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roCT P 53699— 2009
Mpeaucnosune

Lenu v npuHUMnbI cTaHgapTusaunn B Poccuiickon degepauunmn yctaHoBneHbl PefepasibHbIM 3aKOHOM
OT 27 gekabps 2002 r. No 184-®3 «O TeXHNYECKOM perympoBaHum», a npaBuaa NpMMeHeHNs HaluMOHa/IbHbIX
cTaHpgapToB Poccuiickoin ®egepaunn — FOCT P 1.0—2004 «CtaHgapTusaumsa B Poccuiickon ®egepaymn.
OCHOBHbIE NMOJIOXEHUA»

CBefieHusi 0 cTaHgapTe

1 NOATrOTOBJ/IEH O6uwepoccuiickori 06LleCcTBEHHONW opraHusaumein «Accouuvaunst MHXeHepoB Mo
KOHTPOJII0 MUKpO3arpssHeHuii» («kACUHKOM») Ha ocHOBe COGCTBEHHOrO ayTEHTUYHOIO nNepeBoja cTaHgap-
Ta, yKazaHHOro B nNyHkTe 4

2 BHECEH TexHuyeckum kKomMnteToMm no ctaHgaptusauum TK 458 «Mpon3BoAcTBO U KOHTPOJIb KayecT-
Ba /leKapCTBEHHbIX CPefCTB»

3 YTBEPXJAEH W BBEAEH B AENCTBWE Mpukazom denepanbHOro areHTCTBa No TeXHUYECKOMY
perynupoBaHuio 1 meTponorum ot 9 gekabps 2009 r. No 622-cT

4 Hactoawmwnii ctaHgapT SiBAsieTCAa MOANMULMPOBAHHbLIM M0 OTHOLLEHWIO K MeXAyHapoAHOMY cTaHaap-
Ty ICO 15378:2006 «lepBUYHbIE YTaKOBOYHbIe MaTepuasbl A1 MeAULMHCKOW NPoAyKLmMn, YacTHble Tpebo-
BaHus Mo npumeHeHuto NCO 9001—2000 c yyetom npasun GMP» (ISO 15378:2006 «Primary packaging
materials for medicinal products — Particular requirements for the application of 1ISO 9001:2000. with
reference to Good Manufacturing Practice (GMP)»). MNpux 3TOM A0NO/THATENbHbIE NOSIOXEHUA U TpeboBaHuS,
BKJ/IIOYEHHbIE B TEKCT CTaHAapTa A1 yyeTa noTpebHOCTei HauMoHasIbHOM 3KOHOMUKN Poccuiickon ®egepa-
LUN 1N 0COBEHHOCTEN POCCUIACKOW HauMOHa/IbHOWM CcTaHgapTu3auumn, BbideneHbl B TEKCTe cTaHgapTa Kypcu-
BOM.

Mpu NpMeHeHNN HacTosALWero cTaHgapTa PEKOMeHAYeTCA UCMO/b30BaTb BMECTO CChIIOUHbIX MeXAay-
HapoAHbIX CTaHA4apTOB COOTBETCTBYIOLLNE UM HaUMOHa/IbHbIe CTaHA4apTbl Poccuiickoli degepaunu

5 BBE/JEH BIEPBbIE

NHopmaLus 06 3MeHeHNsAX K HacToswWweMy cTaHaapTy ny6avkyeTCs B €XerofgHo usgaBaeMoM
MHOPMAaLMOHHOM yKa3aTene «HaunoHanbHble CTaHfapThi», @ TEKCT U3MEHEHUI 1 NONPaBoOK — B eXe-
MeCSYHO M3AaBaeMbiX WHDOPMALMOHHBIX yKasaTensx «HaunoHasbHble cTaHaapThl». B cnyyae nepe-
cMOTpa (3ameHbl) WM OTMeHbl HAcTOAWEro craHgapTa COOTBeTCTBYyLee yBefoMeHne 6yaeT
ony6/1MKOBaHO B €XeMecsYHo n3faBaeMoM MHhopMaLMoOHHOM yka3aTene «HaunoHanbHble cTaHAapThbi».
CooTBeTCTBYHWLWAA MHOPMaLWs, YBEAOMIEHNA U TEKCTbI pasMeLlanTCca Takke B MHPOPMaLMOHHO
cucTeme 06LWero nosb3oBaHNsa — Ha opuLmnanbHOM canTe defepasnbHOro areH TCcTBa N0 TeXHUYecKkomy
perynupoBaHuio 1 MeTPOoruv B ceTu HTepHeT

© CtaHgapTuHcopm. 2010

HacTosiwunii ctaHAapT He MOXeT 6bITb MOIHOCTLIO UM YaCTUYHO BOCMPOU3BEEH, TUPaXXUPOBAH U pac-
NpocTpaHeH B kayecTBe onLManbLHOro n3gaHms 6es paspelueHns ®efepasbHOrO areHTCTBa Mo TEXHUYECKO-
My PerysimpoBaHuO 1 METPOJIOrMn
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BeBegeHve

Ob6uwmne nosioxeHus

[aHHbll cTaHgapT onpegenseT NpUHUUMBLI  TpeboBaHna «paBun Npon3BoACT Ba leKapCTBEHHbIX
cpegcTe» (GMP) gns cucTem obecneyeHns kayecTBa Npu NpovM3BOACTBE MaTepuasos NepBUYHON yna-
KOBKM fleKkapCTBEHHbIX cpeacTB. Peanusauus npuHuunos GMP npy npon3BoACcTBE U KOHTPO/e NepBUYHO
ynakoBK1 umeeT 60/bLLIOe 3HaYeHne 419 6e30nacHOCT M eKapCTBEHHbIX CPeACTB, T ak Kak ynakoBoUHble
mMaTepuasnbl HAXOAATCA B NPAMOM KOHTakTe ¢ HUMu. MpumereHve npuHuunos GMP go/mkHo obecneunTb
COOTBETCTBUE [JaHHbIX YNAaKOBOUYHbIX MaTepnanos BCeM TpeboBaHNSAM NPOM3BOACT Ba /leKapCTBEHHbIX
cpeacTs.

CTaHgapT NCO 15378 6bIn NoAroTOBEH TexHnyecknm kommTeTom NCOITK 76 «AnnapaTbl Ans
nepenvMBaHus KPoBW, BANBAHUIA N MHBEKLUMIA MEANLMHCKOTO Ha3HaYeHUs».

[aHHblli cTaHgapT cogepxunT TpeboBaHua FOCT P NCO 9001—2008.

B cTaHgapTe ncnosib3oBaHbl criefylowme 0603HaYeHUs:

- MYHKTbI M NOANYHKTbI, ABAsALWMeca uuTaTamu n3 FOCT P MCO 9001—2008. gaHbl B paMKax

- TeKCT, BblAeNeHHbIi KYpCUBOM, COOTBETCTBYET AONOMHUTENbHbIM TpeboBaHnam GMP k maTe-
pvianam Ana nepBUYHON yNnakoBKu:

- TepMuHbl 1 onpeaeneHns GMP BknoYeHbl B pasfen 3 (MCTOYHVK yKa3aH B KBagpaTHbIX CKOOKax).

FOCT P NCO 9001—2008 Cnctembl MeHeXXMeHTa KayecTsa. TpeboBaHuA

Ob6uwmne NosoXxeHns

[Ana co3paHna cUcCTeMbl MeHe)XKMeHTa KayecTBa HEOH6XO4MMO CTpaTermyeckoe pelleHne opraHusa-
umn. Ha pa3paboTKy 1 BHefpeHNe CUCTEMbl MEHE)XMEHTa KayecTBa opraHusauun BAUSIOT:

a) ee BHeLWHAs cpefa, U3MEHeHNs WA PUCKK, CBSA3aHHble C 3TOW cpefoii;

b) M3MeHsALWwmeca NOTPebHOCTH;

C) KOHKpEeTHble Lenu;

d) BbiNnyckaemas nNpoaykums;

e) npuMeHsieMble NpoLecchl;

f) pasmep n cTpykTypa opraHusauuu.

HacToswwnii cTaHAapT He npegnonaraeT egMHO06pa3nsa B CTPYKType CUCTEM MeHeAKMeHTa KavyecTBa
WA OKYMEHTaLmun.

Tpe6oBaHUA KCUCTEME MeHe[KMeHTa KayecTBa, yCTaHOBJ/IEHHbIE HACTOSILLMM CTaHA4apToOM, AB/IAKOT-
€S AOMONHAKOWMMN NO OTHOLWWEHUIO K TpeboBaHUAM K npoaykumn. NMHdopmauyms, o6o3HadeHHas Kak «Mpu-
MeyaHue». HOCUT XapakTep MeTOAMYEeCKMX yKasaHWid OAS  NOHUMaHWSA  WAN  pas3bsCHEHUS
COOTBETCTBYHOLLErO Tpe6oBaHUS.

HacToawuii ctTaHAapT MOXET MCNO/Mb30BaTbCA BHYTPEHHUMU Y BHELLHMMUW CTOPOHaMW, BK/lOYas opra-
Hbl N0 cepTumKaunm, B LLeNAX OLLEHKM CNOCOBHOCTM opraHmM3aunmn BbINONHATL TpeboBaHNA noTpebuTenei,
Tpe6GoBaHMsA K NPOAYKUMMK, ABNAIOWMeCcs o653aTe/IbHbIMU K UCMOSTHEHUIO B COOTBETCTBUM C Ae/CTBYOWUM
3aKoHOJaTeNnbLCTBOM (fanee — ob6sA3atesibHble TpeboBaHWS), N COGCTBEHHbIE TpeboBaHUS.

Mpwn pa3paboTke HacToALWero cTaHgapTa 6blanM yuTeHbl NPUHLUMNBLI MEHEAXXMEHTA KavecTBa, YyCTaHOB-
neHHble B MCO 9000:2005 n NCO 9004:2001.

OCHOBHOW Liefiblo AaHHOT0 CTaHAapTa ABAseTCca onpejesneHne rapMmoHN3MpoBaHHbIX TpeboBaHuii K
mMaTepuanam 418 nepBuMYHOl ynakoBkn. CTaHAaapT BK/IOYaeT HEKOTOopble cneyvanbHble Tpe6oBaHus K
mMaTepuanam Ana nepBUYHON ynakoBku, cogepxatimecs B npasunax GMP Ans nponssoacTBa 1ekapcTBeH-
HbIX CPEACTB, X KOHTPONa n T. [,

TK 458 He HeceT OTBETCTBEHHOCTb 3a cogepxaHue pasgenos NOCT P NCO 9001—2008. npuBeAeHHbIX B faH-
HOM cTaHAapTe B pamMKax.
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MpoueccHbIii noagxon

FOCT P CO 9001—2008 CucTteMbl MeHeA)XXMeHTa kadecTBa. TpeboBaHusa

MpoueccHbIn noaxon

HacToswumii ctaHAapT HanpaB/ieH Ha NPUMEHeHNe «NPOLEeCCHOro noaxoaa» npu paspaboTke, BHeA-
PEHUM N YNYULLIEHUN pPe3y/IbTaTUBHOCTU CUCTEMbI MEHeXXMEeHTa KayecTBa B Lie1AX NOBbIWEHNS Y40BAeT-
BOPEHHOCTM NoTpe6uTesielt NyTeM BbIMO/THEHUSA UX TPEOGOBaHWIA.

[Ons ycnewHoro yHKLMOHUPOBaHWsS OpraHn3aums Ao/HKHa OonpeneniaTb U OCYLWeCTBAATb MeHe X-
MEHT MHOIOUYNC/IEHHbIX B3aMOCBA3aHHbIX BUAOB AeATe/IbHOCTU. [leaTeNbHOCTb, NCMOb3YIoLLan pecypcbl
nynpasnsemas B Lienax npeobpasoBaHnsa BXOAOB B BbIXObl, MOXET paccMaTpuBaTbCs Kak npouecc. YacTto
BbIXO/, O4HOr0 npouecca o6pasyeT HeNnocpeAcTBEHHO BXO/, CNeAyoLWero.

MpuMeHeHWe B opraHn3aLmmn CUCTeMbI NPOLLECCOB HapsAAy C UX naeHTudmkaunein n B3aumoaencTeum-
eM. a Takke MeHe[>XMEeHT NpoLLeCccoB, HanpaBfeHHbIW Ha NOMyYeHne Xxenaemoro pesynbraTa, MoryT 6bITb
onpeaeneHbl Kak «MpPOLLEeCCHbI noaxon».

MpenmyLLecTBO NPOLIECCHOMO NOAX04a COCTOUT B HEMPEPbLIBHOCTY yNpaB/ieHUsi, KOTOpoe OH obecne-
4MBaeT Ha CTblke OTAEeNbHbIX NPOLECCOB B paMkKax UX CUCTEMbI, a Takxe npu Mx KoM6uHaumum n B3anMo-
AeAcTBUN.

Mpy NpYMeHEHNN B CUCTEME MeHe[)KMeHTa KayecTBa Takoi Noaxos nogyepKnBaeT BaXXHOCTb:

a) MOHMMaHKWs 1 BbINOJSIHEHNS TPeGOBaHWIA:

b) Heo6X0AUMOCTM PacCMOTPEHUS NPOLLECCOB C TOUKM 3peHns 06aBNAEMON MU LEHHOCTH:

C) AOCTUXEHUSA 3anaHNpPOBaHHbIX Pe3y/bTaTOB BbINOSIHEHNA NPOLLECCOB N 06ecnevyeHnsa nx pesysib-
TaTUBHOCTW;

d) NOCTOSIHHOrO yNy4lleHUa NPoLeccoB, OCHOBAHHOTO Ha 06LEKTUBHOM U3MEPEHUN.

MpuBeaeHHan Ha pUCyHKe 1 MoAenb CUCTEMbl MeHe)KMeHTa KayecTBa, OCHOBAHHOW Ha NPOLECCHOM
noaxofe, WIMOCTPUPYET CBA3M Mexay npoueccamu, npegcraBneHHbIMU B padgenax 4—8. 3ta mogenb
nokasbIBaeT, YTO NOTPeOUTE TN UrpatoT CYLLLECTBEHHYIO POJib B yCTaHOBIEHNN Tpe6OoBaHWii, paccMmaTprBae-
MbIX B Ka4eCcTBe BXOA0B. MOHUTOPUHT yA0B/IETBOPEHHOCTY NOTpebuTeneli TpebyeT oLeHKn nHhopmMaLmmn o
BOCMPUATUN NOTPEe6UTENAMY BbINOSIHEHUA UX TpeboBaHuWiA. MNpuBeaeHHasa Ha pucyHke 1 Moaenb oxBaTbiBaeT
BCE OCHOBHble TpeboBaHNA HACTOALWEro cTaHA4apTa, HO He NOKa3blBaeT MPOLECChl Ha AeTallbHOM YPOBHeE.

MpumeuyaHune — Kpome  TOrO, Ko BCEM npoweccam MOXeT 6bITb npumMeHeH umkn
«Plan — Do — Check — Act» (PDCA). Liukn POCA MOXHO KpaTKo onucartb Tak:

- nnaHupoBaHue (plan) — paspa6oTka Ueneil u NpoLeccoB, HEOGXOAMMbIX A/S1 AOCTUXEHUA pPe3ynbTaToB B
COOTBETCTBUU C TpeboBaHMAMU NoTpebuTeneli 1 NOAUTUKON opraHm3anuu.

- ocyuwecTteneHne (do) — BHeAgpeHMe NpoLeccos;

- nposepka (check) — NOCTOSHHbIE KOHTPO/Ib U U3MEPEHUE NPOLECCOB U NMPOAYKLMN B CPABHEHWUWN C NOSIUTUKOW,
uensamu n TpeboBaHNAMM Ha NPOAYKLUMIO U COOBLIEHME O pesynibTaTax.

- peiicteue (act) — NpuHATUE AelicTBUIA NO NOCTOSIHHOMY Y/y4llEeHU0 NokasaTtesnei npoLeccos.
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NMOCTOAHHOE YNYUWEHNE
CNCTEMbl MEHEIDKMEHTA KAYECTBA

NOTPEBMU
TEMM
OTBETCTBEHHOCTb
PYKOBO/CTBA
MEHEKMEHT N3MEPEHVE. nﬁgBe
PECYPCOB AHANS
N YNYULLEHUE. PEHHOETH
f MPOLIECCHI
Tpe6e- Bxog \ KWN3-EHHOTOX Nl Boixop
BaHusA uukna e— Mpoaykumns

NPOAYKLUMN 2 —

YcnoBHble 0603Ha4YeHs:
[eaTenbHocTb, fo6aBnsoWasn LEHHOCTb

............. > MoTok nHdopmaumm

PucyHok 1 — Mogenb cucteMbl MeHeAXMeHTa kayecTBa, OCHOBAHHOW Ha NpOLECcCHOM nogxofne

CBA3b ¢ MICO 9004

FOCT P NICO 9001—2008 CucTteMbl MeHeAXMeHTa kayecTBa. TpeboBaHus
Cssa3b ¢ NCO 9004

MCO 9001 n MCO 9004 sABnATCA cTaHapTamy Ha CUCTeMbl MeHeKMeHTa KayecTBa, KOTopble
OOMONHAIOT APYr ApYyra, HO UX MOXHO MPUMEHATb TakKXe He3aBUCUMO.

NCO 9001 yctaHaBnvBaeT TpebOBaHMA K CUCTeMe MeHe[)KMeHTa KayecTBa, KOTOpble MOryT ObITb
MCMOMb30BaHbl A/151 BHYTPEHHEro NpYMeHeHus opraHusaumamun, a Takxe B Lenax ceptuduvkaumn wnm
3aK/Il04eHNA KOHTpakToB. CTaHAapT HanpaB/ieH Ha pe3yNbTaTUBHOCTb CUCTEMbI MEHEeO)XMeHTa KavyecTBa
npuv BbINOSIHEHUN TpeboBaHWU NOTpebuTeneln 1 COOTBETCTBYIOLWMX 3aKOHOAATENbHbIX U APYrMX 06a3aTeNb-
HbIX TPEGOBAHWNIA.

Ko BpemeHun ny6nukauum ctaHgapta MCO 9001:2008 ctaHgapT MCO 9004 Haxoawncs Ha ctaguu
nepecmoTpa. HoBas Bepcus CO 9004 6yaeTt cogepxaTb pekoMeHaaunm aniss MeHeg)XMeHTa no foCTuxe-
HUWIO YCTOWYMBOro ycnexa /60 opraHnsaumm B C/I0XKHOM, Tpe6oBaTe/IbHOW 1 MOCTOSIHHO M3MeHsIoLLeincs
cpene. NCO 9004 npeactasnisieT 60see WMPOKNUIA B3MIAL HA MEHEOXMEHT KayecTBa, yem MICO 9001; oH
Haue/niMBaeT Ha y0B/ieTBOPEHNe NOTPebHOCTeN 1 OXMAaHUi BCex 3anHTepecoBaHHbIX CTOPOH Ha OCHOBE
CUCTEMATMYECKOro M MOCTOAHHOIO YNy4lleHUsa AeAaTeNbHOCTU opraHmsaumm. OgHako 3TOT cTaHdapT He
npegHasHaveH Ans ueneit cepTudukaumm, 3akt0YeHNs KOHTPaKTOB 1 BbINOJIHEHUS 06513aTesIbHbIX TPe60-
BaHWA.
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CoBMeCTUMOCTb C APYTMMUW CUCTEMAMU MEHeAXXMeHTa
CTaHpapT BkIl4aoT Tpe6oBauma FTOCT P NCO 9001—2008 1 OoNOMHNTENBHO YacTHble Tpebo-

BaHMA K MaTepnanam ansa I'IEpBI/IHHOVI ynakKoBKM B COOTBETCTBUKN CNpaBuiamMu npon3soacTBa MKOHTPONA
Ka4yecTBa /IeKapCTBEHHbIX CPeaAcTB.

FOCT P NCO 9001—2008 CucTeMbl MeHefXMeHTa KayecTBa. TpeboBaHusa
COBMeCTUMOCTb C A PYrMMuM CUCTEMAMWN MEHeXMeHTa

Mpu pa3paboTke HacToALWEro cTaHAapTa [AO/DKHOE BHUMaHWe Obl10 YAeNeHO MNONOXEeHUAM
MCO 14001:2004 gnsa yny4weHWs COBMECTMMOCTM 3TUX ABYX CTaH4apToB B MHTepecax coobuiectBa
nosnb3oBartesieil. MNpunoxeHne A nokasbiBaeT cOOTBeTCTBME Mexay MCO 9001:2008 n MCO 14001:2004.

Hactoawmin ctaHgapT He COAEPXUT KOHKPETHbIX TpeboBaHU K ApYrMM CUCTeMaM MeHe[)XMeHTa,
TaknM, Kak MeHe[)XMeHT OXpaHbl OKpyXawLlen cpefbl, MEHEAXMEHT NPOECCNOHANBLHOIO 340POBbA U
6e30nacHOCTN, (OMHAHCOBbIV MeHeXMEHT UM MeHeAKMeHT puckoB. OgHaKo cTaHAapT NO3BOJIAET opra-
HU3auMm cornacosaTtb WM MHTErpMpoBaTh CBOIO COGCTBEHHYIO CUCTEMY MEHeAKMeHTa KayecTBa C Apyru-
MU CUCTEMaMM MeHef)XMeHTa C COOTBETCTBYIOWMMM TpeboBaHnAMU. OpraHn3aumnsa MOXeT aganTupoBaTb
Aericteyowyto(ne) cuctemy(bl) MEHeIKMEHTA A1 CO3[4aHNA CUCTEMbl MEHE)XMEHTa kayecTBa, COOTBeT-
cTByloLleli TpeboBaHMAM HaCcTosLLero cTaHgapTa.
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(NCO 15378:2006)

HALUMWOHANBbHBIN CTAHAOAPT POCCUNCKOW PELEPALUMN

NMEPBUYHbLIE YMNMAKOBOYHbLIE MATEPUWANbLI ANA NEKAPCTBEHHbLIX CPEACTB
YacTHble Tpeb6oBaHuA nNo npumMmeHeHunto FOCT P NCO 9001—2008 c yyuetom npaBun GMP

Primary packaging materials for medicinal products. Particular requirements for the application of ISO 9001:2008.
with reference to Good Manufacturing Practice (GMP)

fata eBegeHns — 2010—08—01

1 0O6nacTb NpYMeHeHus

1.1 O6uwumre NonoxeHUs

CTaHfapT ycTaHaBiMBaeT TpeboBaHusa K cucTeMe obecnedyeHus KayecTBa Npu NpousBoACcTBe
NepBUYHbIX YNAKOBOUHbIX MaTEpUaoB A/ ekapcTBEHHbIX CPeACTB C yue TOM TpeboBaHuil noTpe6buTe-
N5 1 HOPMaTMBHbIX JOKYMEHTOB.

CnoBocoyeTaHue «pyv HEOGXOAMMOCTU», UCMNOMb3yeMOe B HAacTOsAWEM cTaHaapTe, O3HadyaeT,
4YTO Tpeb6oBaHve cesyeT BbINONHATb, 33 UCK/IOUEHUEM C/lyyaeB, Kora HeHY)XXHOCTb 3TOro Tpe6oBaHus
noATBepXAeHa A0KYMEH T allbHO.

FOCT P NICO 9001—2008 CucTteMbl MeHeA)XMeHTa KayecTBa. TpeboBaHusa
1.1 O6ume nNonoxeHus

HacToswwnii ctaHAapT ycTaHaBMBaeT Tpeb0OBaHUSA K CUCTeMe MeHe[)KMeHTa KayecTBa B TeX c/yyva-
AX. KOrga opraHmsauus:

a) HyxjaeTca B leMOHCTpaLun cBoeli CNoCO6HOCTM BCerga nocTas/iATh NPOAYKLUIO, OTBEYAIOLLYHO
Tpe6oBaHMAM NoTpebuTeneil 1 COOTBETCTBYIOLWNM 06513aTe/IbHbIM TpeboBaHUAM:

b) cTaBWUT CBOEl Liefbio NoBblIlLEHVEe YA0B/1IeTBOPEHHOCTM NOTpebuTenein nocpencTtBom adpeKkTnB-
HOrO MPYMeHeHUs CUCTEMbl MeHe)KMeHTa KayecTBa, BK/IOHYasi MPOLECChbl MOCTOSAHHOIO ee YNyulleHus, 1
obecrneyeHne cooTBeTCTBMA TPe6OBaHMAM NOTpPebuTenei n COOTBETCTBYIOWNM 0653aTeNibHbIM TpeboBa-
HUSIM.

MpumeuvaHnwns

1 B HacToswWeM cTaHgapTe TEPMUH «NPOAYKLUS» NPUMEHUM TOJSIbKO:

a) K npefHa3Hayaemoli ans noTpebuTensa nan 3aTpeboBaHHON MM NPOAYKLMK:

b) K N06bIM 3afaHHbIM pe3ysibTataM MPOLLEeCCOB XM3HEHHOTO LuKNa.

2 3akoHopaTenbHble napyrne ob6a3aTenbHble Tpe60BaHNA MOTYT 6biTh BblpaXeHbl Kak NpaBoBble TpeboBaHus.

1.2 lMpumeHeHune

CTaHfapT npumeHseTca npu pa3pa60TKe, N3roToB/IEHNN N NOCTaBKe NepBUYHbLIX YNaKOBO4YHbIX
MaTepuanoB A4 NeKapCTBEHHbIX CPeACTB, a TaKxXe ana L|,ene|7| CepTVI(*)VIKaU,VIVI.

N3paHne ouynanbHoe
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FOCT P NCO 9001—2008 CncTeMbl MeHeAXMeHTa kayecTBa. TpeboBaHusA
1.2 MpumeHeHne

Tpeb6oBaHMA HacTOSALWEro cTaHAapTa ABAATCSA 06WMMN U NpeAHa3HaYvYeHbl 4719 TPUMEHeHNA BCceMun
opraHusauMsamMu He3aBUCUMO OT X BUAA, pa3Mepa 1M NocTaBAsSeMOon NpoayKunn.

Ecnu kakoe-nn6o Tpe6oBaHMe(s1) HACTosLWEero cTaHAapTa HeNb3s MPUMeHUTb BCeAcTBUe crneuumdu-
KM OpraHmM3auunm u ee Npoaykunn, AONYyCKaeTCsl ero UCKIKYEHUE.

Mpu foNYyLLEHHbIX UCKNIOYEHMAX 3asiB/IEHUS O COOTBETCTBMM HACTOsLEMY CTaHA4apTy npuemsiemsl,
ecnn 3T NCKIYeHUss nognagaloT nog TpeboBaHns pasgesa 7 U He B/IMAIOT HA CMOCO6HOCTb UM OTBET-
CTBEHHOCTb OpraHu3aumnmn obecneumBatb NpoayKuneli, oTBevalLweli TpeboBaHNAM NoTpebuTeneli n coot-
BETCTBYIOLWMM 06513aTe/IbHbIM TPEGOBaHUSM.

2 HopmaTuBHble CCbISIKU

FOCT P NCO 9001—2008 CucteMbl MeHeA)XMeHTa kayecTBa. TpeboBaHus

2 HopmaTuBHBbI€ CCbIJIKU

YKa3aHHbIA HWXE CCbINIOYHbIA AOKYMEHT HEO6X0AMM A1 UCMNOJIb30BaHUSA HaCTOSLWEro ctaHgapTa.
[na paTMpoBaHHbIX CCbIIOK MPYMEHSIOT TO/ILKO Ty BEPCUIO, KOTOopas 6blna ynomsHyTa B TekcTe. Ana Hepa-
TUPOBaAHHbIX CCbI/TIOK HEOBXOANMMO UCMO/b30BaTb CaMOe NnocsiefiHee n3gaHune JoKymMeHTa (BKtovasa nobble
nonpaskm).

MNCO 9000:2005 Cucrtembl MeHemxMeHTa kadyecTBa. OCHOBHbIe NMOJIOXEHUA U CNOBapb

B HacTofLWen cTaHgapTe NCNob30BaHbl CCbINIKM HA cnefylowme cTaHaapThbl:

FOCT P NCO 9001—2008 CucTeMbl MEHEI)KMEHTa kKayecTBa. TpebosBaHus

FOCT P NCO 14644-1—2002 YucTble NOMELLEHUS U CBA3AHHbIE C HUMW KOHT poNnpyemMble cpesbl.
YacTb 1. Knaccudumkaumsa 4yucToTbl BO3gyXa

FOCT P NCO 14644-2—2001 YucTble NOMELLEeHNA U CBSA3aHHbIE C HUMU KOH T POIMpyemMble cpejpl.
YacTb 2. TpeboBaHNS K KOHTPOIO Y MOHUTOPUHTY ANA NOATBEPXAEHNSA NOCTOAHHOIO COOTBETCTBUSA
FOCT P NCO 14644-1

FOCT P NCO 14644-3—2007 YucTble NOMELLEeHNA U CBSA3aHHbIE C HUMU KOH T POIMpyemMble cpejpl.
YacTb 3. MeTOoabl UCNbITaHni

FOCT P NCO 14644-4—2002 YucTble NOMELLEHNA U CBSA3AHHbIE C HUMU KOHT PONIMpyeMble cpeapbl.
YacTb 4. poekTupoBaHne, CTPOMTENLCTBO U BBOA B 3KCNyaTaLluio

FOCT P UCO 14644-5—2005 YucTble NOMELLEHUS U CBA3AHHbIE C HUMW KOHT poinpyemMble cpefbl.
YacTb 5. dkcnnyaTauyus

3 TepmuHbl 1 onpegesnieHns

B HacToOsALWEM JOKYMEHTE UCMO/b3YTCA TepMuHbl 1 onpegeneduna FOCT P MCO 9000. a Takxe
cnefytouyme.

FOCT P NCO 9001—2008 CucTteMbl MeHea)XMeHTa kayecTBa. TpeboBaHus

3 TepMuHbI 1 onpegesnieHns

B HacToAuwem ctaHgapTe NPUMEHA0T TepMUHbI 1 onpegeneHus, aaHHble B UCO 9000.
B TekcTe HacTosilwero ctaHgaptTa TEPMUH «NPOAYKLUNA» MOXET 03HavaTb TakXe «yCryry».

MpumeyaHnunsd

1 [lonoNHNTENbHO B JaHHOM CTaHAapTe WCNoNb30BaHbl TEPMUHbl cy6noapagunk (cMm. 3.61) u cy6nogpag
(cm. 3.34).

2 TepMUH «Cy6noapsaaUYMK» MOXEeT WUCMNONb30BaThCA BMECTO TEPMUHA *NOCT aBLyUK».
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[pyrve TepMuHbl 1 onpefenieHnsa HacTOosALLero cTaljapTa oTpaxal T cneynduky npoM3BoacTBa
NepBUYHbIX YNAKOBOUYHbIX MaTepuasnoB A5 NeKapCTBEHHbIX CPeACTB:

3.1 BO3ayLWHBbI W03* (air-lock): OrpaHMyeHHoOEe NPOCTPAHCTBO C ABYMS U/ HECKONbKUMM fBeps-
MU MeXay ABYMSA WUN HECKONbKMMU MOMELLEHUAMM (Hanpumep, pas/inyHbiX KN1accoB YNCTOThI), NpegHasHa-
YeHHOoe ANA pasjefneHns BO3AYLUHbIX Cpej NOMeLLeHUi A Npu BXofe B HUX. BO3AYLUHBIA W03 CAyXUT Ans
nepexoja nepcoHana uav nepemeLLeHust MaTepuasos.

3.2 yTBepXaeHHblli (approved): Imewowwnii cTaTyc COOTBETCTBUS.

MpnmeyaHne — COOTBETCTBME MOXET NOATBEPXKAATbLCA HA NOGOM 3Tane (415 UCXOLHbLIX MaTepuanos,
AN5 XapakTepucT UK NPoLeccos, AN MaTepnana ynakosku, Ans roToBoi npogykyum).

3.3 cbopka (assembly): CoegnHeHve BMeCTEe MaTepnanoB NepPBMYHON YNaKoBKM U/ NX YacTeN.

MpnmeyaHune — Hanpumep, c6opka nuneTok, c6opka CUCTEM AN1A MHbEKUNIA, yCTaHOBKa UM Ha NpejBapu-
TeNbHO HAaNOHEHHbIE WNPULbI.

3.4 aBTOMaTMYECKUI KOHTPO/b (automated inspection): OLieHKka COOTBeTCTBHUS, OCyLLecTBse-
mMas o6opyfoBaHMEM Ge3 y4acTus yenoBeka.

MpumeuyaHne — O6OPyAOBaHME MOXET BKIOUATbL B Ce65 ONTO3/1EKTPOHHbIE 3/1IEMEHT bl (Kamepsbl), nasep-
Hble CUCTEMbI, Y/1bTPa3ByKOBbIE CUCTEMbI U CUCTEMbI aHANM3a AaHHbIX U Ap.

3.5 cepwusda (batch, lot): OnpegeneHHoe KONMYECTBO NEPBUYHbBIX YNaKkoBOYHbIX MaTepuanos (3.35.1),
M3roTOB/IEHHBIX B XOf€ OAHOI0 MM HECKObKMX NPOLLECCOB, UMEILLUX HEU3MEHHbIE XapakTepucTuKn 1
cTabnnbHoe KayecTBO.

MpumeuyaHuns

1 AnsaypoBneTBOpeHNA TpeboBaHuil noTpebuTens cepna MmoxeT 6bITh pasgeneHa He nogcepun, o6befnHeEH-
Hble BNOCNeACTBUN B OJHOPOAHYI Cepuio NpoayKLum.

2 lpv HenpepbIBHOM NPOM3BOACTBE NOHATMNE CEPUMN [LOMHKHO OTHOCUTbLCA K ONpefleIeHHol yacTu npoayKumuu,
XxapakTepnsyemoii 0JHOPOAHOCTbIO.

3.6 npoTokon Ha ceputo* (batch document, batch record): JokyMeHT, oTpaxatwLyuii npolecc npo-
M3BOACTBAa KaXAoM cepuv NpoAyKuuu, B T. Y. paspeLleHre Ha ee peasim3aLnmio, 1 Bce hakTopbl, uMeroLme
OTHOLLEHNEe K Ka4eCcTBY rOTOBOW NpPoAyKL UK.

3.7 Howmep cepuun* (batch number, lot number): OnpegeneHHoe coveTaHne undp n/mnu 6yks, 0603Ha-
yaroLiee cepuio NPOAYKLNN.

3.8 Bbinyck cepuu (batch release): PewweHune o0 BbINycke cepuu Ana NpojaxKun Unmn nocTasku, NPUHA-
TOe Ha OCHOBE PacCMOTpPeHNa NPOTOKONa Ha Ceputo B 0T AeNe kayecTBa Uin npeacTasnTeneMm oraena
KayecTBa.

3.9 kannbposka (noBepka)' (calibration): Onepauunun, ycTaHasnvsatwoL e Npu onpeseneHHbIX ycio-
BMAX 3aBUCUMOCTb MeXAy 3HaYeHUAMU, PErncT pUpyeMbIMU KOHT PO/bI0-U3MBPUT €/bHLIMY Npubopamm
(cucTemamu) M cOOTBETCTBYOLWMMN CTaHLap THbIMU BeMYnHaMm (3 TanoHamu).

3.10 KOHTPO/b N3MeHeHu (change control): AOKYMEeHTUPOBaHHbIN KOHTPO/b NU3MEHEHUIA.

MpnmeyaHne — M3sMeHeHUss MOTryT BKIWO4YaTb B cebsi, Hanpumep, U3MEHEHWUS WCXOAHbIX MaTepuanos,
WHCTPYKL Ui, ycnoBuii nponssoacTBa, 060pyA0BaHNSA, NPOU3BOACTBEHHbIX NPOLECCOB 1 MET O40B KOHT PONS.

3.11 umcToe nomeuwieHme (cleanroom): MomelleHne, B KOTOPOM KOHTPOANPYETCA KOHLEHTpauus
B3BELLEHHbIX B BO3/lyXe YacTWL, NOCTPOEHHOE U UCMNO/Ib3yEMOE TakK. YT06bl CBECTU K MUHUMYMY NOCT Y-
NeHVe. BblAeNeHne 1 yaepxaHue YyacTul BHy T py NOMELLEHMS, 1 NO3BONSIOLLEE, MO MEePe HEO6X0ANMOC T,
KOHTPONMpOBaTb Apyrve napameTpbl, Hanpumep TemnepaTypy, BAaXHOCTb W [JaBneHue
[TOCTUCO 14644-1, 2.1.1].

3.12 yucTana 30Ha (clean zone): MNpocTpaHCTBO, B KOTOPOM KOHTPONUPYETCH KOHUEHTpauuns
B3BELUEHHbIX B BO34yXe YacT UL, NOCTPOEHHOE U UCNONb3yeMoe TakK. YT 06bl CBECTU K MUHUMYMY NOCTYN-
NeHve. BblAeNIeHne 1 yaepXXaHue YacTul BHY TPU 30HbI, 1 NMO3BOJIAKOLLIEE, MO Mepe Heo6X0AMMOCTHU, KOH-
TponMpoBaThb  Apyrue napameTpbl, Hanpumep TemnepaTypy, BAAKHOCTb W  [AaBneHue
{TOCTNCO 14644-1. 2.1.2].

MpumeyvyaHne — YucrTas 30Ha MOXET 6bIThb OTKprTOﬁ nnu 3aMKHyTOI7I N HaxXxogunTbCA KakK BHYTpU, Tak n
BHE YMCTOro nomeuw,eHunsa.

* Onpegenenve gaHo no FOCT P 52249—2009 (npum. TK 458).
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3.13 3sarpsisHeHue (contamination). CogepxaHue /1l060ro NOCTOPOHHErO BelecTBa B NMEPBUYHOM
ynakoBOYHOM MaTepuane.

MpumeuvyaHusa
1 FoToBas NPoAyKuMsa MOXeT 6blTb 3arps3HeHa YacTuuaMu, XUMUYECKUMU UNn 6uonorunyeckumm (6uo- unu
3HAO T OKCUHAMMU) 3arps3HEHUAMU.

2 3arpsi3HeHWe MOXeT Npou3oiTun U3 BO3AyXa B XoA4e NPOM3BOACT Ba, YNAKOBKU, XPaHEHUS N/UAM NocT aBku nNo
BWHE NepcoHana, oT 060pyJ0BaHUS, MATeEPNAnoB, KOHTERHEPOB 1 MECT NPOMEXYTOUYHOTO XPaHEHNS.

3.14 koHTponupyemas cpega (controlled area, controlled environment). Cpega, co3gaHHast U akc-
nnyaTvpyemas Takum 06pasom, YT 06bl KOHTPOIMPOBAT b YPOBEHb NOT €HLMa/bHbIX UCT OYHUKOB 3arpss-
HeHus.

MpunmevyaHuns

1 [laHHaa cpefja UCNONb3yeTCA ANA KOHTPONSA YPOBHA NOTEHLUMaNbHbIX UCTOYHUKOB 3arpsisHeHna n nocnepj-
CTBUIA CNyYyaitHOTo 3arpsA3HeHNs XUBbIMW OpraHn3mMamu.

2 CospaHue nepenaja faBneHus asnseTca aP@eKkTUBHbLIM MeTOAO0M yAaneHus 3arpAasHeHuii M3 BO3fyxa,
HeAoMyweHna nonajaHns 3arpsisHeHUn B KOHTPONNPYEMYIO Cpefy M yCTpaHeHUs NocneAcTBUIA CnyvyaliHOro 3arpas-
HeHNA.

3.15 nepekpecTHOe 3arpsaAsHeHue' (cross-contamination, mix-up contamination): 3arpsisHeHue
mMaTepuanos Uan NPoAYKLUM ApYTrUMY MaTepuanamu Ui npoayKumnei.

3.16 npeTeH3usa noTpebuTens (customer complaint): MHpopmayma oT noTpebnTensa o Hegoc-
TaTKax uunm HecooTBEe TCTBUSAX.

MpumeuvaHunsa

1 WHdopmayma MoxeT 6blTh NepefaHa kKak yCTHO, TaK U MMCbMEHHO.

2 MpegMeTOoM MHOPMALWUN MOTYT ABAATbCA KAY4eCTBO, KONIMYECTBO WIW YCNOBUA NOCTaBKW NePBUYHOTO yna-
KOBOYHOro MaTepuana.

3.17 paTa umnsroToBnieHus (date of manufacture): laTa Hayana M3roTOBMAEHUS, YNaKOBKN WAn
NocTaBKW NPOAYKLUUM, KOTOpPas MOXeT yCTaHaBNMBaTbCs N0 COrN1acoBaHMio ¢ NoTpebuTenem.

3.18 oTknoHeHue (deviation): OTcTynneHMe OT TpPeboBaHN MHCTPYKUWUIA NN CTaHAapTOoB.

3.19 uHcTpykuma (documented procedure): YTBepxieHHasd, AOKYMeHTUpOBaHHas mnpouegypa,
pabouyne MHCTPYKUUN UAN UHCT PYKLMK MO NPOBEPKE NpW NPON3BOACTBE U KOHTpoOne.

3.20 NoBTOpPHLI KOHTpPOosb (double-check): KoHTponb npouecca, pesynbTaTa unn NpoToKoNa,
BbINOJIHEHHbIV BTOPbIM INLOM WU CUCT EMONA.

MpumeyaHune — MNMOBTOPHLIA KOHTPONb MOXeT 6bITb YacThbl npouecca aTTecTauuu. NMpoTokon no-
BTOpPHOI NPOBEPKM NOANNCLIBAE T CSA BT OPbIM /INLOM.

3.21 cpok rogHocTw (expiration date): lonyCTUMbIA MHTEPBaN BPEMEHU A0 UCMOb30BaHNSA NPO-
aykuyn. CM. cpok xpaHeHus (3.56).

MpnmeuvaHune — Moj aTUM nogpasymeBaeTCs CPOK, B TeUeHMe KOTOPOro MmaTepuasn nepBUYHOI ynakoBku
ocTaeTCs NPUTOAHBIM ANA NCNOMb30BAHNSA NPU YCAOBUN NPABUIbHOTO XPAHEHUS.

3.22 BbIXogHol koHTposb (finalinspection): KOHTpoAb FOTOBOI NPOAYKUMM A1 YCTaHOB/IEHNS €B
COOTBETCTBUA TPeboBaHNAM creundunkaLum.

3.23 roToBas npoaykuus (finishedproduct): MepBryHbI yNakoBOUHbI MaTepuasn, npowealinii Bce
3Tanbl NPon3BOACTBA.

3.24 Good Manufacturing Practice, GMP: lNpaBnna npon3BoACTBa /iekapCcTBEHHbIX CPEACTB.

MpumeuvaHunsa

1 Ans onpefeneHnin KOHTpona n o6ecnevyeHns kKayecTsa cM. Takke FOCT PUCO 9000 (3.2.10 n 3.2.11).

2 Tpe6oBaHua GMP gaHbl B TOCT P 52249.

3 Mpasuna GMP ana nepBuYHbIX YNaKoOBOYHbIX MaT epnanos ycTaHaBAnMBalw T JONONHUT eNbHble TpeboBaHns K
noMeLeHnam, nepcoHany, o6opysoeaHuto, cucTeme obecnevyeHns KayecTBa, BKAOYAS BXOAHOW KOHTPO/b, NPON3BO-
ACTBO. JOKYMEHT auuto, rurneHy, BbIXo4HO!W KOHT PONb, JOKYMEHTaLuuo no peannsaunn npoaykunu, aHanms npeTeH-
3nii noTpebuTenen M NOPAAOK CAMOUHCNEKLMNIA.

N TepmuHbl «npaBuna GMP» n nTekywwne npasuna GMP (cGMP)p akBuBaneHTHbl. NMpaBuna GMP nocToOAHHO
06HOBNATCSA, YTO MHOrga o6o3Havyald T kKak cGMP.

* Onpegenexve gaHo no FOCT P 52249—2009 (npum. TK 458).



FOCT P 53699—2009

3.25 ogHopogHOCTb, romoreHHocTb (homogeneity): EguHoo6pa3ue 3HavyeHuii XxapakTepucTuk
mMaTepuana Ans ero onpefeneHHoro KoamyecTea.

NMpumeyaHne — OAHOPOAHOCTb MOXET BKIKOYATHb eAMHOOGPA3Ne TO/bKO N0 onpejeneHHbiM Hanbonee cy-
LW eCTBEHHbIM XapakTepucTukam.

3.26 BHYTpPMNPOM3BOACTBEHHbIA KOHTPOb* (in-process control): KOHTpPosb, BbINOAHSAEMbIV B
X0[le TEXHOMIOrMYeckoro npoyecca ¢ Lesbio NPOBEPKM COOTBETCTBUSA NPOAYKLMM 3alaHHbIM TpeboBaHu-
AM. N0 pe3y/ibTaTam KOTOPOro MoXeT BbINOMHATbLCSA KOPPEKTNPOBKA NapaMe TPOB TEXHO/I0MMYEeCKoro
npouecca. KOHTPO/b COCTOSIHUSA OKpYyXatlleid cpeabl M 060pyfoBaHUst paccMaTpuBaeTCsa Kak ane-
MEHT BHYTPUNPOU3BOACTBEHHOIO KOHTPOSIA.

3.27 NpoMexXyTOouHbIl NpoayKT* (intermediate product): YacTun4YHO 06paboTaHHbIN MaTepuan,
KOOPbIA [O/KEH NPOATU AanbHelilune cTaany NPoM3BOACTBA, NPeXje YeM OH CTaHeT HepacdacoBaH-
HbIM FOTOBbIM NPOAYKTOM.

3.28 ouncTkKa ob6opynoBaHus (line clearance): YaaneHue Bcero, 4To0 CBSA3aHO C NpeAblAyLumM npo-
M3BOAC T BOM.

NMpumeuyaHune — OuncTKa 060py[0BAHUA BbINOMHSETCA A48 NpejoTBpaLeHns ownboK 1 NnepekpecTHOro
3arpsisHeHus. Mpu aTom TpebyeTcs yjaneHne maTepnanos, 0TX0A0B, NPOAYKTOB, 06pasLoB, JOKYMEHTOB U T. MN.. KO-
Topble 6GblIM UCMOMb30BaHbI B NpPeAblAyLiEM NPON3BOACTBE. OUNCTKA NPOBOAMTCSA 40 NoAayn MaTepuanos, NPOAYK-
ToB. 06pasLoB, JOKYMEHTOB U T. N. HOBOr0 NPON3BOACT Ba.

3.29 npoussoacTBO' (Manufacturing). Bce onepauumn 1 BUAbl KOHTPONSA, CBA3AHHbIE C MONYYEHNEM,
nprveMKolii 1 06paboTKON MCXOAHbIX MaTepuanos, YNakoBKOW, BbIMYCKOM B peanu3auuio, XpaHeHWem W
OTrPY3KOW NleKapCTBEHHbIX CPEACTB.

3.30 nekapcTBeHHOe cpeacTBO* (medicinal product): J/llo6oe BewecTBO WM KOMOMHaUUS
BelecTB, NpefjHasHayeHHoe A5 NeveHnsa v npodunakTukn 3abonesaHnii y yenoseka nam XnBOTHbIX.
Jio6oe BeLecTBO NN KOMOMHAaLMA BELLEeCTB, BBOAVMOE Ye0BEKY UM XUBOTHBIM C AUarHOCTUYECKUMU
Lenamu gns BOCCTaHOB/EHUS, KOPPEKTVPOBKN UM U3MEHEHNSA PU3MON0TrMYecknx PyHKLNA yenoseka nm
XMBOTHbIX, TaKXXe pacCMaTprMBaeTCs Kak JiekapCTBEHHOe CPesCcTBO.

3.31 opraHmusaums (organization): MpegnpusTue, NPou3BojsALLEe MaTepuanbl 415 NepBUYHON yna-
KOBKN**,

3.32 pa3paboTkKa BHellHero suga ynakosku (origination, artwork): Bce nogrorosnTenbHble pabo-
Tbl Nepej nevyaTHbIMU paboTamu.

MpumevyaHne — 3Tu paboThl BKAYAKT pa3paboTKy KOHUenuun, ausaiiHa, rpauyecknx maTepuanos,
NAEeHOK, Knuwe n UM poBbIX ainos.

3.33 BbIX0og 3a nNpegenbl cneyndukaunii (out of specification. OOS): Pe3ynbTaThbl KOHTPONA, He
COOTBeTCTBYyKLWMe TpeboBaHMAM cneundnkaLlmii.

3.34 cybnogpsag (outsourcing): Mepegaya Bcero npouecca WM ero 4yacTun Ha UCNOSTHEHUE APYroW
opraHusauuu.

3.35 ynakoBoO4YHble MaTepuanbl (packaging materials).

3.35.1 nepBuYHble yNnakoBO4YHble MaTepuansbl (primary packaging materials): YnakoBouHble maTe-
pvanbl, KOTOpble NPUMEHSAITCA ANA NOMELLeHWUs, repMeTu3aumm Wan A03MPOBaHUS NleKapCT BEHHbIX
CpefCcTB ¥ HaXoAsTCA B NPAMOM KOHTaKTe C HUMMU.

MpumevaHns

1 MepBUYHBIMU yNAKOBOYHLIMU MaT epnanamMmmn MoryT 6bITh, HaNnpuMep, CTEKNO0, Pe3nHa, NnacTMacchl, antomMu-
HWii. nneHka, ponbra n np. MoxeT WCNONb30BATbCA KOMOUHALUA MaTepuanos (Hanpumep, WNPULbI, a3P030/bHbIE
6annoHbl).

2 HacTosAwwuii cTaHfgapT pacnpocTpaHaeTCcs Takke Ha MaTepuansl 418 NepBUYHON yNakoBKW, HaxoasLimecs
B HENPOAO/KNT €/bHOM KOHTaKTe C/lekapCTBEHHbIM CPeACTBOM, Hanpumep nNuneT KW U WNPULLbI.

3 HanepBuuHble ynakoBOUYHble MaTepunasnbl MOFyT HAHOCU T bCA NeYyaTHaA MHpopMaLna N gekopaTUBHbIE 3/1e-
MEHTbI.

3.35.2 BTOpUYHbIE yNakOBOYHble MaTepuanbl (secondary packaging materials): YnakoBoyHble
MaTepvasbl, He BCTYyNawle B KOHTaKT C/leKapCTBEeHHbIM CPeACTBOM, HanpvMep KapToH, 3TUKETKH,
bymara, 06epTku 1 np.

* Onpegenenuns gaxbl no NOCT P 52249—2009 (npum. TK 458).
* B KOHTeKCTe AaHHoro ctaHgapTa (npum. TK 458).
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3.36 conyTCTBYOLMNe MaTepuansbl (process aids): MaTepuanbl, UCMNOMb3yeMble B TEXHOOMM-
UECKOM npoLecce.

MpumeuvyaHunme — 3TUMATepPnNanbl He BXOAAT B COCTAB U3 U AO/MKHbI 6bITb YAaNEeHbl Nepes Unm B xoae
3aBeplialoueii cTaanu Npon3BoACTBa.

Mpumep — OcTaTkKu, o6pasyllecs Npu NN Tbe, CXKaTblii BO3AYX, CMa3Ka.

3.37 TexHonorunyeckuin npouecc (production): Mpouecc, pe3ynbTaToM KOTOpPOro sBnsieTcs nep-
BMYHbI yNaKOBOYHbIA MaTepuan.

MpnmeyaHne — 3TOT npouecc BkIYaeT B ceba BCce onepaunn, HaunHas oT NpuemMa UCXOAHbIX MaTepua-
OB ¥ 3aKaH4MBas roTOBOW NpoAyKunen.

3.38 aTTecTauyua (qualification process): NMoagTBepxaeHMe COOTBETCTBUA 3afaHHbIM TpeboBa-
HUAM.

MpumevyaHune — ATTecTauusa (cm. 3.64) BknyaeT aTTecTayno npoekTa (KOHCTPYKTOPCKOW AOKYMEH-
Tauum). nycko-HanagouHble UCNbITaHNs (AT TecTaunio ycTaHOBIEHHOro 060pyAoBaHNa, aTTecTayno MYyHKUUOHNPY-
louero obopyaosaHua n aTTecTauuio B akcnayaTaynm), a Takke NoBTOpPHble aTTecTauun (Npu Heo6XoaMMOCT H).
[aHHble paboThbl MOFyT NPOBOAUT bCA OJ4HOBPEMEHHO, & TakKXe C UCNOMb30BaHNEM MpejlecTBYOLWNX MaTepnanos.

3.39 koHTposb KadyecTBa (quality control): HacTb ynpaBieHusi kauecTBOM, CBA3aHHasA C NPOBEPKOA
BbINO/IHEHUSA T peboBaHuii K Ka4ecTBY.

MpumeyaHne — KOHTpoONb KayecTBa BKAOYaeT B ce65 NPOBEPXMN U UCMbITaHNA Ha COOTBeTCTBUE Tpebo-
BaHWAM cneuundukaynii.

3.40 kpuTHyecknin napameTp (quality critical): NMapameTp, BAMALLWMI Ha KAYECTBO MaTepuana
[N NepBUYHON YNakoBKU.

MpumeuyaHune — MaTepuan, onepauus, ycnosus npouecca, TpeboBaHUa K UCNbITaAHUAM WU Apyrue napa-
MeTpbl MOTYT paccMaTpuBaTbCA KakK KpUTUYeCckue B ciydae, eCnu UX HEeBbIMOJSIHEHNE MPUBOAUT K CyWeCTBEHHOMY
yuiep6y.

3.41 oTpaenkayecTBa (quality unit): OTaen B opraHusaLum, Ha KOTOpPbI BO3/10XKEHA 0 TBETCTBEH-
HOCTb N0 06ecneyeHmnio N KOHTPOSI0 KayecTBa.

NMpnmeuvyaHune — OTAen KayecTBa MOXET COCTOSATH M3 NojpasfesieHnii no 06ecneyYeHnio 1 KOHT PO Ka-
4yecTBa M MOXET 3aBUCeTb OT pasmMepa U CTPYKTYpPbl opraHnsaunn.

3.42 kapaHTuH*(quarantine): CTaTyC UCXOAHbIX UM YNAKOBOYHbIX MaTEPUAsIOB, MPOMEXY T OUHOWA,
HepactacoBaHHON WA rOTOBOW NPOAYKLMW, W30MPOBaHHBLIX (U3NYECKM WU WHbIM 06pa3om Ao
BbIHECEHWA peLleHns 06 UX BbIMYCKe U 0T KNOHEHWN.

3.43 peanusauyus (realization): O6WWA TepMyH, ONpeaensLWwmnii Bce NpoLecchl ANA AOCTMKEHNS
XenaemblX pesyibTaToB 0T paspaboTKu J0 NOCTaBKu.

3.44 conocTaBfieHne: BbIXod npoaykuun* (reconciliation): CpaBHeHue oxungaemoro un akTuyec-
KOro 06emM0B NPOM3BEAEHHON NN UCMONL30BaHHON NPOAYKLUM C y4eTOM CTaHAap THbIX O TKIOHEHWA.

3.45 nepecmoTp ycnoBuii (reconditioning): /I3MeHeHuMs, BHOCUMbIE B MpoLecChl, AN o6ecneyeHuns
COOTBeTCTBMUA TpeboBaHnsaM cneundukalmii.

3.46 OTK/NOHEeHHbIN (rejected): CTaTyC UCXOAHbIX MaTepuanos, COMyTCTBYWLWMNX MaTepnasnos,
NMPOMEXY T OUYHOW AN roT 0BOW NPOAYKLUMMW, pe3ynbTaTbl NCMbITaHWi KOTOPbIX He YA0B1e TBOPAIT OAHO-
My unm 6onee TpeboBaHUAM cneuudukalmii 1 KOTOopble couTeHbl (06bIYHO OTAENOM KayecTBa) He Nnpu-
rofHbIMU 415 UCNO/b30BAHUS.

3.47 oTkIOHeHwMe (rejection): Mpouecc ycTaHOBNEHNS, BbINO/HAEMbI/ 06bIYHO OT AE/IOM KayecTBa,
TOro, 4TO0 UCXOAHbIE MaTepuanbl, CONy TCTBYIOLWME MaTeprasbl, NPOMEXy TO4YHaA UM roToBas NPoAyK-
LS He MPUTOAHbI ANA UCMONb30BaHNS.

3.48 nepepaboTka (reprocessing): NMoBTOpeHNe YacTUW TEXHOMOMMYECKOro npolecca.

MpnmeyaHne — MNpoAo/IXeHNe TEXHONOIMYECKOro npolecca Noc/ie TOro, Kak BHY TPUNPON3BOACT BEHHbI
KOHTPO/ib NOKa3as, 4TOo NPOLEecc He 3aBepLleH, ABNAeTCA HOPMasbHOW NPakTUKO 1 He OTHOCUTCS K nepepaboTke.

* Onpegenexve gaHo no FOCT P 52249—2009 (npuMm. TK 458).
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3.49 apxuBHble 06pa3ubl (retained samples): MaTepuanbl UM roToBas NpoAyKUMs, COXpaHeHHbIe
[ONA cpaBHeHUs B ByayLuem.

NMpumeuyaHne — 3T 06pasubl 06bIYHO OTHMPATCA B AOCTATOUYHOM KOIMYECTBE U XpaHATCSA B onpeje-
JIEHHbIX YC/TOBUSAX B TEUYEHMe 3a4aHHOr0 BPEMEHN.

3.50 Bo3BpaT (return): Mpouecc oTNpaBku NepPBMYHbIX yNaKOBOYHbIX MaTepuasoB 06paTHO B opra-
HM3auuio.

3.51 nepepgenka (rework): leiicTBue, NnpeanpuHATOE B O THOLEHNN HECOOTBE T CTBYOLLEN NpoayK-
1M ana TOro, 4Tobbl OHa cooTBeTCTBOBana TpebosaHusm [FOCT P NCO 9000. 3.6.7].

MpumeuaHne — CopTUPOBKA MOXET paccMaTpuBaTbCs Kak fopaboTka.

3.52 aHanus pucka (risk analysis): CucTemaTnyeckoe ncnosib3oBaHne NHopMaL M 419 BbIABNEHNA
0nacHOCTMU 1 KoNIMYecTBEHHOW oueHkmn pucka [PykosoacTeo MCO/M3K 51, 3.10].

3.53 oueHka pucka (risk assessment): O6wWuMiA NpoLecc aHanm3a pucka u oueHuBaHus pucka [Pykoso-
acTeo MCO/M3K 51. 3.12].

3.54 oueHnBaHue pucka (risk evaluation): OcHoBaHHas Ha pe3y/nbTaTax aHanM3a pucka npouegypa
NpoBEepKU, yCTaHaBMBawLas, He NpeBbILIeH M AonycTUMbIi puck [PykosoacTBo MCO/M3K 51. 3.11].

3.55 MeHemkMeHT pucka (risk management): CucTemaTunyeckoe NpUMEHeHNe NOANTUKK, npoLe-
LYp W NpakTuyecknx MeTOf0B MeHe[XMeHTa ANA peleHna 3agay aHanmsa, OLeHWBaHUs 1 ynpaBfieHus
puckom [FOCT P NCO 14971. 2.18].

3.56 cpok xpaHeHus (shelf-life): Mepnog BpemMeHn, B TevyeHne KOTOpPOro NepBUYHbIE YNaKoBOYHbIE
mMaTepuanbl LO/MKHbI COOTBETCTBOBATb TpeboBaHUsAM cneumdurKaumm npu BbINONHEHUN YCTaHOB/EH-
HbIX YC/TOBWIA XpPaHEHNA N MO UCTEYEHNN KOTOPOro MaTepuasbl He OMKHbI ObIThb NCNOb30BaHbI (CM. CPOK
rogHocTwn. 3.21).

3.57 cneyundimkayms (specification). JokymeHT, ycTaHaBnusawLwmii TpeboBaHus.

3.58 nHCTpyKyuda, meToguka (standard operating procedure. SOP): VIHCTpYKUUS MO BbIMNO/THEHUIO
onepauuii uaM NpoBeAeHNo KOHTPONS.

3.59 ucxogHblii MaTepuan (starting material): Cbipbe, KOMNOHEHTbI, Cy6CTaHLMKU, UCNIOSIb3YEMbIE B
NPOU3BOACTBO NEPBUYHbIX YNAKOBOYHbLIX MaTepUasnos.

3.60 cTepunbHOCTb (sterile): OTCyTCTBUE XUBbIX MUKpoOpraHnsmos [MCO 14937:2000. 3.24].

3.61 cybnoapsaguuk (subcontractor): TpeTba CTOPOHA, KOTOPAA BbIMOMHAET YacThb UK BCIO pabo-
TY N0 N3roTOBNEHNIO MEPBUYHBIX YNAKOBOYHbIX MaTepnasios.

3.62 obpaboTka nosBepxHocTu (surface treatment): lMpouecc, HanpasneHHbIi Ha YynydlleHue
NOBEPXHOCT W MaTepunasnoB A5 NepBUYHON YNakoBKM.

Mpumep — MOKPbITHE CUIMKOHOM U Apyras 06paboTKa NOBEPXHOCT U CTeKNa, NOKPbI TUE BHYT pPEHHEl
UMW BHELWHEW NOBEPXHOCT MU CTEKNSAHHBIX KOHT eiHEPOB UMM PE3UHOBbLIX YacTeil.

3.63 npocnexmnsaemMocTb (traceability): Bo3MOXHOCTb npocnegnTb UCTOPUIO, NPUMEHEHUE NN
MeCT OHaxoXxfeHve TOoro, 4To paccmaTpuBaeTCs.

MpumeuvyaHuns

1 MpocnexnBaeMocTb NPUMEHUT €1bHO K NPOAYKLUMN NOXET OTHOCUTbLCA K:
- MPOUCXOXAEHUI0 MaTepuanos n KOMNNEKTYOLWUX:

- ucrTopum o6paboTKu.

- pacnpejefneHnio N MeCTOHaX0XAEHNI0 NPOAYKUUN Nocne NocTaBKu.

2 Bo6nacTv MeTpoNoruvM NpuHATO onpeaeneHune, npuseseHHoe B VIM — *993. 6.1O. /TOCT P NCO 9000:2008,
3.5.4).

3.64 aTTecTauusa, ucnblTaHua* (validation): jokasaTenbcTBO TOro, YTO MeTOAMKa, npoLecc,
obopyAoBaHune, maTepuasn, onepauus uaM cucTema COOTBETCTBYIT 3afaHHbIM TpeboBaHUAM U UX
MCNoNb30BaHne AeliCTBMTENbHO JaeT oXugaemble pesynbTaThl (CM. Takxke 3.38).

3.65 Bepudukauymsa (verification): CUHOHUM TepMuHOB aT TecTaumsa (3.38) n ncnbiTaHusa (3.64).

* OnpegeneHne gaHo no FTOCT P 52249—2009 (npum. TK 458).
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4 CwucTtema obecrneyeHust KadecTsa

4.1 O6wume TpeboBaHUA

FOCT P CO 9001—2008 CucTeMbl MeHeAXMeHTa kayecTBa. TpeboBaHus

4.1 O6wwne TpeboBaHUA

OpraHusaumna gosmkHa paspaboTaTb, 3a40KyMeHTMpPOBaTh, BHEAPUTb U NoAdepXuBaTb B paboyem
COCTOSIHUM CUCTEMY MEHe)KMeHTa kayecTBa, NOCTOAHHO ynyylaTtb ee pe3ynibTaTUBHOCTb B COOTBETCTBUN
c TpeboBaHUAMN HACTOALWEro cTaHaapTa.

OpraHusauuvsa AosmKkHa:

a) onpeaensaTb NPOLECCHI, HEO6XOAMMbIE ANA CUCTEMbl MEHE)KMEHTa KayecTBa, 1 X NpUMeHeHne
BO Bcell opraHusauum (1.2);

b) onpepenaTb NocnefoBaTe/IbHOCTb U B3aMOZenCcTBMe 3TUX MPOLLeCCOoB;

C) onpefensiTb KpUTEpUM U MeToAbl, HEO6XoAMMbIe ANA 06ecneyeHns pe3y/ibTaTMBHOCTU Kak Mnpu
OCYLLECTBNEHUM 3TUX NPOLLECCOB, Tak U NpU ynpasAeHnn UMu;

d) obecneumBaTb Ha/Mune pecypcoB n MHopmMaunmn, Heo6XxoaMMbIX ANA NOAAEPXKKN 3TUX NpoLec-
COB M X MOHUTOPUHTA;

€) OCyLWecTBNATb MOHUTOPUHT, U3MEPEHUNE, TaM, FA4e 3TO BO3MOXHO, Y aHa/In3 3TUX NPOLLECCOB;

0 nNpuHMMaTb Mepbl, HEO6X0AMMbIe ANA AOCTUXEHUSA 3an1aHNPOBaHHbIX Pe3ybTaToOB U NOCTOSAHHO-
ro ynyyleHnsa 3Tux NpoLeccos.

L) onucaTb 06LLY0 NONNTUKY Lenu v NoAXoA K o6ecneyeHmnio KauecTBa NpoayKUMH.

FOCT P NCO 9001—2008 CucTeMbl MeHeA)XMeHTa KavyecTBa. TpeboBaHUsa

4.1 O6wwe TpeboBaHUA

OpraHmn3auns A0/HKHA OCYLLEeCTBIATb MEHEAXKMEHT MPOLLEeCCOB, HEOBXOANMBIX A5 CUCTEMbI MeHe[-
XXMeHTa KayecTBa, B COOTBETCTBUM C TpebGOBaHUAMN HACTOSALWEro ctaHgapTa.

Ecnwu opraHusaums pewaet nepefarb CTOPOHHeN opraHmM3aumnm BbINOHEHME KaKoro-nmbo npouecca,
B/INSIIOWEN0 Ha COOTBETCTBME NPOAYKUUN TPeBGOBaHMSIM, OHa A0J/HKHA OGECMNEYUTb CO CBOEW CTOPOHbI
ynpaB/ieHne Takum npoueccoM. Bug n cteneHb ynpas/ieHUs npoyeccamu, nepefaHHbIMU CTOPOHHUM opra-
HU3aUnAM, AO/MKHbI ObITh ONpeAeneHbl B CUCTEME MeHeIXXMEHTa KayecTBa.

MpumeuvaHunsn

1 YnomsHyTble Bbille NPoLecchbl, He06Xo4MMble A8 CUCTEMbI MeHeA)KMEeHTa kayecTBa, BKIoYatloT B ce6s npo-
Liecchbl ynpaB/ieH4Yeckoli AesiTeNlbHOCTU PYKOBOJCTBA, o6ecneyeHns pecypcamu, NpoLecchbl XU3HEHHOTO Lukna npo-
AYKUUWN. U3MEPEHUS.aHaNN3a 1 yiyylleHus.

2 [Mpouecc, nepefaHHbIii APYroil opraHu3aunu, SBNsSieTCS NPOLLECCOM, HEOBXOAUMBIM AN CUCTEMbl MEHEeX-
MeHTa opraHm3aunu, Ho No BbI6OPY OpraHn3aLun BbINOJHAEMbIM BHELUHEN 4719 Hee CTOPOHOA.

3 O6ecneyeHune ynpasneHusi npoleccamu, nepefaHHbIMW CTOPOHHUM OpraHusauusam, He ocBoboxpaaeT opra-
HM3aLuuio OT OTBETCTBEHHOCTM 3a COOTBETCTBME BCEM TpeboBaHWsAM noTpebuTeneii n o6a3aresbHbIM TpeboBaHMAM.
BblGop BuAa 1 CTENEHN ynpasBieHusi NPoLeccoM, nepefaHHbiM CTOPOHHER opraHusaunm, 3aBucuT oT Takux akTopos,
Kax:

a) BO3MOXHOe BUSiHWE MnepefaHHOro CTOPOHHWM oOpraHu3auusM npouecca Ha CnOoCOGHOCTb opraHv3auuu
nocTaBnATb NPOAYKLMIO, COOTBETCTBYIOLLYIO TpeboBaHNAM.

b) cTeneHb y4yacTusa B ynpaB/feHUN NPOLLECCOM, NepefaHHbIM CTOPOHHER opraHusanmm.

C) BO3MOXHOCTb 06ecrneyeHnss He06xX0AMMOro ynpasfeHns NocpescTBOM NpuMeHeHus TpeboBaHwuii 7.4
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4.2 TpeboBaHuA K AOKYyMeHTauunm

4.2.1 O6wue TpeboBaHUA

FOCT P NICO 9001—2008 CucTteMmbl MeHea)XMeHTa KayecTBa. TpeboBaHusa
4.2 Tpe6oBaHUA K OKYMeHTaLUn

4.2.1 O6wmne NONOXKEHNS

[lokymeHTauusa cucteMbl MeHe)XMeHTa KayecTBa A0/KHa BKItoYaTb B ce6s:

a) AOKYMeHTaslbHO OOPM/IEHHbIE 3aAB/IEHNA O MOMNTUKE 1 LieNIAX B 061aCTW KauyecTBa,;

b) PYKOBOACTBO MO Ka4yecTBy;

C) JOKYMeHTMpOBaHHble MpoLedypbl 1 3anncK, TpebyemMble HACTOALWMM CTaHAAPTOM;

d) AOKyMeHTbI, BK/tOYas 3anvcu, onpegesieHHble opraHmsaumnein kak Heobxogvmele el Ans obecne-
YeHNs apheKTBHOrO MIaHMPOBaAHUS, OCYLLLECTB/IEHNSA NPOLIECCOB 1 yNpaB/ieHns uMu;

MpumeyaHnsa

1 Tam. rge a HacTosleMm cTaHAapTe BCTpeyaeTcs TEPMUH «[0KYMEHTWPOBaHHaa npoleaypao, 3To o3HavaeT,
4TO Mpoueaypa paspaboTaHa, JOKYMeHTasbHO OOpM/IEHa, BHEAPEHA U NOAAEPXMNBAETCS B paboyem COCTOSHUU.
OAVH [OKYMEHT MOXET cofepxXaTb TpeboBaHusi 04HONM nan 6onee npoueaypbl. TpeboBaHWE 0 HAIMYNUN [OKYMEHTUPO-
BaHHO npoueaypbl MOXeT 6biTb peann3oBaHo 6osee YeM OAHUM AOKYMEHTOM.

2 CrteneHb AOKYMEHTMPOBAHHOCTU CUCTEMbI MEHEXXMEHTA KauyecTBa OAHOI opraHu3aLuum MOXeT OT/IM4aThCs
OT CTENEeHN [OKYMEHTUPOBAHHOCTU APYroii B 3aBUCUMOCTH:

a) OT pasmepa opraHusauum u Buaa LesaTenbHOCTU:

b) CNOXHOCTW W B3aMMOAeENCTBNSA NPOLECCOB:

C) KOMNETEHTHOCTU NepcoHana.

3 [lokymeHTauua mMoxeT 6biTb B Nt060I hopme 1 Ha Nobom HocuTene.

A 8 HacToOfWeEM cTaHAapTe UCMONb3Y TCA TEePMUHbI ANHCT PyKUUA». «METOANKa*, asnatoLmeca nepesogom
Ha pycckuii A3blK aHrnuiickoro TepmunHa astandard operating procedure — SOP».

4.2.1.1 OpraHu3auns fo/mKHa JOKYMEHT anbHO 0(POpPMUTb CBOK 06LLYI0 NOANTUKY, LEenn 1 noaxos K
aTTecTauun.

4.2.2 PykoBOACTBO NO KayecTBy

FOCT P NICO 9001—2008 CucTtemMbl MeHeg)XMeHTa KadyecTBa. TpeboBaHus

4.2.2 PyKOBO/ACTBO MO Ka4yecTBy

OpraHusaumsa go/kHa paspaboTatb 1 Nogaepxmsarb B paboyem COCTOSIHUM PyKOBOACTBO MO Kayec-
TBY, cofepxaliee;

a) 06s1acTb NPYMEHEHUs CUCTEMbl MeHeXKMeHTa KayecTBa, BK/tovas nogpobHOCTN 1 060CHOBaHWe
No6bIX UcktoyeHunn (1.2);

b) AOKYMEHTMpOBaHHble Mpoueaypbl, padpaboTaHHble A1 CUCTEMbl MEeHeIXXMeHTa KayecTBa, wm
CCbIJIK/ Ha HUX;

C) onucaHue B3aMMOAelCTBMNSA MPOLECCOB CUCTEMbl MEHEXKMeHTa KavecTBa.

4.2.2.1 OpraHusaumsa fonxHa onpejennTb CTeneHb NPUMEHMMOCT N HACTOSALWEro craHgapTak es
neATeNbHOCTU.

MpumeuyaHune — OpraHnsauna MoxeT onpeaennTb, YTO cTaHAapT NPUMEHUM KO BCeW ee NpoAyKLuUN unmn
TONbKO KNpoayKkuun papmaLeBTNYECKOTr0 Ha3HauYeHus.

4 2.2.2 PyKOoBOACTBO MO KayecTBY [O/DKHO OnpefennTb CTPYKTYPY AOKYMEHTauunm cucTemsbl
obecneyeHns kayecTBa.

4.2.3 fokymeHTauuns

FOCT P NICO 9001—2008 CucTtemMbl MeHea)XMeHTa KadyecTBa. TpeboBaHus

4.2.3 YnpaB/ieHNe AOKYMeHTaumne
[JOKYMEHTbI CUCTEMbI MEHEXKMEHTA KayecTBa A0/MKHbI ObITb yNpaBnsemMbiMu. 3anucu, npeacrasns-
lowme coboli cneumanbHblli BUA AO0KYMEHTOB, J0/DKHbI 6bITh YpaBaseMbIMy COrfiacHo TpeboBaHnam 4.2 .4.
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Ons onpeaeneHnst HEO6XOAUMbIX CPEACTB YNpaB/ieHUsi AO/HKHA GbiTb paspaboTaHa [OKYMEHTUPO-
BaHHas npoueaypa, npegycmaTpusaioLias.

a) ohmumanbHoe ogo6peHne AOKYMEHTOB C TOUKM 3PEeHMS UX OCTATOMHOCTM A0 BbIMyCKa;

b) aHa/M3 1 aKTyanmsaunto No Mmepe Heo6XxoANMOCTU U NOBTOPHOE OhMLMabHOE 0406peHNe [OKY-
MEHTOB;

c) obecneveHune NAEHTUMUKALMN N3MEHEHWNIA 1 cTaTyca nepecMoTpa AOKYMEHTOB;

d) o6ecrneuyeHre HANMUUSE COOTBETCTBYIOLMX BEPCUI AOKYMEHTOB B MECTax UX NpUMeHeHus:;

e) obecneyeHve cCoOXpaHeHNs [OKYMEHTOB YETKMMU U IETKO UAEHTUULMPYEMBIMU;

f) o6ecneueHve naeHTU(MKALUN N yNpaBeHe PACChINIKON 4OKYMEHTOB BHELLIHETO NPOUCXOXAEHMS,
onpegesieHHbIX OpraHnsaunein kak Heo6xXoAuMble A7A NIAHUPOBAHUA U (PYHKLMOHMPOBAHUSI CUCTEMbI
MeHeKMeHTa KayecTsa;

) npepoTBpalieHve HernpeaHamMmepeHHOro NCMOob30BaHWs YCTApeBLUNX JOKYMEHTOB U NPUMEHEHNe
COOTBETCTBYHOLLEN MOAEHTU(MKALUN TakUX JOKYMEHTOB, OCTaB/IEHHbIX ANA Kaknx-Nnn6o uenei.

4.2.3.1 BHeceHue U3MeHeHW B [OKYMEHTbI N UX YTBepXAeHe [O/MKHbI BbINONHATHLCA B yCTaHOB-
NIEHHOM nopsgke.

4.2.3.2 OpraHu3aumsa Ao/xHa onpefennTb CPOK XpaHEHUS KONUiA O TMEHEHHbIX JOKYMEHTOB (CM.
Takxe 4.2.4.8).

4.2.3.3 Tpu ncnonb30BaHUN 3/1EKT POHHbIX NOANUCEl Ha AOKYMEHTax cnejgyeT BBECTW KOHTPO/ib,
ob6ecneumnBaLLmii 6e30NacHOCTb M COOTBETCTBUE PYKONUCHOW noagnucy.

4.2.3.4 [lOKyMeHTbl AO/MKHbI MMETb YeTKyl cucTemMy 0603HaveHuin (Hanpumep, Ha3BaHMe/HOMBP
[OKyMEHTa, BEpCus, KOIMYECTBO CTPaHuL).

4.2.4 TpoToKoNbl cepuii

FOCT P NCO 9001—2008 CncTeMbl MeHea)XMeHTa kayecTBa. TpeboBaHuMsA

4.2.4 YnpaBneHue 3anmcamm

3anucu, ycTaHOB/IEHHbIE AN1A NPeACcTaB/IeHNs CBUAETE/IbCTB COOTBETCTBUSA TpeboBaHNAM 1 pe3ynbTa-
TUBHOTO (PYHKLNOHNPOBaHNA CUCTEMbI MEHeA)XMEHTa KavyecTBa, AO/DKHblI HaXOAUTBLCA MO, ynpaBieHeM.

OpraHusaumna [ofXHa YCTaHOBUTb AOKYMEHTMPOBAaHHYIO Npoueaypy A9 onpefeneHvs cpeacts
yrnpasneHus, TpebyembiX Npu MAeHTUUKaLUKN, XPaHEHUs, 3alWnTbl, BOCCTAHOB/IEHUSA, COXPaHEeHUs Wu
N3bATUA 3anuncei.

3anucum fo/MKHbI 0CTaBaTbCA YeTKUMUI, NEerko MAeHTUnunpyemMmbiMmM N BOCCTaHaBIMBaeMbIMU.

MpumeuvaHune — [PoTOKONLI cepvu7| cogepXxaT faHHble, OTHOcCAWMECA K NPpON3BOACTBY Cepuun, B TaKxe
AaHHble O N06bIX OTKNOHEHUAX N MPOBEAEHHOM aHanuse.

4.2.4.1 HanpoToKO/bl, BbINOMHSAEMbIE B 3/1EKT POHHO (DOPME, pacnpocTpaHsA TCa Te xe Tpebo-
BaHWA. YTO U Ha Apyrve npoToKosbl (cM. 4.2.4 n 7.5.2.9).

4.2.4.2 TIpOTOKOMbl AO/MKHbI 6bITh YeTKUMU, HECTUPAEMbIMUA W OCYLLECTBAATbLCA Cpasy Xe Mo
BbINO/IHEHUN PaboThl (B NOpsifKe ee BbINOMHEHUS), AO/MKHbI UMEeTb JaTy, UHUUMAALI U NOANUCH NnLa,
ohopMMBLLErO MPOTOKO/. McnpassiieHns B NPOTOKONaX AO/MKHbI UMeTb JaTy, MHULMALI U NOANKUCH, a
TaKke, Npu HeobxoaMMOCTH, cofepxaTb 060CHOBaHWE UCnpas/ieHns, Npy 3TOM NepBoHavyaibHas 3anucb
OOJ/DKHA OCTaBaTbCA YA TaeMON.

4.2.4.3 OpraHusauus fo/mkHa onpefennTb KpUTUYecKne 415 KavyecTBa MpoLuecchbl U napaMmeTpsbl,
rae Heob6xoAnM MOBTOPHbI KOHTPONb NPY BbiNycke cepun. Ecnun Kakoin-nmbo KOHTPO/b BbINONHAETCA C
NMOMOLLLbIO 3/IEKTPOHHbIX CPeACTB, TO 3T 0 JO/MKHO OblTh AICHO YKasaHo.

4.2.4A Kaxfas KpuTuyeckas 14 KauecTBa onepauuns iy napameTp npu Nnpon3BoACTBE U KOHTPO-
ne [OoMKHbI 6bITb ONpeAenieHbl U noanexaT NoBTOpP>My KOHTPO/IO.

4.2.4.5 [Ns Kaxgoit cepum NepBUYHOro ynakoBOYHOro MaTepuana opraHusauma Ao/iXHa BECTU U
noafepxmeaTb B paboyeM COCTOAHUN JOKYMEHTbI, OCTaTOYHbIE /15 NPOCNEXUBAaeMoCTK 1 onpejene-
HUA KONIMYecTBa NPOU3BEAEHHbIX U MPUHATBIX K BbINYCKY MaTepuanos.

4.2.4.6 OpraHusauua [o/KHa onpefennTb napameTpbl B JOKYMEHTauun cepun, KoTopble nogne-
XXaT nposepke.

4.2.4.7 [lokyMeHTauus Ha Cepuio fJo/mKHa 6bITb NPoOBEPEHa 1 Yy TBepXAeHa.
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42.4.8 Bce AOKYMEHTblI O NMPOW3BOACTBE, KOHTPO/E, WCMbITaHWsX, NOCTaBke U UCCNeA0BaHUAX
[OOMKHBI XPAHUTbLCS, N0 MeHbLUEl Mepe, B TeueHne NaTn 10T Noc/e Npou3BoACT Ba UM N0 COrNacoBaHmio
c noTpebuTenem, un. no kpaiiHeii Mepe, oAuH rog nocne UCTeYeHUsi Cpoka roAHOCTM MaTepuana s
NepBUYHOIA YNaKOBKM, YCTAHOBNEHHOTO OpraHu3alueii, ECnM UHOE He COFNIacoBaHO C NOTPeGuTeNnem.

MpunmeyaHne — MoxeT NnoTpe6oBaTbCAXPAHNT b 3aNUCK O MaTepuanax A1 NepBUYHOI YNaKkoBKN O KOH-
ja CpoKa XpaHeHNa NekapcTBEHHbIX CPEACTB, Kak yCTaHOB/IeHO noTpebuTenewm.

5 OTBETCTBEHHOCTb pyKOBOACTBa

5.1 O6sa3aTenbcTBa pykoBOACTBa

F'OCT P ICO 9001—2008 CucTteMbl MeHeA)XMeHTa KayecTBa. TpeboBaHusa
5.1 O6sA3aTtenbcTBa pykoBoAcTBa

Bbicllee pyKOBOACTBO A0/DKHO obGecneuyvMBaTb Ha/MuvMe CBUAETENbCTB MPUHATUA CBOUX 06s3a-
TeNbCTB MO pa3paboTke 1 BHEAPEHUIO CUCTEMbI MEHEe)KMeHTa KayecTBa, a Takke MOCTOAHHOMY yrlyulle-
HUIO ee pe3yNbTaTUBHOCTM NOCPEACTBOM:

a) JoBefeHWs A0 CBeAEeHNA NepcoHasia opraHmsannm BaxXHOCTU BbINOSIHEHUSA TpeboBaHuii noTpebu-
Tenen. a TakXe 3aKOHoAaTesIbHbIX 1 06513aTe/IbHbIX TPE6OBaHWIA;

b) pa3paboTku NOANTUKM B 06/1aCTM KavecTBa.

c) oGecneyveHns pa3paboTku Leneli B 06n1acTy KayecTBa.

d) npoBefeHMs aHa/nM3a CO CTOPOHbI PYKOBOACTBA;

e) obecrneyvyeHUss HEO6XOAUMbIMU pecypcamu.

5.2 OpwueHTauusa Ha noTpebuTens

FOCT P NCO 9001—2008 CucTemMbl MeHeg)XMeHTa KkavyecTBa. Tpe6oBaHnsa
5.2 OpueHTaumsa Ha notpebutens

BbicLuee pyKOBOACTBO A0/HKHO obecneunBaTtb onpegesieHne 1 BbiNoIHeHVe Tpe6oBaHWii NoTpebuTe-
neli AN NOBbIWeEHUSA UX yA0BAeTBOPeHHOCTH (7.2.1 1 8.2.1).

5.2.1 AyanTbl CO CTOPOHbI NOTpebuTeENns

OpraHusauusa fo/mkHa paspelnTb N0 TPebnTeNo Unmn ero npeacTasmTenam (Mo B3anMHOMY corna-
CVI0) MPOBOAUTb ayAnTbl 4718 OLLEHKM CUCTEMbl MEHEe)KMEHT a KayecTBa.

OCHOBHble TpeboBaHUsA NOTPe6GUTENA K OpraHu3almm BKAOYaT B cebs1 Hanuune HeobXoLMMbIX
nomelleHnii 1 o60pyaoBaHns, NOAFOTOB/IEHHOrO NepcoHana ¥ NpoLeccoB, NOCTPOEHHbIX Tak, YTOobbl
o6ecneunTb 6€30NacCHOCTb NPOAYKLUMUY U CKMTHOUNTb NepekpecTHOE 3arpsa3HeHne, KOTopbie obecneynBa-
10T cTabunbHOe NPon3BOACTBO NPOAYKLMMN B COOTBETCTBUN C TpeboBaHUAMY NoTpebuTens.

5.3 MonuTtmnka B o6N1acTn KayecTBa

FOCT P NCO 9001—2008 CucteMbl MeHeg)XMeHTa KkavyecTBa. Tpe6oBaHunsa

5.3 Monutuka B o6/1acTn KayecTBa

Bbicwee pyKOBOACTBO A0/HKHO o6ecneunBaTb, YTO6bI NOMANTUKA B 06/1aCTM KayecTea:

a) CoOTBETCTBOBasIA LesIAM OpraHu3auum;

b) Bk/MOYana B cebs 06s3aTeNlbCTBO COOTBETCTBOBATb TPE6GOBAHWAM W MOCTOSIHHO MOBbIWATL
pe3yNbTaTUBHOCTb CUCTEMbI MEHEAXMEHTA KauecTBa;

C) cosfaBasnia OCHOBbI A/151 MOCTAHOBKM 1 aHanm3a uesieii B 06/1acTy KavecTsa;

d) 6bLna foBedeHa [0 CBeAeHWs NnepcoHasia opraHn3anmmn n NoHATHa emy.

€) aHanM3npoBasiacb Ha MNOCTOSHHYIO NPUTOAHOCTb.
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5.4 TlnaHupoBaHue

5.4.1 Uenwn B ob6s1actu KavyecTtBa

FOCT P NICO 9001—2008 CucTteMbl MeHeA)XXMeHTa kayecTBa. TpeboBaHus

5.4.1 LUenn B o6nactu kayecTsa

Bbicllee pykoBOACTBO opraHusanmnm JO/HKHO obecrneunBarb, YTO6bI Lein B 06/1aCTU KavecTsa, BK/IIO-
yasi Heob6xoAUMbIe 4715 BbINOSIHeHNs1 TpeboBaHuii K Npoaykummn (7.1 nepeuncneHve a)], 6bI/IN yCTaHOB/EHbI
B COOTBETCTBYIOLMX NoApasfesieHnsaX U Ha COOTBETCTBYIOLWMX YPOBHSX opraHusauuun. Llenn B o6nactu
KayecTBa AO/MKHbI 6bITb U3MEPVMMbIMU U COr/lacyeMbIMU C NMOIMTUKON B 06/1aCTH KayecTsa.

5.4.2 TMnaHMpoBaHWe CO34aHNA U PasBUTUSA CUCTEMbl 06ecneyeHns KadecTBa

FOCT P NCO 9001—2008 CucTeMbl MeHeg)XMeHTa kayecTBa. TpeboBaHus

5.4.2 MnaHnpoBaHue co3faHus, MOAAEPXUBAHUA W YYYWEHUSA CUCTEMbl MeHef)XMeHTa
KayecTBa

BbiCLlee pyKOBOACTBO A0/IKHO obecrneunsarb:

a) nnaHMpoBaHWe co3faHunsa, NOALEPXMBAHUA N YNYULIEHUS CUCTEMbl MEHeXMeEHTa KavecTBa ANs
BbINO/IHEHNSA Tpe6oBaHWii 4.1, a Takxke AN1A [OCTUXKEHUS Lesiell B 06/1acTy KauecTBa;

b) coxpaHeHWe Le/IOCTHOCTU CUCTEMbI MEeHeXXMEHTa KayecTBa Npv NaaHMpoBaHUN U BHeAPEHUN B

Hee U3MEHEHWIA.

5.5 OTBETCTBEHHOCTb, MO/IHOMOUYUS U 06MEH UHopPMaL el

5.5.1 OTBEeTCTBEHHOCTb U MOJIHOMOYUSA

FOCT P NICO 9001—2008 CucTteMbl MeHeAXXMeHTa kayecTBa. TpeboBaHus

5.5.1 OTBEeTCTBEHHOCTb U MNOJ/IHOMOYUSA

Bbicllee pykOBOACTBO A0/KHO obecrneumBaTb onpegesieHne u goBefeHne A0 CBeAeHUA nepcoHana
opraHusalun OTBETCTBEHHOCTU U NMOSTHOMOYMIA.

5.5.1.1 OpraHusauusa go/mkHa nMeTb obpasLbl nognuceii (cMm. 4.2.4) oTBETCTBEHHbIX UL,

CnegyeT UMeTb CMUCOK BCEX /UL, OCYLLECTBAALWMX NPOBEPKU UAN MOBTOPHLIE NMPOBEPKKN, BHY T -
pVYNPOM3BOACT BEHHbIV KOHTPO/b U T. M.. C 06pasuyammn Nognuncei.

5.5.1.2 OTpaenbl KayecTBa, KOTOPble HECYT OTBETCTBEHHOCTb 3a NPUHATUE KPUTUYECKUX peLle-
HWA. JO/MKHBI NPUHUMAT b 3T U PELleHNa He3aBNCMMO OT NPON3BOACT BA.

5.5.2 TlpeacTaBuTeE/Nb PYKOBOACTBA

FOCT P NCO 9001—2008 CncTeMbl MeHeAXMeHTa kayecTBa. TpeboBaHuMsA

5.5.2 TlpepctaBuTeNib pyKoBOACTBa

Bbicliee pyKOBOACTBO [0/DKHO Ha3HauuMTb NpeacTaBUTesN1 M3 cocTaBa PYKOBOACTBa opraHusauuu,
KOTOPbIi HE3aBMCUMO OT APYrux 06s3aHHOCTEN [O/HKEH HECTU OTBETCTBEHHOCTb W MMETb MOJIHOMOYUS,
pacnpocTpaHsaloLmnecs:

a) HaobecrneyeHne pa3paboTku, BHeApPeHUS 1 NoaaepxaHusi B paboyeM COCTOSIHUM NPOLLeccoB, Tpe-
6yeMbIX CUCTEMOW MeHe[XMeHTa Ka4yecTBa;

b) npeacTaBfieHNe OTYETOB BbICLUEMY PYKOBOACTBY O (PYHKLMOHMPOBaHUN CUCTEMbl MEHe[XMeHTa
Ka4yecTBa N HEO6XOAMMOCTU €€ YNYULLEHUS;

C) copeicTBMe pacnpocTpaHeHMo NoHNMaHuA TpeboBaHWii NoTpebuTeneli No BCeli opraHn3aumu.

MpumeyaHue — B OTBETCTBEHHOCTb MPEACTABUTENSI PYKOBOACTBA MOXET GbiTb BKIOUYEHO NOAAepXaHue
CBSA3M C BHELUHWMM CTOPOHaMK MO BOMpOCaMm, KacatloLUMCs CUCTEMbl MEHeA)KMeHTa kayecTBa.

5.5.3 BHYTpeHHUIi 06MeH nHopmaLuunei

FOCT P NICO 9001—2008 CucTemMbl MeHeXMeHTa KavyecTBa. TpeboBaHusa

5.5.3 BHYyTpeHHWIH 06MeH nHcopmaLuunei

Bbicliee pyKoBOACTBO [0/HKHO obecneunBarb pa3paboTKy B opraHu3aumm COOTBETCTBYHOWMUX MPO-
LeccoB obmeHa uHdoOpMaLuueli, BKIOYas UH(OPMaLMIO, OTHOCSLLYIOCA K pe3y/nibTaTUBHOCTU CUCTEeMbl
MeHe[)KMeHTa KayecTsa.

12
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5.5.3.1 MonoxeHnsi GMP. BK/OUEHHbIE B HACTOSILLWIA CTaHAapT, U HOpMaTVBHbIE T Pe6GoBaHus Jo1-
XHbl. B HE06X04UMOVi cTeneHn. 6bITb A0BefeHbl 10 CBeleHUs KaXA0ro nogpasaeneHus.

5.5.3.2 PyKOBOACTBO NPeAnpusiTUsi AOMKHO GbiTb CBOEBPEMEHHO MH(DOPMUPOBAHO O KPUT UYECKNX
cUTyauusx B 06nacTu KayecTsa.

NMpumeuyaHune — Mpumepamn npoueccoB o6MeHa NHopmaLlneil ABNSAI TCA NpoLecchl, CBA3aHHble C 06Me-
HOM MH()OpMaumeit 0 NOAUTUKe B 061aCTK KayecTBa, aHa/n3e CoO CTOPOHbI PYKOBOACTBA, pe3y/ibTaTax BHY T PEeHHUX
NPOBEPOK KAYeCcTBa, a TaKXe 0 KOPPEeKTUPYILIMX 1 NpodunakTuyecknx geicTBusx.

5.6 AHa/n3 co CTOPOHbI pyKOBOACTBA

5.6.1 O6wmne NoMoXeHNs

FOCT P ICO 9001—2008 CucTteMbl MeHeAXXMeHTa KayecTBa. TpeboBaHusa

5.6.1 O6uwwune nonoxeHus

Bbicluee pykoBOACTBO [O/HKHO aHa/IN3NMpPOBaTh Yepes 3arnsiaHMpoBaHHble NHTEPBasibl BPEMEHWN CUC-
TEMY MeHe[)XMeHTa KayecTBa opraHm3aunmn B Lensx obecrneyeHns ee NOCTOSSHHOW NPUrogHocTu, AocCTa-
TOYHOCTU U pe3yNbTaTUBHOCTU. DTOT aHaN13 AO/DKEH BKIOYATb B Ce6S OLEHKY BO3MOXHOCTEN ynyylleHuit
1 NOTPEBHOCTN B USMEHEHUAX B CUCTEME MEHEAXXMEHTA KayecTBa opraHmsalun, B TOM Yncse B NOSIUTUKE U
uensax B obnactu kavecTsa.

3anucu 06 aHanmM3e CO CTOPOHbI PYKOBOACTBA [AO/DKHbI MNoggepxvBaTbCA B paboyem cocTos-
HUn (4.2.4).

5.6.2 lcxogHble gaHHble ANa aHanunsa

FOCT P NCO 9001—2008 CucteMbl MeHeaXXMeHTa KadyecTBa. Tpe6oBaHusa

5.6.2 BxopaHble faHHble 419 aHannsa

BxogHble AaHHble NS aHanM3a Co CTOPOHbl PYKOBOACTBA AO/DKHbI BK/IOYATb B Ce6s1 CneayloLlyto
MHopMauuto:

a) pe3ynbTaTbl ayamnToB (NMPOBEPOK):

b) 06paTHYl CBA3b OT NOTPebUTeNeii;

C) hYHKLMOHMPOBaHVe NpPoLeccoB N COOTBETCTBUE MPOAYKLMN:

d) cTatyc npegynpexaalrLmnx n KOPPeKTUPYOLWMX AeCTBUN;

e) nocneaylouwue gelicTBus, BbiTekaloLlwme U3 NnpeablayLWwmnx aHaam3oB CO CTOPOHbI PyKOBOZACTBA;

f) n3meHeHus, KoTopble MOrN Obl NOBNNATL HA CUCTEMY MEHeA)XMeHTa KavyecTsa,

[) peKomMeHpauun no yny4eHuo.

h) paHHble 06 ahheKTUBHOCT M 06yYEeHUS.
5.6.3 Pe3ynbTaThbl aHa/In3a

FOCT P NCO 9001—2008 Cuctembl MeHeg)XMeHTa KavyecTBa. TpeboBaHusa

5.6.3 BbIxoAHble flaHHble aHann3a

BbIxogHblEe AaHHble aHasiM3a Co CTOPOHbI PYKOBOZCTBA AO/MKHbI BKAOYaTb B cebs BCe pelleHus u
[elicTBUA, OTHOCSALWMECS:

a) K MNOBbILEHWIO Pe3y/IbTaTUBHOCTU CUCTEMbI MEHEAKMEHTa KayecTBa 1 ee NpPOLLecCOB:

b) ynyylweHnio NPoAyKLMM NO OTHOLWEHNIO K TpeboBaHMAM NoTpebuTenei;

C) NoTpebHOCTM B pecypcax.

6 YI'IpaBJ'IeHI/Ie pecypcamm
6.1 O6ecnevyeHne pecypcamu

FOCT P NCO 9001:2008 CncTeMbl MeHeg)XMeHTa kayecTBa. Tpe6oBaHuUs
6.1 Ob6ecneuyeHue pecypcamu

OpraHu3auuns gosmkHa onpegennTb 1 obecneunBaTb pecypcbl, Tpebyemble:

a) ANA BHeApeHUs n nogaepxaHns B paboyem COCTOSIHUM CUCTEMbl MEeHeMKMeHTa kavyecTBa, a Tak-
XKe MOCTOSIHHOTO MOBbILIEHNS ee pe3y/IbTaTUBHOCTY;

b) MOBbILWEHNS YAOBNETBOPEHHOCTM NoTpebuTeneli nyTem BbINOSHEHNS UX TpeboBaHWIA.

13
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6.2 [lepcoHan

6.2.1 O6LWMre NoNoxXeHUs

FOCT P NICO 9001—2008 CucTteMbl MeHeA)XXMeHTa kayecTBa. TpeboBaHus

6.2.1 O6wWwmne nonoxeHns

MepcoHan, BbINOMHAKOWNIA paboTy, BNUSAIOWYIO Ha COOTBETCTBUE NPOAYKLMM TpeboBaHUAM, [O/KEH
ObITb KOMMNETEHTHLIM Ha OCHOBE MOJ/ly4YeHHOro o6pa3oBaHnsA, NOArOTOBKN, HABbIKOB W OMbliTa.

MpnmeyvyaHune — Ha cooTBETCTBME NPOAYKLUMN TPEGOBAHUAM MPAMO UMW KOCBEHHO MOXET enusTb nepco-
Has. BbINOMHAIOLWMIA N6y paboTy B pamMKax CUCTEMbl MEHEXMEHTA kayecTBa.

6.2.2 KOMMNeTeHTHOCTb, OCBEOMJ/IEHHOCTb N NOATOTOBKA

FOCT P NCO 9001—2008 CncTeMbl MeHeAXMeHTa kayecTBa. TpeboBaHuMA

6.2.2 KomMneTeHTHOCTb, OCBEOMJ/IEHHOCTb U MNOATOTOBKA

OpraHusauuvsa AosmpKkHa:

a) onpefensaTb HEO6XOAUMYHO KOMMNETEHTHOCTb NepcoHana, BbINOHAOLWero paboTy, kKotopas Bvs-
eT Ha COOTBeTCTBME TPEeBOBaHMAM K KA4eCTBY NPOAyKLMK;

b) rae 3To BO3MOXHO, obecrneymBaTb NOArOTOBKY WM NpeanpuHUMaTh Apyrue AeicTBUS B Lensx
[OCTUXEHNS He0OX0ANMOW KOMMNETEHTHOCTMU;

C) oueHMBaTb pe3y/bTaTUBHOCTb NPUHATLIX Mep;

d) obecneumBaTb OCBeOM/IEHHOCTb CBOEIO NepcoHana 06 akTyasibHOCTU U BaXXHOCTW ero AesaTesNb-
HOCTU U BKaje B AOCTUXEHUE Leneil B 06/1acTh KauyecTBa;

e) nopaepxuBaTb B paboyem COCTOSIHUM COOTBETCTBYHOLWMe 3annucyu 06 ob6pasoBaHnm, NoLroTOBKE.
HaBblKax u onbiTe (4.2.4).

6.2.2.1 O6y4eHue no GMP

6.2.2.1.1 CnefyeT opraHusoBaTb [JOMOMHUTE/NbHOE 06y4YyeHne, KOTOPOe [AO/HKHO NPOBOAUT bCA
perynsapHo u BKAYaTb M3ydyeHne npuHunnos GMP. a Takxke BcexX MHCNeKUnii 1 hakTopoB, BANSIOLLUX Ha
KayecTBO NMPOAYKLUUN 1N HA CUCTEeMy obecrneyeHus kayecTBsa. TakoB 0byyeHne [O/KHO BKOYaTb B cebs
paccMoTpeHune:

a) PUCKOB 3arpsi3HeHUs N NePeKpecTHOro 3arpAs3HeHns:

b) NoTeHunaNbHON ONacHOCTMW ANA KOHEYHOro nosib3oBaTensa/ nauyvMeHTa B Clydyas 3arpsasHeHus
NPOAYKLUN:

C) BAVAHWANIOObLIX OTKNOHEHW OT YyCTaHOBNEHHbIX MHCT PYKLWIA, NPOLLECCOB UK cneundukaunii Ha
KayecTBO NPOAYKUUW AN NOTPebuTens uav KOHeYHOro nonb3oBaTens.

6.2.2.1.2 Ocoboe BHMMaHWe cnefyeT yAenaTb 00yvyeHUo nepcoHana, padboTawLwero B Nnpon3Bo-
[CTBE CTepubHbIX MaTepnanos UM MaTepuanos, NpefHasHavyeHHbIX A48 nocnegytoLel CTepuamsauum.

6.2.2.1.3 CnepyeT NpoBOAUTb cneunanbHoe obyyeHne no Bonpocam NpefoTBpaLleHns MUKpPobuo-
NIOTNYECKOr0 3arpsi3HeHns U 3arpsAs3HeHus YacTwuuamy, a Takke NOTeHLWaNbHON 0nacHOCTMW Takux
3arpasHeHnii Ans nauveHTa.

6.2.2.1.4 lMoBTOpHOE Ob6y4yeHMEe AO0/MKHO OCYLLEeCTBAATbLCHA Yepe3 yCTaHOBMNEHHblE MPOMEXYTKM
BpEMEHH.

6 2.2.2 BpeMeHHbIli nepcoHan A[O/MKEH NPOATK o0byvyeHue WM HaxXOAMTbCA Nof HabnwgeHnem
06y4YeHHOr o nepcoHana.

6.2.2.3 B cnyyaB npusrieYeHnsA KOHCY/Ib TaHTOB MO BOMpoOcaMm KavyecTBa crefyeT BeCTU UX yyeT,
BK/IH0YAsA flaHHble 06 NX KBaMuKaLumm 1 Tunax okasaHHbIX YCNyr.

6.3 TomeweHns, o6opyaoBaHue 1 matepuanbHoe o6ecneveHune

FOCT P NICO 9001—2008 CucTemMbl MeHeA)XMeHTa KavyecTBa. TpeboBaHUsa
6.3 VIH(bpacTpykTypa

OpraHu3aums gos/mkHa onpegenaTb, obecneynBaTtb U NoA4epPXUBaATb B paboyeM COCTOSAHUN nHdpac-
TPYKTYpY, HEOBXOAMMYIO A/1s1 LOCTUMXEHUS COOTBETCTBUA TpeGOoBaHUSAM K NpoayKumu. WHdpacTpykTypa
MOXeT BK/touaTb B cebsi, ecnm NpyMeHUMOo:

a) 3faHus, paboyee NPOCTPAHCTBO M CBA3aHHbIE C HUM cCpeAcTBa TPyAa;

b) o6opynoBaHue AN NpoLeccoB (Kak TEXHUYeCcKMe, Tak U NporpamMmmMHble CpeacTBa);

C) cnyx6bl obecnevyeHns (Takme Kak TpaHCNOPT, CBA3b WM NMHOPMaLNOHHbIE CUCTEMbI).
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6.4 TlponssopcTBeHHas cpega

FOCT P NCO 9001—2008 CncTeMbl MeHegXMeHTa KayecTBa. TpeboBaHusa
6.4 Tpou3BoAcTBeEHHas cpeaa

OpraHu3auusi Ao/hKHa co3[aBaTb NMPOU3BOACTBEHHYHO cpedy, HE06XOAUMYHO AJ1s1 [OCTUXEHWS COOT-
BETCTBMS TPEGOBAHMAM K NPOAYKLMMW, 1 YNPaBASTh €lo.

MpumeyaHue — TepMUH «NPOU3BOACTBEHHAS CPeAa» OTHOCUTCS K YC/IOBUSIM, B KOTOPbIX BbIMOHSAOT pa-
60Ty. BK/lOUas uanyeckne, aKosormieckne napyrue gakropbl (Takue Kak Wym. Temnepartypa, BlaxHOCTb, OCBELLEH-
HOCTb U/IM NOTOAHBIE YC/I0BUS).

6.4.1 TpeboBaHMA K NPOU3BOACTBEHHOW cpeae

6.4.1.1 OpraHusaums Ao/HKHa YCTaHOBUTb U AOKYMEHTaslbHO 0hopMUTb TpeboBaHUsA K COCTOs-
HUIO 340POBbA, YNCTOTE, OfEX/e U KOHTPO/II0 Haf JOCTYNOM NepcoHana B ciydyae, €C/iM KOHTakKT 3Toro
nepcoHasna c NepBUYHbLIM YNAaKOBOYHbLIM MaTepMasoM Uan ¢ NPOM3BOACT BEHHOW Cpefjoii MOXeT HeraTuB-
HO CKa3aTbCA Ha KayecTBe MaTepuana.

6.4.1.2 B cnyyae, ecnv yCnoBuA NPON3BOACTBEHHON Cpefibl MOTY T HeraTUBHO BIUSATb Ha Ka4ecTBO
NepBUYHOro YNakoBOYHOrO MaTepuana, opraHusauua [o/mkHa onpefennTb TpeboBaHWs K NMPOU3BOJA-
CTBEHHOI cpefie npa3paboTaTb cMcTeMy apeKTUBHOIO HAbMOAEHNA 1 ypaBAeHNs yCI0BUAMU NPOU3-
BO/CTBEHHOW cpegpl.

6.4.1.3 lpu HeobxoaMMOCTK crefyeT YyCTaHOBUTbL cneuunasnbHble TpebosaHua ans obpalieHus ¢
3arpA3HeHHbIMU NEPBUYHBLIMU YNAKOBOYHLIMY MaTepuanamu A58 npefoTBpalleHns 3arpsasHeHns apyrux
NepBUYHbIX YNAaKOBOYHbIX MaTepnanos, NPOM3BOACTBEHHOW cpeAbl UKW nepcoHana.

6.4.2 Knaccudukaumsa YncTbiX 30H/UUCTbIX NOMELLEHUN

YncThle 30HbI (YWNCTble NOMELLeHWs) AO/MKHbI OblThb KnaccuduumpoBaHbl B COOTBETCTBUM C
FOCT MCO 14644-1. X KOHTPO/b U 3KcnayaTauns JO/MKHbl 6bITb OpraHn3oBaHbl B COOTBETCTBUN C
FOCTP VCO 14644-2. TOCTP NCO 14644-3nTOCTPUNCO 14644-5unnu aHanorn4yHbiMn OKyMeHTamu.

MopsafoK NpoeKkTupoBaHus, CTpPoMTENbCTBa UM MOHTAaXa UUCTbIX MOMELWEeHWn npuBefeH B
FOCT P UCO 14644-4.

KoHTponb 6no3arpsisHeHnii MOXeT 6blTb OpraHn3oBaH B cooTBeTCcTBUM ¢ FTOCTP NCO 14698-1 1
FOCT P MCO 14698-2.

6.4.3 dakTOopbl pUCKa, BNnAKLWMe Ha 3arpAa3HeHns

OpraHusauus fo/xHa onpefennTb U KOHTPOoAMpoBaTb (DAakTOpbl, KOTOpble MOFyT MPUBECTMU K
3arpsisHeH1IoO NepPBUYHbLIX YNaKoBOUYHbLIX MaTepruasnos, Hanpumep:

a) rurueHa n cocTosiHWe 340pPOBbA NepcoHana;

b) ogexpa nepcoHana, BeNNPHbIe yKpalleHns (BKIYas NMPCUHT), KoCMeTuKa:

C) KypeHue, Npuem nuwin, ynoTpebneHne xxeBaTeNbHOW Pe3nHKN, HaNMTKOB, NCNO/b30BaHNe neka-
PCTBEHHbLIX CPEACTB:

d) obpalieHue nyTunmsauma Mycopa,;

B) MUKPOOMOOrnyeckoe sarpsasHeHune.

6.4.4 Bopbba c HacekoOMbIMU

CnepyeT pa3paboTaTb 1 BHEAPUTb UHCT PYKLUMM MO 60pbbe C HACEKOMbIMU.

6.4.5 TexHunyeckue n BCrnoMmoraTesibHble CUCTEMBbI

6.45.1 CnefyeT NpoBeCTU OLEHKY B/IMAHUA TEXHUYECKUX CUCTEM (Hanpumep, NoAroTOoBKU BO34y-
Xa. napa, rasos, BOfbl) Ha Ka4eCT BO NePBUYHbIX YNaKOBOUYHbIX MaTepnanos. [JO/mKHbl XpaHW T bCSA AOKYMEH-
Thl. OTHOCALMECA K Takoi oueHke (cm. 4.2.4).

CnefyeT TakxXe NpoBOANTb OLEHKY U APYIUX CUCTEM 1 pakTOopoB (Hanpumep, cMasku, oxnaxgalo-
LLMX XMUAKOCT e, macna n ap.). KoTopble MOFYT C/ly4aiiHO BOMT W B KOHTaKT C MePBUYHbIMU YNAKOBOYHbI-
MU MaTepuanamu.

MoxeT 6blTb pacCMOTpPeHa BO3MOXHOCTb MCMOb30BaHUS XUAKOCT el NLW,eBoro kavyecTBa (Cyye-
TOM (pakTopa p1cka).

6 4.5.2 TMpn HEOBXoAMMOCT U, AN1S CHUKEHUS 3arpA3HEeHUn cnegyeT npeAycMoTpeTb BEHTUNALUIO
MeCTHble 0Tcocbl. OcO600 BHUMaHWE crnegyeT yAeNnTb cucTeMaM peLmpKynsaumm.

6.4.5.3 CnepgyeT 3afiaTb U BbINMONHATL TpPeboBaHusa K BOfe, €C/IN OHa HaxoAnuTCcs B MPAMOM KOH-
TakTe C NepBUYHbIMU YMaKOBOYHLIMU MaTepuasiamn, UCXOAHbIMWU MaTepuasiaMmu UM UCnosb3yeTcsa 4/
0YNCTKN 060pYyAOBaHNSA, HAXOAALWErOCs B MPAMOM KOHTaKkTe ¢ MmaTepvanamu.
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6.5 O6cnyxuBaHue

6.5.1 OpraHu3aumsa go/mKHa yCTaHOBUT b TPpeboBaHnsA K TeXHNYECKOMY 06CTyXnBaHUo (Hanpumep,
[NA NPOVN3BOACT BEHHbIX MPOLLECCOB, CUCTEM U 060pyA0BaHNA) B C/lyyas, €C/M TakoB 06CNyXnBaHue nam
ero oOTCyTCTBME MOXET BAMATb Ha KA4eCTBO NPOAYKLN.

6.5.2 CnegyeT BeCcTW AOKYMeHTaumnio (NnaHbl-rpadukmn, XypHasbl) TEeXHUYECKOro 06CnyXnBaHus.

6.5.3 OpraHusauua fomkHa obecneunTb 3KcnayaTauuio, yoopky v TexHuyeckoe obcnyxusaHue
nomeLleHnii 1 060pyA0BaHNA B COOTBETCTBUM C GMP ans NCKNIOYEHNA 3arpAa3HeHnsa npoaykuun (Bkayas
KOHTPO/ib YacT UL, U MUKPOBMONOTrMYECKN i KOHTPO/b, NPU HEOBXOAUMOCT ).

6.5.4 CucTeMbl C KOMMbIOTEPHLIM YNPaBieHNeM, KOTOpble MOTYT B/IMSTb Ha Ka4yecTBO NepBUYHO-
ro ynakoBO4YHOro maTepuana, [O/DKHbI NpefycMaTpuBaTb KOHTPOAb NPU MOHTaxe, aKcnayaTauuu,
06CNyXMBaHNN, BHECEHNN U3MEHEHWIA.

6.5.5 CnegyeT noggepxusaTb B paboyeM COCTOSHUN KOMMNIEKT TEeXHUYEeCKOW JOKyMeHTaummn Ha
obopyaoBaHue, okasblBatloLlee BANSHNE Ha KayecTBO.

7 Tpouecchl XXM3HEHHOTO LMKIa NPoAayKumnn
7.1 TnaHnpoBaHWe NPOLECCOB XU3HEHHOTO LMKAa NPOAYKUUU

FOCT P NCO 9001—2008 CncTeMbl MeHeA)XMeHTa kayecTBa. TpeboBaHuMsA

7.1 MnaHupoBaHMe NPOLECCOB XU3HEHHOMo UMKAa NpoayKumum

OpraHusaums JoJKHa NaaHMpoBaTb U paspabaTtbiBaTb MPOLECCHI, HEO6X0AMMbIE A5 0b6ecrneveHuns
XMU3HEHHOTro uMKna npoaykunn. NnaHnpoBaHne NPoLecCoB XU3HEHHOMO LMKia NPoAyKUUN AOMKHO ObiTb
corslacoBaHo € TpeboBaHUAMU K APYrM MpoLeccam CUCTEMbl MeHeIKMeHTa KayecTsa (4.1).

Mpun nnaHnpoBaHNM NPOLLECCOB XU3HEHHOIO LUMKIa NPoAyKuuy opraHnsaunsa AosHKHa YCTaHOBUTH,
noaxogawmm AN Hee o6pa3om:

a) uesiv B 06/1aCTN KavecTsa U TpeboBaHNA K NPOAYKLMN:

b) NOTpPebHOCTbL B pa3paboTKe MpPoLEeccoB M [OKYMEHTOB, a Takxe B obecriedyeHun pecypcamu s
KOHKPETHOU NpoayKumu;

C) Heob6XoAnMYIO AeATe/IbHOCTL Mo BepumKaunum 1 Banmaaum, MOHUTOPUHTY, NU3MEPEHUIO, KOHTPO-
710 U UCMbITAHUAM A1 KOHKPETHOM NPoAyKunn, a Takke KpUTepun NpuemMkKn npoayKumm;

d) 3anucu, HeobxoauMble A1 o6ecnevyeHns CBUAETENIbCTBA TOr0, YTO MPOLECCHI XXM3HEHHOTO LuKNa
npoAyKLMN 1 NPOAYKLUMUS COOTBETCTBYIOT TpeboBaHuam (4.2.4).

Pe3ynbTart aTOro NnaHNMpoBaHUs AO/IXKEH ObITb NpeAcTaBsieH B OpMe, COOTBETCTBYIOLLEN NPaKTuKe
opraHusauunu.

MpumeHeHnsd

1 [lokyMeHT, onpeAensiowWwnii npoyeccsl CUCTEMbl MeHeXMeHTa kayecTBa (BK/l0OYasi NPOLECChl XNU3HEHHOrO
uMKna npoAykuMmn) n pecypcbl, KoTopble NPeACTOUT NPUMEHATb K KOHKPETHOW NpOoAyKLUW, MPOEKTY WU KOHTPakTy,
MOXeT paccMaTpuBaTbCA Kak niaH KayecTsa.

2 Mpu pa3paboTke NPOLLECCOB XN3HEHHOTO LMKNa NPOAYKLUM OpraHm3auns MoXeT Takke NpUMeHATb Tpebosa-
HuAa 7.3.

7.1.1 CnefyeT yuuTbiBATb 0CO6EHHOCT U HENPEPbIBHLIX NPOLECCOB BbIMyCKa NepBUYHbIX YNAaKOBOY-
HbIX MaTepuanos. CnefyeT Takxke npefycMoTpeTb NOPSiA0K 0T60opa U COXpaHeHUs B Haf1eXallnx yco-
BUSIX apPXMBHbIX 06pa3L0B NPOAYKLMN.

7.1.2 OpraHusauus Jo/mkHa NPOBOAUTb aHA/IN3 pPUCKA Ha BCEX 3Tanax XW3HEHHOro LyKia npogyk-
LUK 1 NOALEPXKMBATb COOTBETCTBYIOLLYIO JOKYMEHTaumMo B paboyem cocTOsiHUN.

7.2 Tlpouecchl, CBA3aHHble C NOoTpebuTenammn
7.2.1 OnpepeneHne TpeboBaHWUM, OTHOCALWNXCA K NPOAYKLNN

FOCT P NICO 9001—2008 CucTteMbl MeHeA)XXMeHTa kayecTBa. TpeboBaHus
7.2.1 OnpepeneHne TpeboBaHUN, OTHOCALWMXCSA K NPOAYKUMN
OpraHusaunsa foskHa onpeaennTb:

a) TpeboBaHUSA, ycTaHOBNEHHble NOTpebuTenamMmn, BKtoUas TpeboBaHMSA K NOCTaBKe U AeATe/IbHOCTYU
nocne nocrtaBKuU;
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b) TpeGoBaHUs, He onpeesieHHble NOTPebuTenem, HO Heo6XoANMbIe /11 KOHKPETHOro UK npeano-
naraeMoro Mcnosib3oBaHusi, Korga OHO U3BECTHO;

C) 3aKoHopgaTtesbHble U Apyrue obsa3atesibHble TpeboBaHMSA, OTHOCSALWMNECS K NPOAYKLNN;

d) ntobble gononHUTeNbHbIE TPeboBaHMA, paccMaTpuBaeMble opraHm3aumeil Kak Heobxogumble.

NMpumeyvyaHune — [leaTeNlbHOCTb NOC/Ie NOCTABKU MOXET BK/KOYATb B Ce6s AeCTBUS NO rapaHTuiiHoMy o6ec-
NeyeHunto. KOHTPaKTHbIM 06A3aTeNbCTBaM, TakuM KakK yCcnyrn no TeXHUYeCKOMY 06GCNYXWBaHUIO, U AONOMHUTENbHbIE
YCNYru, KaK yTUAn3aumus Uim nosiHoe YHUUTOXEHNE.

7.2.1.1 CnepyeT onpefenuTb TpeboBaHUs K NPOAYKLMUW, BKIKOYASA XapakTep N3MEHEHWA, Npu KoTo-
pbiX TpebyeTcs 0653aTeNbHOE YBEOM/IEHME.

7.2.1.2 CnepyeT onpefennTb TpeboBaHWs NnoTpebuTena no npesoTBpaLLEHNI0 HECAHKLNOHNPO-
BaHHOr0 UCMOJIb30BaHUA 0T X00B NEPBUYHbIX YTaKOBOUYHbIX MaT epuasnos (Bkauasa o6pasubl, nonurpadu-
yeckne maTepuanbl, 3TUKETKHN).

7.2.2 AHanu3 Tpe6oBaHW, OTHOCALWMNXCA K NPOAYKLUN

FOCT P NCO 9001-2008 CncteMbl MeHegXXMeHTa KadyecTBa. Tpe6oBaHUs

7.2.2 AHanus TpeboBaHNin, OTHOCAWMNXCHA K NpOoAYyKLNUN

OpraHu3sauma Ao/HKHa aHaM3npoBaTb TpeboBaHMs, OTHOCALMECS K NPOoAyKuMn. OTOT aHanu3 fon-
XEeH MpoBOAUTBLCA A0 NPUHATMA opraHu3auuneli o6a3aTenbCTBa NOCTaBNATb NPOAYKUMIO NOTpebuTesnto
(Hanpumep, yyacTus B TeHAepax, MPUHATME KOHTPAKTOB WM 3aKa30oB, NMPUHATUE U3MEHEHWNI K KOHTpakTam
WN 3aKasam) 1 o/keH obecneynBarb;

a) onpepgesieHne TpeboBaHWii K NnpoayKuuu;

b) cornacoBaHve TpeboBaHWII KOHTPaKTa WM 3akasa, OT/iMyalowmnxcs oT paHee chOpMy/IMpoBaH-
HbIX;

C) CMNOCOBHOCTb OpraHu3auuun BbINOMHATE OnpefesieHHble TpeboBaHuWA.

3anucu pe3ynbTaToB aHanM3a v nocseayowmx AeACTBUA, BblTeKaloWwmx N3 aHannsa, O/KHbI Noa-
AepXnBaTbcs B paboyem cocTosiHuu (4.2.4).

Ecnn notpebutenn He BblABUraldT AOKYMEHTUPOBaHHbIX TpeboBaHWUii, opraHmsaums AoshkHa noa-
TBEPAMUTL NX Yy NOTPebuTensa A0 NPUHATUA K UCNOJSTHEHUIO.

Ecnn Tpe6oBaHnA K NPoAyKLMU U3MEHEHBI, OpraHm3auns fomkHa obecnevnTb, YTOObl COOTBETCTBYIO-
Lne AOKYMeHTbl Oblv UCNpaB/ieHbl, a 3auHTepecoBaHHbIN NepcoHan 6bi1 NocTaB/leH B M3BECTHOCTb 06
U3MEHMBLUMXCA TpeboBaHUSAX.

MpumeyaHue — 6 HEKOTOPbIX CUTYaLUAX, TAKUX KaK NPOAAXM, OCYLLeCTB/sSIEMbIE Yepes VIHTepHeT, NpakTu-
UeCckM HelLenecoo6pasHo NPOBOAMTL O(IMLMANbBHbIV aHANM3 KAXAOr0 3akasa. BMecTo aToro aHan3 MoXeT pacnpocTpa-
HATbCA HA COOTBETCTBYIOLLYIO MH(DOPMALIMIO O NPOAYKLMM, TaKylo KakK KaTanory unu Apyrue peknamHbie Matepuasb.

7.2.3 CBf3b C NoTpedbutensamu

FOCT P ICO 9001—2008 CucTteMbl MeHeA)XMeHTa KayecTBa. TpeboBaHusa

7.2.3 CBfA3b C noTpebutensmMmmn

OpraHun3saumsa Aos/mkHa onpeaensaTb U OCYLLeCTBAATE 3 EKTUBHbIE MePbI MO NOAAEPXaHNIO CBA3N C
notpebutenamMun, Kacarolmecs;

a) vHdopMauumn o NpoAyKLMN;

b) NPOXOXAEHUA 3anpoCcoB, KOHTPaKTa WK 3akasa, BKtovas Nonpasku;

C) o6paTHOI CcBA3M OT NOTpebuTenell, BKIKOYas Xanobbl NnoTpebutenei.

7.2.3.1 OpraHusauua f[o/mkHa paspaboTaTb U MOALEPXMBATb CUCTEMY [OKYMEHTMPOBAHHOM
06paTHOl CBAI3N C LEeNbio paHHEro MHGPOPMMUPOBAHUSA O BO3MOXHbIX AW CyLLeCTBYLWNX npobaemax ¢
KayecTBOM M yyeTa 3aMeyaHuii NoOTpebuTenen Nnpu NPUHATUN KOPPEKTUPYIOLLNX 1 NpeaynpexaaroLnx
AelicTBuiA.

7.2.3.2 Mo TpeboBaHWio NOTPe6GUTENs opraHm3anmsa JO/KHA cornacoBaThb NepeyeHb N3MeHeHW,
[ONA KOTOpbIX cfefyeT NoAyYnThb NMUCbMEHHOE COracuB [0 UX YTBEPXAEHUS Win TpebyeTcs TOMNbKO
onoselleHne. MHhopmMaLmsa 0 BHOCUMbIX M3MEHEHMAX A0/MKHA CO06LaThbCa cBOEBpeMeHHO. Mpouecc BHe-
CEeHUSA U3MEHEHUI ONXEH BblITh cornacoBaH (cm. 7.2.1).

PekomeHayeTcs 0hOpMUTb COralleHme Mexay opraHusauneli 1 norpebrTenem o TpeboBaHUAX K
NPOAYKLUM 1 BKIOYNT b B HEF0 NOPALO0K AeiiCTBUIA B C/lydyae 0T KNOHEHWI 0T YCTaHOB/EHHbIX TpeboBaHuii.
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7.3 TpoekTupoBaHue n paspaboTka

7.3.1 MnaHnpoBaHMe NPOEKTUPOBaHUA 1 pa3paboTkun

FOCT P NICO 9001—2008 CucTteMbl MeHeA)XXMeHTa kayecTBa. TpeboBaHus

7.3.1 TMnaHupoBaHVe NPoOeKTUpPOBaHUA N pa3paboTku

OpraHusaums Ao/mkHa NNaHMpoBaTh NPOEKTMPOBaHMeE N pa3paboTKy 1 ynpaBnaTb 3TMMK NpPoLeccaMmu.

B xofe nnaHMpoBaHUa NPOEKTUPOBaHMA U pa3paboTKn opraHu3auua fo/HKHa ycTaHaB/MBaTb:

a) cTaguu NpPoekTUpPOBaHMA N pas3paboTku:

b) nNpoBeaeHwne aHann3a, Bepudunkaumm 1 Banngaumm, COOTBETCTBYIOWMX KaXA0W CTagmMm NpoeKkTn-
poBaHuA 1 pa3paboTKu.

C) OTBETCTBEHHOCTb W NOSTHOMOYMNSA B 061aCTV MPOEKTMPOBaHUSA 1 pa3paboTKu.

OpraHu3aumna AosxHa ynpaBnaTh B3auMogencTBMEM pas/iMyHbIX rpynmn, 3aHATbIX MPOEKTUPOBaHMeEM
1 pa3paboTKoA, C Lesbio o6ecneveHmns ahheKTUBHOM CBA3UN N YETKOro pacnpeneneHnss oTBETCTBEHHOCTMW.

Pe3ynbTaTbl N1aHMPOBaHMA AO/MKHbI aKTyaIM3npoBaTbCsl, eC/i 3TO He06X0ANMMO B MpoLLecce Npoek-
TUPOBaHNA N pa3paboTku.

MpumeuyaHune — AHanus, Bepudurkaumsa n Banvgauns npoekTpoBaHns n paspaboTkv UMeIT pasHble Lenu,
NO3TOMY MX MOXHO NPOBOAMTL U 3aNUCK NO HUM BECTU Kak OTAE/NbHO, Tak 1 B N0ObIX COYeTaHNAX, NOAXOAALMNX ANA NPO-
OYKLUN 1 opraHmsaumn.

7.3.1.1 OpraHusauusa gonaxHa paspaboraTb MHCTPYKUUW MO NPOBEAEHNIO MPOEK T HbIX N KOHCT PYyK-
TOpPCKMX paboT. DTU UHCTPYKLMU JO/MKHBI BK/IOYATb B CEOS OLEHKY pUCKa Cy4e T OM COOTBETCTBYHOLLMX
TpeboBaHuit GMP n nobbix NOTeEHUMaNbHbIX ONacHoCTeln AN noTpebuTens u, B ocobeHHOCTH, ANns
nauymeHTa.

OTBeTCTBEHHOCTb 3a NPOEKTNPOBAHME U OLEHKY p1UCKa A0/KHA OblTh corfacoBaHa Mexay norpe-
6UTeNnemMm u opraHusaymei.

B npouecce npoekTupoBaHus (pa3paboTku) crnegyeT npefycMoTpeThb MPOBEPKY TOro, YTopesyb-
TaT paboThbl COOTBETCTBYET 33/aHHbIM TPeboBaHUsIM. 3Ta NpoBepKa A0/KHA ObiThb BbIMO/HEHA A0
3aBepLueHns paspaboTku.

7.3.2 WcxopHble faHHble ANA NPOeKTUPOBaHNA 1 pa3padboTku

FOCT P NCO 9001—2008 CncTeMbl MeHeA)XMeHTa kayecTBa. TpeboBaHuMsA

7.3.2 BxoAHble faHHble A1 NPOEKTUPOBaHUA N pa3paboTku

BxofHble flaHHble, OTHOCALMECs K TpeboBaHNAM K NPOAYKLMN, [O/KHbI ObITh OnpeAesieHbl, a 3annucu
[O/KHBI NoaAepxuBaTbcsl B paboyem cocTosiHum (4.2.4).

BxofHble flaHHble AO/KHbI BK/IOYATL B Cebs:

a) PYHKUMOHas/IbHblE U 3KCN/lyaTaunoHHble TpeboBaHUs:

b) cOOTBeTCTBYIOLINE 3aKOHO4aTe bHble 1 Apyrie obs3atesibHble TpeboBaHUS;

C) TaMm. rge 3To BO3MOXHO, UH(pOpMaLMIo, B3ATYIO 13 NpeblAyLnX aHa/IorMUYHbIX MPOEKTOB;

d) apyrue TpeboBaHus, BaxHble 418 MPOEKTUPOBaHUA 1 pa3paboTKu.

BxofHble flaHHble A0/DKHbI aHA/TM3NPOBATLCA Ha AOCTATOYHOCTL. TpeboBaHUA JO/KHbI 6bITb MOJHbI-
MW. HEABYCMbIC/IEHHBIMU 1 HENPOTUBOPEUYUBbLIMU.

7.3.3 Pe3ynbTaTt NpoekTMpoBaHUA 1 paspaboTku

FOCT P NICO 9001—2008 CucTemMbl MeHeXMeHTa KavyecTBa. TpeboBaHus

7.3.3 BbIXxoAHble AaHHble NPOEKTMPOBAHNA N pa3paboTkm

BbIxogHble flaHHble NPOEKTUPOBaHNA U PaspaboTKM AO/MKHBI ObITb NpeAcTaB/ieHbl B hopme, Noaxo-
Asweln ons npoBefeHNs Bepurkaumm OTHOCUTEIbHO BXOAHbIX TpeboBaHMli K MPOEKTMPOBaHMIO 1 paspa-
60TKe. a TaKxe [0/DKHbI 6bITb 0OULMaNbLHO 0406peHbI A0 UX MOCNEAYIOWEro UCMO/b30BaHUSA.

BbIXofHble flaHHble NMPOEKTUPOBaHNA N Pa3pPaboTKN AOSHKHbI:

a) COOTBeTCTBOBaTb BXOAHbIM TPe6OBaHMAM K NPOEKTUPOBAHUIO U pa3paboTke;

b) obecneumBaTb COOTBETCTBYIOLLEN MHOPMaLMeli NoO 3aKynkamM, NPOU3BOACTBY 1 06CNYyXNBaHWIO;

C) cofepxaTb KpUTepUu NPUEMKN NPOAYKLUNN UIN CCbISIKA Ha HUX:

d) onpefenaTb XapakTepucTUKN MPOAyKUWUW, CyLleCTBEeHHble A/ ee 6e30MacHOro 1 npasu/ibHOrO
MCMNOo/Ib30BaHus.
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MpumeyaHue — UHDopmMaLus No NPOM3BOACTBY U 0GCNYXUBAHUIO MOXET BK/OUaTb B ce6s NoApobHble
[laHHbIE O COXPAHEHNUU NPOAYKLUN.

7.3.4 AHanu3 npoekTa n paspaboTKku

FOCT P NCO 9001-2008 CncTeMbl MeHegXXMeHTa KayecTBa. Tpe6oBaHUs

7.3.4 AHanuns npoekTa n paspaboTku

Ha cooTBeTCTBYIOLWMX CTaAUAX AO/DKEH NPOBOAUTLCA CUCTeMaTUYeCKUin aHann3 npoekTa u paspa-
60TKM B COOTBETCTBMU C 3amn/iaHMpoBaHHbIMKU MeponpuatTnamn (7.3.1) B uensx.

a) OueHMBaHMsA CNOCOBGHOCTU pe3y/ibTaToB MPOEKTUPOBAHUA U pa3paboTKn yA0BNeTBOPATL Tpebo-
BaHUAM;

b) BbISABIeHNS1 NO6bIX NPO6EM U BHECEHMSA MPeasIoKEHNA MO HEO6XOANUMbIM AeNCTBUSAM.

B cocTaB y4aCTHMKOB Takoro aHasn3a Ao/HkHbl BKIOYATLCA NpeAcTaBuTenn nogpasgesieHnii, nmeto-
LNX OTHOLWIEHME K aHanu3npyemoli(bimM) cTagaum(sM) NPOeKTUPOBaHNA U pa3paboTku. 3anucu pesynbTaTtoB
aHanM3a 1 BCcexX He06XoAMMbIX AeNCTBUIA AO/MKHBLI NOAAEPXKNBATLCA B paboyemM COCTOAHUN (4.2.4).

7.3.5 Bepudunkauma npoekta n pazpaboTku

FOCT P ICO 9001—2008 CucteMbl MeHea)XMeHTa KayecTBa. TpeboBaHusa

7.3.5 Bepudukauma npoekta n paspaboTku

Bepudimkauma fosKHa OCYLWeCcTBMATLCA B COOTBETCTBMM C 3anjlaHMpOBaHHbIMW MeponpuATUS-
Mu (7.3.1) c uenblo yA0CTOBEPUTBLCA, YTO BbIXOAHbIE laHHbIE MPOEKTMPOBaHNA 1 pa3paboTKM COOTBETCTBY-
IOT BXOAHbIM Tpe6oBaHUAM. 3anncu pesybTaTtoB BepUUKauum n Bcex HEOGXOANMbIX AeACTBUIA OOMKHbI
noagepXmnBatbcsl B paboyem cocTosaHun (4.2.4).

7.3.6 ATTecTauusa npoekta n pazpaboTku

FOCT P NCO 9001-2008 CncteMbl MeHeg)XMeHTa kayecTBa. Tpe6oBaHUsA

7.3.6 Banupgauunsa npoekta u pazpaboTku

Banugauua npoekTa n pa3paboTku [0/1KHA OCYLECTBNATLCA B COOTBETCTBUM C 3anjlaHMpOBaHHbIMUN
MeponpuaTnamu (7.3.1) ¢ Lenbio ya0CTOBEPUTBLCS, YTO NOMyYEeHHas B pe3y/ibTare NpoayKunsa COOTBETCTBY-
eT TpeboBaHNAM K yCTaHOB/IEHHOMY WX NpeAnosiaraeMoMy UCMNO/b30BaHMIO, EC/IN OHO U3BECTHO. Fae aTo
nNpakTU4yeckn BO3MOXHO, Basimgauus Ao/kHa 6biTb 3aBeplueHa A0 NOCTaBKM UAW MPUMEHEHUS NPOAYKLNN.
3anvcu pes3ynbTaToB Banngaumm 1 BCceX He0BX0AMMbIX AeNCTBUI AO/MKHbI NOAAEPXMBaTbCA B paboyem
cocTosiHumM (4.2.4).

7.3.7 YnpaBfieHMe U3MEHEHUAMWN NPOeKTa N pa3paboTku

FOCT P ICO 9001—2008 CucTteMbl MeHeA)XXMeHTa KayecTBa. TpeboBaHusa

7.3.7 YnpaBsieHWe U3MEeHEeHNsAMMN npoekTa u pa3paboTkun

MN3meHeHNA npoekTa 1 pa3paboTku A0/MKHbI ObITb MAEHTUULMPOBaHbI, a 3annucy A0/HKHbI noaaep-
XnBaTbCA B paboyem COCTOSHUU. VI3MEeHeHUs AO0/KHbl 6bITb NpoaHasIM3mpoBaHbl, BepuuumnpoBaHbl ©
Ba/IMANPOBaHbl COOTBETCTBYIOLWMM 06pa3om, a Takke o406peHbl 4,0 BHeCeHUs. AHa/IN3 U3MeHeHU Npoek-
Ta 1 pa3paboTky f0/HKEH BK/IOYaTb B Ce6S OLLEHKY B/IUSHUS U3MEHEHWNIA HA COCTaBHbIe YacTu 1 YyXe nocTas-
NeHHYI0 NPoAyKUMio. 3anmcu pes3y/ibTaTtoB aHanm3a U3MeHeHnli 1 NobbIX He06X0AMMbIX AeNCTBUA AODKHbI
noagepxuBaTbca B paboyem coctosHun (4.2.4).

7.3.7.1 Onos.eleHne

06 n3MeHeHusAx, 3aTparmealLmx Kakne-nnmoo paHee npeacTas/leHHble JaHHble, HE06X0AMMO CO006-
WM Th NOTpPebuTento u. B cyyas NpeAcTaBNeHnsa opraHm3almein TexXHMYeckoro Jocbe, HenocpeacTBeH-
HO YNOJIHOMOY€HHbIM Hal30PHbIM OpraHam.

7.3.7.2 N3meHeHUA B rnpoekTe

B cnyyae BHeceHMA n3MeHeHWi cnegyeT NPOBECTU MNOBTOPHYI aT TecTauno N3MEeHEeHHOW [OKy-
MeHTauuu. Npu Heo6xoANMMOCT M OpraHM3oBaT b NOBbILEHNE KBaAUdmKaLum nepcoHana.
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MpumevyaHuns

1 PesynbTaThbl NPOeKTUPOBAHMNA W pa3paboTKy MOryT BKAYaTb B cebA fJOKyMeHTauuw (cneuumdukauum.
TexHonoruyeckne npouecchl, YepTexXun. uccnefoBaTeNbCkue 0TUHeThbl), a Takxke o6pasubl.

2 KoHhmaeHunanbHas HayyHas W TexHu4Yeckas uHgopmauna (NnpuHagnexaujas opraHusayun) mMoxeT 6bIThb
nepejaHa B cocTaBe [0Cbe HENOCpPeACTBEHHO YNOJHOMOYEHHOMY HaJ30pPHOMY OpraHy (Hanpumep, TexHuvyeckoe
focoe).

7.4 CHabGXeHue UCXOA4HbIMW MaTepuanamu

7.4.1 Tpouecc 3aKynok

FOCT P NCO 9001—2008 CucteMbl MeHea)XMeHTa kayecTBa. TpeboBaHus

7.4.1 Tlpouecc 3aKynok

OpraHusaumnsa gosmkHa obecnevymBaTb COOTBETCTBME 3aKyNIEHHONW NPOAYKLMW YCTaHOBJIEHHbIM Tpe-
60BaHNAM K 3aKynkam. TUn 1 cTeneHb ynpasB/ieHUs, NPUMeEHSIEMbIE MO0 OTHOLIEHUIO K MOCTaBLLNKY U 3aKyTr-
JIEHHOW MpOoAyKUMK, AO/KHbI 3aBMCETb OT ee BO34eliCTBMS Ha Nocneaytolwmne cTagmm XU3HEHHOTOo LKna
NPOAYKUUN UM TOTOBYHO NPOAYKLMIO.

OpraHu3saunsa 4osKHa oueHBaTb U BbIGUpaTb NOCTaBLMKOB Ha OCHOBE MX CMOCOGHOCTW NOCTaBNATb
npoAyKLUNIO B COOTBETCTBUM C TpeboBaHNAMN opraHu3auumn. JosxHbl 6bITb padpaboTaHbl KpuTepun oT60-
pa. OLEHKN N NOBTOPHOW OUEHKU. 3anucu pe3ysibTaToB OLEHUBAHUA W NHOObIX HEO6XOAUMbIX AeliCTBUNA.
BbITEKAKLWMX U3 OLLEHKN, OO/KHbI NOAAEPXUBaTLCA B paboyeM cocTossHun (4,2.4).

7.4.1.1 OpraHusauus fo/mKHa yTBepAUTb NOCTaBLLNKOB:

a) MCXOAHbIX MaTepnasos.

b) cpefcTB ob6ecrneyeHuns NPoLLECCoB, KPUTUYECKUX AN KayecTBa.

C) YMakKoBOYHbIX MaTepuanos A5 UCMOMb30BAHUSA B YNCT bIX MOMELLEHUAX.

7.4.1.2 OpraHusauusi 4o/kHa ONoBeCTUTb NOTPebuTens nepes TEM. Kak 0OTAaBaThb Kakyko-1M6o
YacTb npouecca Npou3BoACcTBa Ha cybnogpsg,.

7.4.1.3 Bce ycnyru cybnogpsigunkos (Bkaouvas npefocTasBneHne UCXOAHbIX MaTepnanos, nabopa-
TOpHbIE yCNyru, CTepununsaumio, ycayru no Kannbposke v aTTecTaumm, 06CnyxmsaHuio, yoopke, TpaHc-
NOpTUPOBaHUIO. KOHTPOJIO Haj BpeAnTenaAMn (HacekoMbiMW W Mp.) U BbIBO3 Mycopa), BAuAOLWMe Ha
KayecTBO NpoayKLun, cnegyeT KOHTPOAMPOBATb C yyeTOM hakTopa pucka.

7.4.1.4 KoHcynbTaHTbl M0 BONpOCaM NPOM3BOACTBA M KOHTPO/A MaTepuanos ANa NepBUYHON yna-
KOBKW [IO/IXHbI paccMaTpuBaTbCA Kak MOCTaBLLNKN.

7.4.1.5 TMocTaBLWWK/n MaTepnanos 1 ycnyr, KpuTUYecKnx Ana kayecTBa, JO/MKHbI OblThb yTBepXje-
Hbl 0T e/IOM KayecTBa WanN nNpegcTasnTenemMm oTAesa KayecTsa.

7.4.1.6 OpraHu3aumsa AO/MKHa OLeHMBaTb M BeCTW 3anucu O KomneTeHTHocTUu nabopaTopwii,
BbINOTHAOLWMX PaboThl, KPUTUYECKN BaXHble A5 KayecTBa. OpraHvsauus fomkHa Nob3oBaTbCs YCy-
ramMv To/bKo Tex nabopaTopuii, KOTOPbIE OHA NPU3HaNa KOMNeTEeHTHbIMY AN1A BbINONHEHNA paboT, Kpu-
TUYECKN BaXKHbIX /1 KayecTBa.

7.4.1.7 B cnyuyas, ecnu npouecc cTepunusauun oThaH Ha cybnogpsg, opraHusauus gosmkHa yoe-
ANTbCA. YTO NpoLecc CooTBeTCTBYeT TpebosaHuam 7.5.1 n 7.5.2.

7.4.1.8 V13MeHeHne NoCTaBLLNKOB UCXOAHbIX MaTepnanos, KpUTUYECKN BaXHbLIX A1 KavyecTBa, [J0-
XHO OCYLLLEeCTBAATHLCA B COOTBETCTBUN C UHCT PYKLMENR NO BHECEHNIO N3MEHEHWIA.

7.4.2 VHdopmMaums no 3akynkam

FOCT P NCO 9001—2008 CncTeMbl MeHeA)XMeHTa kayecTBa. TpeboBaHuMsA

7.4.2 WH(opmayna no 3akynkam

MHdopmauma no 3akynkam JoOJHKHa OMUCbIBaTb 3aKa3aHHy NPOAyKUUIOo, BKIOYas, rae 1o Heo6xo-
AnmMo. TpeboBaHmA:

a) KoduunasbHOMY 0406peHMIO NPOAYKLMK, NpoLeayp, NPOLEeccoB 1 060pyA0BaHus;

b) KBasMurkaumn nepcoHana;

C) cucteMe MeHeKMeHTa KayecTBa.

OpraHusauus fomkHa obecrneumBsaTth 4OCTAaTOYHOCTb YCTAHOB/IEHHBIX TPe6OBaHUIA K 3aKynkKam A0 UX
CcoO06LLEeHNSA NOCTaBLUUKY.

7.4.2.1 B npegenax, He06X0AUMbIX AN15 MPOCNEXMBAEMOCTH, yKa3aHHbIX B 7.5.3. opraHusaumsa gon-
XHa CoOXpaHAaATb MHOPMaLMIO MO CHAGXeHNIo, T. B. JOKYMeHTbI (cM. 4.2.3) u 3anucu (cm. 4.2.4).
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7.4.3 KOHTpONb 3a NONYYEHHbLIMU MaTepuasamu

FOCT P ICO 9001—2008 Cuctembl MeHeA)XMeHTa KayecTBa. TpeboBaHusa

7.4.3 Bepudukauuns 3akynsieHHOUW NpoayKumm

OpraHusaumsa gonxHa paspaboTarb N OCYLWECTBATb KOHTPOb UAN APYTYI0 AeATe/IbHOCTb, He06X0-
AVMYto A5 ob6ecneyeHns COOTBETCTBMUA 3aKymn/eHHOW NPoAyKLMM yCTaHOB/IEHHbIM TpeboBaHMAM K 3aKyn-
Kam.

Ecnn opraHusaumsa wim ee notpebutens npegnonaratoT OCYLWeCcTBUTbL BepUrnKaLnio y NocTaBLLNKa,
TO opraHunsauunsa foJ1XHa yCTaHOBUTbL Mepbl Mo BepudurKaumm 1 nopsaok Bbinycka npoaykumMu B nHopma-
UMM NO 3aKyrnkam.

7.4.3.1 TlonyyeHHble NCXOAHbIE MaTepuanbl AO/TKHbI 6bITh (bVISVIHeCKVI nnn agMMHUCTpaTUBHO N30-
NUpoBaHbl 40 TEeX Nop. Nnoka OoHN He 6y,£l,yT aonyuleHbl K MCNONb30BaHUIO.

MpumevyaHne — B UCKNOUNTENbHLIX 06CTOATENBCTBAX MOXeT 6blTh UCNONb30BAH MaTepuasn, Nnposepka
KOTOpOro He 3aBeplUeHa, NPW yC0BKUN, YTO AeCTBYIOT UHCTPYKNMM 6e30nacHoCTU, rapaHTuUpyolne, 4To Nnpousse-
[eHHble MepBNYHbIE YNAKOBOYHbIe MaTepunasnbl Me 6yAy T BbiNylW eHbl HA PbIHOK 0 TEX Nop. NOKa CTaTYyC UCXOAHbIX Ma-
Tepunanos He GyfeT nNofTBepxXAeH

7.4.3.2 CnepyeT XpaHWTb AOKYMEHT aLMI0 N0 KOHT PO/ HAaA UCXOAHbIMU MaTepuanamm (cm. 4.2.4).
7.4.3.3 OT60p 06pasLoB AO/HKEH MPOU3BOANT bCA NO MHCTPYKLUN C UCNOb30BaHNEM 060PyA0BaHUSA
1 BbINOSIHEHVEM Mep. NMO3BONALWMX NPefoTBPaTUTb 3arpsasHeHue.

7.5 MNpomn3BOACTBO U O6GCNYXNBaHNE

7.5.1 YnpaBJieHWe NPou3BOACTBOM N OBCYXUBaHNEM

FOCT P ICO 9001—2008 CuctemMbl MeHeA)XXMeHTa KayecTBa. TpeboBaHusa

7.5.1 YnpaBieHue Npon3BOACTBOM U O6CAYXNBaAHUEM

OpraHusaumsa Ao/HKHa N1aHMpoBaTh U OCYLEeCTBNATbL NPOU3BOACTBO U 06CNYXMBaHMe B ynpaBnse-
MbIX YC/IOBUSX. YNpaB/isieMble YCN0BUA [O/DKHbI BK/IOYaTb B cebs TaM, rae 3To NpUMeHNMOo:

a) Hanuuve MHdopmMauumn, oNUCbIBaKOLLEN XapaKTePUCTUKN NPOAYKLMM;

b) Hannume paboynx UHCTPYKLMIA B Crlyyae HeO6X04MMOCTH:

C) npumeHeHve NoAxoasiiero o6opyAoBaHuUs;

d) Hanuuve n NpMMeHeHne KOHTPONIbHOrO U U3MepPUTENILHOIO 060PYAOBaHUS;

e) npoBefeHne MOHUTOPUHIa N U3MEPEHWIA;

f) ocyuwecTBneHne Bbinycka, NOCTaBKW 1 AeAiCTBUIA NOC/e NOCTaBKN NPOAYKLNN.

fl) onpejeneHve JaThbl NPON3BOACTBA C Y4€TOM UCMO/b3yeMbIX NPOLECCOB;

h) ocob6oe BHMMaHWe K onepaLuam MapKUpPOBKU, 3TUKETUPOBAHUS N YNAKOBKN C LieNblo addeKkTnB-
HOro KOHTPO/A 1 NpefoTBpaLleHns oWnbokK:

i) MHCTPYKUMIO, oNpeaensaioLyto ynpasieHne 0T KNOHEeHAMM B npoleccax. OTKNOHEHNS, KpuTunyec-
Kne Ans KayecTBa, AO/MKHbI ObITb MCCNef0BaHbl, a pe3ynbTaThbl uccnefoBaHnii opopmaeHbl JOKYMEH-
TanbHo (cM. 4.2.4).

7.5.1.1 YwncTtoTa NpoayKumn N KOHTPOJIb 3arpA3HeHus

7.5.1.1.1 OpraHusauma fosmkHa paspaboTaTb TpPeboBaHMNS K YNCTOTE MEPBUYHbIX YNTAKOBOUHbIX
MaTepuanos 1 MeTojam npefoTBpaLleHs 3arpsasHeHns 060pyAoBaHnua UM NPoayKLUN.

CnepfyeT OUEHWTb NOTeHynanbl/ble pUckn, CBSA3aHHble C MaTepuanamu iy cpeacTBammn obecneve-
HMS NPOLLeccoB, KOTOPbIe MOTYT YrpoXxaTb 6e30MacHOCTU NaumMeHTa, Hanpumep, Haimume nepeHocnmMoi
rybuaToii aHuedantonaTum.

7.5.1.1.2 Bce npouecchl NPON3BOACTBA B YACTbIX U KOHTPO/IMPYEMbIX 30HaX, BK/IOYas KOHTPO/b
oKpyxatoLueli cpepl, NPoOM3BOACTBO, BHY T PUNPON3BOACTBEHHbIV KOHTPO/b 1 YNaKoBKY NEPBUYHbIX ynako-
BOYHbIX MaTepunasnos, A0/KHbI COOTBETCTBOBATb YCTAaHOBNEHHbIM TpeboBaHnaAM. YNCTble NOMeLLeHnA
[O/KHBI UMETb BO3AYLUHbIE LUSIO3bI.

7.5.1.1.3 Mpoueccbl NPOn3BOACT BA B KOHTPONPYEMbIX YCNOBUAX AO/MKHbI ObITb COrnacoBaHbl Mex-
4y noTpebuTenem n opraHusalmen.

7.5.1.1.4 OpraHuzaumsa fo/mkHa paspaboTaTb TpeboBaH/NA K YNCTOTE NepBUYHbIX YNAKOBOYHbIX
MaTepunanos, ecnim
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a) aTOT MaTepuan NPOXoAnT OKOHYATENIbHY0 OYNCTKY nepej cTepunusauymein n/mnu nepep ero
HernocpeAcTBEHHbIM UCMO/b30BaHNeM Unn

b) 3TOT MaTepuan NnocTaBNsAeTCA B HECTEPULIIOM BUE, HO €ro YNCTOTa UMeeT 3HavyeHue ans
€ro NCMoJsib30BaHus, Win

C) BellecTBa, UCNO/b30BaHHbIE B MpoLeccax Npou3BoACTBa, A0/MKHbI 6bITb yAaneHbl U3 NPoAYKL MK
npu Npou3BoAcTBe.

7.5.1.1.5 CnepyeT MapkmpoBaTb KOHTENHepPbl 419 XpaHEHNS 1 CBA3aHHbIe C HUMW IMHUK No pacda-
COBKe. 3arpyske u pasrpyske.

7.5.1.1.6 Ocob6oe BHMMaHWe (Hanpumep, K MapkKMpoBKe, 6e30nacHOCTM, YNCTOTE) cregyeT yhe-
NSaTb nepepj 3arpyskoii uam pasrpyskoli KOHTeliHepoB/6yHKEPOB.

7.5.1.1.7 [JomkHbl 6bITb pa3paboTaHbl MHCTPYKLUU MO O4YNCTKE 060pyAOBaHMSA, WCMOMb3YEMOro
npu NPon3BOACTBE NEePBUYHbLIX YNAKOBOYHbLIX MaTepunanos. CrnefyeT BeCTU AOKYMEHTAaLMIO MO OYNCTKE
060py0BaHNSA, KPUTUYECKN BAXKHOT O /19 Ka4YeC T Ba /15 NEePBUYHbLIX YNAaKOBOYHbIX MaTepuanos (cMm. 4.2.4).

7.5.1.1.8 TMpowussoacTBeEHHOE(bIB) 060pyf0BaHNE/30HbI JO/MKHBI UMETb 0603HaYeHNA C yKasaHuem
MX Ha3HayeHusa n craTyca YnCToThl.

7.5.1.1.9 NoBTOpHaa nepepaboTKa MaTepuanoB xapakTepHa [ANA MPOM3BOACTBA, Hanpumep,
cTekna, anoMuHusa, bymaru, TepmonnacTuka. Tpeb6oBaHNA K NOBTOpPHOI nepepaboTke [O/MKHbI OblIThb
onpefeneHbl U cornacoBaHbl C NoOTpebuTenem.

7.5.1.1.10 TepmonnacTuyeckne maTepuasbl He [O/MKHbl nepepabaTbiBATbHCA U NPUMEHATbLCA
NOBTOPHO, 3a UCK/TIDYEHNEM C/lyYyaeB, COrNacoBaHHbIX C NoTpebuTenem.

7.5.1.1.11 [onxHa NpOBOAMTbCSA NPOBEpPKa OYNCTKMN IMHUN MEXAY BbiMycKamu pasfnyHbIX cepuii, ¢
TeM 4TOoO6bl yaanMTb BCE MaTepuasbl U JOKYMEHTaUW0, He yyacTBylOLWMe B nocnegyoLleli onepayuu.
CnegyeT opopMAATb JOKYMEHTa/lbHO paboThbl M0 OYNCTKE NUHUK (CM. 4.2.4).

7.5.1.2 YnpaBrieHNe U3MEHEHUAMM

7.5.1.2.1 Opranusauus go/mxHa paspaboTaTb NOPALOK KOHTPONA 38 M3MEHEHUAMU. VN3MeHeHus HO
OO/MKHBbI OKa3blBaTb HEraTWBHOrO B/IMAHUA Ha KayeCcTBO MPOAYKLUMM U [O/IXKHbI COOTBETCTBOBaTbL
NOTPe6HOCTAM U OXKMAAHUAM 3aUHT €PeCOBaHHbIX CTOPOH.

7.5.1.2.2 Vi3MeHeHNs A0/IXHbl 6bITb OPOpPMIEeHbl JOKYMBHT anbilo. CnefyeT BbINOMHUTbL aHanu3
BO3MOXHOI0 BAINAHNA N3/3€HBHUIA HA ApYyrve npoLecchl.

7.5.1.2.3 CnegyeT onpefennuTb NOPALOK, KOMY MOXeT NpuHajnexaTb UHULMaTnBa N0 BHECEHUIO
N3MEHeHW, KTO AO/IKEH NPOBOANT b aHa/IM3 U3MEHEHWUI N y TBepXaaTb WX

7.5.1.3 CneuuasibHble TpeboBaHUsA A8 CTEPU/IbHBLIX NEPBUYHbIX YNaKOBOYHbIX Marepuanos

OpraHusaums fomkHa BecTu fokymeHTauno (cMm. 4.2.4) no napameTpam npouecca cTepuamsaumm.
NpoBefEHHOr0 AN Kaxoi cepun. 3Ta JOKyMeHTauusa fJo/kHa obecneyvBaTb NPOCNEXUBAEMOCTb ANA
KaXXAoi cepum NepBMYHOIO YyNakoBOYHOIO MaTepuana.

7.5.2 ATTecTauusa npoueccoB NPON3BOACTBA N 06CNYXUBAHUSA

FOCT P NCO 9001—2008 CucTemMbl MeHeAXMeHTa KayecTBa. TpeboBaHusa

7.5.2 Banupauma npoueccos Npon3BoACcTBa U 06CnyxmnBaHunsa

OpraHusaumsa foJXHa BaManpoBaTb BCe NMPOLECChl NPOU3BOACTBA U 06CNyXnBaHWUA, pesynbTaTbl
KOTOPbIX He MOTyT 6bITb BepunLMpoBaHbl NOCeAYOWMUM MOHUTOPUHIOM UM U3MEPEHUSMU, U3-3a Yero
HefoCcTaTkKu CTAHOBATCA OYEBUAHLIMW TOMIBLKO MOCMAe Hayana WCMNOo/Ib30BaHWA NPOAYKUUW WAWM nocne
npefocTaB/IeHNs YCayru.

Banupauunsa fonxHa NpoaeMOHCTPUPOBaTb CNOCOBHOCTb 3TUX NPOLLECCOB AOCTUraTh 3anjaHnpoBaH-
HbIX pe3y/ibTaToB.

OpraHusauus gosmkHa paspabotaTe Mepbl MO 3TUM NpoLeccam, B TOM Yncie TaM. rae 3To NPUMEHNMO:

a) onpegeneHHble KpUTEPUN ANA aHanmn3a 1 yTBepXxAeHUs npoueccos;

b) yTBepXAeHne COOTBETCTBYIOLLIEro 060PpYyA0BaHNA U KBaIMduKaunm nepcoHana;

C) NpYMeHeHue KOHKPeTHbIX METOAO0B 1 npoueayp;

d) TpeboBaHuA Kk 3anucam (4.2.4);

€) MOBTOPHYIO Ba/iMgaumio.

7.5.2.1 OpraHu3auus Jo/MKHA onpefenuThb KpUTUYeckrne NpoLecchl B NPOU3BOACTBE /15 KayecTBa
NepBUYHbIX YNAaKOBOYHbIX MaTepuanos. MNpouecc Jo/mKeH 6bITb aTTECTOBaH, €C/IN HEb3si 06eCcneunTb
KOHTPO/Ib ero napameTpPoB.
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7.5.2.2 Tpn 0THeECeHNV NPOLECCOB K KPUTUYECKUM ¥ Npu onpeaeneHnm obbema aT TecTauyun cne-
[yeT BbINONHATbL aHa/n3 pUCcKoB. AHa/IN3 PUCKOB JO/IKEH pacCMaTpMBaTb acnekThl, CBA3aHHbIE C Kayec-
TBOM MPoAYyKUUN.

7.5.2.3 TexHuueckne cucTeMmbl (Hanpumep, obopygoBaHUe, NMMHUU, MPOU3BOACTBEHHbIE MOAYNN 1
T. M.). UICNONb3yeMble A1 NPON3BOACT Ba NEPBUYHBIX YMAKOBOUYHbIX MaTepunasnos, AO/KHbI 6bITb aTTec-
TOBaHbl B COOTBETCTBUN C pe3y/ibTaTaMun aHanm3a puckos, 0hOPMIEHHbIMU JOKYMEH T abHO.

7.5.2.4 ATTecTauua fomkHa 6bITb NPoBeAeHa B CyyYaB BHECEHWUS CYLLECTBEHHbIX U3MEHEHWUIT B
ycnosus, obopyoBaHne 1 NpoLecchl, KOTOopble MOy T BAUATb HA KA4eCTBO NPOAYKLUN.

MpumevyaHune — KOHTpO/b N3MeHEHU B MeTofaxaT TecTauunm apnsdeTCca 4eCTbo CUCT eMbl KOHT pPOA 3a
N3MEHEHNAMN.

7.5.25 Tpun Heo6Xx0aMMOCTU, aT TecTauma Kax4oro npowuecca Ao/HKHa NPoBOAM T bCA NO COrnaco-
BaHWIO C NoTpebuTenem.

7.5.26 Pe3ynbTaThbl aTTecTauum cnegyeT opoOpMAsATb AOKYMEHTanbHo (cMm. 4.2.4). lokyMeHT a-
LMo No aTTecTauun cnegyeT XpaHuTb B TeYeHne BCero cpoka cyx6bl 060opyAoBaHusa noc Asa roga
nocse ero CnucaHvs, Wan CPoK XpaHeHUss AOKYMeH T auun Ao/mkeH 6blITb cornacosaH ¢ noTpebuTenem.

7.5.2.7 [ns nporpaMMHOro obecneyeHuns, ICNONb3YEMOr0 B KpU T MYECKMX nMpoLeccax, fO/MKHO 6biTb
npoBe/ileHo Jo0CTaTOoYHOe KOIMYEeCTBO TEeCTOB /1 06ecneyeHns NpocnexmnsaemMocTu, nepejaum u xpa-
HEeHWA JaHHbIX. CucTemy crefyeT MPOBEPUTHL My TEM BBEAEHUA KOPPEKTHbIX U HEKOPPEKTHbIX AaHHbIX,
4T06bl ONpefennTb NPOCNEXNBAEMOCTb, Nepefayy 1 XpaHeHne AaHHbIX WK 3anvceil.

7.5.2 8 Pe3ynbTaThbl KOHTPONA crnegyeT oPopMAATb JOKYMEHTanbHo (cM. 4.2.4).

7.5.29 [JoOKyMEeHT bl Ha 3N1EeKT POHHbIX HOCUTENAX AO/KHbI 6bITh 3alMlLieHbl 0T CTUPaHUa 1 Ciy-
YaliHoI nopum, a TaKxe LO/MKHbI NpejycMaTpMBaTb BOCCTAaHOB/IEHNE: B Cly4as, €C/IM 3TO0 HEBO3MOXHO,
cneflyeT XpaHUTb pacneyaTku, No KpaliHeli Mepe, B Te4yeHne AByx fieT nocne cnucaHua obopygoBaHus
WX NO cornacoBaHuio c norpebuTenem (cm. 4.2.4.1).

NMpumeyaHune — 6onee nogpobHas MHOPMaLMs NO 3alWMUTe AaHHbIX, yNpPaB/lieHWio U aTTecTauum npo-
rpammHoro ob6ecneveHus gaHa B IEC G0601-1-4. GAMP (Good Automated Manufactunng Practice) Guide n CFR 21
part 11.

7.5.2.10 Ecnu KpMTUYECKWiA Npouecc BbINOMHSAETCA cybnoapsfyuvkoM, opraHusauns fonxHa yb6e-
AMTbCA B COOTBETCTBUM Npouecca TpeboBaHNAM HacTOALWEro cTaHgapTa.

7.5.2.11 [na cTepunbHON NpoayKuun opraHnsauus gomkHa paspaboraTb MeTOANKY aT TecTauum
npotecca cTepunusaumu. Npoueccobl cTepunnsaunm AoHkHbl 6bITh aTTecToBaHbl [0 HavYana npuMeHe-
HuA. lokymMeHTaumsa o6 aT TecTaLuum NpoLeccos CTepuansauuny Jo/mkHa XpaHuThCA B TeueHne ycTaHoB-
NeHHoro BpemeHn (cMm. 4.2.4. TOCT P NCO 11135. TOCT P NCO 11137).

7.5.2.12 AnAa cTepwuibHOW NPOAYKLUN OpraHn3auns Ao/XHa NPYMEHATb aT TecTOoBaHHbIi npoLuecc
cTepunnsauun NepBuYHbIX YNakoBOUYHbIX MaTepuasioB U perucTpupoBaThb KOHTPOJbHbIE NapameTpbl
npotecca cTepununsauun. B cnyyae, ecnu npouecc cTepunnsalmmn BbiNnosHAETCA Cyonogpsagumkom, opra-
HMW3auus [o/kHa obecneynTb €ro cooTBeTCTBME TpeboBaHMAM HacTOAWEro cTaHgapTa (Cm.
NCO 14937:2000).

7.5.3 VpeHTudmkauma n npocnexmnBaeMocTb

FOCT P NCO 9001—2008 Cuctembl MeHeaXXMeHTa KayecTBa. Tpe6oBaHusa

7.5.3 VpeHTudmkayunsa n npocnexmBaemocTb

Ecnin 310 BO3MOXHO 1 LesiecoobpasHo, opraHusaumnsa 4o/HKHa UAeHTUhnumMposats NPOAYKUUIO Npu
NOMOLLM COOTBETCTBYIOLLNX CPEACTB Ha BCEX CTAANAX €0 XU3HEHHOro LuKIa.

OpraHusaumsa Ao/mKHa MAEHTUULNMPOBATL CTaTyC NPOAYKLUMN NO OTHOLWEHUIO K TPe60BaHNAM MOHMU-
TOpWHIa 1 N3MepeHunii Ha BCexX CTaAMnsAX ee XXU3HEHHOro uukna.

Ecnn npocnexvBaeMocTb iBNseTca TpeboBaHWeM, TO OpraHu3aums A0/1KHa yNpaBnaTb cneuynasnb-
HOW naeHTudunKaumeli NPoAyKUMN 1 NOAAEPXKNBATL 3anMcn B paboyeM cocTosHUM (4.2.4).

MpumeyaHune — B psge oTpacnieil NPOMbILLIEHHOCTN MEHEIKMEHT KOH(Urypayum sBasieTcst cpeAcTBoM
noaaepxaHus UAEHTUUKALUN U NPOC/IEXNBAEMOCTH.

7.5.3.1 OpraHu3auus fo/mkHa pa3paboTaTb ¥ NOALEPXKMBATL CUCTEMY ANA NPOC/IEXUBAHUS BCEW
NPoAYyKUUM OT UCXOLHbIX MaTepuasioB [0 NocTaBku NOTpebuTento, onpegenss rnyouHy npocnexmsae-
MOCTU 1 Tpebyemylo JOKYMeHTauuio Ha OCHOBaHNN OLeHKn pucka (cm. 4.2.4. 8.3 n 8.5).

7.5.3.2 MpOTOKO/bI HA CEPUI0 NPOAYKLMU AOMKHBI UMETb HOMEp NapTuu UK CCbINIOYHbIA HOMEP.

23



FOCT P 53699— 2009

7.5.3.3 CneflyeT XpaHWTb [JOKYMEHTauuio 06 WCNOMb30BaHUW KPUTUYECKOro o6opyoBaHuA
(cm. 4.2.4). OHa fo/KHa Takxe BKoYaTb B Ce65 MeponpuaTuUsa N0 OUNCTKE N 0OCNYXMUBAHUIO CYyKasaHnem
3Tanos Npon3BoACTBa. MeponpmaTusa N0 06CAYXXMBaHWNIO AO/MKHbI ObITh 0POPMEHbI AOKYMEH T ANIbHO U
ob6ecneunBaTb NPOCNEXMBAEMOCTb 40 KOHKPE THOI NPOM3BOACT BEHHOI onepayuun nnn o6opynoBaHus.

7.5.3.4 OpraHusauua fomkHa pa3paboTaTb VM BHEAPUTb MHCTPYKLUMUM NO 06paLLeHnto ¢ NepBUYHbI-
MW YNaKOBOYHbIMW MaTepuanamv, BO3BpalLeHHbIMU B OpraHu3auyuio> Hanpuvep, 419 nepepaboTku. 3Tu
mMaTepuanbl LOMKHbI 6bITh MAEHTUMULMPOBaHbI U 0T AeNEHbl 0T 06bIYHON NPOAYKLUN.

7.5.4 Co6CTBEHHOCTb NoTpebuTens

FOCT P CO 9001—2008 CucTteMmbl MeHeAXXMeHTa kayecTBa. TpeboBaHus

7.5.4 COGCTBEHHOCTb NOTpebuTens

OpraHusaumnsa gosmkHa NposBASaTb 3a60Ty 0 CO6GCTBEHHOCTM NOTPebuTesns, noka oHa HaxoAUTCsA Mop,
ynpaBJ/ieHNEM OpraHusauun uam ncnosb3yetcs ew. OpraHmsaumsa Ao/HkKHA uaeHTudunuympoBatb, Bepnudu-
LMpoBaTb. 3almaTb U COXPaHATb COGCTBEHHOCTb NOTPebUTeNs, NpeAoCcTaBNEHHYIO ANA UCMO/Ib30BaHUA
W BKIKOYEHMS B NPOAYKUMIO. ECM COGCTBEHHOCTL NOTPEGUTENS yTEpPsiHa, MOBPEeXAeHa NN Npu3HaHa He
npuUrogHoOM ANA MCNosib30BaHUA, opraHMsaumsa 4O0KHA N3BECTUTL 06 3TOM NOTpebuTens u nogaepxmnsarb
3anucu B paboyem cocTtosiHuu (4.2.4).

MpunmeyvyaHune — CoOGCTBEHHOCTb NOTPEGUTENA MOXET BKIOYaTb a Ce6s UHTEeNNeKTyanbHylo COGCTBEH-
HOCTb ¥ CBEAEHUS JIMYHOTO XapakTepa.

7.5.5 CoxpaHeHVe COOTBETCTBUSA NPOAYKLNU

FOCT P CO 9001—2008 Cuctembl MeHea)XMeHTa kayecTBa. TpeboBaHus

7.5.5 CoxpaHeHVe COOTBETCTBUA NPOAYKLNN

OpraHunsaums 4o/MKHa COXPaHATb NPOAYKLMIO B X04e BHYTPeHHeli 06paboTK/ 1 B NpoLecce nocTaBku
K MEeCTy Ha3HayeHus B LeNnax noggepxaHuns ee COOTBETCTBUA YCTaHOB/IEHHbIM TpeboBaHuAM. Ecnu aTo
NPYMEHNMO, COXpaHeHne COOTBETCTBUA NPOAYKLUN AO/MKHO BKNOYATb B Ce65 naeHTUmKaumio, norpy3oy-
HO-pa3rpy3oyHble paboTbl, YNakoBKy, XpaHeHue n 3awnTy. TpeboBaHne COXpaHeHUss COOTBETCTBUA A0/1-
XHO ObITb TaKXe MPUMEHNMO U K COCTaBHbIM HacTAM NPOAYKLUUN.

7.55.1 OpraHusayms go/mxkHa paspaboTaTb U NOAAEPXKMBATbL CUCTEMY 4151 06paLLeHns ¢ NPOAYK-

Luen c orpaHNyYeHHbIM CPOKOM XpaHeHUst Un TpebyloLLei cneunanbHbiX yCN0BUIA XpaHeHus. Takue cnewyu-
asbHble YC0BUA XPaHEHNS AO/MKHbI KOHT POMPOBaTbCA Y perncTpupoBaThes (cM. 4.2.4). CpoK XpaHeHus
[O/MKeH 6bITb 060CHOBAH.

755 2 Mpopgykumsa f[o/mkHa OblTb SICHO MapkupoBaHa, pasfesieHa W HafeXxHO XpaHuTbCes,
3aLMLLEeHHON 0T nonafaHus NoCTOPOHHUX BELLEeCTB WY 3arpsa3HeHunii. YnakoBka, ucnosb3yemas s npo-
M3BOACTBA U XpaHeHUs NPOoAyKUMKU, A0/MKHA 6blTh YACTON M NPUFOAHON AN NpUMeHeHus. Peanusyemas
NPOAYKLMSA [O/MKHA UMEeTb CONPOBOAN T E/bHYI0 AOKYMEHTauuo, COOTBETCTBYHOLLYIO AaHHOW cepumn npo-
ayKumm.

7.5.5.3 lNpy NOBTOPHOM MCNOMb30BAHUN YNAKOBOYHbIX KOHTEWHEPOB cnegyeT yaanuTb npegbiay-
Lyt MapknpoBky. KoHTeliHepbl 4O/MKHbI ObITh OYMLLEHbI M MPOBEPEHbI HA YNCTOTY B COOTBETCTBUMN C
WHCTPYKUMENn.

7.5.5.4 Tpy HEO6XOAMMOCT U Ha 3TUKETKE AO/KHbI ObITb yKasaHbl cneunanbHble YyCNoBUA T paHc-
NMOPTMPOBaHUA NN XPAHEHUSA NEPBUYHBIX YNAKOBOYHbIX MaTepuasos.

7.6 YnpaBfieHue ycTpoicTBaMu AN MOHUTOPUHTA U U3MEPEHUIA

F'OCT P NCO 9001—2008 CucTtemMbl MeHeA)XXMeHTa kayecTBa. TpeboBaHus

7.6 YnpaBneHue obopygoBaHUeM A1 MOHUTOPUHIa U N3MepPEeHUn*

OpraHusauus go/mkHa onpeaennTs MOHUTOPUHT U U3MEPEHUS, KOTOPbIE MPEACTOUT OCYLECTBIATh, a

Takxe o60opyaoBaHve A1 MOHUTOPMHIA U M3MepeHuii, Heo6xoaumMmoe ANnsi o6ecneyeHns CBUAETeNbLCTBA
COOTBETCTBMSA NPOAYKLUMN YCTAHOB/IEHHBIM TPE6OBaHUAM.

* TpeboBaHuA pasgena 7.6 NpUMEHSIOT Haps4y C MeTPOSIorMYeCcKMmN NpasuaiaMm n HopMamu, UMetL MM 06s3a-
TefbHYI0 cuny Ha Tepputopun Poccuiickoii ®eaepauun, KOTopble CofepXaTcs B HOPMATUBHbIX [JOKYyMeHTax no obecneye-
HUIO eJMHCTBA U3MEpPEeHNiA, yTBepxaaembix PefepasnbHbiM areHTCTBOM N0 TEXHUYECKOMY PEryMpoBaHunio 1 MeTPONOrun B
COOTBETCTBUM ¢ PefepasibHbIM 3aKOHOM «O6 06ecneyeHnn efuHCTBA U3MepeHuii» (0T 26 mioHs 2008 roga Ne 102-93).
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OpraHun3saumsa Ao/MKHa YCTaHOBUTL NpoLecchbl A1 o6ecnevyeHns Toro, YTobbl MOHUTOPUHE N n3Mepe-
HUS1 MO 6bITb BbINOJIHEHbI Y B ACTBUTENIbLHOCTM 6bI/IM BbIMO/IHEHbLI B COOTBETCTBUMN C TPE6GOBAHMAMYN K
HUM.

Tam, rae Heo6xoAMMO obecrneymBaTb MMEIOLWMNE 3aKOHHYK Culy pesynbTaTbl, U3MepuTesibHoe
obopynoBaHve 4O0/MKHO ObITb:

a) OTKaIMbpoBaHO W/MNN NOBEPEHO B YCTAHOB/IEHHbIE Mepuoabl UK nepeg ero NpMMeHeHnemM no
3TasioHam, nepejarwoLlLnmM pasmepbl e4NHUL, B CPaBHEHUN C MeXAYHapOAHbIMU UAN HaLMOHa/TbHBIMW 3Taso-
Hamu. Mpu OTCYTCTBMM Takux 3TasloHOB 6as3a, UCMO/b30BaHHaA A/15 Ka/IMGPOBKM W/IM NOBEPKU, AO/DKHA
6bITb 3aperucTpypoBaHa:

b) OTperympoBaHO Wi NOBTOPHO OTPEry/IMpoBaHO Mo Mepe Heo6GXOANMOCTH;

C) MAEHTUMHULMPOBAHO B LieNAX yCTaHOBEHUSA cTaTyca Ka/IMbpoBKY;

d) 3awuLeHo oT peryIMpoBoK, KOTopble caenann 6bl HefencTBUTENbHBbIMU pe3ybTaTbl U3MEPEHNS;

e) 3aluLLeHO OT NOBPEeXAEHNS 1 yXyALWeHNs COCTOSHMA B Xo4e obpalleHnsi, TeEXHUYecKoro o6eny-
XUBAHUA N XpaHeHUs.

Kpome TOro, opraHusauusi fo/hkHa OLEHUTb W 3aperucTpMpoBaTb NMPaBOMOYHOCTb MpeAblayLinX
pe3ynbTaToB M3MepeHus, ecin 06HapyXeHo, YTO obopyaoBaHMe He COOTBETCTBYeT TpeboBaHnaM. Opra-
HU3aLumsa 4O/HKHA NPeAnpUHATL COOTBETCTBYIOLLEE AeNCTBME B OTHOLLIEHWM Takoro 060pyaoBaHNs 1 1060
N3MepeHHOM NpoAyKUnNn.

3anucu pesynbTaToB Ka/IMOPOBKM U MOBEPKU [AO/MKHbI MOAAEpXMBATbLCA B paboyem cCOCTOS-
HUn (4.2.4).

Ecnv npy MOHUTOPWHIE N U3MEPEHNN YCTAHOB/IEHHbIX TPE6OBaHN NCNOMb3YHOT KOMMbIOTEPHbIE MPO-
rpaMMHble CpefCcTBa, NX CNOCOBHOCTL YA0BNETBOPATL Npeanonaraemomy npuMeHeHuto npeaBapuTesibHO
[0/DKHa 6bITb NOATBEPXAEHA 1 MOBTOPHO NOATBEPXAeHa MO Mepe Heo6Xo4MMOCTH.

MpumevyaHune — MNoaTBEPXKAEHNE COOTBETCTBMS KOMMNbIOTEPHOrO MpPorpamMMHoOro o6ecnedyeHust npeanona-
raemMomy npuMeHeHno 06bIYHO NpeAycMaTpuBaeT ero BepudmKaLuio 1 MeHeKMEHT KOH(UTYpaLmn B Liensx noagep-
XaHusa ero NpurogHoCTV AN UCNOMb30BaHNS.

7.6.1 CnepyeT perynspHo NpoBoAVWTb W perucTpupoBaThb NPOBEPKM 060pyLOBaHUS ANS aBTOoMa-
TUWU3MPOBAHHOIO KOHTPONA (Hanpumep, BCEX CUCTEM BUABOHAOGMIOABHUSA WU CUCTEM CUMTbIBAHUSA
LT pUxKoaa) ANS MO TBEPXAEHUSA NX NCPaBHOCT L.

7.6.2 [laHHble 0 NPOAYKLMUN 1 KOHTPOJIE, CBSA3aHHbIE C NPOAYKUMel ans NnoTpebuTens (3a ucknwye-
HMEeM KoHUAeHLanbHO! NHTBANBKTYyablioil COGCTBEHHOCT W OpraHm3auun), 4o/mMKHbl 6bITh NpeAcT aB-
neHbl No TpeboBaHuio NOTpPebuTens wan ero npegcTasMTens ANA NPOBEpPKM TOro, 4TO npouecc
nNpou3BOACTBa, NOPAAOK BHY T PUNPON3BOACTBEHHOIO U BIXOAHOIO KOHTPONS, a Takke UcnblTaTeNbIioB
o6opyaoBaHue COOTBETCTBYIOT YCTaHOB/IEHHbIM TpPeboBaHUAM.

7.6.3 VicnbiTaTensHoe obopyaoBaHue, UCNOb3yeMoe NpU KOHTPone KavyecTBa KpUTUUYECKUX Npo-
LueccoB (NnapamMmeTpPOB), JO/MKHO NPOATU KaNNB6POBKY N aTTecTauu, ecnv 3To He06X0ANMO.

8 Vi3amepeHusa, aHasInN3 U ynydlleHue

8.1 O6wWwune NnonoxeHns

FOCT P ICO 9001—2008 CucteMbl MeHea)XMeHTa KayecTBa. TpeboBaHusa

8.1 O6uwne nonoxeHns

OpraHusauust osiKHa NaaHMpoBaTb U MPUMEHSATb MPOLECCHI MOHUTOPUHTA, U3MEPEeHUs, aHannsa u
ynyulieHunsi, Heo6xoanMMble ANs:
a) [AeMOHCTpauMu CoOOTBETCTBUS MPOAYKLMN.

[aHHOB Tpe6oBaHMe NpUMEHSeTCsA Kak K NPoAYKLMM HA NPOMEXY TOYHbIX CTaausX Npou3BoACcTBa,
TakK v K FoOTO0BOI NpoayKuum;

b) ob6ecrneyvyeHnss COOTBETCTBUS CUCTEMbl MEHEA)KMEHTa KavyecTBa;

C) NOCTOAHHOIO NOBbIWEHNA Pe3ybTaTUBHOCTU CUCTEMblI MeHeQ)XMeHTa KayecTBa.

YKa3zaHHasa AeATeNIbHOCTb AO0J/1)XKHa BKAKOYaTb B cebs onpegenieHMe MpUMEHUMbIX MeTo40B, B TOM
yncne CTaTuCTUHEeCKUX, N 061acTb UX MCNOMbL30BaHUS.
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8.2 WN3mepeHusa

8.2.1 YpoBNeTBOPEHHOCTb NoTpebutens

FOCT P NCO 9001—2008 CncTeMbl MeHeA)XMeHTa kayecTBa. TpeboBaHuMsA

8.2.1 YpoBneTBOPEHHOCTb NoTpebuTenei

OpraHusaums [0/KHa NPOBOAUTL MOHUTOPUHI MHAOPMaLUK, KacalowWwmnincs BocnpuaTus notpebute-
NeM BbIMOJIHEHNA OpraHu3aunei ero Tpe6oBaHWii Kak OAHOrO U3 CNOCO60B M3MepPeHUst paboTbl CUCTEMBI
MeHeXMeHTa kavyecTBa. [lo/kHbl 6bITb YCTAHOB/EHbI METOAbI NOSTYHEHUS U NCMOIb30BaHNA 3TOM UHGOpP-
Mauuu.

n pnmevyaHne — MOHVITOpVIHr BoCcnpuAaTnA I'IOTpeﬁI/ITeJ'IFIMI/I MOXeT BK/toyaTb B cebs nony4yeHune I/IHq)OpMa-
LMW 13 TaKUX UCTOYHUKOB, KakK NCCNeoBaHNs yA0BNeTBOPEHHOCTM NoTpe6uTeneil, AaHHble OT noTpe6uTeneil o kayec-

TBE MOCTAB/IEHHON NMPOAYKUWMW, UCCNEeAOBaHUS MHEHMWIA nonb3oBaTesnell, aHa/M3 OTTOKa K/IMEHTOB, 6narofapHocCTH,
NpeTeH3nn No rapaHTuiiHbIM 0653aTe/IbCTBaM U OTYETLI PacnpocTpaHuTenei.

8.2.2 BHYyTpeHHue ayauTbl

FOCT P NCO 9001—2008 CucTteMmbl MeHea)XMeHTa kayecTBa. TpeboBaHus

8.2.2 BHyTpeHHUe ayauTtbl (NMPOBEPKMK)

OpraHu3sauma 4o/mkHa NPOBOANTL BHYTPEHHME ayauTbl (TPOBEPKM) Yepes3 3ansiaHnpoBaHHble NHTepP-
Ba/lbl BPEMEHU B LIe/IIX YCTAHOBJIEHUA TOrO, YTO CUCTEMA MeHeXMeHTa KayecTBa:

a) COOTBETCTBYET 3arsjlaHMpoBaHHbIM MeponpuaTuam (7.1), TpeboBaHUAM HaCcTOSALWEro cTaHgapTa u
Tpe6oBaHUAM K CUCTEME MeHe[KMeHTa KayecTBa, pa3paboTaHHbIM OpraHu3auneii:

b) BHeJpeHa pe3y/bTaTUBHO U NoAAepXnBaeTcs B paboyemM COCTOAHUN.

Mporpamma ayauToB (NpoBepoK) A0/HKHA NIaHNPOBAaTLCA C Yy4eTOM cTaTyca U BaXXHOCTU NPOLEeCCoB 1
y4acTKOB, nognexawmx ayguTy, a Takke pesy/nbTaToB npeablaylinx ayamtos. Kputepum, obnactb npume-
HEeHUs. YyacToTa U MeToAbl ayAuTOB A0/KHbI 6bITb OnpeAeneHbl. Boi6op 1 NnpoBeAeHMe ayAUTOB JO/DKHbI
obecneunBaTb 06bLEKTUBHOCTL 1 6ECNPUCTPACTHOCTL Npouecca ayanta. AyauTopbl He [0/XHbI MPOBEPATL
CBOIO COOGCTBEHHYIO paboTy.

[onxHa 6bITb yCTaHOB/IEHA JOKyMeHTUpOBaHHasn npoleaypa 15 onpefeneHns oTBeTCTBEHHOCTU U
TpeboBaHuWii, CBA3aHHbIX C M1aHUPOBaHNEM U MPOBeAEHNEM ayAMTOB, BBeAEHMNEM 3anuceii n coctaBieHu-
eM OT4eTOB O pe3y/ibTarax.

3anucu 06 ayamTtax n nx pesysbTaTax fO/DKHbI NOAAEPXMBATLCA B paboyemM COCTOSHUN (4.2.4).

PyKoBOACTBO, OTBETCTBEHHOE 3a NpoBepsieMble 06/1aCTU AeATEeNIbHOCTU, AO/HKHO 06ecneyunTs, YTOo-
6bl BCe HEOOX0AMMble KOPPEKLMN U KOPPEKTUPYtoLwme AeNcTBMA NpeanpuHuManich 6e3 n3nuliHern otcpoy-
KW ANS yCTpaHeHss 06HapyXXeHHbIX HECOOTBETCTBUI U BbI3BaBLUMX UX NPUYKH. MNocneaytouie aenctems
OOJ/DKHBI BKOYaTh B ceba BepuduKaumio NPUHATBLIX Mep 1 OTYeT 0 pe3ynbTatax Bepudunkaumm (8.5.2).

MpumeuyaHue — Cm. NCO 19011 ansi pyKOBOACTBA.

8.2.3 KOHTpO/ZIb MapamMeTpoB MNPOLLECCOB

FOCT P CO 9001—2008 Cuctembl MeHea)XMeHTa kayecTBa. TpeboBaHus

8.2.3 MOHUTOPWHT U N3MEPEHNE NPOLLECCOB

OpraHusaumsa go/ikHa Mcnosb3oBaTb NoaxoAswme MeToAbl MOHUTOPUHIA W, r4e 37O NPUMEHUMO,
M3MepeHnsi NPoLLEeCCOB CUCTEMbI MEHeKMEHTa KavyecTBa. DT MeTOoAbl AO/MDKHbI AEMOHCTPUPOBAaTb CMno-
COBGHOCTb NPOLECCOB A0CTUraTh 3an/1aHMpoBaHHbIX pe3ynbTaTtoB. Ecnn 3annaHnpoBaHHble pe3ynbTarbl He
[O0CTUraloTcs, TO A0/DKHbI NPeAnpPUHUMATBLCS HEOOXOANMbIE KOPPEKL MU 1 KOPPEKTUpPYoL e AeACTBUS.

MpumeuyaHue — Mpu onpeseneHnn NOAXOAAWNX METOAOB OpraHn3aums 4OKHA YUNTbIBATL TUN U 06beM
MOHUTOPUHTA VUMK U3MEPEHUN, MOAXOAALMX AMNS KKAOTO U3 TAKMX MPOLECCOB, B OTHOLWIEHWU UX BAUSHUSI HA COOTBE-
TCTBME Tpe6OoBaHUAM K MPOAYKLUM U HA Pe3y/bTaTUBHOCTL CUCTEMbI MEHEZXMeHTa KauecTBa.

8.2.3.1 OTaen KayecTBa AO/HKEH OpraHn3oBaTb paboTy No paccaefoBaHUO U 4OKYMEHT aflbHOMY
0ChOPMJIEHNIO KPUT MYECKUX OT KNOHEHWA.

26



FOCT P 53699—2009

8.2.4 KOHTpONnb napamMeTpoB NPOAYKLUUN

FOCT P NCO 9001—2008 CucTeMbl MeHefXMeHTa KayecTBa. TpeboBaHusa

8.2.4 MOHUTOPUHI U N3MepeHne NpoayKunun

OpraHunsaymsa foJ1KHA OCYLEeCTBIATbL MOHUTOPUHT U U3MEPATb XapakTePUCTUKM NPOAYKLMU B LeNIAX
Bepudmkaunm cobnogeHns TpeboBaHui K NPoayKuMn. 3TO AO/HKHO OCYLLEeCTBMATLCA Ha COOTBETCTBYIO-
LNX CTaANAX NpoLecca XXU3HEHHOro Uukia NpoAyKLUMn COrnacHo 3anjiaHnpoBaHHbIM MeponNpuaTuam (7.1).

CBueTtenibCTBa COOTBETCTBUA KPUTEPUSAM MPUEMKM [O/DKHBI MOAAEPXMBATLCA B paboyeM CoCTos-
HUW.

3anucu fomkHbl yKasbiBaTb finuo(a). caHKuMoHupoBaBLlee(Me) BbiNyck npoaykumn (4.2.4).

Bbinyck npoaykuum n npegocTaBiieHne yc/yrn notpebuTento He JO/MKHbI OCYLLeCTBAATLCA 0 TeX
nop. noka Bce 3ansaHMpoBaHHble gelicTBuA (7.1) He 6yayT yAOBNEeTBOPUTENLHO 3aBepLUEHbl, eC/ln He
YTBEPXAEHO MHOE COOTBETCTBYHOLWMM MNO/THOMOYHbBIM JINLOM WUV OPraHoM W. rae aTo NPUMeHNMO, NoTpedu-
Tenem.

8.2.4.1 PaccnepfoBaHue c/ny4yaeB Bbixoda 3a npegesbl crneymdukaumia

No6oii pe3ynbTaT, BbleALWWA 3a Npeenbl cneundurkaumii, omkeH 6b1Tb paccneoBaH B COOTBe-
TCTBUM C MHCTPYKUMEN, N pe3ynbTaTbl paccnefoBaHns AO/MKHbI 6bITb 0QOPM/IEHbl 4OKYMEHT anbHO
(cm. 4.2.4).

8.2.4.2 KOHTpPO/Ib UCXOOHbIX MaTepuanos

CnepyeT paspaboTaTb TpeboBaH/A KO BCEM UCXOAHbIM MaTepuanam. 3TW MaTepuasbl AO/DKHbI
6bITb NPOBEPEHbI, UK APYrUM CnocoboM JomKHA ObITb nosyyeHa UHOPMaLUs, YTO YCTaHOB/EHHbIE K
HVM TpeboBaHWA BbINOMHEHbI.

8.2.4.3 BHYTpMMNpPOU3BOACTBEHHbIN KOHTPO/b

8.2.4.3.1 OpraHusaumsa gonxHa KOHTPOoMpoBaThb NpoLecc Nnpon3soAacTBa B COOTBETCTBUU C Tpe-
60BaHNAMMN UHCT PYKLWIA.

8.2.4.3.2 [lo/mxeH 6bITb ONpeseneH nopsaaok oT6opa 06pasLos, obecneymsaLmii npeacTaBuTeNb-
HOCTb BblGOPKM 06Pa3L0B B 3aBMCMMOCT U OT OLEHMBaemMoro npotecca. Ecnn o6pasubl nepemeLyeHsl Ans
UCMbITaHWi B APYryI0 30HY, OHU HE [O/MKHbI BO3BPALLaThCA Ha3aj B NPON3BOACTBEHHYHO 30HY.

8.2.4.3.3 [lONOMHNTENbHbIA BHYTPUNPOU3BOACTBEHHbI KOHTPO/b A0/HKEH NPOBOAUTLCA Moc/e
0TKa3oB 060pyAOBaAHNA UM HEe3annaHMpoBaHHbIX OCTaHOBOK npoLecca.

8.2.4.4 KOHTpO/ib roTOBOW NpoAyKuun

Ecnn npefycMoTpeH KOHTPO/b FOTOBOM NPOAYKUMU, TO OH A0/MKEH 6blTb 3aBepLUeH [0 Bbinycka
cepumn npoayKLumn.

n pnmMmevyaHune — |_|pVI KOHTpONe roToBoO npoAykKunn MOryT npoBepATbCA He BCe TpeﬁOBaHVIFI.

8.2.4.5 ApxuBHble 06pasubl

ApxuBHble 06pasubl JO/MKHbI 6bITh 0TO6paHbl B COOTBETCTBUM C TpeboBaHUSAMU OpraHusaluun
n/vnu noTpebuTens.

8.2.4.6 BbInyck cepun

Bbinyck cepun npon3BoAnN T CA NOC/E aHanmM3a JOKyMeHTauum Ha cepuio NpoayKLumn.

8.3 O6palleHne c NpoayKLnei, He COOTBETCTBYHOLEA Tpe6oBaHNAM

FOCT P NICO 9001—2008 CucTteMmbl MeHea)XMeHTa KayecTBa. TpeboBaHusa
8.3 YnpaBneHWe HeCOOTBETCTBYHOLEN NpoayKLUneN

OpraHusauma gosmxHa obecnevnBaTb MAEHTUUKALMIO NPOAYKLNN, He COOTBETCTBYIOLWe TpeboBa-
HUSIM. 1 ynpaB/ieHVe el B LiesiaxX NpefoTBpalleHns HenpegHamMepeHHOro 1UCnosib30BaHNA AN NOCTaBKM
Takol npoaykuun. [lo/mkHa 6bITb yCTaHOB/IeHa AOKYMeHTMpOBaHHas npouegypa Ans onpegeneHus
CpeACTB yrnpaB/ieHUs U COOTBETCTBYIOLLEi OTBETCTBEHHOCTU M MOSIHOMOYM ANSA [eCTBUIA C HecooTBe-
TCTBYlOLWEM NpoAyKLUMEN.

Ecnv npuMeHMMO, opraHmsauumsa AoshkHa npegnpuHiMaTh B OTHOLIEHWM HecOoOTBeTCTBYloL el npo-
OyKunn cnegyouime geictBns (OAHO WM HECKOJBKO):

a) ycTpaHeHue o6Hapy>XeHHOro HeCOOTBEeTCTBUS:

b) caHKUMOHMPOBaHMEe NCMO/b30BaHNsA, BbiMyCcKa WM NPUEMK/ NPOAYKLUMW, eC/iM MOMyYeHOo paspe-
LeHne Ha OTK/IOHEeHWe OT COOTBETCTBYIOLEro NOJIHOMOYHOIO NNLAa WM opraHa W, rae 370 NPUMEHUMO,
notpebutens:
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C) npepoTBpalleHne ee NepBoOHa4Ya/IbHOro NpeanosaraeMoro UCNosib30BaHNsA AN NPUMEHEHNS;

d) pelicTBuA, afnekBaTHble NOCNeACTBUAM (UM NOTEHUMA/IbHBIM MOCNEACTBUSIM) HECOOTBETCTBUS,
ec/n HecoOTBeTCTBYOLWasa NPOAYKLUMSA BbIsiB/IeHa Noc/ie NOCTaBKM UAN Havasia UCMOo/Ib30BaHUs.

Mocne TOro kak HECOOTBETCTBYHOWAA NPOAYKLMS WCMNpaB/ieHa, OHa AO0J/HKHa ObiTb MoABeprHyTa
NOBTOPHOV Bepudmkaumum ana noaTBEPXAEHUA COOTBETCTBMUSA TPe6OBaHMAM.

3anucuy o xapakTepe HeCOOTBETCTBUIA M NOGLIX NOCNEAYOWNX NPEANPUHATLIX AeACTBUSX, BK/IKOYas
nosly4yeHHble paspeLlleHnss Ha OTK/IOHEHWS, AO/DKHbI NOAAePXMBaTbCSA B paboyeM cocTossHun (4.2.4).

8.3.1 MaTepuanbl Unn NPoAyKLMS, He COOTBETCTBYOLWME 3aaHHbIM TPeboBaHUAM, [OMKHbI 6bITb
nomeLLeHbl B U30N1ATOP A0 NPUHATUA peLleHns No HUM. Mpu paccMoT PeHUn BO3MOXHOCT U nepepaboTKu

npoayKumun cnegyeT NPOBeCTYW U JOKYMEHTanbHO 0pOPMUT b OLLEHKY PUCKOB U NIOGbLIX HEXenaTefbHbIX
athbdekTOB, CBA3AHHbLIX C Takoi nepepaboTkoit (cm. 4.2.4 n 7.5.1).

8.3.2 MepepaboTKa [0/MKHA NPOBOANT bLCSA B COOTBETCTBUN C UHCTPYKLUME, yTBepXAeHHol oT ae-

oM KadecTBa. MepepaboTKa fo/mkHa 6bIThb cornacoBaHa ¢ NoTpebuTenem, eciv Takoe Tpe6oBaHue
yCTaHOB/EHO.

8.3.3 Ecnu nepBMYHbI yNakoBOYHbI MaTepuan 6bin NPpon3BejeH B YCOBUAX YUCTOr0 NOMELLEHNS,
TO ero nepepaboTka fo/KHA 6bITb OCYLLECTBNEHA B TEX Xe YCI0BUAX.

8.3.4 BbINycK NpoAyKuun, He COOTBETCTBYLLEe TpeboBaHNAM, BO3MOXEH TO/bKO C MMCbMEHHOTO
cornacus norpeouTens.

8.3.5 B cnyyae OTK/IOHEHUS NEPBUYHOIO YNakoOBOYHOIO MaTepuana OH AOo/MKeH 6bITb Yy TUAN3UPO-
BaH (YHWYTOXEH) B COOTBETCTBUN C NHCTPYKUMEA.

8.4 AHanus gaHHbIX

FOCT P ICO 9001-2008 Cuctembl MeHeaXMeHTa kadecTBa. TpeboBaHus
8.4 AHanus gaHHbIX

OpraHusaums foskHa onpefenaTb, cobvpaTb M aHaIM3NPoBaTb COOTBETCTBYHOWME AaHHble Ans
AEeMOHCTpaLMy NpUrogHoCTU 1 pesynibTaTUBHOCTU CUCTEMbI MeHe)XMEeHTa KayecTBa, a Takke oueHuBa-
HUA. B Kakoii 06/1acTM BO3MOXHO MOCTOSIHHOE MOBbILEHNe pe3y/ibTaTUBHOCTM CUCTEMbl MeHe[)XMeHTa
kayecTBa. [laHHble AO/DKHbI BKIOYaTh B ce6s MHOPMaLUMIo, MOlyYEHHYIO B pe3ysibTaTe MOHUTOPUHIa 1
N3MepeHns 1 U3 ApYrnx COOTBETCTBYHOLUNX NCTOYHMKOB.

AHanu3 faHHbIX AO/DKEH NMPefocTaBATb MHPOPMALMIO, OTHOCSLLYHOCS:

a) K y[AOoB/IETBOPEHHOCTU NoTpebuteneii (8.2.1),

b) COOTBeTCTBMIO TpeboBaHUAM K Npoaykumn (8.2.4);

C) XapakTepucTukam U TEHAEHUMAM MPOLLECCOB Y NPOAYKLMW, BK/IHOUAasi BO3MOXHOCTU MPOBEAEHMS
npeaynpexgagaroowmx genctenin (8.2.3 n 8.2.4);

d) nocTtaBLwmKam.

8.4.1 OpraHusauus gomkHa paspaboTaTb UHCT PYKLUKM N0 aHanu3y faHHbIX, BbISBMIEHUIO CYLLEeCTBYIO-
LLIMX 1 BO3MOXHbIX MPUYMH OTKIOHEHWS NPOAYKLMN OT 3afaHHbIX TpeboBaHWii n gpyrnx npobnem kayecTsa.

8.5 YnyuyweHne

8.5.1 TocToAHHOe ynyuleHune

FOCT P ICO 9001-2008 CuctemMbl MeHeAXMeHTa kayecTBa. TpeboBaHuUs

8.5.1 TloCTOAHHOE ynydlweHune

OpraHusaumsa Ao/HkHa MOCTOSAHHO MOBbIWAaTh pPe3y/ibTaTUBHOCTb CUCTEMbI MEeHe)XMeHTa KadyecTBa
nocpeacTBOM WUCMOMb30BaHUA MNONAUTUKU U Lenelr B 06nacTu KayecTBa, pe3ynbTaToB ayauToOB, aHanmsa
[AHHbBIX, KOPPEKTUPYIOLNX W Npeaynpexgarowmx 4encTBuiA, a TakKe aHanm3a co CTOPOHbI PYKOBOACTBA.

8511 M3MeHeHusi, BHOCUMblE NPY COBEPLUEHCTBOBAHUU MPOLECcCoB (NPOAYKUUK), LOMKHbI ObITb
OLeHEeHbl C TOYKMN 3pEHNA aHasIn3a PUCKOB.
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8.5.2 KoppekTupytuwmne geiictBus

FOCT P CO 9001-2008 CucTeMbl MeHeXXMeHTa KadyecTBa. TpeboBaHuA

8.5.2 KoppekTupylime gencreunsa

OpraHusaumsa Aos/mkHa npegnpuHuMaTb KOppekTupylowme AeNCTBUA B LensaxX YCTPaHeHUs npuymH
HECOOTBETCTBUIA AN15 NpeAynpexaeHnsi MOBTOPHOIO MX BO3HMKHOBEHWS. KoppekTupytowuve aeicTBns gon-
XHbl ObITb aeKBaTHLIMW NOCNEACTBUAM BbISIBIEHHbIX HECOOTBETCTBUIA.

[omkHa 6bITb pa3paboTaHa OKYMEHTUPOBaHHAaA npoueaypa A1 onpeaeneHns TpeboBaHuii:

a) KaHa/mn3ly HecoOTBETCTBUIA (BK/OYas xasobbl noTpebuteneit);

b) yCTaHOBMEHWIO NPUYNH HECOOTBETCTBUIA;

C) OUEHMBaHWIO HEOBXOAMMOCTUN AENCTBUIA, YTOObI N36€eXaTb NOBTOPEHUS HECOOTBETCTBUIA;

d) onpegeneHunio 1 ocyLLecTB/IEHNIO HEOBXOAUMbIX OeACTBUIA;

e) 3anucam pe3ynbTaToB NPeAnpuHATbIX aelicTeuii (4.2.4);

f) aHanu3y pe3ynbTaTMBHOCTU NPeANPUHATBLIX KOPPEKTUPYIOLNX AEeACTBUNA.

8.5.2.1 OpraHusaums Jo/xHa CBOEBPEMEHHO paccnefoBaThb BCe NpeTEeH3Un NoTpedbnTenei n nsse-
WaTb O KOpPPeKTUpYWLWMX AelCTBUAX BCe MNPOM3BOACTBEHHbIE W BCMOMOraTesNbHble Y4YacTKu.
[eiicTBUB(A) fOMKHO(bI) ObITH peann3oBaHbl), N0 BO3MOXHOCTH, B6bICTPO 1 B COOTBETCTBMUM C cOrla-
coBaHHbIM rpadumkom. [lokyMeHTaumo o paccnefoBaHny cnegyeT XpaHuTb (cm. 4.2.4).

8 5.2.2 Ecnu no npeTeH3un noTpebnuTens He NPYHUMAD T CA KOPPEKTUpytoL e nunm npegynpex-
jawoume feiicTBUA, TO 3TO AO/IHKHO ObITb JOKYMEHTa/lbHO 060CHOBAHO.

8.5.3 Tlpepynpexpgatowne gelicteums

FOCT P MCO 9001:2008 CucTemMbl MeHeg)XMeHTa KavyecTBa. TpeboBaHuUsA

8.5.3 Tlpeaynpexpatouime gencrensa

OpraHu3saumsa go/HkHa onpeaensaTb AeNCTBUA B LensaX YCTPaHEHUS NPUYUH NOTEHLMaIbHbIX HECOOT-
BETCTBUIN AN NpegynpexaeHns nx nosisneHus. Npegynpexaarolme 4eicTBUS [O/MKHbI COOTBETCTBOBaTb
BO3MOXHbIM MOCNeACTBUAM NOTEHUMaNbHbIX NPO6IeM.

[AonxHa 6bITb pa3paboTaHa AOKYMEHTUPOBaHHAA npoueaypa ana onpefeneHna TpeboBaHwnii:

a) KyCTaHOB/EHMIO MOTEHLMaIbHbIX HECOOTBETCTBUIA U UX MPUUNH;

b) OLEeHMBaHWNIO HEOBXOAMMOCTN AECTBUI C LeNblo NpeaynpexaeHns NosBeHNa HeCOOTBETCTBUIA;

C) onpeAesieHU0 N OCYLLECTB/IEHUIO HEOBXOAUMbIX AeACTBUIA;

d) 3anucsam pe3ynbTaToB NpeAnpuHATLIX AelicTBuii (4.2.4);

e) aHanunsy pe3y/ibTaTUBHOCTU NPeAnpPUHATBLIX Npeaynpexaarowmx AeicTBuii.
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MpunoxeHne A
(o6sA3aTenbHoe)

Tpe6oBaHuas GMP Kk neyaTHbIM MaTepuanam NepBUYHOW YyNaKOBKU

A.l CpegcTtBa nedatu

A.1.1 O6uwmre NONOXEHMUSA

Bce cpeacTBa nevyaTu LOMKHbI 6blTh:

a) Y4eTKO M TOYHO UAEHTUDPNLMPOBaHbI METO/OM CPaBHEHWUA C OpUTMHaN-Mmake T amm

P) N3roToBJ/IEHbl B COOTBETCTBUM C OpUrnHas-nakeTanun. npegcTaB/IeHHbIMN 3aKa3vymkamu:

C) npoBepeHbl Ha COOTBETCTBUE OPUTMHAN-MaKeTOB 3aKkas3uuka, NpeAcTaBNeHHbIX Ha GYMaxHOM HocuTene
WNN B 31EKTPOHHOM BUfAe C JOKYMEHTanbHbiM NOATBEPXAEHNEM (cornacosaHuem) (cm. 4.2.4):

fl) B OT/jenbHoll 30He c o6ecneyeHMeM COXPAHHOCT W W ONpejefieHHol cucTemoil Bbijaum U BO3BpalleHus Ha
XpaHeHne

A.1.2 KomnnekTbl neyaTHbiXx Qopm

Mpu ucnonb3oBaHnn 6onee oAHON NeyaTHON hopMbl fo/MKHA 6bITb pa3paboTaHa JOKYMEHTUpPOBaHHasA cucTe-
Ma. o6ecneuynBallias MCNOMb30BaHME BCeX NevyaTHbIX (hOpPM KomnnekTa. Ecnu B KOMNIEKT BXOAAT nevyaTHbie hop-
Mbl Pa3/IMYHOr0 HasHauyeHusa, TO Kaxgasa neyaTHas opma AO/KHA 6bITb YeTKO W TOYHO MAEHTUdUUMpoBaHa U
AOKYMeHT anbHo ohopmneHa.

A.1.3 Vi3MeHeHue opurnHan-maketa (gusaiHa)

Ecnn B coOTBETCTBUN C I/I306pa)KeHVIeM Tpe6yeTc9 HEeCKO/NIbKO nevyaT HbIX (pOpM, N Npn M3MEeHeHUn opurn-
Han-makeTa WAN An3aiiHa HeKOTOpble U3 HUX 3aMEeHATCHA, TO JO/MKEH 6blTb pa3paboTaH [OKYMEHTUPOBaHHbIN
nopsafokK3amMeHbl OAHUX NeYaT HblX (bOpM N COXpaHeHna apyrnx cpencTB KOMNEKTa. MN3MeHeHHble nevyaTHbIe CbOprI
[AO/DKHBI NPOAT U NepenjeHT N UKBLKIO.

A.1.4 TlpoBepka

MpoBepka Au3aiiHa cpecTB neYaT W JO/KHA NPOBOANT bCSA BO BPEMS NOATOT OBKM NevaTHON MaLluHbl U [JO/HKHA
6bIThb 3aBeplleHa [0 peleHns 0 Havane nevyaTun NPOAYKLUN.

A.1.4.1 KapaHTUHHOE XpaHeHWe N yHUUTOXeHune

OpraHunsaums gonxHa uMeThb:

a) AOKYMeHTMpOBaHHbIVi Nopsaaok, o6ecneynBaoLLMili N30N1MPOBAHHOE XpaHeHEe OpuUruHan-makeTa U cpeacTs
ne4yaTwnu, ,qm3a|7|H KOTOPbIX HAXOANT CA HA CTagnun N3MeHeHus:

b) [OKYMEHTWPOBAHHYIO CUCTeMy, MNOAPOGHO ONUCHIBAIOLLYID MNOPAAOK YHUUTOXEHUS HEHYXHbIX OpUrK-
Has-makeTOoB nCpeacTB nevyaTu. ,ﬂaHHbIE MaTepuanbl fO/KHbI 6bITh npeacTaB/ieHbl Kak He NMpUrogHble K ucnonb3o-
BaHUO U YTUNU3NPOBaHbl KOHT POINPpyeMbIM 1 6e3onacHbIM cnoco6om.

A.2 MeyaTb U NepeHanagka

A.2.1 TMopAroToBKka nevyaTHOW MallUHbI

A.2.1.1 lMepBoHa4anbHas NOAroTOBKA MallWHbl K NeyaTu AO/HKHA NPOBOAUTbLCA C UCMO/b30BAHMEM YUCTbIX
KOMMNOHEHTOB N MaTepunanos (Ha KOTOpPble He HAHECEH TeKCT).

A.2.1.2 Tlpn nocnegyouwmnx nogroToBKax MalWHbl MOryT MCNOMb30BaTbCA MaTepuanbl, HanevyaTaHHble B
Hayane paboThbl ANa TOW Xe napTuu.

A.2.1.3 MaTepuanbl, NpuMeHsaeMble ANA NepBOHAYanbHOW MNOATrOTOBKM MalWHbl, MOTYT WCNONb30BaTbCA
NoBTOPHO B NpoLecce perynpoBaHns useTa.

A 2.1.4 MaTepuanbl, UICNONb30BaHHbIE AR NOATOTOBKA MalWWHbI, AO/HKHbI 6bITb N30NPOBaHbI U Y TUAN3NPO-
BaHbl KAk NPON3BOACTBEHHbIE OTXOAbI.

A.2.2 CucTtembl nepeHanagku

Ana cucTem nepeHanaaku, pa3paboTaHHbIX ANA YMEHbLEHNA BpeMeHN NOATOTOBKN (HanpuMep. aBTomaTn3un-
poBaHHas cucTema 3amMeHbl NevyaTHON PopMbl) U He TpebylLWuX NoAHON pasbopkn NUHUU, [OMKEH NPOBOANT bCS
[OKYMEHTMNPOBaHHbI aHann3 puckos. lMepeHanaaka AO/MKHA NPOBOANTbLCA NOJA KOHTPONEM C Lenblo obecneyeHus
3almnTbl NpoAyKuuu. Bce neyaTHble MaTepuasnbl, U3roTOB/IEHHbIE @ NpeAblAyluieM uukie paboTbl, AO/KHbLI ObITb
yAaneHbl C MMHWM A0 TOro, Kak 6yfeT AaHO JOKYMeHT aslbHO 0(hOpMIEHHOEe pa3pelleHne Ha Havyano HOBOI neyaTw.
CnepyeT perncTpuposaThb (4OKYMEHTanbHO) BCe KOHT posiupyemMble napamMmeTpbl (CM. 4.2.4).

A.2.3 ApxuBHble o6pasubl

A.2.3.1 Bce apxuBHble 06pa3Lbl Ne4yaTHON NPOAYKLUUN [O/KHbI YHeTKO MapKMpoBaTbCA U XPaHUTbCA C COG/I0-
fleHneM Mep COXPaHHOCTMW.

A.2.3.2 O6pasubl, Ucnonb3yemblie Ans Apyrux uenein (Hanpumep, Ans peknambl, MHDOPMaLUU U NP.). [O/DKHBbI
nomevyaTbCA Kak HeileiCTBUT eNlbHble, €CNN OHU YXOAAT U3-MO0J KOHT POIA opraHusaunu.

A.2.4 3ameHa cpefcTB nevartu

A.2.4.1 Ecnn B TeyeHue npoLecca Npon3BoACTBA BbINOMHEHA 3aMeHa neYyaTHOW (DopMbl NO cylu,ecTBYylOWeEMY
yTBEPXAEHHOMY MakeTy (Hanpumep, HeraTWBY, AU NPU UCMNONb30BAHUN KOMMNbOTepa ANA TEeXHONOrun nonyyeHns
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nnacTWH U3 CylwecTBYLWEro AUCKPeTHOro n3obpaxenus), pabora mMoxeT 6blTb NPoAO/KEHA MOCAe TOro, Kak
6yfeT npoussBejeHa nNpoBepkKa NepBOro HOBOro OT THUCKA.

A.2.4.2 Ecnu B TeyeHue npouecca NnpoM3BoACTBa NPOAYKLMUM NeyaTHaa popma co3gaeTCca N0 HOBOMY MakeTy
(Hanpumep, NO AUCKPETHO U3MEHEHHOMY U306paxeHnio), Tekylasa paboTa fo/mkHa 6bl Th NpekpaweHa n U3SMeHeHHas
neyaTHas popma A0/HKHA paccMaTpuBaTbCA B KaYeCTBE HOBOro opuruHan-makeTa. Mocneaywuee Nnpom3sBoACcTBO
paccmaTpuBaeTCs Kak NPOM3BOACTBO HOBOW napTuu Bce 3amMeHbl CpefCcTB neyaTU JOSIKHbl OPOPMAATHCA AOKY-
MeHTanbHo (cM. 4.2.4).

A.2.5 CoBmecTHas neyaTb

CoBmecTHas neyaTb (npouecc neyaTu 60n1eB 04HOr0 n3obpaxeHna Ha maTepunane B Te4YeHne 0AHOr0 NPoOnu3-
BOACTBEHHOTO MKNa) 3anpeujaeTcs, TakK Kak cylyecTByeT puck nepenyTbiBaHus (6paka).

A.2.6 ®opmupoBaHMe NapTUN K CKNaACKOe XpaHeHUe NpoayKuun

A.2.6.1 dopmupoBaHMe napTuii 1M CcKNaacKoe XpaHeHWe NpPOoAYyKLUUM [O/HKHO OCYyWecTBAATbLCA B COOTBE-
TCTBUK CYCNOBUSAMU Aorosopa.

A.2.6.2 XpaHeHue NpPoAYKLUN JO/KHO 6bITh OPraHn3oBaHO c o6ecneyeHmem ee COXPaHHOCTU U LeN0CTHOCTU.
[oKymeHTauusa Ha napTuio JO/KHA AaBaTb BO3MOXHOCTbL NPOC/AEAUTb BECb NPOLECC, HAYNHAA C NONYyYeHna maTe-
puanos u npou3BoacTBa.

A.2.7 Uudposas neyaTb

A.2.7.1 UwndpoBaa neyaThb BBOANT HOBble onepauuun, KoTopble cfiefyeT KOHTPOAMPOBATb W JOKYMEHTUPO-
BaTb AN o6ecnevyeHns TOYHOCT U U3roTOBNEHUA U 6e30NacHOCT 1 NnevyaTHOW NPoAyKLUN.

A.2.7.2 Wcnonb3oBaHue unposoii neyaTun u nobbie Apyrue cneynasnbHble yCOBUSA, NPUMEHAEMble NPU U3ro-
TOBAEHNUN MPOAYKUUN, [OMKHBI 6blTh COrlacoBaHbl C 3aKa34ynKoM.

A.2.7.2 CnepyeT co3faThb cucTemy 3awyuThl PaiifoB n gocTyna K HAM. pa3paboTaHHylo ans npegoTBpatie-
HUSI cny4yailHOTO MCNO/b30BaHNS HEBEPHbIX (DANIOB OpUTrMHaAN-Make T OB.

A.2.7.4 EcnuanbTepHaTuBHaA cucTema 6e3onacHocTu He padpaboTaHa, KoMnbloTep, ynpasnawowmuii uudpo-
BO/ Me4yaTHO MalWHOW, A0MKEH UMeTb B NamMsaTN e JUHCTBEHHbIN daiin opurnHan-makeTa Ans Tekylero neyaTHoO-
ro uukna. YpanexHue aToro gaiina JonkHO NpUBOANT b K OCTaHOBKE IMHUN 1 0DOPMAATbCA AOKYMEHT anbHo.

A.2.7.6 OnepaunoHHble HACTPONKN ANA NONYUYEHUA HYXHbIX LLBET OB JO/KHbI BbINONHATbLCA MO MHCTPYKLUKN 1
othopMNATHLCA AOKYMEHT anbHo (cm. 4.2.4).

A.3 CucTeMbl WTPUXKOAOB ANs o6ecneyeHus 6e30NacHOCTU

A.3.1 O6wWwuMe nonoxeHuns

[ns obecneyeHna 6e3onacHoOCTU NPoAYKTa ¥ NpeAoTBPpaL,eHUa nepeny ThiBaHUA B An3aliH neyaTHbIX ynako-
BOYHbIX MaTepnanoB MOryT 6blTb BKIOUYEHbl LI TPUXKOAbl 6€30MacHOCTMU, YTO MO3BONAET OCYWECTBAATb KOH-
Tponb B Npouecce NPouW3BOACTBa OpraHusaunein n/unm sakasynkom npu UCNONb30OBAHNU YNAKOBKMU.

OpraHusayns MoXeT f06aBUTb COBCTBEHHbLIE NAEHT UM UKALNOHHBIE KOAbl B AU3aliH NPOAYKL MM, €CIM 3T 0 0r0-
BOPEHO B lOroBope.

Ecnv opraHusauusi HAHOCUT WTPUXKoA G6e3onacHocTH, oHa 6epeT Ha ce6s OTBETCTBEHHOCTH 3a TO. YTO
Kax/Ablii uBeT An3aiiHa JO/MKEH 6bl Th BKAOYEH B LUTPUXKOA. 3aKkasumka cnepyeT m3BewaThb 060 BCex Cnyyasx, korga
LUBEeT He COOTBeTCTBYeT Tpe6GOBAHWAM CKaHWpylOLWEero o60pys0BaHus.

A.3.2 TpoBepka MeTOA0B unu 060pyfOBaHNA

A.3.2.1 0o BO3MOXHOCT W KaXAblii WTPUXKoa 6e30nNacHoCcT ¥ JO/HKEH NPOBEPST bCSA CKaHUpyOLW UM o6opyaoBa-
HMEeM, BCTPOEHHbIM B IMHWIO, ANS NO4TBEPX/AEHNA TOro, YT0 KOAbl YT aeMbl U NPOAYKLUSA NPON3BOANTCA B COOTBE-
TCTBUN CYCTAHOBMNEHHbIMU TPe6oBaHUAMU.

CKaHMpoBaHMWe W TPUXKOAOB JO/KHO BbINOMHATbCA HA 3aK/TOYNT ENbHOM 3Tane NPon3BoACTBEHHOIO npoLecca.

A.3.2.2 MporpammHoe o6ecneyeHne ckaHupyLwero 060pyL0BaHNsA UM CUCT EMHbIe HACT POKN KOHT PONs A0/-
XHbl 3arpyXaThbCA HE3aBUCHMbIM MeTOAOM (Hanpumep, cTaHfapTHbIM WAW NOATBEPXAEHHbIM NpoBepkoii). Cpa3sy
nocne BBEAEHUA Kofa 1 NPOBEPKM CKaHupylowee 060pyJoBaHne A0MKHO 6blTh HafexXHO 3ab610kupoBaHo (Hanpumep, ¢
MUCNOMb30BAHNEM MeXaHW4YecKoi 6/0KMPOBKM UK 3alWMT bl Naponem) ANa NpefoT BpalleHns HeCaHKLMOHUPOBAHHOTO
gocTyna.

A.3.2.3 [lonxHa cywecTBoBaTb ahdekTUBHAA cucTema N8 0T OPaKOBKM NOObLIX NPOAYKT OB, KOTOPbIE He
npoxoAaaT NpPOBepKy ckaHWpoBaHueM. KaxAblli NpoaykT, 3abpakoBaHHbI CKaHMpyloLweil cucTemoi, paboTatulwen B
pexume peanbHOro BPpeMeHU, AO/KEH U3ydaThbCA ANA BbiiBNEHUA NPUYMHbI 6paka, a 3a6pakoBaHHble KOMMNOHEHT bl
BNOCNeACTBUN AOMKHbI GblTh OTNPaB/ieHbl B MECT A XpaHeHnsa 6paka. MpuYnHbl 0T 6PaKkoBKU JO/KHbI 6blThb YKa3aHbl
B OTYHETE W npoaHann3npoBaHbl A0 peanusayny NpogyKunu.

A.3.2.4 CkaHupylowasa cucrema, paboratwlwan B cocTase IMHUN, N CBA3AHHbIN C HE MeXxaHN3M 0T 6pakoBKu
[O/DKHbI NOABEPraTbCA KOHTPOJIO B XO/ie NPOM3BOACTBA C LieNblo onpeaenernsa ahekTUBHOCT U ux paboTbl NO pac-
NO3HaBaHWI0 M M3BSATUI MATEPNANOB C HEBEPHbIM W TPUXKOAOM. Takoil KOHT PO/ib AO/MKEH OCYLW ECTBNATLCA B Hava-
ne npouecca W NOBTOPATHLCA 4epe3 perynspHble MNPOMeXyTKM BpemMeHu, a pe3ynbTaTbl 0POpPMAATbLCH
[AOKYMeHTanbHo (cm. 4.2.4).
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A.3.2.5 Nio60i NpoAyKT, KOTOpPbI/ NPU NPOU3BOACTBE AO/KEH MPOXOANTb 3/1€KTPOHHOE CKaHMpOBaHWe, nNpu
HEBbINOMIHEHUN JAHHOTO TpeboBaHNA AO/KEH TWaTBAbHbLIM 06pPa30M NPOBEPATHLCA M yKasblBaTbCA B 0OTYeTax no
kayecTBy. O6 3TOM cnefyeT MHOPMUPOBAT b 3aKasunka v NofyynThb ero cornacue, opopmaeHHoe JOKyMeHT albHo,
[0 peann3aLmnm npoayKunm.

A.3.2.6 Tpu pyNOHHOM MHOrOMNO/I0CHOM NPOU3BOACTBE BCE JINHWUN [AO/KHbI 6bITb NPOBEPEHbI HAa NpeAMeT npa-
BU/IBHOCT W W TPUXKoaa. B cnyyas, ecim 3TO He MOXeT 6blThb BbIMOSIHEHO, MO COrNacoOBaHNIO C 3aKa34nkoM MoxeT
6bITb NPpOBEpeHa T O/IbKO OAHa JINHNA.

A.3.2.7 Ecnn KOHTPONb BbIMONHAETCA BHE NMUHUU, TO crnejyeT npoBepATb o6pasuybl WTPUXKOAOB CO BCEX
NVHWIA.

A.3.3 WTpuxkoabl «MecTa npogaxm»

B cnyuyae, ecnu wTpuxkoabl «mecTa npogaxu» (EAN. Coge 39. PZN u T. n.) BKAOYEHbl B AU3aiiH, NpoBepKy
o6pasuoB crefjyeT BbINOMHATL B X04€e NpoLecca npon3BoacTBa U 0OOPMAATL €e JOKYMEHT albHO.

A.3.4 PynoHHble maTtepuasnbl U NpoayKums

A.3.4.1 MecTo CK/IeWBaHNA [0/KHO 0T BeYaTb cAeaylownm TpeboBaHnAaM (eCnn 3akasunkoMm He onpejeneHo
nHoe):

a) BbINO/IHEHO C NPUMEHEHNEM APKO OKPaLUEeHHON KNeilkoi NeHThl Ha 06enx CTOopoHax NONOTHA 1

b) 06e CTOPOHbI AO/MKHbI GblITh MPOBEPEHbI A1 TApaHT M TOr0, YT O NPUCOEANHEH UAEHTUYHbIA MaTepuan n
3TO 3aperncTpupoBaHO B AOKYMEHTE.

MoxeT 6bITb ykazaHo MakCMManbHO AONYCTUMOE YUCNO MECT CKIEUBaHUA.

A.3.4.2 KonnuyecTBO MaTepuana (4nnHa, WpNHa NAK YNCOBOE 3HAYEHWE,!, Npon3BeJeHHOT 0 B KaXXA0M pY/noHe,
[OMKHO 6bIThb ONpPejeNieHo C TOYHOCT b0, COFNAacoOBAHHON C 3aKa3uyMKoOM, U YKa3aHo Ha py/oHe.

A.3.4.3 HaBHyTpeHHel CTOpPOHE CTEPXHA KaXA0ro pynoHa cnegyeT ykasbiBaTb HOMep napTuu, HOMep pyno-
Ha 1 jaTy N3roTOBNEHUSA.

A.3.4.4 lna npefoTBpalWeHnsa nepenyThbiBaHUsA NONOTHO [O/KHO 3aKaHYMBaTbCA MaTepuanom 6e3 HaHece-
HUA NeYaTu B KOHLE NporoHa A/ rapaHTun Toro, 4To B 060pyaoBaHnn He ocTanocb Ne4yaTHOro maTepuana.

A.3.4.5 Ecnu neyaTHbIA maTepuan Heo6xo0AMMO OCTaBNsATh B 060py0BAHNN M3-3a CNOXHOCTMU NepemaThbi-
BaHUS PY/NIOHOB (Hanpumep, B ycTpoiicTBax ANA NPOAJONbHONA pe3kn) nepej Hayasom nevyaTu HOBOrO M3obpaxeHus
(An3aliHa), TO MaTepuanbl, UCNONb30BaHHbIE ANA OT TUCKA, A0/KHbI 6bITb yalleHbl C JOKYMEHT a/lbHbIM odopmMme-
HUewm.

A.3.4.6 Ecnn uns-zaocobeHHOCT el An3aliHa nnu akcnayartaynm neyaTHoro o6opyfoBaHna MoxXeT 6bIThb NPOU3-
BefleH MaTepuan c NponyweHHO NeyaThblo, TO crejyeT UMeTb HafeXHYl cCucTeMy ANa onpefeneHusa u yganeHuns
npoAyKLUN, NPON3BEAEHHON C NPONYL|eHHbIM LLBETOM WU TEeKCTOM.
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Mpunoxexne B
(cnpaBoyHOe)

Tpe6oBaHUA K aTTecTayun 1 KOHTPOJIO NPOU3BOLCTBA
NepBUYHBLIX YNAKOBOYHbIX MaTepuasios

B.1 O6uue nonoxeHns

ATTecTauuw cnejyeT NpoBOANT b, KOTAA HEAOCTATOYHO OrpaHNYMBAT bLCS KOHTPOJieM Npon3BoACTBA nep-
BMWYHbIX YNAKOBOYHbIX MaTepuanos. B JaHHOM NpunoxeHun paccmaTpuBa Tca TpeboBaHusa kK aT TecTaunn cornac-
HO 7.5.2 (7.5.2. JJn Tpeb6oBaHMsA K NpoeKTUpoBaHuio n pa3paboTke cornacHo 7.3.

ATTecTayna NnpoBoANT CA ANS cnefyoWwnx 06bekToB (€C/IM HeJOCTaTOYHO OrpaHNiYNBaT bCA KOHT poNiem):

- NMPOM3BOACTBEHHOro 060pyA0BaHUSA.

- KOHTPO/IbHO-UCNbITATeNbHOro 060pPYyAOBaHNA ANA NPOBEPKM KPUTUUECKUX MUCXOAHbIX, MPOMEXYT OUHbIX
MaTepnanos v roToBOi NPOAYKLUN:

- OTAeNbHbIX BUAOB NMPOAYKLUN B HEOOGXOANMbIX C/y4YasiX WaU MO COTrNalleHno ¢ 3aKasumkamu.

Lenblo aTTecTauun saBnseTCcAa JOKYMeHTanbHoe NojgTBepX/JeHWe TOro, 4To B npoLecce NpousBojCcTBa U
KOHTpPO/s KayecTBa HEM3MEHHO ob6ecneynBaeTCA BbIMYCK NEPBUYHBIX YNAKOBOYHbIX MaTepuanos, COOTBETCTBYH-
W KX 3afjaHHbIM Tpe6oBaHUAM.

Ecnn npegycMoTpeH TONbKO KOHTPONbL npoussoAcTBa (6e3 aTTecTauuu), To cnejgyeT npoBecTu nyc-
KO-HanafouYHble UCNbITaHUsA C AOKYMEHTanbHbiM OohopMneHuem u paspaboTaTb NOPSAJOK TeKyL,ero KOHTPONs B
xoAe NpousBojCcTBa.

B.2 OCHOBHble NPUHLMUMBI

B cooTBeTCcTBMM ¢ 7.5.2 aTTecTauna TpebyeTCca TONbKO B Tex cnyyaax, Korga kpuTuyeckme napameTpbl
He MOryT 6blThb NPOBEPEHbI NPY TEKYLW,EM KOHTpone. B gaHHOM pasjene paccMaTpuBalw TCs cnyvyau, Korga Tpeby-
eTCs NPOBOAUT b aTTecTauuw.

Kanmﬁposka I'IpVIﬁOpOB BbIMO/THAET CA HE3aBUCUMO OT aT TecTauun.

B.2.1 MoprotoBka K NpoBeAeHU0 attectayum (McnbiTaHuii)

[lo npoBefeHna aTTecTauun (MCNblTaHuii) npoyecca NPon3BoACTBa MEPBUYHbIX YyNaKOBOYHbIX MaTepuanos
cneayeT:

- paspaboTaThb cneynduKkaunm Ha UCXO4Hble MaTepuansl, oTpaxalrlime ux cocTas:

- MOATOTOBMTb JOKYMEHTauuo Ha obopyaoBaHue 418 NPOM3BOACT BA U YyNaKOBKMW;

- onpefenuTb POSIM N OTBETCTBEHHOCTbL OpraHmsaumm (nocTasBLMKa) U 3akasunka.

- YCTaHOBWTb BO3MOXHOE BAUAHWE MEPBUYHOIO yNnakoBOYHOrO MaTepuana Ha nekapcTBEHHble cpefjcTBa U
6e3onacHoCTb nayuneHTa:

- onpeAenuTb KPUTUYECKMe napameTpbl npouecca:

- co3faThb cUCTEMY 06ydyeHUa nepcoHana (onepaTopoB. pabO0OTHUKOB CNYX6bl KaYecTBa, UHXEHEPHO-T eXHW-
Yeckoro nepcoHana v T. 4.).

- pa3pa60TaTb TexHONorn4yeckne MHCTpPYKUNUN, NHCT PYKUUN NO 3KCcnayaTauum n TexHn4eckomy OﬁCl‘Iy)KVIBa-
HUIO N T. 4.

B.3 AtTecTauusa (KOHTpO/b, NPOBepkKa) NporpaMMHOro obecneyeHuns

MpoBepka NporpaMMHOro o6ecneyeHuns BbINOMHAETCSA C NOMOLLbIO (DYHKLMOHANbHLIX TecToB. [1ponsBoAnTENDb
NepBUYHbIX yNaKOBOUYHbIX MaT epnNanos He BbINOSIHAET aT TecTaluuio NporpaMmMHOro o6ecneyeHuns, eciu He orosope-
HO UHOE.

B.4 ®yHKUMOHa/IbHbIE TECTHI

®yHKUNOHANbHbBIE TEeCTbl BbINOMHATCA ANA NPOrpamMHOro ob6ecrneyeHusi, CBA3AHHOTO C KPUTUYECKUMU
napameTpamu, ¢ Lenbl NPOBEPKU NPOCNEXNBAEMOCTHW U TOYHOCTYU ero paboThbl, 06paboTKN N COXPAHEHUS faH-
HbIX. TeCTbl JO/MKHbI MPOBOANT bCA B OCTAaTOYHOM 06bEME M NpU Hagnexawmx ycnoeuax. C aToi uenbo BcucTe-
My MOryT BBOAMTbLCS, HANPUMEP, NpaBU/ibHbIE U HENPAaBU/IbHbIe AaHHble. Pe3ynbTaThbl NPOBEPKU 0DOPMAATCSA
[OKYMEHT anbHO.

Lns KpuTUyeckux napameTpoB (onepayunii) BbINONHAK T CA AY6AnpyloLiMe TecThbl.

B.5 KOHTpoNb naMeHeHui

KOHT po/ib N3MEHEeHUIi BbINONHAE T CS B AOKYMEHT afnbHO (hopMe 1 NPOBOAUT CSi HA BCeX 3T anax co3fjaHus u sKc-
nnyaTauynn obopyaoBaHnWa, HaunHas OT aTTecTauuu npoekTa (KOHCTPYKTOPCKOW AOKyMeHTauuu). KoHTponb
M3MeHeHuih BXOAUT B cocTas paboT noarTecTauum (KOHTPOIO NpoLeccos n o6opyfoBaHus).
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B.6 [elicTBus nocne npoBefeHns atTecTauum

Mocne npoBegeHNa aTTecTauun dyHKUMoHupywwero o6opygosanusa (B.15) n aTTecTauyum B aKcnayaTa-
ummn (B.17) 1 npy BO3HUKHOBEHUW HeNpeBUAEHHbIX 06CTOATEeNbCTB cnegyeT NPUHUMATb He06X0aUMble Mepbl, 0hOopM-
NASA UX JOKYMEHT ajibHO.

B.7 MopgepxaHune pa6oTocnoco6HOTO COCTOSIHUS

CnepyeT opraHusoBaTb CUCTEMY TexXHUYeCKOro o6ecnyxusaHusi, koTopasi obecneymBaeT pa6oTocnoco6-
HOCTb 060pyAoBaHus. Jllo6bie, faxe HE3HAUNT E/bHbIE, NU3MEHEHNA CefyeT OueHnBaTb BnaaHe UX BAUSHUS Ha pa6o-
TOCNoCO6HOCTb 060PYAOBAHUS U. NPU HEOBGXOAMMOCTU, BLIMONHATL aT TecTauuo B akcnayaTauun B TpebyemMom
o6beme (B.17).

Vi3MeHeHUs B MeTOANKax aTTecTauuu cineayeT yuuThiBaTb Npu NPoBeAEHUM NOBTOPHOI aTTecTauuu.

B.8 AtTtecrtauunsa

B.8.1 lepcnekTueHasa arrecrayunsa

[lo Havyana cepnitHOro Npou3BoACT Ba NPOAYKLNM crefyeT BbIMOMHUT b NepcnekTUBHY aT TecTauuo (Mcnbi-
TaHusa) npoueccos n o6opygoBaHua. MoryT ncnonbL3oBaThCA U Apyrne MeTofbl aTTecTauyun (B.21).

Ha pucyHke B.1 nokasaHa Tunosas cxema aT TecTaluu npoueccos 1 060pyaoBaHns.

B.8.2 Ponn 1 0TBETCTBEHHOCTb CTOPOH

B0O3MOXHble 30Hbl OTBETCTBEHHOCTMW MOKa3aHbl Ha pucyHke 8.1. Jlnua, oTBeTCTBEHHble 3a NpoBejeHune
aTTecTayunm (MCHbITaHMIﬁ) NnyTBepXaeHne nx pesynbrTaToB, JO/DKHbI OblTb Ha3Ha4YeHbI 3a6narospemeHHo.

PeweHune o Bbinycke NpoAyKLun Bo3naraeTCcs Ha Cnyx6y (0TAeN) KOHT Pos KavyecTBa.

B.8.3 MnaHuposaHune

B.8.3.1 O6uwue nonoxeHus

Bce cTagnn npouyeccos aTTecTauun (McnblTaHnit) crnefyeT nnaHnposaTb U 0POPMASATL [JOKYMEHT anbHo.
MopsfoK U popMbl AOKYMEHT aNbHOT0 0(hOPMIEeHUA fO/KHbI 6bI Th ONpeaeneHbl 40 Ha4Yana paboTbl, HaNnpumMep, ecnu c
3aKa34yMKOM COrnacoBaHO NPoOBe/jleHNne KOHT Pons napamMeTpoB, TO NepeyeHb NapamMeTpPoB MOXeT 6blThb paclwunpeH
no cpaBHEHWIO CO cneuundukaLmne.

CnepyeT yka3aThb, YTO LeNblo aTTectaluunm asBnseTcs NOATBEPXKAEHNE COOTBETCTBUS NPoLeccoB nobopy-
fo0BaHUS TpeboBaHNAM 3aKasuuka.

B.8.3.2 MMporpamma atrectayumn (MCnbITaHWUIA)

Mopsagok npoBejeHna aTTecTauun (MCNbl TaHnin) n3naraeTcs B nporpamMme aTTecTauum (Mcnbl TaHuii)'.

B nporpamMmme aTTecTauun ykasbiBamTCA 06A3aHHOCT M VICI'IOI'IHI/ITeI'IeVI, cocTaB M nocnepoBaTeNbHOCTb
BbliNONHeHNA paboT. Ocoboe BHUMaHNe yaenseTca KpUTuyecknm hakTopam (napameTpam) npoueccos, o60pyAoBa-
HUSA 1 OKpYXatL e cpeabl.

Mporpamma ucnblTaHuii cogepxuT cneaylwmne pasgens

- nepeyeHb paboT:
opraHusauus BbiNONHEHUA paboT (MCcnonHUTenn, nx o683aHHOCT U):

- NepeyeHb NpoLeccoB n o6opyaoBaHuA:

nopsiiok ohOpMIEHNS AOKYMEHT aumnu, Bknwodas opMbl JOKYMEHT OB:
nnaH-rpad K BbINoONHEHNs paboT:

CCbI/IKN Ha AOKYMEHTbl, Nnpun HeOﬁXO,qVIMOCTVIZ

- NOPAAOK KOHT PONs N3MEPEHNiA.

Ecnu TpebyeTcanposecTun aT TecTayno npoyeccos unn o6opyfoBaHns, KOTOpble No pe3ynbTaTam aHanusa
PUCKOB NPU3HaHbl 3KBUBAJIEHTHbIMU, TO MOXeT MUCNONb30BaTbCA MeTO[ BblHECEHMNA 3a CKOBKMN nnn ManVI‘-IHbIﬁ
MeTOo/A, 4TO0 JO/KHO 6bITh yKkasaHo B nporpamMme aTTecTauuu.

MprYMeHeHne TepMUHA «BaJIMAALMOHHBIA MacTep-naaH», ABASIOWErocst 3aMeHol NaTUHCKUX GYKB Kupunauuein a
aHrnuiickom TepmunHe «vaUdatton master plan», He gonyckaeTcs. /iAeHTUYHbIM NepeBOAOM 3TOr0 TepPMUHA Ha PyCCKuit
SA3bIK ABNSIETCA TEPMUH «NporpaMmMa atrectauumn (Mcnbitanuit)» (npum. TK 458).
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PucyHok 8.1 — Cxema aTtectauuv HOBOro o6opyaoBaHuns

3TN MeTOoAbl MOTYT NPUMEHATbLCS NPN AOCTATOYHO NOSHOM 3HAHUW NPOLECCOB W HANMYUKM 0GOCHOBAHUS.

»BblHeceHne 3a CKOGKU* 03HAYaeT, YT O UCMbITaHUsA MOTYT MPOBOAMTbCS T O/IbKO NPW 3KCT PeMasnbHbIX 3Ha4e-
HWAX NapamMeTpoB. MeTo4 MaTpuL 03HaYaeT Takoe nNaaHWpoBaHue aTTecTaunu, Npm KOTOPOM cokpalyaeTCs yuc-
N0 cepuit NPOAYKLUM, HEOGXOAUMbIX AN aT TecTauuu.

B.9 AHanus puckos

AHaNM3 PUCKOB NPOBOAUT CS NPU NPUHATUN PELLUEHNS, HANPUMep, 0 HEO6XOANMOCT U NPOBEAEHUS aT TecTauun
WM KOHT PO/ B X0fie aT TecTaunn npoekTa (KOHCTPYKTOPCKON LOKYMEHT aunm) 4ns OLLEHKN ONaCHOCT U BAUSHUS Ha
nepcoHan uau oKpyxarwuyo cpegy u T. 4. MNpu aHanuse pucKoB OLEHWBAK T CSl BO3MOXHOCTb AOCTYyna K o6opygosa-
HWUI0. NOT OKM MaTepuanos, U3NyYeHNEe Na3epoB n T. 4. Ha pucyHke B.1 nokasaHbl fBe CTajuu, HA KOTOPbIX MOXET
noTpe6oBaThbCA NPOBEAEHNE aHANN3a PUCKOB.

B.10 Cneuudukaumna TpeboBaHnin 3akasumnka

Mpn nnaHnpoBaHum paboTbl cnegyeT NpeAycMOTpeTb pa3paboTky cneyndukauum Tpeb6oBaHU 3akasuuka
(Userrequirement specification — URS).

Cneuundukaumnsa aBnaeTCca yTBEPXKAEHHbIM JOKYMEHTOM, B KOTOPOM yKa3biBalo T CA BCe (DYHKLUMOHANbHbIE, 3KC-
nnyaTauuoHHble W Apyrue Tpe6oBaHMsA K npoueccy unn o6opysoBaHuio, Heo6xoauMble AN U3roTOBAEHNA [AAHHOTO
mMaTepuana. MpuaTomM MoXeT NnoTpe6oBaThbCcA pa3paboTka NTaHMPOBOYHbIX PelleHunii Ans pasmel,eHns o6opygoBa-
HUA M HANUYUSA AOCTaTOYHOro MecTa A/si NepeMeLieHns MaTepnanos U nepcoHana, pasmMelleHns 3anacHblx yacTeil.
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fOCTaTOo4YHOro mMecTa Ans y6opku (0uncTku). 3Ta mHpopmauma MoxeT 6blTb npuBefeHa U B APYroil [OKYMEH-
Tauymn'.

B.11 Cneuundukayumnsa Kk KOHTpakTy. Mpnemo-caaTtouyHble ncnbiTaHnsa

Cneuynurkayms K KOHT pakTy NOANUCHIBAE T CS OpraHu3aumneil UM NnocTaBLUKOM U COAEPXUT npeamMeT Mycno-
BUS nocTaBku. Ecnnm npegycmaTpuBaeTCA NpPOBejeHWe NpuemMo-cAaTouHbIX UcnblTaHuii (Factory acceptance
test — FAT), To cnefyeT ykasaTb BUAbl, MECTO NPOBEAEHNS UCMbITaHUIA U KTO NPOBOANT UCMbITaHUS.

B.12 Oranbl atTrecTtayuun

BO3MOXHbI pa3nnyHbie NOAX0Abl K MPOBEAEHMUIO:
aTtTecTaluy npoekTa UM KOHCTPYKTOPCKOA fokymeHTauynn (B 13);
aTTecTauum ycTaHoBNeHHOro o6opygosaHusa (B.14).
aTTecTauun yHKunoHnpyouwero obopygosanus (B.15):
nycKo-HanajouHblX UCNblTaHnii — Stte acceptance test — SAT (B. 16).
aTTecTauuu B akcnnyaTauuu (B. 17):
aHann3a pUCKOB, KOTOPbIe MOFYT BbINONHATbLCA OpraHnsaunein u/unm NOCTaBLLUKOM.
3TapaboTa fonkHa 6bITb odhopMIeHa JOKYMEHT anbHO. Mpu NpoBeAeHNN UCNbITaHWii opraHnsayns foxHa
yuYnThbiBaTb ONbIT NOCTaBLKKA.
Hwuxe paccmaTpuBal TCA aTanbl NpoBejeHNs aTTecTauun. Llenblo aT TecTaynm ABnsieTCA NogTBEPXKAEHNE
TOro, 4T0 NPOAYKLUA HEM3MEHHO BbiNyCKaeTCA B COOTBETCTBUN C 3aflaHHbIMN TpeboBaHUAMN.

B.13 ATTecTauus npoekta (KOHCTPYKTOPCKOW AOKYyMeHTauum)

Mpn aTTecTaunn npoekTa (KOHCTPYKTOPCKO AOKYMEeHT aynm) NnpoBepseTCA ero cOoTBeTCTBME 3a/JaHHbIM
Tpe6oBaHuam. MNMpu 3TOM MOXeT MCNONb30BaTbCA aHanu3 PUCKOB, aHanus3 cneyndurkaumm TpeboBaHuii 3akasumka.
cneundmkaunm K KOHTpakTy, pe3yNbTaTOoB NPUMEMO-CAATOYHbLIX MWCAbITaHWi, 4TO06bl OLEHUTb BO3MOXHOCTb
nocTaBKN NPOAYKLMNN 3aKa34ynKy M He06XoANMMOCT b opaboTOK A0 NPpOBefEHNA NYCKO-HANaA0UYHbIX UCNbI T aHui (B. 16).

AT TecTaunsa KOHCTPYKTOPCKOW fOKYMeHTaunu He TpebyeTca Npu nocTaBkax cTaHfap THOW NpoAyKuuu.

Mpu npoBeeHUN NPUEMO-CAaT OUHbIX UCMbITaHN MOXeT NoTpe6oBaTbCA yueT yCNOBUIA okpyxatoLeil cpepbl,
Hanpumep TennoBblfjeneHnii, Wyma, OCBEeL,eHHOCTU, 3arpA3HEeHHOCT .

B.14 ATTecTauuns ycTaHOB/IEHHOTo o60opyAoBaHusA

AT TecTauus ycTaHOB/EHHOTO 060PYAOBaHNS MPOBOANTCA AN NOATBEPXAEHNA TOro, 4To obopyAoBaHne
yCTAaHOB/IEHO B COOTBETCTBUN C 3afjaHHbIMN T pe6oBaHUAMMN 1 JOKYMEHT auueii, kanméposaHo (Npy HE06XOANMOCT 1)
M 3KCMyaTaunoHHas AOKyMeHTauus nMeeTCs B HaIMUMW. Pe3ynbTaThl aTTecTayum oPopMAsioTCSA AOKYMEH-
TanbHO U yTBepxaanTcs.

B.15 ATTecTauus yHKLUMOHMpYLOLWEro o60pyAoBaHus

ATTecTauna yHKUMoHupyowero o6opyaosaHns NpoBoANT CA A1 NOATBEPXKAEHUA TOro, 4YTO NPoLecc uiu
ob6opyaoBaHme paboTalw T B COOTBETCTBUMN C3a4aHHbIMU TpPe6oBaHNAMU, € TOM YUCNe NPU Npefe/bHblIX 3HAYEHNAX
napameTpoOB (HWKHUX U BEPXHUX) C yue TOM BNAHNA W3MEHEHW B UCXOAHbIX MaTepuanax (Cbipbe) ¥ napameTpoB
oKpyxatouieii cpeabl.

MeToANKa UCNBITAHUI 1 pe3ybTaThbl UCNbITAaHWA JO/MKHbI 6bITb 0DOPMIEHbI JOKYMEHT aflbHO U YT BEpPXAe-
Hbl. MnaH NnpoBeAeHNsA UCNbITaHnii, NPOTOKONbI UCNbITaHui (B.19.3.2). oT4YeThl 0 NpoBefeHUn ucnelTaHui (B.19.3.4)
n 3aknoyeHuns (B.19.3.5) moryT 6bITb OhOopMaeHbl € BUae 0T efIbHbIX JOKYMEHT OB.

Mpwu 3aBepweHun aT TecTaynn MyHKLMOHMpPYOLWero o6opyaoBaHna AO/DKHbI 6bITb NpeacTaBneHbl MeT 04UKN
KannbpoBKW, WHCTPYKLWM NO 3KCnAyaTauun (BKNYasa BHYTPUNPOU3BOACTBEHHbI KOHTPONbL), y6opke (ouncTke),
nopAfaok o6yyeHns nepcoHana v MHCTPYKUUM NO TEXHUYECKOMY 06CAYyXNBaHUIO.

Ana npocToro o60pysoBaHNA MOXeT COCTAaBNATbLCA €AUHbIN AOKYMEHT, BKAYatwWwmnii npoTokon (B.19.3.2) n
oTuyeT 06 ucnblTaHmsax (B.19.3.4). B KOTOPOM TakXe yKaszblBaeTCA KpUTepuii npuemMneMocTu.

B.16 Mycko-Hanafo4Hble NChbiTaHns

Mpu NpoBeAeHUN NycKOo-HANaf0uHbIX UCTbITaHUii BbINOMHAETCS NPOGHOe M3rOTOBNEHWE NMPOAYKLUU U3 Npej-
YCMOT PEHHbIX MaTEepPUanos. 3TO MOXeT CNYXNTb NOATBEPXKAEHNEM Pe3ybTaToOBaT TecTauuii ycTaHoOBNEHHOTO
1 pyHKUMOHUpYlOWero obopygosanus. CneayeT KOHTPONWPOBATb napameTpbl NPOAYKLUW, HA OCHOBAHUW YEro
MOXeT 6blTb NMPUHATO pelweHne o NPOBEAEHWM aTTecTauun B aKcnayaTauuun. Mycko-HanapoUHble WCNbITaHus
MOryT 6blTb 3KBUBASEHTHbl O4HOMY LMKy aT TecTauun B akcnayaTauum.

ANs NpoBepKkN KOHT POSbHO-U3MEPUTENLHOTO 060PyA0BaHNS Takke MOryT NPOBOAUTbCS MyCKO-HaNaA0UYHbIE
UCNbITaHWs C Liesiblo NPOBEPKN Kann6poBKN 060PYyA0BAHUS U HEU3MEHHOCT W ero nokasaHui.

8.17 ATtTecTtauusa B akcnayatauum

Mpn aTTecTayun B aKkcnayaTaynum NnpoBOAA T CA UCMNbI T aHNA BCEro KOMNAeKca TexXHoNornyeckoro obopygosa-
HUsa C uenbto NOATBEPXAEHNA HEM3ZMEHHOIO COOTBETCTBMA NPOAYKUMN 3aaHHbIM Tpeb6oBaHuaM. Mpun aTTecTaymm

* Cneuundmkauna TpeboBaHuii 3akasyrka MoxeT 6bITb NPeAcTaB/eHa B BUAe 3afaHns Ha NPOeKTpoBaHue nnn Tex-
HMYeckoro 3agaHnsa Ha paspaboTky obopygosaHus (npum. TK 458).
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B aKCNAyaTauuu ucnonb3ylTCA NpejycMOT peHHble MaTepnanbl. Icnbl TaHua NpoBOAAT CA, KAK MUHUMYM, ANA Tpex
cepuili npoAykunn. Pe3ynbTaThbl UCMbITaHUi A0MIKHbI 6bITb 0DOPMAEHbI JOKYMEHT anbHO WYy TBEPXAEHbI.

WcknovyeHne n3 Tpe6oBaHns 06 NCNblTaHMAX Tpex cepuii genaeTcs ANS ANUTENbHbIX HEMPEPbIBHbIX NpoLec-
COB (HampumMmep. B Te4YeHne HECKONbKUX Hefenb), Korfa JonyckaeTCs OrpaHuuYnT bCA OAHOW cepueil UCXOAHbIX MaTe-
puanos. B 3TOM cnydYae WCMbITaHMas MOryT TNpoOBOAMTbLCA AN Tpex noAcepuid, Kaxpas W3 KOTOPbIX
M3roTas/MBaeTCH, KAK MUHUMYM, B Te4YeHUe OAHOrO0 [Hs.

B.18 ATTecTtauusa npoaykuuu

AT TecTauusa npoAykunn Heob6s3aTenbHa U MOXeT BbINOJHATbLCSA N0 PelWeHnto opraHusaumnun nn6o no Tpeb6o-
BaHWIO 3aka3uuka (pucyHok B. 1).

B 0co6bix cny4yasix pekoMeHAye T CA BbIMOMHATL aT TecTauuo KpUTUYECKUX cTaaunii npouecca 415 3aaHHOT0
BMUAA NEePBUYHOTO YNAKOBOYHOIro MaTepuana. MNpu 3ToM NPOBOASATCS UCNbITaHNa KpUTNUYECKUX CTaAnii npouecca npu
3HAYEeHUAX KPUT UYeCKux napame TPOB, BbIGPaHHbIX Ny TEM aHannsa puckos.

CooTBeTCTBME napamMeTpoB 3ajaHHbIM TpeboBaHUSM Npu onpefeneHHOM uucne cepuit (LMKIOB paboThl
obopynoBaHMs) 03HayaeT, YTO aTTecTauus npoaykyum (npouecca) npowna ycnewHo (TOCT P 52249. npunoxe-
Hue 15).

B.19 JokymeHTauus, ucnonbsyemas npu arrectayuv (McnbiTaHUsX)

B.19.1 O6wwe NoioxeHus
MeTopaukv npoBefeHns npesynbTaTbl aT TecTauun (MCNbl TaHnii) 4OMKHbI 6bI Tb 0QOPMAEHbI JOKYMEHT anbHo.
B.19.2 WcnbiTaHua
Pe3ynbTaThbl NpMeMo-cAaTOUYHbIX M/UNKN NYCKO-HANafO0UYHbIX MUCMbITaHUi MOryT 6biTb OOpMNeHbl B BuAe
OAHOTO JOKYMEHTa, KOTOpbIii COAEPXUT:
AaHHble 06 060pyfOBaHUM MU pe3yNbTaThbl NOCAEAHUX UCTbITaHU (KOHTPONA):
flaHHble 0 MeTo/ax NCnblTaHnii.
KPUTEepun npuemneMocTH.
nepeyeHb NPOBOAUMbBIX NCMbIT aHWii:
pe3ynbTaThbl UCMbITaHWi;
OLeHKY pe3ynbTaTOoB UCMbITaHWii N 3aknoYeHmne;
nocnegyouine geiicTBuA.
KOHT POJib N3MEepPeHNii;

yTBepXaawLy noagnnck.
B.19.3 ATtTecTauus
B.19.3.1 CocTaB goKyMeHTaLuu
B 0CHOBHOI cocTaB JOKyMeHTaynm no aTTecTauuu BXoAAT:
- faHHble 06 aHann3e pUCcKos.
- NNaH NpoBe/leHns U COoAepXaHue NPoToKona aTTecTauun:
- 0T4YeT O npoBefeHUM aTTecTaunn:
3ak/0ueHne 1 yTBepxaatoLwas nojnuch.
B.19.3.2 MMnaH npoBefeHUs 1 cofepxaHne nNpoTokona arrectauuu
3Ta AoKyMeHTauusa BkayaeT B ceba:
- flaHHble 06 OCHOBHbIX CTaAuax (napameTpax), KOTOpble MOTYyT 6bITbh KPpUTUYECKUMMU;
AaHHble 06 aTTecTauun n meTodax ee NPoBefeHNA:
- KpUTepun npnemnemMocTu.
- nognucu ncnonHuTeneil N yTBEPXAAOLWYO NOANUCH.
B.19.3.3 lMpoTokon atTecrayuun
B cofgepxaHue npoToKona aTTecTauunm BXoaaT:
- pe3ynbTaThbl aTTecTaynn no NPUHATOI MeToauke.
- KpuTepum npuemMmaemMocT U;
- noAnucy ucnonHMTeneil nyTBepxjawl,as NogNUCk.
B.19.3.4 OTt4yeT 0 NpoBefeHnM aTtTecTaymm
OTueT onpoBejeHNn aTTecTaynm MoxeT 0pOPMASATHLCSA BOJAHOM JOKYMEHT € CNPOTOKONOM aT TecTaunn.
B.19.3.5 3aknovyeHne
B kpaTKoii (hbopme npuBoAAaTCA pe3ynbTaThbl aTTecTalun c ykasaHnem Lenn aT TecTauuu, npeabasiaemMbix
TpeﬁOBaHMVI N 3akn4vyeHne o COOTBETCTBUN UM pe3ynbTaToB MCMNbITaHuii. |-|pVI HanMuynm 0T KIOHEH WA peweHne no
HUM [JO/IXHO 6bITb 060CHOBAHO.
B.19.3.6 CBoOAHbIli OTUET MO pesynbTaTaMm aTtTecTayum
CBO/IHbIVi 0OTUeT cofepXUT faHHble 060 BCex aTanax aT TecTaunuu n ucnbl T aHuii.
- CCbIJIKM Ha NPOTOKO/bl, 3aKNK4YeHUa n pekoMmeHgauunun;
- 060CHOBaHME U3MEHEHNIA.
- YyTBEpXAawLy nognuch.
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B.20 XpaHeHune gokymeHTauuun

JlokyMeHTauus o nNpoBejeHUn aTTecTauun (KOHTPONS, UCNbITaHUA) [OMKHA XPAHUTbCA B TEYeHue BCero
nepuoga 3Kcnayaraynm o6opyfoBaHna NAOC ABa rofa nocfie ero BbiBoAa U3 akcnayaTaunm.

B.21 [pyrue metoAbl atrecrauuu

B.21.1 O6wue nonoxeHus

B 8.1—B.20 paccmMoTpeHa NnepcnekTuBHas aTTecTaunsa, T. e. aTTecTauMsa 40 Hayasla cepMitHoro Bbinycka
npoaykumn. 3ToT BUA aTTecTauum ana papmaLeBTNYecKol NPOMbILLIEHHOCT U ABASETCA NPejnoy TN T eNbHbIM.

B To Xe BpeMs opraHusauuns MoxeT NPUMeHATb Apyrne MeTojbl aTTecTauuu, coOoOTBeTCTBYlOWNE KOH-
KPpeTHOW cuTyauumn, n c yieTOM 3aTpaT Ha NpoBefieHWe aTTecTauuu.

K gpyrum meTojam aTTecTauun OTHOCATCA.

e TekylwaaaTTecTayus.

- peTpocneKTuUBHasa aTTecTauuna.

- BblHeceHue 3a ckobkn (MeTof MaTpul).

B.21.2 Tekywasa atrecrayus

Tekywas aTTecTauusa NpoBOAMT CS B XO/je CEPUIIHOTO NPON3BOACT Ba, KOT4a BbiNyCK NPOAYKLUK 6bln Ha4YaT Ao
NMPUHATUA peweHnsa 06 aTTecTayunu. TeKyLLkaﬂ aTTecTauus BbiNOo/IHAETCA B obbeme aTTecTayunm B aKcnayaTa-
uMKn No TOW xe cxeme.

B.21.3 PetpocnektuBHasa arrecrauus

PeTpocnekTunBHas aT TecTaluusa NpoOBOANT CA, KOrAa npoAyKLUsa BblNycKanacb 40 NPUHAT USA peLleHns o npose-
AeHnn aT TecTauun. B gaHHom criyyae ucnonb3yo TcA npeillecTBYOLUIME AaHHble 0 NapaMe T pax npoLeccos U UCX04-
HbIX MaTepuanax. AHanU3UpywTCA Takke [JaHHble O Tekywem OOCNYXMBAHUM W peMOHTe 060pyAoOBaHuUs,
MaTepuanbl 0T Aena KOHT PO/ KauecTBa M peknamMaynn 3aKkasynkos.

Pe3yﬂbTaTbl Oq)Ole'lﬂ}OTCﬂ AOKYMEHTasbHO C 3aK/lo4eHnem no BCeM K/Ilo4HeBbIM NapameTpam.

B.21.4 BblHeceHue 3a cKobku (MeTop maTtpuu)

Ecnun pAaa BMAOB NMPOAYKUUU UAM NpOLEeCcCOoB ABNAKTCA 3KBUBa/IEHTHbIMU, TO 06beEM pa60T no arrTecTauun
MOXeT 6blTb YMEHbLUEH 3@ CYET COKpalleHNs Yyucna cepuii MCNbITYeMOn NPOAYKLUN UK 3@ CHET COKpalyeHna obbe-
Ma UCMbl TaHnii 4NA HECKONTbKMX MAEH T UYHbLIX eAUHNL, 060PyA0BaHUS UAN NPOLECCOB.

B.21.5 [lononHWTeIbHbIE YCIOBUA A1 NPOU3BOACTBA LUKNamu

Mpoun3BoOACTBO NEPBUYHBLIX YNAKOBOYHbIX MaTepuanos MoxeT 6blTb OPraHU30BaHO LWKNamMu, pasfeneHHbiMun
BO BpeMeHu. B 3Tom c/iyyae Tekyuwas aTTecTaynsa MoxeT 6bITh MPUOCTAHOB/IEHA MO 3aBEPLIEHUN LMKIa U BO306-
HOB/IEHA MpPU CnejyloLlLemM Lukne.
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Mpunoxexune C
(cnpaBoyHOe)

AHanu3 puUcKoB Npu NPon3BOACTBE MNEePBUYHbIX YNaKOBOUYHbIX MaTepuanoB

C.1 BsepgeHune

B gaHHO NpMnoXeHUn paccmaTpuBaeT CA NOPAJOK aHann3a pUucKoB Npu npoekTuposaHum (paspaboTke) npo-
M3BOACTBA M OTrpy3ke MEPBUYHbIX YNAKOBOYHbIX MaTepuanos C Lenblo o6HapyxeHUa hakTopa pucka, ero OLeHKu,
NPUHATUS MEP N0 ero ycTPaHEeHN0 U KOHT Ponsa 3PPeKTUBHOCTU NPUHAT U Mep. Tpe6oBaHNA K yPOBHAM pucka He
ycTaHaB/MBal TCA BBUAY pa3Hoo6pa3ns NepBMUYHbIX yNakoBOYHbIX MaTepuanos u TpeboBaHuii 3akasumka.

MpunoxeHne gaeT o6l Me NPUHLMNLI aHann3a puckos Npu npoekTupoBaHuu (paspaboTke,), NpousBoACTBE U
0T rpy3Ke NepBUYHbIX YNAKOBOYHbIX MaTepuanos. Monb3ysacb 3TUMU NPUHLMNAMUN, MHA OCHOBE COGCTBEHHOrO ONbliTa

cnefjyeT opraHvw3oBaTb cMCTeMaTMWYecKylo pa6oTy no aHanmsy puckos.
TepmuHbl 1 onpegenenns cm B MCO 14971:2000 ufunu PykosogcTee NCO/M3OK 51:1999.

C.2 O6uwMme NpMHLMNbLI aHanM3a PUCKOB

Mpu aHanu3e puckos crnefyeT OLEHUTb:

- BEPOSATHOCTb HaHeceHus yuiepba, T. €. Kak YacT O MOXeT NPOUCXOAUTb CO6bITHe, HAHOCSALL ee Bpey

- NOCNeACTBUA 3TOro CO6bITUA (TAXKECTb NOCNEACT BUIA).

[lonycTUMOCT b pUCKa 3aBUCUT OT 3TUX (DAKTOPOB, a TaKKe 0T XapakTepa NposiBIEHUSA pucka.

AHann3 puckoB No3BonseT MPUHUMATb OGOCHOBAHHbIE pelleHUst U BXOAUT COCTAaBHOW 4acThbio B cUcTeMy
ob6ecneyeHuns KkavyecTBa NPOAYKLUU.

Mpn NpoBeAeHWUN aHanuaa puckoB cnegyeT, Kak NpaBnio, PyKoBOACTBOBATbCA CUCTEMHbLIM NOAXOAOM, OAHAKO
93TO He Bcerga BO3MOXHO " u,enecooGpasHo C y4eTOM CJ/IOXKHOCTMU NpoLeccoB N UX KPUTUNYHHOCT U.

OpraHusauus paboThl N0 MNOBbILEHNIO Ka4eCTBa HA OCHOBE aHanu3a puCckoB NokasaHa Ha pucyHke C.1 1 BkioYa-
eT B cebs aHanM3 pUCKOB, OLeHKY PUCKOB, pa3paboTKy W BHeJpEeHWe MeponpuaTUA N0 CHUXEHUD PUCKA U OLEHKY

PucyHok C.1 — Cxema opraHusauumn paboTbl N0 MOBbILLIEHNIO KAYeCTBa Ha OCHOBE aHann3a prckos
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3 heKTUBHOCT . PeleHns, NpuHUMaemMble He KaXAol cTaaWn 3TOro npouecca, v MeponpusTusa [OMXKHbI OblITb
othopMneHbl JOKYMeHT anbHo. B cocTas AOKYMEHTaunn JO/MKHO BXOAUT b, N0 KpaiiHeil mepe, cnegytouiee:

- onucaHue NpoAykTa uau npoyecca;

- CMUCOK OTBETCTBEHHLIX UL, UK BNajenbles NpoLeccos:

- faTa BbINOSIHEHUS KaX A0 cTaguu.

AHanM3 pucKoB BbINOMHAE T CA, KaKk NpaBuio, cneymanucTamMmy pasHoro npouas, UMe L MM O THOLeHNe Kpac-
cMaTpuBaemoii 3agave. Fpynna no aHann3y puckoB MOXeT BK/0YATb B CE65 UHXEHEPHO-T eXHNYeCKUX paboTHUKOB U
cneynanncToB, Bajelmnx MeTOANKOW aHann3a puckos.

PykoBopasLlwKnii nepcoHan HeceT OTBETCTBEHHOCTb 3a NpoBefeHNe paGoT MO aHan3y PUCKOB.

C.3 Tlpouecc oueHKNn pucka

OueHKa pucka ABnsieTCA cMcTemMaTU3MPoOBaHHbIM NPOLLECCOM NOATOTOBKN MHpOpMaL UK ANA NMPUHATMNS peLle-
HWS B OTHOLWeHUn puckos (7.S.2.2).

C 3Toli uenb NPOBOAATCHA aHaNN3 PUCKOB U OL,EHKa JONYCTUMOCT U pUcka.

Mpwn oL eHKe pUCKOB ONpefensio T CA NPOLEeCcChl, KpUTUYeckne Ana KadyecTBa NPOAYKLNM, a Takke 06bem paboT
no arrTecTaunm 3aTuUxXx npoueccos.

C.3.1 AHanus puckos

AHanns puUCKOB MOXeT 6blTbh KOMYECTBEHHbIM U KAYeCT BEHHbIM.

C.3.1.1 OnpepeneHune KpUTUYECKNX CTafuii npouecca

AHanns PUCKOB [0/IXXeH OXBaThbliBaTb BCe CTaann npouecca, Bkaw4vaa maTepunanbl (B npepenax BO3MOXHOCTMU
KOHTpona opraHmsaqmm), B3auMMOCBA3N MeXAy NOCTaBwKaMu 1 3aka3vynkamMmun, KOHCT PyKLUUO oﬁopy,qoaava, npons-
BOACTBO M OTrpy3Ky (7.1 u 7.6.2). CneyeT yunThbiBaTb COBMECTHYI paboTy C ApYyrnMn opraHusaumsamu, Bkiwoyas
cy6noapsaaHble OTHOLWEHNS.

Mpun aHannse KPUTUYECKNX CTafnil cnefyeT yunTbhiBaTb paboTy C UCXOAHBIMU U MTPOMEXY T OUYHbIMU MaTepna-
namu. roToBoW npoAykuunei, cneynansHble Tpe6oBaHUA 3aKka3umnka, a Takxe Hannuve onepaTUBHOIo o6MeHa nHgop-
Maumeii.

C.3.2 OnpepeneHue onacHOCTEN, BAUAKLWMUX HA KAYECTBO NPOAYKLUY

Mpu cocTasBneHUn nepeyHs onacHocTell cnegyeT yyecThb Bce hakToOpbl pucka, pekfamaLuu 3akasunkos U
YYBCTBUTENbHOCTb NPOAYKUUN. TY paboTy cnegyeT NPOBOAUTL Cy4eTOM NPUOPMTETOB OpraHnsauun n Tpebo-
BaHWii K NPOAYKLUN NN npoueccy.

Mpu cocTaBneHnn nepeyHa onacHoCTEel NaHanmse pUCKOB HYXHO YYUTbIBATb cnegytowne pakTopbl:

C.3.2.1 Okpyxatwwasa cpea:

TemnepaTypa, BpemMAa roga, BNaXHOCTb, 0OCafjKkn, aTMocepHoe faBneHne, OCBELWEHHOCT b, BU6paumsa, Haceko-
Mbl€ U TPbI3YyHbl, NepeKpecTHble 3arpa3HeHnsd, noXxap u 3aTonjieHne.

C.3.2.2 O6opypaoBsaHue:

TUN U KOHCT pyKUnsa oﬁopy,qOBava, TexHn4yeckoe COCTOAHME, MOWHOCTb, MECTO pacnosioXXeHnsa, MOHTax,
nopsafoK akcnayaTauun, TexHuyeckoe o6cnyxnsaHne 1 kannbposka.

C.3.2.3 NomelyeHune.

NNaHMPOBOYHbIE PELUIEHNA, IHEPFOHOCUT eNun, TexHnyeckoe o06CNyXNBaHNE, HA3HaYeHNe NoMelLeHns n Tpe6o-
BaHWe rmrneHsol.

C.3.2.4 VHdopmaunoHHOe obecneyeHmne:

BOMPOCbl UHTENNeKTYyaNbHOl O TBETCTBEHHOCTU M 06bEM MHDOPMaL MK, AOCTYNHON AN NONb30BaATENA.

C.3.2.5 lOpuaunueckne Bonpochl:

BO3MOXHOCTb HapyweHunsa p,eVICTByIOLLI,erO 3akKoHogaTenbCcTBaA.

C.3.2.6 Marepuansbl:

cooTBeTCTBME MaTepunana CﬂeLl,VICbVIKaLWIVI, cTaTyC B N/jaHe KOHTPO/MA KayecTBa, KOAMYECTBO, NopsAaok
obpaujeHns, TpebosaHna cneundukaynm, ycnosmsa 6e3onacHocT, KOHTPO/Ib NOAAEN0K U COCT OAHME MaTepuana.

C.3.2.7 NMepcoHan:

NN4YyHble KavyecTBa, I'IpOd)eCCVIOHa]'IbHaﬂ noaAroToOBKa, 06pa3OBaHVIe, KOMNEeTEeHTHOCTb, B3aMMOOTHOWEHNA B
KONneKTnBe, KOMMYHUKa6enbHOCT b, XapakTep, YeCTHOCTb U 3aMEHAEMOCTb.

C.3.2.8 Tlpouecchbl Y UHCTPYKLUK:

npoBepku, COAEPXaHNe n3smeHeHUs, paccbinka (Bbljaya), YHU4TOXeHNe, COCTOSAHUE, KOHT PO/ib NU3MepeHuit, xpa-
HEeHMe. TEeHAeHUMN, NNaHoBble N BHe3anHble nepepbiBbl B pa6oTe (B TOM ynucie ANA NOBTOPHO 06paboTkn™.

C.3.2.9 TexHonorus:

MHOpPMaLWOHHbIe CUCT EeMbl, CUCT EMbl 31eKTPOHHO 06paboT KM AaHHbIX, 6€30MacHOCT b UHOpMaLnK, 3awmn-
Ta [AaHHbIX.

C.3.3 OueHka pucka

CnepyeT onpegennTb Mepbl KOHTPOSA ANA KAXAOr0o BUga ONacHOCT Y M OLEeHNTb 3 heKTUBHOCT b 3TUX Mep.
K HUM. Hanpumep, O THOCAT CA:
aHann3 [oroBopoB:

BHY T PUMNPON3BOACTBEHHbI KOHTPONb:

KOHTpO/b N3MEHEHWIA.

paccMoTpeHue pe3ynbTaToOB ayauTa u nocnefywnx feiicTBUA No ycTpaHeHUo HeoCTaTKoB;
aHanns peKnamau,MVl 3aKa34ynkoB:
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- nokasaTesNu kayecTBa:

- MpeasoXeHusa, ncxogsawme oT nepcoHana.

C.3.4 OueHKa ONycTUMOCTU puUcka

Mo kaxaomMy BUAY ONACHOCTU, ANS KOTOPOI He NpefyCMOT pPeHbl Mepbl N0 eB NpeAoTBpaleHuto, cnegyeT oue-
HUTb BEPOATHOCTb €e MOABNEHUS U BO3MOXHbIe MocneAcTBUS (Npn y4acTUN 3akasuuka, ecnu TpebyeTca) (Pucy-
HoK C.2).

O ralo K KT» BTururubli v moaraganu s
HBmMANTUBB Iip aiiiw 3arpasHeHuun
HenpaBunbHas Hapw poTsa Mapmpacnwead aMmMmm LW
XUMnNukanH, prnanysomeu nmpaOuno- — y Ybuap6 noTpe6uTento iuw GoH»-
rarmrMIOMB MTpMH LI nA 1 / MHY

MOoHp—AWUH MApWpPOKH (LW MM) OwnbecsHp» XxBanmo— k—

MBpBAYTMbIHMB (NTOAUAM)NpaHgoun HecTabnnbHOCTb TeKaPCTBEHHOTO
unu matepuana dapntaa

PucyHok C.2 — TpumMepbl 0NacHOCTel 1 BO3MOXHbIX NOCNeACTBuiA

CnepyeT cAenaThb 3aKNlOUYEHNE O TAXECTU NOCNEACT BN U MX BEPOATHOCT U Cy4eTOM NPUHATUA NpejycMoT -
PEHHbIX Mep Mo WX HeAONYLLEHNIO.

[ANna OUEHKN TAXecTwW NocnefcTBUA MOXeT UCNONb30BATbLCA CAefyoWwmnii NpoCTOW NOAXOA.

CnepyeT knaccuuumpoBaThb KaXAyl ONacHOCTb Kak «HU3KYKO*. »CpefiHIOlOW WU «BbICOKYIOU N OLEHUTbL ee
BEPOSITHOCTb MPUCBOEHWEM YCNOBHOIO uyucna. 3TU yucna cregyeT MNEepeMHOXUTb, YTO06bl NONYyYNTb UYUCNOBYIO
XapakTepuCcTUKY pucka v onpeAaennTb YPOBEHb puUcCKa.

Pe3ynbTaThbl OLUEHKM 4ONYCTUMOCTMU pucka MOryT 6bITbh NpeicTaBneHbl B BUge Tabnuubl, Kak NokasaHo Ha
pucyHke C.3.

BmeHsasn a a 9
KA
Cpapss 2 4 6
Hukos 1 2 3
MAIMeEpPoOsATO BEPOSAITHO
C
OApoATHXNB '

PucyHok C.3 — O603HauyeHune pe3ynbTaToB OLEHK/ PUCKOB

Pasmepbl Tabnuybl (MaTpuua; A0MKHbI 6bITb Y406HBIMY 415 pa6OT bl C HEW. BaXHO, YT 06bl PUCK MOXHO 6bINO
OTHECTW K OAHOI 13 cneaylLwmnx rpynn:

- TpebyeTcsa HeMepAneHHOe fAelicTBue:

- peiicTBUE MOXET 6blThb BbINO/ITHEHO MO3XeE:

- PUCK He3HauuTeneH, N HUKaKNX felicTBUiA NnpesnpuHNMaTb He HYXHO.

Ha pucyHke C.J1 npuBefeH ele 04WH NPUMepP OLeHKMN pucka.

C.3.5 [lpyrne metoabl aHannia puckos

C-3.5.1 AHanus aiifga n nocnencTBuii oTkasa

AHanus Buga v nocnepcTBuii oTkasa (Failure mode effect analysis — FMEA) AaBnseTcA Ka4yeCTBEHHbIM MeT0-
[lOM OLeHKM pUcCKa nero nocneacTBuit. Cnefys eMy. HYXXHO Hali TU TOYKM BO3SMOXHbIX 0T Ka30B, pacCTaBUThb BEPOAT -
HOCT W 0TKa30oB (MpUMopUTETHbI) N paspaboTaTb Mepbl N0 ocnabneHnto NocnefCcTBUIA OTKa30B.

C.3.5.2 AHanus gepesa 0TKa3oB

AHanus gepea oTka3oB (Faulttree analysis — FTA) ncnonb3yeT fjaHHble N0 ONPeAesieHnt0 onacHocTeld, nony-
UeHHble APYrMMW MeTogamu. PesynbTaTbl HarnsgHo npeAcTasnsioTCA B BUAE JepeBa 0TKasoB. OTOT MeTOA
1ncnonb3yeTCA NpW OLEHKe BepPOSiTHOCTEW 0TKa30B UM NO3BOASET MONyYnTb YAOOHYIO AN15 BOCNPUAT WS KapTuHY
noBeAeHNs CUCTEMbl U BAUSIOWNX (DaKT OPOB.
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C.3.5.3 AHanu3 onacHocTell u akcnayarauum

MeTop aHanusa onacHocTell n akcnnyaTauun (Hazard and operability study — HAZOP) 6nn3ok FMEA u ocHo-
BaH Ha TeOpuun, koTopas npejnonaraeT, 4yTO NPUYMHOI OTKA30B ABNAN T CA OTK/IOHEHNA NapameTpPoB OT MNpoek-
THbIX WAM 3a[aHHbIX 3HayeHuil. OH sBASieTCA CACTEMHbIM MEeTOAOM o6GHapyXeHus onacHocTell u npob6nem B
akcnnyaTaynn. HAZOP MoXeT NpUMEHATbLCS 414 NPOLEeCcCOoB, UCMONb3yeMbIX 419 NPOU3BOACT BA NePBUYHbIX yNnako-
BOYHbIX MaTepuanos (Hanpumep, cCTepuansaunn), okasbliBarLLNX CylleC TBEHHOE BANAHNE HA KA4eCTBO MaTepnanos.

Llenbio MeTo/afBNAeT CA NOMIHOE ONMUCAHUE MEPBUYHOT 0 yNaKoBOYHOT0o MaTepuana v nopsjka ero ncnonb3oBa-
HUA 418 NONTYYEHUA CUCT eMaTU3NPOBaHHON KapTWHbI BAUSHUA KaXAO0ro 3fieMeHTa Ha kayecTBO MaTepuana. 3To
Nno3BoNsie T NOHATbH, U3-32 YEr0 NPOMN3OLW AN OTK/IOHEHUA IKCMyaT alMOHHbIX Mapame T POB 1 KOHCT pyKynn o6opypao-
BaHWA OT 3ajaHHbix Tpe6oBaHnil, N OLLEHUT b, MOTYT 1N 3TU OTKNOHEHNSA NPUBECT U K ONACHbIM CUTYyaunam u Hapy-
weHnsm B paboTe.

C.3.5.4 AHanus pucka B KPUTUYECKNX KOHTPOJIbHbIX TOYKaX

AHanus pucka B KpMTUYECKNX KOHT PONbHbIX Toukax (Hazard analysts of critical control points — HACCP) npeg-
HasHauyeH Ana onpejeneruns (06HapyXeHNsA) N OLeHKN pUcka U TSHXXecTun ero nocneAcTBWiA Ans onacHocTel 6unonoru-
4ecKol. XxumMuyeckoit n hn3nyeckoin NPUpoAbl, CBA3AaHHbIX C KOHKPE THbIMK npoueccamu.

Mocne onpepeneHns cTaguii npouecca, rge MoryT uMeTb MeCcTO cyl,ecTBEHHble 0OnacHocT W, cnejgyeT onpe-
[eNUTb KpUTUYECckne KOHTPO/ibHble TOYKU. [iNa KaxAoil U3 3 TUX Touek C/iefyeT ycTaHOBUTb JONyCcTuUMble (KpUTu-
yeckue) npefenbl U3MeHeHUs napamMeTpPOB W OpPraHnM3oBaTb KOHTPO/Ab 3TWUX W3MeHeHWA. lpu OTKIOHEHUU
napameTpoOB 3a yCTaHOB/EHHbIE Npejenbl cnedyeT NPUHATbL HE06X0AUMble Mepbl, 0POPMUTb UX AOKYMEHT anbHO U
nNpoBepuTb pe3ynbTaThl.

C.3.6 Meponpuatua no pesynbrartaMm aHannsa pucka

Mocne NpMHATUA pelleHnsa No pe3ynbTaTaM aHannm3a pUckos cnegyeT NPUHSATb MePbl N0 YMEHbLIEHUIO pucka

Ha npepwecTBylowWwnx aTanax obHapyxnsaeTcs nio6oe cna6oe mecTo. Ha faHHOM aTane cneayeT paspa6o-
TaTb Mepbl N0 yCTPaHEHN0 3Tux cnabbix MecT.

Mpu paspaboTke MEPONPUAT NI HYXHO YUNThiBaTb cnegyowme dakTopbl (yKasaHbl B NOPALKE CHUXEHUA BaX-
HOCT ).

a) obecneyeHne 6e30MaCHOCT M 3a CYET KOHCT pPyKLUN.

b) paspaboTka TEeXHONOrM4eckoro npouyecca.

c) npoBejeHNe BHYTPUNPON3BOACTBEHHOTO KOHT PONS:

L) KOHTPONb NPOMEXYTOUYHOW 1 rOTOBON NPOAYKLUN.

CnegyeT onpefennTb [JOMNOMHWTENbHbIE Mepbl, HanpaBfieHHble Ha CHWXEeHMEe pucka W. No BO3IMOXHOCTMH,
YyCTPaHUTb ONACHOCTb. ECNM 3T 0 HEBO3MOXHO, TO cnejyeT NpejycMoTpeTb Mepbl, YT 06bl CHU3UTb BEPOATHOCTb
onacHocTMu cobblTuA, N o6HapyxusaThb 06y ONACHOCTb C Le/lblo CBOEBPEMEHHOTO NMPUHAT A Mep.

Mpu paccMoTpeHUn AOMNONHUTENbHbIX UM 60/lee coBepLIEHHbIX Mep KOHT PO/ HYXHO yuuTbiBaTb C/efyto-
ujee:

CNOXHOCTb (MPOCTOTY) peannsauum aTux mep.

- BEPOATHOCTb, YTO NPUHUMAEMbIEe MepPbI AafyT ahdekT.

- TSXecTb nocnejicTBWIA, €CAnM Mepbl N0 NpeAoTBPaLleHNio onacHoi cuTyauun He 6yayT NPUHATbI;

- BEPOATHOCTb HACTYNNEHNSA ONACHON CUTYyaLuun, €Cin OFPaHUYNT bCA CYLeCTBYIOLWUMN Mepamu

[Ana nposepkn athPeKTUBHOCT U BHEAPEHHbLIX B NPAKTUKY Mep PUCK MOXeT 6blThb CO3JaH NUCKYCCTBEHHO.

B nepByl oyepeab cnegyeT CHU3UTb ONACHOCTb, NPMBOAALWYI0 K TSAXeNblIM nocneacTBUAM, UM HacTO NOBTO-
PAOLWYIOCA ONACHOCTb.

Mpu HU3KOM YypOBHE pUCKA AN NPU HEBO3MOXHOCTU NPUHATUA AelACTBUIA NO CHUXKEHUIO YPOBHSA pUcCKa aHanms
pucKka MOXeT He MPOBOAUTbLCS. B Taknx ciyyasx pelleHne o HEMPOBEAEHNN aHaNn3a pucka A0KHO 6bITh 060CHOBA-
HO. Od)OpMI'IeHO AOKYMEHTanbHO U. npu HeO6XO,qI/IMOCTVI, cornacoeaHoO C 3akKa34ynkom.

C.3.7 CHMXeHue pucka

CnepyeT COCTaBMTb NaH BHEAPEHUSA HOBbIX MEPONPUSAT U, yKaszaThb AaTy v ucnonHuTeneii. lanee cneayeT™
KOHT pPONMpoBaTb BbINOMIHEHWE 3TOr0 nnaHa n 3 PeKTUBHOCT b MEPONPUATUA NOCNe NX BHeAPEHUs

Mocne fOCTWXEHNSA CYyLeCTBEHHOTO CHUXEHUS pUcka crnefyeT MOBTOPUTb BECb NPOLECC aHanusa pucka ans
cnefyLero ypoBHs puckos. 9TOT npouyecc cnejyeT NOBTOPATHL 40 yCTpPaHEHUA BCeX ONacHbIX CUTyauunid.

C.3.8 OueHka atheKTUBHOCTH

CnepyeT nepuojnyeckn oueHnBaTb 3pPeKTMBHOCT b aHanmsa pucka no@opmMnsaThb 3Ty OLEHKY BBUAe oTyeTa.
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Mpunoxenve [
(o6sA3aTenbHoe)

CBefleHNs 0 COOTBETCTBUM HaLMOHalNbHbIX cTaHAapToB Poccuiickoii ®egepaumm cCbl/IOYHbIM
MexXAyHapoaHbIM (pernoHanbHbIM) cTaHAapTam

O603HaYEHME CCbINIOYHOTO

O603HaYeHre N HaMMEHOBaHWe COOTBETCTBYIOLLETO HaLMOHa/IbHOMO CTaHfapTa
MeXayHapoAHOK CTaHfapTa yioLy ay ap

MNCO 10012:2003 FOCT P NCO 10012—2008 «MeHemKMeHT opraHusaumu. CUCTEMbl MeHepX-
MeHTa n3MepeHunii. TpeboBaH/a K npoueccam W3MepeHuid n n3mepuTenbHOMY
060pyJ0BAHMNIO»

MCO 11137-1:2006 FOCT P NCO 11137-1—2008 «CTepunmnsaumsa MeguLmMHCKoin npogykunn. Pagna-

uMoHHas crtepunusauus. Yacts 1. Tpe6oBaHus k paspa6oTke, BanMgauuun u Texy-
LLieMy KOHTPOJIO NpoLecca CTEPUAU3ALMN MEANLUHCKUX U3LENniix»

MCO 11137-2:2006 FOCT P NCO 11137-2—2008 «CTepuniumsauus MeAULMHCKOW npoaykuun. Paguna-
LUMOHHana cTepunmsauus. Yactb 2. YCTaHOBEHWe CTepuansytoLeli 403bl»

MNCO 14971:2000 FOCT P NCO 14971—2006 «M3genua meguunHckue. NMpuMeHeHne MeHegXKMeH-
Ta pucka K MeANLMHCKUM U3AeNnsaM»

MCO 14001:2004 FOCT P NCO 14001—2007 «CucTeMbl 3KO/IOTMYECKOT0 MeHegxMeHTa. TpeboBa-
HUSA U PyKOBOACTBO MO NPUMEHEHMNI0»
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