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BBepeHune
0.1 O6bwme nonoxeHus

MpusHaHne HeoBXOOMMOCTM CUCTEMbI MEHEMKMEHTa KadecTBa SBMSETCA CTpaTErMyeckum peLleHueMm
opraHmnsauun. PaspaboTtka u BHegpeHne CMK opraHmsaummn 3aBucuUT OT. GM3Hec-cpedbl, B KOTOPOW HaxoauTcs
opraHmMsauusl, U3MEHEHNN B 3TOW Cpede WM PUCKOB, CBA3aHHbLIX C 3TOWM CPedow; pasnuuyHbIX noTpebHocTen
opraHusauumy; ee cneuudguyeckux Lenen; NpoayKuum, KOTopas OHa MOCTaBMseT; NPOoLecCoB, KOTOpble OHa
BbINOMNHAET; pasMepa W OpraHM3auMOHHOW CTPYKTYpbl. HacTtoswun mexayHapoaHbl CTaHAapT He HaueneH Ha
yHUMKALMIO CTPYKTYP CUCTEM MEHeIKMEHTa KayecTBa Unm yH1mKauuio JOKyMeHTauuum.

TpeboBaHuA K cucTemMe MeHeKMEeHTa KayecTBa, YCTaHOBMEHHblE HACTOSALWMM MeXZyHapoOHbIM CTaHZapTOM,
SBNSAIOTCA OOMNOMHUTENBHBIMKU K TpeboBaHMsaM Ha npogykuuio. MHdopmaums, obo3HadveHHast kak NMPUMEYAHKE,
NPMBOAWUTCA B KayecTBe METOAMYECKOrOo YyKas3aHWsi K MOHMMaHuI0 M Kak pasbACHEHUE COOTBETCTBYIOLLENO
TpeboBaHus.

HacToswmin mexxayHapoaHblii CTaHAAPT MOXET UCMONb30BaThCH BHYTPEHHUMM Y BHELLUHVMMUW CTOPOHaMU, BKIoYast
opraHbl No cepTUdUKaLMK, C LENblo OLEHKN CMoCOBHOCTM OpraHu3auuy BeIMOMHATL TpeboBaHua notpebutenen,
3aKoHoZaTenbHble U HOpMATUBHbLIE TPeBoBaHMA K NPoAYKUUM, a Takke TPeBGoBaHNA COGCTBEHHBIX pernaMmeHToB.

Mpn paspaboTke HacToALEro MexayHapoaHOro craHgapTa ObinvM yyTeHbl MPUHLMNBLI MEHEXMEHTa KayecTsa,
ycTaHosreHHble B 1ISO 9000 u 1ISO 9004.

0.2 TMpoueccHbIN nogxoa

HacToswmin mexayHapoaHblii cTaHOapT HanpaBreH Ha MpUMEeHeHWe «MpPOLEeCcCHOro noaxoda» npu paspaGoTke,
BHEOPEHWM W  ynydlWeHUM pesynbTaTUBHOCTM CUCTEMbl MEHEMKMEHTa KadyecTBa C LEMbl  MNOBbILEHUS
yOOBNETBOPEHHOCTN NOTpeGuTenei nyrem BbINOMHEHNs 1X TpeGoBaHuii

Ons  ycnewHoro ¢YHKUMOHMPOBAHUSI OpraHu3auus [OfbKHa orpefensTs M YNpaBnsiTb MHOFOYMCIIEHHbIMU
B3aMMOCBSI3aHHbIMU BUAaAMU OesTeNbHOCTW. [lesTenbHOCTb UM Habop BMAOB AESTENbHOCTU, UCMOSb3yHoLas
pecypcbl U yrnpaBrsieMasi C Lenblo Npeobpa3oBaHns BXOAOB B BbIXOAbl, MOXET pacCMaTpuBaTbCs Kak Mpouecc.
YacTo BbIXo4 0fHOro npotiecca o6pasyeT HEMNOCPEACTBEHHO BXOZ, CIieAyHoLLEro.

MNpumeHeHne B opraHu3aumMuM CUCTEMbl NPOLLECCOB COBMECTHO C MX WAEHTUdUKaumMen u B3anMOOENCTBMEM, a
TaKke ynpaBrieHMeM UMK A1 Nofny4eHns TpebyemMoro Bbeixoda, MOXET CHMTATbCA MPOLECCHBIM MOAXOA0M.

rlpel/lMyu.l,eCTBO npoueccHoro noaxoga CoCToUT B HEMPEPbIBHOCTU ynpaBlieHUA, KOTOpOoe OH obecneynBaeT kak Ha
CTblKe OTAEeJIbHbIX NPOoLeCcCoB B paMKax CUCTEMbI, TaK U NpU nxX KOomMOMHaUMN U B3anMOAENCTBUMN.

Mpu NpMMEHeHMN B CUCTEME MEHEMXKMEHTA Ka4yeCcTBa TakoM Noaxo nogvyepknBaeT BakHOCTb

a) NOHMMaHus 1 yaoBneTBopeHus TpeboBaHu,

6) Heo6X0aUMOCTM PacCMOTPEHUS NPOLLECCOB C TOYKM 3peHnsa Ao6aBneHHON LEeHHOCTH,

B) OOCTWXXEHUSI pe3yNbTaToOB BbINOMHEHNS MPOLECCOB U MX Pe3yNbTaTUBHOCTY, U

) NOCTOSIHHOIO yNy4LlEeHWs NPOLECCOB, OCHOBAHHOIrO Ha OO BLEKTUBHOM N3MEPEHNN.

lMpuBegeHHas Ha pucyHke 1 Mogenb CUCTEMbl MEHeOXXMeHTa kayecTBa, OCHOBaHHasd Ha NMPOLIECCHOM MoAxoae,
UNIOCTPUPYET CBA3M MexAy npoueccamu, npeacTaBrneHHbiMKU B pasgenax 4-8. OTa Mogenb nokasbiBaeT, YTo
noTpebuTenu urparoT CYLECTBEHHYIO poSib NMpu onpegeneHun TpeboBaHUIM, KOTOpble BbLICTYMAT B KavecTse
BXOAHbIX AaHHbIX. MOHUTOPWHI yOOBNETBOPEHHOCTMN NOTpedbuTenen TpebyeT oueHkU MHdOopMaLUK, KacalLlencs
BOCNPUSITUN NOTPEOUTENSAMM TOTO, HACKONBKO OpraHu3auust BbINOMHSET ux TpeboBaHus. MNpuBegeHHas Ha PUCYHKe

1 mopgenb oxBaTbiBaeT BCE OCHOBHble TpeboBaHUA HaCTOsLLEro MeXayHapogHoro crtaHgapTa, HO 6e3 wnx
netanmsauun.
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MPUMEYAHMUE. Kpome TOro, Ko BCEM npoueccam MOXET NpuMeHaTbea uukn «Plan-Do-Check-Act» (PDCA). Linkn
PDCA MOXHO KpaTKO onucaTb Tak:

MnaHnpoBaHue (plan): paspaboTante Lenu n npouecchl, HeObXoaMMbIe ONst AOCTMXKEHUS Pe3ynbTaToB B
COOTBETCTBMU C TpebGoBaHNsAMU NOTpebUTENEN N NONUTUKAMK OpraHU3aLmn.

OcyuwlecTtBneHune (do):  BHegpuTe NpPOLECCHI.
MpoBepka (check): MOCTOAHHO  KOHTPONMMPYWTE W  U3MEPSANTE MNpoUeccbl U  MNPOAYKUMIO  Ha
COOTBETCTBME NONMUTMKaM, LUensm W TpeboBaHUsSM Ha  MNPOAYKLUMIO U

OTYNTBLIBANTECH O pes3ynbTaTtax.

Oewnctaue (act): npeanpvHMManTe 4encTBUSA N0 NOCTOSAHHOMY Yry4LLEeHU0 NCNONHEHNSI NPOLLECCOB.

IMocroanuoe vIryHinaHiie CHCTEMEE
MEHGTEMEHTA KAYHOCTR

LITRETETRS HEOCT B
(R PN L

il . = —

Morpeismem

e |
[ .
—— — — e g TID |
Ir-l'.'l'.lhh.'ll. |
|

AT E e e [ Flssepainiee,
DA N |

PR T H

Mepeierrem

[EEEH Hraxiog,

Tpediompns

et
SH e .E

FYHE T T L HITET

YcnoBHble 0603Ha4YeHUA:
—_—

[earenbHocTb, foGaBNALOLAA LEHHOCTb
-———

MoTtok nHpopmaumm

Puc. 1 — Mogenb cucteMbl MEHeA)KMEHTa KayecTBa, OCHOBaAHHOW Ha NPOLIeCCHOM noaxoae
0.3 Cssa3b ¢ ISO 9004

ISO 9001 m ISO 9004 - crtaHOapTbl HA CUCTEMbI MEHEPKMEHTa KayecTBa, KOTopble Obinn paspaboTaH, YToObl
OOMONHATL APYr ApYra, HO MOTYT MPUMEHSITBLCS U HE3aBMCKMO.

ISO 9001 yctaHaBnuBaeT TpeboBaHMSA K CUCTEME MEHEMXKMEHTA KadecTBa, KOTOpble MOTYT UCMONb30BaATLCS Ans
BHYTPEHHErO NPUMEHEHUS OpraHn3aumsaMun, Unu Ans cepTudukauum Unu ons uenen, CBA3aHHbIX C 3aKniovyeHneM
koHTpakToB. OH HanpaBfieH Ha pe3ynbTaTUBHOCTb CUCTEMbI MEHEKMEHTa KayecTBa B BbINOMIHEHUN TpeboBaHui
notpeburenen.

ISO 9004 cogepxut pekomeHaaumm no 6onee LLUMPOKOMY CNEKTPY Lienen cucteMbl MEHEKMEHTA KayecTBa, Yem
ISO 9001, ocobeHHO NO NOCTOSAHHOMY YryyLLEHU0 AeATeNbHOCTU opraHn3aumm u ee 3(peKTUBHOCTU, PaBHO Kak 1
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pesynbtatmBHocTU. ISO 9004 pekoMeHOyeTCs KaK PYKOBOACTBO [Af9 OpraHu3auuin, BbICLUMA MEHEeOXMEHT
KOTOPbIX, CTPEMSACH K MOCTOSIHHOMY YIyYLUEHUIO OeATENbHOCTW, XoTen 6bl nonTn ganbsiie TpedosaHun MCO 9001.
OpHako OH He NpefHasHadeH Anis uenen cepTndukalmmn unm 3aknioyeHnst KOHTPaKTOB.

0.4 CoBMeCTMMOCTb C Apyrnmm cncremamm MmeHeaXxXMeHTa

Mpu paspaboTke HaCcTOALWEro MexOyHapoAHOro craHgapta ocoboe BHMMaHue Oblio yaeneHO MOMOXEHUSM
ctaHgapta MICO 14001:2004 ¢ Tem, 4ToObl yny4ylwnTb COBMECTUMOCTM 3TUX ABYX CTAHAAPTOB B WMHTEpecax
cooOLLecTBa Nonb3oBaTenen.

HacToswun mexayHapoaHbI CTaHOapT He CoOepXUT 0Ccobbix TpeboBaHWA K OpPYrMM CUCTEMaM MEHEMXMEHTa,
Takux, Kak MeHeKMEHT oxpaHbl OKpyXallen cpedbl, MEHemKMEHT npodeCcCUoHansHOro 340pOBbS U
©e30nacHOCTM, (OPUHAHCOBbLIA MEHEMKMEHT UMW MEHEeMKMEHT puckoB. OgHako OH MO3BOMSET OpraHuM3aumm
cornacoBaTb UNU UHTErpPUPOBaTb CBOKD COBCTBEHHYIO CUCTEMY MEHEXKMEHTa KayecTBa ¢ TpeboBaHMAMM K ApYrnm
cuctemam meHemkMmeHTa. OpraHnsaumst MOXeT aganTupoBaTh AeUCTBYOLLYyO(ue) cuctemy(bl) MEHEKMEHTA AN
CO3[aHusa CUCTEMbl MEHEKMEeHTa KayecTBa, COOTBETCTBYWOLlEN TpebGOoBaHWSIM HACTOALLEro MeXOyHapOLHOro
cTaHpapTa.
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Cucrtembl MeEHe)KMEHTa KayecTBa - TpeboBaHus

1. O6nacTtb NnpuMeHeHunA
1.1. O6wme nonoxeHus

HacTtoawuin Me>|<,1:|,yHapo,u,Hb||7| CTaHOapT yCTaHaBnuBaeT Tpe6OBaHI/IF| K cucteme MeHemIKMeHTa KadecTBa B TeEX
cny4asx, Korga opraHusauua:

a) Hy)XOaeTca B OeMOHCTpauun CBOEN CNOCOOHOCTM MOCTOSAHHO MOCTaBMATL npoaykuuio, oTBeYaloLlyto
Tpe6OBaHMF|M n0Tpe6MTene|7| M COOTBETCTBYHOLLMM 3aKOHO4ATEJ1IbHbIM U HOPMAaTUBHbLIM Tpe6OBaHMF|M;

0) cTaBMT cCBOeV Lenbio MOBbILEHNE YAOBNETBOPEHHOCTU noTpebutenenn nocpeacTBoOM pesynbTaTUBHOMO
NPUMEHEHUS CUCTEMbI, BKMOYas MNpoueccbl MOCTOSHHOrO ee  ynydlleHns u obecrneyeHne COOTBETCTBUSA
TpeboBaHuaM noTpebutenen n sakoHogaTenbHbIM 1 HOPMaTUBHBIM TPEBOBAHNSIM.

MPU MEY AHW E 1. B HacTosWwEeM MexayHapOAHOM CTaHgapTe TEPMUH «NPOaYKUNSA» MPUMEHUM TOSbKO K

- NpedHasHa4YaeMoin 4ns noTpebuTens unmn saTpeboBaHHOM UM NPOAYKLUK,

- nioGoMy 3anfiaHMpoBaHHOMY BbIXoAy, MOSyyaloleMycsi B pe3ynbTaTe BbiMOSIHEHWs NMPOLLeCCOB MPOU3BOACTBA
MPOAYKLMH.

NMPUMEYAHUME 2. 3akoHopaTenbHble M HOpMaTuBHble TpeboBaHMs MoOryt OblTb 0O6beAWHEHbl TEPMUHOM
«ropugudeckme TpeboBaHUs»

1.2. MpnmeHeHue

Bce TpeGoBaHWA HaCTOALLErO MEXAYHAapOAHOro cTaHAapTa HOCAT O6LMiA XapakTep W npeaHasHaveHbl Ons
NPUMEHEHMS BO BCEX OpraHM3aLmsax HesaB1UCUMO OT BuUAa, pasmepa M NocTaBnsieMol NPOAYyKLMN.

Ecnun kakoe(ne)-nubo TpeboBaHMe(s) HACTOALLEro MEeXAYyHapO4HOro cTaHapTa Henb3s MpUMEHUTb BBUAY
cneundunKky opraHmsanmm n ee NPOAYKL MK, OOMYCKAETCs ero (UX) UCKIIYEHNE.

Ecnu opraHusauua coenana WUCKMOYeHUsl, TO ee 3asiBlieHne O COOTBETCTBUM HACTOSALIEMY MeXAyHapoaHOMY
cTaHdapTy OyaeT MPUHSTO, eCnn 3TO MCKIIOYEHUE OrpaHMYeHO paMkamu TpeGoBaHWit pasgena 7 U HU OOHO U3
COENaHHbIX UCKIMHYEHWUIA He BNUSET Ha CMOCOBHOCTb UM OTBETCTBEHHOCTb OpraHM3auuy NocTaBnAaTb NPOAYKLMIO,
oTBevatoLyto TpeboBaHMsAM NoTpebuTenei U 3akoHodaTerNbHbIM Y HOPMaTUBHBLIM TPeGOBaHMSAM

2. HopmaTuBHbIe CCbINKKN

HI/I)KGI'Iepe‘-II/ICJ'IeHHbIe OOKYMEHTbl ABNAKTCA H906X0,EI,I/IMbIMI/I aona npuMmeHeHna HacToduwero OOKyMeHTa. ﬂ,]‘lﬂ
OOKYMEHTOB, B CCbl/TIKE Ha KOTOpPble NPUCYTCTBYET AaTa, NPUMEeHUMbI TOJTIbKO T€ pefakunKn, KOTOpble yKa3aHbl. ﬂ,J‘IFl
OOKYMEHTOB, B CCblJIKaX Ha KOTOpble AdaTa OTCYTCTBYET, NPpUMEeHUMbl nocnegHue penakunum (BKJ'II'OLIaﬂ nobble
N3MEHEHNSI).

ISO 9000:2005 Quality management systems — Fundamentals and vocabulary

3. TepMuHbl 1 onpeaeneHus

Ona uenen HacTosALLEro MexayHapoOHOro cTaHdapTa NMPUMEHSNTCA TePMUHbI M onpederneHus, AaHHble B I1SO
9000

B niobom mecTe TekcTta HacTosLlero MeXayHapogHOro crtaHgapTa, rge BCTpeYdYaeTCcA TepMUH «npoAdyKuusa», OH
MOXET NOHMMATbCA KaK «ycrnyra».
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4. Cuctema meHe)KMeHTa KayecTBa

4.1. O6wme TpeboBaHUsA

OpFaHM3aL|,I/IF| AOOJPKHa paspa60TaTb, OOKYMEeHTUpOBaTb, BHEOPUTb U NogaepXuBaTb B pa6oqu COCTOAHUU
Cuctemy MeHemKMeHTa KadecCTBa, NOCTOAHHO ynydllaTb ee pe3yrnbTaTUBHOCTbL B COOTBETCTBUU C Tpe6OBaHI/IF|MI/I
HaCTOALLEro MexayHapoaHOro cTaHaapTa.

OpFaHMSaLI,I/IFl OOJDKHa:

a) onpefensitb Mpouecchl, HeobxoaAnMble AN CUCTEMbl MEHEeIKMEHTa KayecTBa, M MX MPUMEHEHMEe BO BCeWN
opraHusauum (cm. 1.2);

6) onpenenaTb NocrneaoBaTenbHOCTb U B3aMMOOEeNCTBME 3TUX NPOLIECCOB;

B) onpepnenAaTb KpUutepmumn n metonbl, HeobxoguMmble Ons noarBepXxgeHma Toro, YTo U BbIMOJIHEHUE, N KOHTPOJ1b
3TUX NPOLLECCOB ABNAKTCA pe3yrbTaTUBHbIMU,

F) obecneunBatb Hanuimne pecypcos n I/IH(*)OpMaLI,I/II/I, HeobxoguMbIX ans nogaepXkn BbINOJTHEHNA 3TUX NpoLieccoB
N X MOHUTOPWHra,

D,) OCyLLEeCTBNATb MOHUTOPUHT, U3MEepPEeHne (Fﬂ,e 3TO BO3MO)KHO) M aHanna 3Tnux npoueccos;

e) BbIMNOMNHATL AENCTBUS, HeobGXxogumble ANs OOCTUKEHUS 3annaHMpoBaHHbIX pe3ynbTaTtoB M MNOCTOAHHOIO
ynydleHuna 3Tux npoueccos.

OpraHuzaumst 4oMKHa OCYLLECTBNATE MEHEIXKMEHT 3TMX MPOLECCOB B COOTBETCTBMU C TpeOOBaHMUAMM HACTOSLLEro
MeXOAyHapoaHoro ctaHaapTa.

Bcaknm pas, korga opraHu3auus nepefaeT CTOPOHHEW OpraHusauumyM BbIMNOSIHEHME Kakoro-nmbo mnpoecca,
BNUSIIOLLErO HAa COOTBETCTBUE NPOAYKUMM TpeboBaHMsIM, OHa AOMkKHa o0ecneynTb KOHTPOSb Takoro npouecca. Bug
n obbeM NPMMEHSEMOro K TakMM Mpoueccam KOHTPOSs [OMKEH OblTb OnpeferneH B CUCTEME MeEHeOXXMEeHTa
KayecTBa.

MPUMEYAHMUE 1. MNpouecchl, HeobXoaMMbIe ANsi CUCTEMbI MEHEI)KMEHTA KayecTBa, Ha KoTopble Obina caoenana
CCbifika BbIlLE, BKMOYAKT npouecchbl ynpaBneHus, obecnevyeHus pecypcamu, MNPOU3BOACTBA NPOAYKLMU U
N3MepeHNsi, aHanmaa u ynyylleHus.

MPUMEYAHUE 2. MNpouecc, nepefaHHbIA Ha ayTCOPCUHI, OnpeaensieTcs Kak OAMH U3 npoueccoB, He0H6X0aAMMbIX
Ons CUCTEMbl MEHE)KMEHTa KayecTBa, HO MCMONTHAEMbIA CTOPOHON, BHELLHEN MO OTHOLLEHUIO K OpraHu3auuu.

MPUMEYAHUWE 3. lapaHTuUa KOHTpOMs Hag npoueccoMm, nepefaHHbIM Ha ayTCOPCUHr, He ocBoboxaaet
opraHusaumio OT OTBETCTBEHHOCTU 3a COOTBETCTBUE BceM TpeboBaHuaAM noTpebutend, 3akoHOAaTerNbHbIM U
HopMaTuBHbIM TpeboBaHuaM. Bug n o6bem KOHTpOMs, MPUMEHSIEMOrO K Mpoueccy, nepegaHHoOMY Ha ayTCOPCUHT,
MOXEeT 3aBMCETb OT Takunx pakTopoB, Kak

a) noTeHuMarnbHOe BIMsSIHME MpOLIEcca, NepeAaHHOro Ha ayTCOPCUHI, Ha CMoCOBHOCTb OpraHM3auuu NocTaBnsTh
MPOAYKLMIO, KOTOpasi COOTBETCTBYET TpeboBaHUsM,

0) cTeneHb pacnpoCcTpaHeHnst KOHTPOns,

B) CNOCOBHOCTb AOCTUXEHUSI TPEOYEMOro KOHTPOMS NPUMEHEHMEM NOSOXEHWIN pasaena 7.4
4.2 TpeboBaHMA K AOKYMeHTauuun

4.2.1 Obwue TpeboBaHUA

,D,OKyMeHTaLl,I/IH CUCTEMbI MEHEKMEHTa Ka4eCTBa AO0JKHA BKIHOYaTb
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a) JOKYMEHTUPOBaHHOE U3MOXEHUE NOMUTUKU U Lenein B obnacTu kavecTsa,
0) pyKOBOACTBO MO Ka4eCTBY,
B) AOKYMEHTMPOBaHHbIE NpoLeaypbl U 3anucu, Tpebyemble HACTOSALLUM MEXAYHAPOAHbIM CTaHOapPTOM, U

r) [OOKYMEHTbl, BKMHOYas 3anucu, ornpedereHHble opraHusauuMeit kak Heobxogumble nans obecnedyeHus
pe3ynbTaTMBHOrO NNaHNPOBaHWS, BbINMOMHEHMWS U KOHTPONS NPOLIEeCCOoB.

MPUMEYAHWE 1. Tam, rge B HacTOAWEM  MEXAyHapoAHOM  cTaHgapTe  BCTpevaetcs  TepMuH
«OOKYMEHTMPOBaHHas npoLeaypa», 3TO 03Ha4daeT, 4YTO npouenypa paspaboTaHa, JOKYMEHTanbHO OOpMIIEHa,
BHeApeHa un nogaepxueaetcsa B paboyem coctosHun. OanH JOKYMEHT MOXeT coaepxaTtb TpeboBaHusa Ans ogHown
WUNU Heckonbkux npoueayp. [okymeHTMpoBaHHas npoueaypa MOXeT onucbiBaTtbcsa B 6Gornee, yem OAHOM
OOKYMEHTe.

MPUMEYAHUE 2. O6bem goKyMeHTauuu CUCTEMbl MEHEKMeHTa KaydeCTBa MOXET pasnuyatbCs AN pasHbiX
opraHusauum B cuny

a) pasmepa opraHm3aunv n BMaa OeaTernibHOCTH,

0) CrNOXXHOCTM NPOLIECCOB U UX B3aMOOENCTBUN, U

B) KOMMNETEHTHOCTM NepcoHana.

MPUMEYAHMUE 3. lokymeHTaumnss MOXeT ObiTb B NMtoboi oopme 1 Ha nobom HocuTerne.
4.2.2 PykoBOACTBO NO KayecTBy

OpFaHMSaLl,I/IFl OOJDKHa paspa60TaTb n noaggepxmeatb B pa6oqu COCTOAHMN pPYKOBOACTBO MO KayecTBy,
cogepxallee:

a) obnacTb MPUMEHEHMs CUCTEMbl MEHeKMEeHTa KadecTBa, BKM4Yas noapobHocTn n obocHoBaHMe mnobbix
ncknyeHnn (cm. 1.2);

0) JOKYMEHTUPOBaHHbIe npoueaypsbl, paspaboTaHHble ANA CUCTEMbl MEHEDKMEHTA Ka4eCTBa, UMK CCbIMNKM Ha HUX;
B) onncaHne B3auMOLENCTBUSA NPOLLECCOB CUCTEMbI MEHEPKMEHTA KayecTBa.
4.2.3 YnpaBneHue AOoKyMeHTauuen

[okymMeHTaMy CUCTEMbl MeHeMKMeHTa KayecTBa HeobXoaumo YnpaBnsaTb. 3anucu — crneuunanbHblii  BUa
[OKYMEHTOB U UMW HaZ0 YyNpaBnsaTb CoOrnacHo TpeGoBaHuAM, NpUBeAeHHbIM B 4.2.4.

Ona onpepneneHuss HeoOXOOUMBIX CPEACTB YrpaBrieHUs OOfbkHa ObiTb paspaboTaHa [OKYMEeHTMpOBaHHast
npoueaypa, npeaycMaTpusatoLLas:

a) NPOBEPKY AOKYMEHTOB Ha afeKBaTHOCTb [0 WX BbIMyCKa;

6) aHanM3 1 akTyanusauuio nNo Mepe Heo6xoOaNMOCTM U NepeyTBEPXOEHNE JOKYMEHTOB;

B) obecneyeHne nOeHTUUKaLMN N3MEHEHNI U cTaTyca NepecMoTpa AOKYMEHTOB;

r) obecneyeHre HanMums COOTBETCTBYIOLLUX BEPCUI [IOKYMEHTOB B MeCTaxX UX NPUMEHEHUS!;
[) obecrneyeHne COXpaHEHNs AOKYMEHTOB YETKMMW U Nerko MaeHTUMLUpyeMbIMU;

e) obecneyeHne I/I,El,eHTM(*)I/IKaLI,I/II/I OOKYMEHTOB BHELWHero npoucxoxaeHuna, npuaHaHHbIX opraHmsaumeM
HeobxoouMbIMU 4si nrnaHnpoBaHnAa N 0eATeribHOCTU CUCTEMbl MEeHE)KMEHTA Ka4eCTBa;
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X) npenoTBpalleHne HenpeaHaMepeHHOro  WCMONb3OBaHMS  YCTapeBLUMX [OOKYMEHTOB U NpUMEHeHue
COOTBETCTBYHOLLEN MAEHTU(PMKALUN TAKUX JOKYMEHTOB, OCTaBMEHHbIX AN KakuxX-nubo Leneil.

4.2.4 Control of records

3anucy, NpeaycMoTpeHHble AN oGecneyeHns 4okasaTenbCTB COOTBETCTBUS TPeGOBAHUSM U Pe3ynbTaTUBHOCTU
AesTENbHOCTU CUCTEMbI MEHEKMEHTA Ka4yecTBa, AOMKHbI YNPaBNsAThLCS.

OpraHuzaumsi JormkHa paspaboTaTb OOKYMEHTUPOBAHHYK npoueaypy € TeM, 4Tobbl onpefenvTb CpeacTea
KOHTPONsl, HeoGXoAMMble ONA WMAEHTUMMKALWMM, XPaHEHWUs, 3aliMTbl, BOCCTaHOBMEHWSl, OMNpedereHus CPOKOB
COXpaHEeHUs U U3bATUSA 3aruncen.

3anncun OomKHbl OCTaBaTbCA YETKUMM, NETKO MﬂeHTMd)I/ILI,I/IpyeMbIMM M BOCCTaHaBIIMBaeMbIMU.

5 OTBEeTCTBEHHOCTb PYKOBOACTBA
5.1 O6sa3aTenbCcTBa pyKOBOACTBA

Bbicliee pykoBOACTBO OOIMKHO obecrneunBaTb CBMOETENLCTBA CBOEN NMPUBEPKEHHOCTU pa3paboTke U BHEAPEHUIO
CUCTEMbl MeHe)KMeHTa KayecTBa M MOCTOSIHHOMY YIyYLIEHNIO ee Pe3ynbTaTUBHOCTU NOCPEeACTBOM:

a) [oBedeHVUs 00 CBEAEHWs OpraHM3auMuM BaXXHOCTM BbIMONMHEHMS TpeboBaHMn MnoTpebuTeneil, a Takke
3aKoHoZaTenbHbIX U APYrnx o6a3aTenbHbIX TpeGoBaHMiA;

0) pa3paboTku NONUTMKN B 0BNacTu KayecTBa;

B) obecneyveHus pa3paboTku Lenen B obnactu Ka4yecTsa;
r) NPOBEAEHUS aHann3a co CTOPOHbI PYKOBOACTBA;

n) obecneyeHnss He0H6XOAMMbBIMU pecypcamu.

5.2 OpueHTaumA Ha noTpeébuTens

BhicLuee pyKOBOACTBO AOIMKHO rapaHTUpoBaTh YTO TpeboBaHus NoTpebuTenst onpeaensitoTcs U BbIMOMHATCS C
LieNbio MOBbILWEHNS yOOBNETBOPEHHOCTM NoTpebuTens (cm. 7.2.1 1 8.2).

5.3 Quiality policy
Bbicluee pykoBOACTBO AOMKHO rapaHTMpoOBaTh, YTO NOMMTUKA B 00NacTu KadecTea:
a) COOTBETCTBYET LIENSIM OpraHusaLmu;

6) BKMoyaeT 0643aTenbLCTBO COOTBETCTBOBATL TpeﬁoBaHl/IFlM M NOCTOAHHO NOBbIWAaTb Pe3yfibTaTUBHOCTb CUCTEMbI
MeHe)KMEeHTa KayecCcTBa,

B) CO34aeT OCHOBY AfA NOCTaHOBKM 1 aHanm3a Lenen B obnactu kayecTsa;

r) AoBedeHa 4O CBeAeHUs NepcoHana opraHn3aunm n NoHsATHa emy;

A) aHanuanpyeTcs Ha NOCTOSHHYIO MPUrOAHOCTb.

5.4 NnaHupoBaHue

5.4.1 Llenn B obnacTtu ka4yecTBa

BbiCcLee pyKOBOACTBO OpraHv3aLmmn AOMMKHO rapaHTMpoBaTh, YTO Lienn B obnacTu kayecTBa, BKNoYas Te, KoTopble
HeobXxoAMMbI ANns BbINONHEHUA TpeboBaHW K npogykuun (cMm. 7.1 a), yCcTaHOBMEHbI ANs 3HAYNMbIX YHKUMA 1

ypOBHeVI. LleJ'II/I B obnacTtu ka4yecTBa OOMKHbI ObITb N3MepmmMbiMN N COrNacoBbIBATbLCA C nonuTMKon B obnactu
Ka4vecTBa.

2 «IIpakmuueckuii meneoyucmenm xkauecmea» (A.B. I'opoynoe)

www.pgm-online.com J1ns yaeOHbBIX IIeTTeH




ISO/FDIS 9001:2008(E)

5.4.2 Quality management system planning

BbiCcLiee pyKOBOACTBO AOMKHO rapaHTUpoBaTh, YTO:

a) nNnaHMpoBaHWE CUCTEMbl MEHEeOXMEeHTa KayecTBa OCYLLEeCTBNSETCH Takum o6pas3om, 4ToObl yooBneTBOpPUTH

TpeboBaHus, yCTaHOBIEHHbIE B pasgene 4.1, a Takke Lenv B 06racTi kayecTsa; 1

0) LENOCTHOCTb CUCTEMbI MEHEMKMEHTa KayeCTBa COXpaHAeTCcs Mpu MNNaHUPOBaHUM WM BHEAPEHMM B Hee
N3MEHEHUN.

5.5 Responsibility, authority and communication
5.5.1 Responsibility and authority

Bobicwee PYKOBOACTBO OOJKHO rapaHTUpoBaThb, YTO OTBETCTBEHHOCTU U NMOJNTHOMOYMA onpenerieHbl U oBeAeHbl O
cBeaeHna nepcoHana opraHn3auunn.

5.5.2 NpeactaBuTenbL pykoBoacTBa

Bobicwee PYyKOBOACTBO [AOJIKHO Ha3Ha4YuUTb npencrtaButend u3 BXOoAAWMX B COCTaB pPYyKOBOACTBAQ, KOTOprI7I
He3aBMCUMO OT ApYyrnx 0643aHHOCTEN AOMKEH HECTU OTBETCTBEHHOCTL M MMETb MONTHOMOUMS, KOTOpPbI€ BKITHOYaOT:

a) rapaHTUIO TOro, YTO MpPOLIECChI, HeOBXOAUMbIE AN CUCTEMbI MEHEKMEHTa KayecTBa, YCTAHOBMEHbI, BHEAPEHbI
1 NoaaepXnBaloTCs;

6) OTYETHOCTb BbICLUEMY PYKOBOACTBY O (DYHKLMOHUPOBAHUM CUCTEMbl MEHeKMeHTa KayectTBa M JobbIX
NOTPEGHOCTSX B YNyYLLEHWU;

B) rapaHT1IO pacLUMpeHNst MOHUMaHUSA TpeboBaHM NOTpebuTenen BO BCE OpraHn3aumm.

MPUMEYAHWE. B oTBETCTBEHHOCTL NpeacTaBUTENS PYKOBOACTBA MOXET ObiTb BKIMOYEHO MOAAEPXKAHME CBA3U C BHELUHUMMU
CTOpOHaMW Mo BOMPOCaM, KacatoLLUMMCS CUCTEMbl MEHE[KMEHTa kayecTsa.

5.5.3 BHyTpeHHUI o6MeH uHdopmaumen

Bbicluee pykoBOACTBO [AOMMKHO rapaHTMpOBaTb, 4YTO COOTBETCTBYHLIME KOMMYHWUKALMOHHbIE MPOLIECCHl B
OpraHusaumm ycTaHoBMEHb! 1 YTO 06MeH nHdopMaLMen, kKacaroLencs pe3ynbTaTUBHOCTU CUCTEMbI MEHEKMEHTA
KayecTBa, MPOMCXOONT.

5.6 AHanu3 co CTopoHbl pyKoBoACTBa

5.6.1 O6LwWwue nonoxeHus

Bbiclwiee pykoBOACTBO OOMKHO aHanM3MpoBaTb Yepes3 3anfaHuMpoBaHHblE WHTepBanbl CUCTEMY MeEHeIKMeHTa
KayecTBa opraHu3auuu ¢ Lenblo rapaHTuy ee NOCTOSIHHOW NPUrogHOCTU, afekBaTHOCTM U pe3ynbTaTUBHOCTU. OTOT
aHanu3 JOMKeH BKMNoYaTb OLIEHKY BO3MOXHOCTEN Yry4lleHnss U NOTPeBGHOCTN B UBMEHEHUAX CUCTEMBI

3anucu, OTHOCALLMECH K aHanm3y CO CTOPOHbI PYKOBOACTBA, AOMKHbI yNpaBnaTbes (cMm. 4.2.4).

5.6.2 BxoaHble fgaHHbIe AnA aHanusa

BxoaHble faHHbIe ANs aHanu3a co CTOPOHbI PYKOBOACTBA OIMKHbI BKIIOYATh UHOPMALIMIO, CBA3AHHYIO C:

a) pesynbTaTamu ayguTos;

0) AaHHbIMK, NOSTyYeHHbIMK OT NoTpebutenen;

B) MCMOJSIHEHMEM MPOLIECCOB M COOTBETCTBUEM MPOAYKLIMU;

I) COCTOSIHMEM MpeaynpexaatoLlnx 1 KOPPEKTUPYIOLLUX OAeNCTBUI;
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4) AenCTBMAMU, NPeanpuHATLIMK NO pe3ynbTaTaM NpeAbiayLero aHannsa co CTOPOHbI PYKOBOACTBA;

€) M3MEHEeHNAMU, KOTopble MOrnmn Bbl MOBAMATL HA CUCTEMY MEHe)KMEHTa KayecTsa,;

X) pekomeHgaumny no yny4deHuto.

5.6.3 PesynbTaTbl aHanusa

PesynbTtaTbl aHanM3sa co CTOPOHbI PYKOBOACTBA AOSMKHbI BKOYaTh NtoOble peLleHns n AencTBus, CBA3aHHbIE C:
a) NoBbILLUEHVEeM Pe3yNbTaTUBHOCTM CUCTEMbI MEHEKMEHTa KavyecTBa 1 ee NpoLeccos;

6) yny4yweHmem NpoayKunnM B YacTu yaoBNeTBOpeHUs TpebosaHnin notpebutenen;

B) noTpebHOCTsIMK B pecypcax.

6 YnpaBneHue pecypcamu
6.1 Ob6ecneyeHne pecypcamm
OpraHusauns gormkHa onpegensitb n obecneynBaTtb pecypcbl, Tpebyemble Ans:

a) BHegpeHNA U noagepxaHna B pa60qu COCTOAHNUN CUCTEMbI MeHe)XMeHTa KayecCTBa, a TakKkKe MOCTOAHHOro
NOBbILLEHNS €€ pe3ynbTaTUBHOCTU; U

0) NOBbILLEHUS YOOBNETBOPEHHOCTN NOTPEOMTENEN NYTEM BbINONHEHUS NX TpeboBaHUN.
6.2 MNepcoHan
6.2.1 O6wume TpeboBaHUA

I'IepCOHan, BbIMONHAOLLNNA pa60Ty, BIMMAKOLWYO Ha COoOoTBeTCTBME NnpoayKuunn Tpe6OBaHI/IF|M, OOMmKeH ObITb
KOMMNETEHTHbIM, T.€. obrnagaTtb COOTBETCTBYHOLLNM o6pasoBaH|/|eM, NoaroTOBKOW, HAaBbIKAMW U OMNbITOM.

MPUMEYAHUNE. BnusHue, okasblBAeMOE€ MEepCOHarioM, BbIMOMHAKWNMM Nobble 3agaydn B pamMkax CUCTEMbI
MEeHe)KMeHTa KayecTBa, Ha COOTBETCTBME MpoAyKuum TpeboBaHMsAM MoOXeT ObiTb HenocpeacTBEHHbIM WMn
KOCBEHHbIM.

6.2.2 KOMnNeTeHTHOCTb, NoAroToBKa, MHPOPMUPOBAHHOCTb

OpraHusauns gomxkHa:

a) onpeaenaTb HeoOXOAMMYKD KOMMEeTEHTHOCTb MepcoHana, BbIMOSHsoWero paboTy, koTopas BhvsieT Ha
COOTBETCTBUE NMPOAYKUMMN TPEGOBAHUAM;

6) roe aTo NpuUMeHMMoO, obecnevmBaTb NOArOTOBKY UMW NPeAnpuHUMaTh ApyrMe OeWCTBUSA C Lienbio OOCTUXEHUS
HeoGX0AMMOI KOMNETEHTHOCTH;

B) OLleHVBaTb pe3ynbTaTUBHOCTb NPEeANPUHATLIX OEWCTBUI;

F) rapaHTupoBaTb, YTO NepcoHan I/IH(*)OpMI/IpOBaH O 3HA4YMMOCTU N BaXXHOCTWU ero AeATesIbHOCTU U O TOM, Kak
COTPYOAHUKN BHOCAT CBOW BKMag B 4OCTWXKEHMe Lenen B ob6nactn ka4yecTsa;

A) ynpaensaTb COOTBETCTBYIOLMMY 3anucy 06 obpasoBaHun, NOArOTOBKE, HaBblkax 1 onbiTe (CM. 4.2.4).
6.3 UHdppacTpykTypa

OpFaHM3aL|,I/IF| OOJDKHa onpeaenatb, obecneunBatb u nogaepXxmBatb B pa6oqu COCTOAHUN MchpaCprKTypy,
Heo6xop,wmy+o ana AoOCTUXKeHUnA COOTBETCTBUA Tpe6OBaHI/IF|M K npoaykuun. I/IHd)paCprKTypa BKNtoyaeT B ceba B
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3aBMCUMOCTU OT CUTYaLUN:

a) 3naHusi, paboyee NPOCTPaHCTBO M CBA3AHHbIE C HUM CpeacTBa Tpyaa;

0) TexHonornyeckoe obopygoBaHue (Kak TEXHUYECKME, Tak U NporpamMmMHble CPencTBa);

B) cny06bl obecneyeHus (Hanpumep, kKak TPaHCMOPT UM KOMMYHUKALMOHHbBIE UM MHADOPMALVOHHbBIE CUCTEMBI).
6.4 Work environment

OpraHusaumsa gofmkHa onpenensaTb NPOU3BOACTBEHHYI cpefy,, HeoGXooumyk AN OOCTUXKEHUS COOTBETCTBUS
Tpe6oBaHUAM K NpoayKLMK, U YNPaBsAThb €lo.

NMPUMEYAHUE. TepmuH «paboyass cpefa» CBsi3aH C TEMW YCIOBUSMW, B KOTOPbIX BBIMOJHANOTCA paboThl,

BKMoYasi usMyeckne, 3konorudeckue u Apyrue aktopbl (TakMe Kak LIyM, TemnepaTtypa, BRaXHOCTb,
OCBELLEHHOCTb UMK noroaa).

7 NMponsBoacTBO NpoAyKUUn

7.1 NMnaHupoBaHue NpousBoAcTBa NPOAYKLUMN

OpraHusaums OomkHa nnaHMpoBaTh M pa3pabaTtbiBaTb NPOLECCHl, HEOOXoauMble ANsi NPOU3BOACTBA NPOAYKLMM.
MnaHvpoBaHMe MNPOU3BOACTBA MPOAYKLUMM AOSMKHO ObITb cornacoBaHo ¢ TpeboBaHUsIMM K OpyrMMm npoueccam
CUCTEMbl MEHEXXMEHTA kadecTBa (cMm. 4.1).

Mpu nnaHMpoBaHUM NPOU3BOACTBA NPOAYKLMUN OpraHn3auns OormKkHa onpeaennThb, rae 3To NPUMEHNMO:

a) uenu B 06nacTu kayecTea 1 TpeGoBaHNA K MPOAYKLMNU;

6) noTpebHOCTbL B pa3paboTke NpoLLeccoB M AOKYMEHTOB, a Takke B obecneyeHun pecypcamu, cneumpuyecknmm
ONst 3TON NPOAYKUNW;

B) HeobGxoguMble AeNCTBUSA Mo npoBepkKe, noaTBepPXXAEHN, MOHUTOPUHTY, N3MEPEHNID, KOHTPOJTKO U UCNbITaHUNAM,
CI'IGLI,I/I(*)I/I‘-IHble anst aTon npoaykumn, a Takke Kputepumun npnemMkmn npoaykunm;

r) 3anucu, Heobxogmmble Ans obecneyeHns CBUOETENbLCTBA TOrO, YTO NMPOLECCHI MPOU3BOACTBA M NPoOU3BeaeHHas
NPOAYKUMSI COOTBETCTBYIOT TpeboBaHUsAM (cm. 4.2.4).

PesynbTaTt 3TOro NNaHMpoBaHWs OOSKEH ObITb npeacrtaeiieH B BUae, COOTBETCTBYHOLLEM MpakTUKe opraHn3auun.

MPUMEYAHMUE 1. JokymeHT, onpeaensoLwmii NpoLecchbl CUCTEMbI MEHEAXXMEHTa KayecTBa (BKMNtoYasa npoLecchl Npon3soacTea
NPOAYKUMM) U pecypchbl, KOTOpbIE AOIMKHbI ObITb UCNONb30BaHbI AN KOHKPETHOW NMPOAYKLUM, NPOEKTa UMM KOHTpaKkTa, MOXeT
paccMmaTpuBaTbCs Kak niiaH kavyecTsa.

MPUMEYAHMUE 2. Mpun pa3paboTke NpoLieccoB NPOM3BOACTBa NPOAYKLMN OpraHn3aLms MOXeT Takke NPUMEHsITb TpeboBaHus,
npvBeAeHHbIe B 7.3.

7.2 Mpouecchbl, cBA3aHHbIe C NoTpebuTenem

7.2.1 OnpepeneHue TpeboBaHUM, OTHOCSLMXCA K NPOAYKLIMU

OpraHusaums JormKHa onpeaenuTb:

a) TpeboBaHus, ycTaHOBMNEHHbIE NOTpebUTeneM, BKNoYas TpeboBaHNs K NOCTaBke U OEACTBMSAM NOCIe NOCTaBKy;

6) Tpe6OBaHI/IF|, He onpepgernieHHble I'IOTp96I/ITeJ'IeM, HO Heobxoaumble AN yKasaHHOro mnu npeanonaraemoro
npuMeHeHunsd, Kkorga oHO N3BeCTHO,

B) 3akoHoaaTellbHble U HOpMaTUBHbIE Tpe6OBaHMF|, npuMeHnMbIE K NpoayKLUNu;,
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r) nodble 4ONONHUTENBHbIE TPEeOOBaHUS, KOTOPbIE OpraHn3auUnst CYMTaeT HEOOXOOUMbBIMM.

MPUMEYAHUE. [encTtBua nocne nocTtaBKM MOryT BKMOYaTb, HANpUMep, OENCTBUS NO O0BecrneyvyeHuto rapaHTum,
OEeWCTBUS, BblTEKAKOLIME U3 KOHTPaKTHbIX 0bOs3aTenbCTB, TakMe Kak, obcnyxuBaHue, a Takke OOMOMHUTENbHbIE
yCcnyru, Takve Kak nepepaboTtka 0TX040B MU YHUUYTOXEHNE NpogyKUnu.

7.2.2 AHanu3 TpeboBaHUIN, OTHOCALLUUXCS K NPOAYKLUN

OpraHusaums [JofmkHa aHanusmpoBaTb TpeboBaHWs, OTHOCAWMECH K Mpoaykumn. ITOT aHanm3 [OIDKeH
NPOBOANTLCS 00 MPUHSATUS OpraHmsaumen obsisatenbCcTBa NOCTaBMATL NPOAYKUMIO noTpebutento (Hanpumep,
nogada AOKYMEHTOB Ha TeHAEep, NMPUHSATME KOHTPAKTOB WM 3aKa3oB, NPUHATUE U3MEHEHMIN K KOHTpakTam Wnwu
3aKasam) M JOJPKEH rapaHTMpoBaTh, YTO:

a) TpeboBaHMs K NpoAYKUMM ONpeaeneHsbl;

6) TpeboBaHNA KOHTpakTa U1 3akasa, OTNn4aKrLLMecs oT paHee cHOPMYNMPOBaHHbIX; COrMacoBaHbl, U

B) opraHm3aLmsi CnocodHa BbIMONTHUTbL YCTaHOBIIEHHbIE TPeboBaHUS.

3anucu ¢ pesynbTaTaMu aHanuMsa M OeUCTBUW, Criedylolmx U3 aHanusa, OOMkHbl noadepXuBaTtbcsi B paboyem
COCTOsIHUK (4.2.4).

B Tex cnyyasix, korga notpebuTternb BbiCKasbiBaeT HEOOKYMEHTMPOBAHHbIE MpeariokeHus unu TpeboBaHusl, OHW
HOOJDKHbI ObITb NOATBEPXKAEHBI OpraHU3aumnen 4o UX NMPUHATUS.

B cnyyae nsmeHeHusi TpeGoBaHWi K MPOAYKLUM, OpraHn3aumst AOMKHA rapaHTMpoBaTh, YTO 3HAYMMbIE JOKYMEHTHI
ObIN 0BHOBINEHBI 1 YTO 3a4eCTBOBAHHbIM NepcoHan NnocTaBneH B M3BECTHOCTb 06 3TUX U3MEHEHUAX.

MPUMEYAHWME. B HeKOTOpbIX cUTyauusix, Taknx, Kak VIHTepHeT-npogaxun, He MMeeT CMbICMa aHanuanpoBaTh KaXKObl 3akas.
BmecTo aToro aHanmM3 MOXeT NPOBOAMTLCS B OTHOLUEHMM CYLLEeCTBEHHOM MHgopMauuu O nNpoaykuuu, coaepxallencsa B
KaTanorax unv peknamHbix MaTepuanax

7.2.3 BsaumogencrTBue c notpedbutenem

OpraHusaums [ofbkHa onpefensdtb M OCYLECTBRATb pe3ynbTaTMBHbIE MEPOMNPUATAS MO B3aUMOOEWCTBUIO C
noTpebutensamu, kacatwLmecs:

a) nHopmMaumm 0 NPoayKL MK,

6) 3anpocoB, NPOXOXAEHUA KOHTPAKTOB UMW 3aKa3oB, BKIKOYasi NONpaBku; n

B) obpaTHOI CBA3U OT NoTpebuTenen, Bkrtoyasa xanobsl noTpebutenen.

7.3 NpoekTupoBaHue u paspaboTtka

7.3.1 NMnaHnpoBaHue NPOEKTUMPOBaHUSA U pa3paboTKku

OpraHusauns gomkHa nnaHupoBaTh M YNpaBnATb NPOEKTUPOBaHMEM U pa3paboTKkon NpoayKuuu.

B xone nnaHupoBaHusa NpoekTUpoBaHMs 1 pas3paboTku opraHM3auus JoSbKHa yCTaHaBNuBaTh:

a) cTaguu NpoekTUpoBaHusa u paspaboTky;

6) aHanus, NPoOBEpPKy M YTBEPXKAEHNE, KOTOPbIe COOTBETCTBYIOT KaXKAOW CTaauny NPOEKTUPOBaHUA 1 pa3paboTky;

B) OTBETCTBEHHOCTb M MOMIHOMOYMS A1 MPOEKTUPOBaHWS N pa3paboTku.

OpraHusaums [JoOfmKkHa ynpaBnsaTb B3anMMOZEWCTBMEM Pa3fWYHbLIX [PyNM, 3aHATbIX MPOEKTUPOBaHNEM W

pa3paboTkoi, 4TOObl rapaHTUpPOBaTb pPe3ynbTaTUBHbLIA OOMEH [OaHHbIMM W 4YeTKkoe pacnpeneneHue
OTBETCTBEHHOCTMU.
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PesynbTaThl NNaHMPOBaHUS OOMKHbI aKTyanM3npoBaThCs, eCnn 3TO LienecoobpasHo, No XoA4y NpPOEKTUPOBaHNUS U
pa3paboTku.

MPUMEYAHUE. AHanus, npoBepka M yTBEpXAEHUE B X04e MPOEKTUPOBaHUS U pas3paboTkym UMEKT pasnunyHoe
HasHayeHne. OHM MOryT MPOBOAWTBCS U PErMCTPMPOBATBLCS B 3anMCAX OTAENbHO unu B nobori komMOuHauun, B
3aBMCMMOCTM OT TOFO, HACKOSbKO 3TO NOAXOAUT ANS KOHKPETHOW NPOAYKLMN 1 OpraHm3aunm

7.3.2 Design and development inputs

BxogHble OaHHble, oTHOcALMec K TpeboBaHMAM K MPOAYKUMW, OOMKHbI OblTb OnpederneHbl, a 3anucu AOSKHbI
ynpaensAtbes (M. 4.2.4). OTU BXOAHbIE AaHHbIE OOMMKHbI BKMHOYaTh!

a) OyHKUMOHarbHbIE M 3KCMNyaTaLMOHHbIE TPeOOBaHUS;

6) cooTBETCTBYIOLLME 3aKOHOAATENbHbIE U HOPMATUBHbIE TPEOOBaHMS;

B) TaM, rge 3To BO3MOXHO, UHOpMaLMIO, B3ATYIO N3 NPeAbIAYLLNX aHaNOMYHbIX MPOEKTOB;
r) apyrne TpeboBaHusi, CyLLLECTBEHHbIE AN MPOEKTUPOBAHUA N pa3paboTKu.

BxoaHble [OaHHble [OOMKHbI aHanM3MpoBaTbCA Ha [OCTAaTOYHOCTb. TpeboBaHWA [AOMKHbI GbiTb MOMHLIMMU,
HeABYCMbICIEHHBIMU U HEMPOTUBOPEUYNBLIMU.

7.3.3 Pe3ynbTaThbl NPOEKTUPOBAHUA U pa3paboTku

PesynbTaTbl MpOeKTUpOBaHMS U pa3paboTku AOMKHbI ObITb NpeacTaBneHbl B hopMe, MO3BOMSAIOWEN NPOBECTU UX
MPOBEPKY Ha COOTBETCTBME BXOAHbIM AaHHbIM ANS MPOEKTUPOBaHMA M pa3paboTkv, a Takke OOMKHbl ObiTb
yTBEPXAEHbI 0 X NocneayLero NCrnons30BaHus.

PesynbTatbl NpoeKkTMpoBaHus 1 pas3paboTKu JOSMKHbI:

a) COOTBETCTBOBATb BXOAHbIM TpeboBaHUAM A5 NPOEKTMPOBaHMSA U pa3paboTkuy;

0) NpenocTaBnsATb COOTBETCTBYHOLLYIO MHPOPMALMIO AN 3aKYMNOK, MPOM3BOACTBA U 0BCNyXnBaHUS;

B) coAepxaTb KpUTepUU NpUEMKM NPOSYKLUN UIN CChIMKM Ha HUX;

F) onpenendaTb XapakTepucTtukm npoaykunn, cyliecCTtBeHHble Ond ee ©e3onacHoro u npaBuUIIbHOro NCNOJ1Ib30BaAHUA.

MPUMEYAHUE. NHdopmaums ons nponsBoACTBa U 0OCNYyKMBaHUST MOXET BKNtoYaTb NogpobHOCTH, Kacarolmecs
COXPaHHOCTM NPOAYKLMMK.

7.3.4 AHanu3 pe3ynbTaToOB NPOEKTMPOBaHUs U pa3paboTku

Ha Tex ctagusx, raoe aTo He06X0AMMO, AOIMKEH MPOBOAUTLCA CUCTEMATUYECKUIN aHanv3 npoekTa 1 pa3paboTku B
COOTBETCTBUU C 3annaHUPOBaHHbIMU MeponpUATUAMU (cM. 7.3.1):

a) YToObl OLIEHNTL CMNOCOBHOCTL Pe3yNbTaToB NPOEKTUPOBAHUSA N pa3paboTkn yooBNETBOPATL TPEOOBAHMAM;

0) 4TOGbI BbISBUTL Nt0GbLIE NPOGNEMbI U NPEATNOXUTL HEOBXOANMbIE AENCTBUS.

B coctaB y4yacTHMKOB Takoro aHanu3a [AOSfKHbl BKNKOYaTbCA Te, KTO y4yacTBOBan B aHanuMsmpyemow(bim)
cTaguu(am) nNpoekTMpoBaHus U paspaboTku. 3anucu ¢ pesynbTaTamMu aHanusa v Bcex HeobxoauMbiX AeWCTBUN
OOMXHbI ynpaBnsaTbes (cm. 4.2.4).

7.3.5 NpoBepka pe3ynbTaToOB NPOEKTUPOBAHUA U pa3paboTku

MpoBepka [OMKHa OCYLLECTBNSATLCA B COOTBETCTBUM C 3amiaHWpPOBaHHbIMKM Meponpustuamu (cm 7.3.1), 4Tobbl
rapaHTMpOBaTb, YTO pe3ynbTaTbl MPOEKTMPOBaHUSA U paspaboTkM yOAOBNETBOPSOT BXOAHBIM TpeboBaHusaM. 3anucu
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C pesynbTaTaMv NPOBEPKM U BCEX HEOBXOAMMbIX AENCTBUI OOIMKHbI YNpaBnaTbes (CM. 4.2.4).
7.3.6 YTBepxAaeHue pesynbTaTa NPoeKTUpoBaHMe U pa3paboTku

YTBEpXKOEHME pe3ynbTata MNpPOEKTMPOBaHMS M pas3paboTKM [OMMKHO OCYLLECTBASTBCA B COOTBETCTBMM C
3annaHnpoBaHHbIMK MeponpusaTuamMu (cM. 7.3.1), 4yToObl rapaHTUpoOBaTb, YTO KOHEYHas MpOAYKLMS CrnocobHa
yOOBMNETBOPUTL TpeboBaHMs Ans YCTAHOBMEHHOIO UMW NpearonaraemMoro UCnosfib30BaHWUsi, eCrfii OHO M3BECTHO.
[Ae 3TO MpakTU4Yeckn LenecoobpasHo, YTBEPXKAEHWE OOMKHO ObiTb 3aBEPLUEHO 4O MOCTaBKU UMM MPUMEHEHUS
npogykuun. 3anucu ¢ pesynbtaTtamn YTBEPXKOEHUS U BCEX HEOOXOAMMbBIX OEWCTBUM LOMKHbI YNPaBnsTbCs (CM.
4.2.4).

7.3.7 YnpaBneHue nameHeHusimu

N3meHeHns npoekta M pas3paboTkM AOMkHbl OblTb MAEHTUUUMPOBAHbLI, a 3anuMcu AOJKHbI  YNPaBMSTbCS.
N3meHeHMsa fomkHbI ObiTb NpoaHanu3npoBaHbl, NPOBEPEHbI U YTBEPXKAEHbI COOTBETCTBYIOLLMM 06pa3oMm, a Takke
COrnacoBaHbl O BCTYMMEHUs B cuiy. AHanu3 M3MEHEHMI MpoekTa M pa3paboTKM OOSPKEH BKMYaTb OLIEHKY
BMVSIHNS U3MEHEHUI Ha COCTaBHbIE YacTW U YXKe MOCTaBMEHHYI0 MPOOYKLMIO.

3anucuy ¢ pesynbTataMu aHanm3a U3MeHeHU 1 nobbix HEOBXOANMbBIX ENCTBUN O0SMKHbI yNpaBnaTbea (4.2.4).

7.4 3aKkynku

7.4.1 MNMpouecc 3aKynok

OpraHusaums OOrpkHa rapaHTMpoBaTh, YTO 3akynaemasi NpOoAyKLMS COOTBETCTBYET YCTAHOBIIEHHBLIM 3aKYMOYHbIM
TpeboBaHuAM. Tun M CTeneHb YyMNpaBMneHus, MPUMEHSIEMble MO OTHOLIEHUIO K MOCTaBLUUKY M 3aKynaemom
NpoayKUUW, OOIMDKHbI 3aBMCETb OT ee BO3AEWCTBMS Ha mnocnegyollee nNpousBogcTBO NMPOAYKLUU UMK KOHEYHYHO
NPOAYKLMIO.

OpraHusaums OomkKHa oueHMBaTh U BbiGupaTh NOCTaBLUMKOB HA OCHOBE UX CMOCOBHOCTY NOCTaBNATb NPOAYKLMIO B
COOTBETCTBUM C TpeboBaHusiMM opraHusauun. [ormkHbl ObiTb padpaboTaHbl KpuTepuum 0TOOpa, OLEHKM U
MOBTOPHOW OUEHKW. 3anvcu ¢ pesynbTataMu OLeHMBaHUS M NoObiX HeOoOXOAMMbIX AENCTBUW, BblTEKAKLMX U3
OLEHKW, OOMKHbI yNpaBnaTbes (4.2.4).

7.4.2 UHcdbopmaumsa ans 3akynok

MHdopMaumsa ans 3akyrnok AorkHa OnuMcbiBaTb MPOAYKUMIO, KOTOPYH HeoGXoaumo 3aKkynuTb, BKIOYas, rae aTo
Heobxoaumo:

a) TpeboBaHusa ansa ogobpeHnst NpoayKumu, Npoleayp, NpoLeccoB n 000pyaoBaHus;
0) TpeboBaHusa k KBanudmrkauumn nepcoHana; un
B) TpeboBaHUsA K cUCTEME MEHEPKMEHTA KavyecTBa.

OpraHnsauusa gorkHa rapaHTMpoBaTh aleKBaTHOCTb YCTAHOBMEHHbIX TpeboBaHMi AN 3aKynoK A0 UX coobLLeHNs
NOCTaBLLMKY.

7.4.3 NMpoBepka 3aKynyIeHHOW NPOAYKLMK

OpFaHlllSaLl,l/IFl LOOJDKHa paspa60TaTb N OCYyLLEeCTBNATb KOHTPOIlb WK [gpyrue OencTBeusi, Heobxogumblie AOns
rapaHTum TOro, 4YTO 3aKynrieHHaa npoaykuuna yooesrneTtBopdAaeT YyCTaHOBIIEHHbIM 3aKynoO4YHbIM Tpe6OBaHI/IF|M.

B Tex cnydyasx, korga opraHusauua Unu ee noTpebuTensb nNpeanonaratoT OCyLECTBUTbL NPOBEPKY Ha TepPUTOPUM
nocTaBLLMKa, TO OpraHu3auus AomkHa ykasaTb npeanoniaraemMble MEPONPUATUS MO NPOBEPKE W NOPSA0K BbiMycka
MPOAYKLMM B MH(OPMALUK A5 3aKYTOK.
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7.5 MponsBoAacTBO U 06CnyXmBaHue

7.5.1 YnpaBneHue Npou3BOACTBOM U O06CnyXuBaHueM

OpraHu3aums JOSPKHa NiTaHMpOBaTh M OCYLLECTBNSATb NPOM3BOACTBO 1 0OCMNYXNBaHNE B yNpaBAsieMbIX YCNOBUSX.
YnpaBnseMble yCrioB1s SOIMKHbI BKITKOYaTb, HACKOSBKO 3TO MPUMEHNMO:

a) Hanuune NHOpPMaLMK, ONUCHIBAKOLLIEN XapaKTEPUCTMKN NPOAYKLMK;

0) Hannume paboyumx NHCTPYKUMIA B criy4ae HeobXOAMMOCTH;

B) NPUMEHEHNE NoaXoasLLero obopyaoBaHus;

r) HaNM4Yne N NPMMEHEHNE KOHTPOSbHbBIX U M3MEpPUTENbHbIX MPUOOPOB;

0) NpoBeAeHNE MOHUTOPWHIA N U3MEPEHWIA; U

€) OCyLLEeCTBINEHME BbIMycKa, MOCTaBKM W AEACTBUIA NOCIE NOCTaBKU NPOSYKLNN.

7.5.2 YTBepXAeHne npoLeccoB NPOU3BOACTBA U 06CNYy>KUBaHUA

OpraHu3aums JormkHa yTeepXaaTtb Nobble npouecchbl NpoM3BOACTBA U OOCNYXMBaHWS, pe3ynbTaTbl KOTOPbIX He
MOTyT ObITb NPOBEPEHbI MOCPEACTBOM NOCHEAYHOLWEro MOHUTOPUHIA UMW M3MEPEHUS, U, Kak cneacTeue, edekTbl

CTaHOBATCA ABHbIMU NMULLb NOCe NpUMeHeHNA NPOoAYKLUMN UM NOCTaBKKU YCIYTrn.

YTBEepXaeHue [OIMKHO [EMOHCTPMpOBaTb CMOCOGHOCTb 3TUX MPOLECCOB  AOCTUraTh  3amnfiaHMpOBaHHbIX
pe3yrbTaToB.

OpraHu3auuns gormkHa pa3paboTatb cpedcTBa 4718 3TUX NPOLECCOB, BKITOYast, €CNn 3TO NPUMEHMMO:
a) onpegeneHHble KpuTepuy Ans aHanuaa 1 ogobpeHmns NpoLeccos;

0) onobpeHne 0bopyaoBaHusA 1 KBanudukalumMm nepcoHana;

B) NpPYMeHeHne npeanMcaHHbIX METOA0B M NpoLeayp;

r) TpeboBaHus k 3anmcam (cm 4.2.4); n

[) NOBTOPHOE yTBEPXAEHNE.

7.5.3 UpeHTUdMKauma n npocnexmBaeMocTb

oe ato NPUMEHNMO, opraHmn3aumna goJrKHa MﬂeHTM(bI/ILI,I/IDOBaTb npoayKumno COOTBETCTBYHOLWMMU CpeacTBaMn Ha
BCEM MpPOTAXEeHUN Npon3eBoacTea nNpoaykunn.

OpraHusaums gormkHa maeHTuduuupoBaTb CTaTyc Npoaykuuw, onpegensemMbll TpeboBaHMAMU MOHUTOPUHIA U
N3MepeHui.

Ecnu npocnexvBaemocTb sBnsietcs TpeboBaHWeMm, TO oOpraHv3aumMsi [OfKHa YNpaBnsTe  yHUKarbHOW
noeHTnmrkaumnen NpoayKuMn 1 ynpaenaTe 3anncamm (cMm. 4.2.4).

MPUMEYAHMWE. B page oTpacnei NpoOMbILLNEHHOCTN MEHEMKMEHT KOHUrypaLun SBnsieTcsi CpeacTBOM, C MOMOLLBI KOTOPOro
noaaepXvuBaeTcs MAEHTUMMKaLMSA U NPOCNEXMBAEMOCTb.

7.5.4 CobcTBEHHOCTb NOTpedbuTenen

OpraHusauns gormkHa nNposiBNATb 3a60Ty 0 COBCTBEHHOCTU NOTPEOUTENS, MOKa OHAa HaxoAUTCS Nog yrnpaBleHUneMm
opraHuMsaumMm unu wucnonbayetcs eto. OpraHu3auusi OOoMmKHa WAEHTUUUMPOBATbL, NPOBEPSTb, 3alMLaTh M
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COXPaHsATb COBCTBEHHOCTb MOTPEOUTENS, NPEAOCTABNEHHYIO OISt UCMOMb30BaHUS UMW BKIHOYEHMS B NMPOAYKLIMIO.
Ecnn cobcTBeHHOCTL MOTPEOUTENs yTepsiHa, MOBPEXAeHa MNU MpusHaHa HEenpUrogHowm Ans UCMNONb30BaHWs,
OopraHusaumsi 4oSmKHa N3BECTUTb 00 3TOM NOTPeduTens u ynpaenatb 3anucavu (4.2.4).

NMPUMEYAHUE. CobctBeHHOCTb MOTpebuTens MoxeT BkM4YaTb B Ce0S1 MHTennekTyanbHyl0 COOCTBEHHOCTb MNWU NNYHbIE
AaHHble.

7.5.5 CoxpaHHOCTb NpoAYyKLMU
OpraHusaumss gormkHa obecneumBaTb COXPAHHOCTb MPOAYKLUUM B XOAEe BHYTPEHHel o6paboTkm M B npoLuecce
MOCTaBKM K MECTY HasHa4yeHUs C LeMnbio nogaepXaHus cooTBETCTBUSA TpeboBaHUAM. Hackonbko aTO MPUMEHNMO,

obecrneyeHne COXPaHHOCTM HOJPKHO BKIOYaTb WAEHTU(MKALMIO, ymeroe obpalleHue, ynakoBKy, XpaHeHue U
3awuTy. OGecneyeHne COXPaHHOCTM AOMKHO TaKKe NMPUMEHSITBCSA U K COCTaBHbIM YacTsM NMPOAYKLUW.

7.6 YnpaBneHue ycTpocTBamMum AN MOHUTOPUHIa U U3MepeHUi
Opransau,Mﬂ OOJDKHa onpeaenntb, Kakme MOHUTOPUHI U U3MepeHUA OOJKHbI ObITb nponsesedeHbl, a TakKxe
yCTpOIZCTBa anda MOHUTOPUHra un M3mepeH|/||?1, HeOﬁXOD,I/IMbIe ana obecneyeHus cBMAeTesNnibCTB COOTBETCTBUA

npoaykunmn yCtaHOBJ1€HHbIM Tpe6OBaH NAM.

OpFaHM3aLI,I/IF| OOJDKHa paspaGOTaTb npouecchl, YTOObI rapaHTmpoBaTtb, YHTO MOHUTOPUHT N N3MEPEHUA MOryT ObITb
BbIMOSIHEHbI 1 BbINOMHATCSA Cnocobom, KOTOprIZ cornacyetca C Tpe6OBaHI/IF|MI/I K MOHUTOPUHTY U N3MEPEHUAM.

Tam, roe Heobxognmo obecneumBatb UMeElOLLME 3aKOHHYIKO CuUIny pes3ynbTaTbl, U3MepPUTESIbHOE o6opy,qOBaHv1e
OOJIKHO!

a) OblTb OTKkanMbpoBaHO MMM MOBEPEHO, WM M TO, W OpPYyroe, B YCTAHOBMEHHbIE Mepuoabl WUNK nepen ero
NMPUMEHEHMEM MO U3MEPUTENbHBIM 3TaNOHaM, BbITEKAIOLWMM U3 MEXAYHAPOOHbIX UM HAaLMOHANbHbIX 3TarloHOB.
Mpu OTCYTCTBUM TakMx 3TanoHoB 6a3a, NCNoNb3oBaHHas ANs KanMbpPOBKU UM MOBEPKM, A0MKHA ObiTb ochopmeHa
Kak 3anuchk (cm 4.2.4);

0) ObITb HACTPOEHO MM NOBTOPHO HACTPOEHO MO Mepe HeOOBXOAMMOCTH;

B) MMETb MAEHTUMKALMIO C LieNbio YCTAaHOBIEHUS cTaTyca KanubpoBKy;

r) ObITb 3aLWMLLEHO OT HaCTpOEK, KOTOopble caenanun Obl HEAENCTBUTENBbHBIMU pe3ynbTaTbl NAMEPEHUA,

A) OblTb 3alUMLIEHO OT MOBPEXAEHUA W YXYALEHWA COCTOSHUA B MEepuod WCMoNb30BaHWs, TEeXHWUYECKOro
06CNyX1UBaAHUS N XpaHeHUs.

Kpome TOro, opraHusauus [OKHA OLeEeHMBaTb U UKCMPOBaTb MPaABOMOYHOCTb MpeablayliMx pe3ynbTaToB
N3MepeHusi, ecnn obHapyXeHo, 4TO obopydoBaHWe He COOTBETCTBYET TpeboBaHusM. OpraHu3auust [OSPKHa
npegnpvHMMaTb COOTBETCTBYIOLLEE AEWCTBME B OTHOLLUEHWM OBOpyAOBaHMS M MOOON NPOAyKUMM, Ha KOTOpble
cobbITVe BRvseT.

3anucu ¢ pesynbTatamMm KanubpoBKM 1 NMOBEPKN OOIMKHbI yNpaBnsaTbes (cMm. 4.2.4).

Ecnv npu MOHUTOPWHIE U U3MEPEHMMN YCTAHOBIEHHBLIX TPeOOBaHUA MCNOMb3YHTCH KOMMbIOTEPHbIE NPOrPaMMHbIE
CcpeacTBa, UX CNocobHOCTb yOOBNETBOPATL NpearonaraeMoMy NMpUMEHEHWUO AoMmkHa OblTb noATBepXkaeHa. OTo
[OIMKHO ObITb OCYLLIECTBMNEHO 40 Havana NpMMEHEHUst U NOBTOPHO NOATBEPXKAEHO, €CNN HEOBXOAMMOCTM.

MPUMEYAHMUE. MoaTtBepxaeHne cnocobHOCTN NporpaMMHOro obecrneveHunst yaoBneTBOPATL NpeanosiaraeMoMy HasHauYeH o
MOrno Obl BKNOYaTb €ro NPOBEPKY M YNpaBneHne KOHUrypauusiMum ¢ Lenbio NoAAEPKKN ero NPUrogHOCT Anst UCMOoSb30BaHUS.

8 U3mepeHue, aHanus v ynydllueHuve
8.1 O6bLwme nonoxeHus

OpraHu3aums gomkHa MraHuMpoBaTb U BHEOPSiTb MPOLECCHI MOHUTOPUHIA, MU3MEPEHUS!, aHanu3a U yrny4lleHus,
HeobxoauMble Ans:
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a) AeMOHCTpaUMn COOTBETCTBMS NMPOAYKLUM TPEGOBaHUAM;
6) rapaHTMpOBaHMS COOTBETCTBUS CUCTEMbI MEHEPKMEHTA Ka4YecTBa;
B) NOCTOSIHHOTO MOBLILLEHUSI Pe3YNbTAaTUBHOCTY CUCTEMbI MEHe)KMEHTa KayecTsa.

OTO [OMKHO BKMYaTb onpepeneHne nNpuUMeHUMbIX MeTodoB, B TOM 4uUcCle CTaTUCTUYECKUX, U obnacTtb ux
MCnoJib3o0BaHuA.

8.2 MOHUTOPUHT U U3MepeHUst
8.2.1 YpoBneTBOpPEHHOCTb NOTpeduTens

B kayecTBe oOHOrO M3 rokasatenein paboTbl CUCTEMbl MeHeMXMEHTa KayecTBa oOpraHuMsauus [OorHKHa
oTcnexvBaTb MHADOPMALIMIO, CBA3AHHYIO C BOCTIPUATMEM NOTPEeBUTENEM TOro, HACKONbKO OpraHM3auUus BbinonHuna
ero Tpe6oBaHus. [JomkHbl GbiTb YCTAHOBIEHBI METObI NOMYYEeHMs U UCTONb30BaHNA 3TOM MHGOPMaLINK.

MPUMEYAHUE. MoHUTOPMHI BOCMPUATUS NOTPEOMTENS MOXET BKMoYaTh NOMy4YeHUEe UCXOOHbIX AaHHbIX OT TakuX
WCTOYHMKOB, Kak 0630pbl yO0BNETBOPEHHOCTU NOTpebutens, nHdopmauusa ot notpebutenen no noBoay KayecTtsa
NnocTaBneHHON Npoaykuuu, 0630pbl MHEHWW Monb3oBaTenen, aHanu3 6usHec-notepb, oduuManbHble OT3bIBbI,
peknamauuy no rapaHTuu, OT4YeTbl ANMNEPOB.

8.2.2 BHyTpeHHU ayauT

OpraHuzauusi [omKkHa MpPOBOAWTb BHYTPEHHME ayauTbl — Yepes 3anfiaHWpoBaHHble WHTepBanbl C  Lenbio
YCTaHOBJIEHUS TOrO, YTO CMCTEMA MeHe)KMeHTa KayecTBa:

a) COOTBETCTBYET 3amnfiaHMpPOBaHHbIM MeponpusaTuam (cm. 7.1), TpeboBaHMAM HaCTOSILLEro MeXOayHapOAHOro
cTaHgapTa u TpeboBaHMsAM K CUCTEME MEHE)KMEHTa Ka4yeCTBa, YCTaHOBIIEHHbIM OpraHu3aLumnen; u

6) BHe[peHa pe3ynbTaTuBHO U NogAepXNBaeTCA B pa6oqu COCTOAHUN.

[omkHa ObITb onpenerneHa OOKYMEHTUpOBaHHaA npoueaypa ana Toro, YTOObI onpegenntb OTBETCTBEHHOCTb
Tpe6OBaHMF| 4Ona nnaHnMpoBaHUA 1 npoesefeHna ayguToB, YCTaHOBIIEHUA 3anucen n otyeTa o pes3ynbTartax.

Mporpamma ayauTa AofmkHa NaHMpoBaTbCs C Y4ETOM cTaTyca U BaXHOCTU MPOLLeCCOB U oBnacTer, noanexatimx
ayouTy, a Takke pesynbTaToB Npeablaylumx ayautos. KpuTepuu ayauTa, o6nactb, YacToTa U METoAbl ayavToB
J0IKHbI GbITh onpeaeneHsl. BoiGop ayauTopoB 1 NpoBedeHNe ayaMToB A0SKHbI rapaHTUpPoBaTh 06 bEKTUBHOCTL U
GecnpucTpacTHOCTL Npouecca ayavTa. AyauTopbl He LOJTKHbI MPOBEPSITE CBOK COBCTBEHHYIO paboTy.

3anucy ayanToB 1 3anncu ¢ ux pedynbTatammn JOSDKHbI yNpaBnsaTbes (cm 4.2.4).

OTBETCTBEHHOCTb U TPeOOBaHUS K MNaHUPOBAHMIO U MPOBEAEHUIO ayAWUTOB, a TaKkKe K OTYETY O pesynbTaTax u
nogaepKaHuio B pabovyemM COCTOSHMU 3anucen JoMmkHbI ObITb OonpeaerneHbl B AJOKYMEHTUPOBAHHOW npoueaype.
PykoBoAcTBO, OTBETCTBEHHOE 3a MpoBepsieMble 00MnacTu, OOMKHO rapaHTUpoBaTb, YTO Niobble Heobxoaumble
KOPPEKLMN N KOPPEKTUpYOLnEe OEWCTBUSA MpeanpuHumaroTcs 6e3 3agepkku, YTobbl yCTpaHUTb OOHapyXeHHble
HEeCOOTBETCTBMA W Bbi3BaBLUME WX MpuuYMHbl. [locnegytowme OeWCTBUS [OIDKHbI - BKMKOYATb  NPOBEPKY
npeanpuHATLIX Mep 1 OPMUPOBaHME OTYETA O pedyrnbTaTax 3TON NPOBEPKU.

MPUMEYAHME. Cm. MCO 10011-1 ansa pykoBOACTBA.

8.2.3 Monitoring and measurement of processes

OpraHusaums [OofmkHa MPUMEHSITb nogxogsiimMe MeTodbl MOHUTOPUHra W, rae 370 MPUMEHMMO, M3MEepeHUst
NPOLECCOB CUCTEMbI MEHE)KMEHTA KayecTBa. OTM MeToAbl AOMKHbI AEMOHCTPUPOBATL CMOCOBHOCTL MPOLECCOB

OOoCTuraTtb 3anfiaHMpPOBaHHbIX pe3ynbTaToB. Ecnu 3annaHnpoBaHHble pe3ynbTaTbl HE OOCTUTHYTbI, TO, OOJDKHbI
npeanpuHMMaTbCA KOPppPEeKUnUn N KOppekTupyrwmne OEencTBusi, B 3aBUCMMOCTHU OT CuUTyauun.
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MPUMEYAHUE. Tpn onpegeneHnn nNogxodsawmx MeTogoB OpraHuM3aumsa OOSHKHa NPUHATb BO BHMMaHWe Tvn 1
00BbEM MOHUTOPMHIa UM U3MEPEHUN, COOTBETCTBYIOLLMIA KaXAOMY M3 NMPOLECCOB, ONpenenisieMblil X BIIMSIHUEM
Ha COOTBETCTBUE NPOAYKUMN TpeboBaHMSIM N Ha pe3yrbTaTUBHOCTb CUCTEMbI MEHEKMEHTA KavyecTBa.

8.2.4 MOHUTOPUHI U U3MepeHue NpPoayKLMU

OpraHnsaums [o/KHa OCYLIECTBAATb MOHMTOPUHT W U3MEPSATb XapaKTepUCTUKM MNpoAyKuMM C  Lenblo
YCTaHOBMEHNs TOro, 4To TpeboBaHus K NPOAYKUMM BbIMOMHEHbl. 3TO [OMMKHO OCYLECTBNATLCS Ha
COOTBETCTBYHOLUMX CTagusx MPOU3BOACTBA MPOAYKLMWM COMMacHO 3anfiaHMpoBaHHbIM MeponpuaTuam (cMm 7.1).
CugeTtenbcTBa COOTBETCTBUS KPUTEPUAM MPUEMKM AOIDKHBI NOAOEPXKMBATLCA B paboyeM COCTOSAHUN.

3anuncu JomKHbI ykasbiBaTb Nnuo(a), CaHKLMOHMpOBaBLLEee(Me) NocTaBky Npogykuny notpedutento (4.2.4).

[lo ycnelHoro 3aBepLleHmns BCeX 3anfiaHMpoBaHHbIX MEPONPUATMIA (CM 7.1) BbINYCK NPOAYKLMKU 1 NpefocTaBneHme
YCNyrn He AOIMKHbI OCYLLECTBNATLCH, €CMNU MHOE HE YTBEPXKAEHO COOTBETCTBYIOLUMM YNOMHOMOYEHHBIM UMK, rae
3TO NPUMEHNMO, noTpebutenem.

8.3 YnpaBneHue HeCOOTBETCTBYHOLEN NpoayKLunen

OpraHusaums [JOfpKHa rapaHTMpoBaTb, YTO MpPOAYKUMSA, KOTopas He CooTBeTcTByeT TpeboBaHusAM,
naeHtTuduumMpoBaHa 1 YnNpasnseTca C Lenblo npefoTBpalleHnss HernpegHamepeHHOro WCMorb3oBaHua WUnu
noctaeskn. [lomkHa ObiTb onpegeneHa [OKYMEHTMPOBaHHAs npouedypa C Uenbl OonpefeneHus CpeacTs
ynpaBrneHnss 1 CBA3AHHOW C 3TON OTBETCTBEHHOCTbIO M MOMHOMOYMSAMM AfS paboTbl C HECOOTBETCTBYHLLEN
NPoaYyKUMEN.

OpraHnsauusi, B 3aBUCMMOCTM OT CUTyaLuu, JOMMKHA ONepupoBaTbh HECOOTBETCTBYHOLLEN NPOAYKLUUENA OOHUM MK
HECKONbKUMI CrieayoLwmumMm cnocobamu:

a) OCYyLLEeCTBNATb OENCTBuUS C Lenbio yCTpaHeHuA 06Hapy>|<eHHoro HECOOTBETCTBUA,

6) CaHKLUMOHMpPOBATb €€ ncnonb3oBaHue, BbIMNYCK Unn npuemMky, ecim nMmeeTcda paspelieHmne Ha OTKIIOHEeHUE OT
COOTBETCTBYHOLLEro noJIHOMO4YHOro opraHa un r|0Tpe6|/1Ten;|, roe 3To NpUuMeHnMo;

B) OCYLLECTBIATb nencTems, cooTBeTCTBYOLME BITIMAHUIO UNX NOTEHUMANbHOMY BIIMAHUIO HECOOTBETCTBUA, KOraa
HEeCOOTBETCTBUE 06Hapy>|<eHo nocne nocrtaBkun U Havyana ncnoJjib3oBaHUA.

3anucy o xapaKkTepe HECOOTBETCTBUI U NIOGLIX NMOCNEAYOWMUX NPpeanpuHSATLIX AEUCTBUSX, BKIOYas NMonyveHHble
pa3peLleHns Ha OTKITOHEHUSs!, AOJKHbI NOAAEePKMBaTbLCS B paboyeM COCTOSIHUM.

Koraa HecooTBeTCTBYlOLAs NMPOAYKLMS UCTIpaBIieHa, OHa AOShKHA ObiTb MoABEprHyTa MOBTOPHOWM MpoBepke Ans
NOATBEPXXAEHMUS COOTBETCTBUS TpeBOBaHMSIM.

3anucy, duKcupyloLlme Npupody HECOOTBETCTBUNM, U Niobble Mocneayowme npeanpuHsaTele OedCcTBUSA, BKIIOYas
nosly4eHne paspeLleHns Ha OTKIIOHEHWEe, JOJKHbI yNpaBnaTbes (CM. 4.2.4)

8.4 AHann3 gaHHbIX

OpFaHM3aL|,I/IF| OOJKHa onpeaennTb, CO6I/1paTb M aHann3npoBaTb COOTBETCTBYWLWNE OaHHbIe OANA OeMOHCTpauunmn
npurogHoCTn 1N pe3ynbTaTUBHOCTU CUCTEMbI MEHE)KMEeHTa KadecCTBa, a TakKke OueHWBaHuA, B Kakon obnactu
NOCTOAHHOE NoBbllWLEeHNe pe3ynbTaTUBHOCTU CUCTEMblI MEHEP)KMEHTa KadyecTBa MOITio Obl ObITb caenaHo. ﬂ,aHHbIe
OOJTKHbI  BKI1HOMAaTb I/IH(*)OpMaLI,I/IlO, Nnony4yeHHyr B pe3ynbTate MOHUTOPUHIA U U3MEpeHua u un3 [pyrux
COOTBETCTBYHOLNX NCTOYHUKOB.

AHanus OaHHbIX OOJTKEH NpeaocTaBnATb Mchopmau,mo, OTHOCALLYIOCA K:

a) yooBINeTBOPEHHOCTU noTpeduTens (cm. 8.2.1);

0) COOTBETCTBUIO NPOAYKLMNN TPeOOBaHUSIM;
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B) XapaKTepucTukam W TeHOEHUMSM MpoLeccoB W MPOAYKUWUM, BKMHOYas BO3MOXHOCTU MpoBeAeHUst
npeaynpexagatowwmx gencreni (cm. 8.2.3 1 8.2.4); un

r) noctaewmkam (cm 7.4).

8.5 YnyuweHune

8.5.1 NocTosiHHOE ynyulleHune

OpraHu3aums gOSPKHaA NOCTOSIHHO MOBbIWATE Pe3ynbTaTUBHOCTL CUCTEMbI MEHE)KMEHTA KayecTBa NoCcpeaCcTBOM

NMPYMEHEeHWs NMONUTUKKN 1 Lernei B o6racTi kayecTsa, pesynbTaToB ayauToB, aHanun3a AaHHbIX, KOPPEKTUPYHOLLMUX 1
npeaynpexaatnLmx OeNCTBUN, a Takke aHanmnsa co CTOPOHbI PYKOBOACTBA.

8.5.2 KoppekTupyroume nencTeus

OpraHu3aums gormkHa npegnpvHumMaTth KOPPEKTUpYLWNe OEeNCTBUSA ANA YCTPaHEHUst MPUYMH HECOOTBETCTBUN C
uenblo AN npeaynpexaeHns MOBTOPHOTO WX BO3HUKHOBEHUS. KoppekTupylowuve AeWCTBUS [OSDKHbI ObiTb
COOTBETCTBYHLUUMW MNOCNEACTBUAM BbISIBNIEHHBIX HECOOTBETCTBUNA.

HomxkHa 6bITb paspaboTaHa 4OKYMEHTMPOBaHHAsA npoueaypa ans onpegenennst TpeboBaHun K:

a) aHann3y HeCOOTBETCTBUI (BKItoYas xanobbl noTpeduTtenen);

0) yCTaHOBMNEHMIO NPUYMH HECOOTBETCTBUI;

B) OLEHMBaHUIO HEO6XOAMMOCTU OENCTBUIA, YTOObI M30exaTb MOBTOPEHMS HECOOTBETCTBUN;

r) onpeaeneHunio 1 OCyLLLECTBEHNIO HEOOXOAUMbIX AENCTBUN;

) 3anucam pesynbTaToB NPeanpUHSTLIX OENCTBURA (CM. 4.2.4); n

€) aHanu3y pe3ynbTaTUBHOCTU NPEANPUHSATBLIX KOPPEKTUPYHOLLMX OEACTBUNA.

8.5.3 MNpepynpexaarowme AencTBusA

OpraHu3aums gormkHa onpeaennTb 4ENCTBUS C LEeNbl YCTPaHEeHNUst MPUYMH NOTEHUMArbHbIX HECOOTBETCTBUIA ANst
npegynpexaeHuss ux nosieneHus. [lpegynpexpatolwne OeWCTBUSI LOMMKHbI  COOTBETCTBOBATb BO3MOXHbLIM
NocrneAcTBUSM NOTEHLMANbHbIX Npobnem.

HomxkHa 6bITb paspaboTaHa 4OKYMEHTMPOBaHHAsA npoueaypa ans onpegenennst TpeboBaHun K:

a) YCTaHOBIEHUIO NOTEHLMANbHbLIX HECOOTBETCTBUIA U UX NPUYMH;

6) oueHUBaHWIO HEOBXOAMMOCTM OENCTBMI C LIENblo NpeaynpexaeHns nosiBrieHnst HECOOTBETCTBUI;

B) ONpeaeneHunto U oCcyLLeCTBNEHNI0 HEOOXOANMBIX OENCTBUN;

r) 3anucsam pesyrnbTaToB NPeanpPUHATBIX 4encTBun (cm. 4.2.4); n

[) aHanusy pe3yrnbTaTMBHOCTU NPeanpUHSTLIX MPeaynpexaatoLLmx AencTBUM.
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MpunoxeHune A

(MHpbopMaLUmOHHOE)

CootBeTcTBUE Mexay ISO 9001:2008 u ISO 14001:2004

Tabnuua A.1 — CooTtBeTtcTBUe Mexay |ISO 9001:2008 u ISO 14001:2004

ISO 9001:2008 ISO 14001:2004
Introduction Introduction
General 0.1
Process approach 0.2
Relationship with ISO 9004 0.3
Compatibility with other management 0.4
systems
Scope 1 1 Scope
General 11
Application 1.2
Normative reference 2 2 Normative reference
Terms and definitions 3 3 Terms and definitions
Quality management system (title only) | 4 4 Environmental management system requirements
(title only)
General requirements 4.1 4.1 General requirements
Documentation requirements (title only) | 4.2
General 4.2.1 4.4.4 Documentation
Quality manual 4.2.2
Control of documents 4.2.3 4.4.5 Control of documents
Control of records 4.2.4 45.4 Control of records
Management responsibility (title only) 5
Management commitment 5.1 4.2 Environmental policy
4.4.1 Resources, roles, responsibility and authority
Customer focus 5.2 431 Environmental aspects
4.3.2 Legal and other requirements
4.6 Management review
Quality policy 5.3 4.2 Environmental policy
Planning (title only) 5.4 4.3 Planning
Quality objectives 54.1 4.3.3 Objectives, targets and programme(s)
Quality management system planning 5.4.2 4.3.3 Objectives, targets and programme(s)
Responsibility, authority and 55
communication
(title only)
Responsibility and authority 5.5.1 4.1 General requirements
441 Resources, roles, responsibility and authority
Management representative 55.2 4.4.1 Resources, roles, responsibility and authority
Internal communication 5.5.3 443 Communication
Management review 5.6 4.6 Management review
General 5.6.1 4.6 Management review
Review input 5.6.2 4.6 Management review
Review output 5.6.3 4.6 Management review
Resource management (title only) 6
Provision of resources 6.1 4.4.1 Resources, roles, responsibility and authority
Human resources (title only) 6.2
General 6.2.1 4.4.2 Competence, training and awareness
Competence, training and awareness 6.2.2 4.4.2 Competence, training and awareness
Infrastructure 6.3 4.4.1 Resources, roles, responsibility and authority
Work environment 6.4
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Product realization (title only) 7 4.4 Implementation and operation
Planning of product realization 7.1 4.4.6 Operational control
Customer-related processes (title only) 7.2
Determination of requirements related to the | 7.2.1 43.1 Environmental aspects
product 4.3.2 Legal and other requirements
4.4.6 Operational control
Review of requirements related to the 7.2.2 43.1 Environmental aspects
product 4.4.6 Operational control
Customer communication 7.2.3 443 Communication
Design and development (title only) 7.3
Design and development planning 7.3.1 4.4.6 Operational control
Design and development inputs 7.3.2 4.4.6 Operational control
Design and development outputs 7.3.3 4.4.6 Operational control
Design and development review 7.3.4 4.4.6 Operational control
Design and development verification 7.35 4.4.6 Operational control
Design and development validation 7.3.6 4.4.6 Operational control
Control of design and development changes | 7.3.7 4.4.6 Operational control
Purchasing (title only) 7.4
Purchasing process 7.4.1 4.4.6 Operational control
Purchasing information 7.4.2 4.4.6 Operational control
Verification of purchased product 7.4.3 4.4.6 Operational control
Production and service provision (title only) 7.5
Control of production and service provision 751 4.4.6 Operational control
Validation of processes for production and 7.5.2 4.4.6 Operational control
service provision
Identification and traceability 7.5.3
Customer property 7.5.4
Preservation of product 755 4.4.6 Operational control
Control of monitoring and measuring 7.6 751 Monitoring and measurement
equipment
Measurement, analysis and improvement 8 4.5 Checking (title only)
(title only)
General 8.1 451 Monitoring and measurement
Monitoring and measurement (title only) 8.2
Customer satisfaction 8.2.1
Internal audit 8.2.2 455 Internal audit
Monitoring and measurement of processes 8.2.3 45.1 Monitoring and measurement
4.5.2 Evaluation of compliance
Monitoring and measurement of product 8.2.4 45.1 Monitoring and measurement
4.5.2 Evaluation of compliance
Control of nonconforming product 8.3 4.4.7 Emergency preparedness and response
45.3 Nonconformity, corrective action and preventive action
Analysis of data 8.4 45.1 Monitoring and measurement
Improvement (title only) 8.5
Continual improvement 8.5.1 4.2 Environmental policy
4.3.3 Objectives, targets and programme(s)
4.6 Management review
Corrective action 8.5.2 45.3 Nonconformity, corrective action and preventive action
Preventive action 8.5.3 45.3 Nonconformity, corrective action and preventive action
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Tabnuua A.2 — CooTtBeTcTBUE Mexay ISO 14001:2004 mn 1ISO 9001:2008

ISO 14001:2004

ISO 9001:2008

Introduction — 0 Introduction
0.1 General
0.2 Process approach
0.3 Relationship with ISO 9004
0.4 Compatibility with other management systems
Scope 1 1 Scope
1.1 General
1.2 Application
Normative references 2 2 Normative references
Terms and definitions 3 3 Terms and definitions
Environmental management system 4 4 Quality management system (title only)
requirements (title only)
General requirements 4.1 4.1 General requirements
5.5 Responsibility, authority and communication
5.5.1 Responsibility and authority
Environmental policy 4.2 5.1 Management commitment
5.3 Quality policy
8.5.1 Continual improvement
Planning (title only) 4.3 54 Planning (title only)
Environmental aspects 43.1 5.2 Customer focus
7.2.1 Determination of requirements related to the
7.2.2 product
Review of requirements related to the product
Legal and other requirements 4.3.2 5.2 Customer focus
7.2.1 Determination of requirements related to the product
Objectives, targets and programme(s) 433 54.1 Quality objectives
5.4.2 Quality management system planning
8.5.1 Continual improvement
Implementation and operation (title only) 4.4 7 Product realization (title only)
Resources, roles, responsibility and uthority | 4.4.1 5.1 Management commitment
55.1 Responsibility and authority
5.5.2 Management representative
6.1 Provision of resources
6.3 Infrastructure
Competence, training and awareness 4.4.2 6.2.1 (Human resources) General
6.2.2 Competence, training and awareness
Communication 4.4.3 5.5.3 Internal communication
7.2.3 Customer communication
Documentation 4.4.4 4.2.1 (Documentation requirements) General
Control of documents 4.4.5 4.2.3 Control of documents
Operational control 4.4.6 7.1 Planning of product realization
7.2 Customer-related processes
7.2.1 Determination of requirements related to the product
7.2.2 Review of requirements related to the product
7.3.1 Design and development planning
7.3.2 Design and development inputs
7.3.3 Design and development outputs
7.3.4 Design and development review
7.3.5 Design and development verification
7.3.6 Design and development validation
7.3.7 Control of design and development changes
7.4.1 Purchasing process
7.4.2 Purchasing information
7.4.3 Verification of purchased product
7.5 Production and service provision
75.1 Control of production and service provision
75.2 Validation of processes for production and service
7.5.5 provision
Preservation of product
Emergency preparedness and response 447 8.3 Control of nonconforming product
Checking (title only) 45 8 Measurement, analysis and improvement (title only)
Monitoring and measurement 451 7.6 Control of monitoring and measuring equipment
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8.1 (Measurement, analysis and improvement) General
8.2.3 Monitoring and measurement of processes
8.2.4 Monitoring and measurement of product
8.4 Analysis of data
Evaluation of compliance 45.2 8.2.3 Monitoring and measurement of processes
8.2.4 Monitoring and measurement of product
Nonconformity, corrective action and 453 8.3 Control of nonconforming product
preventive action 8.4 Analysis of data
8.5.2 Corrective action
8.5.3 Preventive action
Control of records 4.5.4 4.2.4 Control of records
Internal audit 4.5.5 8.2.2 Internal audit
Management review 4.6 5.1 Management commitment
5.6 Management review (title only)
5.6.1 General
5.6.2 Review input
5.6.3 Review output
8.5.1 Continual improvement
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MpunoxeHue B

(MHpbopMaLUmOHHOE)

Otnununa mexay 1SO 9001:2000 n ISO 9001:2008

Ta6bnuua B.1 — OTtnnumna mexpay 1SO 9001:2000 mn 1ISO 9001:2008

ISO Paragraph/ Addition Amended text
9001:2000 Figure/ (A) or
Clause No. Table/ Note Deletion
(D)
Foreword Para 2 D+A International Standards are drafted in accordance with the rules given in
the ISO/IEC Directives, Part3 Part 2
Foreword Para 3 A The main task of technical committees is to prepare International
Sentence 1 Standards.
Foreword Para 4 D+A Attention is drawn to the possibility that some of the elements of this
Sentence 1 International-Standard document may be the subject of patent rights.
Foreword Para 5 D International-Standard 1SO 9001 was prepared by Technical Committee
ISO/TC 176, Quality Management and Quality Assurance, Subcommittee
SC 2, Quality Systems.
Foreword Para 6 D
A This fourth edition cancels and replaces the third edition which has been
technically revised.
Foreword Para 7 D
Foreword New Para 8 A Details of the changes between the third edition of this International
Standard and this fourth edition are given in Annex B.
o1 Para 1, D
Sentence 2
A The design and implementation of an organization‘s guality management

system is influenced by: its business environment, changes in that
environment, or risks associated with that environment; its varying needs;
its particular objectives; the products it provides; the processes it employs;
its size and organizational structure

4
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o1

Para 3

This International Standard can be used by internal and external parties,
including certification bodies, to assess the organization's ability to meet
customer, statutory and regulatory requirements applicable to the product,
and the organization‘s own requirements.

02

Para 2

D+A

For an organization to function effectively, it has to identify determine and
manage numerous linked activities. An activity or set of activities using
resources, and managed in order to enable the transformation of inputs
into outputs, can be considered as a process.

02

Para 3

The application of a system of processes within an organization, together
with the identification and interactions of these processes, and their
management to produce the desired outcome, can be referred to as the
“process approach*.

03

Para 1

D+A

Fhe-presenteditions-of ISO 9001 and ISO 9004 have-been-developed-asa
consistentpair-of are quality management system standards which have

been designed to complement each other, but can also be used
independently. Although-thetwo-International- Standards-have different
they ool i ot thei leati

03

Para 4

Note At the time of the publication of this International Standard, ISO 9004
is under revision.

04

Para 1

D+A

During the development of this International Standard, due consideration
was given to the provisions of ISO 14001:2004 to enhance the
compatibility of the two standards for the benefit of the user community.

11

Bullet a)

Bullet b)

Note

Note 1

New Note 2

a) needs to demonstrate its ability to consistently provide product that
meets customer and applicable statutory and regulatory requirements, and

b) aims to enhance customer satisfaction through the effective application
of the system, including processes for continual improvement of the
system and the assurance of conformity to customer and applicable
statutory and regulatory requirements.

NOTE 1 In this International Standard, the term "product” only applies to:

- product intended for or required by a customer

- any intended output resulting from the product realisation processes

NOTE 2 Statutory and reqgulatory requirements may be expressed as legal
requirements.

1.2

Para 3

Where exclusions are made, claims of conformity to this International
Standard are not acceptable unless these exclusions are limited to
requirements within clause 7, and such exclusions do not affect the
organization's ability, or responsibility, to provide product that meets
customer and applicable statutory and regulatory requirements.

Para 1
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The following referenced documents are indispensable for the application
A of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document
(including any amendments) applies.

ISO 9000:20002005 Quality management systems — Fundamentals and

vocabulary.
D+A

3 Paras 2,3 D

4.1 Bullet a) D+A | 3) identify determine the processes needed for the quality management

system and their application throughout the organization (see 1.2),

4.1 Bullet e) A €) monitor, measure (where applicable), and analyse these processes, and

4.1 Para 3 D+A | Where an organization chooses to outsource any process that affects

product conformity with to requirements, the organization shall ensure
control over such processes. The type and extent of control to be applied
to these outsourced processes shall be defined within the guality
management system.

4.1 Note 1 D+A | NOTE 1 Processes needed for the quality management system referred to

above sheuld include processes for management activities, provision of
resources, product realization and measurement, analysis and

improvement.

41 New Notes A

283 NOTE 2 An outsourced process is identified as one being needed for the

organization’s guality management system but chosen to be performed by
a party external to the organization.

NOTE 3 Ensuring control over outsourced processes does not absolve the
organization of the responsibility of conformity to all customer, statutory
and requlatory requirements. The type and extent of control to be applied
to the outsourced process may be influenced by factors such as:

a) the potential impact of the outsourced process on the organization’s
capability to provide product that conforms to requirements;

b) the degree to which the control for the process is shared;

c) the capability of achieving the necessary control through the application
of clause 7.4.

4.21 Bullet c) A ¢) documented procedures and records required by this International

Standard, and
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421

Bullet d)

A+D

d) documents, including records, reeded determined by the organization
to be necessary to ensure the effective planning, operation and control of
its processes, and

421

Bullet e)

421

Note 1

NOTE 1 Where the term “documented procedure” appears within this
International Standard, this means that the procedure is established,
documented, implemented and maintained. A single document may
address the requirements for one or more procedures. A requirement for a
documented procedure may be covered by more than one document.

4.2.3

Bullet f)

f) to ensure that documents of external origin determined by the
organization to be necessary for the planning and operation of the quality
management system are identified and their distribution controlled, and

424

Para 1

D+A

Records shall-be established and-maintained to provide evidence of
conformity to requirements and of the effective operation of the quality
management system shall be controlled. Recerds-shallremainlegible;
The organization shall establish a documented procedure shat-be
established to define the controls needed for the identification, storage,
protection, retrieval, retention time and disposition of records.

Records shall remain leqgible, readily identifiable and retrievable.

55.2

Para 1

Top management shall appoint a member of the organization’s
management who, irrespective of other responsibilities, shall have
responsibility and authority that includes

6.2.1

Para 1

New Note

A+D

Personnel performing work affecting conformity to product guality
requirements shall be competent on the basis of appropriate education,
training, skills and experience.

NOTE Conformity to product requirements can be affected directly or
indirectly by personnel performing any task within the quality management

system.

6.2.2

Clause title

A+D

Competence, training and awareness and-traihing

6.2.2

Bullets a) &
b)

A+D

a) determine the necessary competence for personnel performing work
affecting conformity to product guality requirements,

b) where applicable, provide training or take other actions to satisfy-these
needs achieve the necessary competence,

6.3

Bullet c)

¢) supporting services (such as transport, communication or information
systems).

6.4

New Note

NOTE The term "work environment" relates to conditions under which
work is performed including physical, environmental and other factors
(such as noise, temperature, humidity, lighting, or weather).

7.1

Bullet b)

D+A

b) the need to establish processes, and documents, and to provide
resources specific to the product;

7.1

Bullet c)

¢) required verification, validation, monitoring, measurement, inspection
and test activities specific to the product and the criteria for product
acceptance;

7.2.1

Bullet c)

Bullet d)

D+A

D+A

¢) statutory and regulatory requirements related applicable to the product,
and

d) any additional requirements determined considered necessary by the
organization.

NOTE Post delivery activities include, for example, actions under warranty

4

www.pgm-online.com

«IIpakmuueckuii meneoyucmenm xkauecmea» (A.B. I'opoynoe)

JUt yaeOHBIX [eIer




ISO/FDIS 9001:2008(E)

New Note A provisions, contractual obligations such as maintenance services, and
supplementary services such as recycling or final disposal

7.3.1 New Note A NOTE Design and development review, verification and validation have
distinct purposes. They may be conducted and recorded separately or in
any combination as suitable for the product and the organization.

7.3.2 Para 2 D + A | Fhese The inputs shall be reviewed for adequacy. Requirements shall be
complete, unambiguous and not in conflict with each other.

7.3.3 Para 1 D + A | The outputs of design and development shall be previded-in-a-form-that
enables in a form suitable for verification against the design and
development input and shall be approved prior to release.

7.3.3 New Note A NOTE Information for production and service provision can include details
for the preservation of product.

7.5.1 Bullet d) D+ A | d)the availability and use of monitoring and measuring devices equipment,
7.5.2 Para 1 D + A | The organization shall validate any processes for production and service

provision where the resulting output cannot be verified by subsequent

monitoring or measurement —Fhis-includes-any-processes-where , and as
a consequence, deficiencies become apparent only after the product is in
use or the service has been delivered.

7.5.3 Para 2 A The organization shall identify the product status with respect to monitoring
and measurement requirements throughout product realization.

7.5.3 Para 3 D+ A | Where traceability is a requirement, the organization shall control and
record the unique identification of the product and maintain records (see
4.2.4).
754 Para 1, D+ A | If any customer property is lost, damaged or otherwise found to be
Sentence 3 unsuitable for use,-this-shall-be-reported-to-the-customerand-records

maintained the organization shall report this to the customer and maintain
records (see 4.2.4)

Note A NOTE Customer property can include intellectual property and personal

data.

7.5.5 Para 1 D + A | The organization shall preserve the eenformity-of product during internal
processing and delivery to the intended destination in order to maintain
conformity to requirements. Fhis As applicable, preservation shall include
identification, handling, packaging, storage and protection. Preservation
shall also apply to the constituent parts of a product.

7.6 Title D + A | Control of monitoring and measuring devices equipment

7.6 Para 1 D + A | The organization shall determine the monitoring and measurement to be
undertaken and the monitoring and measuring devices equipment needed
to provide evidence of conformity of product to determined requirements

7.6 Bullet a) A a) be calibrated or verified, or both, at specified intervals, or prior to use,
against measurement standards traceable to international or national
measurement standards; where no such standards exist, the basis used
for calibration or verification shall be recorded (see 4.2.4);
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7.6 Bullet c) D+ A | e}beidentified-to-enable the calibration-status-to-be determined;
c) have identification in order to determine its calibration status;
7.6 Para 4, Now Records of the results of calibration and verification shall be maintained
Sentence 3 new (see 4.2.4).
para5
without
change
7.6 Note D+ A | NoteSeelSO-10012-1 and1SO-10012-2 for guidance
NOTE Confirmation of the ability of computer software to satisfy the
intended application would typically include its verification and
configuration management to maintain its suitability for use.
8.1 Bullet a) D+ A | a)to demonstrate conformity efthe-produet to product requirements

8.2.1 Note A NOTE Monitoring customer perception can include obtaining input from
sources such as customer satisfaction surveys, customer data on
delivered product quality, user opinion surveys, lost business analysis,
compliments, warranty claims, dealer reports.

8.2.2 New Para 2 A A documented procedure shall be established to define the responsibilities
and requirements for planning and conducting audits, establishing records
and reporting results.

8.2.2 Para 3 D+A
Records of the audits and their results shall be maintained (see 4.2.4).

8.2.2 Para 4 A The management responsible for the area being audited shall ensure that
any necessary corrections and corrective actions are taken without undue
delay to eliminate detected nonconformities and their causes.

8.2.2 Note D+A NOTE See 1SO-10011-11S0-10011-2 and1SO-10011-3 ISO 19011 for
guidance.

8.2.3 Para 1, D When planned results are not achieved, correction and corrective action

Sentence 3 shall be taken, as appropriate;-te-ensure-conformity-of the-product.

8.2.3 Note A NOTE When determining suitable methods, the organization should
consider the type and extent of monitoring or measurement appropriate to
each of its processes in relation to their impact on the conformity to
product requirements and on the effectiveness of the quality management
system.

8.2.4 Para 1 A The organization shall monitor and measure the characteristics of the
product to verify that product requirements have been met. This shall be
carried out at appropriate stages of the product realization process in
accordance with the planned arrangements (see 7.1). Evidence of
conformity with the acceptance criteria shall be maintained.

Para 2 D + A | Records shall indicate the person(s) authorizing release of product for

delivery to the customer (see 4.2.4).
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Productrelease-and-service-delivery: The release of product and delivery

Para 3 D+ A | of service to the customer shall not proceed until the planned
arrangements (see 7.1) have been satisfactorily completed, unless
otherwise approved by a relevant authority and, where applicable, by the
customer.

8.3 Para 1, D+A

Sentence 2

A documented procedure shall be established to define the controls and
related responsibilities and authorities for dealing with nonconforming
product.

8.3 Para 2 A Where applicable, the organization shall deal with nonconforming product
by one or more of the following ways:

8.3 New Bullet A d) by taking action appropriate to the effects, or potential effects, of the

d) nonconformity when nonconforming product is detected after delivery or

use has started.

Para 3 Moved

to be
Para 4
Para 4 Moved | When nonconforming product is corrected it shall be subject to re-
to be verification to demonstrate conformity to the requirements.
Para 3
Records of the nature of nonconformities and any subsequent actions
taken, including concessions obtained, shall be maintained (see 4.2.4).
Para 5 Now New
bullet d)
8.4 Bullet b) D+ A | b) conformity to product requirements {see#2-1} (see 8.2.4),
Bullet c) A ¢) characteristics and trends of processes and products including
opportunities for preventive action (see 8.2.3 and 8.2.4), and
Bullet d) A d) suppliers (see 7.4).
8.5.2 Para 1 D+ A | The organization shall take action to eliminate the eause causes of
nonconformities in order to prevent recurrence
8.5.2 Bullet f) A f) reviewing the effectiveness of the corrective action taken.
8.5.3 Bullet e) A e) reviewing the effectiveness of the preventive action taken.
Annex A All D+ A | Updated to reflect ISO 9001:2008 versus I1ISO 14001:2004
Annex B All D+ A | Updated to reflect ISO 9001:2008 versus ISO 9001:2000
Bibliography | New and D + A | Updated to reflect new standards (including one still under development,
Amended ISO/DIS 9004); new editions of standards, or withdrawn standards.
references

www.pgm-online.com

«IIpakmuueckuii meneoyucmenm xkauecmea» (A.B. I'opoynoe)

JUt yaeOHBIX [eIer




ISO/FDIS 9001:2008(E)

[1]
(2]
3]

[4]
5]

[6]
[7]
(8]
9]

[10]
[11]
[12]
[13]
[14]

[15]
[16]
[17]
[18]
[19]

[20]
[21]
[22]
(23]

Bubnuorpadusn

ISO 9004:2000, Quality management systems -- Guidelines for performance improvements
ISO/DIS 9004, Managing for the sustained success of an organization — A quality management approach’y:
SO 10001:2007, Quality management -- Customer satisfaction -- Guidelines for codes of conduct for
organizations
ISO 10002:2004, Quality management -- Customer satisfaction -- Guidelines for complaints handling in
organizations
ISO 10003:2007, Quality management -- Customer satisfaction -- Guidelines for dispute resolution external
to organizations
ISO 10005:2005, Quality management systems -- Guidelines for quality plans
ISO 10006:2003, Quality management systems -- Guidelines for quality management in projects
ISO 10007:2003, Quality management systems -- Guidelines for configuration management
ISO 10012:2003, Measurement management systems -- Requirements for measurement processes and
measuring equipment
ISO/TR 10013:2001, Guidelines for quality management system documentation
ISO 10014:2006, Quality management -- Guidelines for realizing financial and economic benefits
ISO 10015:1999, Quality management -- Guidelines for training
ISO/TR 10017:2003, Guidance on statistical techniques for ISO 9001:2000
ISO 10019:2005, Guidelines for the selection of quality management system consultants and use of their
services
ISO 14001:2004, Environmental management systems — Requirements with guidance for use
ISO 19011:2002, Guidelines for quality and/or environmental management systems auditing
IEC 60300-1:2003, Dependability management — Part 1: Dependability management systems
IEC 61160:2006, Design Review
ISO/IEC 90003:2004, Software engineering — Guidelines for the application of ISO 9001:2000 to computer
software
ISO Brochure, Quality management principles2y
ISO Brochure, Selection and Use of the ISO 9000:2000 family of standards?

ISO Handbook, ISO 9001:2000 for Small Businesses — What to do; Advice from ISO/TC 17633

ISO Journal, ISO Management Systems (a bimonthly publication which provides comprehensive

coverage of international developments relating to ISO’s management system standards, including
news of their implementation by diverse organizations around the world)4)

[24]

Reference web sites:
http://www.iso.org;
http://www.tc176.0rq;
http://www.iso.org/tc176/sc2
http://www.iso.0rg/tc176/ISO9001AuditingPracticesGroup

' Tobe published; it will supersede 1SO 9004:2000

2 Available from website http://www.iso.org
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