaHA4apTa.

OpraHun3auus gosxHa:

a) onpepgensiTb Npouecchl, He06XoANMble A1 CUCTEMbI MEHEeI)KMEHTA Ka4ecTBa, 1 UX NPUMEHEHMNE BO
Bceli opraHmsaumm (1.2);

b) onpefensaTb NnocnefoBaTelbHOCTb M B3aMMOencTBMe 3TUX NPOL,EeCCOB:

C) onpefenaTb KPUTEPUN N MeTOAbl, HEO6X0AMMbIE A1 06ecneyeHns pesyibTaTUBHOCTU Kak Npu ocy-
LLeCTB/IEHNM 3TUX NPOLLECCOB, Tak v NPV yNpas/ieHnn NMu.

d) obecneumBaTb HanMune pecypcos 1 MHpopMaLun, HeobXoAUMbIX 419 NOAAEPX)KaHVA 3TUX NpoLiec-
COB U X MOHUTOPUHra;

€) OCYLLeCTBATb MOHUTOPUHT, U3MEPEHMNE, TaMm. e 3TO BO3MOXHO, 1 aHasin3 3TUX NPoLeccoB:

f) NpuHMMaTb Mepbl, He06X0ANMbIe AN1A AOCTUXEHUSA 3an1aHNPOBaHHbIX Pe3ybTaToB U NOCTOSAHHOTO
YAyyLIeHNa 3TUX NPOLLeCCOB.

[l) oxapakTepu3oBaTb CBO 06LLYI MONNTUKY, HAMEPEeHUA NNoaXo4 K obecneyeHunio kKayecTBa nNpo-
ayKumm.

OpraHu3aums AO/MKHa OCYLLeCTBNSATL MEHEMKMEHT MPOLLeccoB, HEOBX0AUMbIX A8 CUCTEMbI MeHepa-
XMEHTa KayecTBa, B COOTBETCTBUM C TPe6OBaHNAMMN HACTOSALLLErO CTaHAapTa.

Ecnu opraHunsauus peliaeTt nepefarb CTOPOHHeEl opraHv3anmnmn BbiNoSIHEHME Kakoro-nubo npouecca,
B/IMSAIOLLLETO HA COOTBETCTBME NPOAYKLMMN TPE6OBaHNAM, OHA A0/HKHA 06€eCcneynTb CO CBOE CTOPOHbI ynpaB-
NleHne TakvM npoLeccom. BuancreneHb ynpasneHns npoueccamu, nepefaHHbIM1M CTOPOHHUM OpraHu3aum-
AM, AO/DKHbI 6bITb ONPeAenieHbl B CUCTEME MEHE)KMEHTA KayecTBa.
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MpumeuvaHunsn

1 YnomsHyTble Bbllie NPOLECcChl, HE06XoANMbIE A1 CUCTEMbI MEHePDKMEHTa KayecTsa, BK/oYalT B cebsa npo-
Liecchl ynpas/ieHYecKoli ieATeNIbHOCTY PyKOBO/CTBa, 06ecneyeHns pecypcamu, NPpoLEecchl XXN3HEHHOTO LuKIa NPoaykK-
LUMn. U3MepeHns, aHanmsa u ynydeHus.

2 MMpouecc, nepefaHHbIi A4pyroi opraHu3aunm, aBaseTcs NpoLeccom, Heo6X04UMbIM A5 CUCTEMbl MEHE)KMEH-
Ta opraHusalum, Ho no BbIGOPY OpraHn3aLnm BbINOTHAEMbIM BHELLHel 415 Hee CTOPOHOIA.

3 Ob6ecneyeHve ynpasneHus npoyeccaMmu, nepefaHHbIMU CTOPOHHUM OpraHu3auunsam, He 0CBO6oXjaeT opraHu-
3auMio OT OTBETCTBEHHOCTM 3a COOTBETCTBME BCeM TpeboBaHMsAM notpebuTeneii n o6sas3aTenlbHbIM TpeboBaHMAM.
Bbi60p BMAa 1 CTeneHn ynpasieHns NpoLeccoM, nepefaHHbIM CTOPOHHEe! opraHu3alMm, 3aBUCcuT oT Taknx hakTopos,
KaK:

a) BO3MOXHOE B/IMAHWE MepefaHHOro CTOPOHHWUM oOpraHu3auuaM npouecca Ha Cnoco6HOCTL opraHusauum
nocTaBNATb NPOAYKLMI0, COOTBETCTBYIOLLYI0 TPe60BaHUAM.

b) CTeneHb y4acTus B ynpas/e€HUN NpoLEeccoM, NepeaHHbiM CTOPOHHEN opraHu3auuu;

C) BO3MOXHOCTb 06ecneyeHns Heo6X04MMOro ynpas/ieHns NocpeCTBOM NpuMeHeHns Tpe6oBaHunii 7.4.

[MCO 9001:2008]

4.2 TpeboBaHUA KAOKYMeHTaLNN
4.2.1 O6uwue nonoxeHuns

[loKyMeHTauusi cucteMbl MEHEKMEHTA KauecTBa A0/KHA BK/1KOYaTb B Ce6s:

a) AOKyMEHTaNbHO 0hOpPM/IEHHbIE 3asiBAIEHNS O NOJIMTUKE U LLeNnax B 061acTh Ka4ecTBa,;

b) PYKOBOZACTBO MO Ka4ecTBy;

C) AOKYMeHTMpOBaHHbIe NpoLeaypbl U 3anvcu, Tpebyemble HaCTOSILMM CTaHAapToM;

d) poKymeHTBbI, BK/lOYas 3anucu, onpegesieHHble opraHm3auneli kak Heobxoaumble el ans obecneve-
HYSA 3¢ PEKTUBHOTO NAHNPOBAHMS, OCYLLLECTB/IEHNSI MPOLECCOB U YNPaB/EHUS UMU.

MpumeuvaHunsn

1 Tawm.rje BHaAcCTOSsILLEM CTaHAapTe BCTpeYaeTcs TEPMUH «4O0KYMEHTMPOBaHHas npoueaypa», 3To 03Ha4aeT, u4To
npoueaypa paspaboTaHa, fJOKyMeHTa/lbHO ohopMaeHa, BHeApeHa 1 noaaepxuBaeTcs B paboyem cocTosiHUU. OfuH
AOKYMEHT MOXeT cofiepxaTb Tpe6oBaHna 04HON nnun 6onee npoueaypbl Tpe6oBaHne 0 HANNYUN LOKYMEHTUPOBAHHOM
npoueaypbl MOXeT 6bITb peann3oBaHo 60s1ee YeM OfHUM JOKYMEHTOM.

2 CTeneHb JOKYMEHTUPOBAHHOCTY CUCTEMbI MEHEe)XMEHTa KayecTBa OAHON opraHn3aLymm MoXeT OT/IM4aTbCa oT
CTENEeHN [OKYMEHTVPOBAHHOCTY APYroii B 3aBUCHMOCTH:

a) OoT pasmepa opraHusauuv v Buaa fesTenbHOCTH;

b) OT CNOXHOCTW U B3aUMOAENCTBMA NPOLLECCOB;

C) OT KOMMEeTEeHTHOCTU NepcoHana.

3 [lokymMeHTauns moxeT ObITb B 110601 hopMe 1 Ha Nto6OM HocuTerne.

[MCO 9001:2008]

MpnmeyaHne 4— [JokyMEHTUPOBAHHbIE NPOLEAYPbI, MHCTPYKLUUN NO NpoBeeHn0 paboThbl, UCNbITaHNi B
Lenax NpousBoACTBa U ynpaBneHus, Tpebyemble HACTOAWMNM CTaHAAPTOM, MOXHO Ha3BaThb CTaHAAP THbIMU pa6boun-
MU npoueaypamu.

Heo6x0AMMO AOKYMEHT anlbHO 0hOPMU T b O6LLLYI0 NOIMTUKY, HAMEPEHNA N NOAX0 K BaymaLmu.

4.2.2 PyKOBOZACTBO NO Ka4yecTBy

OpraHn3auus o/xHa pa3paboTaTh v NoAAepXMBaTh B paboyem COCTOSAHUM PYKOBOACTBO MO Ka4ecTsy,
copepxallee:
a) 0651acTb NPUMEHEHUs CUCTEMbI MEeHeMKMeHTa kauecTsa, BKouYas Nofpo6HOCTU 1 060CHOBaHME

no6bIX nckyernin (1.2);
b) AOKYMEHTMPOBaHHbIE NpoLeaypbl, paspaboTaHHble 418 CUCTEMbl MEHE[XMEHTa KayecTsa, Wan

CCbIJIKN Ha HUX;
C) onucaHue B3aMMOAeﬁCTBMH npoueccoB CUCTEMbI MEHEXXKMEHTA KavecTBa.

[MCO 9001:2008]

4221 OpraHu3aums Ao/XHa YeTKO ONpefennThb, B KaKoil CTEeNneHn Hac T oAl cTaHaapT npume-
HUM K ee npoueccam.

MpumevyaHune — OpraHnmsayns MoxeT onpefeNnThb, OTHOCUTCA M HACTOALWMIA CTaHAapT KO BCell Bbinyc-
Kaemoil npoaykumum (ANs hapmaLeBTNHEeCKUX U UHBIX Leneil) UAn UCKNIYNT eNbHO ANA hapMaueBTU4Yecknx Lenei.
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4222 PyKoBOACTBO MO Ka4eCcTBY ONUCbIBaeT CTPYKTYPY AOKYMEHTaLun, NCNosib3yeMoi B cucTe-
Me MeHe)KMeHTa KayecTBa.
4.2.3 YnpaBneHue fOKyMeHTamMu

LOKYMeHTbI CUCTEMbI MEHE)KMEHTA KauecTBa [O/IKHbI ObITb YyNpaBiseMbiMy. 3anucu, npeacTasnsio-
Lme cob0ii cneumanbHbI BUA 4OKYMEHTOB, A0/MKHbI GbITb YNpaBaseMbIMy COrlacHo TpeboBaHuam 4.2.4.

[ns onpegenexHns HEO6X0AMMbIX CPEACTB yrnpaBieHns Ao/MKHa 6bITb paspaboTaHa OKYMEHTMPOBaH-
Has npoueaypa, npegycmarpuBaroLLas:

a) odmuymnanbHoe o406peHne OKYMEHTOB C TOUKM 3pEHNSA NX AOCTATOYHOCTU A0 BbINyCKa,;

b) aHanu3 un akTyanusauuio no Mepe Heo6xo4MMOCTM 1 MOBTOPHOE oduLmnanbHoe of406peHne AOKy-
MEHTOB;

c) obecneyeHve ngeHTUdUKaLNM USMEHEHWI 1 cTaTyca nepecMoTpa AO0KYMEHTOB;

d) obecneyeHune HaNUUMA COOTBETCTBYHOLLUX BEPCUI JOKYMEHTOB B MECTaX UX MPUMEHEHUST;

e) obecneyeHne coxpaHeHWs AOKYMEHTOB YETKUMU M 1ErKO MAEHTUULMPYEMbIMY;

f) obecneuyeHve naeHTUUKALUN 1 yNIpaB/IEHUE PACCbINKOM AOKYMEHTOB BHELLUHEr0 NPOUCXOXAEHUS,
onpefiesieHHbIX OpraHu3auueli kak Heob6xoAumble A7s NAaHWPOBaHUS U (PYHKUMOHMPOBAHWUS CUCTEMbI
MeHeAKMeHTa kauyecTsa,;

) npepgoTBpalleHne HenpegHaMepeHHOro UCNoib30BaHUsA ycTapeBLUNX [OKYMEHTOB U NPUMeHeHne
COOTBETCTBYIOLWEN naeHTUUKaLMM TaKNX JOKYMEHTOB, OCTaB/IEHHbIX AN KAKMX-N160 Lenei.

[MCO 9001:2008]

4.2.3.1 OpraHusauus fomkHa y6eanThbCcs B TOM. YTO U3MEHEHNA B JOKYMEHTax aHaIn3npyroTca n
yTBeEPXAaTCcs IM60 NepBUYHOL cornacuTenbHO MHCTaHuuelt, Nnbo Apyroi HazHavyaeMoi NHCTaHLMeN,
nMetoLLeli AOCTYN K COOTBE T CTBYIOLL e MCXOAHOW MHAhopMaLum AHA 060CHOBAHUS CBOMX PeLUEHWA.

4.2.3.2 OpraHusauus Ao/mkHa onpefennTb CPOK XPaHeHUs yCTapeBLUnX KOH T PoIMpyeMblX JOKYMeEH-
TOB (CM. Takxe 4.2.4.8).

4.2.3.3 Mpyncnonb30BaHNV Ha JOKYMEH T ax 3/1eKT POHHbIX NOANUCEN OHM [O/MKHBI KOH T PONNpoBaTb-
cA ana obecneyeHns 6e30NacHOCT W, KBMBASIEHTHOM NOANUCY OT PYKN.

4.2.3.4 YnpaBneHve AOKYMEHTaMu A0/HKHO BKIOYAaThb OAHO3HAYHYIO nAaeHTuUdukaymio (Hanpumep,
Ha3BaHve/HoMep [OKYMEeHTa, aTa BblNyckKa 1 HOMep CTpaHuLbl).

4.2.4 YnpaBrieHue 3anmcamu

3anucy, ycTaHOBEHHbIE 4717 NPELACTAB/IeHUsI CBUAETENLCTB COOTBETCTBUS TPe60BaHUSM U pe3y ibTa-
TUBHOTO (PYHKLMOHUPOBAHUSA CUCTEMbI MEHEKMEHTa KauecTBa, f0/IKHbI HAXOAUTLCS N0 yNpaBieHneM.

OpraHusauus [o/iXHa YCTAHOBUTb AOKYMEHTWPOBAaHHYl Npoueaypy AN OnpejesieHnsi CpeacTs
ynpasneHns, HeO6X0ANMBIX AN UAEHTUUKALUN, XPAHEHNS, 3alUUTbI, BOCCTAHOB/IEHNS, COXPAHEHNS U
U3bATUA 3anuceil.

3anucy LOoMKHbI 0OCTaBaTbCst YETKUMU, NIETKO UAEHTUNLMPYEMBIMUA U BOCCTAHABIMBAEMbIMU.

[MCO 9001:2008]

MpunmeyaHne — K3sanucsam o THOCATCA JaHHble O NPON3€0ACTBE CEPUN NPOAYKL ML, a TakKxe pyrue 3anucu
0 KauecTBe, Takue Kak 0T4YeTbl 06 OTKITOHEHUSAX N UCCNE[0BaHNN.

4.2.4.1 OneKTpPOHHbIE 3aMnCcu NOAN0XAT TakoMy e ynpas/ieHnto, KoTopoe TpebyeTca gna Apyrux
3anuceit (Ww. 4.2.4n 7.5.2.9).

4.2.4.2 OTpenbHble 3anUcu AOMKHbI 6biTh YeTKAMW, HECMbIBAEMbIMU, BbINONHEHHBIMU CPas3y Xe
nocne BbINOJIHEHNA AeATeNbHOCT U (B NOPAAKE BbINONHEHUA paboT), 4aTWPOBAHHBIMU U NMOAMUCAHHBIMU
nMuoM, Aenawwmm 3anuck. icnpasneHns B 3anucsax JOMKHbI 6bITb AaTUPOBaHHLIMKU, NOANUCAHHBIMU 1
CONpPOBOXAaeMbIMU Pa3bsACHEHUAMN N0 Mepe HeO6XOAMMOCTU, OCTaBNsaA pa3bopyunBoil NepBoHaYaNbHy0
3anmceb.

4.2.4.3 OpraHusauus fo/mkHa onpefensTb Npouecchbl U NokasaTenu, BaxHble Ans obecrnevyeHus
KauyecTBa, rfe A1 BblNycka cepun TpebyeTcs [BoliHas nposepka. [pu npoBefeHnn anek T POHHO Nposep-
KN 3T 0 JO/MKHO 6bITb YeTKO onpefeneHo.

4.2.4.4 KaxppliiaTanunnokasaTenb BnpoLecce NpoM3BoACT Ba MynpasBneHus, BaXHbI Ans obecneuve-
HWMS KayecTBa. JO/MKEH 6blThb NAeHTNMULMPOBaH N NOABEPTHY T ABOHON NpOBEPKe.

4.2.4.5 [nA Kaxaolh cepyun NepBUYHbIX yNakoBOYHbIX MaTepuanoB OpraHnsaLms 4o/KHa COCTaBNATb
1 BECTMW 3anuncb, KoTopas obecneynsaeT npocnexmsaemMocTb (CM. 7.5.3) nonpegenseT KONMYecTBO NPO-
13BEeEeHHON NPOAYKL N 1 KONNYEeCTBO, yTBEPXAEHHOEe K peanmsauun.

0



FOCT PNCO 15378—2014

4 2.4.6 OpraHusauns fo/hkHa onpeAenaTh Te nokasaTesm oOKyMeHTaLlum no cepum, KoTopble noj-
nexaT Bepudukauuu.

4.2.4.7 JoKyMeHTaumsa no cepun go/mkHa 6blITb BEpUULMpoBaHa 1y TBepXaeHa.

4 2.4.8 Bce 3anucw, Kacawlnecs N3roToBNeHWs, yNpaBneHus, UCnbiTaHuii, pacnpeaeneHns n pac-
cnefloBaHns. AO/HKHbI COXPAHATbCA B TeYeHve, No KpaiHei mepe, NATW N1eT € AaTbl U3roTOBMEHNA NN B
TeyeHne cpoka, COrnacoBaHHOro ¢ NoTpebuTenem unn. no kpainHeih mepe, B TOYEHNE OQHOrO roga nocne
UCTeuYeHns CPoKa roAHOCT U NePBUYHBIX yNMaKOBOUYHbIX MaTepuanoB, yCTaHOBNEHHOI O OpraHunsauvei, ecnm
HeT MHOWN A0rOBOPEHHOCT M C NOTpebnTenem.

MpnmeuvuaHune — MoxeT norTpeboBaTbCsA COXpaHEHME 3anuceil 0 NePBUYHbIX YNAKOBOUYHbIX MaTepnanax
[0 KOHLLa CPOKa XpaHeHNs nekapCTBEHHOIO CpeACTBa, Kak OroBOPeHo NoTpebuTenewm.

5 OTBeTCTBEHHOCTb PYKOBOACTBa
5.1 O6s3aTtenbcTBa pyKOBOACTBA

Bbiclwlee pykoBOACTBO A0/HKHO 06ecneynBaTh HanMumne CBUAETENLCTB MPUHATUSA CBOUX 0653aTeNbCTB
no paspaboTke U BHeAPEHWI0 cUCTeMbl MEHe[KMeHTa KayecTBa, a Takke MOCTOSHHOMY Y/yYlIeHUo ee
pes3ynbTaTUBHOCTU NOCPELCTBOM:

a) [oBefieHuns 40 CBefeHVs NnepcoHana opraH3aLmm BaXXHOCTY BbINOTHEHUS Tpe6oBaHuii noTpebuTte-
neii, a Takxe 3aKoHoaTeNbHbIX M 06513aTeNIbHbIX TPe6OBaHMIA;

b) pa3paboTKkuM NOSUTUKN B 06/1aCTU KavecTBa;

c) obecneyeHus pa3paboTku Lenei B 061acTu KauecTsa,;

d) nposepAeHUst aHanM3a co CTOPOHbI PYKOBOZCTBA;

e) obecneyeHnss HeOBXO4MMbIMU pecypcamu.

[MCO 9001:2008]

5.2 OpuveHTauus Ha noTpebutens

Bbiclee pyKoBOACTBO A0O/HXKHO ob6ecneynsartb onpegenieHne n BbiNosHeHNe TpeboBaHnili noTpebute-
neii N NOBbILWEHUS UX yA0BNeTBOpeHHocTH (7.2.1 n8.2.1).
[MCO 9001:2008]

5.2.1 TllpoBepku, npoBoAgnMble NOTpebuTenem

Opranu3sauus Jo/kHa paspelwaTb NoTpebuTena uam ero npegcTasnTenam (Mo B3avMHOMY cora-
C1I0) NPOBOAM T b MPOBEPKUN /1A aHaNN3a CUCT eMbl MEHEIKMEHT a kavecTBa.

OCHOBHble TpeboBaHMA NOTPeONTENA K opraHn3annm cesizaHbl C NpUeMseMbIMU NPON3BOACT BEHHbI-
MU BO3MOXHOCT AAMU, KOMMNETEHTHbIM U NOArOT OB/IEHHLIM NEPCOHANIOM, NpoLeccamu, npegHasHavyeHHbIMU
AnsobecneyeHns 6e3o0nacHOCT U NPOAYKLMAN M 0T Cy T CTBUA NEPEKPeCTHOrO 3arpsi3HeHus, a Takxe co cro-
COBHOCT b0 MOCTOAHHO BbINYCKaTb MPOAYKLMIO, OTBEYalLlyl TexHUYeckum T peboBaHnsam norpebu-
Tens.

5.3 Monutunka B 061acTu KayecTea

BbicLlee pyKOBOACTBO A0/TXKHO obecneumBaTb, YUTOObI NOIUTMKA B 06/1aCTW KayecTBa:

a) cooTBeTCTBOBa/1a LUEeNAM opraHmnsaumnm,

b) BK/IlOYasia B cebs 0693aTeNnbCTBO COOTBETCTBOBATb TpeﬁOBaHVIHM N NOCTOAHHO NoBbIWATbL pe3y/ib-
TaTUBHOCTb CUCTEMbI MEHEXXKMEHTa KayecTBa,

C) co3fgaBasia OCHOBbI 414 NOCTaHOBKN N aHain3a Ll.erlel?l B 06/1acTN kayecTBa,;

d) 6biia goBefeHa [0 CBeAeHns nepcoHana opraHmsaunmm n NOHATHa eMy:

e) aHanmsnpoBasiaCb Ha NOCTOAHHYK NPUTOAHOCTb.

[MCO 9001:2008]

11
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5.4 TlnaHupoBaHue
5.4.1 Llenn B ob6nacTu kayecTBa

BbicLlee pyKOBOACTBO OpraHv3aunm Ao/kHO o6ecneunBatb, YTo6bl Lenn B 06/1aCTU KavecTsa, BK/O-
Yyas HeobxoAnMble A5 BbINONHEHMSA TpeboBaHuii K npoaykuun [7.1. nepeuuncneHne a)], 6b11m ycTaHOBNEHbI
B COOTBETCTBYIOLUUX NOAPA3AENEHUSAX U HA COOTBETCTBYHOLMX YPOBHSX opraHm3auuu. Llenn B o6nactu
KayecTBa A0/IXHbI 6bITb U3MEPUMbIMU U COFNaCyeMbIMU C MONUTHKOM B 06NaCTM KavecTBa.

[MCO 9001:2008)
54.2 I'InaHleOBaHme co3faHuAa U pa3BnUTUA CUCTEMblI MEHE)XKMEHTa KayecTBa

Bbicliee pykoBOACTBO A0/IKHO 06ecneyunBathb:

a) nnaHWpoBaHWe CcOo34aHusl, NOAAEPXAHUS U YNyULIEHUS CUCTEMbl MEHeMKMEHTa KayecTBa AN1s
BbINOJSIHEHUA TpeboBaHuii 4.1. a Takxe AN AOCTVXEHUS Leneli B 06nacTu kayecTsa.

b) coxpaHeHue LeNoCTHOCTM CUCTEMbI MEHEI)KMEHTA KayecTBa NPy N1aHMPOBaHUN U BHEAPEHUN B HEE
N3MEHEeHWIA.

[MCO 9001:2008)

5.5 OTBETCTBEHHOCTb, MOJIHOMOYUNA N 06MeH nHhopmaumei
5.5.1 OTBEeTCTBEHHOCTb U NOSTHOMOYUS

Bbiclwiee PYyKOBOACTBO A0J1XHO obecneunBaTtb onpegeneHne n poseneHne o ceefeHns nepcoHana
opraHnsayun oTBETCTBEHHOCTU U ﬂOﬂHOMOHMﬁ.
[MCO 9001:2008)

5.5.1.1 OpraHu3auus jo/KHa BECT W TekyLme obpasubl (M. 4.2.4.) nognuceli 0TBETCTBEHHbIX AL,
PekomeHayeTCs MeTb NepeyHn noagnucei n (Unu) naeH TudnkaLoHHbie NnepeyHn BCero nepcoHana, npo-
BOJALLEr0 MPOBEPKN UN NOBTOPHbIE NMPOBEPKM 3Tanos npowecca, CpefcTB ynpaBeHns B Xofe npouecca
nT. n

5.5.1.2 Cnyx6bl KayecTBa, OTBevawlLlue 3a NPUHATME peLleHnii, BaXKHbIX 415 obecneyeHuns kavec-
TBa. A0/MKHbI 067142 T b NOSIHOMOUYUSAMY MO NPUHAT MO T aknx peLleHnii He3aBMCUMO OT NPOMN3BOAC T BEHHbIX
npoLeccos.

5.5.2 TlpepactaBuTesnb pyKoBOACTBA

Bbicllee pykoBOACTBO [0/HKHO Ha3HauuTb NpeacTaBUMTENS M3 cocTaBa PYKOBOACTBA OpraHm3auuu,
KOTOPbIV HE3aBUCMMO OT APYTUX 06513aHHOCTEN A0/KEH HECTU OTBETCTBEHHOCTb Y UMETh NOJTHOMOYMS, pac-
npocTpaHsaLmnecs:

a) Ha obecneyeHune pas3paboTku, BHeAPEHUS U NOAAEpXaHMsa B paboyemM COCTOSIHUM MPOLLECCOB, Tpe-
B6yeMbIX CUCTEMOW MEHEXKMEHTA Ka4yecTBa,;

b) HanpejcTaBfeHNe 0TYETOB BbICLLEMY PYKOBOACTBY O (DYHKLMOHNPOBAHUMN CUCTEMbI MEHEXMEHTA
KayecTBa M HEOOXOAMMOCTM €€ yyuLlEeHNS;

C) HacogelicTB/e pacnpocTpaHeHNo NOHUMaHUS TpeboBaHWii NOTpebuTeNen No Bcen opraHnsaLmm.

MpunmeyaHne — B OTBETCTBEHHOCTb NPEACTABUTENA PYKOBOACTBA MOXET ObITb BK/HOYEHO nopgnepxaHue
CBA3U C BHELWHNMM CTOPOHaMM No Bonpocam, Kacawwmmca CUCTeMbl MEHE)KMEHTaA KayecTBa.

[MCO 9001:2008)
5.5.3 BHyTpeHHU 06MeH nHopmaumei

Bbiclee pyKOBOACTBO A0/HKHO 06ecneumBaTh yCTaHOB/IEHNE B OpraHM3anMm CoOTBETCTBYIOLWMUX NPo-
LieccoB o6MeHa UHopmMalmeii, BkIoYas MHGOpMaLM, OTHOCALLYIOCS K Pe3y/ibTaTUBHOCTU CUCTEMbI
MeHeAXXMeHTa KauyecTBa.

[MCO 9001:2008)

5.53.1 MpaBnna GMP. onncaHHble BHACTOSALWEM CTaHAapTe, ¥ HopMaTVBHbIe TPeboBaHNs JO/MKHbI
no Mepe HeobXoAMMOCT U fOBOANT bCA 0 CBELEHNS KaX 00 YPOBHSA OpraHusauum.

12
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5.5.3.2 BbicLlee pykoBOACTBO A0/IKHO 6bITb CBOEBpPEMEHHO yBeJOM/1IEHO O CUTYyaUuuAax, KpUTUNYHbIX

ans obecneyeHns kayecTBa.

NMpnmevyaHune — Knpumepam npoueccoB o6MeHa MHoOpMaL e 0O THOCATCSA Te. KOTopble kacal Tcst o6me-
Ha uHopmaumei o NoNMTHKe B 061aCTN KayecTBa, aHaM30B CO CTOPOHbI PYKOBOACT B, Pe3y/ibTaT 0B BHY T PEHHUX
NPOBEPOK KaYecTBa M KOPPEKTUPYIOLLMX U Npeaynpexaaownx geiicTauii.

5.6 AHaNM3 co CcTOpPOHbI pykoBOACTBA
5.6.1 O6wmne NonoXeHNs

Bbicllee pyKOBOACTBO [0/IKHO aHaIM3MPOBaTh Yepes 3aniaHupoBaHHble UHTEPBA/IbI BPEMEHW CUCTe-
My MeHe)KMeHTa KayecTBa opraHmsauun B Lenax obecneyeHna ee NOCTOAHHON npuroaHoCTn, AoCTaTO4-
HOCTW W pe3yNbTaTUBHOCTU. ITOT aHa/INU3 AO/MKEH BKOYaTb B Ce6S1 OLEHKY BO3MOXHOCTEN ynyullueHuit n
NoTPe6HOCTN B N3MEHEHNAX B CUCTEME MEHEMKMEHTA KayecTBa opraHvu3auuu, B TOM YUC/ie B NOSIUTUKE U
uensax BobaacTn KavyecTsa.

3anncu 06 aHasIM3e co CTOPOHbI PYKOBOACTBA AO/IKHbI NOAAEPXKMBATLCS B paboyem cocTosiHu (4.2.4).

(MCO 9001:2008]

5.6.2 BXxopAHble AaHHble ANg aHanusa

BxofHble AaHHble A1 aHanu3a Cco CTOPOHbI PYKOBOACTBA [O/DKHbI BKIOUATb B CEOS CriefyloLlyio
WHpopmaunio:

a) pesynbTaTbl ayanToB (MPOBEPOK);

b) 06paTHy CBA3b OT NOTPeEGUTENEN;

c) (YHKLMOHMpPOBaHUE NPOLLECCOB 1 COOTBETCTBME NPOAYKLMY;

d) cTaTyc npegynpexagatowmnx n KOPPEKTUPYOLNX AERCTBUI;

€) nocnepywline eicTBNSA, BbITEKAKOLWME U3 NPeblAyLLIMX aHAa/IM30B CO CTOPOHbI PYKOBO/CTBA;

0 u3MeHeHus, KOTopble MOrx 6bl NOB/IMATHL HA CUCTEMY MEHEKMEHTA KayecTsa,;

) peKkoMeHAaLMm Mo yNyULIEeHWIO.

[MCO 9001:2008]

h) pe3ynbTaTWBHOCTb NOAFOTOBKM.
5.6.3 BbIXoAHble AaHHble aHanusa

_ BbixofjHbIE AaHHblE aHanM3a CO CTOPOHbI PYKOBOACTBA AO/KHbI BK/OYATL B CE6Si BCE PELIEHUS U
[AeiicTBus, OTHOCSLWMeCs:
a) KNOBbIWEHWUIO Pe3ybTaTUBHOCTM CUCTEMbI MEHEIXXMEHTA KayecTBa 1 ee NpoLeccos;
b) KynyylweHuio NpoayKLuM No OTHOLLIEeHUIO K Tpe6oBaHusAM noTpe6uteneii:
C) KNOTpPebHOCTM B pecypcax.
[CO 9001:2008]

6 MeHemXMEHT pecypcoB

6.1 ObecneuyeHune pecypcamu

OpraHun3auus gomkHa onpegenntb nobecneunsaTb pecypcehbl, Tpebyemble:

a) ANA BHeApeHWs 1 noafepxaHus B paboyem COCTOSHUM CUCTEMbI MEHEIKMEHTa KayecTBa, a Takke
NMOCTOSHHOTO MOBbILIEHUS ee pe3ybTaTUBHOCTMY;

b) 405 NOBbILEHNS YAOBNETBOPEHHOCTY NOTpebuTenell nyTeM BbINOTHEHNS NX TPEGOBAHWIA.

[MCO 9001:2008]

6.2 Yenoseyeckue pecypchl
6.2.1 O6wme nonoxeHus

MepcoHan, BbINOMHAKLWMIA pa6oTy, BNAMSIOLYIO Ha COOTBETCTBUE NPOAYKLMM TpeGoBaHWUsAM, LOKEH
6bITb KOMNETEHTHbIM Ha OCHOBE M0JlyYeHHOro 06pa3oBaHusi, MOArOTOBKY, HABbLIKOB U OMbITa.

MpumeuyaHue — HacooTBeTCTBME NPOAYKLMN TPEGOBAHUAM NPSIMO UM KOCBEHHO MOXET B/IMATL NMEPCOHA,
BbINOMHALWMIA No6yto paboTy B paMmkax CUCTeMbl MEHeXMeHTa KayecTBa.

[MCO 9001:2008]
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6.2.2 KOMMEeTeHTHOCTb, OCBEOM/IEHHOCTb Y NOATOTOBKA

OpraHusaums JomkHa:

a) onpepgensaTb HEO6XOAUMYIO KOMNETEHTHOCTbL NEPCOHanNa, BbIMOMHAOLWEro paboTy, koTopas BAnseT
Ha COOTBeTCTBUE TPe6OoBaHMSAM K KauecTBY NPOAYKLWK;

b) rae aTo BO3MOXHO, obecneunBarb NOArOTOBKY WAV NpeAnpuHUMaThb Apyrue AelicTBUA B Liensax foc-
TUXEHNS He06X0AUMOIN KOMNETEHTHOCTY;

C) oueHuBaTb Pe3yNbTaTUBHOCTb NPUHATLIX Mep;

d) obecneunBaTb OCBEAOM/IEHHOCTb CBOEIO MepcoHasna 06 akTyanbHOCTU U BaXHOCTW ero AesaTesb-
HOCTW 1 BKNaje BAOCTWXEHME Leneli Bob6nacTu KayecTsa;

e) nogpepxuBatb B paboyeM COCTOSHWM COOTBETCTBYHOLME 3anucy 06 obpa3oBaHuM, NOATOTOBKE,
HaBblKax nonoite (4.2.4).

[MCO 9001:2008]

6.2.2.1 O6yuyeHue GMP

6.2.2.1.1 [10oMKHO perynspHo NnpoBoANTbCA JONOMHUTENbHOE 06yyeHne, KOTOpPoe BKIOYaeT ocBe-
[OM/TIeHHOCT b 0 flefic T ByloWwmx npasunax GMP v Bcex npoueaypax u MeTofax, KoTopble OKa3biBalo T BANSA-
HVe Ha KayeCT BO NPOAYKLUMUM N CUCTEMY MEHeDKMEHT a kauecTBa. Takoe obyyeHne A0/KHO 0XBaTbiBATh:

a) puUCK3apaXeHus 1 nepekpecTHOro 3apaxeHus;

b) MOTeHUWasbHYy ONacHoCTb /1 KOHEYHOT O N10/1b30BaTBASA/NaUuueHTa B c/iyyae 3apaxeHus npo-
Aykuynu,

C) BAWsHME N0ObIX OTKNOHEHWI A OT YyCTaHOBNEHHbIX NPOLeayp, NPOLEeCcCOoB UK TEXHUYECKUX YCo-
BWI1 HA KaYeCTBO NPOAYKUMM NOTPebnTens nav KOHe4YHoro nosbL3oBaTens.

6.2.2.1.2 CnepyeT yAenaTb 0c060e BHUMaHVE MNOAr0TOBKE NepcoHana, 3aHATOro M3roToB/IEHNEM
CTepubHbIX KOMNOHEHT OB UM KOMNOHEHT OB, MOABEPraloLxcsa nocnegytoLeli cTepuasaumm.

6.2.2.1.3 [JomKHO 6bITb OPraHM3oBaHo cneynanbHoe 06yyeHre MUKPO6G1OoNornyeckomy 3arpsasHeHnto
1 3arpsa3HeHnio YyacTuuaM 1 N0 T eHLUMaIbHOMY PUCKY TakKoro 3arpssHeHus 41 naumeHTa.

6.2.2.1.4 C onpefeneHHOl NepMoanYHOCT IO J0/DKHA MPOBOAMTLCS AOMNOMHUTENbHAA Nepenoaro-
TOBKa.

6.2.2.1.5 lomkHa 6bITb OpraHn3osaHa NoAroToBKa BPEMEHHOrO NepcoHana UM OH JO/MKEH Haxo-
AT bCcANO HabnoAeHneM NoAroTOBNEHHOT O NLA.

6.2.2.1.6 MNpwu HaliMe KOHCY/IbTaHTOB A1 KOHCYNbTMPOBaHMS No BOMpocaM KayecTBa [JO/KEH BeC-
TUCb y4yeT uX KBasiMuKaLnm u BUL0B OKa3biBaeMbIX YCIyT.

6.3 WHppacTpykTypa

OpraHu3aumsa go/kHa onpegensaTtb, obecneunsaTb M NogaepxmsaTb B paboyem COCTOAHUU MHApa-
CTPYKTYpPY. HEOBXOANMYIO AN18 [OCTUXEHUS COOTBETCTBUS TpeboBaHMAM K NpoayKuun. MHdpacTpykTypa
MOXeT BK/toYaThb B ce65, ecnv NpUMeHNMO:

a) 3faHus, paboyee NPOCTPAHCTBO M CBA3aHHbIE C HUM CpeAcTBa TpyAa,;

b) ob6opypoBaHue 47s NpoLeccoB (Kak TeEXHUYeckue, Tak M MporpaMMHble CpeacTBa);

c) cnyx6bl o6ecneyeHns (Takue Kak TpaHCnopT, CBA3b AN MHOPMALMOHHbIE CUCTEMbI).

(MCO 9001:2008]

6.4 TpousBoaCTBEHHAA cpefa

OpraHn3auus go/kHa co3aaBaTh NPOU3BOACTBEHHYIO Cpedy, HE0BXOAMMYIO AN AOCTUXKEHNUS COOT-
BETCTBUSA TPE60BAHNAM K NPOAYKLMN, U YNPaBATb El0.

MpumeuyaHune — TepMUH «NPOM3BOACTBEHHAA CPeAA» OTHOCUTCA KYCMIOBUAM, B KOTOPbIX BbINO/HAKT pa6o-
Ty. BK/lOYAs n3nueckue, aKonornyeckue u gpyrue gaktopbl (Takme kKak Wym. TeMnepaTtypa, BAaXHOCTb, OCBeLLEeH-
HOCTb U/IN MOTOAHbLIE YC/OBUS).

(MCO 9001:2008]

6.4.1 Tpeb6oBaHMNS K NPOU3BOACTBEHHOI cpeae

6.4.1.1 OpraHu3auus Ao/XHa yCTaHOBUTb A0KyMEeHTUPOBaHHble TPeboBaHs Mo 0XpaHe 3[0p0Bbs,
uMCTOTE, 0fEXAE U KOHTPO/I0 OCTYNa NepcoHana, ecaim KOHTakT MexXAy TakuM NepcoHaiom 1 nepeuy-
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HbIMM YMaKoOBOYHbIMW MaTepvanaMmm uav Npon3BoACTBEHHON cpeiol MOXeT HeraTWBHO O TpPasnTbCsA Ha
KayecTBe NepPBMNYHbIX YNaKOBOUYHbIX MaTepunanos.

6.4.1.2 Ecnu ycnosua Npou3BOACTBEHHOI cpefbl MOTYT OTpuUaTeNbHO Cka3aThbCA Ha KayecTBe
NnepBUYHbLIX YNAKOBOYHbIX MaTepnanos, opraHnsaumna Ao/HkKHa onpefenMTb COOTBeTCTBYLW /e YC/I0BUA
Npon3BOACTBEHHO cpefbl Mpa3paboTaTbCUCTEMYNO MXpe3ybTaTUBHOMY MOHUTOPUHIY M KOHTPOJIO.

6.4.1.3 B cnyyaB He06X0ANMOCT Y A0/MKHbI 6bITb CO3A4aHbl Y JOKYMEHTUPOBaHbI CneLyasnbHble YCro-
BMA MO KOHTPO/IMPOBAHMNIO 3arpPA3HEHHbIX WAW NOTEHLMANbHO 3arpA3HEHHbIX MEPBUYHbIX YNAKOBOYHbIX
MaTepuasnos, YTO06bl NPenATCTBOBATb 3arPA3HEHNIO APYTUX MEPBUYHbIX YNTaKOBOUYHbIX MaTepuanos, Npo-
N3BOACTBEHHOW cpeAbl UK nepcoHana.

6.4.2 Knaccuukayms YACT bIX 30H/YNCT bIX MOMELLEHUIA

YncTble 30HbI/YNCT ble NOMEeLLeHUs [0/MKHbI KnaccuuumnposaTbes BcooTBeTCTBUM C N C O 14644-1
N [O/MKHbI KOHTPOAMPOBATbLCA/MCNONL30BATbLCA B cooTBeTCTBUM ¢ NCO 14644-2. NCO 14644-3 n
NCO 14644-5 unun nx aKBBaJIEH T OM.

OTHOCUTENbHO NPOEKTNPOBaHUSA, CTPOMTENbCTBA U BBOAA B AElICTBMNE YACTbIX MOMELLEHWNA CM.
NCO 14644-2nlNCO 14644-4.

MOHUT OPUHT MOXET OCYLLEeCTBNATbLCA B cooTBeTCTBUM C MCO 14698-1 1 NCO 14698-2.

6.4.3 YnpaBfieHne puckom 3arpa3HeHus

OpraHusauusa fo/mkHa onpeaennTb UYNnpaBnsTb PUCKaMU BO3MOXHOIO 3arpA3HeHUs NepBrUYHbIX yna-
KOBOYHbIX MaTepranos, HanpumMep.

a) NM4YHas rurmeHa u cocTosiHMe 340POBbS:

b) NM4YHasn ofexaa, BENUPHbIE N3AeNNs, BKIoYas NMUPCUHTU, U KOCMeT uKa:

C) KypeHwue, efja. xeBaHue, NTbe N/NYHble MeAnKaMeHTbl:

d) nepepaboTkauyTuUM3aunsa 0TX0[0B:

B) MWUKPOGWOSIOrMYecKoe 3arpsisHeHue.

6.4.4 bopbba cBpeanTeENIMHU

[omkHa 6bITb peannsosaHa pesybTaTBHasA nporpamMmma no 6opbbe c BpefnuTenamu.

6.4.5 BcnomoraTesibHble CNYX6bI

6.4.5.1 Bce uHXeHepHble ceTwu (Hanpumep, BO3A4yX0-. ra3o-. napo-. BogocHabXeHune) Ao/MKHbl 6bITb
oueHeHbl Ha NpegmMeT BO3MOX!HOr0 BIMAHUA Ha Ka4eC T BO NEPBUYHBIX YTAaKOBOUYHbIX MaT epuasios 1 NiobbIxX
CBSA3aHHbIX C HAMW PUCKOB. [,0/KHbI BECTWCh 3aN1cu NPOBOAUMOW OLeHKM (CM. 4.2.4).

Mpw OLEeHKe [OMKHbBI UCNO/b30BAT bCA APYTNEXNAKOCT U (HanpuMep, CMa30ouHbleXNAKOCT W, oxnaxaa-
OLLME XMAKOCT W, rnapaBaMyeckne macna u T. n.). KOTopble MOryT BCTYNaTb B KOHTaKT C NepBUYHbIMU
yNakoBOYHbIMU MaTepuanamu.

B 3aBMCMMOCT M OT PUCKOB J0/MKHA 6bI Th PACCMOTPeHa BO3MOXHOCT b MCMO/Ib30BaHNSA NULLLEBbIX XNJ-
KOCTeil.

6.4.5.2 [lo/KHbI ObITb NPeAyCMOTPeEHbl COOTBETCTBYOWMNE BEHTUNALNOHHbIE U BblITSXHblE CUC-
TeMbl BC/ly4aB HEO6X0AUMOCT U A1 CBEAEHUA K MUHUMYMY pUcKa 3arpsasHeruns. Ocoboe BHMMaHue cnegyeT
YAeNATb cucTeMam peLupKynaLmm Bogyxa.

6.4.5.3 Ecnu Boga BCTynaeT B HEMNOCPeACTBEHHbI KOHTaKT C NePBUYHLIMW YNaKOBOYHbIMU MaTe-
pranamu Uan UCXo4HbIM MaTepuasom Uam NCnosb3yeTCcsa ANA MblTbA 060pYA0BAHNSA, KOHTaKTUPYOLWEero
€ npoaykumeii, Heo6xoaUMo onpeaensaTb U KOHTPOMPOBATb ee KayecTBO.

6.5 PaboTbl N0 TeXHN4YeCKOMY 06CNYXNBAHUNIO

6.5.1 OpraHuzauus [JomKHa BbipaboTaTb [AOKYMEHTWPOBAHHble TpeboBaHWA K TEeXHUYEeCKoMy
06CcnyXunBaHunio (Hanpumep, B 0 THOLLEHUN TEXHOIOMMYECKUX NPOLLECCOB, CUCTEM U 060pyAOBaHMUS), KOraa
nposoANMble paboTbl UN UX OTCYTCTBME MOTYT 0T PasnTbCA HAa KaYeCcTBe NPOoAYKLUN.

6.5.2 CnepyeT BecTuy4yeT paboT MO TEXHNYECKOMY 06CNYXMNBAHNIO.

6.5.3 OpraHusauus po/mkHa obecneumBaTb WCNOMb30BaHWe, 3KCnayaTauuio U NojdepxaHune B
[O/MKHOM COCT OAAHUN MHDPAC T PYKTYPbl BCOOTBETCTBUM cnpasunamm GMP 1 Bo nsbexaHune 3arpsasHeHns
npoaykuuu (BKNoYas KOHTPO/b B3BELLEHHbIX YacT UL, 1 MUKPOGMOIOTrMYECKNiA KOHT POsb B Crlyyae Heo6xo-
amMocTw).

6.5.4 KoMnbloTepusnpoBaHHble CUCTEMbI, KOTOpPblE MOTY T OKasblBaTb B/MAHNE HA KAa4eCcTBO nep-
BMYHbIX YNaKOBOYHbIX MaTepnanos, fO0MKHbI OblThb OCHALLEHbl 4OCTaTO4YHbIMW CPEeACT BaMy KOHT PO ANA
obecneyeHns MOHTaxa, aKkcnayaTauun, TEeXHUYECKOro 06CyXnBaHns, BHECEHUSI M3MEHEHUI 1 6e3onac-
HOCTW.

6.5.5 Heob6xo0AMMO BECT VI KOMNIEKT TEeXHNYECKON AOKyMeHT aLuy no 060pyaoBaHunto nycTaHoBKam,
MMELLIMM BaXHOE 3HauYeHne ansa obecnevyeHuns kayecTsa.
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7 Tpouecchbl XXN3HEHHOIO LUKa NpoayKuumn
7.1 TlnaHnpoBaHue NPOL,EeCcCOB XNU3HOHHOTO LKA NPOAYKL NN

OpraHuzaumst Ao/XHa NiaHWpoBaTb M paspabaTtbiBaTb NPOLLECCHl, Heo6XxoANMble AN 06ecneyeHns
XM3HEHHOTO LKNa Npoaykumun. NMnaHMpoBaHne NpoLecCoB XU3HEHHOTO LMKA NPOAYKUUM AOSIKHO GbiTh
corfiacoBaHo ¢ TpeboBaHUAMY K APYTMM NpoLeccaM CUCTEMbl MeHeAXXMeHTa kavecTBa (4.1).

Mpun nhaHMpoBaHMM NPOLECCOB XU3HEHHOTO LiMKNa NPOAYKL MM OpraHmu3auns AOMKHA YCTaHOBUTL MOA-
X04AWMNM AN15 Hee 06pasom:

a) uenu BobnacTu kayecTBa u TpeboBaHNUS K NPOAYKLNN:

b) NOTpPebHOCTL B pa3paboTke NPOLLECCOB NAOKYMEHTOB, a Takke B obecnevyeHnm pecypcamm 415 KOH-
KPEeTHOW npoayKuum;

C) Heob6XoAMMY AeATENbHOCTL N0 BEpUUKaLMmn 1 BaInaauum, MOHUTOPUHTY, U3MEPEeHNt0, KOHTPOJTHO
N UCNbITAHWSAM OJ151 KOHKPETHOWM NPoAYKLUMW, a Takke KpUTEPUU NPUEMKM NPOAYKLNN;

d) 3anucu, Heobxoaumble Ana obecneyvyeHns CBUAETENbCTBA TOT0, YTO MPOLLECChI XXU3HEHHOTO LuKIa
NPOAYKLMU 1 NPOAYKLMSA COOTBETCTBYIOT Tpe6oBaHusAM (4.2.4).

Pes3ynbTat 3TOro NaaHWpoBaHust fo/keH 6blTb NpeacTaBfieH B (hopMe, COOTBETCTBYIOLLE NpakTuke
opraHusayuu.

MpumeyvaHnunsa

1 [lokymeHT, onpefensioLuii npoLeccbl CUCTEMbI MEHe)KMEHTa kayecTBa (BKOUas MPOLECChHI XU3HEHHOTO LnK-
na nNpoAyKLMun) 1 pecypchbl, KOTOpble NPeACTOUT NPUMEHSITb K KOHKPETHOV NPoAyKL MK, NPOEKTY WK KOHTPAaKTY, MOXeT
paccmaTpuBaTbCAa Kak niaH kayectsa.

2 Tpwn pa3paboTke NPOLECCOB XNU3HEHHOTO LMKNa NPOAYKLUA OpraHm3auns MoxXeT Takke NpUMeHaTb Tpebosa-
Hua 7.3.

[MCO 9001:2008]

7.1.1 Tlpu nnaHNpPOBaHUU MPOLECCOB XN3HOHHOIO LMKIa NPoAyKLumMmn cnefyeT yunTbliBaTb Tpebosa-
HVe K nocnefoBaTeNbHOW 06paboTKe NepBUYHBIX yNaKoBOUYHbIX MaTepuanos. MNpy nnaHnpoBaHuy cnegyeT
Takxe yunTbiBaTb HE06XOA4MMOCT b 0T 60pa 1 coxpaHeHnss 06pa3LLoB B 40/HKHOM COCTOSHUAN.

7.1.2 OpraHusauus fomkHa npegycmaTpuBaTb BKIKOYEHME B NnaHMpoBaHue 1 peanusaymio Ha npo-
TSAXEHUN BCET0 XU3HEHHOTO LMKNa NpoayKLmMm NpoLeccoB MeHeXMeHTa PUCKOB; criegyeT BecTU CooT-
BeTCTBYWLMe 3anncu (cm. 4.2.4).

7.2 Tlpoueccsl, CBA3aHHble C noTpebutensamu
7.2.1 OnpepeneHue TpeboBaHUiA, OTHOCALLUXCA K NPOAYKLUN

OpraHusauus gomxHa onpeenuTb:

a) Tpe6oBaHMWs, yCTAHOB/EHHbIE NOTPEBUTENAMU, BKIOYAsi TPe6GOBaHMS K MOCTaBKe U AesATEeNbHOCTU
nocne nocTaBky;

b) TpeboBaHus, He onpeeneHHble NoTpebuTenem, HOHe06X0AUMbIE A1 KOHKPETHOTO UK NpeAanosa-
raemMoro 1UcnoJsib30BaHus, Korga OHO U3BECTHO;

C) 3aKoHopdaTesfbHble U apyrue o6s3atenbHble Tpe6oBaHWsA, MPUMEHUMbIE K NPOAYKLUN;

d) nbble gononHMUTeNbHbIE TPEGOBAHMS, paccMaTpuBaeMble OpraHn3aumneil kak HeobxoamMble.

MpumeyvyaHune — [leaTenbHOCTbL NOC/E NOCTABKA MOXET BK/KOYATb B Ce65 AelicTBUA No rapaHTuiiHomy obec-
NneyeHno. KOHTPaKTHbIM 06513aTeNnbCTBaM, TakuM Kak yClyrn no TEXHUYeCKoMy 06CMYXUBAHUIO, N [ONOSHUTENbHbIE
YCNyru, Taknue Kak yTUan3auus uiv noHoe YHUUTOXEHME.

(NCO9001:2008]

7.2.1.1 [lomkHbl 6bITb OnpegeneHbl U OKYMEHTUPOoBaHbl TPeboBaHus, 0 THOCALMECS K TPOAYKLWN,
BK/IOYAS U3MEHEHNS, TpebyloLimne yBeAOMIEeHNS.

7.2.1.2 [o/mKHbI 6bITb ONpeaeneHbl U AOKYMEHTUPOBaHbl TpeboBaHusa NnoTpebuTeneil, kacatwLmecs
npefoTBpaLLeHs HeCaHKLMOHNPOBAHHOT O CMO/Ib30BaHNA 0T X00B NPOV3BOACT Ba NEPBUYHbIX YyNakoBoY-
HbIX MaTepuanos (Bkayasa obpasybl, nevyaTHble MaTepuasbl, APbIKN).
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7.2.2 AHanu3 Tpe6oBaHnii, OTHOCSLLMXCS K NPOAYKL NN

OpraHusauusa Jo/KHa aHaNu3npoBaTh TPe60BaHNA, OTHOCALLMECS K NPOAYKLMN. DTOT aHaIn3 AO/KEH
NpOBOAUTLCA A0 MPUHATUA OpraHusauueli obssarenbCTBa NOCTaBAATb NPOAYKUMIO NOTpebuTento (Hanpu-
Mep. yyacTune BTeHAepax, NPUHATUE KOHTPAKTOB WY 3aKa30B, NPUHATUE U3MEHEHUIA K KOHTpaKTam Unv 3aka-
3aMm) U gomKeH obecneynBarb:

a) onpefeneHve Tpe6GoBaHW K NPOAYKLUN;

b) cornacoBaHve TpeboBaHWIi KOHTPaKTa MW 3aKkasa, OT/IMYAKLLKUXCSA OT paHee ChOPMYMPOBaHHBIX;

C) CnocoBHOCTb OpraHun3aL M BbINOAHATL ONpefeseHHble Tpe6oBaHus.

3anucu pesynbTaToB aHanM3a v NocneayoLWwmnx AeiCTBUMA, BbITEKAKOLWNUX U3 aHaNU3a, A0/XHbI Noaaep-
XnBaTbcs B paboyem coctosiHum (4.2.4).

Ecnu noTpebuTenun He BbIABUTAIOT AOKYMEHTUPOBAHHbLIX TPEGOBaHWI, OpraHn3aLums Ao/IXHa NOATBEP-
OWNTb UX Y NOTPEBUTENSA 4,0 NPUHATUA K UCTIOSTHEHNIO.

Ecnn Tpe6oBaHns K NpoAyKLUMM U3MEHEHBI, OpraHM3auns omkHa o6ecneyunTb, YTo6bl COOTBETCTBYIO-
Wme AOKYMEHTb! 6blIM UCMPAB/EHbl, & 3aUHTEPEeCOBaHHbI NepcoHan Gblal NOCTaB/EH B U3BECTHOCTb 06
M3MEHMBLUMXCS TPeOOBaHUAX.

MpumMeuyaHue— BHEKOTOPbIX CUTyaLMSAX, TAKUX KaK TPOAAXM, OCYLLECTBAsieMble Yepe3 VIHTEepHEeT, npakTu-
UECKM HelenecoobpasHo NPOBOANTL OMLMANbHBIA aHANN3 KaX40T0o 3aKasa. BMecTo aToro aHann3 MoXeT pacnpoc-
TPaHSATLCSA HA COOTBETCTBYIOLLYI0 MHIDOPMALMIO O NPOAYKLMM, TaKyt0 KAKKaTanorm uin 4pyrue peknamHblie Matepuab.

[MCO 9001:2008]
7.2.3 CBA3b Cc noTpebutenamu

OpraHu3sauusa gomkHa onpefensatb U OCyLeCcTBNATb 3MEKTUBHbIE MePbI MO NOAAEPXaHNI0 CBA3N C
noTpe6uTENAaMHM, KacarLmecs:

a) vHopMaLmu 0 NPoAyKLUN.

b) NPOXOXAEHWNS 3anpocoB, KOHTPaKTa Uau 3akasa, BK/ioyas nonpasku;

c) obpaTHOli cBA3M OT NOTpebuTenei, Bkovas xanobbl noTpebuTeneil.

(MCO 9001:2008]

7.2.3.1 OpraHusauusa [o/mkHa paspaboTaTb M NOAAEPXKMBATb B paboyem COCTOSHUM cCUCTeMy
06paTHOI CcBA3W AN51 3261aroBPEMEHHON0 ONOBELLLEHUS O NOT eHLMabHbIX U peasibHbIX Npo6aemax kavec-
TBa u coaeiicTBUA BKNagy noTpebrTeneil B cUCTEMY KOPPEKTMPYIOLWMX UNPesynpexjaoLmnx AeicTBIiA.

7.2.3.2 Ecnn 3TOro TpebyeT NoTpebuTenb, opraHnlaumsa fo/MKHA cornacoBbiBaTb C NOTpebu-
Tenem. Kakme n3MeHeHus TpPebylT NMUCbMEHHOro NOATBEPXAEHVS 00 YTBEPXAEHUS, a Kakue TOJbKO
yBegomnenusa. O npegnaraembiX N3MeHEHUAX HeOOX0AMMO CBOEBPEMEHHO MHOPMUPOBATDL, U cnegyeT
COrnacoBbiBaThb MPOLECC BHECEHUSA U3MEHEHUIA (CM. 7.2.1).

Mexay opraHusauneii M noTpebuTenem pekomeHgye T Cs UMeTb JOKYMEHTMPOBaHHOE TEeXHNYeckKoe
cornaweHue 06 obecneyeHnn kayecTBa, B KOTOPOM paccMaT puBaloTCA Mepbl, MPUHUMAaEMbIe N0 HECOO T -
BeTCTBUAM (cM. 8.3).

7.3 MpoekTupoBaHue n paspaboTka
7.3.1 MNnaHMpoBaHWe NPOEKTUPOBaHUSA U pa3paboTku

OpraHusauus JosixHa NaaHMpoBaTh NPOEKTMPOBaHKe U pa3paboTKy U yNpaBasiTs 3TUMU NPOLEeCcCaMU.

B xofe NaH1poBaHus NPOeKTMPOBaHWs 1 pa3paboTki opraHu3anus Ao/KHA yCTaHaBMBaTh:

a) cTaguv NpoeKTUPOBaHUS U pas3paboTKy;

b) NpoBefieHune aHaNn3a, BepudmkaLum n BanuaaLum, COoTBETCTBYIOLLMX KaXAO0W CTaAumn NpoekTupo-
BaHWsi 1 paspaboTKy;

C) OTBETCTBEHHOCTb M MOJIHOMOUUS B 06/1aCTU MPOEKTUPOBAHUA U pa3paboTKu.

OpraHu3sauus o/xHa ynpas/sTe B3aMMOAENCTBUEM Pas/IMYHbIX FPYnM, 3aHATbIX MPOEKTUPOBAHUEM U
pa3paboTKoii, B Lensix obecneyeHnst ahpeKkTUBHO CBA3M 1 YeTKOro pacnpefefieHnss OTBETCTBEHHOCTU.

Pe3ynbTaTbl NaHMpoBaH1s A0/MKHbI aKTyaIM3MpoBaThCsl, €C/IM 3TO HE06X04MMO, B MPOLLECCEe NPOeKTU-
pOBaHUs U pa3paboTku.

NMpumeyaHue — AHanus, Bepuukayms u Banugauns npoekTMpoBaHus 1 pa3paboTku UMEIOT pasHble Lenu,
MO3TOMY X MOXHO MPOBOAUTL U 3aMUCK MO HUM BECTM KaK OTAE/IbHO, TaKU B I06LIX COYETaHUAX, MOAXOAALMX 415 NPO-
LYKLUW 1 opraHn3aumu.

(MCO 9001:2008]
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7.3.1.1 OpraHusauusa [o/xHa BHEAPATb JOKYMEHTMPOBaHHbIe Npoueaypbl NPOEKTUPOBaHUA U pas-
paboTKn. 3T NpoLeaypbl BKOYAT OLEHKY pUcka, onpefenieHme cooTBeTCTBYOLWMUX acnekTos GMP 1
No60ro NoOTeHUManbHOro BANAHNA Ha NOTPebnTens n. B KOHEYHOM cHeTe, Ha nauveHTa.

7.3.1.2 OTBeTCTBEHHOCTb 3aNPOEKTUPOBaHNE U OLLEHKY prCKa [O/MKHA 6bITb cOrnacoBaHa Mexay
noTpebuTenemM n opraHmsaLmeil.

7.3.1.3 B xofe npouecca NpoeKkTNpoBaHWA 1 pa3paboTku cnefyeT npedycMoTpeTb NPOBEPKY Npu-
rOAHOCT M BbIXOAHbIX AAHHbIX MPOEKTUPOBaHNA 1 pa3paboTKN 40 OKOHYATENIbHOIMO COrlacoBaHnsa TEexXHU-
4yeckux TpeboBaHWUii K NPON3BOACTBY.

7.3.2 BxofHble faHHble 4719 MPOEKTUpPOBaHNA N pa3paboTkn

BxopaHble faHHble, OTHOCALLMECS K TPe60BaHUAM K NPOAYKL MU, AO/KHBI ObITb ONpeaesneHbl, a 3anucu
OOMKHbI NoAAepXMBaTbCA B paboyem cocTosiHmm (4.2.4).

BxopaHble AaHHble A0/MKHbI BKOYaTh B cebs:

a) PYHKLUMOHAasbHble N 3KCMAyaTauMoHHbIe Tpe6oBaHUS;

b) COOTBETCTBYMOLLME 3aKOHOAATEbHbIE UAPYTUE 06A3aTeNbHbIE TPe60BaHNS;

C) TaMm. rae aTo BO3MOXHO, MHGhOpMaL Mo, B3ATYIO U3 MpeablAyLMX aHa/T0TMYHbIX NPOEKTOB;

d) apyrve TpeboBaHus, BaXHble 4718 NPOEKTUPOBAHUSA 1 pa3paboTKu.

BxoaHble faHHbIe f0KHbI aHANIM3NPOBATLCA HAA0CTATOYHOCTb. Tpe6oBaHNs AO/MKHbI ObITb MOHLIMYA,
HeABYCMbIC/TEHHbIMW Y HEMPOTUBOPEUYUBBLIMU.

(NCO 9001:2008]

7.3.3 BbIXogHble faHHble NPOeKTUPOBaHUA 1 pa3paboTku

BbIX0AHble laHHbIE MPOEKTUPOBaHWS 1 pa3paboTku JOMKHbI ObITb NPpeAcTaBeHbl B opMe, NOAX0AA-
e ansA nposeaeHns BepudmkaLum 0THOCUTENbHO BXOAHbLIX TPe6oBaHWli K NPOeKTUPOBaHUIo 1 pa3paboT-
Ke. a TaKkke [OMKHbI 6bITb 0hULManbHO 0406PEHbI 0 MX NOCNEAYIOLLETO UCMO/b30BAHNUS.

BbIX0AHble AaHHblE NPOEKTUPOBAHNSA 1 Pa3paboTKM [OMKHBI;

a) COOTBETCTBOBATb BXOAHbLIM TPEGOBAHMAM K NPOEKTMPOBAHUIO U pa3paboTke,

b) obecneumBaTb COOTBETCTBYHOLLEN MHpOpMaL el No 3akynkam, NPOU3BOACTBY 1 06CTY)XXMBaHUIO;

C) copaepXaTtb KpUTepUU NPUEMKN NPOAYKLMN UIN CChISTKMA Ha HIX;

d) onpepenaTb xapakTepucTUKM NPOAYKLUM, CyLLeCTBEHHble A5t ee 6€30MacHOro U NpaBWbHOMO
MCNob30BaHus.

MpumeyaHune — MHpopmMaLnsi No NPOM3BOACTBY U 06CNYXMBAHUIO MOXET BK/OUYaTb B cebs Noapo6Hbie
[aHHbIe 0 COXPaHEHUM NMPOAYKLUN.

(NCO9001:2008]
7.3.4 AHanus npoekTa un pa3paboTku

Ha cooTBeTCTBYIOLLMNX CTAAUSAX AO/IKEH NPOBOANTLCA CUCTEeMaTUYeCcKnii aHanIn3 NnpoekTa u paspaboTku
B COOTBETCTBWM C 3an/1aHMpoBaHHbIMU Meponpuatuamm (7.3.1) B uensx:

a) OLUeHMBaHWA CNOCOGHOCTY pe3y/ibTaToB NMPOEKTUPOBAHUSA 1 pa3paboTkn yaoBneTBopATb Tpebosa-
HUAM;

b) BbIABNEHNA N0OLIX NPO6EM U BHECEHUS NPEAIOXEHWNIA MO HEO6XOAVMBIM AEACTBUAM.

B cocTaB y4aCTHVKOB Takoro aHanunsa fo/HkHbl BKIOYATLCA NpeAcTaBuTeNny nogpasfeneHuii, nmeto-
LLMX OTHOLLIEHWE K aHanM3npyemoii(biM) cTafnmn (M) NpOeKTMPOBaHus 1 paspaboTku. 3anncu pesynbTaTtos
aHanusa u BCeX HE0BX0AMMbIX AeCTBUIA fOMKHBI NOALEPXMBATLCS B paboyeM COCTOAHNM (4.2.4).

(MCO 9001:2008]

7.3.5 Bepudukaunsa npoekta v paspaboTku

Bepudpnkaums fosmxkHa OCywWwecTBAATLCA B COOTBETCTBUM C 3anjaHMPOBAHHLIMU MepOonpUATASAMM
(7.3.1) c uenblo yA0CTOBEPUTLCSH, YTO BbIXOAHbIE fAaHHbIEe NPOEKTUPOBAHUS N Pa3paboTkM COOTBETCTBYHOT
BXOAHbIM Tpe60oBaHMsIM. 3anucy pesynbTaToB BepudinkaLum n BCEX HE06X0AUMbIX feACTBUIA fO/KHbI NOj-
JepxuBaTbcs B paboyem cocTtosHuu (4.2.4).

(MC0O9001:2008]
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7.3.6 Banupgauus npoekta un paspaboTku

Banupgauna npoekta un paspaboTku AO/MKHA OCYLLEeCTBAATLCA B COOTBETCTBUM C 3an/1aHNpPOBaHHbIMU
meponpusatTusamu (7.3.1) c uenbio y40CTOBEPUTHCS, YTO NoyYeHHas B pe3ybTaTe NpoayKuus COOTBETCTBY-
eT Tpe6oBaHVAM K yCTaHOB/IEHHOMY Un NpeAnonaraeMomy 1Cnosib30BaHuIo, eCnn OHO M3BECTHO. 'ae aTo
npakTU4Yeckn BO3MOXHO, Bainaaumsa fo/mkHa OblTh 3aBepLueHa 40 NOCTaBKN WU NMPUMEHEHNA NPOAYKLMA.
3anucy pesynbTaToB Bannjauuv n BCcex He06XoAMMbIX AeACTBUIA [O/MKHbI NOAAEPXUBATLCS B paboyem
coCTOsIHUM (4.2.4).

(MCO 9001:2008]

7.3.7 YnpaBfieHue U3MEHEHNAMU NpoOeKTa n pa3paboTkn

N3meHeHns npoekTa n paspaboTkv A0/MKHbI ObITb NAEHTUGNLMPOBAHbI, & 3anNUCK AO/KHbI NOAAEPXN-
BaTbCA B paboyeM COCTOAHUN. VI3MEHEHMWS [O/MKHBI OblTb MPOAHaIM3NPOBaHbl, BEPUULMPOBaHbI 1 Basn-
[AVpoBaHbl COOTBETCTBYHOLWMM 06pa3om, a Takke 0406peHbl 0 BHECEHWS. AHAN3 U3MEHEHUIA NpoekTa 1
pa3paboTku [O/MKEH BKIOYaTh B Ce65 OLeHKY BINAHUSA U3MEHEHWIT Ha COCTaBHbIE YaCTW U Y)Xe NoCTaB/eH-
HYI0 NPOAYKLMIO. 3anncK pe3ynbTaToB aHam3a M3MeHeHUI 1 T06bIX HE0OXOANMbIX AeACTBUI AO/MKHbI NO4-
AepxuBaTtbcs B paboyem cocTosiHum (4.2.4).

(MCO 9001:2008]

7.3.7.1 YBepomneHue

O6 n3MeHeHUsIX, KOTOopble BANAIOT Ha kakue-nmbo npefocTaBnsieMble AaHHble, cregyeT cooblaTb
noTpebuTeno, a B CnyyaB NpefocTaBNeHns opraHusaumeil TeXHNYeckoro focbe/oCHOBHOro gpaiina —
HenocpefCTBEHHO PEry/MPYIOLLLMM OpraHam.

7.3.7.2 N\3aMeHeHune npoekTa

Mpu ocywecTBNEHUN N3MEHEHNA feiicTByLWas Banujauna 1 OKYMeHTbl, Ha KOTOpble NOBANANO
N3MEeHeHVe, JO/MKHbI ObITh MPOaHaNN3MPOBaHbl U NEPECMOTPEHbI, & NePCOHa JO/IHKEH NPOATU COOTBET-
CTBYHOLLLYIO NePenoAroToBKy.

MpumevaHunsn

1 K BbIXOAHBIM AaHHLIM NPOEKTUPOBaHUA 1 pa3paboT KN OTHOCATCA 3anucu (TexHNYeckne ycnoBns, TEexXHOo0-
rus NpousBoACTBa. TeXHUYECKNEe YepTexXn, TeXHNYeckne uan uccnefoBaTeNbCKne NPOT OKOJbI) 1 06pasLbl.

2 KoHdupgeHunanbHas HayyHO-TexHnveckas uHgopmayna (opraHmsanymm) MoxeT 6blTh NpejcTaBieHa B BUAe
[lOCbe HeNnocpefCTBEHHO B perynupyiolLe opranbl (Hanpumep. TexHuyeckoe focbe 1 (M) OCHOBHOW daiin).

7.4 3akynku
7.4.1 Tlpouecc 3aKynok

OpraHusauusa fo/mkHa obecneumBaTb COOTBETCTBME 3aKyMNIEHHON NPOAYKLMM YCTAHOBEHHbLIM TPe6o-
BaHWAM K 3aKynkam. Tvn v cTeneHb ynpasieHns, NpMMeHAEeMbIe N0 OTHOLEHWIO K MOCTaBLLMKY U 3aKyn/ieH-
HOI MpoAyKuMKN, AO/MKHbI 3aBMCETb OT ee BO3AEWCTBUSA Ha nocreaylolme CTaguun XU3HEHHOTo uukna
NPOAYKLMN UM TOTOBYIO NPOAYKLMIO.

OpraHusauns fo/mkHa oLeHnBaTh U BbIOMPaTb NOCTaBLLMKOB HA OCHOBE MX CMOCOOGHOCTY NOCTaBAATh
npoAyKLMIo B COOTBETCTBUM C TpeboBaHMAMMN opraHusaumn. [Jo/mkHbl 6b1Tb paspaboTaHbl KpuTepun otéopa,
OLIeHKM 1 NOBTOPHOW OLLEHKN. 3anucu pe3ynbTaToB OLeHNBaHUSA N T06bIX HE0OX0ANMBIX [eACTBUIA, BblTEKa-
IOLLMX U3 OLLEHKM, AOMKHbI MOAAEPXNBATLCA B paboyem cocTosiHum (4.2.4).

[MCO 9001:2008]

7.4.1.1 OpraHusauuns go/hkHayTBePANT b NOCTaBLLUNKOB:

a) MCXOfHbIX MaTepuanos:

b) BCMOMOraTenbHbIX CPeACTB, BXHbIX 418 06ecneyeHmns kauecTea:

C) YNakKoBOYHbIX MaTepuasnos A1 UCNO/Ib30BaHUSA B YACT bIX NOMELLEHUAX.

7.4.1.2 OpraHn3auus [o/xHa yBeJOMUTb NOTpebuTens Ao nepefayn CTOPOHHENR opraHusauuu
n060ii YacT M NPOM3BOACT BEHHOI O npoLiecca.

7.4.1.3 Bceycnyru, npefocTasfisieMble CTOPOHHUMU OpraHnsaumusamm, KoTopble MOryT NOBANATb Ha
KayecTBO NPOAYKLMMU, AO/MKHbI KOHTPOMPOBATLCA, BK/IOYaA NOLTOTOBKY NeyaTHOro opurnHana, ycnyru
nabopaTopwuii, CTepuansaunio, KaIM6POBOYHbIE YCYT Y U KBAMVKALMOHHbIE yCyru, TexHu4eckoe obcny-
XMBaHMe. O4YNCTKY, NepeBo3Ky, 60pbby C BpeAMTenaMu u NOoApPSAYMKOB MO nepepaboTke OTXOAO0B B
3aBMCMMOCT N OT PUCKOB.
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7.4.1.4 KoHCynbTaHTbl, fallme peKomeHjaumum rno npon3sBoCcTBY Y KOHT POSIMPOBaHNIO NEPBUYHBIX
yNakKoBOYHbIX MATepnanos, CYHNTa0TCA NOCTaBLMKaMN.

7.4.1.5 MocTaBLWNKN MaTepnanos 1 YCnyr, BaXxHbIX 15 obecneyeHns kayecTBa, yTBepxjaloTcs
cny>60W kKayecTBa UM IMLOM, Ha3HAYEHHbIM C/Y)K601 kauecTBa.

7.4.1.6 OpraHu3auusi go/HKHa OLEeHMBaTb U BECTU 3anucu No KoMneTeHTHoCTU nabopaTopuid,
BbIMONHAOLNX paboTbl, BaXHble Ana obecnevernns kauecTBa. [l BbINONHEHNA paboT, BaXHbIX 4N obec-
neyeHus KayecTBa, opraHunsaLmsa 4o/mKHa MCNOb30BaTb TO/bKO 1labopaTopum, 0406peHHbIE C T OUYKN 3pe-
HUA UX KOMNETEHTHOCTMW.

7.4.1.7 Ecnu BbINO/IHEHME MpoLecca CTepunmnsaymm nopyvyeHo CTOPOHHER opraHu3auumn, opraHmsa-
umnsa fomkHa ybeanThes B TOM. YTO npouecc oTBevaeT TpebosaHusam 7.5.1 n 7.5.2.

7.4.1.8 VI3MeHeHne NCTOYHMKA NOMYYEHUS Cbipbs, BAXKHOIO A8 06ecneyeHns KavyecTBa, NogNexnT
npoteccy ynpasneHus usMeHeHnamu.

7.4.2 WHdopmauumsa no 3akynkam

WHdopmaumsa no 3akynkam Ao/kHa ONMCbiBaTh 3aka3aHHY0 NPoAyKLMIo, BKIOYas, rae 3To Heobxoau-
MO, Tpe6oBaHus:

a) KoduumanbHomy o4obpeHuno NpoaykKLmmn, npoLeayp, npoueccos n 060pya0BaHNS;

b) KKBanMgukauuy nepcoHana;

C) KCUCTEMe MeHe[XMeHTa KayecTsa.

OpraHu3aums AomkHa o6ecneynBaTb OCTATOYHOCTb YCTAHOB/IEHHbIX TPebOBaHMIA K 3akynkam [0 nX
CO06LLEeHVA NOCTaBLUUKY.

[MCO9001:2008]

7421 OpraHu3auns Jo/mKHa COXpaHATb COOTBETCTBYHLWY MHOPMaLNUI0 MO 3akynkam, T. B.
[OKYMeHTbI (M. 4.2.3) u 3anucu (cm. 4.2.4). B o6beme, TpebyemMoMm 4715 06ecneyeHns NnpociexmsaeMocT 1
cornacHo 7.5.3.

7.4.3 Bepudukaymsa 3akynneHHONn npoayKunm

OpraHusauus Jo/mxHa pa3paboTaTh ¥ OCYLWEeCTBASATbL KOHTPOSb UK APYTYI0 AesiTENbHOCTL, HE06X0AM-
Myto 115t 06ecneyeHunsi COOTBETCTBHS 3aKyneHHOW| NPoAYyKLMM YCTaHOB/IEHHLIM TPEGOBAHMSIM K 3aKyNKaMm.

Ecnu opraHusauus uav ee notpe6uTesb Npeanonaraet ocyLwecTBUTL BEPUMKaLMIo y NocTaBLLuka, To
opraHv3auus o/xHa yCTaHOBUTL Mepbl N0 BEpUUKALLMY 1 NOPSAA0K BbiNycka NPOAYKLMM B UHGYOpMaLm no
3aKynkam.

[MCO 9001:2008]

7.4.3.1 MocTynatwlme MaTepuansl NoanexaT (Pu3nieckomy Ui agMUHUCT PaTVBHOMY KapaH T UHY
[0 NX 0406peHUs 1 BbiNyCKa B 3KCMyaTaumio.

MpumeyaHne— B UCKAUYNTESNbHbLIX ClydasXx MOXeT WCNONb30BATbCA ncnblThiBaeMblii MaTepuan npu

YCNOBUM HANMNUYUA rapaH TUPOBAHHO HaAEeXHbIX NPOLeAyp, He fOoNyCKaloLWNX BbINyCKa MepBUYHbIX YNAKOBOUYHbIX MaT epu-
anoB [0 NOATBEPXAEHNA cTaTyca Takux MaTepuanos.

7.4.3.2 CnepyeT BecTWu 3anucu sepudmkaumm (cMm. 4.2.4).

7.4.3.3 BbI60OPOYUHBIV KOHT POJib AO/HKEH OCYLLECT BAATbLCA BCOOTBETCTBUU C MeTOANKONM BbIGOPOU-
HOr0 KOHT PO/IA C UCMOJIb30BaHNEM npoLeayp, CpeAcTB 1 060pyA0BaHuUS, He JOMYCKaoLW KX 3arpA3HEHNS.

7.5 Mpon3BoACTBO N OBCNYXUBaHUE

7.5.1 YnpasneHwe Nnpou3BoACTBOM M 0b6CAyXnBaHUEM

OpraHun3auus gomKHa N1aHnpoBaTh U OCYLWEeCTBAATbL NPOM3BOACTBO 1 06CNYyXMBaHME B yNpaBAsieMbIX
YCNOBUAX. YNpaBasieMble YyCN0BUSA AO/DKHbI BKIOYATh B CEGS. TaM. rae 3T0 NPUMEHNMO:

a) Hanunuue MHpopMaLun, oNMcbIBatoLL e XxapakTepPUCTUKN NPOAYKLMY;

b) Hanuume pabounx NHCTPYKLUIA B ciyyae HE06X04MMOCTH;

C) NpUMeHEeHMe NoaxoasiLLero 060pya0BaHus;

d) Hanunune v npumeHeHue 060pyA0BaHNS /15 MOHUTOPUHIA Y USMEPEHWUIA;

€) npoBefeHNe MOHUTOPUHIA N U3MEPEHWIA;

f) ocyuiecTBneHue Bbinycka, NOCTaBKU U AEACTBWIA NOCIE NOCTABKM NPOAYKLUN.

[MCO 9001:2008]
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[l) onpejeneHve AaThbl U3roTOB/NEHNA CYyYeTOM 3aeiCTBOBaHHbIX NPOLECCOB:

h) yneneHne ocob60oro BHUMaHWA MapKMPOBKE, 3TWKETUPOBAHMIO U ynakoBke ANA obecnevyeHus
pe3ynbTaTUBHOIO KOHT PONA MNPejo T BpaLeHns OLNOOK.

i) AOKYMEHTMpPOBaHHYI Mpoueaypy C onpejefnieHMem ynpaBfieHUs OTK/IOHEeHUSMWU B MpoLecce.
[omkHbl 6bITb UccnefoBaHbl OTKIOHEHUSA, BaXHble A1 obecrneyeHns kayecTBa, M 3aperucTpupoBaHbl
noslyyeHHble pe3yibTaThbl (M. 4.2.4).

7.5.1.1 YnpaBneHue YncTOTON NPOAYKLUN U 3arPsi3HEHNEM

7.5.1.1.1 OpraHusauus fomxkHa chopMynmpoBaThb U CO6M0AATH JOKYMEHTNPOBaHHbIe TpeboBaHus
K YACTOTE NepBUYHbIX YNAKOBOYHbIX MaTepuanos 1 npoueaypbl No NpefoTBPpaLLLEHNIO 3arpa3HeHUs npo-
OyKuun v obopyoBaHus.

[0/KHbI OLeHNBA T bCA NOT eHUMabHble PUCKKN, CBA3AHHbIE C N06LIMU MaTepuanamu uav Bcnomora-
TeNbHbIMU CpeAcTBaMU, KOTOPbIe MOFYT HECT U yrpo3y 6e3o0nacHOCT U nauneHTa, Hanpumep, TpaHcMuc-
cuBHas rybuaTas aHuedanonaTus.

7.5.1.1.2 Bce TexHONOrnyeckne MpoLecchl, OCYLIeCTBAAEeMble B YACTbIX WIN KOHTPOMPYEMbIX
30Hax, BK/1l04asa Mepbl N0 OXpaHe oKpyXxatoLeii cpeabl, Npon3BOACT BO, KOHTPO/b B NpoLiecce NponM3BoAc T Ba
N yNakKoBKY NEPBUYHLIX YTAKOBOUYHbIX MaTEePUasioB, AOKHbI OTBEYaTb yCTaHOBMNEHHbIM MECTHbIM YC/T0BU-
AM U PYHKUMOHANBbHBIM KpUTepuaM. YucTble nomelieHus A0/MKHbl 6biTb 060pyf0BaHbl BO3AYLUHLIMM
Ll03amMm.

7.5.1.1.3 TexHonoruvyeckue npoueccbl B KOHTPOAMPYEMbIX OKPYXAKLNX YCAOBUSAX AO/MKHbI O6biThb
cornacoBaHbl MexXay noTpebuTenem v opraHnsaymei.

7.5.1.1.4 OpraHusauus fomkHa Takxe popmynnposaTb [OKYMEHTWPOBaHHble TpPeboBaHUs K unc-
TOTeE NepBUYHbIX YNTaKOBOYHbIX MaTepuanos, Korga:

a) nepBUYHblE YNaKOBOYHbIE MaTepurasbl 04MLLLal T CA OpraHusaunein 4o NpoBeeHNsa cTepuamsanum
1 (MNKn) NX UCNoNb30BaHUSA:

b) NepsuYHbIE yNaKOBOYHbIE MATepuasbl 4O/KHbLI MOCT aBAATbCA HECT BPU/IM30BAHHBIMU U UX YACT O-
Ta BaxHa /19 UCMOoNb30BaHUA:

C) TEexXHOMoruyeckme peareHT bl AO/MKHbI 6bITb YAaneHbl C NPOAYKL MY B Nepuo npomM3BoAcTBa.

7.5.1.1.5 [omxHbl 6bITb ONpeseneHbl KOHTeliHepbl 4151 XpaHeHNUs, COOPHUKM Tapbl Y IMHUK 3ar Py3K1
1 pasrpysku.

7.5.1.1.6 OcCHOBHOe BHMMaHue (Hanpumep, uaeHTuUduUkaunsa, 6es3onaawCcTb. YUCTOTAa) cnemgyeT
yAensTb B NepBylo ouepesb 3arpyske n pasrpyske KOHTeHepoB A5 HACIMHbIX FPYy30B/6yHKEPOB.

7.5.1.1.7 Ansa o4yncTKy 060pyaoBaHMs, NCNOb3YEMOr0 Npu NPON3BOACT BE MEPBUNYHBIX YNAKOBOYHbIX
MaTepuanos, AO/MKHbI 6bITb pa3paboTaHbl MMCbMeHHbIe npoueaypbl. Jo/MKHbI BECTUCH 3aNUCK 04NCTKA
060pyA0BaHNSA, UMEIOLLNE BaXKHOE 3HaYeHne /15 obecneyerHmns Kaiec T Ba NepPBUYHbIX yNaKOBOYHbIX MaT epu-
anos (cMm. 4.2.4).

7.5.1.1.8 CnepyeT onpegenaTb COAepXaHVe 1 YpOBEHb O4YMCTKM NPOM3BOACTBEHHOIO 060opyAoBa-
HNA/NPON3BOACT BEHHbIX y4aCTKOB.

7.5.1.1.9 VI3roToB/IEHUI0O HEKOTOPbLIX MaTepuanoB CBOWCTBEHHO NMPUMEHEHNEe nepepaboTaHHbIX
mMaTepuanos (Hanpvmep, M3roTOBMNEHWNIO CTekna, anloMuHusa, bymarn, TepMmonnacTukos). MapameTpbl
nepepadoTKM AO/HKHbI ObITb ONpejeneHbl ¥ CornacoBaHbl ¢ NOTpebnTenem.

7.5.1.1.10 Ecnn aToOHe cornacoBaHo cnoTpebuTenem, TepmonnacTUYHble MaTepuasnbl He JOMKHbI
noAsepraTbCcsA NOBTOPHOMY U3MESIbYEHUIO UM HE NoANexaT NMOBTOPHOMY UCMOJIb30BAHWNIO B MEPBUYHbIX
yNakoBOYHbIX MaTepunanax.

7.5.1.1.11 [onxeH 6bITb OPraHn3oBaH KOHTPOJIb OUYUCTKMN JIMHUI MEXAY Pa3/IMYHbIMU CEPUAMU AN
yAaneHus Bcex MaTeprasnioB n AOKYMEHTOB, He TpebyeMbix 414 nocnegytoueii onepauuv. JoMxXHbl BECTUCH
3anucuy paboT No 0YNCTKE NNHUIA (cMm. 4.2.4).

7.5.1.2 YnpasneHve namMeHeHUsIMu

7.5.1.2.1 OpraHu3sauus Jo/XHa peann3oBaThb Npouecc pe3yibTaTUBHOIo 1 3hhekTUBHOIO ynpas-
NeHNA N3MEeHEHUAMU, YT O0Obl N3MEHEHUS 0T PULLATENbHO HE BIMSANIN HA Ka4eCTBO NPOAYKLUN N YT 06bl OHM
oTBeYaIM NOTPEBHOCT AM N OXUAAHUSAM 3aUHT epPeCcOBaHHbIX CTOPOH.

7.5.1.2.2 N3MeHeHUsA JOMKHbI OblTb UAEHTURULMPOBAHHBIMY, 3aperncTPUPOBaHHbIMU, OLLEHEHHbI-
MW. MpOaHaIN3NPOBaHHbLIMU N YNPaBAseMbIMU A1 MOHUMaHWUSA UX BINAHUA Ha ApyTruve NpoLecchbl.

7.5.1.2.3 Ana obecneyeHns ynpasnsieMocTn HEO6XOAUMO onpeAenMTb MNONHOMOYUSA, CBA3AHHbIE C
UHULMaUVen, aHann3om n y T BepPXAEeHNEM U3>XEHBHUIA.

7.5.1.3 KoHKpeTHble TpeboBaHNA K CTEepUIbHOCT U NEPBUYHbBIX yNaKOBOYHbIX MATepranos

OpraHu3auus fo/mkHa BecTwu 3anucn (cM. 4.2.4) napameTpoOB npouecca cTepuamsanuu, KoTopblii
ncnonb3oBascs 418 CTepuansauny Kaxaon cepuv. 3annucy o cTepuansaunm 4O/KHbI OblITb Npocnexnsae-
MbIMW A1 KaXKA01 cepum nepBuYHbIX YNaKOBOYHbIX MaTepnanos.
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7.5.2 Banugauus npoLeccoB NPOM3BOACTBA U 0GCAYXNBAHUS

OpraHusauus gofixHa BafMAMpoBaTh BCe MPOLLECCHl MPOU3BOACTBA WM O0GCNYXMBaHMWSA, pesybTaTbl
KOTOPbIX HO MOTYT 6bITb BEpUMULMPOBaHbI MOCNEAYIOLWMM MOHUTOPUHTOM WM 3MEPEHUAMMU, N3-3a Yero
HeJoCTaTkn CTaHOBATCS OYEeBMAHLIMU TOJIbKO MOCMAE Hayana WCNoib30BaHWA NPOAYKLMW WMAU nocne
npefocTaB/IeHUs YCNyrn.

Banugaums gomkHa NpoAeMOHCTPMpoBaTh CNOCOGHOCTL 3TUX MPOLECCOB AOCTUraTh 3anaaHnpoBaH-
HbIX Pe3yNbTaToB.

Opranusauus fomkHa paspaboTarb Mepbl N0 3TUM npoLeccamM, B TOM YiCne Tam, r4e 3TO NPUMEHNMO:

a) onpejgeneHHble KPUTEPUM ANA aHanmnsa v yTBepxaeHuns NpoLeccos:

b) YTBEpXAEeHUe COOTBETCTBYIOLLEr0 060PYA0BaHNSA U KBaNUMKaLMK NepcoHana,

C) NpYMeHeHne KOHKPeTHbIX MeTOA0B U NpoLeayp:

d) TpeboBaHua k3anucam (4.2.4);

€) MOBTOPHYI BasMgaumio.

[MCO 9001:2008)

7.5.2.1 OpraHu3auus Jo/mkHa naeHTrudhrLMpoBaTb NpoLecchl, BaXHble A5 obecneveHns KayecTBsa,
B paMKax CBOei e Te/IbHOCTU, a UMEeHHO Te. KOTOopble BANAIT Ha KayeCTBO NepPBUYHbIX YNaKOBOUYHbIX
maTepunanos. KOHTPob 3an106bIMU U3 3T UX NPOLLECCOB, BbIXO KOTOPbIX HE MOXeT 6bITb BepudunumposaH
nocpecTBOM MOCNEeAYOLEro MOHUTOPUHIa AN U3MEPEHNS, AO/MKEH AEMOHCTPUPoOBaThCA Ny TeM Banu-
fauumn n fOKYMeHTMpoBaTbCs.

7.5.2.2 lna onpefeneHns TOro, kakue npoLeccbl BaxHbl AN obecrneyeHns kayecTBsa, U CTeENeHu
Basmgauuv, HeobxoanMOon 4NA AeMOHCT paLun ynpasaeHns 3T uMmn npoLieccamu, NCnosib3ye T Ca OLeHKapuc-
Ka. AHanmn3 pucka [o/mKeH 6bITh CBSI3aH CO CBOMCT BaMU NPOAYKLMK, ONpefensoL M eB KauecTBO.

7.5.2.3 TexHunyeckne cucTembl (Hanpumep, MalUWHbl, MNHUKN, CTPYKTYPHblE KOMMOHEHTbl NPOuU3-
BOACTBA U T. J1.), UICNONb3YyeMble 4151 30T OB/IEHNSA NEPBUYHBIX YNIAKOBOYHbIX MaTepuasnos, fO/KHbI NPo-
X0AUTb Bepudmkaumio n (Mnv) aTTBCTauuo/Bannjaunio B COOTBETCTBUM C [JOKYMEHTWPOBAHHOM
OLEeHKOW pucka.

7.5.2.4 Bepudpmkauma n (M) aT TBCTaunsa/Banmaaumnsa A0/MKHbI MPOBOANTbCS NPU BO3HUKHOBEHWMN
CyLLeCTBEHHbIX M3MEHEHWI B cpefcTBax Npou3BoACTBa, 060pyf0BaHUM U Npoueccax, KoTopble MOryT
NOB/NSATb Ha Ka4ecTBO NPOAYKLMUN.

MpumeuyaHune — YnpaBneHne U3SMEHEHUAMMN B Npouecce Bannjauum AsnsgeTCcA 4acTbio NONINT UKN ynpasne-
HUA UBMEHEeHNAMU opraHusayun.

7.5.2.5 Hackonbko 3TO LenecoobpasHo, Banngauns TOoi Wam NHo NpoAyKLMN A0/MKHa NPOBOAN T bCA
no cornacoBaHuio c noTpebuTenem.

7.5.2.6 Pe3ynbTaTbl BaiMjauun [O/MKHbI perncrpuposaTbhbesa (cM. 4.2.4). 3anucu o Banujauuu
[O/MKHbI COXPAHAT bCA Ha NPOT SXKEHUN BCErO CpoKa Cnyx6bl 060pyA0BaHMA 1 NpoLecca 1 eLle B TeveHne
[ABYXNeT Mnocsie CHATUSA C 3KcnayaTaumm Uam no JOroBopeHHocTU cnoTpebunTenem.

7.5.2.7 B OTHOLUIEHNM NPOrpamMMHOro obecneyeHns, NCNob3yemMoro B npoueccax, BaxHbIX ans obec-
neyeHns KayecTBa, AO/KHbI MPOBOAN T bCA (PYHKLMOHA/IbHbIE NCMbITaHNA B 0CTaTOYHOM KONMYecTBe U B
COOTBETCTBYLMXYCNOBUAX /1A BEPUDUKALIUM MPOCNEXNBAEMOCT U, TOYHOCT U Nepefayn U CoxpaHeHus
JaHHbIX. CucTema [o/mKHa NPoBePATbLCA, HanpuMep, Ny Tem BBOAA NPaBU/ibHbIX U HEMNPAaBU/IbHbLIX JaHHbIX
[ANS onpejeneHns NpocneXxXmBaeMocT, TOYHOCT U Nepesaymn n COXpaHeHns aHHbIX Uaun 3anvceid.

7.5.2.8 Pe3ynbTaThbl 3TUX UCNbITaHWi U NPOBEPOK JO/MKHbI perncTpuposaThcs (4.2.4).

7.5.2.9 OneKTPOHHbIe 3anucu [JO/HKHbI COXPAHATbLCA U 3alnWaTbCs 0T NOTEepu W CayvyanHoro
NOBPEXAEHNSA U AO/MKHbI XpPaHNTbCS B hopMe, JonycKalolleli BOCCTaHOB/IEHME; eC/IN 3T 0 HEBO3MOXHO,
[OMKHbI COXPaHAT bCA BYMaKHble 3K3eMNAAPbI B TeYeHne AByX 1eT nocne cnucaHns 06opyfoBaHus uam no
LOroBOPEHHOCTU C NoTpebuTenem (cm. 4.2.4.1).

MpumeyvyaHune —OONONHUTENbHbIE AaHHble, KacawLWmecs 3aWNLeHHOCTW AaHHbIX, MEHE)XXMEHT A 1 Banu-
Aauuun nporpaMmHoro obecneuyenns cogepxarca B MOK 60601-1-4. PykoBoACTBE N0 Hagnexaluieli npakT ke aBTomMa-

TUW3MPOBAHHOTO Npon3BoACTBa U Kogekce defepanbHbix PpernaMeHTOB YNpaB/ieHUs No CaHUTapHOMY Haj30py 3a ka-
4eCTBOM NULLEBbIX NPOAYKT OB U MegukameHTOoB CLUA 21, yacTb 11

7.5.2.10 Mpu nepegaye Ha CTOPOHYNHOBOro NpoLecca, BaXXHON0 A1 06ecneyeHuss kauecTBa, opraHu-
3auma fomKHa y6eanThea B TOM. YTONpoLecc oTBeyaeT TpeboBaHMAM HACTOSLLEro cTaHaapTa.

7.5.2.11 Ecnu TpebyeTcs CTepPUM3aLus, opraHmsaums SOMKHA YCTaHOBUTb JOKYMEH TUPOBaHHbIe
npoueaypbl N0 Banujauum npoLeccos cTepuamsauuu. Npoueccs! CTepunnsanum 4oMxHbl NpoiTy Bannaa-
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LMo A0 NepBoHAYasibHOro UCnosib3oBaHna. [o/mKHbl COXpaHATbCA 3anucu pesynbTaToB Baaujalmm npo-
Lueccos cTepunusaumm (cMm. 4.2.4).

Cwm. NCO 11135. NCO 11137-1 nnn NCO 11137-2.

7.5.2.12 Ecnu ogHuM 13 TpeboBaHunii sBNSeTCA CTepunm3auns, opraHnsauymsa o/HkKHa NogBeprHy Th
nepBuYHbIE YyNaKoBOYHbIE MaTepuasbl BannanpoBaHHOMY npoLueccy cTepuaMsanmm 1 3anucaTb BCE KOH-
Tpo/bHble NapaMeTpbl fnpouecca cTepunusauuun. MNpu nepegadye Ha CTOPOHY npouecca cTepuamsaunu
opraHusauus fo/mkHaybeanTbCAa B TOM. YTONpoueccoTBeyaeT TpeboBaHUAM HACT OALLEro cCTaHdapTa.

Cwm. NCO 14937.

7.5.3 NpeHTudurkaunsa n npocaexmsaemocTb

Ecnm 3To BO3MOXHO W Lie/lecoo6pasHo, opraHusauus Jo/XHa UAEeHTUULMPOoBaTh NpoAyKUU C
MOMOLLbIO COOTBETCTBYIOLLMX CPEACTB HA BCEX CTAAMNSIX €€ XU3HEHHOTO LMK/A.

OpraHu3sauus fo/mxHa UAeHTUOULMPOBATL CTATyC NPOAYKL MM MO OTHOLLIEHMIO K TPe60BaHUAM MOHUTO-
pVHTa U N3MEPEHWIA Ha BCEX CTAANSIX €€ XXU3HEHHOTO LMKNA.

EC/M NPOCNEeX1BAEMOCTb SIBMIIETCS TPe6GOBaHWEM, TO OpraHM3aLms Ao/HKHA YyNpaBnsTb cneyuasnbHoi
UAEeHTUMKaLMeli NpoayKLMM U NOAAEPXMBATL 3anucK B paboyeM cocTosHUM (4.2.4).

NMpumeyaHune — B page oTpacneii NPOMbILAEHHOCTU MEHEAXMEHT KOH(DUrypaLun sSiBASeTCs CPELCTBOM
noAAepXanua naeHTUMKaLnm 1 NpocnexmBaeMocTu.

[MCO 9001:2008]

7.5.3.1 OpraHusauusa go/mkHa paspaboTaTb U NogaepxnsaTb BpadboTOCNOCOOHOM COCTOSHUN CUC-
TeMy Npoc/exvBaHnsa Bcex Npon3BoACTBEHHbLIX MaTepnasnos 0T UCTOYHUKA NOJTyYeHUs 00 peannsauum
npoayKuuv conpegenednemM MaclTaban Tpebyembix3annceli Ha OCHOBE OLeHKV pucka (cm. 4.2.4.8.318.5).

7.5.3.2 3anucm o cepuitHoM NPon3BOACTBE LO/MKHbI 6bITh 0603HAYEHbI OT/IMYNT €/IbHbIM HOMEPOM
cepumn un NaeHTUUKaLnoHHbIM HOMEPOM.

7.5.3.3 [lo/mKHbl COXpaHATbCA 3anucy 06 MCnonb3oBaHUN 060pyAOBaHNSA, BaXHOM0 A5 obecnevyeHns
KayecTBa (CM. 4.2.4). 3T 3annUCK AO/MKHbI TaKxke BK1I0YaTb OUNCTKY U TeXHU4eckoe obcnyxmnsaHune Haps-
[ly C Npovn3BOACT BEHHbIMY Onepaunamn. PaboT bl N0 TEXHNYECKOMY 06CNYXNBaHWIO fO/DKHBI JOKYMEH T UPO-
BaThbCA M NPOCNEXMBATbCS 0 KOHKPE T HOV NPon3BOACTBBH!KO onepaLymmn unm euHULbI 060pyA0BaHNS.

7.5.3.4 Opranun3auyms gomkHa paspaboTaTb ¥ BeCTU JOKYMEHTMPOBaHHbIE NpoLeaypbl C TeM. YT O-
6bl BO3BpalllaeMble OpraHn3aLm nepBuYHbIE YakoBOUYHbIE MaTepuanbl, HanpuMep, A1 NOBTOpHOW obpa-
60TKW MO yCTaHOBNEHHbIM TpeboBaHuAM, O6blIM UAEHTUMUUMPOBaHbI U BblfeneHbl U3 06Lero
npou3BoACTBaA.

7.5.4 Co6CTBEHHOCTb NoTpebuTenei

OpraHunsaumna fo/kHa NposiBATb 3a60Ty 0 CO6CTBEHHOCTV NOTpebuTens, noka oHa Haxo4uTCSA NOA
ynpaBs/ieHneM opraHu3aLmm unm ncnonb3yetcs eto. OpraHnsaunsa fomkHa naeHTuduLposarb, BepudnLm-
poBaTh, 3alMLaTh U COXPaHATbL COBCTBEHHOCTL NOTPEGUTENSA, MPEOCTaB/IEHHYIO A/151 UCMO/Ib30BAHUA UK
BK/TOYEHWSA B MPOAYKUMI0. ECcn cOGCTBEHHOCTL NOTPEBUTENS YTEPSAHA, MOBPEXAEHA UK NPU3HaHA Henpwu-
rOfHOM AN51 UCTONb30BAHUSA, OPraHn3aLns AO/XHA M3BECTUTHL 06 3TOM NOTPEBUTENS 1 NOAAEPXKMBATb 3anu-
cu B pabouem coctosiHum (4.2.4).

MpumevyaHne — Co6CTBEHHOCTb I'IOTpe6MTeI'IH MOXeT BK/OYaTb B cebs NHTeNnNnekTyanabHy cobCcTBEH-
HOCTb U CBEAEHNA IMYHOIO Xapakrepa.

[MCO 9001:2008]
7.5.5 CoxpaHeHuA COOTBETCTBUA NPOAYKLUN

OpraHunsaums Ao/mkHa COXPaHSATh NPOAYKLMIO B XO4Ee BHYTPEHHEH 06paboTKu 1 B NpoLecce NOCTaBKy K
MecTy HazHaueHwus B LeNsX NoAAEpXaHNUs ee COOTBETCTBUSA YCTaHOBEeHHbIM Tpe6oBaHusIM. Ecnu aTo npu-
MEHMMO. COXPaHEHNE COOTBETCTBUSI NPOAYKLMM AO/MKHO BK/IOYATH B CEOS1 MAEHTUMKALMIO, MOrPY304HO-
pasrpy3ouHblie pa6oTbl, YNakoBKy, XpaHeHue 1 3awuTty. Tpe6oBaHMe COXpaHeHWsi COOTBETCTBUS [O/MKHO
6bITb TAKXKE NPUMEHEHO U K COCTABHbLIM YacTSM NPOAYKLNN.

[MCO 9001:2008]

7551 OpraHu3sauus fo/xHa pa3paboTaTb U NOALEPKMBATb B paboTocnoco6)kOM coCcTOsIHUM cuC-
TeMy KOHTPO/IMPOBAHNS NPOAYKLUMN C OTPAHUUYEHHBIM CPOKOM XpaHeHus nan TPe6yioLLyto 0Co6biX yCoBuii
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XpaHeHus. Takne 0cobbleyCn0BNA XpaHEHUS A0/MKHbI KOH T PONNPOBaTbCANpPErncTpmupoBaThes (cMm. 4.2.4).
CpoKu XpaHeHUs AO/MKHbI 6bITb OnpaBAaHHbIMU.

7.5.5.2 MpogyKumna gomxkHa 6blTb YeTKO 0603HaYeHa, N3011MpoBaHa 1 fo/MKHa noanexaTb OTBeT-
CTBEHHOMY XPaHeHuo, a TaKxe [o/kHa OblTb 3aliuuieHa oT nonafaHns NocTOPOHHWX BELECTB Wn
3arps3HeHus. YnakoBka, Ncnosb3yemas ans co3f4aHuns u BMeLL,eHns NpoayKL UK, LO/MHKHA OblTb YACT O 1 Noa-
xogsueli. MocTaBkn AO/MKHbI CONPOBOXAATbCA COOTBETCTBYIOLEl JOKYyMeHTauven. lokyMeHTauus Ha
nocTaBsKy A0/HKHA COOTBETCTBOBATb KOHKPE THOW cepun.

7.5.5.3 BcnyyaB NOBTOPHOIO MCNO/Ib30BaHNA KOHT eliHEPOB [/17 YaKOBKW NpejLecTBYOLMNE Ap/ibl-
KV BO/IKHbI ObITb yAaneHbl MU HAAMUCU HA HUX CTepTbl. KOHTeliHepb! fO/MKHbI 6bITb YNCT bIMU UV NPOBEe-
PEHHbIMW HA YNCTOTY B COOTBETCTBUN C MMCbMEHHOW NpoLeAypoii.

7.5.5.4 BcnyyaBHe06X0ANMOCT U Ha AP/bIKe fOMKHBI OblITb yKasaHbl U JO/HKHbI BbINOTHAT bCA 0CObOble
YCNI0BUS TPAHCNOPTUPOBKN WU XPAaHEHUS NMEPBUYHbBIX yNaKOBOYHbIX MaTepPUaoB.

7.6 YnpaBneHue 060pyf0BaHUEM fJ1S1 MOHUTOPUHTA 1 N3MEPEHMUIi

OpraHusauns fo/kHa onpefennTbe MOHUTOPUHT U U3MEPEHNs, KOTOpble NPeACcTOUT OCYLLecTBAATb, a
Takxe obopygoBaHve ANA MOHUTOPWHIA U U3MepeHuii, Heobxoanmoe AN obecneyeHus cBuAeTenbCTBa
COOTBETCTBUSA NPOAYKLUN YyCTAHOB/IEHHBIM TPE6OBaHUAM.

OpraHu3auus go/mKHa yCTaHOBUTb MPOLLECChI /19 06ecneyeHmns Toro, YTo6bl MOHUTOPUHT Y U3MEPEHUSA
MOT/IM 6bITb BbINOSIHEHBI U B 4eACTBUTE/IbHOCTU ObI/IN BbINO/IHEHLI B COOTBETCTBUM C TPEOOBAHUAMM K HUM.

Tam, rae Heobxoaumo obecneunsaTb UMeIOLLIYE 3aKOHHYIO CU/Y pe3ynbTaTkl, U3MepuTenbHoe o6opy-
[OBaHWe [O/KHO ObITb:

a) 0TKanMbpoBaHO U/UNV NOBEPEHO B YCTAHOB/IEHHbIE NEPUOAbI UK Nepes ero NpMMeHeHnem no ata-
NoHaM. nepegaroLLmM pasMepbl e4UHUL, B CPaBHEHUUN C MEeXAYHaPOAHbIMUN UIN HaLMOHAIbHbIMU 3TanoHa-
MW. TIpn OTCYTCTBUM Takmnx aTasIoHOB 6a3a, UCMoNb30BaHHAA 415 KaIMOPOBKY UK NOBEPKM, JO/MKHA OblTh
3aperucTtpvposaHa (4.2.4);

b) OTperynupoBaHo W1 NOBTOPHO OTPEryIMpoBaHo No Mepe He06X0AUMOCTH;

C) UAEHTUMULMPOBAHO B Lie/ISIX yCTAHOB/IEHNA CTaTyca KasIMbpoBKH;

d) 3awmiuLeHo oT peryMpoBoK, KOTopble caenanu 6ol HefelCTBUTENbHLIMY pPe3yibTaTbl U3MEPEHNS;

€) 3alUyLLEeHO OT NOBPeXAEHUS 1 YXyALWEHUS COCTOAHNA B X04e obpalleHns, TeXHNYeCKoro 06Cnyxu-
BaHMWS N XpaHeHNs.

Kpome Toro, opraHmsauusi [O/KHA OLEHWUTb W 3aperucTpmpoBaTb MPaBOMOYHOCTb NPeAblayLLnX
pe3ynbTaToB U3MepeHus, ecnv 06HapyXeHo, YTo 060pyA0BaHME He COOTBETCTBYeT TpeboBaHnsAM. OpraHu-
3auua AO/KHA NpefnpyHATL COOTBETCTBYIOLLEE AeCTBME B OTHOLLUEHWN Takoro 060pyAoBaHns 1 noboi
N3MepeHHON NPOAYKL M.

3anucu pe3ynbTaTtoB KanMbpoBKM 1 MOBEPKM A0/MKHbI NOAAEPXKMBATLCSA B paboyem coCcToAHUY (4.2.4).

Ecnu npu MOHWUTOPUHIE Y U3MEPEHNN YCTaHOB/IEHHbIX TPE6OBaHWI CNO/b3YIOT KOMMbIOTEPHbIE NPO-
rpaMMHble CpeACcTBa, X CNOCOBHOCTL Y 0BETBOPATL NpeAnonaraeMoMy NpUMEHEHN0 NpeaBapuTesibHO
[0/MKHa ObITb NOATBEPXKAEHA U NOBTOPHO NOATBEPXAEHA MO MEPE HEOBXOAUMOCTH.

n punmedyaHne — HOATBep)K,quI/Ie COOTBETCTBUA KOMNbHOTEPHOro NporpaMmmMHoOro obecneyeHns npegnona-
raeMomMy npuMeHeHuo o6bI4YHO NpegycMaTpuBaeT ero BepudurkaLmio U MeHe)XMeHT KoHdUrypauuv B Lensx nogaep-
XXaHua ero npurogHoCcTv AnA ucnosb3oBaHua.

[MCO 9001:2008]

7.6.1 [lonxHbI NPOBOANT bCA PEryNSpHbIe perucTprpyeMble NPOBOKALMOHHbIE UCMbITaHUsA aBTomMa-
TUNYECKOro KOHTPO/IbHOr0 060pyA0BaHNs (HanprMep, hO T oOKaMepHbIe MHCNEKLUUOHHbIE CUCTEMbI U CUN T bl-
BaTeNV LWTPUX-KOAOB) A1 NPOBEPKN MOCT OAHHON PYHKLMOHATBbHOW NPUrOgHOCT 1.

7.6.2 MNpon3BOACTBEHHbIE U KOHTPOJIbHbIE AaHHble, 0 THOCALMECS K NPOAyKUuun noTpebuTensa (3a
UCK/HOYEHNEM CEKPETHON NHTEeNNeKTYyasbHOl COGCTBEHHOCT M OpraHusaLmm), LO/MKHbI NPefoCTaBNAThb-
ca no TpeboBaHWO NOTpPebuTensa Win npeacTaBuTeNs NOTPebuTeNns ANS NPoBePKN PYHKLUNOHANBHO
NpUrogHOCT M MPOU3BOACTBEHHOI O NpoLecca, KOHTPOJIbHOIO M UCMbITaTeNlbHOro 060pyA0BaHUS, UCMOb-
3yeMOoro B XOfie NPON3BOACT Ba M HA FOT OBOW NPOAYKL M.

7.6.3 VcnblTaTensHoe o6opyaoBaHme, UCNOJb3yeMoe A5 onpefesieHns NPUemMaeMocT N UCXOAHbIX
MaTepuanoB, BaXHbIX 4519 obecnevyeHus kayecTBa, nonydabpukaToB UM FOTOBOM NPOAYKUMMN, AO/IHKHO
KanmbpoBaThCS UM AO/MKHbI NPOBOAMTbCA AOMOMHUTE/bHbIE KBA/IM(IMKALMOHHbIE UCMNbITaHnsa no mepe
Heo6XxoANMOCT 1.
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8 V3mepeHue, aHann3 un ynydlleHue
8.1 O6umre nonoxeHus

OpraHusaunsa foJ1kHa nnaHmposaTtb Y MPUMEHATbL NPOLEcChl MOHUTOPUHIA, U3MEPEHUs, aHanusa u
ynydiweHus, HeOGXOp,VIMbIe ANna:

a) AEMOHCTpauunm CoOoTBETCTBUA Tpe6OBaHVIFIM Knpoaykuuu;
9TO0 TpeGOBaHI/Ie OTHOCUTCA KaK K I'IOI'Ipraﬁpl/lKaTaM, TakK U K NepBNYHbIM YNakKOBOYHbIM MaTe-

puanam.
b) o6ecrneyeHns COOTBETCTBUS CUCTEMbI MEHEAXXMEHTA KauecTBa,;
C) MOCTOSIHHOTO MOBLILIEHUS Pe3y/IbTATUBHOCTY CUCTEMbI MEHEKMEHTA KauecTBa.
YkazaHHas AesiTeNbHOCTb J0/IXHA BK/oYaTh BCe6S onpefeneHrne npuMeHMMbIX METO0B, B TOM uc/e
CTaTUCTUYECKMX, M1 061aCTb UX UCNOMb30BaHUS.
(NCO 9001:2008]

8.2 MOHUTOPUHT N U3MEpPEHME
8.2.1 YA0BNeTBOPEHHOCTb NoTpebuTeneli

OpraHusauusa fo/mHKHa NPoBOANTL MOHUTOPWHT UHGPOPMAaL MK, Kacalowmiics BocnpmaTus notpebute-
NeM BbINOMHEHUsI opraHu3aumveli ero Tpe6oBaHuii, kak 04HOro U3 cNoco60B N3MepeHUsi paboTbl CUCTEMbI
MeHeKMeHTa kayecTBa. [lo/MKHbI ObITb YCTAHOB/IEHBI METOAbI NOMYYEHNS U UCMO/Ib30BAHUA 3TOW MHOp-
mauuu.

NMpumeyvyaHue — MOHATOPUHT BOCTIPUSITUSI NOTPEBUTENSIMU MOXET BK/lOUaTh B ce6s1 NosyyeHne nHgopma-
LMW M3 TakKMX WCTOYHUKOB, Kak WCC/eA0BaHWs YLOBMIETBOPEHHOCTW NOTpe6uTesnieil, faHHbie OT noTpe6utenei o
KayecTBe NOCTaB/IEHHO| NPOAYKL MM, UCCNe0BaHNSI MHEHUIT NONb30BaTe Nell, aHaIM3 0TToKa KIMEHTOB, 61arogapHoc-
TU. NPETEH3UN MO rapaHTUiiHbIM 06A3aTe/IbCTBAM M OTYETHI PACMPOCTPAHUTENEN.

(MCO 9001:2008]
8.2.2 BHyTpeHHMe ayanTbl (NpoBEpPKK)

OpraHu3sauus fo/xHa NpoBOAUTL BHYTPEHHME ayAnuTbl (NPOBepkKin) Yepes 3anjiaHMpoBaHHbIe UHTepBa-
bl BpEMEHW B LieNISX yCTAHOB/IEHUS TOFO, YTO CUCTEMA MEHEKMEHTA KayecTBa:

a) COOTBETCTBYET 3arnjiaHMPOBaHHbLIM MeponpuaTusam (7.1). Tpe6oBaHUsIM HACTOSILLEro cTaHaapTa
Tpe60oBaHUAM KCUCTEMe MeHeKMEHTa KauecTBa, pa3paboTaHHbIM opraHusauueii;

b) BHeApeHa pe3y/ibTaTUBHO U NoAAepXMBaeTcs B paboyeM COCTOSIHUN.

MporpamMmMa ayauToB (MPOBEPOK) AO/MKHA NNAHUPOBATLCS C YYETOM CTaTyca W BaXHOCTU MPOLLeccoB U
y4acTKOB, NoA/Iexallux ayauTy, atakke pesyibTaTtoB NnpeablayLinxayanTos. Kputepun, o6nacts npuMeHe-
HUSl. YacToTa U MeTobl ayAMTOB AO/MKHLI 6bITb ONpeesnieHbl. BbiGop ayAMTOPOB U NPOBEAEHUe ayanToB
[oMXHbI 06ecneunBaTb 06LEKTUBHOCTL U 6ECNPUCTPACTHOCTL NpoLecca ayauta. AyAUTopbl He [OKHbI
NPOBEPSITb CBOK COBCTBEHHYO PaboTy.

JomkHa 6bITb yCTaHOBNEHA JOKYMEHTVPOBaHHAs mpouenypa Ans onpefesieHusi 0TBETCTBEHHOCTU U
Tpe6oBaHuii, CBSA3aHHbIX C N/1AHNPOBAHUEM U NPOBEAEHMEM ayaUTOB, BEAEHNEM 3aNUCe 1 COCTaBEHNEM
0TYEeTOB O pe3y/ibTarax.

3anvicy 06 ayauTax 1 nx pesynbTaTax Ao/KHbI NoA4epXMBaTbCsA B paboyem cocTosiHum (4.2.4).

PyKoBOACTBO, OTBETCTBEHHOE 3a NPOBEPSiEMblE 06/1aCTU AesiTeNIbHOCTU, JO/IKHO 06eCcneyunTb, YTo6b
BCE He06X0MMble KOPPEKLMI 1 KOPPEKTUPYIoLLe AeNCTBUS NpeAnpUHUManUCh 63 U3NNLWIHENR OTCPOUKU
[Ns ycTpaHeHUs o6HapyXXeHHbIX HECOOTBETCTBUIA U BbI3BABLUMX UX NPUYMH. Mocneayiolne aeicTeusa 4on-
XHbl BK/OYATh B ce6s1 BepuchmkaL o NpUHSATLIX MEP U OTYET 0 pesy/bTatax BepudukaLum (8.5.2).

MpumevyaHne — Cm. MCO 19011 gna pykosoAacTBa.
(MCO 9001:2008]
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8.2.3 MOHUTOPUHT N U3MEPEHMNE NPOLLECCOB

OpraHusauus fo/mKHa NCNOo/b30BaTh NOAXOASLLIME MeTO bl MOHUTOPWHIA U. TAe 3TO NPUMEHUMO, N3Me-
pEeHUst MPOLLECCOB CUCTEMbI MEHEXMEHTA KauecTBa. AT MeTOAbl A0/KHbI LEMOHCTPUPOBATL CNOCOGHOCTb
NPOLECCOB AOCTUIaThb 3an1aHNPOBaHHbIX pe3y ibTaToB. ECnv 3annaHnpoBaHHble pesysibTaTbl He 4ocTura-
I0TCSA. TO AO/DKHBI NPEANPUHUMATLCA HEOGXO0ANMbIE KOPPEKLMM U KOPPEKTUPYIoLLE AeicTBUS.

n punmedyaHne — |-|pI/I onpegeneHnn nogxogdawmx MeTonoB opraHmsayusa go/HKHa ydynTblBaTb TN U ob6bem
MOHUTOPWUHIa nnn M3MepeH|/1|7l, noaxoasawmnx ona Kaxanoro n3 Takmx npoueccos, B OTHOWEHUN NX BZIMAHNA Ha COOT-
BeTCTBUE TpeﬁOBaHI/IFIM KNpoAYyKUMN N Ha Ppe3yibTaTUBHOCTb CUCTEMbI MEHE)KMEHTa KayecTBa.

[MCO 9001:2008]

Cnyx6a kayecTBa fo/kHa obecneunsaTb NPOBEEHNE UCC/Iel0BAHUSA, YCT PAHEHNS U JOKYMEHTUPO-
BaHVA 0T KMOHEHWA, BaXHbIX /19 06ecneyeHmns KayecTBa.
8.2.4 MOHUTOPUHT N U3MEPEHNE NPOAYKLNN

OpraHu3saums AO/HKHA OCYLLECTBASATE MOHUTOPUHT U U3MEPATb XapakTepucTuki Npoaykuuu B Lensax
BepudvKaLmmn cobnogerHuns TpebosBaHunii K npoayKLun. 370 40/MKHO OCYLLLECTBAATLCA HA COOTBETCTBYIOLLNX
cTagmsax npouecca XM3HEHHOTO LMKNa NPoAyKLum cornacHo 3aniaHnpoBaHHbIM MeponpuaTnam (7.1).

CBugeTenbCTBa COOTBETCTBUSA KPUTEPMAM NMPUEMKM AODKHBI NOALEPXKMBATLCA B paboyeM COCTOAHUN.

3anucuy 4oMKHbI yKasblBaTb 1L0(a), CaHKUMOHMpOoBaBLLee(ne) BbinycK npoaykunn (4.2.4).

Bbinyck npoAyKuuu 1 npefoctasneHne yCayrn notpebutento He AO/KHbI OCYLWEeCTBASATLCA 40 TexX nop.
noka Bce 3annaHMpoBaHHble feicTBus (7.1) He 6yayT yA0BNETBOPUTENBHO 3aBEPLLEHbI, €C/IN He yTBepXe-
HO MHOE COOTBETCTBYHOLLMM MOSIHOMOYHBIM JINLLOM WX OPraHoM U, rae 3TO NPUMEHNMO, NOTpebuTenem.

[MCO 9001:2008]

8.2.4.1 PaccnepoBaHue pe3yibTaTOoB 3a npefesiaMm 3afaHHblX TEXHUYECKUX TpeboBaHuit

No6oii pe3ynbTaT 3a npefenamv 3afaHHbIX TeXHUYeCKux TpeboBaHuWii O/KeH paccnefoBaThCs B
COOTBETCTBUM C JOKYMEHTMPOBAHHOW NpoLleAypoii, a nonyvyeHHble fJaHHble A0/MKHbI perncTpuposaTbea
(cm. 4.2.4).

8.2.4.2 BXO[HOV KOHTPO/b N BXOAHbIE UCMbITaHWA

[0/1XHbI 6bITb YCTaHOBNEHbI U A0/HKHbI BbINONHATLCA T peboBaHnA 418 BCEX UCMNOSb3yeMbIX MaTepu-
anos. MocTynatwwme maTepranbl fO/MKHbI KOH T PONNPOBaT bCA UAN MHBIM 06pPa30M NPOBEPATbCA HA COOT -
BeTCTBMWE yCTaHOBNEHHbIM TPeboBaHNAM.

8.2.4.3 KoHTponb B NpoLecce Nnpon3soacTBa

8.2.4.3.1 OpraHusauns go/HkHa, Kak1ioro TpebyoT 4OKYMEeHTUPOBaHHbIe Npouefypbl, KOHTPOAMpPo-
BaTb U NCNbITbIBATb NPOAYKLMIO B NpoLiecce 06paboTku.

8.2.4.3.2 [lomkHbl 6bITb ONpeAeneHbl Npoueaypbl BBI6OPOYHOT0 KOHTPOsis, obecneunsaroLLne penpe-
3eHTaTMBHOCTb 06pasLoB AN oueHusaemoro npouecca. O6pasubl He cnefyeT Bo3BpawaTb B NPOU3-
BO/ACTBEHHYI0 30HY, €C/I1 OHM ObINN HanpasNeHbl Ha 0T Ae/IbHYI0 UCTbITaTe/IbHYI0 NIOLLAAKY.

8.2.4.3.3 lNocne nosnomkn o60pyAOBaHUA UAW He3amnnaHMPOBaHHON OCTaHOBKM npouecca [OKeH
6bITb NPOBEAEH [ONOMHNT E/bHbIA KOHTPO/b B NpOL,Eecce NPOM3BOACT Ba.

8.2.4.4 KOHTpO/b rOTOBOI NPOAYKLMUN

Ecnv TpebyeTCa KOHTPOb FOTOBON NPOAYKLMMN, OH A0/MKEH 6bl Th NPOBELEH [0 BbIMyCKa CEpUn.

MpumeyaHne — KOHTPONb rOTOBO NPOAYKLUN MOXeT NPOBOAUTBLCA HE NO BCEM YCTaHOB/IEHHbIN napa-
MeTpam.

8.2.4.5 CoxpaHsiemble 06pasLibl

CoxpaHsiemble 06pasubl 0T6UpaloTCA B COOTBETCTBMM C TpeboBaHNAMU opraHm3auun u (unm)
noTpeébuTens.

8.2.4.6 Bbinyckcepuu

[nsa Bbinycka cepun TpebyeTCcANpoBefeHne aHanusa JOKyMeHTauny Ha cepuio.
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8.3 YnpaBfieHue HECOOTBETCTBYIOLLEN NpogyKymei

OpraHu3auusa fo/mkHa obecneymBaTb UAEHTUUKALMIO NPOAYKLMMW, HE COOTBETCTBYOL el Tpe6oBaHu-
AIM, M ynpaB/ieHne el B Lie1IsiX NpefoTBpaLLeHUst HenpegHaMepPeHHOro CNob30BaHNS UV MOCTaBKM Takoi
npoaykumun. [lonxHa 6GbiTb yCTaHOBMEHa AOKYMeHTMpOoBaHHas npoueaypa Aas onpefeneHus cpeacts
yNpas/eHns 1 COOTBETCTBYIOLEli OTBETCTBEHHOCTU U NOHOMOUNIA ANt AEIACTBUIA C HECOOTBETCTBYIOLEI!
npoayKumei.

Ecnv npyuMeHumo, opraHunsaums fo/mkHa npeanpuHMMaTth B OTHOLLIEHNY HECOOTBETCTBYIOLLEN NPOAYK-
umu cnepytolime aeirctTensa (0O4HO UM HECKOJTbKO):

a) ycTpaHeHue 06Hapy>XeHHOro HeCoOTBETCTBUS;

b) CaHKUMOHMPOBaHME UCNO/Ib30BaHNS, BbiNycKa WU NPUEMKU NPOAYKLMM, eCnv NONyYeHo paspelle-
HVe Ha OTK/IOHEHWE OT COOTBETCTBYHOLLENO NMOSIHOMOYHOIO ILLA U OpraHa W. rae 3To NPYMEHUMO, NoTpe-
outens;

C) npefoTBpalleHne ee NepBoHayYasibHOro NpeanoaraeMoro NCNosib30BaHUsl UKW NPUMEHeEHUs;

Mocne TOro Kak HECOOTBETCTBYIOLLLAA NPOAYKLUS UCNpaB/ieHa, OHa A0/1XHa ObITb NOABEPrHyTa NOBTOP-
HOI1 BepuduKkaLumn 4nsi NOATBEPXAEHNSI COOTBETCTBUSA TPE6OBAHUSIM.

3anncu o xapaktepe HecOOTBETCTBMIA U NHOGLIX NOCNEAYOLWNX NPEeANPUHATLIX AeNCTBUSX, BKIOYas
nosy4YeHHble paspelleHmns Ha OTKNOHEeHNS, A0KHbI NOALEePXMBATLCS B paboyem COCTOsIHUM (4.2.4).

(MCO 9001:2008]

8.3.1 HecooTBeTcCTBYylOWAasA NPOAYKLMA NN HECOOTBETCTBYOLNE MaTepuanbl AO/KHbI NOABEP-
raThbCAKapaHTWHY B OXXUAAHUV MPUHAT NS PELLEHNSA 0 KOPPEKT MPYIOLLNX NN UHBIX felicTBuaX. KorgangeT™
peyb 06 ucnpasneHun Ny Tem nepefenkun UM peKoHCTPYKUuW, cnegyeT NpoBeCcTW v 3aperncTpupoBaThb
OLeHKYy p1cKa 1to60ro oTpuuaTenbHOro BANSHUA Nnepefenki Ha npogykuuio (cm. 4.2.4n 7.5.1).

8.3.2 lMepegenka n (M1n) peKOHCTPYKUUS AO/KHA NPOBOANMTLCA B COOTBETCTBUM C [JOKYMEH T UPO-
BaHHOI npouenypoii, ogobpeHHol cnyx6oii kayecTBa. MopsfoK nepefenkn JO/MKeH ObIThb COrnacoBaH C
norpebuTenem, ecimaTo AB/SETCA Or0BOPEHHBLIM TpeboBaHveM.

8.3.3 Ecnu nepBUYHbIE YNAKOBOYHbIE MaTepuasibl MPOU3BOAU/INCE B YCIOBUAX YNCTOr0 NOMELLEHNS,
no6asa nepegenka fomkHa BbIMONMHATBLCA B TEXXKE YCN0BUSAX.

8.3.4 /toboe npepsioxeHne o BbiNyCKe HeCOOTBETCTBYOLLEN NPOAYKLUNN AO/MKHO OblTh CAENaHO Ha
OCHOBE JOKYMEHT a/ibHO 0DOPM/IEHHOI 0 pa3peLLEeHHOr 0 0T CTYMN/IEHNS, CAHKLMOHUPOBAHHOIO NOTpebuTe-
nem.

8.3.5 B cnyuyae BbI6pakoBKM NepBUYHbIE YNAKOBOYHbIE MaTepuasbl AO/KHbI Y TUAN3NPOBATbCA UK
YHUYTOXaTbCA B COOTBETCTBUM C JOKYMEH TVPOBAHHON NpoLesfypo.

8.4 AHanus gaHHbIX

OpraHusauus goskHa onpefenstb, cobupaTtb U aHanM3MpoBaTb COOTBETCTBYWOLWME AaHHblE A/
AeMOoHCTpaLuy NpUroAHOCTU N pe3yNbTaTUBHOCTM CUCTEMbI MEHE)XKMEHTA KauecTBa, a Takxe OLeHnBaHus,
B Kakoii 061aCT! BO3MOXHO NMOCTOSIHHOE NOBbILLEHVE Pe3ybTaTUBHOCTY CUCTEMbI MEHEXMEHTA KavecTsa.
JaHHble JO/MKHBI BKOYaTb B ce68 MHDopMaLMIo, NOyYEHHY0 B pe3y/ibTaTe MOHUTOPUHIA U U3MepeHns 1
13 APYrMX COOTBETCTBYIOLLMX NCTOYHMKOB.

AHanu3 faHHbIX O/MKEH NPeCcTaBATb MHOPMALMIO, OTHOCALLYHCS:

a) Ky[OBNETBOPEHHOCTN NnoTpebuteneii (8.2.1);

b) KCOOTBETCTBMIO TPEGOBAHNAM K Npoaykumm (8.2.4);

C) K XapakTepucTukam v TEHAEHUMUAM NPOLEeCcCOoB 1 NPOAYKLMU, BKIOYAs BO3MOXHOCTY NpoBeAEHUSs
npegynpexaatoowmx aeicteunii (8.2.3 n8.2.4);

d) knoctaBwukam (7.4).

[MCO 9001:2008]

OpraHusauus fo/xHa paspaboTaTb W NoAAepX1BaTb AOKYMEHTUPOBaHHbIE NPOLEAYpPbI, BKIOYas
Tpe6oBaHUA K aHaNU3y faHHbIX, A5 BbISB/IEHUS CYLLECTBYIOLWUX UM NOTeHUUaNbHbIX NPUYMH BbIMycKa
HEeCoOTBETCTBYLLEV NPOAYKLMN NN APYTUX MPO6IeM KayecTBa.

8.5 YnyuweHune

8.5.1 TocToAHHOE yNyylleHune

OpraHusauns fo/xHa MOCTOAHHO NOBbIWATL Pe3y/IbTaTUBHOCTL CUCTEMbI MEHEIXMEHTa KayecTsa
nocpeAcTBOM UCMO/Ib30BAHUA NOAUTUKY U LieNeli B061acTu kauecTBa, pe3y/ibTaToB ayAnToB, aHann3afaH-

HbIX. KOPPEKTUPYIOLLUX 1 NPeaynpexaaLnx 4elicTBIiA, a Takke aHam3a co CTOPOHbI PYKOBOACTBA.
[MCO 9001:2008]
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Vi3meHeHus, npegnaraemMble B Ka4eCcTBe 4acTUW MOCTOAHHOIO yNydlleHna, nognexaT MeHeKMEeHTY

pucka.

8.5.2 KoppekTupylouwune gencreus

OpraHusauus 4o/mkHa NpeAnpuHUMAaTh KOPPEKTUpYoLLe AeCTBUSA B LiesX yCTpaHeHUs NpUYnH Heco-

OoTBETCTBUI ONA npeaynpexaeHnsa NOBTOPHOrO UX BO3HMKHOBEHUA. KoppekTupyoLime ,D,eVICTBVIFI A0JDKHbI

6bITb afiekBaTHbIMW NocneacTBnNAM BbIABIEHHbIX HECOOTBETCTBUIA.

[omkHa 6bITb paspaboTaHa 4OKYMEHTMPOBaHHAA Npoleaypa A/1a onpeaesieHust TpeboBaHuii:
a) KaHanm3y HecoOTBETCTBMIA (BKIOUAs Xanobbl noTpebuteneit);

b) KyCTaHOBJ/IEHUIO MPUYMH HECOOTBETCTBWIA;

C) KOLeHMBaHMI0 HEO6X0ANMOCTHM AeNCTBUIA, YUTOObI N36exaTb NOBTOPEHNS HECOOTBETCTBUIA;
d) KonpeaeneHunto 1 oCyLLECTB/IEHNIO HEOOXOAUMbIX AENCTBWIA;

e) K3anucsam pesynbTaTtoB NPeANnpPUHATLIX AecTBuUi (4.2.4);

f) KaHanusy pesy/ibTaTUBHOCTMN NPeANpPUHATLIX KOPPEKTUPYIOLLNX AeliCTBUNA.

(NCO 9001:2008]

8.5.2.1 OpraHu3aumsa Jo/mKHa CBOEBPEMEHHO pacc/iiefjoBaThb BCe Xanobbl NnoTpebuTeneih n coob-

WU Tb O NPOBOANMbIX KOPPEKTUPYIOLUX AeliCTBUAX Ha BCe NPOU3BOACTBEHHbIE YYacTKM U y4acTKU, CBS-
3aHHbl€e C MPOU3BOACTBOM. [lelicT BMS AOKHbI OCYLLECT BAATbCS, KaK MOXHO ObICTPEE 11 B COOTBETCTBUM
C COrnacoBaHHbIM rpadkom, cnefyeT BeCTU 3anucy pacciefoBaHust (cM. 4.2.4).

8.5.2.2 [oNXHO 6bITb 060CHOBAHO U 3aperncTpPrUPOBaHO OTCYTCTBUE KOPPEKTUPYIOLNX U (M)

npegynpexaaroLux gelic TBUA No pe3ynbTaTaM pacc/iefoBaHus Xanob norpebuTeneii (cm. 4.2.4).

8.5.3 Tlpeaynpexpatwuime gencrsus

OpraHusauus fo/xHa onpeaenaTb AeACTBUA B LeNsaX YCTPaHEHNUs NPUUMH NOTEHLMabHbLIX HECOOT-

BETCTBUI ANA npeaynpexaeHna ux nosasneHuna. Npegynpexgapaiowme ,D,elzCTBVIFI A0/TKHbI COOTBETCTBOBATb
BO3MOXHbIM NOCNeACTBUAM NOTEHLUUaMbHbIX r|p06neM.
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JomkHa 6bITb paspaboTaHa AoKyMEeHTMPOBaHHas NpoLeaypa AN onpeAeneHuns Tpe6oBaHuii:

a) KYCTaHOBJIEHWIO NOTEHLMasIbHbIX HECOOTBETCTBUIA U UX NPUYVH;

b) KOLEHMBaHWIO HEO6XOANMOCTUN AENCTBUIA B LLeNsiX NpeaynpexaeHust NosBAeHUs HECOOTBETCTBIIA;
C) KOnpeaeseHunio N oCyLLEeCTBIEHNI0 HEOBX0AMMbIX AeACTBUIA;

d) k3anucsam pe3ynbTaTtoB NPeANPUHATBLIX AecTBUiA (4.2.4);

e) KaHanusy pesynbTaTUBHOCTU NPEeANPUHATLIX NpeaynpexaatoLlnx 4eicTBuiA.

[MCO 9001:2008]
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Mpunoxexne A
(o6sA3aTenbHoe)

Tpe6oBaHusi GMP K MepBUYHbIM MEeYaTHbIM YNakoBOYHbIM MaTepuanam

A.1 CpepcTtBa Noslyd4eHUsa neyvyaTHbIX OTTUCKOB

A.1.1 O6wue nonoxeHns

Bce cpefcTBa NOPyYeHNs NevyaTHbIX 0T TUCKOB AOJIKHbI:

a) MMeTb YeTKOe 1 OHO3HAaYHOe 0603HavYeHne, YT 06bl 06ecneyYnTb NPOCNEXUBAEMOCTb 0 UCXOAHOTO MaTe-
puana:

b) 6bITb N3rOTOBJ/IEHbI U3 OCHOBHOTO NCXOAHOro MmaTepnana, Haxogauierocs yI'IOTpeﬁI/ITeI'Iﬂ, nobecneumBaTb
npocnexuBaemMocTb A0 3TOro MmaTepnana:

C) NMpoBepATbHCAHA COOTBETCTBME GYMaXHOMYHOCUT €110 AN 31eKT POHHBLIM AaHHbIM, 0406PEeHHbIM NOT peotu-
Tenem. nperucrpuposaThbecs (cm. 4.2.4);

d) XpaHWTbCSA BHaAEXKHOM MeCTe NPU HaNNYUN 4e T KO CUCT eMbl CaHKLMOHNPOBAHHOTO BbINyCKa W BO3BpaLleHus
B XpaHunuuie.

A.1.2 CoyeTaeMble neyaTHble QOPMbI

Korpa TpebyeTcsa 6onblie 04HOV neyaTHOW hOpMbl, A0/KHA CyWeCcTBOBATbL OKYMEHTUPOBAHHAsA CUCTEMA,
o6ecneuynBatolLan NCnonbL30BaHne BCeX (HOPM B KOMN/IEKT e, B TOM C/lyyae, KOr4a KOMNAekT hOpM COepXUT TUNOBO
NpoeKT npoBefeHnsa HeCKONbKNX pa60T, Kaxpjas oT aesibHas q:)opma B KOMN/eKTe A0J/IXKHa UMeéTb 4YeTKOoe, O4HO3Hau-
Hoe 0603HayYeHne N6bITb JOKYMEHT MpoOBaHa.

A.1.3 N3meHeHue TekcTa/npoekTa

Korga npoekT TpebyeT MCNONb30BAHNA HECKONIbKUX (DOPM MHEKO T OPble U3 HUX JO/KHbI Gbl Th 3aMeHeHbl 13-3a
M3MEHEHNsS B TeKCcTe/npoekTe. A0/KHA CyllecTBOBaTb JOKYMeHTUpPOBaHHas npoluegypa, obecneymsatLias 3aMmeHy
HENPUroAHbIX DOPM 1 COXPaHeHUe ApYrnx cpeAcTB B kKoMnnekTe. VIcxofHble hopmbl nogniexaT NOBTOPHON NAeHT -
ukauun.

A.1.4 Bepudukauyns

A.1.41 O6Lwme NonoXxeHus

Bepudunkauma npoekTa no cpefcTBaM NoNyYeHNA NnevyaT HbIX OT TUCKOB A0/HKHA NPOBOANT bCA BNepuos noaro-
TOBKM KpaboTe neyaTHOro CTaHKa v o NOlyYeHNsi pa3pelleHns Ha BbiNyCK NPOAYKLUN.

A.1.4.2 KapaHTUH U YHNUYTOXEHUNE

OpraHusaynsa JoNKHa UMeTb:

a) AOKYMeHTMpOBaHHYyl npoueaypy, obecneynBatroLlyo Hagnexatwe oQoOpMIEHHYI0 N30N1ALMI0 CPeACT B NOATO-
TOBKM MeyaTHOro OpUrnHana u neyaTaHnanpoekTa, NojBeprawiL,erocs nepecMoTpy:

b) [OKYMEHTUPOBAHHYI CUCTEMY, AeTann3npyLwyo MeTOoANKY Yy TUIN3aLnumn HEHYXHbIX CPeACT B NOATOT OBKM
neyaTHOro OpUrMHanNa v NoNy4YeHNa nevyaTHbIX OT TUCKOB; OHW [O/DKHbI NPUBOAUT bCA B HEMPUTOAHOE COCT OAAHNE U
YT NAN3NPOBAT bCS KOHT POSIMPYEMbBIM U HAAEXHBIM CNOCO6GOM.

A.2 TMpouecckl NneyaTaHus n npeobpasoBaHns

A.2.1 Hanapka (nofgrotoBka Kk pab6oTe) meyaTHOro ctaHka

A.211 I'IepBOHaqaanyro noAroTOBKY K ne4yaTaHuto c/ieayeT npoBoaguTb C NCNOJIb30BAHMEM YNCT bIX KOMNO-
HEHT OB UM MaTepnanos.

A.2.1.2 Tpn NoAroTOBKe K NOCAeAyOLWNM NpoLeccaM MOXHO UCNONb30BaTh MaTepuan N3 n3HavyalbHOro npo-
Luecca nevyaTaHusa Tolixe cepuu.

A.2.1.3 WN3HauyanbHbIN I'IpVII'IpaBOHHbIVI MaTepuan MoXeT NOBTOPHO MCNO/1b30BaTbCA B XO04€e NOATOTOBUTE/b-
HOTro npouyecca And Nnoly4yeHUAa NnpaBuabHOIO UBeTa.

A.2.1.4 MaTepuan, UCnonb3yemblii ANs Npunpasku, A0/MKEH 6bI Tb M30MPOBaH, B 3aTEM YTU/IN3NPOBAH Kak npo-
N3BO/JCTBEHHbIE OTXO/bI.

A.2.2 MepexoaHble CUCTEMbI

MepexoaHble cMCTeMbl, NpefHa3HauYeHHble ANA COKpaLleHNa BpeMeH!, 3aT paynBaeMoro Ha noAroToBKy (Hanpu-
Mep. aBToMaTN3MpoBaHHaa cMeHa (DOpPMbl) U He MO3BONAKLME NPOBOANT b MOJIHYI0 OYUCTKY NMHWIA, NognexaT [AOKYy-
MeHTMpOBaHHOﬁ OLEeHKe pWUCKOB W [O0J/IKHbI MCNONb30BaTb CpeacTBa ynpasfieHua Ansa obecneyeHus 3aWlnThbl
npoaykuuun. Bce neyaTHble N34aHuns, NONyYeHHbIe B X0Ae NpeablayLieil onepaunm, JOMKHbI YAanaTbCA CANHUMN A0 NONY-
YyeHus ohuunanbLHOro paspeleHns Ha BbINYCK Tupaxa. Bce cpefgcTBa ynpaBneHUA [OKHbI PerMcTpupoBaThCs
(cm. 4.2.4).

A.2.3 CoxpaHsieMble 06pasLibl

A.2.2.1 Bce coxpaHsieMble NeyaTHble 06pasLbl J0/MKHbI 6bITh 4eTKO 0603HaYEHbI U JOKHbI MOANEXaTb HaeX-
HOMY XpPaHeHuIo.
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A.2.3.2 O6pasubl, UCNnosib3yemble ANS UHbIX Lenei (HanpuMmep, agMUHUCT pUpoBaHue/npoaaxa). [O/MKHbI YHNY-
TOXaThbCA. €CNN OHN 60NbLIE HE KOHT PONNPYIO T CA OpraHnsaymnei.

A.2.4 3anacHble neyaTHble cpefcTBa

A.2.4.1 B xopge npou3BOACTBA, €CNU 3anacHble POpMbl M3roTabBnuBalw T M3 (DUKCUPOBAHHBLIX pPa3peLlleHHbIX
UCXOfHbIX MaTepunanos (Hanpumep, HeraTWBOB WU MNOLWAroBbIX CHUMKOB C UCMO/Ib30BAHMEM T EXHONOTMUU KOMMbIO-
Tep-chopma). onepaumna MoOXeT 6blTb NPOAO/KEHA NOCNe NPOBEAEHNS HOBO NPOBEPKN NepBOI NapTuu.

A.2.4.2 3ameHsieMble neyaTHble cpejcTea

A.2.4.1 B xoae npou3BojCcTBa, €CAN 3aMeHAeMble (DOPMbl M3rOTaBANBal T U3 (PUKCMPOBAHHBIX 0J06PEHHbIX
UCXOfHbIX MaTepnanos (Hanpumep, HeraTWBOB WU NOLWAr0BbIX CHUMKOB C UCMO/Ib30BAHMEM TEXHONOrUU KOMMNbIO-
Tep-chopma). onepauma MoxeT 6bl Thb NPOAO/XEHA NOCNE NPOBEAEHNSA HOBOI NPOBEPKU NepBOi napTuu.

A 2.4.2 Bxojenpon3BoACTBa, eCn hOpMbl CO3Jal0T U3 HOBbIX MaTepuanos, onepayns Ao/HKHa ObI Tb 0T MeHe-
Ha; 3ameHsAeMble (DOPMbl HEO6XOANMO paccMaTpPUBAT b KaK HOBble OpUruHanbl. MocnefyoLLyo NpoayKLUI He06Xxo4UMO
paccmaTpuBaTb Kak HOBYO Cepulo. BeegeHne Bcex 3aMeHsieMblX NeYaTHbIX CPeACcTB HE06X0ANMO perucTpuposaThb
(cm. 4.2.4).

A.2.5 TeyaTbiCOMNIEKTOB

MeyaTb KOMNNEKTOB (NpoLecc neyaTaHns 6osee 0AHOro0 MakeTa Ha NOAN0XKe B XOfe OAHOTO MPOU3BOACTBEH-
HOrO LUMKNna)He aonyckaeTCA U3-3apucka NEPEeKPeCcTHOro 3arpasHeHns.

A.2.6 CepuitHoe Npon3BOACTBO N XpaHeHVe 3anacoB

A.2.6.1 CepwuiiHoe NpPOM3BOACTBO W XpaHeHWe MPOAYKLWW Ha cknaje OCYLW ECTBAAKT, ecnm 3TO OroBOPEHO
KOHT pakT oM.

A.2.6.2 OpraHusauus Ao/XHa ynpaBnaTb XpaHeHnem gnsobecneyeHns 6e30nNacCHOCTU M LLENOCTHOCTUNPOAYK-
LMN N COXPaHATb ee NPociexnBaeMocTb 10 NPON3BOANTENA U NCNOb3YEMbIX MaTEpPUanos.

A.2.7 Uwndposasa neyatb

A.2.7.1 TnbKkne BO3MOXHOCT N LN POBOIA NeYaTn BHeAPAIO T HOBbIe BUAbI 4eATENbHOCT U, KOTOPbIMU HEOBXO4N-
MO ynpaBnsiTh W JOKYMEHTMNPOBATb ANA 06ecnevyeHns TOYHOCT U 1 6€30NacHOCT U NevYaT HO NpoayKynn.

A.2.7.2 TMpumeHeHue uNPOBOI NevyaTmn N Apyrnx cneynanbHbix TpeboBaHMii K NPOAYKLMMN [OMKHO 6bITh cOrna-
coBaHO c noTpebuTenem.

A.2.7.3 OpraHmsaumnsa gonxkHa pazpaboTaTb HafeXHyl cucTemMmy gocTyna kK haiinam, npefHasHayeHHy Ans
npeAoTBpaleHns HenpegHaMePEeHHOT0 NCNOb30BAHUA HECOO T BE T CT BYIOLUX UCXOAHbBIX (haiinos.

A.2.7.4 MNoka anbTepHaTUBHaA cucTema 6e3o0nacHoCTUHe pa3paboTaHa KOHT PONUPYIOLW NI KOMNbIOTEP, CBSA-
3aHHbIVi C UM POBOI NeyaTHON MalWNHON, 4OMNKEH COAEPXaTb TO/bKO OfVNH UCXOAHbIA haiin B cBOE naMaTun 4NS TeKy-
Wero NpoM3BoACTBEHHOTO LnkNa, W yganeHne aToro daina fomkHo 6bITb YaCTbl0 AOKYMEHTWPOBAHHOW 04UCT KM
NNHUA.

A.2.7.6 Pa6ouue napameTpbl ANA AOCT UXKEHUA NPUEMIEMOrO LLBeTa HE06X0AMMO yCcTaHaBNMBaThb B BUe opu-
uManbHOro npouecca v perucTpuposaThb (cM. 4.2.4).

A.3 Cuctembl 6e30MaCHOCTU C NPUMEHEHUEM LUITPUX-KOZA

A.3.1 OCHOBHble NONIOXEeHMNA

Ansa o6ecneyeHus 6e3o0nacHOCT U NPOAYKLUM M NPefoTBpaLleHns NepPeKPecTHOro 3arpsA3HeHns LT PUxX-Koabl
6e30NacHOCTU MOTYT 6blThb BKIOUYEHbI B MakeT MevyaTHbIX yNakoBOYHbIX MaT epnasnos C Liefblo Bepudnkaymm opranu-
3auueii Bnpouecce npon3BoCcTBa /MnM noTpebuTenem B npoLecce onepaLum ynakoBbiBaHUs.

OpraHusaumsa MoxeT [06aBNTb COOCTBEHHbIE NAEHT N UKALUOHHbIE KOAbI B MaKe T NPOAYKLWN, €C/IN 3T O Npej-
YCMOTPEHO KOHT PakT oM.

Tam. rae opraHusauuns oTBe TCTBEHHA 3a onNpeAeneHune WTpux-koga 6esonacHocT U, KaxAblii LBeT MakeTa f0/1-
XeH 6blTh BKNOYEH B LITPUX-Kog. [lns BCex W TPUX-KOAOB, €CNN LLBET HECOBMECTUM C TPe6OBaHNAMU CKAHUPYIOLLEero
obopypoBaHusi, He06X0AMMO yBEAOMUT b NOTpebuTens.

A.3.2 MeToabl Bepudukaumm n obopyagosaHme gna sepudukaymm

A.3.2.1 EcnnaTo npakTWYeCKN BO3MOXHO, KaXAylo eUHULY NPOAYKLWUN CO W T PUX-KOJ40M 6€30MacHOCTU Heo6-
X0A4MMO nojBepraThb Bepudukaynum nocpeicTBOM UCNONL30BAHNA OHMNAH ckaHupylwero o6opyaosaHua, gnsa obecne-
YEHWA TOro 4YTO KoAbl YN T aemMbl U NpousBejeHa Heo6xoguman NPoAyKUNA. CkaHnpoBaHue W Tpux-koga 6esonacHocTH
[LO/KHO BbIMOMIHATbCA B TeYeHUe NocnejHero 4onycTUMOro npou3BoACTBEHHOTO npoLecca.

A.3.2.2 KoHthurypauns nporpaMmmHOro o6ecne4yeHusi/KoOH T PONS cKaHUpyloLWero o60pyaoBaHna JOMKHA 3arpy-
XaThbCA U3 HE3ABUCMMOTO UCT OYHMKA (HanpuMep, TexHUYeckue ycnoBus unu ouumnansHoe nogreepxaeHue). Mocne
Toro kak kog 6yfeT BBeJleH 1 NpoBepeH, CKaHupytollee o60pyAoBaHne A0/MKHO 6bITb 3a610KMPOBAHO (Hanpumep, npu-
MeHEeHNe MexaHM4YecKoro 3aMKa Uiu 3almTanaponemM) Ans NpefoTBpalleHnsi HeCaHKLMOHWPOBAHHOT O JocTyna.

A.3.2.3 [onxHa 6bITb pa3paboTaHa ahhekTUBHAsA cucTema Bbi6pakoBbiBaHUA N060r0 NPoAyKTa, He npowes-
wero npouecc ckaHnposaHus. JO6ON npoaykT, 3a6pakoBaHHbIil OHNAH CUCT EMOii CKaHNPOBaHNUs, AO/KEH 6bITh Npo-
BEpPEH ANA OnpejesieHNss NpUUYUHbl BbIGPAKOBKW, @ HENpUroAHble KOMMOHEHTbl BMNOCNeACTBUM [OMKHbI OblThb
yTUAU3UPOBaHbl. BbIBOAbI A0/KHbI 661 Tb 3aperucTpPMpPoOBaHbl M MPOAHANN3MPOBaHbI 40 BbiNyCKa NPOAYKLUN.

A.3.2.4 OHnaiiH ckaHupytlouiee o60pyaoBaHNe N CBA3AHHbI C HUIM MeXaHU3M Bbl6GPakoBKW AO/MKHbI NOABEpPraTbCs
MCNbITaHUsIM BX04€ NPON3BOACT BA A1 NPOBEPKN TOro, 3 heKTUBHbI /1N OHV BOBGHAPYXEHUVN MyJaneHnn MaTepmanos
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C HECOOTBETCTBYWLWMNMN WTpPUX-Kogamu. NMpoBefeHne Takoro MOHUTOPUHTa AO/HKHO UMeTb MECTO B Hayane npo-
Lecca yepes 3ansaHMpoBaHHble MHTepPBanbl BPEMEHU 1 6bI Th 3aperucTpupoBaHo (cm. 4.2.4).

A.3.2.5 Jlio6as npoAykuusa, Npu Npon3BoACTBE KOTOPOI onpefeneHo NPUMEHeHNe 3/1eKTPOHHOro ckaHupoBa-
HUA. HOhakTNYeCKN OHO HEe BbINONHAE T CA, A0/KHA 6bI Th 0f06peHa N oT paxeHa B 3anucax okayecTsa. [MloTpebuTens
fo/MmKeH 6bITb yBeAOMIEH 06 3TOM, N NONYyYeHO AOKYMEHT anbHoe oAo6peHne A0 BbiNycka NPoAYyKL UK.

A.3.2.6 [ina pyNOHHOro MHOrOMNOMIOCHOrO NPOW3BOACTBA BCE SIMHUM AO/KHbI NognexaTb Bepudukauum npu
noMowu WTpux-koga. Tam. rge 3TO BbINOJHATbL HEBO3MOXHO, NPU COrflacoBaHun ¢ noTpebuTenem TONbKO OAHA
NVHUS MOXeT noABepraTbCa Bepuukalmum.

A.3.2.7 [oNXHO 6bITb NPEAYCMOT PEHO BbIMO/IHEHNE N3MEPEHWII BHE T eXHOI0rn4yeckoro npowecca n/unu sepu-
dukaynm o6pasLoB W TPUX-KOJOB HA BCEX TUHUAX.

A.3.3 ToBapHbIN WTPUX-KOA

B Tomcnyyae, Korga ToBapHbIi W T pux-kog BkntoyeH B makeT (EAN. Coge 39. PZN nT. g.). B Te4yeHne BCeronpo-
Lecca Npon3BoACTBa HE06XOAMMO BbINONHAT b JOKYMEH T MPOBaHHYO NPOBEpPKy o6pasua.

A.3.4 PynoHHble maTtepuanbl n NnpoayKkunsa

A.3.4 1 Ecnu nHoe He yka3aHo noTpebuTenem.

a) ckneiika gonxHa 6bITh NpoM3BejeHa C UCNONbL30BAHNEM CKNenBal LW el NeH T bl APKNX LBET OB HAa 06enx cCTopo-
Hax NoNOTHa, U AO/MKHbI 6bl Tb NPpOBEpPeHbl 06e CTOPOHbLI CkNeliku, ANs 06ecrneyeHuns TOro YTo AeHTUYHbIe MaTepua-
Nbl COE[JMHEHBI 1 3aPErUCT PUPOBaHbI.

b) MoxeT 6bITbonpejeneH Npejen MakCuManbHOro KoAn4ecTBa CKIeek.

A.3.4.2 KonnyecTBo MaTepuana (4/1Ha, BEC. YNCNEHHOCT b) /15 NPOU3BOACT BA KAXA0T0 PY/1IOHA AO/KHO Obl Th
onpejeneHo B TOYHbIX Npejenax, CornacoBaHHbiX CMNOTpe6nTeNnem nyKasaHHbIX Ha py/oHe.

A.3.4.3 Homep Cepuu, Homep pynoHa v AaTa U3roT OBIeHUS JO/KHbI 6bITb yKa3aHbl Ha BHY T PeHHel NnoBepxHoC-
TW ANA KaxX[oro pynoHa.

A.3.4.4 lna npefoTBpalLeHNs NepeKpecTHOro 3arpsa3HeHns NoNI0THO AO/IKHO 6bI Th BbipaboTaHO A0 NosBe-
HWA YNCTOro MaTepnana B KOHUE NPOU3BOACTBEHHOTO LMKAa, YTOObl rapaHTWpoBaTb OTCYTCTBMWEe MaTepuana B
neyaTHOI MalInHe.

A.3.4.5 Tam. rge Heo6X0ANMO OCTaBUTh MevyaTHbIi MaTepuan B 060pyjoBaHun no nepepaboTke B CBA3M C
TPYAHOCT b0 BOCCTAHOB/EHUS LLe/IOCTHOCT U PYJIOHHOT0 MaTepuana (Hanpumep, NPoAo/ibHO-(hPe3epHbIii CTaHOK).
[O/1XHa 6bl Th pa3paboTaHa JOKYMeH T UpOBaHHaa Nnpoueaypa AN yaaneHus nyTunnsauum MmaTepuana, MCNoib3yeMo-
ro AnsiNpoBejeHNs HOBOro MakeTa Yepes MalluHy.

A.3.4.6 EcnucyuecTByeT BEPOATHOCTb NPON3BOACTBA MaTepnana c nponyckamu neyaTu no NpUYMHE make-
TaunnpaboTbl NneyaTHOro 060pyA0BaHUS, OpraHn3anms 4o/KHa UMe T b6e30nacHy cucTeMy Ans 06HapyXeHus, yaa-
NEeHNA N oT jeneHna NpoAyKLuNsa, Npon3BeAeHHO C NPONyL eHHbIMW LLBETOM UM TEKCTOM.
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MpunoxeHne B
(cnpaBouHOeE)

MoToaunuockne ykazaHusi no Tpe6oBaHUAM K BepudurKaLmm n sanugauum
NepBUYHbIX YNAKOBOYHbIX MaTepnanos

8.1 O6uwune NoNoXeHns

B HacToOAWe el cnpaBoOYHOV NPUNOXEHNN ONMUCAH NOAXOA NPU HEOBXOANMOCT M NPOBEAEHNS BaNMAaLmumn, UCXoaa n3
LONyweHns, YTOo TauiunHas chopma Bepudukalmm Bcerga MoxeT norpe6osaThbCs.

JNaHHble neTofnUYecxme ykazaHua OTHOCATCS K TpeboBaHWsAM No Banugaunun, npuBegeHHbiMm B 7.5.2n 7.5.2.1. a
Takxe K Tpe6oBaHMAM NO NPOEKT MpPOBaHN0 MpaspaboTKe, NPUBEAEHHbIM B 7.3.

K npegmeTam, KOTopble MOTYyT noTpe6oBaTb KBanugukayuo/Banugaynio (@Hann3 pucka nokasan, 4To oAHOW
BepudnkaLmm HefoCcTaTO4YHO), O THOCATCSA:

- TEexXHWYecCKMe CUCTEMbI, Takue Kak CTaHKu UANHUM ANSANPON3BOACT BA NEPBUYHbBIXYNAKOBOUYHbIXMAT EPUAN0OB:

- ucnelTaTenbHoe o6opyjoBaHNe, UCMONb3yeMoe ANA onpefeseHns NpueMaeMocTU UCXO4HbIX MaTepuanos,
nonycabpnkaToB UM FOT OBOW NPOAYKLLUN, BaXHbIX ANA o6ecnevyeHns kayecTBa;

- Banupjauuns oTAeNbHOrO N3genns, ecin 3T o Heo6XOANMO UM COrNacoBaHO C NOTpebuTenem.

Lenblo Banupauum asnseTca NogTBepXjeHne cTabUNbHOTO W3roTOBNEHUA W YNakoBKM NPOAYKLWW B COOT-
BETCTBUM C TPe6GOBaAHNSAMMN K NPOAYKLUUN. DTO CPeCTBO NOMYyYEHUS AOKYMEHT MPOBAHHOIO CBUAeTenbcTBa TOro,
4yTo 06opysoBaHUE N NPOLLECCHI, UCNONb3yeMble AN NPOU3BOACT BA U UCMNbITaHUs NEPBUYHbBIX yNAKOBOYHbIX MaT epuB-
noB. o6ecneynBar T cTabuNbHbIA BbINYCK NPOAYKLMN, OT Beyatleli 3apaHee YCTaHOB/MEHHbIM TeXHN4yeckum Tpebo-
BaHUAM.

Banupauns TpebyeTcs, B Tex Clyvyasax, korga opraHusauuns ycraHosuna, nmb6o norpebuTenb pewun, 4yTo
0AHOl TONbKO Bepuukauum HepgocTaTOUYHO. MpPU UCNONb3OBAHUM OAHOW TONbKO Bepudukauum Ao/MKeH 6biTb
KOMMNAEKT AOKYMEHT alumn c ykasaHueM KpUTepueB NpuemMKn n pesyibTaT OB MPUEMOYHbIX UCMNbITaHnii Ha MecTe U3ro-
ToBNeHus (cM. B. 16). KOTOpbIii ycTaHaBNMBaeT TPe6GoBaHNSA K MOHUT OPUHTY M M3MEPEHUIO B NPOLLECCE NOBCEAHEBHOIO
npou3BOACT Ba.

8.2 ®akTopbl, KOTOpble HEO6XOANMO YUNTbIBATH

8.2.1 O6uwue nonoxeHns

B cooTBeTCcTBUM ¢ 7.5.2 odbuymanbHaa keanudukauua/Banngaunn TpebyeTcs UCKIIOUYNTENbHO ANS OLEHKK
onpefiefieHHbIX NapameTpPOB, BaXHbiX Ans ob6ecneyeHus kayecTBa, KOTOpPble He MOTyT GblTb BEpUULNPOBAHbI C
noMmouwbro 06blYHOrO MOHUTOPUHIra Uan n3MepeHusa. B HacTodAwem pasgene cogepxaTcd MeTogudyeckue ykasaHusa
OTHOCUTENbHO TOro, Korga MoxeT noTpe6oBaTbCA BanujaLus.

Kann6poBka NpoBOAMT CA OT je/IbHO OT Banuaauuu.

8.2.2 ®dakTopbl, KOTOPble HEOOGXOAUMO YyUYMUTbIBATb 40 NPOBefEHUS Bepudukaynu/ksanudukayum/sanm-
aaunn

[lo npoBeaeHna Bepudnkauuu, keanudukauum unn Banupaunn npoyecca, Tpebyemoro 4na U3roToBeHNs nep-
BUYHbIX YNAKOBOYHbIX MaT epuasnos, He06X0A4UMO Y4N T bIBATHb ceayluine akTopsbl:

- cocTaB M TexHUuyeckne xapakTepucT UK/ MaTepuanos.

- 060py,D,OBaHVIe, Ha KOTOPOM OHM NPON3BOAAT CA NYyNnaKOBbIBA T CA;

- onpefeneHvne PyHKUWA no6szaHHOCT el (opraHusayum nnoTpebuTens);

- NOTeHuynanbHoe BO3AeVICTBMe NEePBUYHbLIX YyNakKOBOYHbLIX MaTepuanoB Ha 6e3onacHoCTb NneKapCcTBEeHHbIX
cpe/AcCTB M nauneHTOoB:

- onpejeneHne KPUTMYECKUX MapameTpoB npouecca;

- TpeboBaHUA K YPOBHIO NOATOTOBKM (ONepaTopsbl, CNeynasncTbl No Ka4ecTBy, NHXEHePb! N T. N.);

- CTaHfapTHble paﬁo‘me npoueanypbl Ana nonyyeHusa CBe,quMVI 0 TOM. Kak VI3FOTaBﬂI/IBBTb/:-)KCI'II'IyaTVIpOBaTb
ncojepxartb obopyfoBaHue.

8.3 Bepuukauua/sanungaumns nporpammHoro obecnevyeHums

Ana Bepudukaymm nporpaMMHOro obecneyeHus MOTYT MCNONb30BaTbCA Tak Ha3blBaeMble MYHKLNOHANbHbIE
ucnbl TaHnus. Banngaums nporpamMMHoro o6ecneyeHuns He aBnseTcs 06583aTeNlbHbIM TpeboBaHWEM ANS N3O T OBEHUSA
NnepBUYHbIX YNaKOBOYHbIX MaTepuanos, eC/IM OTCYTCTBYHT UHbIe YyKazaHua.

8.4 ®yHKUMOHaANIbHbIE UCNblTaHNA

MporpammHoe o6ecneyeHune, MCNONb3yEMOE B NpoLeccax, KpUTUUYHbIX AN 06ecneyeHns KauecTBa, JO/KHO NOA-
BepraThbCs PYHKLMOHAIbHBIM UCMbITAHMSAM B JOCTATOYHOM KO/IMYECTBE B COOTBETCTBYIOLWMUX YCIOBUAX 4/151 BEPU-
uKaunm npocnexmBaeMocTHW, TOYHOCTMW Nepejaun pasMepa efuHuubl PU3NYECKO BeNUUYUHbI, 06paboTkM K
COXpaHEeHNs AaHHbIX. CUCTema [0/IKHA NPOBepPsATbLCS, HANPUMEP, Ny TEeM BBOJA BEPHbLIX U HEBEPHbIX faHHbIX, 415 onpe-
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[LeNeHNsi NPOCNeXMBAEMOCT U, TOYHOCT U NepeAayn pasmepa eguHNLbl HN3NYECKOK BETMUNHBI U COXPAHEHNS AAHHBIX 1
3anuceii. CnegyeT perucTpupoBaThb pe3ynbTaTbl 3TUX UCNbITaHNi N NPOBEpPOK.

B xo4€e hyHKLUMOHANbHbIX UCMbITaHuUii cnefgyeT NMPOBOANT b NOBTOPHbIE MPOBEPKN KPUT MUECKNX 3TanoB nnapa-
MeTpoB.

B.5 YnpaBneHune nameHeHnamu

OduynanbHoe fOKYMEHTUPOBAHHOE YNpaBieHne M3MeHEHUAMM AOKHO 6bITh YacTbio NpoLecca Banngaunu, oT
OKOHYaHuA kBanudukauum npoekTa (cM. B.13) 1 Ha NpOTAXEHUN BCEro cpoka cnyxbbl obopyfoBaHus. YnpasBneHue
M3MEHeHNAMMN Ha 3Tanax BepuduKkayum nam B xofe NpoLeccoB BanMaaLumnm AoMKHO 6bITb YacThbio NOMIMTUKA ynpaBne-
HUS U3MEHEHUAMU OpraHn3aunm.

B.6 Mocnepytwouwaa feaTeNbHOCTb

[o/MKHbl 6bITh MNPUHATBLI Mepbl MO BbINOJIHEHWIO He3aBepLlIEHHbIX AeACTBWiA, Hanpumep, cocTasneHue
fedekTHbIX BeAOMOCTEN N0 pe3ynbTaTam keanndukaunn @yHkumoHnposanns (cm. B.15) n ksanudunkaynm akcnnya-
Tauuu (cm. B.17).

Bce npuHumaeMble Mepbl A0/KHbI JOKYMEHTUPOBaTbCA.

B.7 MoppepxaHue crtatyca sanngauum

CnepyeT noajepxuBaThb cTaTyc BaAnjauum obopyaosanus v npouecca. JIlobble U3MEHEHUA, gaxe HesHauu-
TesfbHble. OMKHbI OLEeHMBATbLCA Ha NpeAMeT WX BAUAHWA HA cTaTyc Banujauum 060pyAoBaHUS AN NPOAYKLUN, U B
cnyvyae Heo6X0AMMOCT U A0/KHA MPOBOAN T bCA NOAT BepXAatloLas npoBepka, 3KBMBaNeHTHasA KBanudukaumum akcnnya-
Tauun (cm. B.17).

N3MeHeHUA/ynyyweHna npoueayp BanugaLum Ao/mKHbl Takxke NpoxoAnThb OLEHKY ANs onpejeneHns Heobxoam-
MOCT ¥ NOBTOPHOI Banugauuu.

B.8 Moaxopa Kk Banugaumu

B.8.1 MepcneKkTUBHbIA NOAXOA K Banugauuu

Banupauus fonxHa NnpoBoAMT bCA A0 Hayana NPoOU3BOACT BA B NMPOMbILINEHHbIX Macw Tabax n cnegosaThb nep-
CNeKTUBHOMY noaxofy. AnbTepHaTUBHbIEe NOAXOAbI K BaMjauum npuseeHsl Takxe B B.21.

HapucyHke B. 1npuBefeHa 610k-cxeMa, AEMOHCT pUpyoLWwas TUNUYHbIe 3T anbl Banuaaumu.

B.8.2 Ponu nob6asaHHOCTH

Ha pucyHke B.1 nokasaHbl NOTeHUMaNbHble chepbl OTBETCTBEHHOCTMUN. B pamkax aTux yHKuuii go Havana
pa60T AOJDKHbI 6bIThb onpepesieHbl UCNOSTHUTENIN, OTBETCTBEHHbIE 3a NpoBejeHNne npoueccos Bepl/l(bVIKauVII/I nnn
Bannpaunn v caHKunoHnposaHne pesynbTaTOB.

Cnyx6a KayecTBaHeceT OTBEeTCTBEHHOCTb 3apeleHns, CBA3aHHbIe C BbIMYCKOM NPOAYKLUN.

B.8.3 lMnaHupoBaHue

8.8.3.1 O6LWMe NoMoXeHns

Bce cTagunnpouecca Bepudukayum n (Mnum) Banmgaunm JomMKHbl NNaHMpoBaT bCA U JOKYMEHTMpoBaThbesA. Pelwe-
Hue o0 Buae Tpebyemoil JOKYMEHTaUNN AO/HKHO NPUHUMAT bCA B Hayase npouecca, Hanpumep, Korjga Bepudukauus
fAIBNSieTCA cornacoBaHHbIM NoAxXxoAoM, MOTYT MCNO/b30BaThbCA NONb30BATE/bCKME TEXHUYeckune Tpe6OBaHVIH ana
AeTanusauuu npoueccos, Tpebyembix And obecneyeHns sepudukaynm.

LJ,EI'II:IO Banujaunn AapnfeTcsa ycTaHoBNEeHNe BbINONHEHNA Tpe6OBaHI/II7I nonb3oBaTensa, N0O3TOMY OHU A0J/DKHbI
6blTb YeTKO ONpejeseHs.

B.8.3.2 MacTep-nnaH sanugauum

O6LWKii noaxoa K Banujaunm n nnaH ee npoBejeHns A0/KHbI COAepXaTbCA BMacTep-nnaHe sanujayuu.

3TO0 AOKYMEHT, BKOTOPOM ONUCbIBaeTCA, Kak byaeT ocylwecTBNATbCA Banngauns obopygosaHuma u (unu) npo-
Luecca. NepeyncnalTCsA OCHOBHble 0693aHHOCT M 1 MOPAAOK BbINOSIHEHNA feATenbHOCTU. B nnaHe ykasaH Noaxoj K
Banupauuu, yaenas OCHOBHOE BHMMaHWe acnekTam, KpUMTUUYHbIM Ans obecnevyeHus kayecTBa o6opygoBaHusa u (unu)
npouecca.

OH. Kak npasuno, BK/ilo4aeT cnejgyrouine anemMeHTbl!

- NNaH NpoBejieHns Banuaaymuu.
opraHu3aynoHHas CTpykTypa paboT no Banugaunuum — ponun n 06893aHHOCT U:
onucaHue cpeAcTB, cucTem, o6opysoBaHus U npouecca;
cdopmaT fOKYMeHTaunn — TpebyeMblil ypoBEHb JOKYMEH T UPOBAHUA;
nnaHWpoBaHue 1 cocTaBneHne rpaduka;

CCbI/IKM Ha CylLecTBYLUMe JOKYMEHT b, €C/IM 3T 0 HEO6X0AUMO;
ynpaB/ieHne U3MEHEHUAMU.

Korpa TpebyeTcsa Banujauusa pasHoii NpoAayKuuM Unm pasnnyHoro o6opyaoBaHusa, KOTopoe nNo pesynbTaTam
aHannsapucka cUMTaeTCA PaBHOLEHHbIM, MOXeT NOHaA06M T bCA GPIKe TUHT U (MNN) MaT PUYHbLIANOAX0 K BaNnAaLnm.
O60oCHOBaHMWe TaKoro peweHnsa AO/IKHO 6bITh JOKYMEHTUPOBAHO B NaHe Banngauun. JomkeH 661 Tbh 4OCTaTOUYHbINA
YyPOBEHb 3HAHMWI B OTHOLWEHUN Npouecca N NpoAyKLnumn 4ns 060CHOBAHNA pelleHns 06 MCN0Ab30BaHUN MaTPUYHOTO NOJ-
xopa un (nnu) 6pakeTUHra. Npu 6p3Ke TUHIe NCNbITbIBAK TCA TONbKO KpaliHMe 3Ha4YeHWsa BblieNeHHbIX NapaMeTpoB.
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Mpu MaTpPUYHOI NOAXOAE MOXET UCNONb30BATbCS «MJaH 3KCNepPUMEH T 0B» /15 COKpALLeHUs KONMYecTBa T pebyemMblX
BanuABLUOHHbIX CepUii.

8.9 AHanus pucka

AHanusapuckasiBise TCAHEOT beMIEMOIi YaCcTbio NpoLecca NPUHSTUS PELIEHUA M MOXET NCNONb30BAT bCA AN
onpegeneHus HEO6GXOA4MMOCTU npoBeAeHus Bepudukaymm n (Mnu) sBanugaumn. OH MOXET Takxe NCMNob30BaThCs B
X0f4e KBanudmkaLuy npoekTa Ans onpefeneHns no6biX NOT eHLManbHbIXYrpo3 4 onepaTopoB UK OKpyXawLeil cpe-
abl. Cloja 0OTHOCUTCS AOCTYN K CTaHky (OrpaxAeHne), ABUXeHne MaTepuanos, Bo3geicTBMe na3epos v T. n. Ha
pucyHke B.lnoka3aHbl ABe CTajuu, Koraa TpebyeTcs NpoBeAeHNEe aHanm3a pucka.

8.10 TexHuuyeckne TpeboBaHUA Nonb3oBaTeNSA

CTaansi NaHMpOBaHUS BKIKOYaeT pa3paboTKy TEeXHUYECKUX TPe60oBaHuii nonbL3oBaTens. TexHnuyeckne Tpe6o-
BaHWA NONb30BaTeNss — 3TO yTBEPXAAEMblii LOKYMEHT, B KOTOPOM yKa3aHbl BCE PYHKLMOHANbHbIE, paboune u (Mnu)
TexHuyeckue ceoiicTBa 060pyAOBaHUs Uau NpoLecca, HeE06XoANMbIE Ansi NPOU3BOACTBA TpebyemMoro maTepuana.
Clofja MOXeT OTHOCHTbLCA CXeMa KOMNOHOBKM 060pyf0BaHus, NpejycMaTpuBallas 40CTaTO4YHOe NPOCTPaHCTBO
LNS ABMXKEHUS MaTepuasioB M onepaTopoB, Ha/MuMe 3anacHblX YacTel U IerkocTb AocTyna 418 Y6OPKNA U 0UNCTKU
nuHUN. Kak BapuaHT 3Ta MHopMayms MoOXeT NpefocTaBNaThbCs B APYTOi LOKYyMEHT ayuu.

B.11 Ycnosus KOHTpakTa/3aBoACK/E NPUEMO-CAATOYHbIE NCNbITAHNA

D TO OPUANYECKN 0hOPMIEHHOE COrNlalleHne, 3aKIl04aeMoe MeXay opraHmusanmeii u nocTaBL KoM, NOAMNUCHIBa-
emMoe o6euMn CTOpPOHAMU M OroBapusalllee ycjo0Bus nocTasku. Mpu HEOBGXOAMMOCTU NpPOBeAEHUs 3aBOACKUX
NPMEMO-CAAT OUHbIX UCMbITaHWA B AOKYMEHTEe AO/KHbI 6bITb OroBOpeHbl Tpebyemble UCMbITAaHWUsA, T4e W KEM OHM
npoBoAATCS.

8.12 3Jrtansbl Banugayuu

CyuecTBYOT pas/iniHbie BO3MOXHOCTUNPOBEAEHNA KBanudukaymm npoekTa (cm. B. 13). ycTaHOBOUYHO KBanu-
tdukaynm (cm. B.14). kBanudukaunn yHkLMoHMpoBaHus (cMm. B.15). npuemo-cagaTOUYHbIX UCMbITaHWA Ha nnowagke
(cm. B. 16). kBanudmkaumnm akcnayaTayum (cm. B. 17) naHanmsa pucka nocTaBLMKOM 1 (MnKn) oprannsaumnein. 3Tapabo-
Ta jonkHa 6bITb JOKYMEHT anbHO ohopMaeHa, Hanpumep, opraHu3anma MoxeT BOCNO/b30BaTbCA ONMbITOM NOCT aB-
wmKa npy NpoBefeHNN nccnefoBaHnit/onTummsaynn/npuemMo-caaT OUHbIX UCMbIT aHunii Ha naowagke.

Mocne cocTasfeHnsa NnnaHa NposejeHnsa sanmjayumn MoxeT 6bITb HayaT npouecc keanuukayuu. Keanuduka-
uuAa AoKa3blBaeT, YT O NPOAYKLUA MOXET cMcCTeMaTU4eCKn BbiNyCKaTbCA B COOTBETCTBUN C TpebyeMblM cTaHaap-
Tom (cm. B.16).

B.13 KBanudukauus npoekta

3To npoueccBepurKaLmm NpUrogHocT 1 npoekTa. OH MOXeT BK/OYaTb COOTBETCTBYWLWMUA aHansa pucka,
pa3paboTKy NonbL30BaTeNbCKUX TEeXHNYeCKUX TpeboBaHnii, ycnoBuii KOHTpakTa (BO3MOXHO, B OJHOM [JOKYMEHTE),
3BBO/ICKME NpreMo-cAaT OUYHbIe NCNbITaHus AN onpefeneHns roTOBHOCT N OT NPaBkn 060pyA0BaHNA OT NOCTaBLyKa
B OpraHn3aunio nucnblTaHnii Ha aTane paspaboTKN/ONTUMU3ALNOHHbBIX UCTbIT aHWii O NPUEMO-CAaT OYHbIX UCTbIT a-
HuWii Ha nnowagke (cm. B. 16).

KBanudukaymna npoekTa He TpebyeTca ANA cTaHAap TM3MPOBaHHOIO 060pyA0BaHNsA, N3FOTOBNEHHOTO He Ha
3akas.

3aBO/CKME NPUEMO-CAaT OYHbIE UCMbI T aHNA MOTy T NMPOBOANTbCA Cy4Ye TOM BHELHUX BO3AeiCT BN, T. €. Harpe-
Ba. lWWyma, CBeTa, Nblu.

8.14 YcTaHOBOYHas kBanudukaums

370 yTBepX/AeHHOe JOKyMeHT anbHO OhOPMJIEHHOe CBUAe T eNbCTBO TOro, YT0o 060py0BaHNE CMOHT MPOBAHO
BCOOTBETCTBUN CNMUCbMEHHBIMU NOAOGPEHHBIMU T EXHUYECKMMU T peboBaHUAMMN U YepT examMmmn M4To nocse MOHTa-
a OHO CoXpaHseT BCe CBONCT BACOr/acHO NPOeKTHOMY 3ajjaHnio, KannbpoBaHo B ciyyae HE06X0A4UMOCT U N CHaBXeHOo
BCEMMW UHCT PYKUMSMU NO 3KCNAyaTaunu.

8.15 Kpanudwukaums @yHKLNOHMPOBAHNSA

3 T0 npoBeAeHWe NCNblI T aHUi HAa OCHOBE 3HAHWIA NpoLecca McucTeM, YTob6bl y6eANTbCA B TOM. YT O OHU DYHKLU-
OHUPYIOT. KaK M NOMIOXKEHO, Ha BEPXHUX N HUKHUX 3KCNNyaT auloHHbIX Npejeniax cyye T oM KonebaHnii B Cbipbe MyCcn0BU-
AX. BKOTopbixpaboTaeT o6opygoBaHue.

Mpouecc u pe3ynbTaThbl UCAbITaHUA JOMKHbLI 6bITb OPULNANLHO [JOKYMEHTUPOBAHbLI N 0406peHbl, N MOryT
6bITb OTAENbHble [OKYMEHTblI, TakWe Kak naaH NpoBeAeHWs WUCMblTaHWA/MPOTOKON ucnblTaHnii (cm. B.19.3.2).
oTuyeT/3annucb o NnpoBejeHun ucnbl TaHunii (cm. B. 19.3.4) n 3aknouveHne (cm. B. 19.3.5).

KBanudukaumns pyHKLNOHUPOBAHNA [OKHA OKOHYATEe/IbHO onpeAensThb Npouefypbl KaiMGpoBKM, onepupoBa-
HUA (BKNOYasa xapakTep nnepuoANYHOCT b MPOBEPOK B NpOL,ecce NPOU3BOACT Ba), OUNCTKMN, NOATOTOBKN onepaToOpPoOB U
npouNakTNYeckoro TEXHNYECKOTo 06CyXMBaHUS
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Ana npocToro o6opysoBaHUs nNnaH MNpoBefeHUs WCNbITaHWi/MpoToKoN wcnblTaHuit (cm. B.19.3.2) nu
oT yeT/3anncb 0 NpoBefeHUN Ucnbl Tauui (cu. B.19.3.4) MoryT 6bITb OAHUN AOKYMEHTOM, BKakOBOW cnyyae npueMouy-
Hble KPpUT epun ycTaHaBINBal T CA 3TUM JOKYMEHTOM.

B.16 lMpuemMo-cAaToyHble UCNbITaHUS Ha naolagke

Mprnemo-chaToOUYHble UCNbITaHUA Ha naouiafke MOryT NoATBepAUTb yCnelwHoe BbiMONHEHWE YCTaHOBOYHON
KBanMguKaunm n ksanunkauun ¢ yHKLMOHUPOBAHMS C MOMOLLbIO MU T UPOBAHHOTO NPOU3BOACT BA C UCNO/Ib30BAHNEM
peanbHblX NPON3BOACTBEHHbIX MaTepuanos. Bbixoj NOANEXNT MOHUT OPUHTY U U3MEPEHUI0, B pe3ynbTaTbl JO/MKHbI
MCMoNb30BaThCA 4/ ONpeAeNieHns NoTpe6HOCT M B KBaNudukaymm askcnnyaTaymu. MpueMo-caaTouyHble UCTIbI T aHuns
Ha nnowajke MOryT GblTh 3KBUBANEHT Hbl OAHON KBANUMNKaLUM SKCNAyaT aumuu.

Mpremo-cAaTOUHble UCTbI T aHNs Ha Mol afKe MOTYT Takke NoTpe6oBaTbLCA AN UCNbITATENbHOTO 060pyA0-
BaHWA. BK/OYasA BepudukaLynio Kanm6poBKN N NONYUYeHUA CTabnbHbIX pe3ynbTaTO0B.

B.17 KBanudwukaums akcnayartaumm

Ansa kBanudvkauum akcnayaTauum UCNofb3y TCA NPOBEPOYHbIE UCMBITaHnsa obwei pa6oTbl NUHAN ANS NOA-
TBepX/eHUs TOoro, 4TooHacnoco6Ha cTabuNIbHO NPON3BOAUT b NPOAYKLMIO COAHUM N TEM Xe ypoBHeM kayecTBa. Mpu
UCMbI T aHUAX ANS KBANUMUKaLUM SKCNAyaT auny UCNnonb3y TCA NPOM3BOACTBEHHbIE MAT €pUanbl 41 NOAT BEPXKAEHNS
CTabuWNbHOCTKN NpoLecca v BOSMOXHOCTU CTabu/bHOro BbiNycka NePBUYHbIX YNAKOBOUYHbIX MaT epuanoB B 0ObIYHbIX
NpoOn3BOACTBEHHbIX YCNOBUAX. Mpouecc U pe3ynbTaThbl UCNbITaHWi KaKk MUHUMYM Tpex NnocneAoBaTeNbHbIX Cepuii
ohuynanbHoO JOKYMEHTUPYIO TCA My TBepxXaaloTCca.

McknloyeHne M3 UCMOMb30BaHUS Tpex nocnefoBaTesnbHbIX CepuUii BOZMOXHO B Clyyae AANTENbHOFO Npous-
BOJCTBEHHOrO Npouecca, HanpuMep, Ha BbIMYCK O[JHO cepun MaTepuana MoxeT NoTpe6oBaTbCA HECKONLKO HefeNb
HEMpPepbIBHOTO NPOM3BOACTBA. B 3TOM cnyyae kBanudmkaumus akcnayaTaynm MoxeT 6blTb NPOBeAEHA HA TPexX Noj-
napTUsAX. Ha BbINYCK KaX /0l N3 KOTOpblX TpebyeTCsA He MEHEE OfJHOT O JHA.

B.18 Banupauuna npoaykummn

Banupauna npoAykuuun aenseTca Heo6A3aTeNbHOW NM60 B pe3ynbTaTe BHY TPEHHET0 pelleHuns opraHnsaynm,
nn6o no Tpe6oBaHuio NnoTpebuTensa (cm. pucyHok B. 1).

B cnyyaB oco6bix Tpe6oBaHuiipekoMeHAye T CA NPOBOANT b BanujaLlmnio 3 Tanos npouecca, KpUTUYHbIX ANs o6ec-
neyeHns KkayecTBa, ANA OT A€NIbHOrO NEPBUYHOIO YyNAKOBOYHOTro MaTepnana. KpuTUdHble 3T anbl npouecca [O/MKHbI
MCNbITbIBATbCA HA KPUTUYHbIE NapaMe T pbl, BbiGpaHHble Bpe3yibTaTe OLeHkN pucka. Banngauma npogykuum Bkaova-
eT onpejenieHne BO3MOXHOCTell 060pyj0BaHNA U Npouecca U KBanudukaLuuio cpeicTB ynpaBieHNs NMONHOCTbIO B
OHNaHOBOM pexume.

B uenom cunTaeTCca npuemMnemMbiM, 4T O06bl KONMYECTBO NocnefoBaTeNbHbIX NapTuiA/cepuit ¢ OKOHYAT eNbHO
corfiacoBaHHbIMY NapamMe T pamMu cocT aBasI0 Bannaauno npoyecca (cMm. pykosoacTso EC no GMP. npunoxeHue 15).

B.19 [lokymMeHTauus no npoueccam Bepudukaymm v sanugauum

B.19.1 O6um1e NoN0OXeHUSA

PekomeHayeTCAperncTpupoBaTb NOAXOJ K MPOLECCY Bepudnkayuu/ssnngannmn v Kaxayo cTaauio npoyecca, a
TakKxXe nosyyeHHble pe3ynbTaThl (CM. 4.2.4).

B.19.2 Bepudukayns

ﬂ,ﬂﬂ AOKYMEHTUPOBaHUA 3aBOACKUX NPpUemMo-caaT OUYHbIX ncnblTaHuii n npuemo-caaTOUYHbIX Ucnbl TaHuii Ha Nno-
wagke MoxeT UCNONb30BATbCA €NHbIA JOKYMEHT OH MOXeT cojepxaThb BCe UM YT 0-1MG0 N3 cneayoLwero:
NCTOPUIO Pa3BUT NA UNN NpeablayLwne ucnbl Taunsa/sepudukanmno/sannpanmio:
- o60oCHOBaHMeE NCMOL3YeMOro NoAX0Aa;
npUeMoYHble KpUTEepPUN.
- Tpebyemble NCNbITaHUA:
OLeHKY pe3ynbTaT OB 1 3akNUYeHNH ncnbl TaHui;
- panbHeliwwve peicTBUS;
ynpaBneHne NsMeHeHnAaMn:

- nonyvyeHue paspelleHuns.

B.19.3 Banugauus

B.19.3.1 O6bem fokymMeHTaLumn

OcHoBHas AOKYMEeHTaunsa no sanmpaynn oo/mKHa BKN4YaThb!

- aHanuspucka:

- NnaH NpoBefeHUsa NCNblTaHWA/NPOTOKON UCNbIT aHuii (NnaH/NpoT oKON KBanudukaLymm);

- oTyeT 06 ncnblTannax Janucb ucnol TaHui);

- 3ak/iloyeHune n ofobpeHne.

B.19.3.2 MnaH npoBeAeHMA UCMbITaHWIA,' MPOTOKON NCNbITAHWIA (N1aH/NPOTOKON KBanudukaLlmum)

C}o,qa BXOA4AT OAWH NN HECKO/TbKO JOKYMEHT OB C onucaHuem MCNblTaHni Ha cTagnax pa3pa60TKV| nakcnnyaTa-
LK. BKNOYAA KBaNUMNKALUOHHbIE UCTIbITaHNsA. 3TU JOKYMEHT bl JO/KHbI COAEPXaTb:

- OCHOBHble 3TaMnbl, KOTOpPbIE CYNT AT CA KPUT UYHBIMU ANA obecnevyeHus kayecTBa.
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- NpoBOAUMbIE NCMbITaHUA N NCNONb3yeMyl0 MeTOAUKY.

- NPUEMOYHbIE KPpUTEepuu.

- ohnumanbHyo BU3Y AN aHanusa uyTBepXieHus.

B 19.3.3 KoHTposnbHble chalinbl (B cnyvyae He06X04MMOCTH)

Peub ngeT 06 04HOM UM HECKOJIbKUX AOKYMEH T ax C ON1cCaHneM U NpoT OKOJIMPOBAHNEM UCMbI T aHnii Ha cCTaansax
pa3paboTKu 1 aKcnayaTauuu, BKYas KBanMuKaLMOHHbIE UCNbITaHns. 3T JOKYMEHT bl JO/KHbI cofepXaThb:

- pe3ynbTaThbl NPOBOAUMbIX UCNbI T aHUA N ONMCAHNE UCNONb3YyeMOli Me T OAUKI N UCNONb3yeMOro 060pyA0BaHNA:

- NpuemMoYHble KpuTepuun:

- othuymanbHyo BU3y ANA aHanu3a nyTBepXAeHus.

B.19.3.4 OtueT/3an1cb 0 NPOBEAEHUN UCTIbITAHNI

Peub naeT 06 OAHOM UM HECKONbKNX AOKYMEHTax c onnucaHnem nnpoTokKonnposaHuem ncnbl TaHuin Ha cTraanax
pa3paboTKu M akcnayaTaynn, Bkaovaa KBannmnKaLMoHHbIe NCNbITaHna. 3TN 0TYeThl JO/KHbI CogepXaThb:

- pe3ynbTaThbl NPOBOANMbBIX ncnbl TaHuii:

- NPpUeMOYHble KpUTEepun:

- othmumanbHyo BU3y ANA aHanusa uy TBepXAeHus.

B 3aBNCMMOCTMU OT CNOXHOCT W BbINONHAEMO pa6oThl Cyl,ecTBYyeT BO3SMOXHOCTb 06beANHEHNA NPOTOKONA
UCNblTaHnii, pe3ynbTaTOoB UCMbITaHN N 0OTuYeTa 0 NPOBEAEHNN UCTbITaHUl B O4NH JOKYMEHT N0 Kaxjoi cTaann
KBanmdunkawumm.

B.19.3.5 3aknouyeHune

3aknoveHne npegcTabnfeT co6oii kpaTKoe onucaHve pesynbTaTakBanmdukauun. 3akoyeHne 0O THOCMTCA K
3ajjadye N TpeboBaHMAM, Kak OHU U3N0XEHbI B NPOTOKONe KBanudukauum/sanngaymm. Heo6xoanmo gokasaThb COOT-
BeTCTBUe 3ajaun/Tpe6oBaHuii NonyyeHHbIM pe3ynbTaTam. O TKIOHEHNS AO/MKHbI 6bl Tb 060CHOBAHbI.

B.19.3.6 WTOrosblil 0OTYET NO BAMAaLun

MTorosblil 0TYeT No 3aBeplleHnn BCex CTaanii keanudukaunn (keanndukayna npoekTa, ycTaHOBOYHAA KBAIU-
dukauna. keanugukauma MyHKLMOHNPOBaHNS, KBanndnkayns skcnayaTaumm), KOTOpbIii 3aBeplwaeT npouecc Banuja-
uun. OH COflepXunT:
nepekpecTHY CCblIJIKY HA NMPOT OKO/bl, pe3ynbTaThbl UPEKOMeHAaLNnun:

M3MEHEHUsA a nnaHax M1 060CHOBaHNe N060ro N3MEeHeHUN:
ohuunanbHoe ogobpeHne 1 3aBepLUeHNe.

B.20 Apxusauus

3anucy o BepudrKauum n Bannaaunm AOMKHbl COXPaHATbCA B TeYeHne BCero cpoka cnyx6bl o6opyaoBaHus u
(nnu) npouecca n B Te4yeHe AByX leT MOC/Ae CNUCaHUSA.

B.21 AnbTepHaTUBHbIE noaxoaw k Banunjauuun

B.21.1 O6wue nonoxeHns

MeToanyeckne ykaszaHua B 8.1—B.20 kacalTcs, nNpexje BCero, NnepcnekTMBHOroO nogxoja K sannjauuu, T. B.
Banujauum o Hayana KOMMep4YecKoro JIPOM3BOACTBA. NOCKONbKY 3TOMY B HacTOsAlLee BpeMsi 0OTAaeTCca npegnoyre-
Hue B hapmaLeBTUYECKON NPOMbILLIEHHOCTU.

OpraHusauuu MoryT pelwaTb, Kakoil noaxop kK Banujauum 6onblie BCEro yAoBne TBOpsieT Tpe6oBaHUAM cyue-
TOM eronpemmyu,ecTB. AﬂbTepHaTI/IBHbIMI/I nogxopamMmu ABNnAKTCA ceagyrwouine:

- COBMeCTHasa sanngayunsa:

- peTpocneKkTWBHas Banujauus:

- 6pakeTUHr (MaTpuyHasa sanngayns).

B.21.2 CoBmecTHas Banugauus

OHa BknyaeT KBaﬂVIq}VIKaLl'VIIO n (VIHVI) Banungaunio, npoBoagnMbie napansieNnbHO C BbiMyCKOM HpOMbILUﬂeHHOVI npo-
AYKUMKW. KOT/a NPOMbILWIIEHHAS NPOAYKL WA BbiNyCckae T CA A0 3aBeplleHuns Banugaumn. CoBMmecTHas Banuaayna foxHa
MCNoNb30BaThb NPUHLUMbLI MPOLEeAYypPbl, 0T HOCUMbIE KNepcnekTUBHOW Banuaaynm. CoeMecTHas BannjauuaoTHOCK T -
CA UCKNHUYNTENbHO K KBal'IVICbVIKaL[VIVI aKcnnyaTaymnnpouecca.

B.21.3 PeTpocnekTuBHas Banugauns

PeTpOCI‘IeKTVIBHaH Banunpgayna nogpasymeBaeT, HTO NpoOMbIWIeHHasa NnpoAyKUunsa 6bina BbiNyuleHa [0 3aBeple-
HUA nNpouecca Bepudukaynn/sannauuu.

2ToT noaxoa cefA3aH C nojyYyeHuem [OKYMEHTUPOBaHHOro ceuaeTenibCTBa TOro, YTO YyCTaHOB/IEHHOE U
akcnnyaTupyemoe 060pyfoBaHMe BbinyckaeT MpoAykuuio cTabuibHOro KayecTBa, NyTeM NpoBefeHUs peTpocnek-
TUBHOTO aHanuW3a AaHHblX, NOMYYEHHbIX MO LenoMy pafy MYHKLNOHaNbHbIX NapaMeTPOB U CbipbeBbIX MaTepnasnos.
Takoii aHanm3 MmoxeT pacnpocTpaHATbCA HA 3aNUCN TEexXHN4YeckKoro OﬁCﬂy)KVIBaHVIH N UHXEeHepHble 3annucu, 3anncu o
KayecTBe W NpeTeH3un noTpebuTeneii. Mo 3aBepweHnn pe TPoCNeKTNBHON BaINgaLUn 3akN0YeHnsa, oTHocAlnecs
KO BCEM OCHOBHbIM (DYHKLMOHANbHLIM NapaMeTpaM, JO/KHbl 6bITh AOKYMEHT anbHO OhOpPM/IeHbl B BUJe oTyeTa o
Banujaluu.
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B.21.4 Bp3akKeTWHT, NN MATPUYHbIA NOAXO0[,

Mocne noaTBepXAEHNA 3KBUBANEHTHOCT M NPOAYKLUM UMK NpoLecca cyluecTBYyeT BO3MOXHOCT b COKpal,eHns
KONIMYecT Ba BaNNfaLlMOHHbIX CEPUIA UM KONTMYECT BA T eXHUYECKN NAEeHT NUYHbIX CT aHKOB/NNHWIA. noAgnexaw,nx sanuja-
LMKn. c Ucnonb3oBaHnemM 6pakeTUHra n (MnNM) MaTpPUYHOTO NOAX0AA.

B.22 [lononHuTenbHble ykazaHua

KBanudukauua npoyeccos, NPONCXOAALWLNX B X04e KaMnaHuii, aBnseT ca cneundmnyeckoil 0cCO6eHHOCT b0 MPON3-
BOACTBa NEPBUYHbLIX YNAKOBOYHbIX MaT epuanos. B oTgenbHbIX Clyyasax cCTaHKU/MMHUM UCNONb3YIO T CA A4N1 NNaHOBO-
nepuoAmnYeckoro Nnpon3BoAcTBa. B aTux cnyyasax coemecTHas Banmjauus MoxeT 6blTb npepBaHa (Ha JOBONbHO ANNU-
TenbHoe BpeMs) M BO306HOBNEHA C Ha4a/loM HOBOW NPOU3BOACTBEHHOW KAMMNaHun.

O6s3aHHOCTU Mpouecc KommeHTapuun
OpraHuzauns MNnaHvposaHue
OpraHunsaums'nocTaBLLnK AHanus pucka
TexHuyeckune TpeboBaHus Hacte
nonbsoBapTenﬂ KBAIMIKALMN
npoekTa
*
YcnoBusi KOHTpakTa
3aBojcKue npuemMHo- Peliexve
CAATOMHbIE MCMbITaHUS o chopmate
OpraHusaums YcTaHoBouHas kBanmcmkaums
Onpo6oBaHne/orTTMMU3aLOHHble Hactb
P UcnbITaHWA 5 KBANMDMKAL Y
npoekTa
KBanudukaums yHKLUNOHUPOBaHWSA
MpuemHo-caTouHble Banupauma
UCMbITAHNSA Ha noLlaske npoAyKuum8
BbInyck Npon3BOACTBEHHOTO
o6opyaoBaHus
AHanms pucka
(nognexut nu Bepudmkauuy — u Bbinyck
BbIXOZ, npoLecca?)
HetJ
K Banupauus
BasMchuKaLms aKcnayarauum
anudmkaums akcnayaray, NPOAYKUMNE

0 Kak BapuaHT: npoBegeHne Ba/iMauymn NpoayKLmm:
- nocne BHYTPEHHETO PeLUeHNst opraHm3aLmn unm
- no TpeboBaHu0 NOTPedMTENS.

PucyHok B.1 — Cxema nocnefosaTtesibHOCTV onepaumnii no sepudukaymn/aanugalymm HoBoro o60pyaoBaHns
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Mpunoxexne C
(cnpaBoyHoOe)

MeToaunuyeckme ykasaHusa no MeHeAXMEHTY pUCKa B CBA3N C UCNOJIb30BaHNEM
nepBUYHbIX YNaKOBO4YHbIX MaTepuanos

C.1 BBepeHue

B HacToAwemM MPUIOXKEHUN coaepxaTCca MeTOo4nYecKkne ykasaHusa, No3BonsolLMe opraHnsaynm onpeaennThb
0onacHoOCTMW, CBA3aHHbIe C NpoeKTupoBaHnem/paspaboTKOW. N3roTOBMEHUEM U NOCT aBKOW NEPBUYHbLIX YNAKOBOUYHbIX
MaTepuanos, AaThb KOIMYECTBEHHYIO U KA4eCT BEHHYI0 OLEHKY PUCKOB, YNpaBaaTh 3TUMU PUCKAMU U KOHT POSIMPO-
BaTb pe3yNbTaTNUBHOCTb Takoro ynpasfieHnsa. OHO He COAEepPXNT peKoMeHAalumnii No NpuemMneMblM ypoBHAM PUCKOB B
CBA3N C 60/bWNM aCCOPTUMEHT OM NEPBUYHBIX YNaKOBOYHbIX MATEPUasNoB 1 WNPOKUMU BO3SMOXHOCT AMU UX Npume-
HeHNA.

HecTosAuee npunoxeHne cnegyeT paccMaTpuBaTb Kak OCHOBY AN15 3P (heKTUBHOro MEHe)XKMEHTa opraHusa-
Lu1eiipuckoB, CBSI3aHHbIX CNPOeKTpoBaHnem/pa3paboT Kol nnpoyeccamMt M3roTOBMEHUS NMOCT aBKN NepBUYHbIX yNa-
KOBOYHbIX MaTepunanos. Coaepxaljnecs B HeM MeTOANYECKNe yKa3aHus co3fjalT CTPYKTYpy, B pamkax KOTOpoii
cucTemMaTUUYECKN NPUMEHA T CA ONbIT, MOHUMAHNE U OLEHOYHOE CYXAeHNe 4N MEHEAKMEHT a 9 TUX PUCKOB N UHGDOP-
MWUPOBAHNSA O HUX.

TepMmuHbl 1 onpeaeneHus cogepxaTca B MCO 14971 nPykosoactee MCO/MIK 51.

C.2 O6uwue acnekTbl MEHEAXMEHTA puUCKoB

KoHuenuus pucka o6nagaeT LBYMS OCHOBHbIMW 3IeMEHT amu.

- BEpPOSITHOCT b BO3HUKHOBEHWS ONACHOCT U, T. €. KAKYacTO MOXeT BO3HNKATb ONACHOCTb;

- NMOCNEACTBUSA ONACHOCTM, T. €. HACKO/IbKO CEPbe3HbIMU OHU MOTYT 6bIThb.

Ha npuemMneMocTb pucka BAUSIT 3TU 31EMEHT bl MBOCNPUAT e pucKa.

MeHefXXMEHT pncka — 3TO0 KOHLENUMS, CO34al0LLas OCHOBY /11 HAYYHbIX pelw eHnit, 6yAyYn NHTErPUPOBAHHON B
CMCTEeMy MeHe)KMeHTa KauyecTBa UK pyrne 6U3HecC-nNpoLecchl.

XoTANpesnoYyTUTENEH CUCT eMHbI NOAXOA K MEHEAXMEHTYPUCKA, HE BCErAa LLenecoo6pa3Ho uim Heo6xogumo
MCNOMb30BaThb OPULMANBHBIANPOLECC MEHEAXMEHT A PUCKA, MPOPMANbHOCT b UCNOIb3YEMOTO0 NOAX0AA LO/KHA ObITb
yBSA3aHa CO C/IOXHOCT b0 U (MIN) KPUTNUYHOCT b0 paccMaT PUBAEMOii NPO6IEeMbI.

PUCK MeHefXMeHTa, Kak OH NpefcTaBneH Ha pucyHke C.1. cOCTOMT W3 aHanu3a pucka, OLEeHWBaHWUS pucka,
ynpaBfeHNs PUCKOM, CHUXEHNS PUCKA W KPUT MYECKOTo aHanun3sa. Mo 3aBeplIeHnn Kaxgoro atane npouecca MeHex-
MeHTa pucka AOMKHbI LOKYMEHTMWUPOBATLCSA NPUHATHLIA MOAXOL, NMPUHATLIE PELIEHWS W KOHEYHbI pesynbTaT.
KOMNNeKT LOKYMEHT OB [JO/IKEH COCTOATb, KAK MUHUMYM, 13 C/leyoLero:

a) onucaHus NpoAyKUWUW UM npouecca,

b) cnMcKka OTBETCTBEHHbIX UCMOMHUT eNeil uau Bnagenbues npouecca;

C) [aThbl 3aBepLIeHns 3Tana npowecca.

[esaTenbHOCTb N0 MEHEAXMEHTY PUCKOB, Kak NPaBuio, oCyL,eCTBASeTCA MeXPYHKLMOHANBbHBIMY Fpynnamm,
OPUEHTUPOBAHHLIMU HA BbIMOSIHEHUE ONpEefeNieHHol 3a4aun. B rpynny MoryT BXOAUTb TEXHUYECKME CMeuuanncTbl
NOMKWMO CNELUanMCT OB MO MEHEAXMEHTY PUCKOB.

PyKoBOACTBO A0/HKHO HECT N OTBETCTBEHHOCT b 3aNpaBnIbHOE NPYMEHEHVE NpoLecca MeHeAXXMEH T & pUCKOB.
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PucyHok C.1 — CxemaTunueckoe npecTaBjieHne npouecca MeHeLKMeHTa pUckos

C.3 Tlpouecc OUeHKN PUCKOB

C.3.1 O6wwme nonoxeHus

OueHka pucka npeacTasnaeT cobolicucremaTUYecKnini npoyecc opraHnsaynm nHopmaLmm BnogaepxKky petwe-
HUA. KOTOpPOe NpUHUMae T Cs B Xoje npouecca MeEHeAXMeHTa puckos (cm. 7.5.2.2).

Mpouecc oLeHKN pUCKOB COCTONT U3 aHaNN3a PUCKA I OLLeHUBAHUS pUCKa.

OueHKa pUCKOB A0/KHA UCN0Nb30BATbCSA ANAYCTaHOBAEHNA TOr0, Kakie NpoLecchl ABAAI T CAKPUT UUHBIMU ANA
o6ecneyeHns kayecTBa, nonpegeneHns o6bema paboT No BanuAaymm, Heo6xXo0AUMbIX AN AEMOHCT pauuy ynpasieHus
3TUMU Npoueccamn. AHaNN3 pucka AoKeH 6bITh CBA3aH C NoKkasaTeNnamMu kadyecTBa NpoAykynm (cm. 7.5.2).

C.3.2 AHanus pucka

C.3.2.1 O6uue nonoxeHus

AHanunsa pucka MoxeT 6blTb KOIMYECTBEHHBIM NN KAYECT BEHHbIM.

C.3.2.2 BbIfiB/IEHME OCHOBHbIX 3TaNoOB npouecca

Mpouecc OLEeHKN PUCKOB A0/IKEH OXBAaT biBaTb BCE 3T anbl LLEMOYKM NOCTaBOK, KOTOpPble KOHT PONIMPYO T CA opra-
HuW3auuen (NC CBA3M C NOCT aBLWMKaMyU U NOTpPebuTensammn), BKavas npoekTupoBaHne, N3roToB/ieHne Y NocTaBky
(cm. 7.1 n 7.5.2). CnefyeT Takxe NpUHUMATb BO BHUMaHWE Haflmine COBMECTHON OTBE TCTBEHHOCTMU C APYIUM Npea-
npuaTUeM UK APYroi opraHusayneit, Hanpumep, TexXHUYeckne ycnoBus, NOAr0OTOBKA MeYaTHOro OpurnHana unm ayT-
COPCHHT.

BbisiBleHMEe OCHOBHbIX 3T anoB O/XHO 0XBaTbiBaTb NCNOMb3yeMble MaTepuasbl, nonydadépmkaTbl U TFOTOBYHO
npoAyKuuio N NPON3BOANUMbIE MaTepnansl, a Takke KOHKPe THble TexXHU4Yeckne ycnosna n (unu) TpebosaHnanoTpeou-
TenaupjomkKHO Takxe obecneynBaThb pe3yNbTaTUBHbIA 06MeH nHopmaymeil.

C.3.3 BbifiBeHMe onacHoCTel, KOTopble MOTyT 0Tpa3nThbCA Ha kayecTBe NPoAYKLUN

CnegyeT y6eAuTbCs B TOM. YTO U3BECTHbIE 30Hbl MOBbILIEHHOTO prcka, Xanobbl nonipe6unienei) n ysassumbie
MecTa npoAyKLUU BKIOUEHbl B UAeHT ndukaumno onacHocTei. Mogxo MoxeT 6blTh pasHbiM B 3aBUCUMOCT M OT Npu-
OpNTeTOBOpraHn3aynun u MHANBUAYaNbHbIX TPe6OBaHWIA K NPOAYKLUM UNKU NpoLeccy.
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Ana naeHTndurkaymm onacHocTel HEO6X0ANMO NPUHUMAT b BO BHUMaHWe crefyolue akTopbl.

C.3.3.1 OkpyxatLias cpega

Pu3nyeckme BosgeiicTBUSA yCNoBKUii 06paboTKN U xpaHeHUsa (TemnepaTypa, Bpems, BIaXHOCTb, JOXAb, faBne-
Hue BO3AyXa, CBeT. BUOPALMA U T. 1.), 3apaXeHHOCTb BpeAUTensMu, NnepekpecTHoe 3arps3HerHme nylepo oT noxapa
Wnn HaBoAHeHus.

C.3.3.2 O6opypoBaHue

Twvn. KOHCT pyKUusa, COCTOAHNE, BOSMOXHOCTMUN, MECT OHaxoXaeHne, yCTaHOBKa, TexHun4yeckoe OﬁCﬂy)KVIBaHVIe n
Kanuéposka.

C.3.3.3 lNpon3BOACTBEHHbIE MOLLHOCTH

KOMI‘IOHOBKa, CUCTEeMbl NHXEeHepHOoro OﬁeCI'Ie‘—IeHVIH, TexHuyeckoe 06CI'Iy)KVIBaHVIe, cneynanunsauuna n caHntTap-
HO-TUTUEHUYECKNE ycnoBUA.

C.3.3.4 YnpaBfeHve UCN0/Ib30BaHNEM 3HaHUI

MHTeI‘IﬂeKTyaﬂbHaﬂ COGCTBeHHOCTb, COXpaHeHne OCHOBHbIX HaBblKOB.

C.3.3.5 3akoHogaTenbLcTBO

MoTeHunanbHoe HapylleHne Aelic TBYIOLW Ero 3akoHoAaTeNbCcTBa.

C.3.3.6 Marepuansl

ToX/eCTBEHHOCTb, KOHTPO/Ib COCTOAHUA, KONNYECTBO, obpalijeHne, TexHu4eckne TpeboBaHusa, mepbl 6e30-
NacHOCTMWN. KOHT PONb KOHTpaCbaKLl'VIVI N CcoCTOAHNE MaTepnanos.

C.3.3.7 TMepcoHan

KayecTBa, ypoBeHb NOAroTOBKM, Obpa3oBaHWe, KOMNEeTEHTHOCTb, NOAUYNHEHHOCTb, 06MEH WHdOpmauueil,
MaHunynaymun, BOpoBCTBO N NOAMEHaA.

C.3.3.8 Tpouecchl v npoueaypbl

MpoBepku, COAEpPXKaHne, N3MeHeHus, pacnpeefieHne, UCNOb30BaHNE, COCTOAHNE, yNpaBieHne N3SMEeHEHUSAMU,
XpaHeHue, TeHAeHUMN, TpaHCNnopTUpOBaHNe, N1aHOBbIE NEPEPbLIBLI U aHOMa IbHble COObI T UA (BKOYAA Nepefenkun).

C.3.3.9 TexHonorus

CuUcTeMbl UH(OPMALUOHHOW TEexXHONorunm, o6paboTKa 3/EKTPOHHbIX AaHHbIX, WHOpMauWoHHas 6Ge3onac-
HOCTb. 3alUTa gaHHbIX.

C.3.4 OueHuBaHune pucka

,U,OI'I)KHbI 6bIThb onpepeneHbl nobble Mepbl, TPUHUMaeMble ANA KOHT pPpOonMpoBaHua Ka)KAOVI onacHOCTMU, N fOJTXHa
6bITh OLLleHEeHa X Pe3yNbTaTUBHOCT b, HANpUMep:

- aHa/un3 KOHTpakTa:

- KOHTPO/b B NpoLecce Nnpon3soacTBa:

- ynpaBneHne N3aMeHeHnaAMun:

- aHanu3 pesyNbTaTOBNPOBEPOK MW NOCAEACT BUA KOPPEKT MPYOLWNUX AeiCT BUIA;

- yperynupoBaHue npeTeH3uin noTpebuTenei;

- nokasaTenu KayecTBa;

- obpaTHas CBA3b C NepCoHanoMm.

C.3.5 OueHka pucka

B OTHOWEHNN Kax[oi 0onacHOCTW, NO KOTOPO OTCYyTCTBYOT Mepbl KOHTPONSA, AO/IKHb OLEHWBaTbCA
nocneicTBUA NBEPOSTHOCT b BO3HUKHOBEHMSA (MONyYas uHpopmauuio oT noTpebuTeneil no mepe Heo6xoAMMoOCT ).

PucyHok C.2 — lMprMepbl pUCKOB 1 NOTEHLNabHbIX NOCNeACTBUIA

CnepyeT OLEHUTb CEpbe3HOCTb NOCNEACT BN U BEPOSTHOCT b BO3HUKHOBEHUS HEFaTUBHOTO COGLITHA Cyye-
TOM M06bIX MPUHUMAEMbIX Mep KOHT Pons.

MpocToN NOAXOA K OLeHNBAHUI0 CEPbEe3HOCT U NOCNEACT BUI MOXeT 6blThb CleAyoLWum.

Heo6xoanmo knaccuuuynpoBaTb NOCAEACTBUA KaxXAOW OnacHOCTU Kak «HesHauuTenbHble» «CpefHue» n
»3HaunTenbHblep M ONpejennTb BEPOSTHOCT b BO3HUKHOBEHUS ONacHOCT U B 6annax. bannsl cneAgyeT nepeMHOXNTb
L7151 NONyYEHUS OLLEHKM pUCKa B 6annax c ykazaHuem ypoBHS pucka.

40



FOCT PNCO 15378—2014

Pe3ynbTaThbl OLEHKM pUcka MoayT 6blTb HaHECEHbl HA KapTy W (Mnn) 3aHeceHbl B Tabauly, Kak noka3aHo Ha
pucyHke C.3.

3HaunTenbHble 3 6 9
I
§ CpefHue 2 A 8
o HesHauuTesbHble 1 2 3
I
H ManoBeposTHble BeposiTHble
Q
=0
(o]

BeposiTHOCTb

PucyHok C.3 — PekomeHAauuu No HaHeCEHWIO Ha KapTy U (Mnu) 3aHeceHnto B TabinLy pe3yibTaToB OLEHKN pucka

MaTpuuya MoxeT 6bITb N11060ro pasmepa, HaCKo/IbKO 3TO TpebyeTcsa opraHnsauyun. BaxHee Bcero cnoco6-
HOCTb knaccunynpoBaThb PUCKNO TPEM KATEropuamM: TOT. KOTOpbI/i TpebyeT HEMeANeHHOr0 BO3AeiACcTBNA, TOT.
KOTOpbI TpebyeT BO3eNCTBUA Ha ONPeAe/IeHHOM 3Tane, M TOT. CKOTOPbIM MOXHO YXUTbCA NKOTOPbLIA He Tpeby-
eT HMKaKoro Bo3jeiicTBusA.

JononHnTenbHbIA Nnpumep Tabnuubl OLEHKN pucka npueeieH HapucyHke C.4.

C.3.6 [ipyrne meTofbl aHann3a pucka

C.3.6.1 AHanu3 BMAOB ¥ NOCNEACTBUIA NOTEHLMaNbHbIX 0Tka3osB (FMEA)

FMEA npeacTaBnsieT co6oii kKaueCTBEHHYI0 MeT OANKY NIaHUPOBAHWNA PUCKOB N HE61aronpuaTHbIX hakTOpOoB:
fAaHHbI/ Npouecc CTPeMUTCA KOoNpejeNeHnio MeCT BEepPOATHbIX 0TKas3os, NPUOPUTU3BLUKN NX 3HAYNMOCT M/BEPOAT -
HOCTU. @a3aTeM K COCTaB/IeHNI0 NaHOB CMATYEHUS 0T puLaTeNbHbIX NOCAEACTBUA NPY BO3HUKHOBEHUN 3 TUX OTKa-
30B.

C.3.6.2 AHanus gepesa oTka3os (PTA)

PTA — 3To0 B NepByl oyepefb CPeACTBO aHann3a ONacHOCTEel, BbIABMIEHHbIX C MOMOLWbIO APYruX MeTOAO0B.
Pe3ynbTaThbl aHann3a npeAcTaBNA T CA HArNA4HO B BUAe fepeBa PEXMMOB 0T ka30B. PTA rnasHbiM 06pa3om ncnosnb-
3yeTCA Npu aHannse pucka Kak CpecTBO OLEHKN BepOATHOCTEeN 0TKa3oB. HarnagHoe npeAacTaBneHne nomoraeT B
YyNpOL,eHNN MOHNMaHWUSA NOBEAEHNA CUCT eMbl MMPUCY T CTBYOLWMUX hakTOpOB.

C.3.6.3 AHann3 puckoB U aKcnayaTalMoHHbIX BO3MOXHocTelh (HAZOP)

HAZOP aHanornyes FMEA. HAZOP ocHOBaH Ha Teopuu, KOTopas UCXoAWT U3 JONyLeHna, 4T o npoucwecTBuUs
BbI3bIBAIO T CA OT KNOHEHUAMM OT NPOEKTa UM onepaTUBHbLIX 3aMbICNI0B. 3T O CUCT EMHaA MeT OfjUKa BbIABAEHNA onac-
HocTell nnpo6nem paboTocnoco6HocTU. HAZOP npumeHuM, Hanpumep K npoueccy unn o6paboTke (Hanpumep, cTe-
punusauumn). UCNONb3YyeMOoi NPU N3roT OBJIEHUN NEPBUYHbBIX YNAKOBOUYHbIX MaT epnanos, KOTOpas MOXeT OKasblBaThb
Cyl,ecTBEHHOE BAUAHNE Ha DYHKLLMOHUPOBAHWE NEPBUYHBIX YNAKOBOYHbIX MaT epnanos.

Llenamu faHHOV MeT OANKN ABNAIO T CA NONyYeHNe NONHOT0 ONMCAaHUA NEPBUYHbIX YNaKOBOUYHbIX MaT epnasnos u nux
NpeAnonoXNMTENbHOTO UCNOMb30BAHNSA, NPOBEEHNE CUCTEMHOTNO aHanmsa Kaxaoli yacTu npejnonaraeMoro Mcnosb-
30BaHuA/npeanonaraeMoro HasHauyeHus Ans onpejeneHns TOoro, Kak MOryT BO3HUKATb OTKNOHEHUSA OT HOPManbHbIX
3KcnayaTauMoOHHbIX YC/TOBUI MNNAHOBOT O NPOEKTa, A1 BbIABNEHNA NoCNeACT BUIl Taknx O TKIOHeHWi n gnsonpejene-
HWA TOro, MOTYyT NN 3TWN NOCNEACT BUANPUBECT U K BO3SHWKHOBEHWNIO ONacHocT el nnn npo6aem paboTocnoco6HOCT L.

C.3.6.4 AHann3 puckoB U KPUTUYECKNX KOHTPOsIbHbIX Touek (XACCI)

XACCTI npegcTaBnaeT coboii cucTremaTUYeCKUin NOAX0S K BbISBNEHUIO, OL,€HKE PUCKOB U UX CEPbE3HOCT U, KOH-
Tponto GUONOTNYECKNX, XUMUYECKUX U (PU3NYECKNX PUCKOB, CBSI3aHHbIX C KOHKPETHbLIMU NpoLeccaMn n NpakTukamu.
Mocne BbIABNEHNA CTaaunii npouecca, rae BO3MOXHO BO3HUKHOBEHME 3HAYNT €1bHbIXPUCKOB, ONPeaensto T CA KpuTnyec-
Kne KOHT ponibHble TOo4YkMN (KK7). [JO/KHbI 6bITh yCT aHOB/EHBI KpUT UYECKME TPaHuLbl (Npegenbl) ana kaxaoi KKTu ocy-
WecTBNAATbHCA MOHUTOPUHT C LE/bI0 BbiABNEHNA N06bIX OTKAOHEeHWU . Kaxaoe oTknoHeHue npegycmaTpusaeT
npUMeHeHNe KOppeKTUpylLWmnx AeicTBUA, AOMKHO 6GblTb [JOKYMEHTUPOBAHO, a TakKXe AO/KEeH OoCylL ecTBAATbCA
MOHWT OPUHT pe3yNbTaToB.

C.3.7 YnpaBneHue puckamu

YnpaBneHue puckamu onucbiBaeT AeACTBNA NO BHEAPEHWNIO PELUEeHNi MeHe)KMEHT a pUCKOB.

Mpeabigyune cTagny A0/KHbI BbIABUTb Hanumune No6bix cnabblx CTOPOH. 8 O THOWEHNN 3TUX cnabbiXx CTOPOH
LOMKHBI 6bITb pa3paboTaHbl Npegynpexaloline n KoppekTupyowme geiicTaus.

Mpy ynpasneHnn puckamm JO/HKEH NPUMEHSA T bCA KOMMNIEKCHbIV MOAX0A, YUNT bIBAIOLLMIA OfHO UAN HECKONTbKO U3
cnepywlwnx geiicTBUiA B nopagKke NpUopUTETHOCTU:

a) 6e30MacHOCTb KOHCT PYKUUK:

b) NMpoekTuUpoBaHWe Npouecca npon3BoAcTBa.

C) KOHTPpO/b BNpoLecce Npon3BoAcTBa:

d) npomexyTouHas UM 3aKOHYeHHasa aKcnepTn3a TOBapoB.

[Nna CHWXKEHNA pucKa Ao/HKHbI 6bITb onpeeneHbl BO3MOXHOCT U AN AONONHUT €/IbHOT 0, a/ib TePHaTUBHOIO UK
YyNyYlW eHHOT 0 KOHTPona. ECnn 3T0 BO3MOXHO, NPOBeeHne TOro Ui MHOTo Buja KOHT PO/ JO/HKHO UCKNIOYNT b PUCK
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BO3HWKHOBEHMA ONacHoCTU. TeM. rae 3TOro JOCTUIHYTb HEBO3MOXHO, ANSA UCKIOYEHUS PUCKA BO3HUKHOBEHUSA onac-
HOCT M NPUMEHAI T CAMEPbLI KOHT PONA UNN 06ecneynBaeT Cs BbIAB/IEHNE N11060Tr0 BOZHUKHOBEHNA ONacHOCT W AN TOro,
4T 06bl MOXHO 6bINI0 NPEANPUHATbL COOTBETCTBYOLWEe AeicTBue.

BO3MOXHOCTMU A5 AONONHUT €NbHOr0, afbTepHaTUBHOIO UAWN YNYUYLIEHHOro KOHT POA [OMKHbI aHann3npo-
BaTbCA. a lelicTBNA AO/KHbI 6bITb 0OULMNANBHO 0406PEHbI Cy4YeTOM:

- HACKONbKO C/I0XHO UMK 1erKo BHEAPUT b MEPbI KOHT PONs:

- BEPOATHOCT M peannsalum Mep KOHT pons:

- Cepbes3HOCTb NocneCcTBNIA, eC ONacHOCT b He KOHT posiMpyeTcs:

- BEPOATHOCTb BO3HUKHOBEHWUS ONACHOCT U NPU NPUMEHAEMbIX Mepax KOHT pons.

Mo TBepXAeHne TOro, YTo AelicTBUSA ABMAI T CA NOAXOAALUMU/COOTBETCTBYOLWNMN. MOXeT 6blTh onpeje-
NIeHO nocpejCcTBOM CO3/laHNA HOBOTO UCT OYHMKA pUCKa, NPUHUMasa/fonyckas. YTO NPOBEPOUHbIi KOHTPO/b Gbin OCy-
uecTB/eH/BBefeH/BHEAPEH.

MprnopnTeT AO/MKEH 6bITh OT aH CHUXEHUIO ONacHOCT M T AXe NbiX NocneACT BN UM KOHT PONMPOBAHNIO ONac-
HOCTell. BEpOATHOCT b BO3HUKHOBEHUSA KO T OPbIX O4YEHb BbICOKA.

Tam. rae oueHka pucka HeBbICOKA WM HEBO3MOXHO onpefenuThb AeiicTBUE ANA CHUXKEHWUSA pUCKA, HU OfHO
felicTBne HE MOXET 6bITh Llenecoo6pasHbiM. B Takux cnyvyasx 4O/HKHO 6bITbh NPUHATO pelleHne He NpeAnpuHMMaTb
HUKaKUX [elcTBUA, U1 OHO JONXKHO 6blITb 060CHOBAHO, JJOKYMEHTMPOBAHO W. TaM rjge 3TO Heo6Xo4uMO, 006peHO
norpebuTenem.

C.3.8 CHMxXeHue pucka

MnaHbl N0 BHEAPEHWIO HOBbIX BWAOB KOHTPOMS JO/MKHbI 6GbiTh (hopmMann3oBaHbl, cofepxaThb COrflacoBaHHble
faThbl 3aBeplEeHNs/OKOHYaHUS U pacnpejefieHne oTBe TCTBEHHOCTU. [JOo/KeH oCyWecTBAATbLCA MOHUT OPUHT NpPO-
rpeccano OTHOLWEHWIO K AaHHOMY NnJiaHy 0 ero 3aBeplleHnA/oKoOHYaHNA. [Jo/KeH Takxke oCylWwecTBAATbCA MOHUT O-
PUHT pe3yNbTaTUBHOCT U yNyUlleHHbIX BUJ0B KOHT PONSA ANA NOAT BEPXAEHUS NX pPe3ybTaTUBHOCTU.

Mocne Toro, kak Han6onee 3Ha4MMble BOMPOCHI GbI/IN UCKTOYEHBI, MPOLLECC AO/HKEH ObI Tb NOBTOPEH AN15 CNeAyto-
LWero no NpUOpMTeTHOCTU YPOBHSA pucka. [laHHblii npouecc fJo/mkeH 6bITh NOBTOPEH NOKa ANS BCEX ONacHOCTel He
6yayT onpefeneHbl cooTBeTCTBYLWMe AeiicTBUA.

C.3.9 AHanus

Pe3ynbTaTNBHOCTb MeHEXXMEHT a PUCKOB [IO/IKHA NEPNOANYECKM OLeHBATbCA N NpeACTaBNaTbCcA ANs aHa-
Nn3a co CTOPOHbI PYKOBOACT Ba.

Hom vll_l OT;HI;| Tewyuye  focneact- - Bepoar- E?An:bl ﬂongﬂruw OtBeTCT- Aara
Cragun pacg) Puick ﬁo?ge,qcﬁ Mepbl BUSI HOCTb ( 1p2c Sa 4 elaepbl e BEHHeOgTb [OCTUDKEHVA
v KoHTpons (1 JO3) (t po3) 6.9) KOHTPOMSt uenei

PucyHok C.4 — OueHka puckoB
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MpunoxeHue JA
(cnpaBo4HOe)

CBefleHNsi 0 COOTBETCTBUM CChIJIOUHbIX MEXAYHAPOAHbIX CTAHAAPTOB
CCbI/IOYHbIM HaLMOHANbHLIM cTaHaapTam Poccuiickoii ®egepaunm
1 felicTBYOLW MM B 3TOM KauyecTBe MeXTocy4apCTBEHHbIM cTaHAapTam

Tabnuuya JA1

O603Ha4eHMe CCbITOYHOrO
MexXxayHapoAHOro ctaHaapTa

MCO 9000:2008

MNCO 9001.2008

MNCO 9004:2009

nco

nco

nco

nco

nco

nco

nco

nco

nco

14644-1—99

14644-2—2000

14644-3:2005

14644-4:2001

14644-5:2004

14971:2007

14937:2009

14698-1:2003

14698-2:2003

MCO 11135-1:2007

nco

11137-1:2006

CreneHb
COOTBETCTBUA

0T

O603Ha4eHNe 1 HaMMEHOBaHVe
COOTBETCTBYHOLLErO HALMOHAIbHOTO, MEXTOCYAapCTBEHHOTO CTaHaapTa

FOCT ISO 9000—2011 «Cuctembl MeHemKMeHTa kayecTBa. OCHOB-
Hble NOMOXEHUA U CNoBapb»

FOCT ISO 9001—2011 «CwucTtembl MeHeLXMeHTa <cavectBa. Tpebo-
BaHUA»

FOCT P NCO 9004—2010 «MeHemKMEHT AN [OCTUKEHNSA YyCTONUMN-
BOrO ycnexa opraHusaumu. [oaxo Ha OCHOBE MeHeAXMeHTa kavecTBa*

FOCT MCO 14644-1—2002 «YucTble NOMELLEHUA U CBA3aHHblE C
HUMW KOHTpONMpyemble cpefbl. YacTb 1. Knaccudumkaymsa YnctoTbl BO3-
Ayxa»

FOCT P UCO 14644-2—2001 «YuncTble NOMELLEHUA U CBA3aHHbIE C
HUMW KOHTpONMpyemble cpefbl. HacTb 2. TpeboBaHus K KOHTPOO U MO-
HUTOPUHTY AN51 NOATBEPXAEHUSA NOCTOsAHHOro cootsetcTeus FOCT P
NCO 14644-1*

FOCT P UCO 14644-3—2007 «YucTble NOMELEHUA U CBA3aHHbIE C
HUMW KOHTpONMpyemble cpefpbl. YacTb 3. MeTofbl NCMbITaHWn»

FOCT P NCO 14644-4—2002 «4YucTble NOMeLLeHNs 1 CBSA3aHHbIE C
H/MW KOHTpo/NMpyemble cpefbl. YacTb 4. [lpoekTupoBaHue, CTpou-
TeNbCTBO W BBOJ, B 3KCM/lyaTauuio»

FOCT P NCO 14644-5—2005 «YucTble NOMELLEHNA N CBA3AHHbIE C
HUMUW KOHTpO/IMpyeMble cpefbl. YacTb 5. Skcnnyaraunsa»

FOCT P MCO 14971—2011 «N3penus meauuuHckue. NpumeHeHue
MeHe[)KMeHTa pucka K MegULUHCKUM U3LENNAM»

FOCT P NCO 14937—2012 «CTepunusauusi MeauLmMHCKoli npoayk-
un. O6ume TpeboBaHUs K ONpeAeneHnto XxapakTepucTk CTepunn3yio-
ulero areHta u kK paspaboTtke, Banujauun u TekylweMy KOHTPO/IO
npouecca ctepuamnsaymm MeguunHCKUX n3gennin

FOCT P NCO 14698-1—2005 «YuncTble NOMELLEHUA U CBA3aHHbIE C
HUMWU KOHTpOsMpyembie cpefbl. KOHTponb 6uosarpssHeHuii. Yactb 1.
O6LwWwne NPUHLUNBLI N METOAbI»

FOCT P NCO 14698-2—2005 «YucTble NoMeLLeHns 1 CBSA3aHHbIE C
HUMW KOHTpONUpyeMble cpedbl. YacTb 2. AHaNu3 gaHHbIX 0 6bruosarpsisHe-
HUAX»

FOCT ISO 11137-1—2011 «CTepunusauusi MeguUUHCKON Npoayk-
uvn. PagnauunorHas ctepunusaumsa. Yactb 1. TpeboBaHua K pa3paboT-
Ke, BanujauymMum W TeKylwemy KOHTPOJIO npouecca CcTepuansalmmn
MeANLMHCKNX U3Lenunin*
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OkoHuaHue Tabnuuybl JA. 1

O603Ha4eHNe CCbIIOYHOTO CreneHb O603HaueHe N HaMMeHOBaHVe
MEX/yHapOoAHOro cTaHAapTa  COOTBETCTBUS COOTBETCTBYHLLETO HALWIOHAUTbHOMO, MEXTOCYAAPCTBEHHOTO CTaHAapTa
MCO 11137-2:2006 T FOCT I1SO 11137-2—2011 «CTepunusayms MeguLUHCKOW Mpoayk-

uuun. PagmauunoHHas ctepunmsaums. YacTts 2. YCTaHOB/IEHUE CTEPUINSY-
1owei 403bl»

* COOTBETCTBYHOLLMIA HALMOHANbHbIA CTaHAAPT OTCYTCTBYET. [lo ero yTBepXAeHUs1 PpEKOMEHAYETCS UCMNOMb30BaTh
NepeBoj Ha PYCCKWiA A3bIK JaHHOTO MeXAyHapoAHOro cTaHaapTa. MNepeBos AaHHOTO MeXAyHapo4HOro cTaHAapTa Ha-
xoauTcst B ®eflepasbHOM WHPOPMALMOHHOM (hOHAE TEXHUYECKUX PErNaMeHTOB U CTaHAAPTOB

MpumeyaHue — 8 HacTosiwell TabnuLe NCNONb30BAHO Crefytollee YyC0BHOE 0603HaYeHe CTeneHn cooT-

BETCTBMSA CTaHAApPTOB:
- OT — naeHTuyHble cTaHgapThl.
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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 tor 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 devicesT

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 Sterrfization of health care products — Radiation — Part 2. Estabhsheig 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 biocontammation data

ISO 14937:2009 Sterilization of health care products — General requirements for characterization of a
sterilizing agentand 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 andVor environmental management systems auditing

ISO/IEC 90003:2004 Software engineering — Guidelines for the application of ISO 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 60601-1-4 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 operabifcty studies (HAZOP studies) — Application guide

International vocabulary of basic and general terms in metrology (VIM). BIPM. IEC. IFCC. I1SO. 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 GxP 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/plcs.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 Manufactunng Practice for Active Pharmaceutical Ingredients Requirements.
http://ec.europa.eu/health/documents/

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

1> Under preparation.
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