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BBeaeHue

Hacroawumin craHgapt onpeaenser NpuHUMnbl Hagnexawen npoussoactBeHHon npaktukun (GMP) un
yCTaHaBnuMBaeT TPeOOBaHNA K CUCTEME MEHEKMEHTA KayeCTBa, NPMMEHUMON K MEePBUYHBIM YNAKOBOYHbIM
Marepuanam 4na nekapcTBeHHbIX cpeacTs. Peanusaums npuHyunos GMP npy npou3BOACTBE U KOHTPOME Ka-
YecTBa NEePBUYHBIX YNAKOBOYHbIX MaTePUanoB B paMKkax OpraHu3auui-npon3BoauTenein MMeeT Ype3BblivaiHo
BaXKHOE 3HaYeHue ana obecneyeHns 6€30NacHOCTU MALMEHTOB, NONyYaloLWmMX NEKAPCTBEHHbIE NMPEnaparhl,
n3-3a HENOCPEACTBEHHOrO KOHTaKTa NEPBUYHON ynakoBku ¢ npenapatom. MNMpumeHeHne GMP B OTHOLLEHUU
hapmaLEeBTUYECKNX YNAKOBOYHbLIX MarepuarnosB nomoraet 06ecneyntb COOTBETCTBME STUX MaTEPUAarnoB Tpe-
6oBaHuAM 1 NoTpebHoCcTAM hapMaLeBTUYECKON NMPOMbILLNEHHOCTHU.

Hacrtosawumii ctaHaapT NPUMEHSIeTCA K NepBUYHbIM YNAKOBOYHbIM MaTepuanam U COAEPXUT OCHOBHbIE
nonoxeHusa ctangapra MCO 9001:2008.

B oTHOLLEHUKM NOCTPOEHMA HACTOALLErO cTaHAaapTa AelCTBYIOT Crneayowue npasuna:

- pasaensl Unu noapasaensl, UMTUPYEMbIE NOMHOCTLIO U 6e3 nameHexuin s MCO 9001:2008, sakniode-
Hbl B PaMKY;

- TEKCT, BblAENEHHbIN KYPCUBOM, COAEPXUT AOMOSHUTENBHY MHGopMauumio no GMP, kacatowytocs
NepBUYHbIX YNAKOBOYHLIX MaTepuanos (B cootsetcTeun ¢ CO 15378).

TepMuHbl U onpeaeneHns no GMP cogepxatca B pasgene 3. [pu BKIIOYEHUU B NEPEYEHb UCTOYHUK
npuMBOAUTCA B CKOOKaX.

MCO 9001:2008, CucteMbl MEHEKMEHTa KauecTBa — TpeGoBaHuA

01 O6wmMe nonoxeHusa

Ons co3gaHusa cucTembl MEHEIXKMEHTa KayecTBa HeobxoAMMO CTpaTeruvyeckoe peLleHue opraHusa-
uun. Ha paspaboTky u BHeAPEHUE CUCTEMbI MEHEMKMEHTA KaueCcTBa OpraHu3auum BnusioT:

a) ee BHELLHAA cpefa, MBMEHEHUS UM PUCKK, CBAA3AHHbIE C 3TOW CPEeaoi;

b) namenswoLwmecs notpebHocTy;

C) KOHKPETHbIE Lienu;

d) Bbinyckaemas npoayKkums;

€) NpYMeHsiemMble NPoLecChl;

f) paamep u cTpykTypa opraHusauuu.

HacToswumin ctangapt He npegnonaraet egqMHoobpasns B CTPYKTYpe CUCTEM MEHEIXKMEHTa KavyecTsa
UNMU MX JOKYMEHTauuu.

TpeboBaHus K CUCTEME MEHEMKMEHTA Ka4eCTBa, YCTAHOBMNEHHbIE HACTOALLMM CTaHAApTOM, ABNSIOTCH J0-
MONHSAIOLLMMM MO OTHOLLIEHWIO K TpeBoBaHuAM K npoaykuumn. MHdopmauums, obo3HaueHHas kak «pumedaHues,
HOCUT XapakTep METOAUYECKMX YKa3aHWi Ans MOHUMAHUS UMM Pa3bsICHEHWS COOTBETCTBYHOLLIETO TPeOOBaHMUS.

HacToswwumin ctaHaapT MOXET UCMONb30BaTbCA BHYTPEHHUMM U BHELLHUMMW CTOPOHaMMU, BKIOYasa opra-
HbI N0 CepTUdUKaumm, B LENsiX OLEHKU CNOCOBHOCTW OpraHn3auum BeiMOMHATL TpeboBaHus notpebuTenen,
TpeboBaHUs K MPOAYKLUUK, ABNSIOLLMECH 00s3aTenbHbIMKU K UCNOMTHEHUIO B COOTBETCTBUN C AECTBYIOLLUM
3aKoHOaaTensLCTBOM (aanee — obs3arenbHble TPeGoBaHNA), U COOCTBEHHbIE TPeBOBaHUS.

Mpu paspaboTke HACTOALLEro cTaHAapTa ObifW yYTEeHbl MPUHLMMALI MEHEIKMEHTA Ka4yecTBa, YCTaHOB-
nexHole CO 9000 n UCO 9004.

OcHosHoli 3a0adelli Hacmosweeo cmaHO0apma sensemcs onpedernieHue 2apMOHU3UPOB8aHHbIX mpe-
60eanull K nepeuYHbIM YrnaKkoeoyHbiM Mamepuanam. OH codepxum HeKomopble YyacmHbie mpebosaHus K
repsuUYHbIM Yrako8oYHbIM Mamepuanam, 3aumcmeosaHHble u3 npasusn GMP u kacarowuecs npoussodcmea,
KOHMPOIs U M. M. IeKapcmMeeHHbIx cpedcme.

MpoueccHbIN noaxon,

MCO 9001:2008, CucteMbl MeHeKMEHTa KauecTBa — TpeboBaHUA

02 MpoueccHbIN noaxon

Hacrosawmin ctanaapt HanpaeneH Ha NPUMEHEHUE «NPOLECCHOTO Noaxoaay npu paspaboTke, BHeape-
HUW W yryYLIeHWU PesynbTaTMBHOCTU CUCTEMbl MEHEIKMEHTA Ka4yecTBa B LIENAX NOBbLILLEHUS YA0BMETBO-
PEHHOCTM NoTpebuTeneit NyTem BbIMOMHEHUS UX TPEBOBaHWUNA.

Ona ycnewHoro goyHKUMOHUPOBAHUA OpraHu3auus A0MmKHa ONpeaennTb U OCYLLECTBNATb MEHEKMEHT
MHOFOYUCIIEHHbIX B3aUMOCBA3aHHbIX BUAO0B AEATENbHOCTU. [eATenbHOCTb, UCNONb3YIOLLAA PECYPChl U ynpas-
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nsemas B Lensax npeobpas3oBaHUsA BXOLOB B BbIXOAbl, MOXET paccMaTpuBaTbCs kak npouecc. Yacto BbIxof
O0fHOro nmpouecca obpasyeT HeENOCPeACTBEHHO BXOJ CleayloLero.

MpumeHeHne B opraHu3auMyM CUCTEMbl MPOLECCOB Hapsaay C Ux naeHtudmkaumeli n B3auMoneinicTem-
eM, a TaKkke MeHe[XMEHT NpoLeccoB, HanpaB/ieHHbI Ha NONyYeHMEe Xenaemoro pesynbTara, MOryT 6biTb
onpefeneHbl Kak «MpPoLECCHbIN Noaxoa».

MpeumyLLecTBO NPOLECCHOro NoAxofa COCTOMT B HEMPEPLIBHOCTH yNpaB/eHnsi, KOTOpoe OH obecneymBa-
€T Ha CTblke OTAE/IbHbIX NPOLLECCOB B pamMKax UX CUCTEMbI, a TakxKe Npu nx KoMOMHaUUU 1 B3aumogeincTemm.

Mpy NpYMeHeHNN B CUCTEME MeHe[)XMeHTa KayecTBa Takoil NoaxoA nogyepkmBaeT BaXHOCTb:

a) NMOHUMAaHUS N BbINOSIHEHNA TPEOOBaHWIA;

b) HE06X04MMOCTN PACCMOTPEHUSA NPOLECCOB CTOYKN 3peHUA A06aBASEMON UMU LLEHHOCTY;

C) AOCTMXKEHMNS 3anaHNPOBaHHbIX Pe3yNbTaToB BbIMOJHEHUSA NPOLECCOB 1 06ecneyeHns nx pesynbTa-
TUBHOCTY;

d) NOCTOAHHOrO yNy4lleHns NpPoLeccoB, OCHOBAHHOIO Ha 06bEKTUBHOM W3MEPEHUMN.

MprBeaeHHass Ha pucyHke 1 mMofenb cCUCTEMbl MEHeXXMeHTa kauyecTBa, OCHOBaHHOW Ha MpPOLEeCCHOM
noaxofe, WIMKOCTPUPYET CBSA3M MeXAy npoueccamy, NpefcTaB/ieHHbIMU B pasgenax 4—8. 3Ta mogernb
nokasbiBaeT, YTO NOTpPebuTenn nrparT CyLeCTBEHHYO pO/ib B yCTaHOB/EHUM TpeboBaHuii, paccmaTpuBae-
MbIX B KayecTBe BXOAOB.

MOHUTOPUHT YAOBNETBOPEHHOCTN NOTpebuTenen TpebyeT OLEHKM MHOpMaLMM O BOCNPMATUMM noTpe-
6MTeNnsMN BbINOMHEHUA UX TpeboBaHuii. MpuBeseHHas Ha pucyHke 1 mMoAenb oxBaTbiBaeT BCE OCHOBHblE
TpeboBaHMA HacTosLero ctaHaapTa, HO He nokasbiBaeT NPOLECcChbl Ha AeTallbHOM YpPOBHe.

MpumeyaHue 1— Kpome TOro, Ko BCeEM npoLeccam MOXeT OblTb npumeHeH uukn «Plan — Do — Check —
Act» (PDCA). Uukn PDCA MOXHO KpaTko onucaTb Tak:

- nnaHupoBaHue (plan) — paspaboTka Leneil 1 NpoLeccoB, HEOBXOANMbIX ANA AOCTUXEHUS pe3y/bTaToB B CO-
OTBETCTBMM C TpeboBaHNAMM NoTpebuTeneli 1 NOMTUKOIN OpraHnsaunm,;

- ocyuwecTBrieHne (do) — BHeApeHWe NpoLeccos;

- nposepka (check) — MOCTOAAHHbIE KOHTPO/Ib M U3MEPEHNEe NPOLECCOB M MPOAYKUUN B CPABHEHUN C NOSIMTUKON,
uenamu v TpeboBaHUAMM Ha NPOAYKUMIO U COOOLLEeHNe O pesysbTarax;

- feiicTBue (act) — npuHATME AElCTBMIA MO NOCTOSIHHOMY YNyYLLEHWUo nokasaTesieil NpoLeccos.

YcnoBHble 0603HaYeHUS:

----» [leATenbHOCTb, [06aBNALWAs LEHHOCTb
--- MoTOK nHchopmauym

PucyHok 1 — Mogesnb cUCTeMbl MEHEMKMEHTa KavyecTsa, OCHOBaHHOW Ha npoueccHomMm noaxone

Vi
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MCO 9001:2008, CucteMbl MEHEeKMEHTa KayecTBa — TpeGoBaHuA

0.3 CBA3b ¢ NCO 9004

MCO 9001 u NCO 9004 aenaloTcA cTaH4apTamn Ha CUCTEMbl MEHEIPKMEHTa KayecTBa, KOTopble J0-
NOMHAKT APYr Apyra, HO MX MOXXHO MPUMEHSATL TaKKe HE3aBUCUMO.

MCO 9001 ycraHaenuBaeT TpeboBaHUSI K CUCTEME MEHEMKMEHTa KayecCTBa, KOTOpble MOTyT ObITb
MCMNONb30BaHbl AfS1 BHYTPEHHEr0 NPUMEHEHMA OpraHu3auusamMm, a Takke B Lenax ceptudukauum unm 3a-
KNIOYeHNUa KOHTpakToB. CTaH4apT HanpaeeH Ha pe3ynbTaTMBHOCTb CUCTEMbI MEHEAXKMEHTA KayecTsa npu
BbINONIHEHUU TpeboBaHuii NnoTpebuTenein n COOTBETCTBYIOLLMX 3aKOHOAATENbHbIX U APYrnX 06a3aTenbHbIX
TpeboBaHuii.

Ko spemeHu nybnukauyum ctaHgapta MCO 9001:2008 crangapt MCO 9004 Haxogauncsa Ha ctagum ne-
pecmoTpa.

HoBag Bepcua MCO 9004 6yaet coaepxatb pekoMmeHaauuy Ans MEHEeIKMEHTa No AOCTUXKEHMUIO YCTON-
YMBOTrO ycrexa nobon opraHu3auun B CIOXHOW, TpebOBAaTENbHOW U NOCTOAHHO M3MEHSIOLWENCa cpeae.
MCO 9004 npeactaBnsieT 6onee LWMPOKKIA B3rNAA HA MEHEMKMEHT KavecTBa, yem MCO 9001; oH Hauenu-
BaET Ha yAOBNETBOPEHUE NOTPEOHOCTEN U OXXMAAHUI BCEX 3aUHTEPECOBAHHbLIX CTOPOH HA OCHOBE CUCTEMA-
TUYECKOTO U MOCTOSIHHOIO YNy4LLIEHNA AeATENbHOCTU opraHusaumun. OgHako 9T0T CTaHAapT He NpeaHasHaYeH
Ans uenen ceptudukayum, 3aknioMeHnsa KOHTPaKTOB U BbINONHEHUs1 06si3aTenbHbIX TPeBoBaHMIA.

COBMECTUMOCTb C APYrMMU CUCTEMAMU YNPABIIEHUSA

Hacmosawuli cmaHGapm colepxxum mpebosaHus NCO 9001:2008 u dononHUMesIbHO Y4acmHble mpe-
608aHuUs1 K nNepsuYHbIM yrnako80o4YHbIM Mamepuarnam, Komophble ro3aumcmeosaHsl u3 npasun GMP no op-
eaHu3ayuu npouseodcmea U KOHMPOJIS Kadecmea fiekapcmeeHHbIX cpedcme u adanmupoeaHbl, ecriu 3mo
yernecoobpasHo.

MCO 9001:2008, CucteMbl MEHEKMEHTA KauecTBa — TpeGoBaHUA

0.4 CoBMeCTUMOCTb C APYrMMU CUCTEMaMM yNpaBrieHUA

Mpu pa3paboTke HACTOALLEro cTaHaapra [LOJPKHOE BHMMaHue Oblno yaeneHo nomnoxeHusm MCO
14001:2004 gns yny4weHMs COBMECTUMOCTM 9TUX ABYX CTaHAAPTOB B MHTEpecax coobLlecTBa nonbL30Ba-
Tenen. MNMpunoxxeHue A nokasbiBaeT coorsetcTame mexay MCO 9001:2008 n MCO 14001:2004.

Hacroawmin ctaHgapT He COAEPXUT KOHKPETHbIX TpebOBaHUI K APYrMM CUCTEMAM MEHEIPKMEHTa, Ta-
KM KaKk MEHEXKMEHT OXpaHbl OKpPY>KatoLLEW Cpe/ibl, MEHEKMEHT NPOdIECCMOHANBHOTO 340POBbLS U 6€30-
NacHOCTW, (PUHAHCOBBLIA MEHEIKMEHT UM MEHEMKMEHT pucKkoB. OaHAKO cTaHAapT NO3BOMNSET opraHu3a-
UMM COrnacoBatb UMM MHTETPUPOBATL CBOK COOCTBEHHYIO CUCTEMY MEHEXKMEHTa KayecTBa C APYrMMu
CUCTEMAMMN MEHEIKMEHTA C COOTBETCTBYIOLLMMK TpebGoBaHusimu. OpraHu3auus MOXET ajantupoBaTb
aewncreytowyto(ne) cuctemy(bl) MEHEQXKMEHTA ANS CO34aHMA CUCTEMbI MEHEAXKMEHTA KadecTBa, COOTBET-
cTByIOLLEN TpebOoBaHMAM HACTOALLErO CTaHAapTa.

Mpumevyarnune — NCO 9001:2008, npunoxeHne A He BKIHOYEHO B HAaCTOALLMIA CTaHAapT.

Vil
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HAUMWOHANBbHBLIA CTAHAOAPT POCCUNCKOWNW GEAEPALUNMU

NEPBUYHbIE YNAKOBOYHbIE MATEPUAIJbI ANA NEKAPCTBEHHbIX CPEACTB

YacTtHble Tpe6oBaHusa no npumenenmro MCO 9001:2008
C YYeTOM Haanexaiyein npousBoaAcTBeHHON npakTuku (GMP)

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

DNara BBepeHua — 2018—07—01

1 O6bnactb NpUMeHeHuA

1.1 O6wMe nonoxeHUsa

Hacmoawuli cman0apm ycmaHaenueaem mpebosarusi, npedbsaenaemble K cucmeme MeHeOXMeHma
Kayecmea e mex criydasx, koeda opzaHusayuu mpebyemcs npodemMoHCMpuposams CrioCO6HOCMb NPOU360-
Oumb nepeuyHble YNOKO8OYHbIe Mamepuarnbi 0na nekapcmeeHHbIx cpedcms, Komopbie cmabusibHo coom-
semecmeyom mpebosaHuam nompebumeris, 8 MOM qucsie peayrsamopHbiM mpebosaHusIM U MeX0YHapPOOHbIM
cmaHOapmam, NPUMEHUMbIM K Nepeu4HOL yrakoekxe.

B Hacmosawiem cmaHO0apme HeOOGHOKPamHO UCMOMb3yemces eblpaXeHue «eciiu 3mo yenecoobpasHoy.
B mowm cnyyae, ecnu onpedeneHHoe mpebosaHue conposoxdaemces 0anHol ¢pa3soli, 3mo o3Hadyaem, 4mo
0aHHOe mpebosaHue [619emces UenecoobpasHbiM, 3a UCKITIOYEHUEM criydaes, koe0a opzaHu3ayus Moxem
OoKymeHmanbHoO 060CHO8aMb UHOE.

MCO 9001:2008, CucteMbl MEHEKMEHTA KayecTBa — TpeGoBaHUA

1.1 O6wmne nonoxeHus

Hacrosawwin craHgapt ycraHaBnueaeT TpeboBaHuA, NpeabABNSAEMbIE K CUCTEME MEHEIKMEHTA Kaye-
CTBa B TOM Cry4vae, Koraa opraHusauus:

a) Hy)XaaeTcs B AEMOHCTpaLun CBOel CnocoBHOCTU Bceraa NocTaBnsaTb NPOAYKLMIO, OTBEYAIOLLYIO TPe-
6oBaHuAM noTpebuTenen n COOTBETCTBYIOLUM 00si3aTernbHbIM TpeboBaHUsM, U

b) ctaBuUT CBOEI LIENbIO NOBLILLEHUE YA0BNETBOPEHHOCTU NoTpebuTenen nocpeacTsBoOM a¢pEKTUBHOIO
NPUMEHEHNS CUCTEMbI MEHEXKMEHTA KauyeCTBa, BKIOYas NpOLECChl MOCTOAHHOTO €€ ynyJlieHus, n obe-
crieyeHne cooTBeTCTBUA TpeboBaHusaM noTpebuteneil u CoOTBETCTBYIOLLMM 0BsA3aTenbHbIM TPeBoBaHUSAM.

MpumedaHune 1—B HacTosAWeM cTaHAapTe TEPMUH «NPOAYKLUA» NPUMEHUM TOMNLKO:

a) K NpeAHasHa4eHHON Ansa NoTpebuTens unm 3atpeboBaHHOW UM NMPOAYKLUK;

b) ntobbIM 3afjaHHbIM pesynbratamM NpoLeccoB XU3HEHHOro LuKna.

MpuMmevyaHue 2— 3akoHoAaTeNbHbIE U PEryNATOPHLIE TpeGoBaHUA MOFYT GbiTe ChOpPMynUpoBaHLl B hopme
npaBoBbIX TpeGoBaHMIA.

1.2 NMpumeHeHue

Hacmosuwuli cmaHOapm npumeHaemcs npu npoekmuposaHuu, npou3sodcmee U nocmaske rnepeuYHbIxX
YnaKkoeo4HbIX Mamepuarsos 0515 nekapcmeeHHbIx cpedeme. OH makke NpuUMeHUM 8 Uensx cepmucbukayuu.

MCO 9001:2008, CucteMbl MEHE)KMEHTA KayecTBa — TpeGoBaHUA

1.2 MpumeHeHue

Bce TpeboBaHua HacTosILLEro cTaHaapTa siBNAKTCA 00LWMMU U NpeaHasHaveHbl AN NPUMEHEeHns BCe-
MW OpraHu3aumMsamMm, HesaBuCUMO OT UX BUAA, pasmMepa u NocTaBnAemMon NPoAYKLUK.

N3paHue oduuymanbHoe
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B ToM cnyvae, ecnu kakoe-nubo TpeboBaHue (TpeboBaHMA) HACTOAWEro CTaHAapTa Henb3a npume-
HUTb BCNEeACTBUE cneunduKM OPraHM3aumm U ee NPoAyKLUU, AOMYCKAETCA ero (UX) UCKNIoYEHNe.

Mpu AONYLLEHHbIX UCKIIOYEHUSIX 3asiBNEeHUs1 O COOTBETCTBMM HACTOSILLEMY CTaHAApTy NpueMneMbl B
TOM cnyyae, €CNM AaHHbIE UCKIIIOYEHUS NoANaAaloT noa TpeboBaHus pasaena 7 U He BAUAIOT Ha Cnocob-
HOCTb MNM OTBETCTBEHHOCTb OpraHu3auuu NPeAoCTaBnATb NPOAYKLMUIO, COOTBETCTBYIOLYIO TpeboBaHUAM
norpedurenen n NPUMEHUMbIM 3aKOHOAATENbHBLIM U PErYNATOPHLIM TPEOOBAHUAM.

2 HopmaTuBHbI€e CChIFIKU

B TeKkcTe HaCTOALWEro craHaapTa NPUMBOAATCS CChIKM HA AOKYMEHTbI, MEPEYNCReHHbIe HKe. JaHHble
JIOKYMEHTbI ABNAIOTCA 06513aTENbHBIMMU ANS LIENen HACTOSLLEero craHaapra. [ins 4arupoBaHHbIX AOKYMEHTOB
NPUMEHMMA TONBLKO NPOLMTUPOBAHHASA peAakums. [ins HeaaTMPOBaHHbIX 0KYMEHTOB NPUMEHUMA NOCNEAHANA
peaakumns (Bkno4as NoGbie JOMNONMHEHUS) LUTUPYEMOTO AOKYMEHTA.

NCO 9001:2008, CucteMbl MeHeDKMEHTA KayecTBa — TpebGoBaHuaA

2 HopmaTtuBHble CCbISIKU

HuxenpuBeaeHHbIE AOKYMEHTHI SIBMAIOTCA 0053aTenbHbIMKM AN Lenei HacToswero craHaapra. Aana
[aTUPOBaHHbLIX AOKYMEHTOB NMPUMEHUMA TONbKO MPOLUTUPOBAHHAA peaakums. [ina HeAaTUPOBaHHbLIX A0-
KYMEHTOB NPUMEHMMA NOCneaHss peaakuus (Bkniovas niobblie J0NONHEHNS) LIMTUPYEMOTO IOKYMEHTA.

SO 9000:2005, Cucmembl MeHedxmeHmMa Kadecmea — QOCHOBHBIE IOMI0KEHUS U CII08aphb.

ISO 14698-1, Cleanrooms and associated controlled environments — Biocontamination control — Part 1:
General principles and methods (UucTble NOMELLEHUA U CBA3AHHLIE C HUMU KOHTPONUPYEMbIe Cpeabl.
KoHTponb GnosarpssHeHunin. Yactes 1. O6LmME NPUHLUIMBLI U METOADBI).

ISO 14698-2, Cleanrooms and associated controlled environments — Biocontamination control — Part 2:
Evaluation and interpretation of biocontamination data (Mucrbie nomeLweHus n ceA3aHHbIE C HUMKW KOHTPONMpye-
Mble cpeabl. KoHTponb GuosarpsasHeHnin. Yactb 2. OueHka n aHanu3 AaHHbIX N0 GUONOrMYeCcKOMy 3arpi3HEHUIO).

3 TepMuHbI 1 onpeneneHus

B pamkax Hacmosweeo cmaH0apma Ucronb3ylomces mepmMuHbl U onpedernenusi, npueedeHHble 8 CMaH-
8apme UCO 9000, a makxxe criedyrouue mepmMuHbl! U ornpederneHusl.

MCO 9001:2008, CuctemMbl MEHEKMEHTA KayecTBa — TpeGoBaHus

3 TepMuHbI U onpeaeneHus

B HacTosiLLem AOKyMEHTE UCNOMb3YIOTCA TEPMUHDBI U onpeaeneHus, npuBeaeHHble B craHaapre UCO 9000.
B TekcTe HacTosLero ctaHgapTta nog TEPMUHOM «NPOAYKLMSA» MOXKET TaloKke NOHUMATLCA «ycnyray.

[Ipo4yue mepmuHbl U onpedeneHus, UCronb3yeMble 8 HacmosweM cmaHdapme, OomHOCAMCSA Hernoc-
pedcmeeHHO K npaeunam Hadnexauwel npouzsodcmeeHHOU npakmuku (GMP), npumeHUMbIM K npou3eod-
CMey nepsuYHbIX YNaKoeoqHbIX Mamepuarnos 01151 nexkapcmeeHHbIx cpedcme!).

3.1 TepMuHBI, CBA3AHHbIE C KAYE€CTBOM

3.1.1 npemeH3uss nompe6umens: ViHhopmayus, npedocmaeneHHas nompebumenem o Hedocmam-
Kax u (unu) Hecoomeemecmaeusix.

MpumedaHue 1— Hugpopmayus moxem 6bimb nepedaHa 8 ycmHoll unu nucbMeHHoU chopme.

MpuMmeyaHue 2 — [Ipedmemom ripemeH3uu Moxem b6bimb Ka4ecmeo, Koau4yecmeo uiu ycriogus nocmasku
nepeuy4yHoO20 yrnakoeo4yHo20 Mamepuana (3.4.18.1).

3.2 TepMMHbI, CBAAI3aHHbIE C MEHEKMEHTOM

3.2.1 Halnexawas npou3seodcmeeHHas npakmuka (GMP): YnpaeneHue kayecmeom (3.2.2) u obe-
creyeHue kadecmea 6 rnpouyecce npouseodcmea (3.4.20).

MpumMmevyaHue 1— OnpedeneHus MepMUHO8 «ynpaesieHue Kayecmeom» (3.2.2) u «obecriedeHue Kkayecmeay
npueedeHbl 8 cmaHdapme MICO 9000:2005, 3.2.10u 3.2.11.

1) Cnoco6 ynopsinoueHus u rpynnuMpoBKN TEPMUHOB U OTPeaeneHmii B HacTOSALLEM CTaHAapTe COOTBETCTBYET CMo-
coby, ucnonssosaHHomy B UCO 9000.

2
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MpumevyaHue 2 — TpeboesaHus, npedbsensembie K Hadnexauwiell npouszeodcmeeHHoll npakmuke (GMP)
8 ¢hapmayeemuyeckoll NpoMbIUNEHHOCMU, ycmaHoe&leHbl 8 cmaHdapme o obecrneqeHuro kadecmea (cM. ccbinky [32]).

NMpumevyaHnue 3 — TpeboeaHus Hadnexawel npoussodcmeeHHol npakmuku (GMP) ons nepeuyHbix
ynakoeoyHbIx Mamepuanoe (3.4.18.1) exmodarom, NoMumMo Hanu4us nodxodaujeao nepcoHana, nomeuweHul u obo-
pydosarus, Hanuyue cucmembl MeHedXMeHma Kayecmea, Komopas eKioHaem KOHMPOb 1oCmynaiowux UCXOOHbIX
mMamepuarnoe (3.4.28), npouszeodcmeo (3.4.20), Hanu4ue coomeemcmeayiouiell doKyMeHmauuu, 8bifoIHeHue caHumap-
HO-2ueueHu1eckux mpeboeaHull Ha npousesodcmee, KOHMPOJIL 2omoeoli npodykyuu (3.8.5), 3anucu o peanusayuu,
paccMompeHue Xanob u CaMOKOHMPOIb.

MpumevaHue 4 — loHamus «GMP» u «coepemeHHasi Hadnexaujasi npou3eodcmeeHHasi pakmuka» (cGMP)
A8NA10MCA pagHO3Ha4HbIMU. Pykogodcmea rno GMP nocmosiHHO akmyanu3upyomcs 6 coomeememeul ¢ MEHSIOWUMUCS mpe-
608aHUSIMU COBPEMEHHOZ0 YPOBHS pa3sumusi HayKu U rfpousgodcmea. 3mo U fpueesno K roseneHuto mepmurHa «cGMPy,
Komopeill uHo20a ucnonbsyemcs. Papmayesmuydeckas NPOMbIWLNeHHOCMb npednonazaem, 4Ymo opeaaHu3ayuu (3.3.1) npu-
HUMalom 60 eHUMaHUe cospeMeHHble mpebosaHus GMP & paMkax ceoux npoepaMM MOCMOSHHO20 YITyHUIeHUS Ka4ecmea.

3.2.2 ynpaeneHue kayecmeom: Yacmb meHeOXMeHmMa Kadecmea, HanpaeneHHas Ha 6bifNofIHeHue
mpebosaHrull, npedbaenaembix K Kadecmey.

MpuMmevyaHune 1— YnpaeneHue Ka4ecmeOoM 8KIOHaemcs 6 cebs NposepKy Unu ucnbimaHus, ydocmosepsio-
wue, Ymo npodykyus coomeemcmayem mpebosaHusm cneyuguxayuli (3.7.3).
[MCO 9000:2005, 3.2.10]

3.3 TepMuHbI, CBAA3aHHbIE C OpraHu3sauuen

3.3.1 opeanusauus: 'pynna nuy u pecypcos ¢ yecmaHOoe1eHHbIMU 0633aHHOCMAMU, NOSTHOMOYUAMU U
83auMoces3aMU.

MpumMmevyaHue 1 — B pamkax Hacmosujeeo cmaHOapma nod opaaHu3ayuell noHUMaemcs KOMiaHus, ocy-
wecmensowas npouseodcmeo (3.4.20) nepBMYHOIO ynakoBouHoro marepuana (3.4.18.1).

[ACO 9000:2005, 3.3.1, usmeHerHbIl nymem dobaeneHus npumedaHus 1]

3.3.2 aymcopcuHa: BbinonHeHue 4acmu ripoyecca unu ecezo npoyecca opyzoli opeaHusauuel (3.3.1).
MpuMmevyaHue 1— 3a4acmyro aymcopcuHa Hasbliearom cy6rnodpsdom.

3.3.3 cnymba kayecmea: NodpasdeneHue opeaHu3ayuu, KOmopoe omeeqyaem Kak 3a obecriedeHue
kayecmea (QA), mak u 3a ynpaeneHue kasecmeom (QC) (3.2.2).

MpumMmevyaHune 1— Cnyx6a (crnyx6bl) kadecmea mo2ym npedcmaesnsmb coboli omdenbHble nodpasdeneHus,
3aHUMarowuecss obecrieyeHUeM Kayecmea U KOHmMponeM Kkayecmea coomeemcmeeHHo, unu xe euUHUYHoe nuyo (epynny
nuy) 8 3asucumMocmu om pasmepa U cCmpykmypbl opeaHusayuu (3.3.1).

3.4 TepMUHbI, CBA3aHHbIE C NpoLeccaMmn U NnpoayKumen

3.4.1 e030yuwiHbIl WI03: 3aKPbIMOE NPOCMPaHCMeo, NpedHasHad4eHHoe Ot KOHMPOSIUPO8aHUs 803-
OyuwiHO20 rnomoxka.

MpumevyaHue 1— faHHoe npocmpaHcmeo, KaK npasuno, cHabXeHo 1o MeHbluel Mepe O8yMs 83aUMOCEs3aHHbI-
mu deepsamu, ycmaHoeneHHbIMU Mexdy 08yms u boiee KoMHamamu, U ucrionib3yemcs 0ns nepexoda nepcoHana unu nepe-
Meuwjerus Mamepuanos npu ycnosuu cobmnodeHus1 pasnuyqHbIx ycrnoeull, Hanpumep, YUcmombi nomoka eosdyxa npu exode.

3.4.2 cbopka: CoeduHeHUe eMecme nepeudHbIX ynaKkoe8oYHbIx Mamepuanose (3.4.18.1) u (unu) ux
KOMITOHEHMO8.

Mpumevyarnue 1 — [pumepamu mo2ym crnyxumb cbopka Hacmel NUMemoK, KOMITOHEeHMOo8 UHBbEKLUOHHbIX
cucmeM unu yecmaroeka 3aljumHbix Konnaykoe 0115 uan Ha npedsapumenbHO HarofHEeHHbIX Wpuyax.

3.4.3 yucmoe nomeuweHue: [NlomeweHue, 8 KOMOPOM KOHMPONUPYemMCcs KOHUEeHMPayus 836eLUEHHbIX
8 8030yxe yacmul u KOmopoe NoCMPOEHO U UCMOb3Yyemcs makum 06pa3om, 4mobbl MUHUMU3UPOeaMb 0-
nadaHue, obpa3zoeaHue U COXpaHeHuUe Yacmuy eHympu rMOMEUEHUS, U 8 KOMOPOM ripu He0OX0OUMOCIMU KOH-
mponupyromes npodue mpebyembie napamempsbl, MakKue kak memnepamypa, e/1axHocmb U 0asfneHue.

[MCO 14644-1:1999, 2.1.1]

3.4.4 yucmas 30Ha: CrieyuarnbHoe NMPoCcMpPaHCcmMeon, 8 KOMOPOM KOHMPOIIUPYeMCcs KOHUeHmMpayus a3ee-
WeHHbIX 8 8030yxe Yacmuy u Komopoe roCcmpoeHO U UCTIONb3yemes makum o6pasomM, 4mobb! MUHUMU3UPO-
eamb nonadaHue, 0bpa3oeaHue U CoXpaHeHuUe Yacmuy, 6HympuU 30HbI, U 8 KOIMOPOM rnpu Heobxo0uMocmu KOH-
mpornupyomcs npoyue mpebyemMble napamMemphbl, makue Kkak memnepamypa, e/1axHocme U 0aesieHue.

NMpumevyanune 1— [JaHHas 30Ha Moxem 6bimb OMKPbIMOU Unu 3akpsimoll, @ makxe pacrnonazambscs eHympu

unu eHe Yyucmoezo nomeuwleHus (3.4.3).
[MCO 14644-1:1999, 2.1.2]
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3.4.5 konmamuHauus: lNonadaHue mMob020 HexxenamenbHO20 Mamepuarna e nepeuYyHbill YyNakoeoy-
HbIU Mmamepuan (3.4.18.1).

MpumevaHue 1 — Flomoeas npodykyus (3.4.11) Moxem 6bimb KOHMaMUHUpOBaHa u3uyecku (meepdbie
qacmuubi), XUMUYeCcKU unu uonoauyvecku (6UomMoKCuHb! U 3HOOMOKCUHbI).

MpumMmevaHue 2— KoHmamuHayusa moxem npousolimu & npoyecce npouzeodcmea (3.4.20), ynakosku, xpa-

Herus u (unu) pacnpocmpaHeHus ecnedcmeue KOHMaMUHUPOGaHHbIX cuCmeM seHmunsayuu, obopydoearus dns ombopa
npo6, Mamepuaios, noMeweHull, maps! Unu 1o euHe nepcoHana.

3.4.6 konmponupyemasn cpeda: Cpeda, co30aHHas U IKCryamupyemas makum 06pa3om, 4mobbi KOH-
mponuposamb 803MOXHO€E nonadaHue noMeHyuarbHbIX KOHMaMmuHaHmos.

3.4.7 nepexpecmHas koHmMamuHauyus: Konmamurnayus (3.4.5) mamepuana unu npodykyuu opyaum
Mamepuarom unu npodykyuell.

MpumevaHue 1— lMepekpecmHyio KOHMaMUHauuo maike UHo20a Hasblealom cMeulleaHueM.
MpuMevaHne 2—Cwm. [31].

3.4.8 dama useomoeneHusn: [Jama HacmynneHusi 00HOU u3 nepebix cmadull npoyecca npouseodcmea
nepeuvyHO20 ynakoeo4Ho20 mamepuana (3.4.18.1), unu npoyecca ynakoeku, unu rnpoyecca ebliilycka 20-
moeoii Npodykyuu, Komopas Moxem CiyXumse rnpedMemom coasniacosaHus ¢ nompebumerem.

3.4.9 dokymenmuposeaHHaa npouedypa: PaspabomarHas, 0OKyMeHMUpOeaHHas, ymeepX0eHHas,
sHedpeHHasa u noddepxueaemas npoyedypa.

3.4.10 cpok eodHocmu: Mpednonazaembili npedenbHbili CPOK UCMOMb308aHUS.

MpuMedaHue 1— CM. makxe onpedesneHue cpoka XpaHeHuUs (3.4.26).

MpumedaHue 2 — OB6bIYHO cpok 200HOcmuU npedcmasnsem coboll nepuod, 8 meyeHue KOMoOpoeo oxuda-
emcs, YmMo nepeuYHbIl ynaKkoeoyHbili Mamepuan (3.4.18.1) ocmaemcs npueodHbiM A5 Ucnonb306aHuUs pu ycnosuu
XPpaHeHUA & YCMaHONeHHbIX YCNo8UAX, U 10 UCMEeYeHUU KOmopoao oH He Q0N XKeH UCronb308ambcsl.

3.4.11 2omoseasa npolykuusn: NepeuyHbIll ynakoeo4Hbili mamepuan (3.4.18.1), komopoii npowern
ece cmaduu npouseodcmea (3.4.20).

3.4.12 o0HOpPOOHOCMb (20MO2eHHOCMB): EOUHOO6pa3sue xapakmepucmuk mamepuarna u ux 3Hadve-
Huli 0ns eeo onpedeneHHo20 Konu4decmea.

MpumedaHue 1— [foHgmue «0OHOPOOHOCMLY MaKXKe MoXem eKmodams e cebs eduHoobpasue Mmamepua-
1108 Unu onpedenieHHbIX XapakmepucmuK Mamepuanos, npedcmasnsiouux 0coboe 3HaqeHue.

3.4.13 npomexxymoyHaa npodykuus: lMepeuyHblli ynakoeouHbili mamepuan (3.4.18.1), npoweod-
wiuli Hekomopble, HoO He ece cmaduu npou3zeodcmea (3.4.20).

MpumMmedaHue 1 — lpomexymoyHas npodykuyus mpebyem danbHeliwel obpabomku, rnpexoe yem cmaHem
e2omoeoli npodykuyueli (3.4.11).

3.4.14 oyucmka nuHuu: YoaneHue (npombieka/npodyeka fiuHuU) ecezo, 4mo ces3aHo ¢ rnpedbidyuium
npou3eodCMEEHHbBIM LUKIIOM.

MpumedaHue 1 — Kak npasuno, oyucmiKa nuUHUU ripouseodumcs 8o Hayana o4epedHo20 pou3eodcmeeH-
Ho20 yukna 0ns npedomepatyeHus moboll owubku unu nepexkpecmHol koHmamuHayuu (3.4.7). ObbiyHO mpebyemcs,
ymobbl npoussodcmeeHHoe obopydosaHue (nuHus) u coomeemcmeyloujee pabovee npocmpaHcmeo (3.4.31) 6binu
MTONTHOCMbIO OYUU4EHbI OIM 8CEX Mamepuainos, omxodos, NpodyKyuu, obpasLoe, OOKYMeHmMos U m. 1., Komopbie UCroslb-
306anuch & xo0e rpedbidyujez0 Npou3sodCMeeHHO20 YuKna, 00 8HeCceHUs Mamepuainos, 0bpa3yos npodykyuu, OOKyMeH-
moe u m. 1., Heobxodumbix 0118 Ha4ana cnedyrowe2o rNPou3sodcMeeHHo20 UUKNa.

3.4.15 useomoeneHue: Bce onepayuu, ekmodaiowjue e cebs 3aKkynky u nonydyeHue mamepuanos 0ss
npouseodcmea (3.4.20), ynakoeKy, MapKupOeKy, ynpaeieHue Ka4yecmeom (3.2.2), ebirnyck, xpaHeHue, pea-
nu3ayuio npodykyuu, a makeke coomesemecmeyroujue cpedcmea ynpasneHus.

3.4.16 nexapcmeeHHoe cpedcmeo: Jloboe sewiecmso unu KombuHayusa eewecms, rnpedHasHadyeH-
Hble 01151 ie4eHus unu npoghunakmuku 3abonesarus y model Uy XueomHbIX.

M pumedvyaHue 1 — JTioboe selwjecmeo unu codyemaHue seuwjecms, esodumoe Yyesio8eKy unu XueomHbiM
C QuasHOCMUYECKUMU Uensamu unu 051 60CCIMaHOBIEHUS, KOPPEKMUPOSKU UNU U3MeHeHUs ¢husuonoauyeckux yHKuul
YejioeeKa unu >XUBOMmHbIX, makiXxe paccmMampueaemcs Kak JieKapcmeeHHoe cpedcmeo.

MpumeyvyaHune 2—Cwm. [31]
MpuMeuvaHue 3 — QapmayesmuyecKkue unu nNeKapcmeeHHble npenapamsel, 8 MOM YuUC/e UCMoNb3yeMble 8
KIUHUYecKux uccne@oeaHusix, maikke Mo2ym Ha3bieambCsl JleKapcmeeHHbIMU cpedcmeamu.

4
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3.4.17 nodeomoexa neyamHo20 opu2uHana: Bca nodzomosumensHas dessmeribHoOCMb, npeduecm-
syrowjas nedamu.

MpumedaHune 1 — Croda omHocasmcs KoHUuenmyanbHoe peuwieHue, OusalH, epaghudecKoe UCMONHeHuse,
penpoapaghus, NneHKa, uszomosneHue nedyamHold hopMbl, wenkompagapemHas nedyamb, Uugposbie halinbl U
wpughmoHocumenu.

3.4.18 YnakoeouHble Mamepuarsbl

3.4.18.1 nepeuyHbie ynakoeo4yHbie Mamepuainbi: Mamepuarbi, Ucrionb3yemble 8 hapmayesmude-
cKoll ynakoeke, komopas 6ydem codepxameb, eepMemMu3uposams Uy ucrnonb3oeamscs 0ns 003uposaHHO20
rpuMeHeHus nexkapcmeeHHo20 cpedcmea (3.4.16) u komopas 6ydem Haxodumbcs 8 HerocpedCMeeHHOM
KOHMakme ¢ nekapcmeeHHbIiM cpedcmeom.

3.4.18.2 emopuyHbie ynako8OYHbie Mamepuarnbi: YaKkoeoyHble Mamepuarbl, He ecmynaoouue
8 KOHMaKm G 5iekapcmeeHHbIM cpedcmeoM, maKkue Kak KapmoHHbie KOPobKU ¢ mekemom u 6e3 mekema,
aIMuKemku, Gpowopsl Uy NMUCMKU-eknadbiluy (Unu peknamHbie NUcmKu), 06epmku U KOHmeliHepel ons
MpaH3UMHbIX NEPE8O30K, Hanpumep, cknadHbie KoOpobKu.

3.4.19 ecnomozamernbHbie cpedcmea: Mamepuarbi, ucrons3yembie Onsa peanusayuu npoyecca.

MpumedaHue 1— Mamepuan He eknoyaemces 8 cneyugukayuro (3.7.3) u Moxem 6bimb ydaneH Ha gpuHans-
Hol cmaduu npoussodcmea unu 0o Hee.

lMpumep — Cxambili 6030yx, NPOKamHasi cMa3ka, pa3desiumersibHasi cMa3Ka 05s npecc-gopm.

3.4.20 npoussodcmeo: [poyeccsl, oOKaHYUBaWUECS MOoMy4YeHUeM nepeudHbIX YNaKo6OYHbIX Ma-
mepuanos (3.4.18.1).

MpumedaHue 1 — [arHble npoyeccsl obpasyrom nofHbill Mpou3eodcmeeHHbId YUK, Ha4uHas om npuemKku
ucxo0HbIX Mamepuanoe (3.4.28) ¢ nocnedyroweli o6pabomkoll, ynakoskoll u 3akaH4yueas nony4eHueM 2omoeoli rpo-
dykyuu (3.4.11).

3.4.21 kpumuyeckuli Onsa kayecmea: Napamemp, enusiowull Ha Ka4ecmeo NepeuYHO20 yrnaKkoeoy-
HO20 mamepuana (3.4.18.1).

MpumMmedaHue 1 — Mamepuan, onepayus unu ycnogus npouecca, mpebosaHus K UcCnbiImaHusM umu niobbie
dpyaue coomeememeyioujue napamempbl MO2ym CHUMambCs KpumuvyecKumu O1s1 Kadecmea e mom Ciiy4ae, eciu He-
8binonHeHue mpebosarull, NpedbaensgemMbix K HUM, MOXem UMemb CyWecmeeHHble naaybHble nocnedcmeus.

3.4.22 kapaumuH: Cmamyc mMamepuaios uiu npodykuuu, u3onuposaHHbiX 00 8bIHECEHUSA pewieHus 06
ux rocnedyowem oGobperuu uru rnocnedyrouweli ebibpakosKu.

Mpumeuanue 1— lodkapaHmuHHbill Mamepuar, KaK npasuno, Usonupyemcs ¢husudecKuM unu UHbIM s¢hehex-
MUueHbIM Criocobom.

3.4.23 peanusayus: Obwuli mepMuH, oxeambiearowuli ece rpoyeccbl, mpebyembie 0519 GoCMuXeHuUs
Heobx00umMoe0 pedynbmama om npoekmuposaHus 00 nocmasku nPoodykyuu.

3.4.24 eoccmaHoeneHue: Obpabomka unu nosmopHasi 06pabomka nepeuyHbIX yNnakoe8oYHbIX Ma-
mepuanos (3.4.18.1) 0na ux coomeemcmeusi mpeboeaHusm cneyudukayuli (3.7.3).

3.4.25 noemopHasa obpabomka: [ToemopeHue Yacmu rnpoyecca npoussodcmea.

Mpumevyanue 1 — lpogormkeHne YacTu TEXHOMOMMYECKOro NpoLiecca nNocne Toro, Kak KOHTpoNb B Npouecce
NpPOU3BOACTBa NoKa3sar, 4YTo JaHHas YacTb NnpoLecca He 3aBeplLueHa, ABNAETCA HOPMaNbHON NPaKTUKOW N He OTHOCUTCA
K NOBTOPHOI o6paboTke.

3.4.26 cpok xpaHneHusi: [lepuod epeMeHu, 8 med4eHue Komopozo oxudaemcs, ymo nepeuyHble
ynakoeoyHbie mamepuansl (3.4.18.1) 6ydym coomeemcmeosamb mpebosaHuam (cneyuchukayuam)
npu XpaHeHuu 8 onpedeneHHbIX yCrnosusix U Mo UCMeyYyeHuUU Komopozo mamepuarnbl He O0/MKHbI UCNOSb-
308ambCA.

MpumevaHue 1— Cm. makxe cpok 200Hocmu (3.4.10).

3.4.27 cmandapmHasn onepauuoHHas npouedypa (COI1): YmeepxdeHHas, OOKyMeHmupoeaHHas
npouedypa (3.4.9) unu pad npouedyp, paboqux uHCMPYKYul u UHCMPYKYUl no ucrnsimaxuio npodykyuu u
ynpaeneruto.

3.4.28 ucxo0Hbill mamepuain: Cbipbe/KOMMIOHEeHMbI/CybcmaHyuu, ucnosnb3yembie rnpu npoussodcmee
nepeuYHbIX yNaKo8oYHbIX Mamepuanos (3.4.18.1).
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3.4.29 cmepunbHOoCcMb: COCMOSIHUE, Xapakmepu3syrouweecs 0mcymemeueM XU3HECTIOCOOHbIX MUKPO-
0p2aHU3MO8.

[MCO 14937:2009, 3.26]

3.4.30 o6pabomka nosepxHocmu: [Tpouecc, HanpaeneHHbIl Ha yry4lweHUe noeepxHocmu nepeuy-
HbIX YNaKoeo4YHbIX Mamepuasoe (3.4.18.1).

lMpumep — [lNokpbimue cunukoHoM unu dpyzasi o6pabomka eHympeHHUX CMeK/IHHbLIX loeepxHocmell,
MOKpbIMUe 8HYMPEeHHUX UJU 8HeWHUX roeepxHocmell CMeKJISIHHbIX KOHmMeliHepoe UJlU Pe3UHO8kIX.

3.4.31 paboyee npocmpaHcmeo: OnpedeneHHoe npocmpaHemeo, 20e npoeodsmes onepayuu o
nodzomoske, rnpou3sodcmay, yrnakoske, UCTbIMaHUI0 Uu NMPpUeMOYHOMY KOHMPpOmo u efe nocne OaHHbIX
onepayull 06bi4HO U NPO8OAUMCS O4UCMKa JTUHUU.

MpumevyaHune 1 —TlogobHoe npocTpaHcTBO 0BBIMHO 0603Ha4eHo Npu NomoLn 6apbepoB, pa3MeTKW Ha nony

UMW aHanoruyYHbIX CPEACTB U MOXET cogepxats o6opyaoBaHue, HanpuMep, NPOU3BOACTBEHHOE, UCMbITATeNbHOe, KOM-
nbtoTepbl, pabodne cTonbl, NpoGoneyaTHbIe CTaHKU.

3.5 TepMHHBI, OTHOCSALLMECA K XapaKTe pUCTUKaAM

3.5.1 cepus, napmus: OnpedeneHHOe KONUYEeCMeo MepPeUYHbIX YNaKO8OYHbIX Mamepuasnoe
(3.4.18.1), npoussedeHHbIx 8 x00e 00HO20 UNU HECKOMbKUX MPOYECcCco8 C 3annaHuposaHHbiMu 00HOPOOHbIMU
Xapakmepucmukamu U cmabusnbHbIM Ka4eCmeom.

Mpumedanue 1— [jng ydoenemsopeHus npoussodcmeeHHbix mpebosgarull unu mpebosaHuli nompebumens
cepus Mmoxem 6bimb pasdeneHa Ha psd nodcepul, 06veduHAeMbIx N030Hee 8 eQUHYI0 OGHOPOOHYIO cepuio.

MpumevaHue 2 — [Ipu HenpepsieHoM npoussodcmee cepuell cuumaemcs dons npodykyuu, onpedensemas
nubo 3adaHHbIM KONUYecmeom, NUbo KonuyecmeoM, NpoussedeHHbIM 3a YCMaHO8NeHHbIT MPOMEXYMOK epemMeHU.

3.5.2 npocnexueaemocmse: Bo3MOXHOCMb Npocnedums npedbicmopuro, NPUMEHEHUe Uunu MecmoHa-
xoxdeHue paccmampueaemozo 06bekma.

MpumevaHue 1— [lpumeHumensHo K NpodyKuuu MPoCcIexXueaeMocmb MOXem OmHOCUMbCS K.

- UCMOYHUKY Mamepuarnoe u L/acmeL'l,

- npedbicmopuu 0bpabomku u

- pacnpocmpaHeHuto U MecmoHaxoxadeHuo npodyKyuu noce nocmasku.

MpumevyaHue 2 — B obnacT MeTPoNorun NpuHATO onpepeneHue, npuseaeHHoe B PykoBogctee NCO/IEC
99:2007, 2.41 (mpembe usdarHue MexdyHapoOHO20 crogaps Mo Memponoauu,).

[MCO 9000:2005, 3.5.4, moduchuyuposaHHbil nymem o6HOBNEHUS CCbIIKU & NpumeyaHuu 2]

3.6 TepMuHbI, CBA3aHHbIE C COOTBETCTBUEM

3.6.1 ymeepxxOeHHbIl: Vimeowull no0meepx0eHHbIl crmamyc coomeemcmeus.

MpumevyaHue 1— Coomeemcmeue Moxem nodmeepxdambcs Ha 1oboM smarne npouyecca [0i151 UCXOOHbIX Ma-
mepuanoe (3.4.28), ecnomMozamernbHbIXx cpedcme (3.4.19), ynakogo4Hbix Mamepuanoe unu comoeol npodykyuu (3.4.11)].

3.6.2 ebinyck cepuu: PeweHue 0 ebinycke cepuu (3.5.1) dna npodaxu unu nocmasku nocie ogu-
uuanbHo20 paccMompeHusi @ocbe Ha cepuio (3.7.1), ocywecmenaemoeo cnyx 6ol kasecmea (3.3.3) unu
JTUUOM, Ha3Ha4YeHHbIM CITY»X 60l Kayecmea.

3.6.3 omksioHeHue: OmemyrnneHue om ymeepx0eHHoli (3.6.1) cmaHOapmHoll onepayuoHHOU npo-
uedypsni (3.4.27) unu delicmeyrouwje2o cmaHdéapma.

3.6.4 Hecoomeemcmeue cneyuchukayuu: Pe3ynbmambi ucribimaHull, He coomeemcmeylouwue mpe-
6osaHuam cneyugukauuu (3.7.3).

3.6.5 om6pakoeaHHbIl: Cmamyc ucxo0HbIX Mamepuaioe (3.4.28), ecnomoz2amernbHbix cpedcme
(3.4.19), npomexymoyHol npodykuuu (3.4.13) unu 2comoeol npodykuyuu (3.4.11), pesynbmamsi ucrbi-
maHus Komopbix He yB0enemeopsom 00HOMY UMU HECKOMbKUM mpeboearusim cneyugukauyuu (3.7.3) u
Komopbie npu3HaHb! [06bI4HO cnyx 60l kayecmea (3.3.3)] Heripu200HbIMU OISt UCTIOb308aHUS.

3.6.6 om6pakoeka: poyecc ycmaHOBMeHUs, 8bINONHAEeMbIl 0bbIYHO cryx 60U kayecmea (3.3.3),
moeo, ymo ucxoOHble Mamepuansi (3.4.28), ecnomozamenbHbie cpedcmea (3.4.19), npomexymodHas
npodykuus (3.4.13) unu eomoeas npodykuus (3.4.11) HenpuzoOHb! 0118 UCMIONB306aHUS.

3.6.7 apxueHbie obpa3ubi: Mamepuarbi unu 2omoseas npodykuus (3.4.11), xpaHumbie Ons 6ydywe-
20 cpasHeHusl.

MpumevyaHune 1— faHHbie 06pa3sibl 0bbi4HO ombupaomces 8 docmamoyHOM Konuyecmee U XpaHamces 8 onpe-
OeneHHbIX ycnoeusx 8 meyeHue 3adaHHoeo nepuoda epemeHu dns nocaedyroueso CpasHeHUs.
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3.6.8 eosepam: poyecc omnpasku nNepeuYdHbIX ynaKkoeo4yHbIX Mamepuasos (3.4.18.1) obpamHo e
opz2aHu3ayuio (3.3.1).

3.6.9 nepepabomka: [elicmeue, npednpuHAMoe 8 OMHOWEHUU Hecoomeememaeyroweli npodykyuu
0na moeo, 4mobbi oHa coomeemecmeosana mpebosaHusaM.

MpumedaHue 1 — Copmuposka MOoXem paccMampueambcs Kak nepepabomka.
[MCO 9000:2005, 3.6.7, modugpuyuposaHHbil nymem dobasneHus npumedaHus 1]

3.7 TepMuHbI, CBA3aHHbIE C AOKYMEHTauuen

3.7.1 docke Ha cepuro: [okymeHmsi u 3anucu, Oaowue npedcmasneHue o npedbicmopuu cepuu
(3.5.1), ekrmodas uHopmayuio, OMHOCAWYIOCS K pou3sodcmsy U KOHMpPOnio, u obreeayaroujue ee npocre-
)ueaemocms (3.5.2).

3.7.2 HoMep cepuu, HOMep napmuu: YHukanbsHbill udeHmuchukamop cepuu (3.5.1).

MpumedaHue 1 — Homep cepuu moxem npedcmaenamb cobol coyemaHnue yugp, byke u (unu) cumeonos,
udeHmuagpuyupyrouux cepuro (3.5.1) (unu napmuro) u cnocobcmeyrouux onpedeneruro npedbicmopuu rnpoussodcmea u
pacnpedeneHus.

[MCO 9000:2005, 3.7.3]

3.7.3 cneyugpukauusn: [JokymeHm, 8 KOmopoM ykasaHbl mpebosaHusl.

3.7.4 cneuyucukauyus mpeboeaHulli nonb3oeamens: Ymeepx0eHHbill (3.6.1) dokymeHm, codep-
x)awul cneuyugpukauyuu (3.7.3) npodykyuu, npouseodawelica u3 mamepuana Ha 0aHHOM obopydoeaHuu,
a makke ¢hyHKULUOHalIbHbIe, orepayuoHHbIe U (Unu) mexHudeckue acriekmsi o6opydoesaHus unu rnpoyecca,
mpebyembie 0ns npoussodcmea xenaemol npodykyuu.

3.8 TepMHHbI, CBA3aHHbIE C UCNBbITAHUAMU

3.8.1 aesmomamu3upoeaHHbill KOHMPOJb: OyeHka coomeemcmeus, ocyujecmernsemasl KOHmMpPOJib-
HbiM 060opydoeaHuem 6e3 4eroeeyecKo20 eMeLiamernbemea.

MpumMmedvaHue 1— KoHmponbHoe obopydosaHue MoXem eKiloyamp 6 cebsl orimo3eKmpOoHHbIe KOMITOHEHMb]
(kamepbl), nasepHbIe cUCMeMbl, ybmpa3eyKoeble CUCMEMbI U C8513aHHbIe C HUMU cucmeMbl 06pabomku daHHbIX, @ mak-
Xe rnpoyee obopydosaHue.

3.8.2 kanu6poeka (noeepka): [pouecc npoeepku unu pezynuposaHusa [rlymem cornocmasneHus co
cmaH3apmHbiM 06pa3yoM (3MmasioHoM)] moyHocmu cpedcmea UMepPEeHUs.

Mpumeyvanue 1 — Kanubpoeka (nosepka) Moxem O6bimb makxe onucaHa kak pad onepayull, ycmaHaenu-
salowux rpu 3adaHHbIX YCOBUAX 3a8UCUMOCTb MEXOY 3HaYEeHUAMU, NMOY4YeHHbIMU C ToMOWblo cpedcmea U3MepeHus,
unu 3HadyeHusmMuU, npedcmaesnsaemMbiMu 6eUECMeeHHOU Mepoll, U CoomeememsayoUUMU U38ECMHbBIMU 3HAYEeHUAMU CMaH-
dapmHoeo obpasya (a3marnoHa).

3.8.3 ynpaeneHue usmeHeHUSMU: [JOKYMEHMUPOBAHHOE ynpaesneHue UsMeHeHUaIMu.

MpumMmeyaHue 1—KusmeHeHUAM MO2Yym, 8 HaCMHOCMU, OMHOCUMbBCS USMEHEHUS & Cbipbe, cneyugurayusax
(3.7.3), npouseodcmeeHHol b6a3e, obopydosaHuu, MpoussodcmeeHHbIX npoyeccax u Memodax ucnbimaHuil.

3.8.4 deoiiHas npoeepka: [JokymeHmuposaHHas eepughukayusn (3.8.13) delicmeus, pesynbmama unu
3anucu emopbiM JTUYOM Unu cucmemoli.

MpumeyvaHnue 1 — Yacmbio makozo npoyecca nodmeepxdeHus Moxem bbimb emopas nodmeepxdarouias
noodnuce 8 xo0e eHympurpou3eo0CMeeHHO20 KOHMPOIA, npou3sodcmeeHHas doKyMeHmayus u 3anucu o kasecmee ons
cepuu (3.5.1), nodnucaxHble emopbiM NULUOM, UU KOHMPONb C MOMOWbIO 316KMPOHHbIX npubopos. Kak npasuino,
pesyfnbmambl 080UHOU rpoeepKu rodnucsi8alomcess mopbiM NULOM.

3.8.5 konmpone 2omoeoli npodykyuu: VicribimaHus, npoeodsauwiuecs Ha 2o0moeol npodyKuuu
(3.4.11) dns onpedeneHusi ee coomeemcmeusa mpebosarHuam cneyugukauyuu (3.7.3).

3.8.6 eHympunpou3eodcmeeHHbIll KOHMpons: [elicmeus, npednpuHumMaemble 8 rpoyecce npous-
eodcmea (3.4.20), ¢ yenbio nposepku coomeememeus npodykyuu mpebosaHuam cneyuguxkayuu (3.7.3).

MpumMmevaHune 1—[lng mozo ymobbl npodykuusa coomeememeosasna mpebogaHuam, Moxem rnompebosambcs
MOHUMOpPUHe NpoUeccos U KoppekmuposaHue cpedcme npou3eodcmea (3.4.20).

Mpumeuvanue 2 — KoHvmponb 3a okpyxatouwiell cpedoll unu obopydosaHueM maixe MoXem cHyumambCs Ya-
CMbl0 6HyMpUNpPou3809cmMeeHHO20 KOHMPOJSIA.
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3.8.7 keanucpukauusa monmaxa (1Q): Mpouecc nony4eHus u 00KymeHmuposaHus caudemerbcmesa moeo,
ymo o6opydoeaHue bbifI0 TOCMaseHOo U CMOHMUPOB8aHO 8 coomeenmcmauu ¢ e2o cneyugpuxkayuetl (3.7.3).

[MCO/TS 11139:2006, 2.22]

3.8.8 keanugukauusa pyHkuyuoHuposaHusa (0Q): MNpouecc nonydeHus u GOKyMeHmuposaHus ceude-
mesnbecmea moeo, 4mo CMOHMUPOBaHHOE 060pydosaHue hyHKULOHUPYEM 8 pamkax npedeapumernbHO ycma-
HO8IeHHbIX Npedernos npu e20 UCMONb308aHUU 8 COOMBEMeMauUU ¢ ornepayuoHHbIMU npoyedypamu.

[MCO/TS 11139:20086, 2.27]

3.8.9 weanuchuxayus akcnnyamayuu (PQ): Bepudukayus (3.8.13) mozo chakma, 4mo rnpeosioxeH-
Has cneyucghukauus (3.7.3) Ha npousdsodcmeerHyo 6asy, obopydosarue unu cucmemy npueodHa 0ns npeod-
rnoniaeaemozo Ucrofib308aHus.

[MCO/TS 11139:2006, 2.30]

3.8.10 npouecc keanuukauyuu; keanugpuxayus: [Tpoyecc, nodmeepxdaiouuti CrrocobHOCMb 6biInor-
HSAMb yoemaHoesieHHbIe mpebosaHus.

MpumedaHne 1 — TepMuH «KkeanucuyuposaH» ucronbdyemcs Ona 0603HaYeHUs COOMeemcmeyrolieao
cmamyca.

MpumedaHune 2 — Keanugukayus exnodaem e cebs ksanugukayuro npoekma (DQ), keanugukayuro MoH-
maxa (IQ) (3.8.7), keanucukayuro pyHkyuoHupoearHus (OQ) (3.8.8) u moxem eknioyampb & cebsa Keanugpukayuro
akcnnyamauyuu (PQ) (3.8.9), a makxe pexkeanugbukayuro.

MpumevyaHue 3 — Keanugukauyus moxem 6bimb npuMeHeHa K npoussodcmeeHHol base, obopydosaHuio u

ecrioMoeameribHbIM cpedcmeam.
[MCO 9000:2005, 3.8.6, ModughuyuposarHhkili nymem 0obasneHus mepmuHa «keanugukauyusi» u npumedaruid 1 u 2]

3.8.11 conocmaeneHue: CpasHeHUEe MEXOY MeopemuyecKumM U hakmuyeckum 06beMOM 6blyuieH-
Holi unu ucnonb3yemoli 2comoeoil npoldykyuu (3.4.11) ¢ yuemom HopmarnbHOU eapuayuu.

MpumevyaHune 1 — CpagHeHue npogodumes ¢ y4emom omxodos, obpa3lo8 u Opyaux romepb, NMPUCYULUX
npoueccy.

3.8.12 eanudayus: NodmeepxdeHue nocpedcmeom npedcmasrneHuss 06beKMuUeHbIX caudemernbcme
mozo, 4mo mpeboesarus, nNPedbAenAeMble K KOHKPemHoMy rnpednonazaeMomy UCroIb308aHUI0 Ul npumMe-
HEHUIO, 8bIMOJTHEHDI.

MpumevyaHune 1— TepmuH «8anuduposaHy ucrnonb3yemcs Onsa 0603Ha4eHUss coomeememeyiouie2o cmamyca.

MpumevyaHue 2— Banudayus moxem Obimb rpogedeHa 8 OMHOWEHUU TPoUeccos, MpodyKyuu u npozspamm-
HO20 0becre4eHus!.
[MCO 9000:2005, 3.8.5, moducpuyuposaHHsil nymem dobasneHus npumeyaHus 2]

3.8.13 eepudgpukayus: NModmeepxdeHue (Ha ocHose npedcmaereHust 06beKMuUeHbIX ceudemernbcme)
moeo, 4mo ycmaHoeneHHble mpebosaHusi ObiU 8bINONHEHDL.

Mpumedanune 1 — TepmuH «sepuchuyuposaH» ucnonbdyemcs 0ns o0bosHayeHus coomeemcmeyrouieso
cmamyca.

MpumevaHue 2 — [lpu paspabomke u npoekmuposaHuu eepugpuKayus npedcmaensem cobol npoyecc
usy4yeHuUs pesynbmamos paccMampueaemoli desmenbHOCMU C UeNblo ycmaHoeneHus coomeemcmeus yrnomsHymoul
deamenbHocmu 3a0aHHbIM mMpebosaHUaM.

MpumedaHue 3 — BHacmosawem cmaHOapme mepMuH «eepughuKkayus» ucronb3yemcs ¢ Uenbio obecneyeHus
mogeo, Ymo rpou3sodcmeeHHblIe cucmembl Hadnexauwum 06pasoM CMOHMUPOSaHbI U QOYHKUUOHUPYIOM KOPPEKMHO; 3Imo20

makxe MoxHO docmuyb nocpedcmeom Keanugukayuu MoHmaxa (3.8.7) u keanugukayuu yHKyuoHupoeaHusi (3.8.8).
[MCO 9000:2005, 3.8.4, modugpuluposaHHbil nymem dobasneHus npumeqarus 3]

3.9 TepMuHbI, CBA3aHHbIE C YNPaBrNeHUEM pUCKaMm

3.9.1 ananus pucka: lpouecc, HarpaeneHHbIl Ha 0CMbICIIeHUE rnpupo0bl pucka u onpederieHuUe e20 ypoeHs.

MpumedaHune 1 — AHanu3 pucka npedocmasnsem ocHosy 05 cpaeHumesbHol oyeHKu pucka (3.9.3) u
npuHamMusA peweHus o6 obpabomke pucka.

MpumMmevyaHne 2— AHanu3 pucka ekiodaem & cebs Konu4ecmeeHHyI0 OUeHKy pucka (3.9.2).
[MCO 73:2009, 3.6.1]

3.9.2 oueHka pucka: CoeokynHbili npoyecc udeHmudpuxkauyuu pucka (3.9.4), aHanusa pucka (3.9.1)
U cpasHUMenbHOU OueHKU pucka (3.9.3).
[MCO 73:2009, 3.4.1]
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3.9.3 cpasHumenbHasa oueHKa pucka: [Ipoyecc cpasHeHus pe3ynbmamoe aHanu3sa pucka (3.9.1)
C KpUMepusaMu pucka ¢ yenbio onpedeneHus, feffaiomces iU PUcK U (unu) e2o eenudyuHa npuemnemMbiMu
unu donycmumbiMUu.

MpuMmevaHune 1— CpaeHumernbHasi oUeHKa puckKa criocobemeyem nNpUHIMUIO pelieHus 0b UHuULyuUposaHuu
pabom Mo CHUXeHUIo pucka.
[MCO 73:2009, 3.7.1]

3.9.4 udenmudpukayusn pucka: lpoyecc ebifeneHus, NMPU3HaHUs U onucaHus PUCKos.

Mpumevanue 1 — HMdenmudpukayust pucka exnodyaem e cebs udeHmuchukayuro UCMOYHUKO8 pucka, cobbi-
mud, ux NPUYUH U UX nomeHyuanbHbix nocnedcmeud.

MpumevaHue 2 — MOeHmudbukayust pucka Moxem exkmo4ame 8 cebs pempocnekmustbie OaHHble, meope-
muyeckull aHanu3, 060CHOBaHHbIE U IKCIIePMHbIE MOYKU 3peHUS, @ maKxe MompeSHOCMU 3aUuHMePeco8aHHbIX CMOPOH.

[MCO 73:2009, 3.5.1]

3.9.5 ynpaenernue puckamu: CkoopOuHupoeaHHble Oeilicmeus, HanpaeneHHbie Ha pykoeoodcmeo u
ynpasneHue opeaHusayuel (3.3.1) ¢ yuemom pucka.

[UCO 73:2009, 2.1]

4 CucrteMa MEeHeKMEHTa KavyecTBa

4.1 O6wue TpeGoBaHunA

MNCO 9001:2008, CucteMbl MeHeKMEHTA KavyecTBa — TpebGoBaHua

4 CuctemMbl MEHEXKMEHTA KavyecTBa

4.1 OOwue TpedoBaHUA

OpraHu3sauus gormkHa paspaborarb, AOKYMEHTMPOBATL, BHEAPUTL M NOAAEPXMBATL B paboyem CoCcTos-
HUM CUCTEMY MEHEKMEHTa Ka4yecTBa, a Takke NOCTOAHHO ynyywaTtb ee 3¢h(PEeKTUBHOCTbL B COOTBETCTBUMN
¢ TpeboBaHUAMN HACTOSAILLEro cTaHaapra.

OpraHusauus gornkHa:

a) onpeaenaTb NPOLECChl, HEOBXOAUMbBIE AN CUCTEMbI MEHEIKMEHTA KAYeCcTBa, U UX NPUMEHEHNE BO
BCeN opraHusauum (cum. 1.2);

b) onpegensaTb nocnegoBarTenbHOCTL U B3aUMOAENCTBUE AaHHbIX NPOLECCOB;

C) onpeaensiTe KPUTEPUU U METOAbI, HeobBxoaumMble Ansa o6ecnevYeHust pe3ynbTaTMBHOCTU Kak Npu OCy-
LLeCTBNEHUU STUX NPOLECCOB, TaK U NpW yNpaBneHumn NMu;

d) obecneunBaTtb HanM4yue pecypcos u MHopmaumm, HeoBXoAUMBIX ANA NOAAEPKAHUA TUX NpoLEeC-
COB U UX MOHUTOPWUHTA;

€) OCYLLECTBNATb MOHUTOPUHI, U3MEPEHUE TaM, r4e 3TO BO3SMOXHO, ¥ aHanu3 AaHHbIX MPOLECCOB U

f) npuHUMaTL Mepbl, HeoBXxoanMble AN AOCTUXKEHUS 3annaHMPOBaHHbIX Pe3ynsTaToB U NOCTOSIHHOMO
yryyLleHUs STUX NPoLECCOB.

g) oxapakmepu3oeamb €800 0BWYI0 NMOMUMUKY, HamepeHus u nodxo0 K 06ecneqeHuro Kadecmaa rnpo-
Oykuuu.

MCO 9001:2008, CucteMbl MeHeDKMEHTA KayecTBa — TpeGoBaHusA

OpraHusauus fornxkHa ynpasnsaTb 4aHHbIMW NMPOLECCaMK B COOTBETCTBUM C TPEBOBaHMAMU HACTOSILLE-
ro ctaHgapra.

B TOM criyyae, ecnu opraHusaums peluaet nepeaarb CTOPOHHEN OpraHn3aLum BbiNOTHEHWE Kakoro-nu-
60 npouecca, BAMAIOLLEro Ha COOTBETCTBUE NPOAYKLUMM TpeboBaHUAM, OHa AomkHa o6ecneynTs Co CBOE
CTOPOHbI YNpaeneHne Takum npoueccoM. Bua n cteneHs ynpasneHus npoueccamu, nepegaHHbIMU CTOPOH-
HWUM OpraHu3auusaM, AOMKHbI ObITb OnpeeneHbl B CUCTEME MEHEIXXMEHTA Ka4ecTBa.

MpuMedaHue 1 — BolleynoMsiHyTblEe NpoLecckl, HeobXoauMble LM CUCTEMbl MEHeAXMeHTa KayecTBa,
BKMto4atoT B ceBst npoLiecchl ynpaereHYeckoil eATenbHOCTH PyKOBOACTBa, oGecnedeHnst pecypcamu, NpoLecehl Xius-
HEHHOTO LMKNa NpogyKuuu, USMepeHHs, aHanusa 1 yryyeHus.

MpumeyvarHune 2 — Tlpouecc, nepefaHHbI APYrod opraHusauuW, SBRSETCA npoLeccoM, HeoBxoguMbelM
AN cUCTEMbl MEHeXMEHTa KadecTBa opraHu3auun U KoTopblii no BelBopy opraHusaLuy BbIMOSHAETCS CTOPOHHEW
opraHusauuen.
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MpumevyaHue 3 — Ob6ecnedeHne ynpasneHns npoueccamu, nepejaHHbIMM CTOPOHHUM OpraHm3aLuaMm, He oc-
BoOOX/aeT opraHU3aLmio OT OTBETCTBEHHOCTU 3@ COOTBETCTBUE BCeM TpeboBaHWAM notTpebuteneii, 3akoHoaaTeNbHEIM
U perynsaTopHbiM TpeboBaHusiM. Beibop Buga n cteneHn ynpasneHus NpoLeccoM, nepeaaHHbIM CTOPOHHEN opraHusa-
LMK, 3aBUCUT OT Takux pakTopos, Kak:

a) BO3MOXHOE BIUsiHUE NepefaHHOro CTOPOHHUM OpraHU3aumMam npoLecca Ha cnocobHOCTL opraHusaLumu NocTas-
NATb NPOAYKLMIO, COOTBETCTBYIOLLYIO TpeboBaHUAM,

b) cTeneHb yqacTus B ynpasneHun npoUeccoM, NepeaaHHsIM CTOPOHHEN opraHusaumu,

C) BO3MOXHOCTb 06ecrneveHna HeobxoanMmMoro ynpasneHua NocpeacTBomM NpUMeHeHns Tpebosanuit 7.4.

4.1.1 YnpaeneHue puckom

Opezaru3sayust 0orpkHa obecriedumb NMPUMEHEHUE CUCMEMb! YIPAsIIeHUs PUCKaMu 8 rpoueccax, Ces3aHHbIX C
npoexmuposaHuem/paspabomkoll, npou3so0cmeom U nocmaskoli nepeuYHbIX yNaKkoeo4YHbIX Mamepuaros 6 4acmu,
Kacaroujelicss kadecmea riepsuyHoll ynakoeku; cnedyem noddepxxueame coomeememeyiowue 3anucu (cm. 4.2.4).

YnpaeneHue puckom OOMKHO NPUMEHSIMBCS, NMOMUMO [POYee0, 8 OMHOWEHUU HUXErNepe4UCIeHHbIX
acrekmoe:

- ynpaerneHue uUsMeHeHUsaMU,

- o4ucmka,

- fIpemeH3uu,

- KOHmMamuHayusl,

- ynpaerieHue npoekmuposaHuem (Hoeas npodykyus/Hoeble npouyecchbl),

- euzueHa u 300posbe,

- MapKuposka,

- MexHu4Yeckoe obcryxueaHue,

- ynpaeneHue mamepuanamu,

- Hecoomeemcmeus, 0echekmbl kadecmea,

- 3awuma om HaceKOMbIX U XUBOMHbIX,

- UYeroyKu 3aKyrnku u rnocmaeox,

- nepepabomka,

- IpociexusaemMocms,

- eanudayus, eepuchukayus u Kkeanuguxkayusl.

Mpumevanune — [IpuHyunel u pykosodcmea Mo ynpasneHuto puckamu npueedeHbl, Hanpumep, 8 pyKoeoo-
cmeax NCO 31000, NCO 14971 unu ICH Q9 [35] GAMPS5 [33]. Pykogodcmeo 1o pasnuyHbiM memodam udeHmudbukayuu
U OUEHKU PUCKO8, & makKxe cmeneHu U ynpaeneHuto oraCHoCmsaMu, Cea3aHHbIMU C onpedeneHHbIMU npoueccamu unu
Oeticmeusamu, npusedeHo e MK 31010.

4.2 Tpe6oBaHus, npeabABNsAeMble K JOKYMEHTALUU

4.2.1 O6uwMe nonoxeHus

MCO 9001:2008, CuctemMbl MEHEeAXXMEHTA KayecTBa — TpeboBaHua

4.2.1 O6wwKe nonoxeHUsA

JOoKyMeHTauus cucteMbl MEHEDKMEHTA KaueCTBa AOJDKHA BKMoYaTh B cebs:

a) 4OKYMEHTanbHO 0hOPMNEHHbIE 3asiBNIEHUSA O NMOSNIUTUKE M Lensax B 06nacTu kavecrTsa;

b) pykoBOACTBO MO Ka4eCTBY;

C) AOKYMEHTUPOBAHHbLIE NPOLEAYPbl U 3anncH, Tpebyemble HACTOALMM CTaHAAPTOM;

d) OOKYMEHTbI, BKMOYasA 3anucu, onpeaeneHHbie opraHu3aumen kak Heobxogumble en ana odecneve-
HUS 9CPPEKTUBHOrO NMITaHUPOBAHUSA, OCYLLIECTBIIEHUS MPOLIECCOB U YNPABNEHUSA UMK,

MpuMmedaHue 1 — Mcnonb3oBaHHLI B HACTOSILUEM CTaHAapTe TEPMUH «4OKYMEHTMpOBaHHasA npolienypar
03Ha4aeT, 4YTo npoueaypa paspaboTaHa, JOKYMeHTarbHO ocopMeHa, BHegpeHa U nogaepxusaeTcs B pabouem co-
cToAHMW. OfUH AOKYMEHT MOXeT COAepxaTb TpeBoBaHus ofHoi unn Gonee npoueaypel. TpeboBaHue o Hanuuumu Jo-
KyMEHTHUPOBaHHOW NpoLesypsl MOXKeT GbiTh peannsoBaHo Gonee YeM OfHUM AOKYMEHTOM.

MpumevyaHue 2 — CTeneHb AOKYMEHTUPOBAHHOCTU CUCTEMbI MEHEAKMEHTa KavyecTBa B OAHOW opraHu3auuu
MOXET OTNINYaTLCA OT CTeneHn AOKYMEHTUPOBAHHOCTM B ipyroii B 3aBUCUMOCTH OT:

a) paamepa opraHusaLlumn 1 BUaa AeATENbLHOCTH,

b) cnoxHocTU NpoLeccoB U UX B3auMoaeiicTBUS U

C) KOMMNETEHLMW nepcoHana.

MpuMedaHue 3 — [JoKyMeHTaLWUS MOXET cyliecTBoBaTh B N6oit hopme unun Ha nobom Hocutene.

10
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MpumedaHue 4 — fokymeHmuposaHHbie npouedypbi, paboque UHCMPYKUUU, UHCMPYKYUU no nposedeHuio
ucnbimaHull & yensax npoussodcmea u ynpaeneHus, mpebyembie Hacmoswum cmaHlapmom, Mogym Ha3bieambCs CMaH-
OapmHbIMU onepayuoHHbIMU npoyedypamu (COT]).

OpaaHu3sayuu Heobxodumo GoKyMeHmanbHO oghopMump OBLLYIO MONUMUKY, HaMepeHUs U nodxod K yrnpaeneHuio
puckom, eanudaylu U ynpaeneHuto USMeHeHUsMU.

4.2.1.1 AGMUHUCMPUpPOBaHUE KOMIMbIOMEePU3UPO8aHHbIMU cucmemamu U 0aHHbIMU

HormxHbl cyuiecmeosamb OOKYMEHMUPO8aHHbIE rpouedypbi:

a) 0n9 NpUC8OEHUA OMEEMCMBEHHOCMU C UerbIo 0becnedeHus 6e3onacHocmu u noddepxaHus UHgop-
MaUUOHHbIX mexHonoaull u camux 0aHHbIX;

b) dns obecneyeHus 6e3onacHocmu cemu u ¢halinos u obecrnedeHus NONIOXeHUS, NPU KOMopPOM MOsbKO
asmopu308aHHbIli nepcoHan umeem docmyr K cucmemam u ¢halinam;

) 0n1a obecneqeHus uenocmHocmu ¢halinos e mom criyyae, ecriu ¢halinbl XxpaHamces e o0bwem docmyne,
Hanpumep, Ha ¢halinoeom cepsepe, OCMYNHOM C HECKONBKUX pabodux crmaHyull;

d) oxeambisarowjue ynpaesneHue naponsMu U anzopummbi 6€30MacHOCMuU, 8KIToYasa «CNAWUL pexxumy,
Komopblll OOrmKeH cyujecmsoeams Ha criy4dall omcymemeus nepcoHasa 3a KOMIbIomepoMm, U

€) 0519 pe3epsHO20 KOMUPOeaHUs U 80CCMaHOBIEHUSsT NIEKIMPOHHbBIX 0aHHbIX 0 NPOJYKYyuUU, npu 3mom
npouedypbi onpedenaom J4acmomy pe3epeHo20 KOMuposaHus, Memod u Hocumerib, @ makxe ¢husudeckuli
npoyecc 6e30nacHo20 xpaHeHus ¢palinos ¢ OaHHbIMU, HOCUMEIU ¢ pe3epeHbiMu OaHHbIMU OOKHbI Obimb
uéeHmuuyUpPoBaHbI U rMPoCriexxusaembl.

OpeaHu3sayus domxkHa umems GOKYMeHMUpPOo8aHHbIll rnnaH e0CcmaHoerneHus1 UHGhOPMayUOHHbBIX mex-
Honoeuli (UT), 8 komopom demarnbHO onucaHa cucmema 01 4aCmuyHO20 U MOJIH020 80CCIMAaHoeNeHuUs1 0aH-
HbIX 8 crydyae omka3sa VT-cucmembl. Cucmema 00/mKHa epuchuyuposambCsl Yepe3 yCmaHO8eHHbIe pPo-
MEXYMKU 8PEMEHU C Uerbio 06ecredeHuUs1 803MOXHOCMU 80CCMaHO6IeHUsT OaHHbIX.

lpu 3ameHe UT-cucmem e pamkax yrpaseneHuss UaMeHeHuUsMu 0ormkeH bbimb onpedeneH docmyn K
paHee ucrnosb308aHHbIM cucmemam U OaHHbIM (cM. 7.5.1.3).

4.2.2 PykoBOACTBO MO Ka4yecTBy

MCO 9001:2008, Cuctembl MEHeAXKMeHTa KayecTBa — TpeGoBaHus

4.2.2 PykoBOACTBO MO Ka4eCcTBY

OpraHusauus gomxkHa paspaborars M noaaepxuearb B paboyeM COCTOSHUM PYKOBOACTBO NO Ka4ecTBy,
coaepxatiee:

a) obnacTb NPUMEHEHUS CUCTEMbl MEHEMKMEHTA KayecTBa, BKMNOYasa nogpobHOCTM U 060CHOBaHNE
NOBbLIX UCKMOYEHUI (CM. 1.2);

b) AokymeHTWpOBaHHbIE Mpoueaypbl, pa3paboTaHHbIe ANA CUCTEMbl MEHEMKMEHTA Kayecrsa, unun
CCbIfTKM HA HUX U

C) onucaHue B3auMOAEHCTBMS NPOLECCOB CUCTEMbI MEHEXKMEHTA KayecTsa.

4.2.2.1 OpeaHu3ayust 0osmkHa 4emko onpedesnumb, 8 Kakoli cmeneHu Hacmosawuli cmaHdapm npume-
HUM K ee rpoyeccam.

Mpumevanue 1 — OpaaHusayus moxem onpedenumb, OMHOCUMCA U Hacmosawuld cmaHdapm Ko ecell 8bi-
nyckaemou npodykyuu (0515 chapmayesmuyeckux U UHbIX yenetl) unu UCKmMo4YumenbHo K npodykyuu ona ghapmavesmu-
yeckux yenel.

4.2.2.2 Pykogodcmeo ro kadecmeay OOJDKHO OfuChbieamb CMpykmypy OOKyMeHmauuu, ucnonb3yemoli e
cucmeme MeHeOdXXMeHma Kadecmeaa.
4.2.3 YnpaBrieHue JOKyMeHTauuen

MCO 9001:2008, Cuctema MeHeKMeHTa kayecTBa — TpeGoBaHus

4.2.3 YnpaBrneHue gOKyMeHTauuen

[oKymeHTauumsl CUCTEMbl MEHEIXKMEHTa KayecTBa AOMkHa ObiTb ynpaBnseMmon. 3anucu, npeg-
cTasnsiowme cobon cneumnanbHbii BUA AOKYMEHTOB, A0MKHbI ObiTh yNpaBnseMbiMU COrnacHo Tpebo-
BaHuAM 4.2 .4.

[nsa onpeaenexnnsa HeobXoAUMbIX CPEACTB YNpaBneHus A0rkHa ObiTb paspaboTaHa AOKYMEHTUPOBAH-
Has npoueaypa, npeaycmarpusaioLLas:

a) ohuumanbHoe yTBepXaeHUe JOKYMEHTOB C TOYKW 3PEHUS1 X JOCTATOYHOCTM A0 BbIMYCKa;

b) aHanu3 u aktyanusauuio no Mepe HeobxoAUMOCTU U NOBTOPHOE O(ULMANLHOE YyTBEPXKAEHUE A0-
KYMEHTOB;

11
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¢) obecneveHne naeHTuukauumn N3IMEHeHWn n cTatyca nepecmMoTpa AOKYMEHTOB;

d) oGecnevyeHne HanM4Msa COOTBETCTBYHIOLUMX BEPCUI JOKYMEHTOB B MECTaX UX MPUMEHEHUS;

e) obecne4eHne CoxpaHeHUs1 JOKYMEHTOB YETKUMU U NETKO UAEHTUDULMPYEMBIMU;

f) obecneveHne naeHTuUKaLMM U ynpaBneHme paccbifikon JOKYMEHTOB BHELLUHETO MPOUCXOXAEHUS,
onpeaeneHHbIX opraHusaumen kak Heo6xoauMble AN NNaHMPOBaHUSE U PYHKLUMOHUPOBAHUS CUCTEMbI Me-
HeIXKMeHTa Ka4ecTBa, u

g) npeaoTBpaLleHne HenpegHaMepPeHHOr0 UCMONb30BaHUA YCTapeBLUMX JOKYMEHTOB U NPUMEHEHUE
COOTBETCTBYIOLLEN MAEHTUMUKALMKN TAKUX JOKYMEHTOB, COXPAHEHHbIX ANS Kakux-nmbo uenen.

4.2.3.1 OpeaHusayusa 0omkHa y6edumbca 8 MoM, 4mo U3MeHeHUs 6 OOKymMeHmax aHanusupy-
omes u ymeepxdaromes nubo nepeau4Holl coenacumenbHoll uHcmaHyuel, nubo Opyaoli HasHa4Yaemol
uHcmaryuel, umeroweli docmyn Kk coomeememesyrowieli ucxo0HoU uHgopmayuu 0519 060CHO8aHUSA C80UX
peweHud.

4.2.3.2 OpeaHu3sauyus 0ormxHa ycmaHosumse rnepuood, 8 medeHue kKomopoezo bydem xpaHumeCs 1o MeHb-
well mepe 00Ha Konus yecmapesuwie2o KOHmMponupyemoao 0oKymeHma (cMm. makxe 4.2.4.8).

4.2.3.3 Ecnu 0na nodnucarnus OOKyMEHMOE UCTONb3yomes 311IeKMPOHHbIe nodnucy, OHU OOMMKHbI KOH-
mponuposamecsa 0na obecneyeHus 6e30nacHOCMU, 3KeusaneHMHOU 6e30MacHOCMU UCMOb308aHUA PYKO-
nucHol nodnucu.

4.2.3.4 KoHmponupyembie OOKymeHMbI O0IKHbI 8KII04amp 6 ceb8 yHUKanbHbIl udeHmucguxkamop (Ha-
npumep, HassaHue/Homep OOKYMEHMa, 8bINyCK U HOMEP cmpaHuybi).

4.2.4 YnpasreHue 3anucamm

MCO 9001:2008, CucteMbl MeHeXKMEHTa KauecTBa — TpebGoBaHuA

4.2.4 YnpasneHue 3anucamu

3anucu, paspaboTaHHble U YTBEPKAEHHbIE ANA NPEACTaBNEHUS CBUAETENLCTB COOTBETCTBUSA TpeboBa-
HUAM U 9P PEKTUBHOTO (PYHKLIMOHMPOBAHUSA CUCTEMbI MEHEAXKMEHTA KayecTBa, AOMKHbI HaX0aAUTbLCA Noa
yrnpaeneHueM.

OpraHusauus gormkHa paspaboTtarb U BHEAPUTb AOKYMEHTUPOBAHHYIO Npoueaypy Ans onpeaeneHus
CPeACTB ynpaBneHnsi, HeoBXoAMMbIX ANS MAeHTUUKaAUMKN, XpaHEHUS, 3aLlUUTbl, U3BNEYEHME, COXpAHEHUA
W yaaneHus 3anucen.

3anncu A0KHbI OCTaBaTbCA YETKUMU, NETKO UAEHTUDULIMPYEMBIMU U BOCCTAHABITMBAEMbIMM.

lpumevaHnue 1— K 3anucsam omHocames daHHble o npoussodcmee cepuu npodyKyuu, a makxe npoyue 3a-
fucu o Kka4ecmsee, makue Kak om4yembl 06 OMKNOHeRUAX u paccnedoeaHuu.

4.2.4.1 3nekmpoHHbie 3anucu nodnexam makomy Xe ynpaeneHuio, kKomopoe mpebyemcs 015s Opyaux
3anuceli (cMm. 4.2.4 u 7.5.2.9).

4.2.4.2 OmOernbHbie 3arnucu G0/KHb! 6biMb YEMKUMU, HECMbIGAaEMbIMU, 8bINOSTHEHHBbIMU CPa3y xe
fnocsie ebirnonHeHUs desamernibHoCmU (8 NopsAoKe ebinofIHeHUs pabom), 0amupo8aHHbIMU U NOONUCaHHbIMU
nuyom, denaiowum 3anuce. VicnpaeneHusa e 3anucax 00/mkHbl 6bimb 0amupo8aHHbIMU, NMOOMUCaHHbIMU U
COnpoeox0aemMbiMu PasbICHEHUMU 110 Mepe Heobxodumocmu, ocmaeriss pa3bop4yusoli nepeoHavarnbHy0
3anuce.

4.2.4.3 OpezaHu3ayusi 0ormkHa onpedenamb Kpumudeckue npouecchl U rnokasamernu, 8 Komopbix 011s
8birycka cepuu mpebyemcs 080liHas npoeepka. B 3anucsx 00/mkHbI ObimMb 4emKO 0603Ha4YeHbl udeHmugu-
yupoeaHHas npoeepka u cmaduu. Ecnu odHa u3 npoeepoK rnPoeodumcst 31eKMpPOHHO, 3Mo O0JIKHO Obimb
4emko onpeodesieHo.

4.2.4 4 [na kax0o0l cepuu nepeu4yHO20 yrnakoeo4yHo20 Mamepuarna opaaHu3ayus 0oimKkHa cocmaessimb
u eecmu 3arnucb, Komopas obecriequsaem npocnexusaemMocms (cMm. 7.5.3) u onpederisem Konu4ecmao npo-
u3eedeHHoU NpodyKyuu u Konu4ecmeo, ymeepxx0eHHoe K peanu3ayuu.

4.2.4.5 Opearu3ayus 0omkHa onpedenamb me nokadamenu 60KyMeHmauuu ro cepuu, Komopble noo-
nexam eepugukayuu.

4.2.4.6 JokymeHmauus no cepuu 8omkHa 6bimb eepuchuyuposaHa u ymeepxoeHa.

4.2.4.7 Bce 3anucu, kacarmoujuecsa npouseodcmesa, ynpaeneHus, ucnbimaHuli, pacrnpedeneHus u pac-
cnedoeaHusi, O0/mKHbI COXPaHAMbCs 8 MeveHue 1o MeHbwel mepe namu fiem ¢ 0amsl npoussodcmea rep-
8UYHO20 yNaKoeo4YHO20 Mamepuarna unu no 00208o0peHHocmu ¢ nompeéumernem.

MMpumevaHue — Moxem nompeboeambcs coxpaHeHue 3anuceli 0 nepeuyHbIX yNaKko8oYHbIX Mamepuanax 6o
KOHUa CpOKa XpaHeHUsl 1IeKapCmeeHHo20 cpedcmea, kak 02080peHo nompebumerneM.
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5 OTBeTCTBEHHOCTL PYKOBOACTBA

5.1 OGs3aTenbCcTBa PyKOBOACTBA

MNCO 9001:2008, Cuctembl MEHeKMEHTA KayecTBa — TpeboBaHUA

5.1 O6sA3aTenbCcTBa pyKOBOACTBA

Boicliee pykoBOACTBO AOIMKHO 00EeCneunBaTbk HaNMyYne CBUAETENLCTB MPUHATUS CBOUX 00A3aTenbCTB
no pa3paboTke M BHEAPEHMIO CUCTEMBbI MEHEOKMEHTa KayecTBa, a Takke NOCTOSAHHOMY YIyYLUEHUIO ee
3 PEeKTUBHOCTU NOCPEACTBOM:

a) AOBEeAEHUs A0 CBEAEHUS NepcoHana opraHu3auum BaXXHOCTU BbINONMHEeHUs TpeboBaHuin notpedure-
neW, a TaKke 3aKkoHOAATeNbHbIX U PETYNATOPHBLIX TPEGOBAHUIA;

b) paspaboTku nonuTukn B 06nacTn Ka4uecTea;

¢) obecneyeHuns pa3paboTku Lenei B 06nacTu Ka4yecTsa;

d) npoBeaeHNa aHanuaa co CTOPOHLI PyKOBOACTBA U

e) obecneyeHuss HeoBXoAUMbIMU pPecypcamu.

5.2 OpueHTaumsa Ha noTpedouTens

MNCO 9001:2008, CuctemMbl MeHeKMEHTA KayecTBa — TpeboBaHUA

5.2 OpueHTaumua Ha noTpedSuTens
Beicluee pykoBOACTBO AOMMKHO 0Becneynsarb ONpeaeneHne u BbinosHeHne TpebosaHuii notTpedure-
nen Ans NOBbILUEHMSA UX YAOBNETBOPEHHOCTH (CM. 7.2.1 1 8.2.1).

lMMpumeyaHue — OcHosHble mpebosaHus nompebumens K opeaHusayuu ces3aHbl ¢ npuemaemol npo-
useodcmeeHHol b6a3oll, KoMnemeHmHbIM U od2omoeneHHbIM NepcoHanom, npoyeccamu, npedHasHayeHHbIMU Ons
obecrieyerus b6ezonacHocmu MpodyKyuU U omcymcmeus nepekpecmHol KoHmaMuHauyuu, a makxe co criocobHoCcmbio
10CMOSHHO 8biMyCKamb Mpo0yKUUI0, omeeyaiouwyto mexHudeckum mpebosarHusam nompebumens.

5.2.1 AyGumsbi co cmopoHbi nompebumerns

Opeanu3sayus 0o/mkHa pa3spewams cyuiecmsyrouiemy/bydyuwemy nompebumento unu eeo npedcmasu-
menam (rno e3auMHOMYy coeracuio) nposodums ayOumsel Kadecmea 0ns aHanu3a u oyeHKu ceoell cucmemb!
meHedxMeHma Kkadecmea.

5.3 MonuTKka B o6nacTu KayecTea

MCO 9001:2008, CucteMbl MEHEeKMEHTA KayecTBa — Tpe6GoBaHuA

5.3 NMonutuka B o6nacTu KayecTea

Boicliee pykoBOACTBO AOMKHO obBecneynBaTb MONOXEHUE, NPU KOTOPOM NONUTMKA B 06nactu kade-
cTBa:

a) COOTBETCTBYET LIENSIM OpraHu3auuu;

b) Bknioyaer B cebs 06s13aTeNbCTBO COOTBETCTBOBATL TPEOOBaHUSIM U MOCTOSIHHO NMOBbILWATL 3ddek-
TUBHOCTb CUCTEMbI MEHE)KMEHTA KAYECTRA;

C) CO3JaeT OCHOBbLI AN NOCTAHOBKW U aHanu3a uenen B 0bnactu Kayecrea;

d) moBoauTCs 4O CBEAEHMSA NepcoHana opraHm3aumm u NOHSATHA emy;

€) aHanu3upyeTcs Ha COOTBETCTBME COBPEMEHHbIM TPEGOBAHUSIM.

5.4 NMnaHupoBaHue

5.4.1 Llenu B oObnacTtu kayecTBa

MCO 9001:2008, CucteMbl MEHEKMEHTA KayecTBa — TpebGoBaHusA

5.4.1 Llenu B obnactu kayectea

BoicLiee pykoBOACTBO OpraHu3aumm JOmkHO 06ecneyunTs NONoXEHUE, MPU KOTOPOM Lienu B obnactu
Ka4yecTBa, BKNo4Yas Heobxoaumble Ansi BbINONHEHUA TpeboBaHuii k npoaykuun [cm. 7.1, a)], Obinu paspa-
©0TaHbl M YyTBEPKAEHLI B COOTBETCTBYIOLLMX NOAPA3AENEHUAX U HA COOTBETCTBYIOLLUX YPOBHAX OPraHu-
3auuu. Llenu B obnactu kayecTsa AOMKHbI ObITb U3MEPUMBIMUM 1 COTNacyemMbliMU C MOSIMTMKON B 0Bnactu
KayecTsa.
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5.4.2 NMnaHupoBaHue cUCTEMblI MEHEAXKMEHTA KayecTBa

MCO 9001:2008, CuctemMbl MEHEKMEHTA kKauyecTBa — TpeboBaHUA

5.4.2 NMnaHupoBaHue CUCTEMbl MEHEKMEHTA KayecTBa

Bbicwee pykoBOACTBO AOIMKHO obecneynBathb:

a) NNaHMPOBAaHUE CUCTEMbI MEHEMKMEHTA Ka4eCTBa A1 BbINONHEHUA TPeOOBaHUIA, NPUBEAEHHLIX B 4.1,
a TaKkke Ana AOCTMXEHUA ueneii B 0bnactu kauecTsa;

b) nogaepxaHme LENOCTHOCTM CUCTEMbI MEHEAXKMEHTA Ka4yeCTBa MPU MIaHMPOBaHUU U BHEAPEHUN B
HEee U3MEHEHUN.

5.5 OTBETCTBEHHOCTb, NOJTHOMO4YUA U OOMeH uHgopmaumen

5.5.1 OTBETCTBEHHOCTb U NOJIHOMOYUSA

MCO 9001:2008, CucteMbl MEHEKMEHTA KayecTBa — TpeGoBaHus

6.5.1 OTBETCTBEHHOCTb U NOIHOMOYMSA

BbicLuee pykoBOACTBO AOMKHO obecrneuynBaTh ONpeaeneHue u JOBeAEHUE A0 CBEAEHUS nepcoHana
opraHu3auum OTBETCTBEHHOCTU U MOSIHOMOYMIA.

5.5.1.1 OpeaHu3ayus 0osmkHa noddep:xuseame 8 akmyasbHOM COCMOsHUU meKyuwue obpasubi (cm. 4.2.4)
nodnuceli omeememeeHHbIX nuy. PekomeHOyemces umems nepedHu nodnucel u (unu) ubeHmughuxkalUOHHbIe
nepeyHU eceeo repcoHarna, nposodawiezo nposepku unu 08olHbIe NMPOBEPKU 3Marios npoyecca, ocyuwecms-
TIAI0WE20 8HyMPUIPOYECCHbIU KOHMPO£b U M. .

5.5.1.2 Cnyx6a kadecmea, omeedarowjas 3a rnpuHamue peweHul, Kpumudeckux 0ns obecrieyeHus Ka-
yecmea, 0ormkHa obrnadamb NOAHOMOYUSMU F10 MIPUHAMUI0 MaKux peweHutl He3agucumo om rnpou3soocmeeH-
HbIX 1POYEccos.

5.5.2 MNpeacraBuTenb pykoBoacTea

MCO 9001:2008, CuctemMbl MEHEKMEHTA KauyecTBa — TpeboBaHuA

5.5.2 MpeacraBuTenb pykoBoacTea

BeicLLee pyKOBOACTBO AOMMKHO Ha3Ha4YUTb NPEACTaBUTENA U3 COCTaBa PYKOBOACTBA OpraHM3aumm, Ko-
TOPbLIA HE3ABUCMMO OT APYrMX 00S3aHHOCTEN JOIMKEH HECTU OTBETCTBEHHOCTbL M UMETb MOSIHOMOYMS, pac-
NPOCTPaHALLNECS:

a) Ha obecneyeHue pa3paboTKW, YTBEPXKAEHUSA, BHEAPEHUSA U NoadepaHus B paboyeM COCTOSIHWUM
NpoLEeCCOB, HEOOXOAUMbIX AN CUCTEMbI MEHEIXKMEHTA Ka4eCTBa;

b) Ha npeacraBneHne OTYETOB BbLICLLEMY PYKOBOACTBY O MPOAYKTUBHOCTU CUCTEMbI MEHEIXKMEHTA Ka-
YyecTBa U HEOBXOAMMOCTHU €€ YNyULLIeHUS;

C) Ha COAENCTBNE PacnpPOCTPaHEHUIO NOHMMAaHusA TpeboBaHui noTpedbuTenen no BCEN opraHu3auun.

M punMedyaHne — OTBETCTBEHHOCTb npeacrtaBUTENA PYKOBOACTBa MOXET BKNOYaTb B cebs nogaepxaHue
CBA3KN C BHELWHNMU CTOPOHaMM NO BOMpocaM, KaCaklMMCA CUCTEMbl MEHEXKMEHTa KadecTBa.

5.5.3 BHyTpeHHUI o6MeH nHgopmaumen

MCO 9001:2008, Cuctembl MEHEXKMEHTA KauecTBa — TpeboBaHuA

5.5.3 BHYyTpeHHUIN OOMeH uHdopmMmaLmen

BoicLiee pykoBoACTBO AOMKHO obecneynBaThk paspaboTky U yTBepXKAEHUEe B OpraHusaumm COOTBET-
CTBYIOLLMX NpoLeccoB obmeHa uHdopmaumnent, Bknyasa nHPopmauuo, OTHOCALLYIOCA K 9P DEKTUBHOCTH
CUCTEMbI MEHEIPKMEHTA Ka4ecTBa.

5.5.3.1 Npasuna GMF, onucaHHbie 8 HacmoswemMm cmaHdapme, U peaynsimopHbie mpebosaHus OOIKHbI
o mepe Heobxodumocmu 00800umscss 00 ceedeHUs Kax0020 ypo8HS opzaHu3ayuu.

5.5.3.2 Bbicwee pykosodcmeo OO0ImKHO Obimb C80E8PEMEHHO y8eOOMIIEHO O cumyauusx, KpUmuYHbIX
0na obecneyeHus Kkadecmea.

lMpumevyarHue — Knpumepam npoueccos obmeHa uHhopmaliell omHOCAMCs me, Komophbie Kacatomcsi obme-
Ha uHgopmayuel o nonumuke e obnacmu Kadecmea, aHanu308 co CMOPOHbI PyKkogodcmea, pe3ynbmamos eHyMmMpPeHHUX
po8epoK Kadecmea U Koppekmupyrouux u npedynpexdarowjux deticmeud.
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5.6 AHanus co CTOpPOHbI pyKoBoACTBA
5.6.1 O6LMe nornoxeHua

MCO 9001:2008, CucteMbl MEHeKMEHTa KayecTBa — TpeGoBaHuA

5.6.1 O6WKe nonoxeHus

BricLuee pykOBOACTBO AOMKHO aHanNU3MpoBaThb Yepes 3ansiaHnpoBaHHbIE MHTEPBAarbl BPEMEHU CUCTE-
My MEHEXKMEHTA KauecTBa opraHusaumm B Liensx obecneveHns ee NnoOCTOSAHHOM NPUroAHOCTU, 4OCTaTOYHO-
CTU 1 3PEeKTUBHOCTU. [JaHHbIN aHanNU3 AOMKEH BKIIOYAThL B ¢e0A OLIEHKY BO3MOXXHOCTEN ANS yIyyLleHus
1 NoTpeBbHOCTN B UBMEHEHUAX B CUCTEME MEHEIXKMEHTA KayeCcTBa opraHu3aunumn, B TOM YMCIE B NONUTUKE
M uensix B obnacru kadecrsa.

3anucu 06 aHanu3e co CTOPOHbI PYKOBOACTBA AOM¥HbI NOAAEPXUBATLCA B aKTyanbHOM COCTOSIHUM
(cm. 4.2.4).

5.6.2 BxogHble AaHHbIe OAnA aHanu3a

NCO 9001:2008, CuctemMbl MEHeKMEHTa KayecTBa — TpeboBaHUA

5.6.2 BxoaHble AaHHbIe AnA aHanu3a

BxogHble AaHHbIE ANA aHanm3a co CTOPOHLI PYKOBOACTBA AOMKHbI BKIIOYATL B CE0A CnegyoLwyto uH-
chopmauyumio:

a) pesynbrarthbl ayauTtoB (NPOBEPOK);

b) oT3bIBbI NOTpEbUTENEN;

C) pe3ynsLraTuBHOCTbL NPOLECCOB U COOTBETCTBUE NPOAYKLMY;

d) cTatyc npeaynpexxaatromx U KOPPEKTUPYOLLUX AENCTBUN;

€) nocnegyowme 4eNCTBUS, BbITEKalOWMe U3 NPeAbIaYLIMX aHanM30B CO CTOPOHbI PYKOBOACTBA;

f) n3MeHeHus, KoTopble MOrnK Obl NOBANATL HA CUCTEMY MEHEPKMEHTA KayecTBa;

g) pekoMeHAauMmn No ynyudLleHuto.

h) acbchekmueHoCmMb noG20MoeKuU.
5.6.3 BbixogHble AaHHblIe aHanusa

MNCO 9001:2008, Cuctembl MEHeKMEHTA KayecTBa — TpeboBaHUA

5.6.3 BbixogHble AaHHbIE aHanNu3a

BbixoaHbIe AaHHBIE @aHanM3a co CTOPOHbI PYKOBOACTBA AOJDKHbI BKIIOYATL B CE0A BCE peLueHns u aen-
CTBUSA, OTHOCALLMECH K:

a) ynydweHunto aPPEKTUBHOCTU CUCTEMbI MEHEAXKMEHTA KAYEeCTBa U €€ NPOLIECCOB;

b) ynyuyLieHnto npoaykumMm B COOTBETCTBMM C TpeboBaHuaMKU noTpebuTtenen;

C) NoTpebHOCTU B pecypcax.

d) nrompebHocmu 6 06y4eHuU.

6 YnpaBneHue pecypcamu
6.1 O6ecneyeHune pecypcamu

MCO 9001:2008, CucteMbl MEHEKMEHTA KayecTBa — Tpe6oBaHuA

6.1 ObecneyeHune pecypcamm

OpraHu3aums AormKHa OnpeaenuTb U NpeaoCTaBUTb PecypChbl, HE0OXoaAUMblE ANS:

a) BHeAPEHUs U noaaepxaHus B paboyem COCTOSAHUM CUCTEMbI MEHEIXKMEHTA Ka4yeCTBa, a TakkKe no-
CTOSIHHOTIO yny4yLleHus ee apPeKTUBHOCTH;

b) noBbILLEHNSI YAOBNETBOPEHHOCTU NOTpeduTenen nyTeMm yaoBneTBOPEHNS UX TpebOBaHWIA.

6.2 NepcoHan
6.2.1 OO Ke nonoxeHus

MCO 9001:2008, CucteMbl MEHeKMEHTa KayecTBa — TpeGoBaHusA

6.2.1 O6wWKe nonoxeHus

MepcoHan, BbINONHAKLMIA paboTy, BNUSIOLLYIO HA COOTBETCTBUE MPOAYKLUMU TpeboBaHWAM, AOIMKEH
OblTb KOMNETEHTHLIM Ha OCHOBE NOMYy4YeHHOro 06pa3oBaHus, NOArOTOBKU, HABLIKOB W OMbITA.

[MpumMeyvyaHune — Ha cooTBETCTBME NPOAYKLMN Tpe6OBaHVIHM HenocpeACTBEHHO UMW KOCBEHHO MOXET BNUATL
nepcoHan, BbIMOMHAKLUA mo6yro pa60Ty B paMKax CUCTeMbl MeHEeDKMeHTa KadecTBa.
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6.2.2 KOMNeTeHTHOCTb, OCBEAOMIIEHHOCTb U NOAroTOBKA

MCO 9001:2008, CucTeMbl MEHEKMEHTA KayecTBa — TpeGoBaHus

6.2.2 KOMNETeHTHOCTb, OCBEAOMJIEHHOCTb U NOAroTOBKA

OpraHusauymsa aomkHa:

a) onpeaensitb HEOBX0AUMYI0O KOMMNETEHTHOCTL NMEPCOHANA, BbIMONHSAOWEro pabdoTty, KoTopas BRUSET
Ha COOTBETCTBUE TPeOOBaAHMAM K KAQ4€CTBY NPOAYKLUMK;

b) roe aTto0 BoaMoXHO, 0BecneunBaTh NOArOTOBKY UMM MPEANPUHMMATL ApYrue AeiCTBUA B LENAX J0-
CTUXEHMA HEOBX0AUMON KOMMETEHTHOCTMU;

C) oueHuUBaTb 3PHEKTUBHOCTb MPUHSTLIX MEP;

d) obecneunBaTb OCBEAOMITEHHOCTL CBOErO NepcoHana o0 akTyanbHOCTWM U BaXHOCTU €ro AesTenb-
HOCTM U BKNaae B JOCTWXKEHME Lienel B 061acTu KayecTsa;

e) noagepXmBatb B akTyanbHOM COCTOSHMM COOTBETCTBYIOLLME 3anucu 06 obpa3oBaHun, NOAroTOBKeE,
HaBblKax u onbiTe (CM. 4.2.4).

6.2.2.1 ObyyeHne GMP

6.2.2.1.1 fJomxHo peaynsapHO nposodumbcs 00nonHuUmernbsHoe obyyeHue, Komopoe eKni4aem ocee-
domneHHOCMb O npumeHuMbIx rpasunax GMP u ecex npoyedypax u memodax, Komopbie OKa3bleaom ernus-
Hue Ha Ka4ecmeo npodykuuu u cucmemy MeHedXXMeHma Kadecmea. Takoe obydyeHue O0/mKHO 0xeambleamb:

a) PUCK KOHMamuHayuu u nepexkpecmHoli KoHmamuHauuu;

b) nomeruyuanbHy0 0rnacHocmb 011 KOHEYHO20 Nonb3osamens/nayueHma 6 cliydae KoHmamuHayuu
npoodykyuu;

¢) enusiHue mobbix OMKIOHEHUl 0m ycmaHOoeneHHbIX npoyedyp, npoueccos unu cneyugukayull Ha
Kadecmeo npodykyuu nompebumens unu KOHEYHO20 osb30eameris.

6.2.2.1.2 Ocoboe sHumaHue 005mkHO ydenamecsa nofaomoeske nepcoHana, 3aHamoeo npou3sodcmeom
cmepusibHbIX KOMIIOHEHMO8 Uil KOMIIOHeHMos, nodsepaaroujuxcsa nocnedyroweli cmepunusayuu.

6.2.2.1.3 JomkHO Bbimb Op2aHu308aHO crieyuanbHoe obydeHue, Kacaruwieecs MUKpobuonoaudeckol
KOHMamuHauuu U KOHmamMuHauuu MexaHU4ecKUMU Yacmuyamu, a makxe nomeHyuanbHo20 pucka nod0obHoul
KOHMamuHayuu 0ns nayueHma.

6.2.2.1.4 C onpedeneHHoll nepuoduyHoCMbi0 GOIHKHO NIPO8OAUMbBCS N08MOPHOe 0bydyeHue (rnosmop-
HbIl UHCMPYKMaXx).

6.2.2.1.5 JomxHa 6bimb opeaHu3oeaHa rnodz0moeka 8PeMeHHO20 nepcoHana, unu OH OOmKeH Haxo-
Oumbcs nod HabmodeHuemMm N0O020MoerneHHo20 nuya.

6.2.2.1.6 lpu Halime KOHCYIIbMaHmoe 0119 KOHCYIbMupoeaHus 1o eonpocam kadecmea 00sIKHbI 6eCMUCH
3anucu 06 ux Kkeanudghukayuu u eudax okasbleaembix ycrye.

6.2.2.1.7 KonmpazeHmbl u nocemumenu 00mkHb! Hadnexawum obpasoMm UHCmpykmupoeambcs 60
exo0a e nomeuweHus, 20e ocyuiecmansaemcs npouseodcmeo.

6.3 UndpacTpykrypa

MCO 9001:2008, Cucrtembl MeHeKMeHTa kayecTBa — TpebGoBaHua

6.3 UndpacTpykTypa

Opranunsauusa gomkHa onpeaensaTb, o6ecneunBarb U NOAAEPXKUBATL MH(PPACTPYKTYPY, HEOBX0AUMYIO
AN AOCTUXEHMS COOTBETCTBUA TpeboBaHUAM, NpeabaBnAeMbIM K npoaykunu. NHMpacTpykTypa MoxeT
BKNIOYaTb B ce0s, ecnm NpUMEHUMo:

a) 3paHuA, paboyee NPOCTPAHCTBO U CBA3AHHbLIE C HUM CUCTEMDI;

b) TexHonoruveckoe o6opyaoBaHue (kak TEXHUYECKME, Tak U NPOrpaMMHbIE CPEACTBA);

C) BCnomoratenbHble cnyxObl (Takue Kak TpaHCNopTHas, cnyba cBA3u Unu MHpopMaLMOHHAn CUCTEMA).

6.3.1 NHgbpacmpykmypa 00osmkHa ynpaenamecs, 3KCrlyamuposambes U 06CyXueambCs Makum 06pasom,
4mobb! npedynpedums KoHmMamuHauuo npodykuuU, 8KIMo4as, Ho He oz2panuqueaschb, crnedytouiue mpebosaHus:

- NIpou3e0dcmeeHHbIe 06beKMbl O0MKHbLI ObiMb 3auiUuiUeHbl om exo0a nepcoHarna, He umMerule20 rnpae
docmyna e Hux;

- nepcoHai 0omkeH exo0ump e onpedeneHHble obnacmu npPou3eodCMeeHHbIX U CKNadcKux nomeuie-
Hull, @ makoke nomeweHuli KoHmponsa/obecnedeHus kadecmea e Hadnexauwel odexoe;

- nnaHuposka, npoeKmuposaHue u sKcryamayus 80/mxHbI ce00UMb K MUHUMYMY PUCK 803HUKHOBEHUS
owub0oK U nN038019Mb OCywecmensmb 3ghghekmusHyo y6opKy U mexHu4eckoe obcyxueaHue 80 usbexaHue
nepexkpecmHol KoHmamuHayuu u mobbix HexenamesnbHbiX 6030elicmeuti Ha Ka4ecmeo nNPodyKyUU, 0OCHOB8bI-
8asChb Ha OUEHKe pUCKa;
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- nomeweHus 0na nepeodesaHust, Mbimbs PyK U myarnems! O0IDKHbI pacrionazamscs PsOoM ¢ 30Hamu,
20e ocyuwecmenaiomes maHunynayuu ¢ npodykyuel u ee obpabomka; 6 mom ciiydae, eciiu 3mo mMoxem
noenuamMb Ha ka4ecmeo npoldykyuu, 0aHHble noMmeweHus 00IDkHbI 6bimMb omoeneHbl oM nNPou3800CMEEHHOL
30HbI, & UX 86EHMUIISYUOHHBIE CUCMEMbI HE OOITKHBI CO0OWAaMbCST HANPSIMYIO.

6.3.2 Cknadckue nomMeuweHus1 O0ImKHbI:

- uMems rnooxo0auyio BMECMUMOCIb, I0380JIHOLLYIO YITOPSOOYEHHO XpaHUMb UCXO0HbIe Mamepuarnbl
u npodykyuio, u

- coomeemcmeosamb Kadecmey Mamepuarsnos u rnpodyKyuu.

6.4 NpousBoacTBEHHAA 30HA

MUCO 9001:2008, CucteMbl MEHeKMEHTa kayecTBa — TpeGoBaHus

6.4 NMpounsBoacTBeHHas 30Ha

OpraHusauusa JOrpKHa €0o3AaTb NPOU3BOACTBEHHYIO 30HY, HEOOXOAMMYIO ANSA AOCTMXKEHUA COOTBET-
CTBUSA TPEOOBaAHUAM, NPEALABNAEMbIM K NPOAYKLMUMU, U YNPAaBNATh €10.

n punMedyaHne — TepMI/IH «NpoOnU3BOACTBEHHaA 30Ha» OTHOCUTCA K YCITOBUAM, B KOTOPbLIX BLINOJIHAETCA pa-
6oTa, B TOM yucrne puUsMyeckuM, 3KONMOrMYECKMM U ApYyrUM hakTopam (TakMM Kak LuyM, Temnepartypa, BraXHOCTb,
OCBELWEHHOCTb UIMK norogHbie yCJ'IOBVIFl).

6.4.1 TpebosaHus, npednsaensieMbie K NPou3eo0CcMeeHHOU 30He

6.4.1.1 OpeaHu3sayus domkHa paspabomams u ymeepdums G0KyMeHmMuposaHHbie mpebosaHust ro ox-
paHe 300posbs, yucmome, odex0e u KOHMposo 0ocmyria rnepcoHarna, ecrnu KOHMaxkm MexG0y maxkum nep-
COHaJsIOM U NepsuYHbIM YINaKoe0YHbIM Mamepuarnam umu rpou3eodcmeeHHOU 30HOU MOXem HeaamueHO
ompa3umbCs Ha Kadecmee repeudHol yrnakoeku.

6.4.1.2 Ecrnu ycniogus npou3so0cmeeHHOU 30Hbl MO2ym ompuyamerbHO No&usimb Ha Ka4ecmeo nep-
BUYHbBIX YaKo80YHbIX Mamepuarios, opeaHu3ayusa 0o/pkHa onpedenume coomeememeylowjue ycrosus npo-
u3800CcMEEHHOL 30HbI U paspabomamb CUCMEMY 10 UX Pe3yTbMamueHOMY MOHUMOPUHZY U KOHMPOJTIO.

6.4.1.3 B cnyyae Heobxodumocmu O0mxkHbl bbimb co30aHbl U GOKyMeHmMupoeaHbl crneyuasbHble yc-
108U 110 KOHMPOJIUPOBAHUI0 KOHMAaMUHUPOBaHHbIX UITU NOMEHUUAabHO KOHMaMUHUPOBAHHbLIX NepeuYHbIX
YNaKo8OYHbIX Mamepuanos, 4mobbl Npenamemeosams KOHmMamMuHayuu 0pyaux nepeuyHbIX yrnako80o4YHbIX Ma-
mepuanos, npou3sodcmeeHHO 30HbI Unu nepcoHana.

6.4.1.4 Heobxo0umo ucrnonb3oeamb MOKPbIMUeE, 3aKpbleaioliee OMKpPbIMble NepeuUYHbIe YraKko8oYHbIe
Mamepuarnbi, ecniu nocpedcmeom OOKyMEHMUPOBaHHOU OUEHKU pucka He 060CHO8aHO UHOe.

6.4.2 Knaccughukauyus yucmbix 30H/NomeweHull

Yucmble 30HbI/NMoOMeweHus 00mKHbI BbiMb KnaccughuyuposaHs! U yrnpaenameCs/MOHUMOPUPO8AMbCS.

Cm. cmarOapmbi UCO 14644-1, ICO 14644-2, UCO 14644-3, NCO 14644-5.

KacamenbHO npoekmupoeaHus, cmpoumesscmea u esoda e delicmeue Yucmbix NOMeLeHul cM. cmaH-
0apmbi NCO 14644-2 u NCO 14644-4,

Ecnu smo ymecmHo, MOHUMOPUHe BUOKOHMamMuHauuu (3aepsasHeHus) 0osmkeH nposodumecs 8 coom-
sememeuu ¢ mpebosaruamu cmarnlapmos UCO 14698-1 u UCO 14698-2.

6.4.3 YnpaeneHue puckoM KOHMamMuHauuu

Opearu3sayus OomkHa onpedenume U ynpaensamb pUCKamu 603MOXHOU KOHMamuHauuu nepeuyHbIX
ynaKo8O4YHbIX Mamepuaros, Harnpumep:

a) nu4Has eueueHa u cocmosiHue 300poebs;

b) nu4nas odexda, roeenupHbie u3denus, ekmodas nupcuHau, U KocMemuka;

C) KypeHue, ynompebneHue edbl, NUMbS, NU4HbIX MeOUKaMEeHMOo8 U XeeaHue;

d) nepepabomka u ymusnu3sayus omxodos;

€) MUKpobuonozu4deckass KOHmamMuHauus;

f) 3awumnas odexda, nodxodawas 0na knacca npou3sod0CMeeHHO20 NOMeUIeHUS.

lTpumMedaHue — [Jng CHUXEHUS pUCKa 3agpsA3HeHUS MOaym UCnonb308ambest 0sepHble 080OYUKU, 3alyum-
Hbie 8030YWHbIe UNU ninacmuKoeble 3a8echl.

6.4.4 3awuma om HaceKOMbIX U }USOMHbIX

HomxHa 6bimb peanu3osaHa u noddepxueamscs O0KyMeHMUposaHHas, aghchekmuesHas rnpozpamMma rno
3awume om HaCceKOMbIX U XKUBOMHbIX (2pbI3YH08).

6.4.5 Mamepuanb! u mexHu4yeckue cucmembl (6criomo2amenbHbie CIyX6bi)

6.4.5.1 Bce mexHuyeckue cucmembl (Hanpumep, 8030yxo-, 2a30-, Napo-, 6000CHabxeHuUe) OOMmKHbI
6bIMb OUEHEHbI Ha npedmem 803MOXHO20 G/IUAHUS Ha Ka4ecmeo nepauYHbIX yrnakoso4YHbIX Mamepuanos u
T106bIX Ce5i3aHHbIX C HUMU PUCK08. [JOmKHbI 86CMUCH 3anucu rnposodumoli oUeHKu (cm. 4.2.4).
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OueHka OosmkHa eKmo4amb 8 cebs npo4que XUudKocmu (Hanpumep, cMasoyHbIe XXUOKOCMU, oxrnaxoaro-
wue xudkocmu, eudpaenu4yeckue macsa u m. r1.), Komopbie Mo2ym criyHaliHo eCmMynuMb 6 KOHIMaKm ¢ rnepeudy-
HbIM YraKko8o4YHbIM Mamepuanom.

B 3asucumocmu om puckos 0osmkHa bbimb pacCMOMpPeHa 803MOXXHOCMb UCMO0Mb308aHUs xudkocmell
nuuesoeo Kayecmea.

6.4.5.2 Tam, e0e amo Heobxo0umo, B0IKHbI Bbimb PedyCcMoOMpPEHbI COOMBEMCMeYIWUE 8EHMUAUU-
OHHbIE U 8bIMsXKHbIE cuCcmeMbi 011 ceederHust K MUHUMYMY pucka KoHmamuHayuu. Ocoboe sHumaHue cnedy-
em ylenamb cucmemam peyupkynayuu eo3dyxa.

6.4.5.3 Ecnu eo0a ecmynaem e HerocpedcmeeHHbIl KOHMakm ¢ nepeudHbIM yrnaKko80YHbIM Mamepuanom
unu UcXoOHbIM Mamepuanom Uy ucnonb3yemces 011 Mbimbsl 060py008aHUs1, KOHMAaKMUPyOUWE20 C rpooyK-
yuell, Heobxo8umo onpedensame U KOHMPOIUPOBaMb €€ Ka4eCcmeo.

6.4.5.4 BecriomozamenbHbie cpedcmea, UCronb3yemMbie 6 nNpou3e00cmeeHHOM npoyecce, 00/mKHbI 6bimb
onpedeneHbl, nodeepeambca OOKyMEHMUPOBAHHOU OUEHKe pucka Ha rnpedMem ux nomeHyuanbHo20 eusi-
HUS Ha Ka4eCmeo NepauUYHbIX ynako804YHbIX Mamepuarnos, a ux ucronb308aHue G0IKHO KOHMPOIUPO8ambCs.

6.5 PaGoTbl N0 TeXHUYECKOMY OGCNyXUBaAHUIO U yGOpKe

6.5.1 Opeanusayus domkHa paspabomamsp U ymeepOumb OOKyMEHMUPOB8aHHbIE MPeboeaHusi K mex-
HUYecKoMy 06CnyXXueaHUIo (HarpuMmep, 8 OMHOWEHUU MEXHOT02UYECKUX MPOUEccos, cucmem u obopydoesa-
Hus), koela npoeoBumbie pabombi Unu UX OMCymemeue Mozym ompasumbsCs Ha Kadecmee npooyKyuu.

6.5.2 Cnedyem secmu 3anucu o0 pabomax ro mexHu4eCcKoMy obcnyueaHuio (cm. 4.2.4).

6.5.3 Pabomb! 1o pemoHmy u mexHu4eckoMy obcryxueaHuio He 00/KHbI npedcmasinsme onacHocmu
0na ka4ecmea npolykyuu. Pabombi no MexHUHECKOMY 06CIyXueaHuio He A0/MKHbI MPUeoOUMb K KOHMamu-
Hayuu, a rno ux oKoH4YaHuu 0ormkHa npoeoOumMscst G0KyMeHmuposaHHas rnpoeepKa Yucmomsi.

6.5.4 OpeaHu3sayus 0omkHa obecriedusamp UCMONb308aHUE, IKCAyamayuio u mam, 20e amo ymecm-
Ho, noddepxaHue e Hadnexauwiem cOCmosaHUU UHGbpacmpyKkmypbl 8 coomeemcemeuu ¢ npasunamu GMP u eo
usbexarue KoHmamuHauyuu npodykyuu (ekmoyas KOHMPOJIb MEXaAHUYECKUX Yacmul U MUKpObUOIo2u4ecKuli
KOHMPOIib 6 criydae Heobxo0umocmu).

6.5.5 OpeaHu3sayus 0omkHa cocmasump U 3a00KyMeHmuposams rfnaH yo0pKu, 8 KOmopOoM fpUHUMa-
emcs 60 8HUMAaHUE PUCK KOHMaMuHauyuu.

fipumevyaHue — [okymeHmuposaHHbie npouedypsl U nnaH yo6opku GomkHbel codepxamp, 20e 3mo yMecmHo,
HUXxenpueedeHHyo UHGOpMayuio:

- Memodsi y6opKu;

- ucnonb3yemble Mamepuansl, Hanpumep, Yucmawjue/desurHgpuyupyouiue cpedcmesa;

- 30HbI/obopydosaHue, nodnexawjue ybopke (oyucmke),

- Mepbl IPedocmopoXHOCMU U NopsAOoK ybopku Ha ciyvall nponuea;

- mpebyeMble 3anucu.

locne oqucmku 06bi4HOU Npakmukol sensemcs xpaHeHue ob6opydosaHUs 8 YUCMOM U 8bICYUIEHHOM COCMOAHUU,
omadensHO oM KOHMaMUHUpPo8aHHo20 obopydosarus.

6.5.6 Heobxo0umo secmu KOMNIEKM mexHu4eckoll GokymeHmauuu rno obopydosarnuto U MOHMAaXy,
UMEeIWUM Kpumu4decKkoe 3HadyeHue 0nsa obecnedeHus Kayecmea.

6.5.7 ObopydosaHue, kpumu4yeckoe 051 obecrieHeHus kayecmea, umeiowiee 0egekmsoi, G0mMKHO 6bimpb
8bl8e0eHO U3 aKcnayamayuu u (unu) 4emxo rnpomMapKupoeaHo coomeemcemsyrowum obpa3om, a npousee-
OenHas Ha Hem npolykyus nposepeHa (cm. 8.2.4). [Jo noemopHoe20 esoda 6 akcryamauuo obopydosaHue
00mKHO Bbimb 8epUhUULPOBAHO KaK NpuaodHOe K UCMOIb308aHUI0.

7 Mpouecchbl XXKM3HEHHOro LuKIa npoayKkumm
7.1 MnasMpoBaHmne NPOLIECCOB XNM3HEHHOro LMKa NPoayKLumm

MCO 9001:2008, cuctemMbl MEHeKMEHTA KauecTBa — Tpe6oBaHusA

7.1 NMnaHupoBaHue NPOLIECCOB XXNU3HEHHOrO LMKIa NnpoayKumum

OpraHusauusa AormkHa NnaHupoBaTh M paspabaTtbiBaTbh NPOLECChl, HeobxoauMble Ans obecneveHus
JKU3HEHHOIO UMKna npoaykuuu. MnaHmpoBaHue NpoLECCOB KU3HEHHOMO LMKIa NPOAYKUMK AOMKHO BbITh
cornacosaHo ¢ TpeboBaHUSAMM K APYrMM npoLeccam CUCTEMbl MEHEIKMEHTa KadecTBa (CM. 4.1).

Mpu nnaHupoBaHUM NPOLECCOB XXU3HEHHOTO LMKNa NPOAYKUMM OpraHu3auus JorkHa Onpeaenutb B
YCTaAHOBMNEHHOM NOpPAAKE:

a) uenu B obnacru kadectea U TpeboBaHus K NpoayKUuUK;
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b) norpebHOCTL B paspaboTke NPOLECCOB U JOKYMEHTOB, a Takie B obecneveHun pecypcamu ans
KOHKPETHOW NPOAYKLIMMK;

C) HeoBXoAUMYIO ieATENLHOCTL MO BEpUUKALMKU 1 Banuaauuu, MOHUTOPUHTY, U3MEPEHUIO, KOHTPOTIO
M UCTILITAHMSIM ANSi KOHKPETHOM MPOAYKLIMK, A TAKKE KpUTEPUU NPUEMKU NMPOAYKLIMMK;

d) 3anucu, Heobxoaumble ANs obecneyeHus CBUAETENLCTBA TOFO, YTO NPOLIECCHI XXU3HEHHOMO LIMKNa
NpOAYKLMU U NPOAYKLMA COOTBETCTBYIOT TpeboBaHusIM (CM. 4.2.4).

Pesynbrar 31010 nnaHMpoBaHus AOIDKEeH ObITb NpeAcTaBneH B hopme, COOTBETCTBYIOLLEN NPAKTUKE
opraHusauuu.

MpumeyaHune 1 — [JokyMeHT, onpeaensowLunin NpoLeccbl CUCTEMbl MEHEPDKMEHTa KadYecTBa (BKNoYasi npo-
Liecchl XKW3HEHHOTO LiMKa NPOAYKLUK) 1 pecypchl, KOTOpble MPeACTOUT HanpaBUTb Ha KOHKPETHYIO NPOAYKLMIO, NPOeKT
UIn KOHTPAKT, MOXET paccMaTpuBaTbCs Kak MnraH kavecTsa.

MpumeyaHune 2 — [Npu paspaboTke NPOLIECCOB XWU3HEHHOTO LMKMa NPOAYKLMK OpraHu3aLmna MOXET Takxe
npuMeHsaTb TpeboBaHus 7.3.

711 [Mpu nnaHuposaHuu nPoUeccos XU3HeHHO20 yukna npodykyuu criedyem ydumbieamb mpebo-
eaHue K eOuHoobpasHoli o0bpabomke nepeuyHbIX yrnaKkoeoyHbIX Mamepuainos. [1pu nnaHuposaHuu cnedyem
maicke ydumbieamb He0b6xo0umocmb ombopa u coxpaHeHus 0bpa3sloe e HadnexauwiemM cocmosHuu.

7.1.2 OpezaHu3sayus 0ormkHa obecriequms ronoXxeHue, npu KOMmMopoM 8 nitaHuposaHue u peanusayuio Ha
POMSXEHUU 68Ce20 XU3HEHHO20 Yukia npolyKyuu eKIIoHalomces npoyecchl ynpaeneHus puckom; cnedyem
eecmu coomeememeyrowjue 3anucu (cm. 4.2.4).

7.2 Mpouecchbl, CBA3aHHbIE C NOTpeouTenem

7.2.1 OnpepeneHne Tpe6OBaHUA, OTHOCALUXCA K NPOAYKLUU

MCO 9001:2008, Cuctembl MeHEeKMEHTa KayecTBa — TpeGoBaHuaA

7.2.1 OnpegeneHune TpebOBaHMIA, OTHOCALUXCA K NPOAYKLUN

OpraHusauus gomkHa onpeaenuTb:

a) TpeboBaHusi, yCTAHOBIIEHHbIE MOTPEOUTENAMU, BKITIoYasa TpebOBaHMA K NOCTaBKE M AEATENbHOCTU
nocne noCTaBKu,

b) TpeboBaHus, He onpeaeneHHble notpedutenem, HO HeobxoauMble AN KOHKPETHOro Mnu npeano-
naraemoro UCnonb30BaHus, KOraa OHO M3BECTHO;

C) 3aKkoHoZaTenbHbIE U PerynaTopHble TPeGOBaHUA, NPUMEHUMbIE K NPOAYKLIM;

d) noGble gononHUTENbHbIE TpeboBaHMS, paccMaTpuBaemMble opraHusaumen kak Heobxoaumble.

MpuMevyaHue — [eATeNlbHOCTL NOCME NOCTaBKU MOXET BKIKoYaTh B ce6s, Hanpumep, AeHCTBUS NO rapaHTUid-
HOMY 0BecrneYeHnto, KOHTPaKTHLIM 00A3aTeNbCTBaM, TaKUM Kak YCIyru Mo TeXHUMECKOMY OBCIYXXMBaHMIO, U 4OMOSTHM-
TerbHbIe YCMyru, Takne Kak yTUnusaumsa Uim nosiHoe YHUUTOXEHMe.

7.2.1.1 JomxHbl 6bimb onpedeneHbl u 00KyMeHmuposaHbl mpebosaHusi, omHocauwuecs K npodykyuu,
8KII04as uUsMeHeHus1, mpebyrouwjue yeedomieHus.

7.2.1.2 [JompkHb! 6bimb onpedeneHbl U O0KyMeHmupoeaHbl mpebosaHusi nompebumenel, kacaiouuecs
npedomepalieHuss HeCaHKUUOHUPOBAHHO20 UCO0b308aHUs omxodoe npou3sodcmea NepeudHbIX yrnaKkoeoy-
HbIX Mamepuaros (ekmnwo4as obpa3sybl, nedamHbie Mamepuarsbl, AprbIKU).

7.2.2 AHanus Tpe60oBaHU, OTHOCALMXCSA K NPOAYKLUMN

MCO 9001:2008, CucteMbl MEHEPKMEHTA kayecTBa — TpeGoBaHuA

7.2.2 AHanu3 TpeGoBaHUM, OTHOCALLUXCA K NPOAYKLUM

OpraHun3auus JomkHa aHanu3upoBars TpeOOBaHUSA, OTHOCALLUMECS K NPOAYKUUW. [aHHbIN aHanu3 aon-
>KEH MPOBOAUTLCA A0 NPUHATMA opraHu3auuel obas3aTenbCcTBa MOCTaBNATH NPOAYKUMIO noTpebutenio
(Hanpumep, yyacTue B TeHAepax, MPUHATUE KOHTPaKTOB UMK 3aKa30B, MPUHATUE U3MEHEHMIA K KOHTPaKTam
Unu 3akasam) u JOmKeH obecnevmBarh:

a) onpeaenexHne TpeboBaHNii K NPOAYKLUN;

b) cornacoBaHue TpeboBaHUi KOHTPAKTA UK 3aKasa, OTNMYAIOLLMXCSA OT paHee CHOPMYNUPOBAHHbIX;

C) CNOCOBGHOCTL OpraHu3auMm BbIMONHATL ONpeaeneHHbie TpeboBaHus.

3anucy pe3ynsTaTtoB aHanu3a u nocneaylowmx 4eNCTBUIA, BbITEKAIOLLMX U3 aHanu3aa, A0MmKHbl noaaep-
XNBAaTbCA B pabovem CoCTosHuu (CM. 4.2.4).
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Ecnu noTpebutenu He BbiABUraloT 4OKYMEHTUPOBAHHLIX TpeGoBaHUIA, OpraHM3aums A0MmkHa NOATBEp-
[AUTb MX Y NOTPEGUTENS [0 NMPUHATUS K UCMIONHEHWIO.

Ecnu TpeboBaHus K NPoAYKLMM U3MEHEHbI, OPraHM3aLus A0mkHa 06eCneumnTsb, YTOGLI COOTBETCTBYIOLLME
[OOKYMEHTbI GbIn UCMpaBIieHbl, 8 COOTBETCTBYIOLMI NepcoHan Gbisi NOCTaBleH B U3BECTHOCTL 00 U3Me-
HUBLUMXCS TPEGOBaHNSX.

MpumeyaHune — B HEKOTOPbIX CUTyaLMsIX, TaKUX Kak NPOAAXKHM, OCYLLECTBISIEMblE Yepes MHTEpHET, npakTude-
CKM Helienecoo6pasHo NPoBOAUTL OULMarnbHLI aHann3 Kaxaoro 3akasa. BMecTo 3Toro aHanns MoXeT pacnpocTpa-
HATBCA Ha COOTBETCTBYHOLLYIO UHCOPMaLMIO O NPOAYKLMM, TaKyto Kak KaTanoru Unu Apyrue peknamHele Matepuarbl.

7.2.3 CBA3b C noTpeduTtenem

MCO 9001:2008, Cuctembl MeHeDKMEHTA KayecTBa — TpeGoBaHua

7.2.3 CBA3b € noTpebutenem

OpraHusauusa JomkHa OnpeaensTb U OCyLEeCTBRATE 3PdEKTMBHBIE MEPONPUATUA NO NOAAEPKAHUIO
CBA3U C I'IOTpeﬁl/ITerIFIMVI B OTHOLUEHUN:

a) nHdopmauunn 0 NPOAYKLMUM;

b) ochopmneHuns 3anpocoB, KOHTPAKTa UMK 3akasa, BKNYaa NONPaBKU;

C) o6paTHOI CBA3M OT NoTpebutenein, BKNOYasa NPeTeH3Un notTpedutenen.

7.2.3.1 Opeanu3zayus dormkHa paspabomams, eHeOpumb U noddepxxuseamb e paboyem cocmosHUU cucme-
My obpamHoli cessu g 3abriaz08pPeMEHHO20 OM0BELUEHU O NOMEHUUAbHbIX U pearibHbIX npobnemax Kaqe-
cmea u cofelicmeus eknady nompebumeneti 8 cucmemy Koppexmupyouwiux u npedynpexoarowiux delicmeuti.

7.2.3.2 Ecnu amoeo mpebyem nnompebumernb, opeaHu3ayus 00JmkHa coasiacoebleamb C HUM, Kakue
U3MeHeHuUs mpebyrom nucbMeHHo20 nodmeepx0eHusa 00 ymeepx0eHus, a Kakue — morsbKo yeedoMIIeHUs.
O npednazaembix UBMEHEHUSX HEOBXO0OUMO C80E8PEMEHHO UHOPMUPO8amMb U coanacosbiéamb npoyecc
B8HECEHUS uUaMeHeHrul (cm. 7.2.1).

Mexdy opeaHu3sayueli u nompebumenem pekomeHdyemcsa umemb GOKYMEHMUPO8aHHOE MEXHUYECKoe
coenauwleHue 06 obecrieyeHuU Ka4ecmea, 6 KOmopoMm paccmMampueaomes Mepsbl, NPUHUMaeMbie 8 OmHolwe-
Huu Hecoomeememeuli (cm. 8.3).

7.2.3.3 Ecniu 3mo 02080peHO nompebumenem, o6pasub! U cepmuukayuoHHble OOKyMeHmMbI, 1pedo-
cmaaensaembie 051 cpasgHUMesibHOU OUEHKU, UcrbimaHus Ha cmabusibHOCMb UITU KIUHUYECKUX uccriedosaHuli
0nsa yenel nolaqu 3ase6neHUs Ha pesucmpayuio JieKapcmeeHHbIX cpedcmes, 00KHbI CO0Meemcmeosanb
npasunam u Hopmam GMP,

B pamkax nodayu 3aseneHust Ha peaucmpayuio neKapcmeeHHbIx cpedcmea nompebumens MoXxem 3a-
mpebosamb 0m opeaHu3auuu ykasaHHyio uHgpopmauuto. Npedcmasumens opeaHu3ayuu, obnadarouuli 0o-
cmamoyHoli keanugukayueli 8 daHHOM sornpoce, 0o/mkeH ymeepdumpb NoGOOHYI0 UHGOpMayUIo.

lMpumep — UHPoOpmayus o cocmaee, daHHble UcnbimaHul, crieyugukayuu, uHpopMayusi o Memoodax
KOHMpoOA U ycroeusix obpabomku.

U3meHeHus1, Komopble OKa3sbiealom eriusHUe Ha smobble OaHHbIe, rnpedocmasieHHbie opaaHu3ayuel,
8omxHbI bbimb nepedaHbl nompebumernio unu peaynsmopHbIM Op2aHaMm 6 YyCMaHO8NEeHHOM nopsidke
(cm. 7.2.3u 7.5.1.3).

lTpumevyarHue — [ina coxpaHeHus KoHudeHUuanbHocmu OaHHbIX Op2aHu3ayuu HayyHas U mexHu4yecKas uH-
gopmayus moxem 6bimb nepedaHa & sude Aocbe HEMoCcPedCMEEHHO COOMEeMCMeaYyIoUUM UHCMaHUUSM, HarpuMmep, 8
sude peaucmpatjioHHoeo docbe unu cepmuchukama coomeememaus mpeboesaHusm Eeponelickoll ghapmakoneu 6 cesu
¢ nodayell 3as8neHUa Ha peaucmpayulo 1eKapcmeeHHo20 cpedcmea, OoMKHbI 8eCmuch coomeemcemeyioujue 3arnucu.

7.3 MpoekTupoBaHue u paspaborka

7.3.1 MnaHupoBaHue NPOEKTUPOBAHUA U pa3PacOTKn

MCO 9001:2008, CucteMbl MeHeKMEHTA KayecTsa — TpebGoBaHuaA

7.3.1 MnaHupoBaHne NPOEeKTUPOBAHUA U Pa3pPaboOTKn

OpraHusauus JorpkHa NilaHMPOBaTh NPOEKTUPOBaHUE U pa3paboTKy NpoAYKUMM U YNPaBMsiTb STUMU
npoueccamMu.

B xoae nnaHupoBaHWsi NPOEKTUPOBaHUA U pa3paboTku opraHu3auus AOMMKHA ONpeenuTb:

a) cTaaun NPOEKTMPOBAHMSA U pa3paboTku;
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b) npoBeaeHve aHanu3sa, sepucpmkaummn U Banuaaumnm, COOTBETCTBYIOLUMX KAXA0N CTagun NPoeKTUpo-
BaHUs u pa3paboTku;

C) OTBETCTBEHHOCTb U NONTHOMOYMA B 06MacTi NpoekTupoBaHusi U paspaboTku.

OpraHusauusa AOmKHA yNpaenAaTb B3auMOAENCTBUEM PAa3fIMYHbIX TPYMM, 3aHATbIX NPOEKTMPOBAHMEM
u paspaboTkoit, B uensax obecneveHns achekTUBHON CBA3U M YETKOTO pacnpeaeneHust OTBETCTBEHHOCTH.

PesynbTaThl NNaHWpPOBaHWUA AOMKHbI aKTYanmMampoBaTbCsA, €Cnu 3T0 He0BX0AMMO, B NPOLECCe NPOekK-
TUPOBAaHMA U paspaboTku.

MpumevyaHune — AHnanus, Bepudukauus U Banujaums NpoekTUpoBaHus 1 paspaboTkv MeroT pasHbie Lenu,

MO3TOMY UX MOXHO MPOBOAUTL W 3arMCcK MO HUM BECTU Kak OTAENbLHO, TaK W B NoBbIX COMETaHUsIX, MOAXOAALLMX AN
NPOAYKLWN U opraHusaLuu.

7.3.1.1 OpeaHu3sayus 0ormkHa eHeOpPAMb OOKYMEHMUPOBaHHbIe npouedypbl NPOEKMuUpPosaHus U pas-
pabomku. JaHHbie npouedypb! O0KHbI 8KIIH04aMb 8 cebs1 OUEHKyY pucka, onpedesieHue coomeememeyrouiux
acriekmoe GMP u 06020 nomeHuuansHO20 enUsSHUS Ha nompebumerns U 8 KOHEYHOM cdeme Ha rnayueHma.

7.3.1.2 OmeemecmeeHHOCMb 3@ NPOEKMUPO8aHUE U OUEHKY pucka 0ormkHa bbimb coariacosaHa Mexaoy
nompebumernem u opaaHusayued.

7.3.1.3 B x00e npouyecca npoekmuposaHus u paspabomxu cnedyem npedycmompems eepuchukayuro
npu2oBHOCMU 8bIXO0HBIX OaHHbIX MPOEKMUPOsaHUs U pa3pabomku 00 OKOHYaMenbHO20 CO2/laco8aHUuUs!
crieyugukayuli Ha npoussodcmeo.

7.3.2 BxoaHble AaHHbIE ANA NPOEKTUPOBAHUA U pa3paboTku

MCO 9001:2008, CuctemMbl MEHeMKMEHTa KayecTBa — TpeboBaHUA

7.3.2 BxogHble gaHHbIe AN NPOeKTUPOBAHUA U pa3padboTKu

BxoaHble AaHHbIE, OTHOCALUMECS K TPEBGOBAHMAM K NPOAYKLUK, JOIMDKHbI ObiTb ONpeAeneH.l, a 3anucu
JOIMXHbI NOAAEPXKMBATLCA B aKTyarbHOM COCTOSIHUU (CM. 4.2.4).

BxoaHble AaHHbIE AOMMKHbI BKNOYaTh B Cebs:

a) PyHKLMOHANBHBIE M 9KCNMyaTaUWOHHbIE TpeboBaHus;

b) npumeHnMble 3akoHOAATENbHbIE U PEFYNATOPHbIE TPEOOBAHUS;

C) Tam, rae 3T0 BO3MOXHO, MH(OPMALUIO, 3aMMCTBOBAHHYIO U3 NPeAblayLLMX aHANOrM4YHbIX NPOEKTOB;

d) npoune TpeboBaHus, HeOOXoaMMbIE AN NPOEKTUPOBAHUA U pa3paboTku.

BxoaHble AaHHble AOMKHbI aHANM3UPOBATLCA HA AOCTAaTOMHOCTb. TpeboBaHUSI AODKHbI ObITb MOMHbLI-
MW, HeABYCMbICITEHHbIMAU U HENPOTUBOPEYNBbLIMU.

7.3.3 BbixogHble AaHHbIE NPOEKTMPOBAHUA U pa3paboTku

NUCO 9001:2008, CucteMbl MEHEeKMEHTA KayecTBa — TpeGoBaHus

7.3.3 BbixogHble AaHHbI€ NPOEKTUPOBAaHUA U Pa3PacoTKn

BbixoaHbIE AaHHbIE NPOEKTUPOBAHUSA U pa3paboTku AOMKHLI ObITb NpeacTaBneHsbl B opMe, noaxoas-
wen ans npoeeaeHus Bepudukayum oTHOCUTENbHO BXOAHLIX TpebOoBaHMI K NPOEKTUPOBAHMUIO U pa3paboT-
Ke, a TaKke A0MKHbI ObITb 0PMLNANEHO YTBEPXKAEHBLI A0 UX NOCNEAYIOLLEro NCMONb30BAHUS.

BbIxoAHbIE AAQHHBIE NPOEKTUPOBAHUA U Pa3paboTKN AOMKHbI:

a) COOTBETCTBOBATb BXOAHbLIM TPEOOBaAHMAM K NPOEKTUPOBAHUIO U pa3paboTke;

b) o6ecneunBaTb COOTBETCTBYIOWEN MH(OPMaLMEN NO 3akynkam, NPOM3BOACTBY M OOCNY>UBAHMIO;

C) coaep>xatb KpUTEPUU NMPUEMINEMOCTM NPOAYKLMW NN CCbINTKM HA HUX;

d) onpeaensaTb xapakTepuCTUKU NPOAYKLUUMK, CyLLECTBEHHbIE ANsl ee 6€30nacHOro U NPaBUMbLHOMO UC-
nonNb30BaHUA.

MpuMmedaHue — WMHdopMauusa no NPoOU3BOACTBY W OGCIYXUBaHUIO MOXET BKIovaTh B cebsi NoagpoGHbIe
AaHHble 0 COXPaHEeHWUN NPOAYKLMH.

MpumeyaHue — [Ipusemcmeyemcs coemecmHas paboma opeaHusayuu u nompebumerns, HanpaeneHHas Ha
eepuchuKayuIo coomeememeus NepeuYHbIX Yako8oYHbIX Mamepuainos ux npednonasaemMomy PUMEHEHUIO.

7.3.4 AHanu3 npoekTa U pa3padcoTku

NUCO 9001:2008, CuctemMnl MEHeAKMEHTa KayecTBa — TpeboBaHuA

7.3.4 AHanu3 npoekTa u pa3padoTkmu

Ha coOTBETCTBYIOLLIMX CTAAUSX AOMKEH NPOBOAUTLCA CUCTEMATMUECKUIA aHanu3 nNpoekTa u paspaboTku
B COOTBETCTBUM C 3anNIaHUPOBAHHLIMU MEPONPUATUAMM (CM. 7.3.1) C LEenbIo:

a) OLIeHKU CNOCOBHOCTM pe3ynbTaToB NPOEKTUPOBaHUA U pa3paboTku ya0BNETBOPSATL TpeOOBaAHNAM,;
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b) BbiIABNEHNA nobbix NPOONeM U BHECEHUS NPeAnoXeHUI N0 HEOOXOAUMbIM AENCTBUSAM.

B cocraB y4acTHMKOB NOAOGHOr0 aHanm3a A0IDKHbI BKIKOHATLCS NPEeACTaBUTENU NOAPA3AENEHNin, UMelo-
LMX OTHOLLUEHWE K aHanu3mpyemon(bim) cTaauu(siM) NpOEKTUPOBaHUA 1 paspaborku. 3anucu pesynstatos
aHanu3a u Bcex HeoBX0AUMbIX AECTBUIA AOIMKHBI NOAAEPKUBATLCS B aKTYarbHOM COCTOSIHUM (CM. 4.2.4).

7.3.5 Bepudmkauus npoekra u paspadoTku

MCO 9001:2008, CucteMbl MEHEKMEHTA KayecTBa — TpeGoBaHus

7.3.5 Bepudukauus npoekra u pa3padorku

Bepudmkauma gomkHa OCYLLEeCTBNATLCS B COOTBETCTBUM C 3ansiaHUPOBaHHBIMU MEpPONPUATUAMM
(cM. 7.3.1) C Lenbio yAOCTOBEPEHUS, UTO BbIXOAHbIE JAHHbIE NPOEKTUPOBaHUs U pa3paboTku COOTBETCTBY-
0T BXOAHbIM TPEOOBaHMAM. 3anucu pe3ynsTaTtoB BepudmMKaLmm u BCex He0OX0AMbIX AEWCTBUN JOSKHbI
NnoaaepXMBaTbCA B aKTyanbHOM COCTOSAHUM (CM. 4.2.4).

7.3.6 Banupauua npoekta u pa3paborkm

MCO 9001:2008, Cuctembl MeHePKMEHTa KayecTBa — TpebGoBaHusA

7.3.6 Banuaauusa npoekrta u pa3pabotku

Banugauus npoekra u pa3paboTku JOIDKHA OCYLLECTBIATLCA B COOTBETCTBUM C 3aNf1aHMPOBAHHBIMU MEPO-
NpPUATUAMU (CM. 7.3.1) C LEeNbIO YA0CTOBEPEHMS, YTO NONy4YEHHAA B pesynbTaTe NpoayKLMsa COOTBETCTBYET Tpebo-
BaHUAM K YCTAHOBMIEHHOMY MW NpeanonaraeMoMy MCNonb30BaHUIO, €CNM OHO U3BECTHO. e 3TO NpakTUYeckun
BO3MOXHO, BanMAaLUA A0MmKHA ObiTb 3aBepLUeHa A0 NOCTaBku UM NPUMEHEHWUA NPOAYKUMK. 3anucu pesynbra-
TOB Banuiauum n BCeX HeodXxoaumbiX AEUCTBUIA A0SHKHBI NOAAEPHMNBATLCA B aKTYaNbHOM COCTOAHUU (CM. 4.2.4).

7.3.7 YnpaBneHue u3MeHeHMAMMN NPoeKTa U paspadoTku

MCO 9001:2008, Cuctembl MeHePKMEHTa KayecTBa — Tpe6oBaHusa

7.3.7 YnpaBneHne usMeHeHUAMM NPoeKTa U pa3padoTkun

N3meHeHus npoekTa u paspaboTku AOmKHbI ObITb MAEHTUMDULMPOBAHDI, @ 3aNUCU AOIKHBI NOAAEPXN-
BaTbCS B aKTyanbHOM COCTOAHUW. MI3MEeHeHUs A0MmkHbI ObITb NPOaHanNM3npoBaHsl, BepuduUMPOBaHbI U Ba-
NMAUPOBaHLI COOTBETCTBYIOLMM 00pa3oM, a Takke o400peHbI A0 BHECEHUA. AHANU3 U3MEHEHWI NpoekTa
1 pas3paboTkn AOIHKEH BKIIOYaTh B Ce0s OLIEHKY BNUSAHUA U3MEHEHUI HA COCTaBHbIE YaCTU U YXKE NOCTaB-
JNIEHHYIO NPOAYKLMIO. 3anucu pe3ynsratoB aHanu3a u3MeHeHun u nobbix HEOOXOAUMbIX AEUCTBUI JOIMKHbI
noaaepXvMBatbCs B aKkTyaribHOM COCTOSIHUM (CM. 4.2.4).

7.3.7.1 YeedomneHue

06 usmeHeHusIx, Komopbie efusiom Ha Kakue-nubo npedocmaensemMbie 0aHHbIe, criedyem coobwame
nompebumernio, a 8 criydae npedocmasneHus op2aHusayueli mexHuU4ecKo20 00cbe/peaucmpayuoHHO20 00-
Cbe — HerocpedCMeeHHO peayrnamopHbIM OpaaHam.

7.3.7.2 NameHeHue npoekma

Mpu ocywecmenernuu usmeHeHus Oeticmeyowas eanudayusa u OOKYMEHMbI, Ha KOmMopble foenussio
uameHeHue, 0omxHb! 6bIMb POaHanU3UpPoeaHbl U NePecMompeHbl, a rnepcoHan 8omxeH npolimu coomeem-
cmeyrowyro nepenod2omosKy.

lTpumeyarHue 1— K ebix0OHbIM 0aHHbIM NPOEKMUPO8aHUS U pa3pabomKku omHocamea 3anucu (cneyughuxkayuu,
mexHonoaus npouaeodcmea, MmexHuU4YecKue 4epmexu, mexHudyeckue unu uccnedosamenbckue I'IpOITIOKOﬂbI) u o6pasub/.

fIpumevyarHue 2— KoHgudeHyuanbHas HaydHas u mexHudeckas uHgopmayus (opaarHusayuu) moxem 6bimb
npedcmasnera e sude docbe HernocpedCmeeHHO & peaynamopHble opaaHbl [Hanpumep, mexHuyeckoe docke U (unu)
peaucmpatiioHHoe 00Che].

7.4 3aKynku
7.4.1 MNpouecc 3aKkynok

MCO 9001:2008, Cuctembl MEHEKMEHTA KayecTBa — TpeGoBaHUA

7.4.1 Mpouecc 3aKynok

OpraHusauus gomkHa obecneynBaTb COOTBETCTBUE 3aKYNNEHHOW NPOAYKUUN YCTAHOBINEHHLIM Tpebo-
BaHWAM K 3aKynkam. Tun u CTENEHb YNPABMEHUs,, NPUMEHAEMbIE NO OTHOLLEHUIO K NOCTABLUMKY W 3aKynneH-
HOWM NPOAYKLMU, AOMMKHBI 32BUCETL OT €€ BMUSHUA Ha NOCNeayoLwme CTaaum XM3HEHHOTO LMKNa NpoayKLum
UMW rOTOBYIO NPOAYKLMIO.
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OpraHusauus 4onHa oUeHUTb U BbIDpaTh NOCTaBLUMKOB HA OCHOBE MX CMOCOBHOCTU NOCTaBNATL NPO-
OYKUMIO B COOTBETCTBUM ¢ TpeboBaHusamMu opraHusauun. JomkHbl ObiTb paspabotaHbl kputepuun otbopa,
OLEHKM 1 NOBTOPHOMN OLEHKW. 3anucu pe3ynbTatoB OLEeHUBAHUS U MI0ObIX HEOBXOAUMBIX AENCTBUIA, BbITE-
KaloLLMX N3 OLEHKU, AOMKHbI MOAAEMKUBATLCA B aKTyanbHOM COCTOSIHUK (CM. 4.2.4).

7.4.1.1 Opezarusayus 00/mkHa ymeepOumb MoCMaswiUuKos;

a) ucxo0HbIX Mamepuarnos,

b) scriomoeamenbHbix cpedcms, Kpumudeckux 0ns obecredyeHus kadecmea, u

C) ynakoeo4HbIX Mamepuaos 0115 UCMONb308aHUs 8 YUCMbIX MOMEUIEHUSIX.

7.4.1.2 OpeaHusayusa 0omkHa yeedomume nompebumerns 00 aymcopcuHaa cmopoHHel opeaHusayuu
noboli yacmu npou3so0cmeeHHO20 NMPoUEcca.

7.4.1.3 Bce ycnyau, nepedaHHble Ha aymcopCuHe CMOPOHHUM Op2aHu3ayusM, Komopbie mMo2ym
noenusame Ha Ka4ecmeo npodykyuu, 00/MKHb! KOHMPONUPO8amMbCs, 8KoHas nodeoMmosKy neyamHoz0 opuau-
Hana, ycryau nabopamoputl, cmepunu3ayuto, ycryeu rno kanubposke u Kksanuguxkayuu, mexHu4yeckoe obcy-
XusaHue, ybopky (o4ucmky), nepesosky, 6opbby ¢ epedumenamu u nodpsaddukos rno nepepabomxke omxo0os
8 3a8UCUMOCMU OM PUCKO8.

7.4.1.4 KoHcynbmaHmel, npedocmasnsioujue pexomeHdauuu rno npou3sodcmsy U KOHMPOIO nepeuy-
HbIX yrakogo4HbIX Mamepuarnos, 00/KHbI CHUMambCA nocmasuwukamu.

7.4.1.5 MNocmaswuku Mamepuarsos u ycrye, Kpumudeckux 0s1s obecrnedyeHus kayecmsa, OO/DKHbI ym-
sepx0ambcs Cryx60l Kkadecmea usu NuyoM, HasHa4eHHbIM Crly60l Kkadyecmea.

7.4.1.6 OpeaHu3ayusa O0ormkHa OyeHUsamb, a maike eecmu 3anucu OMHOCUMESIbHO KOMIMeMEHMHO-
cmu nabopamopull, 8bINOHAWUX pabombl, Kpumudyeckue 051 obecrieueHus Ka4ecmea. []ns ebinosiHeHus
pabom, kpumuydeckux 0515 obecrieyeHus1 kadecmea, opaaHu3ayus OO/mKHa UCH0Mb308amb MOJMbKO 1abopa-
mopuu, 0006PEHHbIE C MOYKU 3PEHUS UX KOMITeMEeHMHOCMU.

7.4.1.7 Ecnu sbinonHeHue npouecca cmepunu3ayuu nepedaHo Ha aymcopcuHa cmopoHHel op2aHu3a-
yuu, opearusayus 0omkHa y6edumbcs 8 Mmom, 4mo npoyecc omeeyaem mpebosaruam 7.5.1 u 7.5.2.

7.4.1.8 VismeHeHuUe UCMOYHUKa NoJTyYeHUsl Cbipbs, Kpumu4deckozo 05 obecriedeHus kasecmea, rnood-
NIEXUM IPOYECCY yrpasneHus USMEHEHUSIMU.

7.4.2 MHpopmauma o 3aKynkax

MCO 9001:2008, Cuctembl MeHePKMeHTa KayecTBa — Tpe6GoBaHuAa

7.4.2 Uuchopmanuma o 3akynkax

MHbopmaums 0 3akynkax 4OMKHA ONUCLIBATL 3aKa3aHHYIO0 NPOAYKLMIO, BKMIOYAs, rae 3To Heobxoanumo,
Tpe6oBaHusa, npeabsBnsieMble K:

a) ohmumanbLHOMY yTBEPXKAEHUIO NPOAYKLUMK, NPoLeayp, NPOLECCOB U 060PyAOBaHUS,

b) kBanudukauum nepcoHana u

C) CUCTEME MEeHeKMEHTA KayecTBsa.

OpraHu3auua aomkHa obecneunBatb afeKBaTHOCTb YCTAHOBAEHHbLIX TPeOOBaHMI K 3akynkam A0 MX
COO00LLEeHUA NOCTABLLUKY.

7.4.2.1 OpeaHu3auus 0omkHa CoxpaHampe COOMEEMemeyowlyto UHGopMayUIo no 3axkynkam, mo ecme

dokymeHmsbl (M. 4.2.3) u 3anucu (cm. 4.2.4), e o6beme, mpebyemom 0515 obecrnedeHus npocnexusaemMocmu
coenacHo 7.5.3.

7.4.3 Bepudukauma 3akynneHHON NpPoayKUUN

NCO 9001:2008, Cuctembl MeHeKMEHTa KayecTBa — Tpe6oBaHusa

7.4.3 Bepudmkauma 3akynsieHHON NpoayKuum

OpraHu3aums aomkHa paspaborarb, BHEAPUTL U OCYLLECTBATb KOHTPOMb MK APYIYIO AEATENbHOCTL, He0O-
XoAuMYyIo Ans o6ecneveHnst COOTBETCTBUA 3aKyNNEHHOW NPOAYKLMM YCTAHOBIEHHBIM TPEGOBAHMAM K 3aKynkam.

B ToM cny4ae, ecnu opraHusauust unu ee notpebutens Nnpeanonaraer OCyLWecTBUTL BepudukaLmio y
nocTaBLUMKa, TO OpPraHu3auua A0MKHA yKa3aTb npeanonaraemyio 4OroBOPEHHOCTb OTHOCUTENBbHO Bepudu-
Kauumu ¥ NopAAoK BbiNycKa NPOAYKLMK B MHCpOPMALMK NO 3aKynKam.

7.4.3.1 MNMocmynarowue mamepuanbl nodnexam ¢uaudeckomy unu adMuHuUCMpamueHoMy KapaHmuHy
00 ux ymeep:;x0eHus u eblirnycka O1s1 Ucronb306aHus.

lpumedaHue — B uckmodumesbHbix Ciy4asx MOXem UConb308ambCs UCHbimbieaeMbili Mamepuan, npu
ycnosuu Hanuqus 6e30mkasHbix npouedyp, He OOMyCKaloUWUX ebinycKa NepeuyHo20 ynakoso4yHo2o Mamepuana do nod-
meepxdeHuss cmamyca nodobHbIX Mamepuanos.
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7.4.3.2 [lna mamepuarnos, kpumudeckux 05151 obecredeHus kayecmea, opaaHu3sayus 0ormkHa nepuodu-
YeCcKU 8epuguyUpPo8amb periesaHMHyIo U (Uil) KpUMuUYecKyo UHGhopMayUto, nosly4eHHyro om rnocmasujuxKos
OaHHbIX Mamepuaros u codepxaliyrocsa 8 cepmuchukame aHanusa, cepmugpukame coomeememeus Ul ak-
max ucrnbsimarud.

lipumevaHnHue 1— [aHHas eepughuxkayus moxem nodpasymesams cxo0HbIe UCMbIMaHUA Ha Mecme rpou3so0-
cmea, U Xxe pogoduMble He3asucUuMbIM MoOPAAYUKOM, UU NNaHo8bil aydum npoussodcmeeHHbIX MowHocmell ¢ yenbio
obecrieyeHus 8bICOKO20 ypoaHs docmoeepHocmu UHGopMayuu, npedocmasneHHol nocmasuwjukom. B kayecmee anbmep-
Hamuebl npu Hadnexawem o60cHosaHUU ayoum Moxem 6bimb 3aMeHeH cepmugbuyuposaHHol cucmemol MeHedxMeHma.

lIpumevyaHue 2— Bmecmo nodobHoeo ucnbimaHus, npogodumoao camol opaaHusayuel, om4yem o6 aHanuse
(Harpumep, cepmucbukam aHanu3sa, coomeemcmeus, akm ucrsimaHus) Moxem Gbimb NPUHAM OM NOCMasuiuKa pu yc-
nosuu, Ymo rno meHbwell mepe o0HO crieyucbuyHoe onpedenerHue nodnuHHocmu npoeodumes 0na daHHO20 Mamepuana
unu KomnoHeHma usdenus camoli opeaHusauued.

7.4.3.3 fJomxHbl eecmuck 3anucu no sepughukayuu (cm. 4.2.4).
7.4.3.4 Omb6op npob domkeH ocywecmenambcsl 8 coomeememeuu ¢ memodukoli ombopa npob, ¢ uc-
nonb3o0eaHuem npouyedyp, cpedcmes u 060pydoeaHust, He OOMyCKaWUX KOHmMamMuHauuo.

7.5 MpouseoacTBO M O06CNyXMBaHue

7.5.1 YnpaBneHue npou3sBOACTBOM U 0GCNyXuBaHUEM

MCO 9001:2008, CuctemMbl MEHEPKMEHTA KayecTBa — Tpe6oBaHusa

7.5.1 YnpaBneHue npou3BoACTBOM M 0GCyXMBaAHUEM

OpraHu3auus A0MmKHa NIaHMpoBaTh U OCYLLECTBAATL NPOU3BOACTBO M 06CMYXXMBAHUE B YNPaBNAEMbIX
ycnoBusix. YnpaensiemMble yCrioBus JOMKHbI BKMOYaTL B ce65 TaM, rae 3T0 NPUMEHUMO:

a) Hanuuue uHopMaLun, ONUCLIBAIOLLEN XapaKTePUCTUKU NPOAYKUMUHK;

b) Hanumume pabounx UHCTPYKUMIA NPU HEOOXOAUMOCTH;

C) UCMONb30BaHUE NOAX0AALLEro 000pya0BaHUS;

d) Hanuuue n NnpumeHeHne 060pyAOBAHUA ANA MOHUTOPUHTA U U3MEPEHWN;

€) NnpoBeAeHUEe MOHUTOPUHTA U U3MEPEHUN;

f) ocywiecTBneHune Bbinycka, NOCTaBku U AEWCTBUI NOCNE NOCTAaBKUA NPOAYKLUN.

9) onpedeneHue damb! Npoussodcmea ¢ ydemom 3adelicineosaHHbIX MPOUeccos;

h) ydeneHue 0co6020 eHUMaHUs MapKuposKe, 3SMUKemupoeaHuio U ynakoske 0515 obecnedyeHus pesynb-
mamueH020 KoHmMponsa u npedomepauieHust OWUBOOK;

i) BoKymeHmuposaHHyio npouedypy ¢ onpedeneHueM ynpasneHus OMKIOHEHUAMU 8 npoyecce. [omx-
Hbl 6bimb paccnedosaHbl OMKIIOHEHUS, Kpumudeckue 0ns obecriedeHusa Kkadecmea, U 3apesucmpuposaHbl
1oMy4eHHble pesynbmambl (CM. 4.2.4).

7.5.1.1 YnpaeneHue yucmomodl npodyKyuu u KOHmamuHayuel

7.5.1.1.1 Opezarusayus domkHa pa3pabomamse, ymeepoumb u cobrmodame G0KyMeHmMuposaHHble mpe-
608aHusA K HUCMOME NMEPBUYHbIX YraKkoB80YHbIX Maimepuarsoe u rnpoyedypbi 1o npedomepauieHul0 KOHmMamu-
Hayuu npodykyuu u o6opydosaHus.

HomxHb! oyeHU8ambCa NoOMeHyuanbHbIe PUCKU, Cesi3aHHbie ¢ mobbIMU Mamepuairiamu urnu 6criomoeaa-
mernbHbIMU cpedemeamu, Komopbie MO2ym Hecmu yepo3y 6e3onacHocmu nayueHma, Harpumep, mpaHcMuc-
cusHas eyb4amas sHueghanonamusl.

7.5.1.1.2 Bce mexHonozau4eckue rpouecchi, OCyUEeCcmeriieMble 8 YUCMmbIX Unu KOHMPOIIUPYeMbIX 30Hax,
8KITIOYaA MEPbI MO OXpaHe OKpyxarowiell cpeldbl, MPou3800CMe0, 8HYMPUNPOU380OCMEEHHbIT KOHMPOSIb U yra-
KOBKY NepsUYHbIX YITaKo80YHbIX Mamepuarnos, 00ImkHbI 0meeYamb YCmMaHO8NEeHHbIM yCII08UsIM U (hyHKUUOHAITb-
HbIM KpUMEePUSM KOHKPemHOU 30Hb1. Yucmbie rnomeuwieHust 00smkHb 6bimb 060pyGoeaHb! 6030y UWIHLIMU UWITIO3aMU.

7.5.1.1.3 TexHonozau4yeckue npoyeccsl 8 KOHMPOIUPyeMbIx paboyux ycnosusx 00mKkHb! 6bimb coenaco-
8aHbl Mex0y nompebumenem u opzaHu3ayuel.

7.5.1.1.4 OpzaHu3sauus dosmkHa makxe paspabomams u ymeepdumb OOKyMEHMUPO8aHHbIE mpebosa-
HUS K 4UCMOMe nepeauYHbIX YNakoe8oYHbIX Mamepuanos, kozda:

a) nepsuyHas ynaxkoeka oyuujaemcs opeaHusayueli 00 nposefeHus cmepunuayuu u (unu) ee2o uc-
r1onbL308aHus, unu

b) nepeuyHbie ynakosoyHbie Mamepuarssi 6y0ym nocmaensmsCs HECMEPUITU308aHHbIMU U UX YUCMO-
ma eaxHa 011 ucronb308aHus, unu

C) mexHonoau4eckue peazeHmsl 00/mkHbI 6bimb ydaneHbi ¢ npodyKyuu 8 npoyecce npoussodcmea.
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7.5.1.1.5 JomxuHbl 6bimb onpedeneHbl KoHMelHepbi 01 XpaHeHus, ux coomeememeytoujas ocHacmka
U JIUHUU 3a2py3KuU U pa3apy3Ku.

7.5.1.1.6 Ocoboe sHumaHue (Hanpumep, npu uéeHmucdbukayuu, obecneyeHuu 6e30nacHOCMU U 4Ucmo-
mbi) cnedyem ydensame 6 nepeayio o4epedb 3azpy3ke U pasepy3ke KoHmeliHepoe 01151 HacbifHbIX epy306/OyH-
Kepos.

7.5.1.1.7 MaHunynayuu ¢ kKoHmeliHepamu u ux nepemewieHue OOImKHbI OCYLUecmenamscs e Yyucmome
U He npueodumb K KOHMaMuHayuu MexaHudeckumu Yacmuuamu. [na npodykyuu, koHmakmupyrowel ¢ yna-
KOBOYHbIMU Mamepuainamu, OHU O0MmkHb! 6biMb 3aKPbIMbl UNU Hadnexawum obpa3om eepmemu3suposaHb!
(oneyamatbi).

7.5.1.1.8 [Ina oyucmku 060py0oeaHus, UCTONb3yeMOe0 rpu rnpou3soicmee rnepeuyHbIX yraKkoeoyHbIX Ma-
mepuarnos, 00/mkHbI 6bimb pa3pabomarbi MUCbMEHHbIE nPouedypbl. [JomkHbl ecmuch 3anucu o6 oducmke
060pydoeaHus, KpUMUYECKO20 011 06ecrieqeHUSs Kadecmea nepeuYHbIX yiaKko8oYHbIX Mamepuarnos (cMm. 4.2.4).

7.5.1.1.9 Cnedyem onpedensamb codepxaHue u ypo8eHb OHUCIMKU Npou3sodcmeeHHo20 obopydoea-
HUA/IPOU3800CMBEHHbIX y4acmKos.

7.5.1.1.10 lpu npou3eodcmee HEKOMOPbIX Mamepuanos ceolCMe8EHHO UCIMOoNb308aHUe nepepabomar-
HbIX Mamepuaroe (Harnpumep, cmekia, amnoMmuHus, bymaau, mepmornnacmukos). lapamempbi nepepabomku
dormxHbl 6biMb onpedeneHs! U coannacoeaHbl ¢ nompebumernem.

7.5.1.1.11 Ecnu amo He cozanacosaHo ¢ nompebumernem, mepMOracmuyHbie Mamepuarsbl He OOmKHb!
nodsepaambCs MOSIMOPHOMY USMEIIBHEHUIO Unu He nodnexam roemopHOMY UCHOMb3068aHUI0 8 NMepPeuYHbIX
YNaKoeOYHbIX Mamepuarnax.

7.5.1.1.12 fJomxeH 6bimb 0p2aHu308aH KOHMPOIIb OYUCIMKU NTUHUU MEXOY npou3e00CmMeoM PasfuyHbIX
cepuli 0nsa y0aneHus ecex Mamepuainos u 00OKyMeHmos, He mpebyembix 01151 nocnedyiowet onepayuu. Jomxk-
Hbl 8eCMUCH 3anucu pabom no oqyucmke nuruli (cm. 4.2.4).

lTpumeyaHue — B kayecmee npumepa MOXHO npueecmu AOKYMEHMUPOBaHHYI0 NPOBEPKY YUCMOmbl KoHmMeU-
Hepoe MHO20pa308020 UCITONb308aHUS, PUMEHSeMbIX 0Nl XxpaHeHUs1 UCXOOHbIX Mamepuarnoe & npoyecce o6pabomku,
nposodumyto 0o ux 3azpysKu OpyauM Mamepuanom, eo usbexarue nepekpecmHoll KOHmamMuHayuu.

7.5.1.1.13 Yacmuy4Ho GoKymMeHmuposaHHOU oUyeHKe pucka O0O0IKHbI rnodeepaambcsl cucmembl, rpedHa-
3HayYeHHbIe 01151 CHUXXEHUS 8PEMEHU NPOCcMos 060pydosaHus U He 1o3eosisouiue rnposodumb roJiHy 04UCM-
Ky NUHUU (COKpaweHHasl oqucmka nuHuu unu cucmema asmomamu3suposaHHol nepeHanadku), nodobHbie
cucmembi O0MKHbI hYHKUUOHUPOBaMb 8 KOHMPOIIUPYEMOM pexxume 0na obecrneqeHus kasecmea npodykuuu.

7.5.1.1.14 MNManemsbi 80/mxHbI 6bIMb COBPAaHbI U3 Mamepuanos, npuaodHbix 051 KOHKpemHoU npodykyuu;
UX UCMOYHUK GOMMKEeH NpocnexueambCs, a camu nanembsl — KOHMPONUpoeamsCs 0111 CHUXEHUS! PUCKa KOH-
mamuHayuu.

lTpumevaHue — [epesaHHbie nanembi Mogym Obimb KOHMaMUHUPOS&aHb! 8 pesynbmame nepeHoca nobbix
peakmueos, Ucnonb3o8aHHbIX 0ns obpabomku npoqux nanem.

7.5.1.2 YnpasneHue pa3deneHuem

Ana cHUXeHus pucka nepekpecmHol KoHMamMuHayuu/cMewusaHuss Mamepuarnos, npoMexxymoydHol u
2omoeoli npodykyuu, OHU O0IKHbI pa3denambces nodxodauwumu cnocobamu, 0CHOBaHHbIMU Ha OUEHKE pucka
(Hanpumep, chusuydeckoe pasdeneHue, Mapkupoeka, WmpUxkoObil, 31EKMPOHHOE MECMOrONOXEHUE).

7.5.1.3 YnpaeneHue uameHeHUsMU

7.5.1.3.1 OpeaHu3sayus 0omkHa pa3pabomamb, ymeeplumb U UCMONb308aMb OOKYMEHMUPOSAHHYIO
npouyedypy 0ns aghchekmusHOL cucmembl yrnpasneHus UsMEeHEeHUAMU, eKkmodarouwell cpasHUuMenbHYy OUSHKY
pucka (puckos), ces3aHHbIX ¢ npednasaemMbiMu USMEHEHUSMU, KOmopbie MOo2ym oKa3ambe MomeHYuansHoe
s/lussHUE Ha Ka4ecmeo rnocmaernsemol npodykyuu.

7.5.1.3.2 B npouecce cpasHumernbHOU OUEHKU 6nUAHUS USMEHEHUS Ha Ka4ecmeo npodykuyuu OomkHa
6bimb onpedeneHa Heobxodumocme eanudayuu unu noemopHol eanudayuu.

7.5.1.3.3 Mpouedypa ynpaeneHus usMeHeHUsMU opeaaHu3ayuu 0omkHa obecnedusame ¢hopMUpOsaHUe
dononHumenbeHbIx 0aHHbIX, 0eMOHCMPUPYIOWUX, YMO U3MEHEeHUs npusedym K npoussodcmey npodyKuuu xe-
naemoeo Kadecmea u 6e3onacHocmu, coomeememayrowux ymeepxoeHHol crneyugukayuu.

7.5.1.3.4 OnpedenerHbie nodpadderneHus OOMMKHbI UMEMb MOTHOMO4YUS U HECMU 0MeemcemeeHHOCMb
3a ymeepx0eHUs1 UBMEeHEeHUL. YmeepxOeHHbIe U3MEHeHUSs O0MKHbI 8HEOPSMBCA HE 6ECKOHMPOIBHO.

7.5.1.4 KoHkpemHbie mpeboseaHusi K cmepuibHOCMU NepeuUYHbIX yrakoeo4HbIX Mamepuarnos

OpezaHu3ayus 0omkHa eecmu 3anucu (cm. 4.2.4) 0 napamempax npoyecca cmepunusayuu, Komopbiii
ucnionb3oearncs 0nsg cmepunu3sayuu kax0old cepuu. 3anucu o cmepunu3sayuu 00mKHb! BbiMe Npocnexusae-
MbiMU 01151 Kax00i cepuu rnepeuyHO20 yrakogoyHO20 Mamepuarna.
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7.5.2 Banupgauusa npoueccoB NpoM3BOACTBa U 06CnyXnMBaHuA

MCO 9001:2008, CuctemMbl MEHEKMEHTA KayecTBa — TpeGoBaHusA

7.5.2 Banugaumsa npoueccoB NPpOM3BOACTBA U OOCITYKUBAHUA

OpraHusauusi 4OmMKHA BanMAaupoBaTh NMobble NpoLecckl NPOM3BOACTBA U 0BCNYXMBAHUSA, Pe3ynbTaThl
KOTOPbIX HE MOTYT ObITb BEPUMLUPOBAHLI MOCNEAYIOLUM MOHUTOPUHIOM UIU U3MEPEHUAMU, U3-3a YEro
HeJoCTaTKn CTAHOBATCS OYEBUAHBIMU TONBKO NOCME HaYana uCnonb30BaHUA NPOAYKLMM UNK Nocne npeao-
CTaBNeHus ycryru.

Banupauus gomkHa npoaeMOHCTPUMPOBaTbL CNOCOBHOCTb STUX NPOLECCOB AOCTUrATL 3annaHupoBaH-
HbIX PE3yNLTaToB.

OpraHusauus gomkHa paspaboraTtb MEPONPUATUA MO 3TUM MpoLeccaM, B TOM YMCNe, eCnu 910 npu-
MEHUMO:

a) onpeferneHHbIE KPUTEPUN ANA aHanu3a u yTBEPXKIEHUs NPOLECCOB;

b) yTBEepxxaeHue cooTBeTCTBYIOLLEr0 060pYyA0BaHNUA U KBanudukaLmm nepcoHana;

C) UCMONb30BaHUE KOHKPETHLIX METOAOB U NpoUeayp;

d) Tpe6oBaHus k 3anncsam (CMm. 4.2.4);

€) NOBTOPHYIO Banuaauuio.

7.5.2.1 Opeanru3sayus domkHa udeHmuchuyuposamb NPoUEcChl, Kpumudeckue 0ns obecrnedyeHus: Ka-
yecmea, 8 pamkax ceoeli 0esmenibHOCMU, 8 4aCMHOCMU Me, KOMOpPbIe 8IIUSIOM Ha Kayecmeo nepeudHbIX
ynakoeo4HbIx Mamepuanos. KoHmporsb 3a mobbiMu U3 3MuX poyeccos, pesysibmam KOmopbiX He Moxem
6bimb sepughuyuposaH nocpedcmeom nocnedyrouweeo MOHUMOPUHaa unu usmepeHus, ormkeH 0eMoHempu-
posambcs nymem sanudayuu u O0KyMeHmMuUpoeambCs.

7.5.2.2 []na onpedeneHus moz0, kakue npouecck! Kpumu4Hbel 0ns obecrnedyeHus: kadecmea, u cmerneHu
sanudayuu, Heobxodumoli Ons demoHcmMpauuu ynpasneHus smumu npoyeccamu, UCrob3yemecs OUeHka
pucka. AHanu3 pucka 0ormxeH 6bimb ces3aH co ceoticmeamu npodykuuu, onpedensaiouuMU ee Ka4ecmeo.

7.5.2.3 ObopydosaHue, uHxeHepHbIe cucmembi U cpedcmea npoussodcmea, ucnonb3yemblie 0ng npo-
uzeodcmea nepsuUYHbIX YNaKkoeoYHbIX Mamepuanos, 00/mKHbI MPoxodume eepugukayuio U (Unu) keanuguka-
yuro/eanudayuro 8 coomeememeuu ¢ OOKyMEeHmMuposaHHoU oyeHKoll pucka.

7.5.2.4 Bepugpukayus u (unu) keanuguxayus/eanudayus G0mxHbl npoeodumbCs npu 603HUKHOSEHUU
CyuIeCmeeHHbIX U3aMeHeHull 8 cpedcmeax npoussodcmea, 0bopydosaHuu U Npoyeccax, Komopbie Mo2ym ro-
enusmb Ha Ka4ecmaso npodyKyuu.

i pumedyaHue — VnpaeneHue UsMeHeHUsMU ripoyecca eanudayuu sensiemcsi Yacmbio MOAUMUKU ynpaeneHus
U3MeHeHUaMu opeaHusaluu.

7.5.2.5 Hackonbko amo yenecoobpasHo, eanudayus moli unu uHol npodykyuu G0/mKHa nposooumscs
10 coaf1acosaHulo ¢ nompebumenem.

7.5.2.6 Pesynbmambi sanudayuu 00mkHbl peaucmpuposambcs (oM. 4.2.4). 3anucu o eanudayuu 00mx-
HbI COXPaHAMbCS Ha NMPOMKXEHUU 8Ce20 CPpOKa Criy»x0bbl 060pydoeaHus u npoyecca u ewie 8 meyeHue dsyx
niem niocne cnucaHus o6opydoeaHus unu no 002080PEHHOCMU € rnompebumernem.

7.5.2.7 B omHowieHuu rnpoepaMmMHO20 06ecredeHus, UCToNb3yemMoe0 8 npoyeccax, Kpumudeckux 0ns
obecneyeHusi kadecmea, 00MmKHbI MPO8OOUMbBCA (DYHKUUOHAIbHbIE UCTbIMaHus 6 60CmarmoyHoM Konuye-
cmee u 8 coomeememeyrouiux ycrnosusax 0515 eepughukayuu rnpocrexueaemocmu, moYyHocmu nepedaqu u co-
XpaHeHus1 0aHHbIX. Cucmema 00mkHa NPoeepamMbCs, Hanpumep, rnymem 68o0a rnpaesusibHbIX U HerpasuslbHbIX
OanHbix Oris onpeoderneHus nNPocexueaemMocmu, IMo4YHocmu rnepedayu u coxpaHeHus 0aHHbIX unu 3anuced.

7.5.2.8 Pesynbmambi 0aHHbIX ucnbimaHuli u npoeepok GOImKHbI peaucmpuposambcs (cM. 4.2.4).

7.5.2.9 3nekmpoHHble 3anucu OO/mMKHbI COXPAaHAMbCA U 3awjuwamscs om nomepu u cry4atiHo2o
nospexoeHuss u OOIDKHbI XpaHUMbCs & chopme, dornyckaowell 80ccmaHoearieHue; ecru 3mo Hee03MOXHO,
G0ImKHBI COXPAHSIMbLCS BYMaXXHbIE IK3eMIIsPbl 8 medeHue 08yx nnem rocne crnucaHus 0bopydosaHus umnu no
dozoeopeHHOCMU ¢ nompeéumenem (cm. 4.2.4.1).

MpumeyaHue — J[ononHumensHble 0aHHble, Kacatowuecs 3awumsl aHHbIX, MeHedXMeHma u sanudayuu
npozpammHozo obecreqeHus, npueedeHsbl & [27], [32] u [33].

7.5.2.10 [Mpu aymcopcuHee noboeo npouyecca, Kpumuuyeckoeo 0515 obecredyeHus Kkadecmesa, opaaHu3a-
yus 6omkHa y6edumescs 8 MOM, 4mo IPoyecc omeeyaem mpebosaHusiM HacCmoAWeeo cmaHdapma.

7.5.2.11 Ecnu cmepunu3ayus sensemces o6s3amesbHol, opeaHu3ayus 00mKHa paspabomams U ymeep-
Oumb O0KyMeHMUpPOsaHHbIe npoyedypbl o sanudayuu npoyeccos cmepunusayuu. fNpoyeccsl cmepunusauuu
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OormkHbI npolimu eanudayuio 00 rnepeoHa4aibHO20 UCMOIb308aHUs U rnepuodu4ecKu npoxodums nosmopHyo
sanudayuto. [JormkHbI COXpaHambCs 3anucu pesyssmamos eanudayuu npoueccos cmepunusayuu (cm. 4.2.4).
Cwm. cmanOapmel UCO 11135, MCO 11137-1 unu ACO 11137-2.
7.5.2.12 B mowm criyydae, ecriu cmepurnu3ayus sienaemecsi obssamernbHol, op2aHusayus 0oimkHa nodeepe-
HYMb NepeuYHbIe yrakoeoyHble Mamepuarbl 8anuduposaHHOMY MPOUECCY crmepunu3ayuu u 3apesucmpupo-
8amb 6Ce KOHMPOJIbHBIE fapamempal rpoyecca cmepunu3ayuu. lNpu aymecopcuHee npoyecca cmepunusauyuu
opeaHu3ayus dormkHa ybedumbcs 8 MOM, 4Mo NPoUecc omeedaem mpeboegaHusm Hacmosweeao cmaHdapma.
Cm. cmanOapm UCO 14937.
7.5.3 UpeHTUhMKaLMA M NpocrieXXmBaeMocTb

MCO 9001:2008, CucteMbl MEHEeKMEHTa kKayecTBa — TpeGoBaHUA

7.5.3 WgeHTudmkauma n npocrnexmBaemMocTb

Ecnu ato uenecoobpasHo, opraHusauusi 4ormkHa MAEHTUULMPOBATL NPOAYKLMIO C MOMOLLBIO COOT-
BETCTBYIOLLVX CPEACTB Ha BCEX CTAAMSAX €€ KU3HEHHOIO LMKna.

OpraHusauus AomkHa uaeHTUUUUPOBAaTb CTaTyC NPOAYKLMM MO OTHOLLEHUIO K TpeBoBaHMAM MOHUTO-
pVHra u U3MEePEHUIi Ha BCEX CTAAUSIX €€ XKM3HEHHOTO LMKNa.

Ecnu npocnexviBaeMocTb siBNaeTcs 06s3aTenbHON, TO OpraHu3auus AOMMKHa yNpaBnaTh YHUKANbHON
naeHTudukayuein Npoaykummn u nogaepxmearb 3anucu B paboyeM coctosiHum (Cm. 4.2.4).

MpumevyaHne — B psge oTpacneil NPOMBILNIEHHOCTH MEHEIXMEHT KOHUrypauun sBRsieTcs CpeACcTBOM
noaAepxaHua ULeHTUDUKALAN U NPOCTIEXNBAEMOCTH.

7.5.3.1 OpzaHu3zayus 0omkHa pa3pabomamp u noddepxuseams CUCMEMy NPOCIIeXuUsaHus ecex npous-
800CMBEHHbIX Mamepuanos om UCMOYHUKa rosly4eHus 00 XU3HEHHO020 yukna npodykyuu ¢ onpedeneHuem
macwimaba npocrexusaHusa u mpebyembix 3anucell Ha 0CHose OUeHKU pucka (cm. 4.2.4, 8.3 u 8.5).

7.5.3.2 3anucu o npoussodcmee cepuu O0rmKHbI 6biMb 0603HaYEeHb! YHUKalIbHbIM HOMEPOM cepuu unu
udeHmughukalyuOHHbIM HOMEDOM.

7.5.3.3 JorxHbl coxpaHambCs 3anucu 06 ucrosb3oeaHuu 0bopydosaHus, Kpumudeckozo 0115 obecrie-
YeHust Kadecmea (cm. 4.2.4). [aHHble 3anucu GOJDKHbI MakKxXe KmoYamb UHpopmMayuio 06 oqucmke u mex-
HU4YeCKOM 0bcryKueaHuu Hapady ¢ npou3deodcmeeHHbIMU onepauusamu. Pabombl o mexHu4eckomy obcny-
JKusaHuo 00rmKHbI OOKYMEHMUPO8amMbCs U NMPocnexusambcs 00 KOHKPeMHOU npou3so0cmeeHHOU onepayuu
unu eduHuybl 06opydosaHus.

7.5.3.4 OpeaHusayus OomkHa paspabomamb, ymeepOumb U noddepxuseamb OOKyMEHMUPOB8aHHbIE
npouedypei ¢ yenbio obecnederus udeHmughukayuu u omoeneHus om HopmarnsHol npodykyuu eo3spauiae-
MbIX Op2aHu3ayuu nepeudHbIX ynakoeo4HbIX Mamepuaros (Hanpumep, 0518 rnosmopHoli obpabomku e coom-
8ememeuu ¢ ycrmaHoeneHHbIMU mpebosaHusamu).

7.5.4 CoGCTBEHHOCTb NOTpedOuTENSA

MCO 9001:2008, CucteMbl MeHeKMEHTa KayecTBa — TpeboBaHUA

7.5.4 CoOGCTBEHHOCTb noTpeduTens

OpraHusauusi 4omKHa NposiBnsATb 3a00Ty 0 COOCTBEHHOCTU NOTpebuTens, noka oHa HaxoaAwuTCs Noj
ynpasneHnem opraHu3auumn unu ucnoneyetca er. OpraHusauus A0mKHa UAeHTUULMPOBaTL, BEpUdULU-
poBaThb, 3aLUMLLATE U COXPAHATbL COOCTBEHHOCTL NOTPEOUTENS, NPEAOCTABNEHHYIO ANA UCNONL30BAHMSA UMK
BKIIIOYEHUS B NPOAYKUMIO. Ecnu COBCTBEHHOCTL NOTPEObUTENSA yTepsHa, MOBPEXAEHA WMU NPU3HAHA He-
NPUroAHON ANS UCMOSNb30BAHUS, OpraHu3aumsa JoJhkHa M3BeCTUTL 06 9TOM NoTpebutens u noaaepxuBaTh
3anuncu B aKkTyanbHOM COCTOAHUM (CM. 4.2.4).

M pumMmedaHne — CobcTBEHHOCTD I'IOTpe6VITeJ'IF| MOXET BKIto4aThb B cebs UHTENNeKTyanbHyr CcOBCTBEHHOCTb
1 cBeeHUA NMNYHOro Xapakrepa.

7.5.5 CoxpaHeHue npoayKuum

MCO 9001:2008, CucteMbl MEHEeKMEHTa KayecTBa — TpeGoBaHuA

7.5.5 CoxpaHeHue npoayKuumn

OpraHusauusi 10MKHA COXPaHATb NPOAYKLMIO B X0A4e BHYTPeHHe 06paboTku 1 B npoLecce NoCTaBKu K
MECTY HazHa4YeHusl B LENAX NOAAEPKAHMSA ee COOTBETCTBUS YCTAHOBMNEHHbIM TpebGoBaHusamM. Ecnin aTo npu-
MEHMMO, COXPaHEHUE NPOAYKLMKU AOIMKHO BKMNOYaTh B cebs maeHTudmKaumio, norpy3o4yHo-pasrpy3oyHblie
paboThbl, yNakoBKy, XpaHeHUe n 3awuty. TpeboBaHne COXpaHEeHUs AOMKHO ObITb TaKke NPUMEHEHO U K CO-
CTaBHbLIM YacTAM NPOAYKLUUM.
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7.5.5.1 OpeaHusauyus 0omkHa paspabomame u noddepxusams cucmemMy KOHMPOIs NPodyKyuu ¢ oepa-
HUYEHHbIM CPOKOM XPaHeHUs unu mpebyioulyto 0cobbix ycrosull XxpaHeHus. Takue 0cobble ycrnosust XpaHe-
HUs G0MmKHbI KOHMPOSIUPOBaMbCS U peaucmpuposamscs (M. 4.2.4). Cpoku xpaHeHus: 00imkHbI 6biMb 060CHO-
8aHHbIMU.

7.5.5.2 Mpodykuyusa OomkHa b6bimb 4Yemko obo3HadeHa, pa3denieHa u OomkHa rodnexamb omeem-
CMEBEHHOMY XPaHEeHUI0, @ makxe 0ormkHa bbimb 3aljuweHa om noradaHus MOCMOPOHHUX 8€UIECME UNU KOH-
mamuHayuu. Ynakoeka, ucnonb3yemas 0ns nonydeHus u codepxaHus npodykyuu, dormkHa 6bimb quecmol u
npueolBHoli dna npumeHeHus. lNocmasku 00IKHbBI CONPosoxdamees coomeememsyrowjeli 0oKymeHmauyued.
HokymeHmauus Ha nocmasky 00/mkHa coomeemcemsosams KOHKPemHol cepuu.

7.5.5.3 B cniyyae nosmopHOe20 ucnonb308aHuUsi KoHmMelHepos 01 ynakosku rnpeduiecmeyrouue apibl-
KU 00mkHbl 6bimb ydaneHbl unu Hadnuecu Ha Hux cmepmbl. KoHmeliHepbl G0/KHb! Obimb YUCMbIMU UNU MPO-
B8EPEHHbBIMU Ha Yucmomy e coomsemcemeuu ¢ QOKyMeHmuposaHHOU npoyedypodl.

7.5.5.4 B cnyqae Heobxodumocmu Ha apribike 00iDKHbI Obimb YKa3aHbl U OO/KHbI! 8bINOMIHAMbLCSA 0CO-
6ble yornogus mpaHCernopmuposKU Unu XpaHeHUs1 NepeudHbIX ynako8oYHbIX Mamepuarsos.

7.6 YnpaBneHue o6opyaosaHuemM Ofisi MOHUTOPUHIA U USMepPeHuUsa

MCO 9001:2008, Cuctembl MEHeKMEHTa kKayecTBa — TpeboBaHuA

7.6 YnpaeneHue o6opygoBaHueM Ansi MOHUTOPUHIa U U3MepeHus

OpraHusauusi 40/MmMKHa onpeaenuTb MOHUTOPUHT U U3MEPEHUS, KOTOPbIE NPEACTOUT OCYLLECTBAATb, a
TaKkKe obopyaoBaHWe ANA MOHMTOPUHTA U U3MEPEeHUN, HeobxoaumMoe Anst oGecneyeHms CBUAETENbLCTBA
COOTBETCTBUA NPOAYKLUN YCTAHOBNEHHbBIM TPEOOBAHNUAM.

OpraHu3auusi 4OMKHA YCTAHOBUTb NMPOLECCHl Ans obecneyeHuns Toro, 4To6bl MOHUTOPUHT U U3Mepe-
HUSI MO GbITb BbINOMHEHbI U B A€ACTBUTENLHOCTM ObINM BLINONHEHLI B COOTBETCTBUM C TpebOBaHUAMM
K HUM.

Mpu HeobxoaumocTu obecnedeHuss NoMy4eHUs JOCTOBEPHBIX PE3YNbTaTOB U3MEpPUTENbLHOE 000pyao-
BaHWE AOMXKHO:

a) ObITb OTKaNUOpPOBaHO M (MNM) NOBEPEHO B YCTAHOBMEHHbIE NEPUOALI UMK NEpea ero NPUMEHEHUEM
C MCMONb30BAHMEM 3TANOHOB, MPOCIEXUBAEMbIX 40 MEXAYHAPOAHBLIX UMM HALMOHANbHLIX 3TanoHos. MNpu
OTCYTCTBUU TaKMX 3TANOHOB OCHOBA, UCNONb30BaHHAA ANA KanMbpoBKM MNW NOBEPKU, AOIDKHA ObITb 3ape-
rmcTpuposaHa (cm. 4.2.4);

b) BbITb OTperynupoBaHo Unu NOBTOPHO OTPEryNUPOBAHO NO Mepe HeOOXOAUMOCTH;

C) UMETb UAEHTUDUKATOP B LIENSAX YCTAHOBINEHUS cTaTyca KanmbpoBKu;

d) umeThb 3aLuTy OT PerynupoBOK, KOTOPbIE caenanu 6l HEAOCTOBEPHBLIMU PE3ynbTaThl U3MEPEHNS;

) ObITb 3aLUMLLEHHbIM OT NMOBPEXAEHNUA U NOPYM B X04E 0BpalleHus, TEXHUYECKOro 06CNYXUBaHUS U
XpaHeHus.

Kpome Toro, opraHusaums JO/mKHa OLEHWUTb U 3aperucTpupoBaTtb AOCTOBEPHOCTb NPeabiaywux pe-
3ynLTaToB U3MEPEHUS, ECNN BbISIBIIEHO, YTO 0O60PYAOBaHUE HE COOTBETCTBYET TpeboBaHnaM. OpraHusauuma
[JOIKHA NPefnpUHSTL COOTBETCTBYIOLLEE AENCTBUE B OTHOLLEHUM Takoro obopyaoBaHusi U nobon 3aTpo-
HYTOW NPOAYKLIUW.

3anucu pe3ynsTaToB KanubpoBKK U MOBEPKN AOMKHbI NOAAEPKUBATLCA B paboyem COCTOAHUM (CM. 4.2.4).

Ecnv npu MOHUTOPUHIE U U3MEPEHMN YCTAHOBNEHHbIX TPeBOBaHMIi MCMONbL3YIOT NporpaMMHoe obecne-
YyeHue, ero cnocoGHOCTb YAOBNETBOPATE NpeanonaraeMoMy NPUMEHeHUI0 NPeaABapUTENbHO A0MKHA ObiTb
noaTBepXAEHa U NOBTOPHO NOATBEPXAEHA NO Mepe HeoBXoaANMOCTH.

MpumevyaHune — TloaTBepX)AEHNE COOTBETCTBUA KOMMBIOTEPHOrO NporpamMHoro obecneveHnst npegnonarae-
MOMY MPUMEHeHUI0 0GbIMHO NpeycMaTpUBaET ero BepudUKaLnio U MEHELXMEHT KOHUrypaLmm B Liensx nogaepxa-
HWA ero NPUro4HOCTW AJA UCTONb30BaHNS.

7.6.1 JomxHbi npo8odumbCs peaynapHbie pesucmpupyemMblie UCrbimaHus asmomMamu4ecko20 KOH-
mposnbHo20 06opydoeaHus ¢ Haepy3skol (Hanpumep, ucnbimanus 100 % ¢chomokamepHbIX UHCIEKYUOH-
HbIX cucmem u cHyumbleamenell wmpuxko0oe) 01 NPoeepPKU NOCMOAHHOU hyHKYUOHaIbHOU npu200-
Hocmu.

7.6.2 VicnbimameribHoe 06opydosaHue, ucrnonb3yemoe 0na onpedesnieHus npuemnemMocmu UCXo0HbIX
Mamepuarios, Kpumudeckux 01151 06ecrnedeHus Kadecmaea, rnpomMexxymouHol/obpabamsieaemoli unu 20moeol
npodykyuu, O0/BKHO Kanubposambcs unu 00/mKHbI NPosodumbcs 00NonHUMENbHbIE KeanuguKalyUuOHHbIE UC-
nbimaxus rno mepe Heobxodumocmu.
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8 UamepeHune, aHanu3 u ynyJieHue

8.1 O6wWwuMe nonoxeHus

MCO 9001:2008, CucteMbl MEHEKMEHTa kauecTBa — TpeGoBaHUA

8.1 O6wume nonoxeHua

OpraHusauua [OKHa MNaHMpoBaTb U BHEAPATb MPOLIECCHI MOHUTOPUHIA, M3MEPEHUA, aHanu3a u
ynyudLIeHusl, HeobxoanMble Ans:

a) AeMOHCTpaLun cooTBETCTBMA TpeBoBaHNAM, NPeabABNSAEMbIM K NPOAYKUNN;

[JaHHoe mpe6osaHue OMHOCUIMCS KaK K MPOMEXymoyHoli npodyKuul, mak U K epeuyHbIM yrnakoeoy-
HbIM Mamepuarnam.

b) oGecneyeHns COOTBETCTBUA CUCTEMbI MEHEAXKMEHTA KAa4eCTBa;

C) NOCTOAAHHOTO NOBbILIEHNUS IPPEKTUBHOCTU CUCTEMbI MEHEIXKMEHTA KauecTBa.

YKasaHHas 4eATenbHOCTb JOSHKHa BKIoYaTh B ce0s onpeseneHue npumMeHUMbIX METOA0B, B TOM YuCHe
CTaTUCTUYECKMX, U CTEMEHb UX UCMNONb30BaHUS.

8.2 MOHUTOPUHT 1 U3MepeHune

8.2.1 YOoBneTBOPeHHOCTb NoTpeduTtenen

MCO 9001:2008, CuctemMbl MeHeKMEHTa KayecTBa — TpeboBaHuA

8.2.1 YOOBnNeTBOPEHHOCTb NOTpeduTenen

B kayecTBe 04HOrO U3 CNOCOGOB M3MepeHust paboTbl CUCTEMbI MEHEDKMEHTA KauecTBa opraHusaums
A0IMKHA NPOBOANTE MOHUTOPUHT MHEPOPMAaLUK, KACaloLLEHCs BOCNPUSATUS NOTPEOUTENEM BbINOIHEHUS Op-
raHu3auuein ero TpebosaHuit. [JomkHbl ObiTb ONpeaeneHbl METOAbI MOMNYYEHUS U UCTMONb30BAHUS AAHHON
nHdopMaLumu.

MpumeyaHne — MOHUTOPUHI BOCNPUATUAS NOTPEOUTENSIMM MOXET BKIoyaTk B cebs nonyveHue uHpopma-
LIMN U3 TaKUX MCTOYHUKOB, KaK MCCNeAOBaHWUS YAOBNETBOPEHHOCTU NoTpebuTtenei, aaHHble oT noTpebuteneii o kave-
CTBE MOCTaBMNEHHOW MPOAYKUMK, MCCNEAOBaHUS MHEHWUI Nonb3oBaTenei, aHanus oTToka KIMeHToB, GnarogapHocTy,
NPETEH3UM NO rapaHTUitHbIM 06a3aTeNbCTBaM U OTYETHI pacnpocTpaHuTenei.

8.2.2 BHyTpeHHuI ayauTt

MCO 9001:2008, Cuctembl MeHeKMeHTa KayecTBa — Tpe6GoBaHua

8.2.2 BHyTpeHHuI ayauT

OpraHu3auus AomkHa NPpOBOAUTL BHYTPEHHUE ayauTbl (NPOBEPKK) Yepes 3annaHupPOBaHHbIE UHTEPBa-
bl BPEMEHU B LIENSAX YCTAHOBMNEHUS TOTO, YTO CUCTEMA MEHEA)KMEHTA KayecTBa:

Q) COOTBETCTBYET 3annaHUpPOBaHHbIM MeponpuaTuaM (7.1), TpeboBaHWUAM HacTosILEro ctaHgapra u
TpeboBaHMAIM K CUCTEME MEHEMKMEHTa KayecTBa, paspaboTaHHbIM opraHusauuei, u

b) acbpekTMBHO BHEAPEHA U NOAAEPKUBAETCA B paboyeM COCTOSIHUM.

Mporpamma ayauToB (NPOBEPOK) AOIDKHA MIAHMPOBATLCA € YYETOM CTaTyCca U BaXXHOCTM NPOLECCOB U
y4acrkoB, NOANEXALLUMX ayAUTY, a Taloke pesynsratoB npeabliayLumx ayautos. Kputepum, obnacrs npume-
HEHUs1, YacToTa U METOAbl ayAUTOB AOMKHbI ObITh onpeaeneHsl. Boibop ayauTopoB 1 NnpoBeaeHue ayauTtoB
JOmKHbl 00ecneunBaTb 0OBLEKTMBHOCTL U BECNPUCTPACTHOCTL NpoLecca ayauTa. AyauTopbl HE AOIDKHbI
npoBepsiTb CBOIO COOCTBEHHYIO paboTy.

HomxHa ObiTh pa3paboraHa u yTBepxaeHa 0KyMEHTMPOBAHHAA npoueaypa Ans onpefeneHus oTBeT-
CTBEHHOCTU U TpebOBaHWIA, CBSA3AHHBIX C NIIAHUPOBAHMEM U NPOBEAEHUEM ayaAUTOB, BEAEHMEM 3anucen u
COCTaBINEHMEM OTHYETOB O pe3ynkrarax.

3anucu 06 ayautax M ux pesynbrarax AOMKHbl NMOAAEPXKMBATLCA B aKTyarlbHOM COCTOSIHUM
(cm. 4.2.4).

PykoBOACTBO, OTBETCTBEHHOE 3a NpOBepsieMble 06nacTu AeATenbHOCTU, AOMKHO 06ecneunTb, YTOObI
BCE HEOOXOAUMbIE KOPPEKLMM U KOPPEKTUPYIOLLIME AEWCTBUSA NpeanpuHMManucb 6e3 U3nuiuHen oTcpou-
KM Ans yCTpaHeHWs 0OHapYXXeHHbIX HECOOTBETCTBMIA M BbI3BABLLMX UX NpuuuH. [ocneaylowme AencTBua
OOIDKHbI BKIIOYaTh B ce65 BepudmkaLmio NPUHATLIX MEp U OTYET O pe3ynbratax Bepudukauumm (cM. 8.5.2).

MpuMmeyanue — Cm. ctangapt NCO 19011.
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8.2.3 MOHUTOPUHT U U3MepeHue NpoLeccoB

MCO 9001:2008, CuctemMbl MEHEKMEHTA kayecTBa — TpeGoBaHusA

8.2.3 MOHUTOPUHT U U3MepeHUe NpoLeccoB

OpraHusauma A0mkHa UCMNomnb30oBaTb NOAXOAALLME METOAbl MOHUTOPUHIA U, FAe 3TO NPUMEHUMO, U3-
MEepEeHUst NPOLIECCOB CUCTEMbI MEHEIKMEHTA KayecTBa. STU METOAbl AOIMKHbI AEMOHCTPUPOBATL CNOCOB-
HOCTb NPOLIECCOB AOCTUraThb 3annaHWpPOBaHHbIX Pe3ynbLTaToB. ECnu 3annaHnpoBaHHbIE pe3ynsraThbl He [0-
CTUraloTCA, TO AOMMKHbI NPEANPUHUMATLCA HEOOXOAUMbIE KOPPEKLMM U KOPPEKTUPYIOLLME AENCTBUS.

M puMedyaHne — I'IpM onpegeneHnn nogxoaAawmnx MeTogoB opraHu3auma OJKHa y4uUTbiBarb TUN U obbeM
MOHUTOPWUHra nnun VI3MepeHI/II7I, noaxo4AWmnx Ana Kaxgaoro U3 Takmx npoueccos, B OTHOWEHUU UX BIIMAHUA Ha COOTBET-
cTBne TpeGOBaHMHM K NPpOoAYKUUKN N Ha pe3ynbTaTUBHOCTL CUCTEMblI MEHEAXMEHTa KayecTBa.

Cnyx6a kadecmea 0oimkHa obecriedusamsb rnposedeHue paccredosaHust, ycmpaHeHus u OOKyMeHmu-
poeaHus omknoHeHull, Kpumu4deckux 0r1a 0becrneyeHus1 Ka4ecmea.
8.2.4 MOHUTOPUHT U U3MepeHune npoayKuuu

MCO 9001:2008, CucteMbl MEHEKMEHTA KayecTBa — Tpe6oBaHus

8.2.4 MOHUTOPUHI U U3MepeHue NPpoayKLUUN

OpraHusauust 4omKHa OCYLLECTBMATbL MOHUTOPUHI U M3MEPATb XapaKTePUCTUKM NPOAYKLUMKU B LIensx
Bepudmkauum cobnogeHus TpeboBaHuii, NpeabABNsSeMbIX K NPOAYKUMKU. STO JAOIDKHO OCYLLIECTBNATLCA HA
COOTBETCTBYIOLUMX CTaAMUAX NPOLIECCa XXM3HEHHOro LMKNa nNpoAyKUuKU COrnacHo 3anfaHMpoBaHHbIM Mepo-
npuaTUAM (CM. 7.1).

CeuaeTenbLCcTBa COOTBETCTBUS KPUTEPUSAM NMPUEMMNEMOCTU AO0SDKHBI NOAAEPHUBATLCA B pabouem co-
CTOSIHUM.

B 3anucsax gomkHo(bl) 6bITh YKa3aHo(bl) nMUUO(a), yTBepauBLUEE(ME) BbINYCK NMPOAYKLMU ANS AOCTaBKM
notpeburento (cm. 4.2.4).

BbINyck npoaykuum 1 NpeaocTaBneHue ycnyrm notpebuTenio He A0MKHbI OCYLLECTBIATLCA 10 TEX NOP,
noka BCe 3annaHupoBaHHbIe AENCTBUSA (CM. 7.1) He OyayT yaOBRNETBOPUTENbLHO 3aBEPLLEHbI, ECNU COOT-
BETCTBYIOLUMM MOSTHOMOYHbLIM JIULIOM USIM OPFraHOM W, TA€ 3TO NPUMEHUMO, NOTPEOUTENEM HE YTBEPXKAEHO
WHOE.

8.2.4.1 Pe3ynbmambi 3a npedenamu crieyughuxkayuli

Jhoboli pesynbsmam 3a npedenamu crneyuguxkayuti 0omkeH paccriedosambesi 8 coomeememasuu ¢ 0o-
KymeHmuposeaHHo U npoyedypod, a rnosy4eHHble 0aHHblIe G0/mKHbI peaucmpupoeamscsi (CMm. 4.2.4).

8.2.4.2 Bx0OHOU KOHMPOIb U 8X00HbIEe UCMbIMaHUs

HomkHbl 6bimb paspabomaHbi U ymeepx0eHb! U OO0mKHbI 8bITONHAMbBCS mpeboeaHus 0ns ecex uc-
nonb3yembix mamepuanos. Mocmynaroujue mamepuarnsl 00MmKHbI KOHMPOIUPO8aMbCsl UMU UHbIM 06pa3om
posepamMbCs Ha coomeememeue ycmaHoeneHHbIM mpeboeaHusIM.

8.2.4.3 BHympunpou3eodcmeeHHbIl KOHMPOIlb

8.2.4.3.1 OpeaHu3sayus 0osmkHa 8 coomeememeuu ¢ mpebosaHusmu OOKyMEeHMUPOB8aHHbIX npouedyp
KOHMponuposame U UcrbiMbieamb rpodyKyuio 8 npouecce o6pabomku.

8.2.4.3.2 [lomxHbl bbimb onpedeneHsi npoyedypbi ombopa npob, obecriedusaioujue pernpeseHmamus-
HOCMb 06pa3yoe 0ns oyeHusaemoezo npoyecca. Obpasubl He cnedyem so3epawiams 8 NPoU3s0OCMEEHHYIO
30HY, ecnu OHU bbInu HanpaeneHb Ha 0maoernbHYI0 UCTIbiImamernbHYo rninouadky.

8.2.4.3.3 lMocne abixoda u3 cmpos 060pydosaHuUs unu He3arnnaHuposaHHoO i 0cmaHosku npoyecca 0on-
JXKeH bbimb nposedeH 0ononHUMenbHbIl 6HymMpUNPoU380d0CMeeHHbIl KOHMPOIb.

8.2.4.4 Brinyck cepuu

OpeaHu3sayusa 0omkHa eHedpumb Npoyecc ymeepx0oeHus ebirycka cepuu npodyxkyuu.

MpumeyaHue 1—/locmaekado ebiflycka CepuU MOXem 0CywecmensmsCs 10 coaaalleHuio ¢ nompebumenem.

Ecnu koHmponb 2omosoli npodykyuu sensemecs obs3amerbHbiM, Mo OH 0o/mkeH bbimb 3asepuieH 0o
sbinycka cepuu. [JomxHbl 6bimb onpedeneHbi npoyedypbl ombopa npob ¢ yenbio obecrnedeHus penpeseHma-
mueHOCMU 06pa3y08 o OMHOWEHUIO K oyeHusaemoli cepuu. Obpasubi He cnedyem so3spaujams 8 npous-
800CMBEHHYI0 30HY, €CIU OHU Obiiiu HanpaeneHe! Ha 0MOebHYI0 UCTIbIMAamernbHYyKo niouwiadky.

Ansa ebinycka cepuu 0ommkeH npoeodumbscsa aHanua 8oKkymMeHmauuu Ha cepuio.

lpumeyvyaHnHue 2— KoHmponb eomoegoli npodyKuuu Moxem He eKmodyame 8 cebs ece napamempsl, NpueedeH-
Hble 8 crneyuchbukayuu, 8 3agucuMocmu om cucmeMbl U cmpameauu yrpasneHus.
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8.2.4.5 ApxueHbie o6pa3ubl

ApxueHble obpa3subi 00rmKkHbI 6biMmb 0MobpaHbl 8 coomeememeuu ¢ mpebosaHUsIMU opeaHu3ayuu u
(unu) nompebumens.

8.2.4.6 [JaHHbie 0 npoudsodcmee U KOHMpone

o 3anpocy nompebumens unu eeo npedcmasumens 0aHHbIe 0 rPou3sodcmee U KOHMPoIe, omHocsawue-
C51 K NMpo0yKuuU (3a UCKIIOYEHUEM KOHgpuOeryuansHOU uHmernnekmyanbHoll cobcmeeHHOCMU opzaHu3ayuu),
OorkHbl 6bimb nipedocmasneHs! ¢ Uerbio eepuchukaluu moeo, 4mo npouseodcmeeHHbIl npoyecc, eHympu-
npou3sodcmeerHbIll KOHMPOIb U UchbimamernbHoe 06opydosaHue hyHKUUOHUPYOM Hadnexaujum 06pa3om.

8.3 YnpaBneHue HeCOOTBETCTBYHOLWEN NpOoAYKLUEN

MCO 9001:2008, CuctemMbl MEHEeAKMEHTa KayecTBa — TpeboBaHUA

8.3 YnpaBneHue HeCOOTBETCTBYHLWENW NpoayKunen

OpraHuzauusa aomkHa obecneunBatb UAEHTUAUKALMIO NPOAYKLUMKU, HE COOTBETCTBYHOLLUEN Tpebora-
HUAM, U yNpaBneHne el B Lenax npeaoTBpalleHus HenpeaHaMepeHHOro UCNonbL30BaHUs UM NOCTaBku
Takow npoaykuuu. JomkHa ObITh pa3paboTaHa u yTBepKaeHa AOKYMEHTUPOBaAHHAS npoueaypa Ans onpe-
AeneHnsa cpeacTs ynpaBneHns U COOTBETCTBYIOLLEN OTBETCTBEHHOCTU M NOSIHOMOYUI ANA AENCTBUI C He-
COOTBETCTBYIOLLUEN NPOAYKLMEN.

Ecnn npumeHnmo, opraHusanmsa gofmkHa npeanpuHMMarh B OTHOLLEHWWM HECOOTBETCTBYIOLLEN NPOAYK-
UMK OAHO UK HECKOJIbKO HMXKENEepe4YNUCneHHbIX ,Elel7ICTBVII7IZ

a) ycTpaHeHue obHapy>XeHHOro HeCOOTBETCTBUS,

b) caHKUMOHMpOBaHUE UCNOMNbL30BAHUSA, BbIMyCKA UMW NPUEMKN NMPOAYKUMUU, €CNK NMOJTyYEHO pa3speLue-
HWE OT COOTBETCTBYIOLLIETO NOSIHOMOYHOTO NULA UMW OpraHa u, rae 9To NPUMEHUMO, NOTpeduTens;

C) NpeaoTBpaLLeHne ee NepBoHa4YanbLHOro NPeanonaraeMoro NCNonb3oBaHNA UMW MPUMEHEHUS;

d) npeanpuHATME Waros, COOTBETCTBYIOLLMX NOTEHLMANbHBIM MU UMEOLLMMCS apheKkTaM HECOOTBET-
CTBUS, B TOM Cry4ae, eCnu HeCOOTBETCTBYIOLLAA NPoAYKLUMSA Obina BeIABNEHa Nocne nocTaBku unu Havana
UCMONb30BaHUS.

Mocne TOro kKak HECOOTBETCTBYHOLLAS NPOAYKLMA McnpasneHa, OHa 40MmkHa ObITb MOABEPrHyTa NOBTOP-
HOW Bepudukaumum anst NOATBEPXKAEHNA COOTBETCTBUSI TPEOOBAHUAM.

3anucu 0 xapaktepe HeCOOTBETCTBUI U NiOBbIX NOCNEAYIOLWMX NPeAnpPUHATLIX AEWCTBUAX, BKMoYas
nony4yeHHble pa3pelleHna Ha UCNoNnb3oBaHUE, BbIMYCK U T. M., AOJMKHbI NOAAEP>KUBATLCA B aKTyaribHOM CO-
CTOSAHUM (CM. 4.2.4).

8.3.1 Hecoomeemcmeyrowas npodykyus unu Hecoomeememeyrouwjue mamepuarnbi 00fkHbl nodeep-
2ambCsl KapaHMuHy 8 OulGaHUU NPUHAMUS PeweHUss 0 KOPPEKMUPYoWUX unu uHbix Oeticmeusix. Koada
udem peub 06 ucnipasneHuu nymem nepepabomku unu modugukauuu, crnedyem nposecmu u 3apeaucmpu-
posamb OUEHKY pucka jiiobo20 ompuuamesibHO20 enusHuUs nepepabomku Ha npoldykyuto (cm. 4.2.4 u 7.5.1).

8.3.2 Nepepabomka u (unu) modugbuxkayus O0IMKHbI MPO8OAUMbBCS 8 cOOMBemcemeauU ¢ AOKyMeHmMupo-
saHHol npouedypoli, komopas bbina ymeepx0eHa cryx6oll kasecmsa. Mpoyedypa nepepabomku OosmkHa
6bimb coenacosaHa ¢ nompebumenemM 8 MoM ciiydae, eciiu 3mo Aensemcs 02080PEHHbIM MPebosaHUEM.

8.3.3 Ecnu mamepuan 01 nepsudHol ynakosku 6bis1 npou3eedeH 8 ycriosusax YUcmbiX noMeuwieHut,
mobas nepepabomka 0osmKHa 0CyuiecmesisimbCs 8 MeX e yCrogusix.

8.3.4 JTioboe npednioxeHue o ebirlycke Hecoomsememayouieli npoldykyuu 00/MKHO OCyulecmensambcs
nocpedcmeom GOKYMEeHManbHo20 coanauwleHus, ymeepx0eHHo20 nompebumernem.

8.3.5 B crniyyae 3abpakosKku nepsu4dHble yrnakoeodHble mamepuaribl O0/MKHbI ymunu3uposamscs unu
YHUYMOXambcsl 8 coomsemecmeuu ¢ GoKyMeHmuposaHHol npoyedypod.

8.4 AHanu3 gaHHbIX

MCO 9001:2008, CucteMbl MEHeKMEHTa KayecTBa — TpeboBaHUA

8.4 AHanu3 gaHHbIX

OpraHusauusi 4omkHa onpeaensaTb, cobupaTb U aHanu3mpoBaTk COOTBETCTBYIOLLME AAHHbIE ANS Ae-
MOHCTpauun NPUroaHOCTU U PE3YNbTaTUBHOCTM CUCTEMbI MEHEAXXMEHTA KayecTBa, a Takke OLEHUBaAHUS,
B Kakou 06nactu BO3MOXHO MOCTOSIHHOE yryudlleHWne CUCTEMbl MEHEMKMEHTa KavyecTBa. JaHHble 4OMKHbI
BKMIOYaTh B ce0a MHOopMaLuio, MONyYEHHYIO B pe3ynbTate MOHUTOPUHIA U U3MEPEHUSA U U3 APYrMX Noa-
XOAALLMX UCTOMHUKOB.
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AHanu3 JaHHbIX AOIDKEH NPEACTaBNATb MH(POPMAaLMIO, KACaloLLYIOCS:

a) yaoBneTBOpeHHOCTU notpebutenen (cm. 8.2.1);

b) cooTBercTBUSI TPEBOBAHMAM K NpoAykuuK (CM. 8.2.4);

C) XapaKTepuCTUK 1 TEHAEHLUMIA NPOLECCOB U NPOAYKLUW, BKMIOYAss BO3MOXXHOCTU NPOBEAEHUA npeay-
npexaatoLwmx AencTeuin (cM. 8.2.3 n 8.2.4);

d) noctaBLUMKOB (CM. 7.4).

Opearu3sayus domkHa paspabomams, eHeOpums u noddepxuseame O0KyMeHMUPOeaHHbIe npouedypbl,
skrodas mpeboearusi K aHanu3y 0aHHbIX, Orisl 8bisSIIIeHUST CYUEeCMBYIOWUX Uu NoMeHUUarbHbIX MPUYUH
8blrycKka Hecoomeemcmeyrowieli npolykyuu unu opyaux npobrieMm Kkadecmea.

8.5 YnyyweHue

8.5.1 MocTonAHHOE ynyyYlleHue

NCO 9001:2008, Cuctembl MEHEDKMEHTA KayecTBa — TpeGoBaHuA

8.5.1 NMocTosiHHOE yryyvlueHue

OpraHn3auus [0rpKHA NOCTOSIHHO NOBbILATL IPMEKTUBHOCTL CUCTEMBI MEHEXKMEHTA KavyecTBa no-
CpeaACTBOM UCNONb30BAHUA MONUTUKM U Lienel B 00nacTu ka4yecTBa, pe3ynsratoB ayaquToB, aHanu3a AaH-
HbIX, KOPPEKTMPYIOLLIMX U NpeaynpexaalLLmx AeNCTBUN, a TaKkke aHanu3a co CTOPOHbI PYKOBOACTBA.

UsmeneHusi, npednazaemMble 8 Ka4ecmeae 4acimu OCMOSIHHO20 yryHqlueHus:, nodnexam MeHeOXKMeHmy
pucka.
8.5.2 KoppekTupyrommue nencreus

MCO 9001:2008, CucteMbl MEHEDXKMEHTA KayecTBa — TpeGoBaHuA

8.5.2 KoppekTupyrowme aeincTBuna

OpraHu3auums JomkHa NpeanpUHUMaTh KOPPEKTUPYIoLUMe AeNCTBUA B LENAX YCTPAHEHUS MPUYMH He-
COOTBETCTBUI ANA NpeaynpexaeHnsi NOBTOPHOTO X BO3HUKHOBEHUA. KoppekTupytowme 4eicTBUS JOSKHBI
ObITb 84€KBaTHbI MO OTHOLLEHUIO K MOCNEACTBUSIM BbISIBIIEHHLIX HECOOTBETCTBUN.

JomkHa ObITh paspaboTaHa 4OKYMEHTMPOBAHHAA Npoueaypa aAna onpeaeneHus TpeGoBaHuii:

a) K aHanusy HecCoOTBETCTBUIA (BKITIOUAs NPETEH3UKU NOTpebuTeneii);

b) K yCTaHOBNEHUNIO NPUYNH HECOOTBETCTBMIA;

C) K OLIEHMBAHUIO HEOBXOAUMOCTY AelCTBUIA, TpebyeMbix ANsi npeaynpexaeHnsl NOBTOPEHUs1 HECOOT-
BETCTBUN;

d) K onpeaeneHunio N OCyLLEeCTBNEHUIO HE0BX0AUMBIX AEWCTBUMN;

€) K 3anucsm pesynbTaToB NPeanpPUHATLIX AENCTBUN (CM. 4.2.4);

f) K aHanu3y pe3ynsTaTMBHOCTU NPEANPUHATLIX KOPPEKTUPYIOLLMX AENCTBUNA.

8.5.2.1 Opeanusayus 0o/mkHa ceoespeMeHHO paccnedosamp ece rnpemeH3uu nompebumernel u coob-
wumsb 0 nNposodUMbIX KOppeKkmupyrowux delicmeusix Ha 6ce npPou3eo00CMeEEeHHbIe y4acmKu U y4acmkKu, cesi-
3aHHble ¢ npoussodcmeom. elicmeus 00mKHbI OCYLECMeAMbCS Kak MOXHO bbicmpee, u 6 coomeemcmeuu
C coenacosaHHbIM epachukoM crnedyem eecmu 3anucu paccnedosaHus (cm. 4.2.4).

8.5.2.2 fomkHo 6bimb 060CHOBAHO U 3apeaucmpuposaHoO omcymcemeue Koppekmupyrowux u (umnu)
npedynpexdarowjux 0eticmeuli no pesynbmamam paccnedosanus npemexH3uli nompebumernel (cm. 4.2.4).

8.5.3 Npeaynpexaaowme nencTema

MCO 9001:2008, Cuctembl MeHePKMEHTa KayecTBa — TpeGoBaHus

8.5.3 Mpeaynpexaalowme gencTeuA

OpraHu3auus JormkHa onpeaensTb AelCTBUS B LeNAX YyCTPaHEHUs NMPUYUH NOTEHUUANbHBIX HECOOT-
BETCTBUI ANA NpeaynpexaeHus ux noseneHus. MNpeaynpexaaiowme 4eicTBUA AOMMKHbI COOTBETCTBOBATL
BO3MOXHbIM NOCIEACTBUAM NOTEHLMATNBbHBIX Npobnem.

JomxiHa ObITb pa3pabotaHa u yTBepXaeHa AOKYMEHTUPOBaHHAs npoLieaypa Ans onpeaenexus Tpebo-
BaHUK:

a) K YCTaHOBIEHMIO NOTEHLMANbHLIX HECOOTBETCTBUN U UX NPUYNH;

b) k oueHuBaHUIO HEOOXOAMMOCTU AEHCTBUI B LIENSX NpeaynpexaeHus nosiBNeHnst HeCOOTBETCTBUM;

C) K onpeaeneHuto U OCyLLECTBNEHUIO HEOOXOANMBIX AENCTBUN;

d) K 3anucamM pesynbTaTtoB NPeANnpPUHATLIX AeUCTBUN (CM. 4.2.4);

€) K aHanu3y pesynsTaTuBHOCTM NPEANPUHATLIX NPeAyNpPeXxaaloLwmx AeiCTBUN.
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MpunoxeHue A
(obsa3arenbHoe)

Tpeb6oBanusa GMP k neyaTHbIM MaTepuanam Ans NnepBUYHON YNAKOBKU

A.1 CpeacTtBa nonyyeHus neyaTHbIX OTTUCKOB

A.1.1 O6wue nonoxeHus

A.1.1.1 Qalinel, codepxawjue unnocmpayuu/ucxodHbie Mamepualbl, 00/MKHbI Obimb NOUMEHO08aHb! U XpaHumbCs
8 coomeememeuu ¢ GoKkymeHmupoegaHHol npouyedypoli, Komopas 11o3eossem neako ux udeHmuguyuposams, KOHMpPo-
NUpyemo 8blinyckams U Npocnexueams.

A.1.1.2 Bce cpedcmea nonyyeHus nedamtblX ommucKos OO/XHbI:

a) umemsp Yemkoe U 00HO3Ha4YHOe 0b03HayeHue, Ymobbl obecrieyums fnpocnexusaemMocmb 00 UCXOOHO20 Mame-
puana;

b) 6bimb npoussedeHbl Ha OCHO8E OCHOBHO20 UCXO0HO20 Mamepuarna, Haxodsujezocs y nompebumens, u 6bimb
npocnexueaembimu 0o OaHHO20 Mamepuana;

¢) nposepambca Ha coomeememeue ByMaXxHoOMy HOCUMEIo UNU 3N1eKMPOHHbIM OaHHbIM, 000OpEeHHbIM nompebu-
menem, u peaeucmpuposambcs (cM. 4.2.4);

d) xpaHuUMBbBCA 8 3auUUieHHOU 30He, uMetoujell YemKyro cucmemMy CaHKUYUOHUPOBaHHO20 8billycka U eo3epama Ha
XpaHeHue.

A.1.2 Coyemaembie ne4yammbie ¢popMbl

Kozda mpebyemcs bonbuie o0Hol nedamHol ¢opMbil, domKHa cyujecmeosams OKyMeHmMuUpoeaHHas cucmema,
obecnevusatowjas ucnonb3oearHue ecex ¢popM 6 Kominexme. B mom cnydyae, kozda Komnnekm ¢hopm codepxum murio-
8oll npoekm Ona HeckonbKux pabom, kaxdas omdenbHas chopma e Komrnekme OomkHa uMems Yemkoe, 00HO3Ha4YHoe
o6o3HadYeHue u 6bimb GOKYMEeHmMuUposaHa.

A.1.3 UsmeHeHUe mekcma/npoexkma

Koada npoekm mpebyem ucrnonb306aHusi HECKONIbKUX GhOpM U HEKomopbie U3 HUX Go/MkKHb! ObiMb 3aMeHeHbl U3-3a
UaMeHeHUs & mexkcme/npoekme, BomkHa cyujecmeosamb OOKyMEeHmMuUposaHHas npoyedypa, obecrnedusaroujasl 3aMeHy
3ampoHymbix ¢popM u coxpaHeHue Opyaux cpedcme & komnnekme. VicxoOHbie chopmbi nodnexam noemopHol udeHmu-
hukayuu.

A.1.4 Bepudukauuma

A.1.4.1 OBwune nNonoxeHms

Bepugpukayus npoekma rnocpedcmeoM rnony4eHUs nevamHbix ommuckos OomkHa nposodumbcs 8 nepuod nood-
20MoeKU K pabome redyamHo20 cmaHka U 80 NoNyYyeHUa paspelleHus Ha 8blmycK NpodyKyuu.

A.1.4.2 KapaHTWUH U YHUYTOXEHWE

Opearusayus domkHa umems:

a) GokymeHmuposaHHyto npouedypy, obecnequsarowyro Hadnexaue oghopMiIeHHyro usonayuio cpedcme nodeo-
MoeKu reyamHo20 opuauHana U rnevyamsbix Mamepuanos npoekma, nodsepaarowjesocs nepecmompy,

b) dokymenmupoearHyto cucmemy, GemanbHO onuckigalolwlyto MemoduKy ymunu3aLuuu HeHyxHbix cpedecme nodzo-
MOoBKU feYyamHoeo opuauHana U nony4YyeHus nevyamHbiX OmmucKos, oHU OOKHbI NpusodUMbCS 8 HernpueaodHoe CoCmosHUe
U ymunusupogambCs KOHMpPonupyembiM U HalexHbiM crocobom.

A.2 MNMpoueccbl neyatu u npeobpasoBaHuA

A.2.1 Hanapgka (noarotoBka k paboTe) neyaTHOro cTaHka

A.2.1.1 lepeoHaqanbHyro npednedamHyro nod20mosKy credyem nposodumb ¢ UCMOIb308aHUEM YUCMbIX KOMIIO-
HEeHMmMos unu Mamepuarnos.

A.2.1.2 [pu noBzomoeke K nocaedyrowum npoyeccam MOXHO UCMoNb3osambs Mamepuals U3 U3Ha4yanbHoeo npo-
yecca neyamu modl xe cepuu.

A.2.1.3 NsHauanbHblll npunpagoyHbil Mamepuan MoXxem no8mopHO UCNob308ambcs 8 xode nod20moeumensHo-
20 npoyecca Ons nony4YyeHuUs nNpasunbHO20 ygema.

A.2.1.4 Mamepuan, ucnonbsyembil Ons npunpasku, domkeH Obimb U30NUPOSaAH, & 3amemM ymunu3uposaH Kak npo-
ussodcmeeHHble omxo0bl.

A.2.2 Cucrembl nepeHanagku

Cucmewmbi nepeHanadku, npedHa3Ha4yeHHbie 0N CoKpauweHUs 8peMeHU, 3ampaqusaemozo Ha nodaomoeKy (Hanpu-
Mep, asmomamu3uposaHHas cMeHa ¢hopMbl), U He nosgonsoujue nposodume nonHyro oducmky nuHul, nodnexam do-
KyMeHmuposaHHOU oueHKe puckog U Q0MmKHb! UCob308amb cpedcmea ynpasneHus dns obecrneqerus 3auumasl npodyK-
yuu. Bee neyamHble usdaHus, nonyveHHblie & xode rnpedbidyujel onepayuu, 00nxHb! ydanambcs ¢ nuHuU 8o nonydeHus
ohuyLanbHO20 pa3pewieHus Ha ebiflyck mupaxa. Bce cpedcmea yripasneHus 00mKHbI peaucmpuposamecs (M. 4.2.4).

33



rocT P UCO 15378—2017

A.2.3 CoxpaHsieMble o6pa3subl

A.2.3.1 Bce coxpaHsaeMble nedamHbie obpasubi OomkHbl Obimb YemMKo 0603Ha4yeHbl U omkHbl nodnexampe Hadex-
HOMY XpaHeHUio.

A.2.3.2 O6pasypl, ucrionb3yembie Ons UHbIx yenel (Hanpumep, adMuHucmpuposaHue/npodaxa), OMKHbI yHUYMO-
JKambCA, 6C/U OHU Bonee He KOHMPOoUPyromes opaaHusayuedl.

A.2.4 3anacHble NnevyaTHble cpeacTBa

A.2.4.1 B xo0e npoussodcmea, ecnu 3anacHble ¢hopMbi U3gomasuealom Ha OCHoge Cyuyecmsyiouux gukcupo-
8aHHbIX YMeepKOeHHbIX UCXOOHbIX Mamepuanos (Hanpumep, Heaamuegos UL NoWazo8blx CHUMKOS ¢ UCMOoNb308aHUeM
mexHonoauu «KoMnbiomep — riedamHas ¢chopmayr), onepavus moxem 6bimp npodomkeHa nocne nposedeHus Hogol npo-
€epKu nepsol napmuu.

A.2.4.2 B xode npoussodcmea, ecnu ¢hopMbi co3daiom Ha OCHO8e HO8bix Mamepuanos, onepauus domkHa 6bimb
OMMeHeHa; 3aMeHsaeMble opMbl HEOBXOOUMO paccMampuseamb Kak HO8ble opluauHanbl. [Tocnedyrowyio Nnpodykuuto He-
06x0duMo paccmampusamb KaK Hoayro cepuio. BeedeHue ecex 3aMeHAeMbIx nedamHbix cpedcme HeobxoOuMo peaucmpu-
posamb (cm. 4.2.4).

A.2.5 MNeyvaTb KOMNNEKTOB

lMewyamb komnnekmos (npouyecc nedamu 6onee 0dHO20 Makema Ha nodnoxke & xode 0dHo20 Npou3eodcMeeHHo20
yukna) NpusHaemes U OMHOCUMCS K PUCKY, C8A3aHHOMY C 8bICOKOU 86pOSMHOCMbIO KOHMaMUuHaLuu. CoomeemcmeeHHo,
nodobHas ne4amb domkHa Obimb paspeuleHa UCKTIOHUMENnbHO Nnoche coanacosaHus ¢ nompebumenem u nocne 3asep-
weHus dokymeHmupogaHHol OUeHKU pucKa, npedHasHadeHHoU 0ns onpedeneHus cmeneHu U 803MOXHOCMU yMeHbLIUMb
pUCK nepexkpecmHol KoHmMamuHayuu (cm. 7.2.3).

A.2.6 CepuitHoe Npon3BOACTBO U XpaHeHUe 3anacos

A.2.6.1 CepuliHoe npousgodcmeo U xpaHeHue npodykuuu Ha ckinade ocyujecmenaemecs monbKo & MoM ciiyyae,
©CNU 3Mo 02080PEHO KOHMPaKmom.

A.2.6.2 OpaaHu3zayus donxHa ynpaenimb xpaHeHueM dns obecnedeHus 6ezonacHocmu U yenocmHocmu rnpoodyk-
yuu u coxparHame ee npocnexusaemocme 0 npoussodcmea U UCNONb3YeMbIX Mamepuanos,

A.2.7 UucppoBas neuatb

A.2.7.1 [ubkue soamoxHocmu Uughposoll nedamu A61310mMesa UCMOHHUKOM Ho8bix eudos desimernbHocmu, Komo-
pbiMU Heobxodumo ynpasnams U dokyMeHmupogame ux Ona obecne4eHus moyHocmu u saujutyeHHocmu nevam-od rnpo-
Aykyuu.

A.2.7.2 Mpumererue yucpposoli nedamu u dpyaux crneyuanbHbix mpebosaHul Kk npodykyuu domxkHo bbimb coana-
coeaHo ¢ nompebumernem.

A.2.7.3 Opearusayus domxHa paspabomamb HadexHyio cucmeMy docmyna K ¢halnam, npedHasHaq4eHHylo Ons
npedomepauieHus HellpeOHaMepeHHO20 UCIOob308aHUsl Hecoomeememaeyrouwux UcXo0Hbix ¢halinos.

A.2.7.4 B cny4ae, eciiu anbmepHamueHas cucmema be3ornacHocmu He paspabomara, KOHMponupyowuli KoMnbio-
mep, ceasaHHbil ¢ yughpoeoli neyamHoli maluuHod, 0omkeH codepxamb & ceoell mamsamu MonbKo 0OUH UCX0OHbIT ¢halin
018 mekyujeao npou3eodCmMeeHHO20 Yukna, u ylaneHue amoeo ¢halina Go/mkHO Obimb Yacmbio GOKYMEHMUpPo8aHHoU
OYUCMKU URUU.

A.2.7.5 Paboyue napamempbi 0515 GocmuXeHus npuemnemozo ugema domkHbel 6bimb ycmaHoseneHsl 8 xode oghu-
yuanbHo20 npoyecca U 3apeaucmpuposaHbl (cM. 4.2.4).

A.2.7.6 [Ina pynoHHoil neyamu, ocyuiecmensemol Ha HenpepblieHOU OCHose, AomkKeH cyujecmseosams Mooxoos-
wuti memod obecrieqveHus pasdeneHus Mpodykyuu; nocnedyroujue npouyecchl GomkHbI eepuchuLiiposamecs ¢ Yenbio obecrie-
YeHUs1 KOpPeKmHoeo pasdenerus npodykyuu u yoanerus pasdenumens.

lTpumep — OnpedeneHHasi1 nepeHacmpolika unu uHmepeasn Mexoy Kaxdol nevameto, HarpuMep, Ha-
neyamanHbIl 3amewjarowulli meKkcm unu nycmol Mamepuarn, cyumbieaHue U eepugukayus kodoe.

A.3 Cuctema 6e3onacHOCTM Ha OCHOBe LWTPUXKOAOB

A.3.1 Obume nonoxeHus

[Jlns obecneyerus 6e3onacHocmu npolykyuu u npedomepalieHus nepekpecmHol KoHmamuHauuu wimpuxkoobi
be3onacHocmu Mo2ym Obimb 6K/TI0YEHbI 8 MaKem NneHamHbiX yNaKkogoHHbIX Mamepuanos ¢ Uenblo eepuchukayuu opaaHu-
3ayuell 8 npoyecce npoussodcmea u (unu) nompebumenem & npoyecce onepaluu ynakosbisaHus.

MMpumeyaHue — Haubonee pacrnipocmpaHeHbi 08YXMEpPHbIE MampUYHbIe WmpPUxKodbl, cucmemMa Memox.

Opezaru3sayus moxem 0obasumb cobcmeeHHble udeHmughukaluoHHble KoObli & Makem npodyKuuu, eciu amo
npedycMompeHo KOHMPaKmoM.

B mowm cnyyae, ecriu opeaHu3ayus omeemcemeeHHa 3a onpedeneHue wmpuxkoda b6e3onacHocmu, Kaxobil ysem
Makema OoimKeH bbimb eKmodeH 8 wmpuxkod. [lng ecex wmpuxkodos, ecnu ysem Hecoemecmum ¢ mpeboeaHusMU CKa-
Hupytoujezo obopydosaHrus, Heobxodumo yeedomume 06 smom nompebumens.

A.3.2 Bepudmkauusa metogos/obopyaoBaHua

A 3.2.1 lNo so3moxHOCMU KaxkOyio eOUHUUY npodykuuu co wmpuxkodom bezonacHocmu Heobxodumo nodeepaamb
gepuchukayuu nocpedcmeoM UCoNb308aHUA OHNalH-CKaHupylowezo obopydosaHus, dns obecnevyeHus moao, 4mobbi
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K0OblI bbinu Yumaembi U 6bina npouseedeHa HeobxoOumas npodykyus. CKkaHuposaHue wmpuxkoda 6e3onacHocmu QOmK-
HO 8bIlONTHAMbCS 8 meYeHue nociedHeao AonycmuUMOe0 Ipou3eodCmMEeHHO20 fpoyecca.

A.3.2.2 KoHgbuaypauyus npozpaMMHO20 obecreyeHusa/KoHmpoia cKkaHupylouweao obopydosaHus G0/MKHa KOHMpo-
nuposamscs 0ns npedomepaueHus HecaHKUUoHUposaHHo20 docmyna. Tam, 20e 3mo 803MOXHO, K0Obl GO/MKHbI 3aapy-
JKambCs U3 He3aeucuMo20 UCMoYHUKa (Hanpumep, crneyugbukayus unu oguyuainbHoe noomeepxoeHue).

A.3.2.3 [lomxHa 6bimb paspabomaHa aghhexmueHas cucmema 3abpakosku noboll npodykyuu, He npowedwell
npouecc ckaHuposaHus. /lobas npodykuus, 3abpaxkoeaHHas oHnaliH-cucmemoli ckaHupoeaHus, Qo/mkHa 6bimb rnposepe-
Ha 0ns onpedeneHus nNpuYHUHb 3abpakoeKu, a HerpuaoOHble KOMIOHeHMb! érnocnedcmeuu AomkHbl Obimb ymunusuposa-
Hbl. [laHHble cobbimusa domkHbl 6bimb 3apeaucmpuposaHsl U npoaHanu3uposeaHbi 00 blycka npodyKuyuu.

A.3.2.4 Ckarupyroujee oHnaliH-obopydogaHue U ces3aHHbIl ¢ HUM MexaHu3M 3abpakoeku GomkHbl nodeepaambcs
ucnbimaHuamM 8 xole npoussodcmea 05 NPOBEPKU Mo2o, 3¢hgheKmueHbI 11U OHU 8 OBHapyXeHuu u ydaneHuu mamepua-
o8 c Hecoomeemcmeyiowumu wmpuxkodamu. [posedeHue mako2o MOHUMOPUHaa OOIKHO OCyWecmensmbcs 8 Ha4aie
npouecca 4epes 3annaHuposaHHble UHmMepesanbl peMeHu U 6bimb 3apeaucmpuposaHo (cM. 4.2.4).

A.3.2.5 Jliobas npodykyua, dns npoussodcmea komopoli 6bin10 yKkasaHo NPUMEHEHUEe 3lIeKMPOHHO20 CKaHUuposa-
Husl, HO ghakmuyecKku OHO He OCyLecmensnochb, domxkHa 6bime Hadnexawum obpasom odobpeHa u ompaxeHa 6 3arucax
o kayecmee. [Tompebumenb domxeH 6bimb yeedoMaeH 06 3moM, U om He20 AOMKHO Bbimb rony4YeHo oOKyMeHmanbHoe
odobpeHue 0o eblinycka npodyKyuu.

A.3.2.6 [lns pynoHHO20 MHO20M0NI0CHO20 Npoussodcmea ece nUHUU GOMKHbI NOdNexamp eepuchukayuu npu rno-
mowju wmpuxkoBa. Tam, 20e 3mo 8bINONHUMb HE8O3MOXHO, NPU coaflacosaHuu ¢ nompebumenem monbKo 00Ha NUHUSA
moxem nodeepaambcs eepuchukayuu.

A.3.2.7 [lonxHo 6bimb npedycMOmMpeHo ebifloNHeHUe UsMepeHull 8He MEXHON02u4ecKo2o rnpouecca u (unu) eepu-
ukalyuu obpasyoe Wmpuxkodos Ha ecex MUHUSAX.

A.3.3 ToBapHble LITpUXKOAbI

B mom cny4ae, ecnu moeapHhbili wmpuxxkod ekmoq4eH & makem (EAN, Code 39, PZN u m. d.), 8 medyeHue ecez0
npoyecca npousgodcmea HeobxoOUMO 8biNOTHAMb AOKYMEeHMUPOo8aHHYIo NPoeepKy obpasya.

A.3.4 PynoHHble MaTepuanbl U npoayKuus

A.3.4.1 Ecnu uHoe He ykasaHo nompebumenem:

a) cknelika donxHa 6bimb nNpousgedeHa ¢ UCnoNb308aHUEM CKneusarowell neHmbl ApKux ugemos Ha obeux cmo-
POHax pynoHHoeo Mamepuana;

b) donxHbl Bbimb NposepeHsbl 066 cMopoHb! cknelku dna obecnedyeHus moeo, Yymo udeHmuyHble Mamepuans!
coeBUHeHb! U coeMeweHbl ¢ moyHol npusodkod.

Moxem 6bimb onpedeneHo npedenbHoe KOMU4Yecmao CKNeex.

A.3.4.2 Konuyecmeo mamepuana (0nuHa, eec unu 4ucneHHocms) 0nsa npoussodcmea Kaxdo2o pynoHa OOMmKHO
6bimb onpedeneHo 8 MoyHbIX Npedenax, coenacosaHHbIX ¢ nompebumenem, U yKa3aHo Ha pyroHe.

A.3.4.3 Homep cepuu, Homep pynoHa u dama npoussodcmea Oo/mkHbI ObliMb yKa3aHbl Ha 8HYMpeHHel noeepxHo-
Cmu emynKu Kax©0oe2o pynoHa.

A.3.4.4 [ina npedomepauwjeHus nepekpecmHol KoHmamuHayuu nonomHo omxHo bbimb eblpabomaro 0o nosene-
HUS YuCcmoao Mamepuana 8 KOHUe pou3eodcmeeHHo20 Uukna, Ymobbl 2apaHmupogsamb omcymemeue Mamepuana e
neyam-oll MawuHe.

A.3.4.5 B mom cnyqae, ecnu Heobxodumo ocmasumb nedamHblld Mamepuan 8 obopydosaHuu rno rnpeobpa3osaHuo
(KoHe8EPMUH2Y) 8 843U C MpyOHOCMbIO 8OCCMaHOBNEHUA UYeNnocmHoOCmMU Py/ToOHHO20 Mamepuana (Harnpumep, yempol-
cmea 0nsa npodonbHoll pesku), OomkHa 6bimb paspabomaHa dokymMeHmuposaHHas npouedypa 0na ydaneHus u ymunusa-
yuu mamepuarna, Ucronb3yemozo 05 npogedeHuUs HO8020 MaKema Yepes MaliuHy.

A.3.4.6 Ecnu cywjecmeyem sepossimHocmb npousgodcmea mamepuana ¢ rnpornyckamu nedyamu o fnpuvyuHe, ces-
3aHHol ¢ Mpoekmom unu pabomol nevamHoego obopydoeaHus, opearHusayus domkHa umems b6e3onacHyro cucmemy 0ng
obHapyxeHus, yOaneHus u omoeneHus NpodyKyus, NpouseedeHHoU ¢ NPONyWeHHbIMU U8emoM Ulu MEeKCMoM.
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Mpunoxexve B
(cnpaBo4Hoe)

PykoBOACTBO no Tpe6oBaHWAM, NpebsaBASEeMbIM K BEpUdUkaLnu,
KBanuukaymm u Banngaunm nepBuYHbIX YNakoBOUYHbIX MaTepnanos

B.1 O6uune nonoxexHms

B HacTOsLLEM UH(OPMALOHHOM MPUMOXEHWN ONUCaH MOAXOA NpU HEOGXOAMMOC T NPOBEAEHUS BepudhmKaLmy,
UK KBanmMdpukaumm 1 Banmgaumn. PyKoBoACTBO OTHOCUTCA K TPe6oBaHUSAM No Ba/ivgauumn, npuBefeHHbIM B 7.5.2.
a TaKke K Tpe6oBaHMAM No NPOEKTUPOBAHMIO 1 pa3paboTKe, NPUBeAeHHbIM B 7.3.

B pamkax o6nacti npumeHeHus

PucyHok B.1 — O6nacTb NPUMEHEHNSA HACTOALLETO MPUIOXKEHUS

B TekcTe HacTOoALEero NpUIoXKeHns 6yay T yNnoMMHaTbCA TO/IbKO Bepudmkaums/ksanngukaums 060pyLoBaHms
1 BaMgaLms NpoLeccos/npoayKuum.
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B mowm cnyyae, ecnu npoekmuposaHue u paspabomka omHocamcs Kk obopydogaHuio, eepuchuxayus dusalina u
paspabomku pasHoueHHa eepughukaluu/keanugpuxkalyuu o6opydosaHus.

B mom cny4ae, ecnu npoekmuposaHue U paspabomka omHocamces K npoyeccam unu npodykyuu, eanudauyus npo-
exmupoeaHus u paspabomku pasHoyeHHa eanudayuu npouecca/npodykyuu.

K obbekmam, Ons Komopbix Moxem nompebosambcs gepuchukayus/keanughukayus, OmHOCIMCS:

- obopydosaHue, ucnonb3ytowjeecs 0515 npoussodcmea nepeuyHbIX YNako8OYHbIX Mamepuaios, ecrioMoeamerb-
Hble U mexHuYyeckue cpedcmea,

- ucrnbimameneHoe obopydoeaHue, ucrnonbsyoueecs Onsa onpedeneHus npueodHOCMU UCXOOHbIX Mamepuanos,
Kpumuuyeckux dns ka4ecmea npodykuuu, NpomexymoyHoli u eomoeoll npodykuuu;

K obbekmam, dns Komopbix Moxem nompebosambcs eanudalyus, OMHOCIMCS:

- npoueccsl;

- uHOueudyanbHas npodyKyus, eciu 3mo HeobxoduMo unu coenacosaHo ¢ nompebumenem.

L{enbio eepuchukaluu/keanughukayuu/eanudayuu sensemcsa nodmeepxoeHue nymem npedocmaeneHus 00KyMeH-
marnbHbIx caudemenbcme mozo, Ymo npedonpedeneHHblie mpebosarus cneyuchukayuli cmabunbHO 8bITOMHAIOMCS.

B.2 ®akTopbl, KoTOpble HeO6XOAUMO YUUTbLIBaTL

B.2.1 O6wue nonoxeHus

LlokymeHmuposaHHas oUueHKa pucka ucnonb3yemcs 0na onpedeneHus moao, kakoe obopydosaHue U Kakue rpo-
yeccol nodnexam eepucbukayuu/keanuchukayuu/eanudayuu. Banudayua npodykyuu sensemcs HeobszamenbHold U npo-
8odumcs nubo 8 coomeemcmeauuU ¢ 8HyMpPeHHUM peueHueM opaaHu3ayuu, unu rno sanpocy nompebumens.

Bepugpukayus/keanucbukauus obopydosaHus u eanudayusa npoueccos/npodykuyuu moaym 6bimb nposedebl He-
3asucumo dpye om Apyea, Hanpumep, sanudayus Ho8o2o npouecca/npodykyuu He mpebyem noemopHoli eepughukayuu/
Keanugukayuu cyuwecmesyrou,eco obopydosaHus.

B.2.2 ®akmopkbl, Komopkie Heo6x00UMO yHumbieamb o npoeedeHust eepughukayuu/keanucpuxayuu/eanu-
Qayuu

Heobxodumble ycnosusa sepuchukaluu/keanuchukaliuu obopydosaHus nepeylcneHbl HUxe:

- 0006peHHble/coanacosaHHbie mpebosaHusa crneyugukayul;

- onpedenerue hyHKYUL U coanacosaHHblx 0bsa3aHHocmell (opeaHu3ayus u Nocmasuiux);

- onpedeneHue Kpumuyeckux napamempos npouecca,

- oby4yeHue GMP u sepucdpuxaljuu/keanuguxkalyuu.

Heobxodumble ycnosus sanudayuu npoyecca/npodyKyuu nepeducneHbl HuUXe:

- 00obpeHHbie/coanacoeaHHble crieyughukayuu Ha ripoyecc/rpodyKyuio;

- sepugpuyuposaHHoe/keanuguyuposaHHoe obopydosaHue;

- onpedeneHue ghyHKUUL U coanacoeaHHbIX obsizaHHocmell (opaaHu3sayus u nompebumens);

- onpedeneHue Kpumu4ecKux napamempos rnpouyecca;

- obyuyeHue (ornnepamopbi, NepcoHar, omeeyalowull 3a Ka4ecmeo, UHxeHepbi U m. 0.);

- cmaHOapmHbie ornepayuoHHbie npouedypbl, demallbHO onucbiearoujue npouedypbl pabomsi (QbyHKUUOHUPOBa-
HUS) U oyucmKu obopydoeaHus.

B.2.3 Banuodayus npoepaMMHO20 obecrieyeHus

lTpoepammHoe obecrnieyeHue Moxem bbimb 8anuduposaHo/eepuguuuposaHo (cm. 7.5.2.7 u 7.5.2.8) npu nomowju
yHKULOHanNbHbIX ucnbimarul. [TpoepammHoe obecrieyeHue, aensoueecs Yyacmblo o6opydoeaHusi, Moxem 6bimb 6Ko-
YeHo 8 sepucbukayuto/keanugukayuro obopydoeaHusi.

lTpumevyaHue — B pykosodcmee o Hadnexauwjel npakmuke asmomMamusupoeaHHoeo rpoussodcmea (GAMP)
[33] Mo2ym 6bimb ripueedeHbi yka3aHus 1o npoeedeHuIo ghyHKUUOHaIbHbIX UchbimaHul.

B.3 MacTtep-nnaH sanugauuu (VMP)

B.3.1 O6uue nonoxeHusa

Macmep-nnaH eanudayuu (VMP) onuceieaem pabombi o eanudayuu (Ymo e daHHOM ciiyyae makxe eKkniodaem
e cebs eepughukayuro/keanuguxkaluro), a maike nopsdoK UX 6biNONHEHUS, coanacyowuiics c obuum nodxodom K eanu-
Gayuu. PekomeHOyemcs peaynsapHbill (Hanpumep, exxe200Hbil) nepecmomp nnaHa.

lnaH, Kkak npasuso, exniodaem cnedyoujue snemMeHmbl.

- nnaHupoeaHue eanudauuu (cMm. B.3.2) u cocmaeneHue apaghuka;

- opaaHu3auyuoHHylo cmpykmypy pabom no eanudayuu — QyHKyuU u obsazaHHocmu (cMm. B.3.3);

- c800HyI0 uHghopmauuio 06 obopydosaHuu U npoyeccax, Kpumudeckux ons kadecmea (cm. B.3.4 u B.3.5);

- CCbIIKU Ha cyujecmeyioulyto QoKymeHmauuio (Harpumep, Ha cyujecmeaylowuid omyvem no eanudayuu), ecnu npu-
MeHUMO;

- CCbIIKU Ha npumeHumMbie npouyedypbi (Hanpumep, obwul nodxod Kk sanudayuu, hopmam GoKyMeHmauyuu,).

[nsa KpynHbix npoekmos (pasnu4yHbie pabombl no eepucghukayuu/keanugukayuu/eanudayuu obveduHeHbl 8 00uH
npoekm) yenecoobpasHoll Moxem Aenambcs paspabomka omoenbHbiX Macmep-nnaHos eanudayuu.
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B.3.2 NMnaHupoBaHue Banuaauumn

B.3.2.1 Obwume nonoxeHus

PekomeHOyeMbiMm MoOxo0oM se19emcs nepcnexmueHas eanudayus, 00HaKo 8 HeKOmMopbiX YCI08UAX NpUeMiIembl-
MU sensiromcs corymemeyrolwias unu pempocnekmueHas eanudayus (0aHHoe ymeepxdeHue HEeMmpUMEHUMO 8 OmHowie-
Huu npoyeccos cmepunusayuu, cm. 7.5.2.11).

B.3.2.2 NepcnekTuBHas Banugauns

lMepcnekmusHas sanudauyus ocyujecmensemcs 0o Ha4ana npoMbiWNeHHo20 rpousgodcmea.

B.3.2.3 ConyTcTBYIOWas Banvaauus

Conymemeyrowjan eanudauus omKkHa NpUMeHsmMbCs Monbko Ons Keanughukayuu mexHonoau4eckux xapakmepu-
CcmuK u eanudayuu npoyeccos.

Conymcmeyrowian eanudavus cocmoum us pabom, npoeoOuMbix NapannesbHO C 8bilyCKOM MPOMbIUIIeHHOU r1po-
Oykyuu, Koeda npombiuineHHas npodyKyusa ebinyckaemcs do 3aeepuieHus eanudauuu. Conymemeyrouw,as eanudayus
GomkHa ucrnonb3oeams NPUHYUNbI U npoyedypbi, cesi3aHHbie ¢ nepcrnekmueHol eanudayued.

Banudayus, ocywecmensemas e npoyecce nepuoduyeckoeo npoussodcmea aengemes omnuyumensHold Yyepmol
npouseodcmea nepeuYHbIX yrnaKo8oqHbIX Mamepuanos. B HeKomopbIx cry4asx cmaHKu/nuHuU ucronb3yomcs onsa ne-
puodudeckozo npouszeodcmea. B nodobHbIx cnyqasax conymemeyow,as eanudayua moxem B6bimb npepeaHa (makxe Ha
bonee dnumenbHbili cpok) U NpodomxeHa ¢ Ha4anom cnedyrowezo nepuoda.

B.3.2.4 PeTpocnekTuBHas Banugauus

PempocnekmueHas eanudayus nodpasymesasm, 4mo npomMbiineHHas npodykuus Bbina esinyweHa 0o 3asepuie-
HUA npoyecca sanudayuu.

HanHbild nodxod eknoqHaem & cebs nonydeHue OOKyMeHmMUposaHHO20 ceudemenbcmea moeo, 4mo CMOHMUpPO-
e8aHHoe u 3KcrTyamupyemoe obopydosaHue ebinyckaem npodyKyuio cmabunbHoeo Kadecmea, nymem rnposedeHus pe-
mpocnekmueHoeo aHanusa 0aHHbIX, NoNy4YeHHbIX Mo yenomy pady DyHKUUOHaNbHbIX Napamempos U Cbipbesbix Mame-
puanos. Takoll aHanus MoXem pacrpocmpaHambCs Ha 3anucu 0 MEexXHU4YeCKOM 0OCnyXueaHUU U UHXeHepHble 3anucu,
3anucu o kajecmee U npemeHsuu nompebumenedl.

B.3.2.5 MeTog KkpailHUX BapuaHTOB/MaTpUYHbIA MeToq

B obuwem cinydae moxem npumeHambscsa Memod KpalHux sapuaHmos/MampuyHbii Memod, OCHO8bI8asCh Ha OUEH-
Ke pucka. B mom cnyuae, ecnu bbina dokasaHa sKkeUeaneHmHocmbe obopydosaHus, Memod KpaliHux eapuaHmos/mMampuyd-
Hbili Memod moxem 6bimb ucnonb3oeaH 0.

- YMeHbWeHUSs Yucna MoHmMaxHbIx U OyHKUUOHaNbHbIX ucfbimaHull & npouecce eepuchukaluu/keanucpukayuu
obopydosaHus;

- YMeHbUeHUSs Yyucna cepull Ons Keanuchukalyuu sxeniyamayuu 8 npouecce Kkeanughukauuu obopydoeaHus;

- YMeHbweHUs Yyucna cepull Ons eanudayuu npoyecca e xole eanudayuu npoldyKyuu unu npoyecca;

- yesenuyeHus nepuoda 6o noemopHol eanudayuu omdenbHoeo obopydosaHus U NOOYEPeOHO20 ocywecmeneHus
noemopHoll eanudayuu Ha skeusaneHmHom obopydosaHuu.

HuxenpusedeHHaa mabnuua deMoHecmpupyem yKazaHHbIlU nodxod.

Tabnuya B.1— lMpuMep ncnons3oBaHUs MaTpu4HOro MeToga

Tun Banuaauum

CraHok 1
(3kBUBaANEHTEH 2-My U 3-MY)

CraHok 2
(3kBUBANEHTEH 1-My U 3-My)

CraHok 3
(eKkBUBanNeHTeH 1-My 1 2-My)

MepBKYHas Banngauyuma

Tpu cepuun

OpHa cepusa

OnHa cepus

MoBTOpHasi Banugauus

OpHa cepusa

He npoBoauTes

He npoBoguTcA

(1-# rog)

MoBTOpHas Banugauus

(2-i4 rog) He nposoguTcs

OpHa cepus He nposoautcs

MoBTOpHas Banugauus

(3-# rog) He npoBoguTcs

He nposoguTea OpHa cepusa

MoBTopHas BanuzaLus

(4-i4 rog) OpHa cepus

He npoBoguTes He nposoguTtcs

B mowm cny4ae, ecnu Heckonbko 8udos npodykyuu npousgodames no o0HOMYy U MOMY Xe MexXHOI02U4YeCKoMy
npoueccy, 0ns yMeHblUeHUs Koudecmesa ceputi Ona eanudaluu MoXem UCMonbL308ambCa IKCepuUMeHmanbHblll niaaH,
3aKnrYarouulica 8 ucrbimaHuu MmorbKo KpaliHUX 8apuaHmos, Hampumep, npodykyuu Haubonbuieao U HauMeHbWea0 pas-
Mepa. [naH nodpasymesaem, Yymo KpaliHue sapuaHmsi 6y0ym penpe3eHmamueHbi 10 OMHOWEHUI0 KO 8ceM obpasuam,
Haxodauwumes e duanasoHe Mex0y HUMU. B cnydyae goamoxHocmu onpedeneHus «Hauxydweao ciyyas» 0ocmamoyHbiM
fA6n4emcs ucfbimaHue mofbKo daHHO20 sapuaHma eMecmo KpalHux eapuaHmos.

B niobom cryyae domikHo umembcs docmamoqHo 3HaHul o npoyecce U npodyKuyuu, Ha Komopbix 6yden ocHO8bI-
8ambCa Momueayus NPUHAMUSA peuweHus.
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[onmkHbl 6bITh 3aJl0KYMEHTMPOBAHbI 3KBMBA/IEHTHOCTb 060pyA0BaHUS, TeXHNYeckoe 060CHOBaHME U [0BOAbI B
nonb3y NPUHATUSA TOro WU UHOFO PeLLeHuns.

B.3.3 ®yHKUMN 1 0683aHHOCTH

[NeTanusnpoBaHHas uHgopmauma o0 MYHKUMAX U 06A3aHHOCTAX (C yKasaHWeM nuy. OTBETCTBEHHbIX 3a OCy-
wecTBNeHNe 3Tanos Banugauum n ogobpeHne pe3ynbTaTOB) [O/MKHA ABNATbLCA YacTbl COOTBeTCTBYyOLWeER fo-
KYMeHTauun no npoBefleHnto Baamjaunm n fgomkHa 6ol Tb 0603HaYeHa A0 Havyana paboThbl, 3a UCK/IIOYEHNEM Cllyyvaes,
KOrga gaHHas uHopmauma NpuBoOANT CA B APYTruX JOKYMEHTax unun npouegypax.

B.3.4 O6opygoBaHue, kpuTuyeckoe ana KavecTtsa

OueHKa pucka ABnseTCcA HeO T beMIEMON YacThbio Npouecca NPUHATUA pelleHnii n MoXeT 6blThb NCMONb30BaHA
ANA onpefeneHns HeobxoANMOCT Y NPOBefeHNsa Bepudukaymm nnmn keanudukauun obopygosaHus. Takum obpasom, Bce
o60opyAoBaHMe JOMKHO OblTh OLEHEHO Ha MpegMeT NOTEeHLManbHOro BMAHUSA Ha KayeCcTBO NPOAYKLUN.

O6opypoBaHne ABNAETCSA KPUTUYECKNM A1 KauecTBa B TOM C/lyyae, ec/iv Ha OAWH U3 HUXKenepeuncsieHHbIX BO-
NpoCoB AaeTCA NOOXNTENbHbIR 0TBET.

- MoBnuaeT Nn 0TKa3 060pyAOBaHWNA HEMOCPeACTBEHHO Ha KayeCTBO NPOAYKUMMW, KakK 3TO onpefeneHo Ans
Tuna NnpoayKuuu, KoTopas Ha Hem Npov3BoaANTCA?

- Wcnonb3lyeTcs nu obopygosBaHne Ans rapaHTUPOBAHUA CTEPUNbHOCT U NPOAYKUNN?

- Wcnonb3yeTcs nu 060pyaoBaHne A5 ynpaBneHns unv u3mepeHns TexXHON0rMYecKnx 3Tanos nam napaMe TpoB.,
KPUTUYECKNX ANA KayecTBa?

- MonyyalT K € NOMOLLbI0 060pyJ0BaHUS AaHHble/3annucn NS NpueMKn nnm 3abpakoBkn?

- HaxognTcsa nu obopygoBaHne B HenocpeiCcTBEHHOM KOHTaKTe C NpoAyKunein?

- Wcnonb3yeTca nu obopyfosaHne gna npefoTBpaLleHUsa UK yCTPaHeHUa KOHTamMmuHauum nnu gnst O4NCTKu?

B Tom cnyvae, ecnu obopyfoBaHue cumTaeTCAa KpUTUYeCKUM, Jo/kHa OblThb NpoBejeHa Bepudmkaumsa nim kea-
nndpukaunsa, n obopyfosaHne BkIlOYaeTCAa B MacTep-nnaH sanujauum.

B Tom cnyyae, ecnu o6opyfoBaHne He cUMTaeTCa KPUTMYECKUM, NPUMEHSI T CA NPUHLMMBI HagNexallen nHxe-
HEpPHOI NPaKTUKN, U OHO He BK/YaeTCHA B MacTep-nnaH Banujaumu.

B.3.5 lMpoueccskl, KpuTnyeckne ona Kkavyectsa

Banupaumnsa npoueccos Npou3BoaMTCA B TOM c/lydae, Korfa pesynbTaT npouecca HeBO3MOXHO Bepuduumpo-
BaTb NPV NOMOLLM NOCNEAYIOLLEr0 MOHU T OPUHTa UM n3Mepenus. 3TO0 Takke 0O THOCUMTCA K npoueccam, HeJocTaTKu
KOTOpPbIX MOTYT OblTb BblB/IEHbl TO/bKO NOC/E Havana UCnonb3oBaHua npogykuum (cm. 7.5.2.1[1

HwxenpusegeHHoe AepeBO NPUHATUSA peleHnii MoXxeT 6blTh UCNOMBb30BAHO A/ ONpejesieHns Toro, ABnseTca
NN npouecc KpUTUYECKUM UM HET. HA OCHOBAHWW pUcka, YTO 6yaeT BbinyleHa NPoAyKLMs, He cCOOTBeTCTBYLas
yCTaHOB/MEHHbIM 3apaHee Tpe6oBaHMAM cneundmukaunm.

PucyHok B.2 — [lepeBO MPUHATUA peLleHnii Ana Banugauun npoueccosB/NpoLeccoB, KPUTUYECKUX 418 KavyecTBa

B.4 BboinonHeHne Bepudukaummn/ksanugukaynu/sanngaymm

B.4.1 DTanbl Bepudmkaunumn mnm ksanudukayum

B.4.1.1 O6uwue nonoxeHms

Bepudmkauus nnm ksanndmkaumsa o/MKHbI OCHOBbIBATbCA Ha OLEHKe pucka.

Bepudmkauunsa/ksannurkauma o60pyfoBaHns COCTONT M3 CNefylolWnx 3Tanos: OUeHKa puUCKa, ycTaHOB/eHue
TpeboBaHUil cneyundukaymm n sepudukauns/ksannukauns.
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PelleHne o BUae HEO6X0AVMMOI fOKYMEHT AU AO/MKHO NPUHUMATLCS B HAYasle npoLiecca U oKYMEH THUPOBAT b-
Cs, 32 UCK/IOUYEHNEM C/lyyaeB, KOrAa OfHO NPUBELEHO B ONUCAHUM NPOLEeLyp BaMaaumuy.

DS — cneuudmkauus npoekTa;

FAT — 3aBofckue npuemMoyHble WCMbITaHus;

FDS — dyHKUMOHaNbHas cneumduvkauma npoekTa;
FS — hyHKUMOHaNbHaA cneumgukaums;

SAT — npremMoyHble UCMbITaHUA Ha MecTe;

URS — cneuudmkauus TpeboBaHuii nonb3oBartens.

PucyHok B.3 — 3tanbl Bepudmkaumm/ksanmgmkalmnm

B.4.1.2 OueHka puCKoB

B ocHoBe cneuudukauum v npouecca Bepudmkaumn/keaimukaLmmy AomkHa nexaTb oueHka pucka. OueHka pu-

CKa Takxe [0/KHA Haj/exalm o6pa3om NPYMEHSTHCA Ha KakAOM 3Tane, JOKYMeHTauus [0/KHa OCHOBbIBATbCA
Ha pucke NS KayecTBa NPOJyKLmu.
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B.4.1.3 Cneundukayuma TpeboBaHuii

B.4.1.3.1 O6wwue nonoxeHus

Creyugbukayuu mpebosarutli Moaym 6bimb 06beduHeHbl 8 00uH unu 6onee cneyuchukaluoHHbIl dokymeHm & 3a-
gucumocmu om cmeneHu Kpumu4yHocmu obopydosaHus (Kak cmaHdapmHo20, mak U npou3eedeHHO20 Ha 3aKas) unu
8 3asucumocmu om omeemcmeeHHoCMU (opaaHu3ayuu unu nocmaswjuka). Kaxdas cneyugukayus donxHa codepxame
Yemxo onpederneHHble, KOHKpemHbIe, nposepseMbie U GOCMUXUMbIE Kpumepuu NpuemMaemMocmu.

B.4.1.3.2 Cneyndukauma TpeboBaHuii nonb3osarens

B 3.7.4 cneyugbukayuu mpebosgarull nonb3oeamens onpedeneHbl Kak ymeepxOeHHbIl OKyMeHmM, 8 KoOmopoM yKa-
3aHbl crieyucbukayuu npodykyuu, npoussodsaujelica us mamepuana Ha daHHoM obopydosaHuu, a maKke QyHKYUOHaNb-
Hble, onepayuoHHbie U (Unu) mexHu4Yeckue acrekmsi obopydoeaHus unu npoyecca, mpebyembie Ons npoussodcmea
Xenaemoll npodykuuu. Cneyuchukayuu mpebosarull nonb3osamerns Moaym eKnodams & cebs pekomeHdayuu no pac-
ronoxeHuto obopydoearus c npedycmompeHuem docmamoyHo20 Mecma O NepeMeueHus Mamepuarsnoe U nepcoHana,
docmynHocmb 3anacHbix Yyacmel u ydobecmeo y6opKU U o4ucmKu NuHUU. B kasecmee anbmepHamuesi no8obHas uHgpop-
Mayusa moxem 6bimb npedocmasineHa & Opyaoll OoKyMeHmauyuu.

B.4.1.3.3 Cneundukaumsa obopygoBaHus

BaxHo, ymobbi 8ce Kpumuyeckue acriekmbi Obliiu eKMoYeHbl 8 crneyuguKayuio.

Kpumuueckumu acnekmamu rnpou3go0cmeeHHbIX cucmem obbIYHO Aensomes hyHKyuu, ceolicmea, 803MOXHOCMU
U 3KcrinyamayuoHHble Xapakmepucmuku Uiu Xapakmepucmuku, Heobxodumbie 015 npoussodcmeeHHo20 npoyecca u
scel cucmembl Ons obecriedeHus cmabulbHO20 Kayecmea npodyKyuu.

B.4.1.4 Bepudukauyns/ksanudukauyus obopygoBaHusi

Hnsa eepucbukayuu moeo, ymo ece obopydosaHue npuzo0Ho Onsa npedronazaemMozo npumeHeHusi, bbino Hadne-
Xawum obpa3oM CMOHMUPOBaHO U OyHKUUOHUPYem KOPPEeKmHo, 8 coomeememeuu co creyughukayusmu mpebosarud,
OomxkeH ucrnonb3osambcs cucmemHbill nodxod. CmeneHb eepughukayuu/keanugukayuu u demanusayus OoKyMeHmauuu
OQO/MKHbI OCHO8bIBaMbCS Ha pUCKax, 8K/IoYas PUCKU, CesI3aHHbIe C KadecmeoM rpodykyuu, a makxe ClI0XHOCMbIO U HO-
8u3Holl obopydosaHus.

Bepucpukayus/keanugukauyus moxem 6bimb pasdeneHa Ha 0ea amana: Keanugukayus MoHmaxa u Keanuguka-
yus skeniyamauyuu, oOHako OaHHble amaribl Moaym bbimb 06beduHeHb! 8 00UH, Kak 3mo o0bbi4HO bbieaem rfpu uchbima-
HUU y nocmaswjuka U fpu ucnsimaHuu Ha rnpoussodcmeeHHol niowjadke.

Paspewaemcs ucronb3o8aHue UMeIoWuxcsl OaHHbiX, Harpumep, 0aHHble, ofy4YeHHbie 8 X00e UCIbimaHus y no-
cmasujuka, He obsi3amenbHo OOIKHbI 6bIMb 80Crpou3sedeHbl Ha rpou3sodcmeeHHol nioujadke, eciu moibKo mpaHc-
nopmuposgaHue obopydosaHus He enusgem Ha UCrbimaHus.

MormaxHble ucneimarus QOMKHbI 8KMoYyamp 8 cebs sepughuKkayuo moeo, 4mo obopydosaHue CMOHMUPOBAHO &
coomeememauu co crneyughukayuamu, omkanubposaHo (ecnu NPUMeHUMO).

OkennyamayuoHHble ucnbimaHusa G0mxKHbl eKnoHame & ceba. sepughukayuio Hadnexaujeeo hyHKUUOHUpO8aHUs
060opydoeaHUsa NMpu 8ePXHUX U HUXHUX 2paHulax mpebyemMoa0 sKcntyamaluoHHozo npedena.

B.4.1.5 Keanudukauums akcnnyatauuu

lpu nposederuu Keanugukayuu sKcnyamayuu npoussodcmeeHHble Mamepuansl ucnonbsyomesa onsa eepugu-
Kayuu mozo, ymo obopydosaHue s8naemca HadexHbiM, a NepeudHblll ynaKkoso4YHbll Mamepuan Moxem cmabunbHO
npoussodumbcs 8 06biyHbIX ycrosusax IKcMyamayuu. Keanugukauusa skcniyamayuu oueHusaem obujyio pabomociio-
cobHocmb nuHuU Ansa obecneyeHuss Moao, Ymo OHa Moxem cmabufbHO npou3sodums nPodyKyuio, coomeemcmeyio-
weao, ycmaHosneHHoao cmaHOapmom Kadecmea. [poyecc nposedeHus ucnbimaHus u pesyabmamel npousgoocmea
nodxodsauwjeao yucna nocnedosamesnbHO NpPoussedeHHbix cepull (06bI4HO mpex) ochuliuanbHo doKymeHmupyiom u ym-
sepxdarom.

Ha ocHoeaHuu ynpaeneHus puckoMm (Hanpumep, obopydosaHue sensemcs cmaHdapmHbiM U 6ce crieyughukayuu
npodykyuu 6binu ucnbimaHbl Ha Kaxool cepuu 00 ebinycKa) keanuchukauyus sKkcnayamayuu moxem 6bimb nponyujeHa
unu obveduHeHa ¢ eanudayuell npoyecca unu npodyKyuu.

Lnsa ucnonbsoeaHus mpex nocnedosamenbHbix cepuli npodykuyuu Moxem 6bimb cOenaHo UCKTIOHEHUE & MOM Clly-
yae, ecnu npou3sodcmeeHHbill npouecc aenaemcs OnumensHeiM, Hanpumep, Koeda oBHa cepus Mamepuana Moxem
nompebosampe HECKONbLKUX Hedenb HerpepbieHoeo npousgodcmea. B nodobHoM cryHae Keanughukayus aKcrnnyamauyuu
Moxem 6bimb nposedeHa Ha mpex nodcepusax, npoussodecmeo kaxdol U3 KOMopPbIX OCyu,ecmensemcs Ha NPoOMsiKeHuU
He MeHee 00H020 OHS.

B.4.2 Banupauus npoueccoB U npoayKLum

B.4.2.1 Banugauus npoueccos

Banudayus npoysccoe cocmoum u3 onpedeneHHo2o yucna nocnedosamensHbix cepull (06bIYHO mpex), npous-
8606HHbIX 8 HopManbHbIX ycrnosusx, oOHako ¢ bonbwum yucnom oméopa npob u 0ononHUMensHbIMU UCTbIMmaHuamMu
1o cpasHeHUIo ¢ 06bI4HbIM poussodcmeoM. Banudayus npoyeccos Moxem 6bimb obbeduHeHa ¢ keanugukauuel aKc-
nnyamayuu. B cnyyae dnumenbHoego npougecca npousgodcmea 0na cepul, ucrnonb3yembix npu sanudayuu npoueccos,
delicmeyem mo xe ucknoqeHue (cm. B.4.1.5).

Banudauyus npoyeccoe GomxHa 6bimMb OCHOBaHa Ha HadeXHbIX 3HaHUAX O npoyeccax U UX eapuauusx/usmMmeHqu-
eocmu. Banudayus npoyecca He 3asucum om npodykyuu. Moxem 6bimb ucnonb3oeaH memod KpalHux eapuaHmos/
MampuyHbil Memod.
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B.4.2.2 Banugaunsa npogykumm
B uenom cornacyeTcs ¢ Baangaumnein npoueccos, of4HAKO MOFyT 6blTb YY4TEHbl KOHKpeTHble TpeboBaHUsA no-

TpebuTens.

B.5 lokymeHTauma ansa sepudukaymm, ksanudukaunum v sanuganmm

B.5.1 O6wme nonoxeHns
Bce AOKYMEHTbI O/MKHbI 6bITb NpoaHanvM3npoBaHbl U yTBEPXAEHbI [0 Havana sepudukaynn/ksanndukavnmn/

Ba/IMAaLMn/BbInycka.
OTBeTCTBEHHOCTb 3a /Ilo60e pelleHre 0 BbiNyCke A0/HKHA NexaThb Ha cnyx6e kayecTsa. Jllo60ii nepecmoTp

OOKYMEeHTaunn A0/DKEeH 0T CNexmnsaTbCA Npu noMown ynpasieHnsa Bepcnamn.

PucyHok B.4 — Tlpumep CTPYKTYpbl AOKYMEHTaLunun
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B.5.2 NnaH (dakynsraTuBHO)

Hna ymo4reHus delicmeud, npednpuHumMaeMbix Ha pasnu4yHbiX smanax eepucpukayuu/keanucukayuu/eanudauuu
npoekma, moxem Obimb paspabomaH 0OUH UIU HECKOIbKO N/1aHO8, 3a UCKo4YeHUeMm cry4as, koeda OaHHbie delicmeus
onucaHbi 8 npoyedype sanudayuu.

B nnaH moeaym 6bimb eKniodeHbl criedyrowjue nosuyuu:

- onucaHue npoekma/obnacmse NPUMEHeHUs,

- QOYHKYuU u obs3aHHocmu;

- nnaHuposaHue;

- aHanus pucka;

- CyMMapHble Kpumepuu rnpuemnemocmu;

- 8anudaluoHHbIld nodxoo;

- OokymeHmbi, Komopbie Bydym cosdaHbl;

- CChINKU Ha npoyedypsi U ynpasneHue UsMeHeHUaMU;

- onpedeneHue ycnosuli cmamyca KapaHmuHa 0na cepul, ucnonb3yembix & Keanugukayuu sKcrnnyamayuu unu
sanudayuu.

lnaH u npomokon moaym 6bimb 06beduHeHb! 8 €AUHbIT GOKyMeHM.

B.5.3 MpoTokon

HomxeH 6bimb paspabomaH U ymeepxdeH nucbMeHHbIlU NPoMmMOoKo, 8 KOMOpPoOM yKa3bléaemcs, Kak 6ydem npoeo-
Oumbcs eepuchuxayus/keanuchuxkayus/eanudayus.

B npomokon moaym 6bimb eKtoYeHb! criedyrowjue nosuyuu;

- onucaxue npoekma/obnacme NpPUMeHeHus;

- QyHKYuUu u obazaHHocmu;

- 0bocHoeaHue 8bibpaHHO20 nodxoda;

- ucneimarus, kKomopble 6ydym npoeedeHsi, ¢ ykazaHueM memodoe u yenosutl;

- demanusuposaHHbie Kpumepuu npuemnemocmu Ons kaxdoeo ucnbimaHus,;

- nnaH om6opa npob;

- Kbumu4ecKue napamempsl npoyecca;

- CChINKU Ha npouedypsbl, yrnpasneHue UsMeHeHuaMu u cneyugukayuu mpebosarul;

- Heobxodumble ycnosus.

B.5.4 Otyer

HomxeH 6bimb nodeomoeneH omyem, cCblnarouulics Ha npomokxon eepucghukayuu/keanuguxayuu/eanudalyuu.

B omyem moaym 6bimb 8KitoueHb! crnedyrowjue nosuyuu:

- ceodKka pesynbmamos ucrbimaHul;

- UCXOOHbIe OaHHbIe;

- 8bifiglieHHble OMKIIOHeHUS U Koppekmupyioujue delicmeaus, Komopabie bbinu unu 6ydym npednpuHsImsi;

- 8bI8O0bI;

- U3MeHeHuUsl 8 M/1aHe, Kak 3mo ornpedesieHo 8 NpomokKoie, ¢ HadnexaujumM oboCHo8aHUEM.

Tocne ydoenemeopumenbHO20 3agepuieHus ucrnbimarul domkeH 6bimb ocyujecmeneH oguyuarbHbli nepexod Ha
cnedyrowull sman eepughuxkayuu/keanuguxayuu/eanudayuu, ochopmneHHbill 8 8ude NUCbMEeHH020 0006perus.

B.5.5 CBogHbIi oTyeT no Banuaauum (dpakynsraruBHO)

CeodHbili omyem o eanudayuu 20moeumcs 1ocile 3aseplueHus 8cex amaros eepuchukayuu/keanugukayuu/eanu-
dayuu u 3asepwaem npoekm.

Ceo0Hbili omyem o eanudayuu Moxem ekiliodamp 8 cebs cnedyiowjue no3uyuu:

- CCbIIKU Ha NPOMOKO/Ibl U OMYembl;

- U3MeHeHusl 8 nnaHax u 0bocHosaHus MobbIX U3MEHeHUU;

- oghuyuanbHoe o0obpeHue u 3agepuieHue rnpoekma.

B.5.6 ApxuBupoBaHue

Banucu o eepuchukayuu, unu keanugukayuu u eanudayuu, OOmKHbI COXpaHAMbCS coanacHo 4.2.4.7.

B.6 MNoanepxaHue Banugauum

B.6.1 O6buwue nonoxeHusa

Homxra noddepxueambcs sepughukayus/keanughukayua obopydosaHus u ganudayus npoueccos/npodykyuu. lo-
bble usmeHeHuUs 0onXHbl 6biMb OUEHEeHb! C MOYKU 3peHUs1 pucKa Ux enusHus Ha cmamyc eanudayuu. pu Heobxodu-
mocmu cnedyem nposecmu Hadnexaulyio eepucghukayuro/keanughukayuro/eanudayuro unu NosmMopHyto Keanuguxkayuo/
sanudayuro.

UsmeHerHusa/ynyqweHus eanudayuoHHbix npouyedyp makxe OOmKHbI OUeHU8ambCsl C MOYKU 3peHus pucka Ons
ycmaHoeneHus Heobxodumocmu rnoemopHol eanudayuu.

B.6.2 YnpaBneHue naMeHeHUsAMH

[na ynpaeneHua usmeHeHUsMU & npouecce gepughukayuu/keanugukayuu/eanudayuu 00mKHb! 6bimb 6HeOpeHb!
KOHKpemHble cpedcmea ynpaeneHus. OguyuanbHoe, GOKyMeHmMuUposaHHoe yrpaeneHue UMeHeHUsMU O0mKHO 6bimb
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pearnu3osaHo noce eblirycka obopydosaHusa/npouecca/npodyKuuL U coXpaHambCs 8 MeyeHUe 8Ce20 XUHeHHO20 UuKna
obopydosarus/npouecca/npodykuyuu.

B.6.3 Mocneaytowmme MmeponpuATUA

Mo okoHYaHuUUu epughukayuu/keanugukayuu/eanudaluu Heobxodumo npedrnpuHamp Hadnexauwue delicmeus dna
ycmpaHeHus mobbix HapyweHud, Hanpumep, Hedocmamkos.

Bce delicmeus GomkHbl 6bimb 3a00KyMeHMUPOSaHbl.

B.6.4 TexHnuyeckana npodunakTuka

[ns eapanmupoeaHus Hadnexauieao yHKUUOHUPO8aHUs 06opydosaHus noce e20 8birycka 0omkeH bbimb pas-
pabomaH u ymeepx0eH nnaH mexHu4ecKkol npochunakmuku (eKnodaouull Kanubposxy).

B.6.5 NoBTopHaa Banupauua/ksanudpukauua

ObopydosaHue He mpebyem nosmopHol Keanuchuxauyuu, a npoyecc — noemopHol eanudayuu 6o mex rnop, rnoka
OHU GBYHKULIOHUDYIOM 8 YNpaesieMoOM PexuMe U 6 HUX UNU 8 pesynbmupyrowlyio rnpoldyKyuio He 6HOCAMCA U3MeHe-
Hus. OnpedeneHue mozo, 4mo obopydosaHue/npouecc yHKUUOHUPYIOM & yrpasnaeMoM pexume, ocyujecmensemcs
rnocpedcmeom aHanusa 0aHHbIX 00 yrpasneHuu NpoyeccoM, rnoilyyaeMbix exxe0HeeHo, U aHanusa nobbix daHHbIX 06 uc-
nbiMaHuu NpodyKyuu Ha coomeemcmeue cneyugbuKayusmMm U 803MOXHbBIM USMEHEHUAM.

B cnyyae 8HeceHUs U3MeHeHU Unu 803HUKHOBEHUS omKiloHeHul, obopydosaHue/npoyecc OomKHb! Bbimb npoaHa-
nusuposaHbl U oyeHeHbl. [pu Heobxodumocmu nposodumcs noemopHas eanudayus/keanugukauyus.

lMepuoduyeckas keanucukayus/eanudayus Moxem nompeboeambCs, Harnpumep, 08 Yyucmblx NoMeweHud, npo-
yeccos cmepunusayuu.
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MpunoxeHue C
(cnpaBouHoe)

B3aMMocBA3b Mexay NyHKTamMMn HacTOSILLEro cTaHaapTa
M CTPYKTYpaMu 60mnee BbICOKOro YPOBHSA

B HacTosiLLeM NpuUnoxeHUn onucaHa B3aMMoCBsi3b MeXAY NyHKTaMU/MoAnyHKTaMU HacTosILLEro cTaHaapTa U nyHKTamu/
NoANyHKTaMu, NpMBEeAEeHHbIM B CTPYKTYpax bornee BLICOKOrO YPOBHS, UCMONb3yeMbIX B CTaHAApTax CUCTEM MeHEKMEHTa,
cornacHo aupektusam UCO/IEC, yactb 1, npunoxeHue SL, gononHeHue 2. OHO NpefHa3HaYEHO ANA CBA3N CTPYKTYpbI
cTaHgapTa MCO 15378 co cTpyKTypoii 6onee BLICOKOro YpoBHsi, NpuBeaeHHon B gupektuse MCO/IEC, 4acTb 1, nocne Toro,
Kak 3aBepwmTca nepecmotp MCO 9001, nexallero B OCHOBE HacCTOSALLEro cTaHaapTa.

Tabnuya C.1 — B3auMocBA3b Mexay HacTOSILMM CTaHAapTOM U CTpyKTypamu 6oree BBLICOKOrO YPOBHA ANA UC-
nonb30BaHUA B CTaHAapTax cUCTEMbl MeHeXMeHTa (cM. gupektusbl MCO/IEC, yacTb 1, npunoxeHune SL, gononHeHune 2)
(1uns 4)

MMyHKTB/NOANYHKTLI CTPYKTYPbI
6ornee BbICOKOrO YPOBHS Ars UCTONb30BaHUA
B CTaHAapTax CUCTEMbl MEHEKMEHTa MpumMeyaHua
cornacHo aupektusam NCO/IEC, yacTb 1,
npuroxexue SL, gononHexue 2

MYHKT/NOANYHKT
HacTosALero cTaHgapra

1 ObnacTb NpUMEHeHUa 1 ObnacTb NpUMeHeHUs1

2 HopMaTuBHbIE CChINKK 2 HopMaTuBHbIE CCLINKU

3 TepmuHbl U onpegeneHus 3 TepMuHbLI U onpefeneHunst

5.2 OpueHTauus Ha notpebutens 4 Cpepa opraHusauuu

5.6 AHanus co CTOpOoHbI pyKoBOACTBA 4.1 MNoHMMaHWe opraHuauuu u ee cpeabl
5.2 OpueHTauus Ha notpebutens 4 Cpepa opraHusauuu

4.2 MNoHnmaHue noTpebHoCTel U oxugaHuii 3a-
NHTEepeCoBaHHbLIX CTOPOH

4.2.2 PykoBogcTBO MO Ka4yecTBy 4 Cpega opraHusauuu
4.3 OnpepeneHune obnacTv NPYMeHeHUs cucTe-
Mbl MeHeXXMeHTa KadecTBa

4 CucteMa MeHe[)KMeHTa Ka4ecTea 4 Cpepa opraHusaLum

4.3 Cnctema MeHeXMeHTa KadecTBa
5 OTBETCTBEHHOCTL PYKOBOACTBA 5 IlugepcTBo
5.1 ObssaTenbCcTBa PYKOBOACTBA 5.1 IlngepcTtBo 1 NPUBEPKEHHOCTb

5.2 OpueHTauus Ha noTpebutens

5.3 MonwuTuka B obnacTu KavecTaa 5 INugepcTBo
5.2 MonuTuka

5.5 OTBeTCTBEHHOCTb, NonHoMouns u o6- | 5 Jlugepcteo
MeH UHdopmaLmei 5.3 ®OyHKUMKU, OTBETCTBEHHOCTb U MONHOMO4USA
B opraHusauusax

5.4.2 NMnaHupoBaHue cUCTeMbl MeHeAXMeH- | 6 MNnaHupoBaHue

Ta Ka4ecTBa 6.1 [leicTBMA B OTHOLLEHWUN PUCKOB U BO3MOX-
4.1.1 YnpaBneHue puckom HocTei

5.4 MNnaxupoBaHune 6 MNnaHupoBaHue

5.4.1 Llenn B o6nactu kadecTBa 6.1 Llenn B obnactu kayecTBa U NnaHMpoBaHue
5.4.2 NMnaHnpoBaHUe CUCTEMbI MEHEXMEH- | UX AOCTKEHMUS

Ta KadecTBa
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OkoH4aHue mabnuupi C.1

MMyHKT/NoANYHKT
HacTosLlero cTaHaapTa

MyHKTBI/NOAMYHKTbI CTPYKTYpPbI
6onee BbICOKOIO YPOBHA ANA UCNONB30OBAHUA
B CTaHAapTax CUCTEMbl MEHEKMEHTa
cornacHo aupektusam NCO/IEC, vacTb 1,
npunoxexHue SL, gononHexHune 2

MpumevaHuna

6.1 Obecne4yeHne pecypcamu

6.3 UndpacTpykTypa

6.4 NpousBogcTBeHHas 30Ha

6.5 Pabotbl no TexHuyeckoMy obcnyxuea-
Huto U ybopke

7 CpencrtBa obecneveHus
7.1 Pecypchl

6.2 MNepcoHan

7 Cpeacrsa obecneveHus
7.2 KoMneTeHTHOCTb

6.2.2 d)

7 CpepcrBa obecnevenusi
7.3 OcBeOMITEHHOCTb

5.56.1 OTBETCTBEHHOCTb U NOSTHOMOYUSA
5.5.3 BHyTpeHHuit 06MeH uHdopmaymeit
7.2.3 CBA3b ¢ notpebutenem

7 CpencrBa obecneveHus
7.4 ObmeH nHdopmaumei

4.2 TpeboBaHus, npegbsBnsieMble K [OKy-
MeHTaLmu

7 CpencrBa obecneveHus
7.5 [lokyMeHTMpoBaHHas nHgopmayms

7 MpoLecchl XU3HEHHOro LiuKka npoayKuumn
7.1 MNnaHnpoBaHWe NPOLECCOB XN3HEHHOro
LMKna npoayKLuuu

7.2 Mpouecchl, cBA3aHHble ¢ noTpebutenem
7.3 MNpoekTupoBaHue u paspaboTka

7.4 3aKkynku

7.5 MNMpown3sogcTBo 1 06CcnyXnBaHne

7.6 YnpaeneHue obopygoBaHueMm AnNS Mo-
HUTOPUHIa U N3MepeHuin

8.3 YnpaBneHWe HeCOOTBETCTBYHIOLEH Npo-

aykuuein

8 [eATenbHOCTb Ha CTaAUsX XU3HEHHOTO LUK-
na nNpoAyKUun u ycnyr

8.1 lNnaHupoBaHWe 1 ynpasBneHue geaTenbHo-
CTbIO Ha CTafUsAX XWU3HEHHOro LUKNa NpoAyk-
L1u 1 ycnyr

8.1 ObLwue nonoxeHms

8.2 MOHUTOPUHI U U3MepeHUne

8.2.3 MOHUTOPUHr 1 3aMepeHue npoLeccoB
8.2.4 MOHUTOPUHI U U3MepeHUe NPOAYKLMK
8.4 AHanus paHHbIX

9 OueHkKa pe3ynsTaToB 4eATENBHOCTH
9.1 MOHWUTOPWHT, U3MEpeHUe, aHannus 1 oueHka

8.2.2 BHyTpeHHUA ayauT

9 OueHka pe3ynsraToB AeATeNnbHOCTU
9.2 BHYTpeHHWI ayguT

5.6 AHanua co CTOPOHbI pyKOBOACTBA

9 OueHka pe3ynbraToB AesATernbHOCTH
9.3 AHanus co CTOpOHbLI pyKoBogcTBa

8.5 YnyuyweHue

8.3 YnpaBreHue HeCOOTBETCTBYIOLLENR NPo-
AyKumen

8.5.2 KoppekTtupytoLee aeictamne

8.5.3 MNpenynpexpatLlee aeAcTene

10 Ynyuwexune
10.1 HecooTBETCTBUSA U KOpPEKTUpYIoLMe Aeit-
cTBKA

8.5 Ynyuyluenune
8.5.1 MNocTosAAHHOE yrydlleHne

10 YnyuweHune
10.2 MocTosiHHOE yRnyylueHne
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MpunoxeHue OA

(cnpaBouHoe)

CBegeHUs 0 COOTBETCTBUM CChbINOYHbIX MeXAayHapoOHbIX CTaHAAPTOB
MeXrocygapcTtBeéHHbIM CTaHAapTaM

Tabnuya OA1

O603HaYeHNe CCbINOYHOrO CreneHb O6o3HayeHne U HauMeHOBaHUe COOTBETCTBYIOLLEro
MeXAyHapoaHoOro cTaHaapTa COOTBETCTBUSA MeXrocyjapcTBeHHOro cTaHaapTa
ISO 14698-1 IDT MOCT UCO 14698-1—2005 «4ucTble NMOMELLEHNA N CBASAHHbLIE
C HMMU KOHTpornupyemble cpefibl. KoHTponb 6uo3arpasHeHui.
Yactb 1. ObLme NpUHUMMLI U METOALI»
ISO 14698-2 IDT MOCT UCO 14698-2—2005 «YuncTble NOMELEHNSA U CBA3AHHbIE
C HUMWU KOHTpornupyemble cpefbl. KoHTponb 6GuosarpasHeHuid.
YacTb 2. AHann3 AaHHbIX 0 6U03arpA3HEHUAX»
MpumevaHne — B HacToslen Tabnuye UCNONL3OBAHO crieayioLlee ycnoHoe 06o3HaqYeHne cTeneHn co-
OTBETCTBUS CTaHAapTOB:
- IDT — ngeHTU4HbIe cTaHaapThI.
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Cleanrooms and associated controlled environments — Part 3: Test methods

Cleanrooms and associated controlled environments — Part 4: Design

Cleanrooms and associated controlled environments — Part 5: Operations construction and
start-up

Cleanrooms and associated controlled environments — Part 7: Separative devices (clean air
hoods, gloveboxes, UCOlators and mini-environments)

Cleanrooms and associated controlled environments — Part 8: Classification of air cleanliness
by chemical concentration (ACC)

Sterilization of health care products — General requirements for characternization of a stenilizing
agent and the development, validation and routine control of a sterilization process for medical
devices

Medical devices — Application of risk management to medical devices
Guidelines for auditing management systems

Risk management — Principles and guidelines

Risk management — Risk assessment techniques

Software engineering — Guidelines for the application of NCO 9001:2008 to computer
software Under revision

Standardization and related activities — General vocabulary
Risk management — Vocabulary

Internation al vocabulary of metrology — Basic and general concepts and associated
terms (VIM)

Medical electrical equipment — Part 1: General requirements for basic safety and essential
performance

Analysis techniques for system reliability — Procedure for failure mode and effects analysis
(FMEA)

Fault tree analysis (FTA)
Hazard and operability studies (HAZOP studies) — Application guide

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. Title 21, Part 11, www.fda.gov

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

PIC/S Guide PE 0083, Explanatory Notes for Industry on the Preparation of a Site Master File,
http:/mvww.picscheme.org/pics.php

ICH Q9. Quality risk management, http://www.ich.org
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ICH Q10. Pharmaceutical quality system, http://www.ich.org

EU Guidelines to Good Manufacturing Practice for Medical Products for Human and Veterinary Use. Volume 4,
Annex 15 Qualification and Validation and Annex 18 Good Manufacturing Practice for Active Pharmaceutical
Ingredients Requirements, http://fec.europa. eu/health/documents/

The Pharmaceutical Quality Group. http:/iwww.pgg.org/pharma/

ASTM E 2500, Standard Guide for Specification, Design, and Verification of Pharmaceutical and Biopharmaceutical
Manufacturing Systems and Equipment

Mpukas MuHnpomTopra Poccuun oT 14 uioHa 2013 1. Ne 916 «O6 yTBepxaeHUM NpaBun Haanexallein nponssoa-
CTBEHHON MpaKTUKNy
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