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MpeancnoBne

Llenu u npuHumnel cTangapTusaumm B Poccuitickoinn ®eaepaumm yctaHosneHsl defepanbHbiM 3aKOHOM
0T 27 nekabpsa 2002 r. Ne 184-93 «O TeXHUYECKOM peryniMpoBaHumny, a npasunia NpUMeHEHNs HaLMoHaNbHbIX
craHgaptos Poccuickon ®egepaumm — FOCT P 1.0—2004 «CtaHgapTtusauusa B Poccuitckon ®egepaunn.
OCHOBHbIE NONOXEHUA»

CBepneHun o ctaHgapTte

1 NOArOTOBINEH O6wepoccuitickoit obLLIeCTBEHHONW OopraHusauvein «Accouumauusa WUHXKEeHepPoB Mo
KOHTpOMo MukposarpsasHeHuin» («<ACUHKOM») Ha ocHoBe co6CTBEHHOrO ayTEHTUYHOIO Nepesoaa ctaHaap-
Ta, yKasaHHoro B NyHkTe 4

2 BHECEH TexHu4eckum komuteTom no ctaHgaptusaumm TK 458 «Mpon3BoacTBO U KOHTPOSb KavyecT-
Ba NleKapCTBEHHbIX CpeacTB»

3 YTBEPXIEH W BBEAEH B JENCTBVE [Mpukasom ®eaepansHOro areHTCTBa No TeXHUYECKOMY
perynmpoBaHuto n meTtposnoruun ot 9 aekabpsi 2009 r. Ne 622-cT

4 Hacrtosiwuii ctaHgapT sABnseTcst MoANMULMPOBaHHBIM MO OTHOLUEHUIO K MEXAYHapoAHOMY cTaHaap-
Ty UICO 15378:2006 «[NepBrUHbIE YNakoBoUHbIe MaTepuarnsl Ans MeAULUHCKOW NpoayKuun. YacTHele Tpe6o-
BaHWA no npumerHeHuo NCO 9001—2000 c ydetom npasun GMP» (ISO 15378:2006 «Primary packaging
materials for medicinal products — Particular requirements for the application of ISO 9001:2000, with
reference to Good Manufacturing Practice (GMP)»). Mpun aToM gononHuTensHble NonoxeHnsa n TpebosaHus,
BKITIOYEHHbIE B TEKCT cTaHaapTa Ans ydeta noTpebHOoCTen HaumoHansHom akoHoMukn Poccuiickoin denepa-
L1 1 0coBEeHHOCTEN POCCUIACKON HaLMOHaNbHOW cTaH4apTusauun, BoldeneHel B TEKCTe ctaHaapTa Kypcu-
BOM.

Mpy NnpyMeHeHUn HacTosILero cTaHaapTa pekoMeHayeTCsl UCMOb30BaTb BMECTO CChINOUYHBIX MeXay-
HapoAHbIX CTaHAapTOB COOTBETCTBYHOLWNE UM HaLMoHanbHble cTaHaapThl Poccuiickoin deaepauun

5 BBEJEH BMNEPBbIE

UHpopmayuss 06 usmMeHeHUsX K Hacmosiwemy cmaHOapmy ry6rukyemcs 8 exe200Ho uzdasaeMom
UHGhopMayuoHHOM yKkazamene «HayuoHanbHble cmaHdapmbl», @ MeKcm U3MeHeHUl U rornpasok — 8 exe-
MecsAYHO u3dasaeMbiX UHhOPMaUUOHHBEIX yKkazamensx «HayuoHanbHbie cmaHOapmbi». B cnyyae nepe-
cMompa (3aMeHbl) unu omMeHbl Hacmosiuweeo cmaHOapma coomsemcmeyoujee ysedomreHue b6ydem
onybrnuKoeaHo 8 exxeMecsiiHo usdasaeMoM UHGhopMayUOHHOM ykaszamene «HayuoHanbHbie cmaHdapmbi».
Coomeemecmsyrowjasi UHhopMayus, yeedOMIIEHUS] U MEeKCMbI pasMeu,aromces Makxe 8 UHhopMayUOHHOU
cucmeme obujezo ro/ib308aHuUss — Ha oguyuansHom calime OedepanbHo20 a2eHMCmMea 1o MexXHUYeCKoMy
peaynupoeaHuro U Memponoauu 8 cemu VIHmepHem

© CraHpapTuHdpopmM, 2010

Hactoawuin ctaHaapT He MoXeT 6bITb NONHOCTbLIO UMK YaCTUYHO BOCnpousBeaeH, TUpaxuposaH U pac-
NpocTpaHeH B kavecTBe odurLumansHoro usgaHus 6es paspelueHus dPeageparnbHOro areHTCTBa No TeXHUYECKO-
MYy perynupoBaHuio 1 MeTporiormm
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BBeaeHue

O6wWue nonoxeHusa

HaHHbiti cmardapm onpedenisiem npuHyunsl u mpebosarusi «lpasui npou3sodcmea NIeKapCcmMeeHHbIX
cpedcme» (GMP) dns1 cucmem obecrieyeHus Kadecmesa npu rnpoussodcmee Mamepuarnos rnepeuyHoll yna-
Ko8KU nekapcmeeHHbIx cpedcmes. Peanu3sauus npuHyunos GMP nipu npoussodcmee u KOHMpoise nepsuyHol
yrnakosku umeem 6onblioe 3HadyeHue 0515 6e30nacHoCMU NeKapcmeeHHbiX cpedcms, mak KaK yrako8o4YHbie
Mamepuarbl Haxo0simcsl 8 NMPSIMOM KoHmakme ¢ Humu. lNpumereHue npuHyunoe GMP domxHo obecrieyums
coomeemcmeue 0aHHbIX YaKkoB8OYHbIX Mamepuasios ecemM mpebosaHUAM pou3eo0cmea NIeKapCmeeHHbIX
cpedcme.

Cmandapm MNCO 15378 6bin nodzomosneH TexHudeckum komumemom NCO/TK 76 «Annapamei 0ns
repesiusaHus Kposu, ernueaHull U UHbeKYUl MeOUUYUHCKO20 Ha3Ha4YeHUs».

HaHHbiti cmandapm codepxxum mpeboearHus FTOCT P MCO 9001—2008.

B cmandapme ucrionb3o8aHbi criedyiowjue 0bo3HavYeHUA:

- MYHKMbI U NOOMYHKMBI, Aensiowuecs yumamamu uz FOCT P UCO 9001—2008, daxbi 8 pamkax™);

- mekcm, 8bi0eleHHbIU KypcueoM, coomeemcemayem OononHuUmensHeiM mpebosarusim GMP k mame-
puanam O0na nepeuyHol yrnakoeKku,

- mepMuHbl U oripedeneHus GMP ekntoueHsbl 8 pasden 3 (UCMOYHUK yKa3aH 6 keadpamHbiX CKObKax).

rOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHuA

O6wWue nonoxeHusa

[na cosgaHua cuctembl MeHeKMEHTa KavyecTBa HeOBXoANMO CTpaTerMyeckoe pelleHne opraHusa-
umn. Ha paspaboTky u BHeapEeHNE CUCTEMbI MEHEPKMEHTA KavecTBa OpraHu3aLum BnSIOT:

a) ee BHeLUHAA cpea, U3MEHEHUs UNN PUCKK, CBA3aHHbIE C 3TON Cpeaoir;
b) namensatowumeca notpebHocTyH;
) KOHKpETHbIE Lienu;
d) BbINyckaemas npoayKLus;
e) npumeHsieMble NPoLecchl;

f) pasmep u cTpykTypa opraHnsauuu.

HacTtoswmin ctaHgapT He npegnonaraeT eauHoobpasuns B CTPYKTYpe CUCTeM MeHeKMeHTa KavyecTBa
U1 JOKYMeHTaumu.

TpeboBaHus K cMCTeEMe MeHeJ)KMeHTa KavyecTBa, YCTaHOBMNEHHbIE HAaCTOSALWMUM CTaHAapPTOM, ABNAOT-
CA JOMOMHALWMMK MO OTHOLWEHMIO K TpeboBaHuaM K npogykunn. MHdopmaums, 06o3HaveHHas kak «Mpu-
MeYyaHue», HOCUT XapakTep MeToAMYecKUX yKaszaHuid And  NOHUMAHWS UMM pasbsCHEHUA
COOTBETCTBYlOLWEro TpeboBaHus.

HacToswmin ctaHgapT MOXeT NCNOob30BaTLCA BHYTPEHHUMU 1 BHELLHUMW CTOPOHaMU, BKNOYas opra-
Hbl MO cepTUthuKaLmMm, B LLensx OLeHKM cnocoBHOCTN opraHn3aLmm BeINoNHSATL TpeboBaHusa notpebutenen,
TpeboBaHWA k NpoayKuuK, SBNsioLMecs: 06s3aTenbHbIMU K UCMIONTHEHUIO B COOTBETCTBUM C AEACTBYHOLLUM
3aKkoHogaTenbCcTBOM (Aanee — obszatensHele TpeboBaHWA), N COBCTBEHHbIE TpeBoBaHMS.

Mpwv paspaboTke HacTosiWero cTaHAapTa 6binn yuTeHbl NPUHLMNBI MEHEAXXMEHTA KaYecTBa, yCTaHoB-
neHHele B MCO 9000:2005 1 UCO 9004:2001.

(¢]

OcHoeHoll yernbio daHHo20 cmaHOapma siefisiemcsi onpedeneHue 2apMOHU3UPO8aHHbIX mpebogaHull K
Mamepuanam 0nsi nepsuyHol yrnakosku. CmaHOapm eKkmoYaem HeKomopsle crieyuarnbHele mpebosaHus K
Mamepuanam 0ns nepsuyHoll yrnakosku, codepxauwjuecs 8 npasunax GMP dns npoussodcmea nekapcmeeH-
HbIX cpedcms, Ux KoHmpons u m. 0.

1) TK 458 He HeceT OTBETCTBEHHOCTL 3a coaepxanue pasgenos FOCT P MCO 9001—2008, npuBefeHHbIX B AaH-
HOM CTaHZapTe B paMkax.

\
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MpoueccHbIA noaxon

FOCT P UCO 9001—2008 CucteMbl MeHeKMeHTa kadecTBa. TpeGoBaHua

MpoueccHbIA noaxon

HacTtosilymin ctaHgapT HanpasreH Ha NPUMeHeHne «NPOLECCHOro noaxoaa» npu paspaboTke, BHeA-
peHUN N ynyyLeHun pesynbTaTUBHOCTU CUCTEMbl MEeHeDKMEHTa KauecTBa B LeNsAX NoBbIWeHUs yaoBneT-
BOPEHHOCTU NoTpebuTteneit NnyTem BbINONHEHUs UX TpebosaHuWA.

Ons ycnewHoro dyHKUMOHUPOBaHWUSA OpraHuMsauMa AoShKHa onpeaensaTb U OCYLLEeCTBAATb MeHeDK-
MEHT MHOTOYMCIIEHHBIX B3aUMOCBSI3aHHbIX BUOOB AesATenbHOCTU. [leATenbHOCTb, UCNOoNb3ytoulas pecypchbl
1 ynpasnsemMas B Liensax npeobpasoBaHnsi BXOA0B B BbIXOAbl, MOXET paccMaTpuBaTbCa Kak npouecc. YacTo
BbIXOJ O4HOro npouecca obpasyeT HenocpeaCcTBEHHO BXOA CneayoLero.

MpumeHeHne B opraH1M3aLm cMCTEMbI MPOLECCOB HapsAay ¢ UX uaeHTudukaumen n B3auMoaencTBuy-
eM, a TakKe MEeHePKMEHT NPOLEeCCOoB, HanpaseHHbIn Ha Nofy4YeHne xenaemoro pesynbstara, MoryT 6biTb
onpeaerneHbl Kak «NPOLLeCCHBIN Noaxoay.

MpenMyLLecTBO NPOLIECCHOro Noaxoaa CoOCTOUT B HEMPEepbIBHOCTU YNpaBneHus, koTopoe oH obecne-
YMBaET Ha CThIKe OTAENbHLIX MPOLECCOB B pamKax UX CUCTEMBI, a Takke Npu UX KOMBUHaLMM 1 B3auMo-
OenCcTBUN.

Mpu NnpyMeHeHNM B cucTeMe MeHedXXMeHTa kayecTBa Takoi nogxoa noavepkuBaeT BaXKHOCTb!

a) NOHUMaHWS U BbINONHeHUs TpeboBaHUi;

b) HeobxoaMMOCTN paccMOTPEHUS NPOLECCOB C TOYKM 3peHns 4o6aBnAaeMon MU LLeHHOCTY;

C) AOCTWXEHWS 3anfaHnpoBaHHbIX pe3ynbTaToB BbINOHEHWUS MPOLLEeCCoB U obecneyeHus x pesyrib-
TaTUBHOCTU;

d) NOCTOSIHHOrO yryuLlleHns NpoLeccoB, OCHOBaHHOIO Ha 06BEKTUBHOM U3MEPEHUN.

MpuBeaeHHas Ha pucyHke 1 Mogenb CUCTEMbI MEHEKMEHTA Ka4ecTBa, OCHOBaHHOM Ha NMPOLIeCCHOM
noaxode, UNNIOCTPUPYET CBA3N Mexay npoleccamu, npeacTaBneHHbIMU B pasaenax 4—8. 3T1a moaenb
nokasblBaeT, YTo NOTPEBUTENN UrpatoT CyLLECTBEHHYIO POrib B yCTaHOBMEeHUN TpeboBaHuiA, paccmaTtpusae-
MbIX B Ka4yecTBe BX0A40B. MOHUTOPUHT yOOBNETBOPEHHOCTU NOTpebuTenei TpebyeT oLeHKkn uHdopMauun o
BOCTIPUATUN NOTPEGUTENAMMN BbINONHEHWUs UX TpebosaHuiA. MpuBeaeHHasa Ha pucyHke 1 Modenb oxBaTbiBaeT
BCE OCHOBHble TPeBGOBaHNA HacToALLEero cTaHaapTa, HO He NokasblBaeT NPoLEecchl Ha AeTanbHOM YPOBHE.

MpumevyaHne —Kpome TOro, KO BCcemM npoueccam MoxeT OblTb  NPUMEHEH  UMKN
«Plan — Do — Check — Act» (PDCA). Linkn PDCA MOXHO KpaTko onucatb Tak:

- nnanuvpoBaHue (plan) — paspaboTka uenen m nNpoueccoB, HEOBXOAUMBIX Arsl AOCTUXEHUA Pe3ynbTaToB B
COOTBETCTBUM C TpebGosaHnaAMK noTpedutenei n NONUTUKON OpraHn3aunv;

- ocywectenenue (do) — BHeApEHNE NPOLECCOB;

- npoeepka (check) — NOCTOAHHBIE KOHTPOMNb U U3MEPEHNE NPOLIECCOB U NPOAYKLMU B CPABHEHNUW C NONUTUKOWN,
uenamm u TpeGoBaHNAMM Ha NPOAYKUMIO U coobweHne o pesynbraTax;

- peuncrteune (act) — npuHATME AENCTBUIN NO NOCTOSIHHOMY YNY4LWEHWUIO NoKa3aTenemn NpoLeccos.
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CBsa3b ¢ MCO 9004

FOCT P NCO 9001—2008 Cuctembl MeHeIXMeHTa kadyecTBa. TpeboBaHusA
CBasb ¢ ICO 9004

MCO 9001 m NCO 9004 aBnAwTCA cTaHAapTaMu Ha CUCTEMbl MeHeKMeHTa KayecTBa, KOTopble
OONOJTHAKT APYT ApYra, HO UX MOXHO MPUMEHATL Takke He3aBUCUMO.

MCO 9001 ycTtaHaBnMBaeT TpeboBaHUA K CUCTEME MEHE[)KMEHTa KayecTBa, KOTopble MOryT ObITb
NCNoNb30BaHbl AN BHYTPEHHErO MPUMEHEHWs opraHusauuaMu, a Takke B Lensax ceptudukaunv umm
3aKnoueHna KoOHTpakToB. CTaHgapT HanpaBieH Ha Pe3ynbTaTUBHOCTb CUCTEMbI MEHEIXMEeHTa KavecTsa
npv BbINOAHEHNUW Tpe6oBaHUi NoTpebuTeneli U COOTBETCTBYIOLMX 3aKOHOAATENbHbIX UAPYTMX 06s3aTe Nb-
HbIX TPE6OBaHUIA.

Ko BpemeHun nybnukaumm ctaHgapta MCO 9001:2008 ctaHgapT MICO 9004 Haxogwics Ha cTtaguu
nepecmotpa. Hoas Bepcus ICO 9004 GyaeT cogepxatb peKoMeHgaumm ona MmeHegXmeHTa no 4ocTuxe-
HWI0 YCTOMYMBOrO ycnexa /60l opraHn3auny B C/I0OXKHON, TpeboBaTenbHOMW U NOCTOAHHO M3MeHsloLelics
cpege. CO 9004 npenctaBnsieT 60/ee WMPOKWIA B3rNA4 Ha MEHeA)KMEHT kavecTBa, yem NCO 9001; oH
HaluenueBaeT Ha y[0B/IeTBOPEHME NOTPEOHOCTEN N OXNAAHWIA BCEX 3aUHTEPECOBAHHbIX CTOPOH Ha OCHOBE
CUCTEMATNYECKOro U MOCTOSAHHOIO YNydlleHusa AesATeNlbHOCTU opraHusaunn. OgHako 3TOT cTaHgapT He
npegHasHauveH ANna uenei cepTudukaumnm, 3aknioHeHns KOHTPAKTOB 1 BbINOJTHEHNA 0653aTeNbHbIX Tpe6o-
BaHWI.

Vi
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COBMeCTUMOCTb C APYTMMU CUCTEMaMU MeHeaXMeHTa

CmaHdapm skmouyaem mpeboegaHusi FTOCT P MCO 9001—2008 u dononHumensHoO YacmHbie mpebo-
8aHUs K Mamepuarnam 01151 iepeuYHol yrakosKu 8 Coomeememeuu ¢ rpasunamu rpou3godcmea U KOHmMPoss
Kayecmea flekapCcmeeHHbIX cpedcms.

FOCT P UCO 9001—2008 CucteMbl MeHeZ)KMeHTa kauecTBa. Tpe6oBaHUsi
CoBMeCTUMOCTb C APYTUMU CUCTEMAMU MEHEKMEHTa

Mpu paspaboTke HacTosiLero cTaHdapTa [O/KHOE BHUMaHue OblNo yAeneHo NoNoKEeHUAM
NCO 14001:2004 ana yny4yweHWs COBMECTMMOCTWN 3TWUX ABYX CTaHAApPTOB B MHTepecax coobulecTBa
nonb3oBaTtenen. MNMpunoxeHue A nokasbisaet cootBeTcTBNE Mexay MCO 9001:2008 u UCO 14001:2004.

HacToawmin ctaHgapT He COOEPXKUT KOHKPeTHbIX TpeboBaHui K ApyruM cUCTeMaM MeHemMKMeEHTa,
TakuM, Kak MeHeMKMEeHT oXpaHbl oKpyxarLenn cpedbl, MEHEeKMEHT npodecCcuoHanbHoro 340poBbA U
6e3onacHOCTU, (OUHAHCOBBIN MEHEXKMEHT UM MeHedKMeHT puckoB. OgHako cTaHdapT No3BonaeT opra-
HU3aLMu cornacoBaTtb UMW NHTerpupoBaTh CBOK COBCTBEHHYIO CUCTEMY MeHeQXKMeHTa KavecTBa ¢ Apyri-
MW CUCTEMaMU MeHeXXMeHTa C COOTBETCTBYOWMMN TpeboBaHnaMU. OpraHusauns MoxeT agantupoBaTh
dencteyloLylo(ne) cuctemy(bl) MEHeDKMEHTa AN CO3aaHNsA CUCTEMbl MeHeXKMeHTa KadecTBa, COOTBET-
CTBytoLe TpeboBaHWUAM HacTosALwero ctaHaapTa.

Vil
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(MCO 15378:2006)

HAUMOHANBbHBIA CTAHOAPT POCCUWMCKOW OSOEAEPAUUMU

NMEPBUYHbIE YNAKOBOYHBLIE MATEPUAIDbI ONA NEKAPCTBEHHbIX CPEACTB
YacTHble TpeGoBaHuA no npumeHeHuio FOCT P UCO 9001—2008 ¢ yyeTtoMm npasun GMP

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

DNara BBegeHna — 2010—08—01

1 O6nacTb npUuMeHeHus

1.1 O6wWwue nonoxeHun

Cma+Oapm ycmarasnueaem mpebosaHusa K cucmeme obecriedeHusi kKayecmea rnpu rnpouseodcmee
r1epe8uUYHbIX YIIaKo8OYHbIX Mamepuanoe O nekapcmeeHHbIx cpedcme ¢ y4emom mpebosaHuli nompebume-
J151 U HopMamueHbIX OOKYMEHMO8.

CrnosocoyemaHue «rpu Heobxodumocmuy, UCMONb3yeMoe 8 HacmosiueM cmaHOapme, o3Hayaem,
umo mpebosaHue criedyem 8bIMONHAMb, 3a UCKITIOYEHUEM Cllydaes, Ko20a HeHyXXHoCcmb 3moe2o mpebosaHusi
rnodmeepxdeHa OOKYMEeHMarssHO.

FOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa kavyecTBa. Tpe6oBaHUuA

1.1 OOLWue nonoxeHus

HacTosilwmin cTaHgapT ycTaHaBnMBaeT TpeboBaHUs K cMCTEME MEHEKMEHTa KayecTBa B TEX cny4va-
SIX, KOorga opraHusaums:

a) HyxdaeTcsi B AeMOHCTpaunn cBoel cnocobHOCTH Bceraa nocTaBnaTb NPoayKLMIo, OTBEYAOLLYHO
TpeboBaHUAM NoTpebuTenen N COOTBETCTBYOLWMM 0b6a3aTeNbHLIM TpeboBaHUAM;

b) cTaBuT cBOel Lienbio NOBLILEHNE YAOBNETBOPEHHOCTH NoTpebuTenei nocpeacTBoM addekTnB-
HOTO MPUMEHEHUS CUCTEeMbl MEHEeDKMEHTa KavyecTBa, BKIoYas NpoLecchl NMOCTOAHHOIO ee yiydllieHus, 1
obecneveHne cooTBeTCTBUA TPebOBaHWUAM NOTPebuTeNen u COOTBETCTBYOLLUMM 0bsizaTeNbHbIM TpeGoBa-
HUSAM.

MpumedvaHuns

1 B HacTosiwem cTtaHgapTe TePMUH «NPOAYKUMS» NPUMEHUM TOMbKO:

a) K npegHasHa4aemMon Ans notpebutensi unu satpeboBaHHON UM NPOAYKLUW;

b) k ntoObIM 3a4aHHBIM pe3ynbTaTam NPOLECCOB XU3HEHHOIO LMKIA.

2 3akoHogaTenbHble 1 Apyrue obsizatensHble Tpe6oBaHUA MOTYT GbiTb BbIpaXeHb! Kak NpaBoBble TPeGoBaHusS.

1.2 MpumeHeHne

CmarOapm npumeHsiemcs rpu paspabomke, U320mMos8eHUU U OCMasKe NepeuUYHbIX yNaKo80YHbIX
Mamepuarios 0515 fieKapcmeeHHbIX cpedcms, a makxke Onsi yenel cepmucgbukayuu.

W3panwme odpmumanbHoe
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FOCT P UCO 9001—2008 Cuctembl MeHe)KMeHTa kavyecTBa. TpeGoBaHuna
1.2 NpumMmeHeHue

TpeboBaHus HacTosILLEero cTaHaapTa ABNATCA O6LLUMMK U NpeaHa3HaYeHbl AN NPUMEHEHUA BCeMU
opraHuU3aLusiM1 He3aBMCUMO OT UX BUAA, pasMepa 1 NoCTaBNsIeMOi NPoAYKLMN.

Ecnu kakoe-nubo TpeGoBaHUe(s1) HacTOAWEro cTaHAapTa HeNb3A NPUMEHUTL BeneacTeue cneumdu-
K1 OpraHu3aumnn U ee NPoAYKLWU, [OMYCKAeTCA ero UCKIioYeH e,

Mpu gonyLeHHbIX UCKIMIOYEHUSIX 3aABMNEHUS O COOTBETCTBUMN HACTOAWEMY CTaHAapTy NpUemneMsl,
€CI1 3TU UCKITIoYeHUs noanaaaloT nog TpeGoBaHuA pasaena 7 U He BAMSIOT Ha cnocoBHOCTL MK OTBET-
CTBEHHOCTb OpraHusauumn obecneumBaTb NpodyKuuei, oTeeyatolleit Tpe6osaHnam notpebuTenei u coot-
BETCTBYIOLMM 0653aTenbHBIM TpeGoBaHUAM.

2 HopmaTuBHbLIe CCbINIKK

FOCT P UCO 9001—2008 CucteMbl MeHegXMeHTa KauecTBa. TpeboBaHun
2 HopmaTuBHbIe CCbISIKU

YKkasaHHbIA HWXKe CCbINIOYHbIN A4OKYMEHT Heobxoaum Ansl UCMoNb30oBaHUA HacToALWero cTaHaapTa.
[ns gaTMpoBaHHbIX CCLINOK MPUMEHSAIOT TOMbKO TY Bepcuio, koTopas bbina ynoMaHyTa B Tekcte. [1ns Heaa-
TUPOBaHHbIX CChINTIOK HEOBX0AMMO NCNONL30BaTL Camoe NocrnegHee nsgaHne okymeHTa (Bkoyas nobble
nonpasku).

MCO 9000:2005 Cuctembl MeHemkMeHTa kavecTBa. OCHOBHLIE MOMOXEHUSA U CNoBapb

B Hacmosiwem crmaHO0apme ucrionb308aHbl CObIKU Ha credyroujue cmaHoapmei:

FOCT P MCO 9001—2008 Cucmembi MeHedXxMeHmMa ka4ecmea. TpebosaHus

FOCT P UCO 14644-1—2002 Yucmble noMelweHUs U c8513aHHbIe C HUMU KOHMPOIUpyeMble cpelbl.
Yacme 1. Knaccugbukayust yucmomsi 8030yxa

FOCT P NCO 14644-2—2001 Yucmele noMelwieHuUs U c8si3aHHble ¢ HUMU KOHMPOIIUPyeMble cpeobl.
Yacme 2. TpebosaHusi K KOHMPOIIO U MOHUMOpPUH2y 0Ns1 nodmeepx0eHust nocmosiHHO20 coomeememeust
rOCT P CO 14644-1

FTOCT P NCO 14644-3—2007 Yucmble noMelweHuUs U c8513aHHbIe C HUMU KOHMPOIUpyembie cpedbl.
Yacmb 3. MemoObi ucribimaHuti

FTOCT P NCO 14644-4—2002 Yucmble noMelweHuUs U c8s13aHHbIe C HUMU KOHMPOIUpyeMbie cpedbl.
Yacmes 4. lNpoekmuposaHue, cmpoumesibcmeo U 8800 8 IKCrIyamayuio

FTOCT P NCO 14644-5—2005 Yucmble noMeleHuUs U c8513aHHbIe C HUMU KOHMPOIIUPyeMble CPpeobl.
Yacmeb 5. Skcninyamayust

3 TepMuHbLI UM onpegeneHns

B Hacmosiuem 0oKymeHme ucrionb3yilomcsi mepMuHbl u onpedeneHus FTOCT P UCO 9000, a makxe
crnedyroujue.

FOCT P UCO 9001—2008 CucteMbl MeHeKMeHTa kauyecTBa. TpeboBaHua
3 TepmuHbI U onpegeneHus

B HacTosiwem cTaHgapTe NPUMEHSIIOT TePMUHBI 1 onpegerneHust, AaHHble B UCO 9000.
B TekcTe HacToALlero ctaHaapTa TEPMUH «NPOAYKLMS» MOXET O3HauaTb Taloke «yCryry».

MpumeyvaHus

1 [JononxHumensHo 8 OaHHOM cmaHOapme UCI01b308aHb! MepMUHbl cy6nodpsidquk (cm. 3.61) u cybnodpsd
(cm. 3.34).
2 Tepmut «cybrnoBpssdyuKk» Moxem UCONL308aMbLCS 6MECMO MEPMUHA «ITOCMAasUUKy.
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Hpyaue mepmuHsi u onpedeneHus Hacmosueeo cmaHOapma ompaxatom crieyughuky npoussodcmea
repeuYHbIX yrako8oYHbIX Mamepuasios 0151 lekapcmeeHHbIX cpedcms:

3.1 e03dywHbIil wnto3™ (air-lock): OzpaHuyeHHoe npocmpaHcmeo ¢ A8yMs USU HECKO/IbKUMU 08epsi-
MU MexXOy 08YMST USTU HECKOTBKUMU MOMEWEHUAMU (HanpuMep, pasiudHbIX KITaccos Yucmomel), npedHa3Ha-
yeHHoe 0115 pa3denieHus1 8030yWHbLIX cped rnomeuleHull npu exode 8 HUX. Bo3OywH kIl wimo3 criyxum O5s
rnepexoda nepcoHana unu nepeMeuleHuss Mamepuarnos.

3.2 ymeepxdeHHbIl (approved): ViMelowuli cmamyc coomsemcmaus.

ITpumedyaHue— Coomeemcmaue moxem rnodmeepx0amecsi Ha Nobom smarie (015 UCXOOHBIX Mamepuarnos,
0nsa xapakmepucmuk rpoyeccos, 0518 Mamepuana yrnakoeku, 05151 20moeoll rnpodykyuu).

3.3 c6opka (assembly): CoeduHeHue sMecme Mamepuasios fepeuyHoll ynakosxku u/umu ux 4yacmed.

ITpumedyaHue— Hanpumep, cbopka nurnemok, cbopka cucmem 0115 uHbekyull, ycmaHoseka uan Ha rnpedsapu-
mernbHO HaronHeHHbIe WpUyb.

3.4 aemomamuyeckuli koHmpone (automated inspection): OueHka coomeemcmausi, ocywecmersie-
masi obopydosaHueM 6e3 ydacmusi Hesioeeka.

lMTpumedyaHue— ObopydosaHue MOXem eKro4ame 8 cebs OrMO3NeKMPOHHbLIE SNIeMeHMbl (Kamephbi), nasep-
Hbie CUCMEeMbI, ybmpaseyKoebie CUCMeMbl U CUCMeMb] aHanu3a OaHHbIX U Op.

3.5 cepus (batch, lot): OnpedeneHHoe KOUYECMB0o MepeuUYHbIX ynakogo4Hbix Mamepuaros (3.35.1),
U320moseJsieHHbIX 8 X00e 0OHO020 UJTU HECKOJIbKUX MPOoUeccos, UMEWUX HeU3MEHHbIe XapaKmepucmuku u
cmaburnbHoe Ka4ecmaso.

lMTpumevarnus

1 [Ans ydosnemeopeHus mpebosaruli nompebumens cepusi Moxem 6bimb pa3deneHa Ha noocepuu, 06beO0uHeH-
Hble sriocriedcmauu 8 0OHOPOOHYH cepuro nPodyKyuU.

2 [lpu Herpepbi8HOM rpou3800cmae roHAMuUe cepuu OOMKHO OMHOCUMBLCS K orpedeneHHol yacmu rnpoldyKyuu,
Xapakmepu3syemoli 00HOPOBHOCMEH.

3.6 npomokon Ha cepuro* (batch document, batch record): [JokymeHm, ompaxarouwull npoyecc fnpo-
uszsodcmea kaxool cepuu npodykyuu, 8 m. 4. paspelleHue Ha ee peaiusayuro, U ece chakmopel, umerowjue
OMHOWeHUe K Kadecmay 2omoeol rnpodyKyuu.

3.7 Homep cepuu* (batch number, lot number): OnpedeneHHoe codemanue yugp u/unu 6yks, 0603Ha-
Yaroujee cepuro rMpodykyuu.

3.8 ebinyck cepuu (batch release): PeweHue o 8binycke cepuu 0n1a npodaxu uu nocmasku, npuHs-
moe Ha 0CHoge paccMOmpeHUs POMOKOIIa Ha ceputo 8 omdene kadecmesa unu npedcmasumenem omoena
Kayecmea.

3.9 kanubpoeka (nosepka)* (calibration): Onepayuu, ycmaHasnusarouwiue rnpu onpedeneHHbIX ycro-
8USIX 3a8UCUMOCME MEXOY 3HaYeHUSIMU, PeaucmpupyeMbiMu KOHMPOITIbHO-U3MepUumersbHbiMU npubopamu
(cucmemamu) u coomeememayrouuMU cmaHOapmMHbIMU 8e/TU4UHaMU (3manoHamu).

3.10 koHmponb usmeHerull (change control): do0KyMeHMUPOBaHHbIL KOHMPOJIb U3MEHEHUL.

MTpumedyaHue—UMeHeHuUss Mo2ym eKmroyamb 8 cebsi, Hanpumep, USMEHEHUS UCXOOHbIX Mamepuaros,
uHempykuyud, yenosull npoussodcmea, 060py008aHUs, MPOU3BOOCMBEHHbIX MPOUECCO8 U MEMOO08 KOHMPONA.

3.11 yuemoe nomeuwieHue (cleanroom): lNoMelweHue, 8 KOMOPOM KOHMPONUPYemMcsl KOHUeHmpauus
838elUEHHbIX 8 8030yXxe yacmuu, MOCMPOEHHOoE U UCIOob3yemMoe makK, 4mobbi ceecmu K MUHUMYMY riocmyri-
neHue, sbidenieHue U yoepxaHue 4acmuy eHympu rnoMeuweHusl, U rno3sosnisowee, rno mepe Heobxodumocmu,
KoHmponuposame Opyaue napamempbi, Hanpumep memrepamypy, enlaxHocme U OasefieHue
[TOCT UCO 14644-1, 2.1.1].

3.12 yucmas 30Ha (clean zone): lpocmpaHcmeo, 8 KOMOPOM KOHMPOSUPYemcsa KoHUeHmpauusi
836€LWEHHbIX 8 8030yXe yacmuuy, MOCMPOEHHOE U UCIOob3yemMoe makK, 4mobbi ceecmu K MUHUMYMY riocmyri-
neHue, ebifenexue u ydepxaHue yacmuy eHympu 30Hbl, U 11038onsaouee, rno mepe HeobxoouMocmu, KOH-
mponuposams  Opyaue rnapaMempbl, Harpumep  memrepamypy, elaxHocmb U  OaelleHue
[TOCT UCO 14644-1, 2.1.2].

IMpumedyaHr ue— Yucmas 30Ha Moxem 6bimb OMKPLIMOL Unu 3aMKHymol u Haxo0uMbCs Kak 6Hympu, mak u
8HE YLCMO20 MOMEeWeHUs.

* Onpepenenve gaxo no NOCT P 52249—2009 (npum. TK 458).
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3.13 3azpsizHeHUe (contamination): CodepxaHue moboz2o MocmopoHHe20 eeujecmea & rnepsudHoOM
yrakosoO4YHOM Mamepuare.

lMMpumeyvaHus

1 l'omosas npodykuus moxem 6bimb 3a2pA3HeHa yacmuyamu, xumudeckumu unu buonozuqeckumu (buo- unu
9HOOMOKCUHaMU) 3a2pSI3HEeHUSMU.

2 BaepsaHeHue Moxem nipousolimu u3 8o3dyxa & xo0e rpou3sodcmea, yrnako8Ku, XPaHeHUs u/unu nocmasku ro
8uHe riepcoHarna, om o60py008aHus, Mamepuanos, KOHMeUHepoa U MeCm MPOMEXYMOYHO20 XPaHeHUS.

3.14 koHmponupyemas cpeda (controlled area, controlled environment): Cpeda, co3daHHasi U 3Kc-
nnyamupyemMasi makum o6pa3om, 4mobbl KOHMPONUPO8amMb YPO8eHb NoMeHUUarbHbIX UCMOYHUKOS 3agpsi3-
HEeHuUs.

lMMpumevaHnusa

1 [annas cpeda ucnonb3yemcs 011 KOHMPOIsi yPOBHSA MOMEeHUUanbHbIX UCMOYHUKO8 3a2PSA3HEHUS U 10C1ed-
cmeuti cry4yaliHo20 3a2PS3HEHUS XUBbIMU Op2aHU3MaMuU.

2 CosdaHue nepenala Oaenerus sensemcsa aghghekmueHbim memodom ydaneHuss 3azpsisHeHull u3 e030yxa,
HedoryweHusi nonadarusi 3a2psi3HeHUll 8 KOHMPOUpyemyr cpedy u ycmpaHeHusi nocsiiedcmeaull cryyaliHozo 3a2psi3-
HeHUS.

3.15 nepekpecmHoe 3azpsisHeHue™ (cross-contamination, mix-up contamination): 3aegpsi3HeHue
Mamepuarnos umnu npodykyuu dpyaumu mamepuanamu unu npodykyued.

3.16 npemer3us nompe6umens (customer complaint): ngbopmayuss om nompebumensi o Hedoc-
mamkax u/unu Hecoomeemcemeusix.

MMpumevyaHus

1 UHpopmayus moxem 6bime nepedaHa Kak yCmHO, Mak U rucbMeHHO.

2 [pedmemom uHghopMayuu Mo2ym S8M1AMLCA Ka4ecmeo, KOu4ecmaso unu ycrosusi nocCmasku nepeuyHoeo yna-
KOBOYHO20 Mamepuarna.

3.17 dama uszomoeneHus (date of manufacture): [Jama Hayana u320moefieHus, yrnakoeku unu
nocmasku npolyKyuu, Komopasi MoXXem ycmaHaenueamsbCsi 110 coz2jiacosaHuio ¢ iompebumenem.

3.18 omknoHeHue (deviation): OmemyrnneHue om mpebosaHull UHCMpyKUud uinu cmaHdapmos.

3.19 uHcmpykyus (documented procedure): YmeepxOeHHasi, OOKyMeHmMuposeaHHasi rpouedypa,
paboyue UHCMPYKUUU UMU UHCMPYKUUU 10 fipo8epKe fpu rpou3eoocmese U KOHmMposie.

3.20 nosmopHbIii KoHMpone (double-check): KoHmponb npouecca, pe3ynbsmama usu rpomoKona,
8bIM10JIHEHHBIL 8MOPbLIM TULYOM Uu cucmemod.

MpumedyaHue—oemopHbIll KOHMPOIL MOXem b6bimb Yacmpio npoyecca ammecmauyuu. [pomokon rno-
8MOPHOU POBEPKU NOOMNUCKIBAEMCS 8MOPLIM JTUUOM.

3.21 cpok eo0Hocmu (expiration date): [Jonycmumbill uHmepsan epemMeHu 0o UCronb308aHUs po-
Oykuuu. CM. cpok xpaHeHus1 (3.56).

IMTpumeyaHue—Tlod amum rnodpasymesaemcsi CPOK, 8 MeYeHUe KOmopoao mamepuarn nepsuyHol ynakosku
ocmaemcs npuz2o0HbIM 0111 UCIIONb3068aHUs MPU YCrioauuU rpasunbHO20 XPaHeHUs.

3.22 ebixo0HOU KoHMposb (final inspection): Konmpons 2o0moeod npodykuuu 0115 yCmaHOo8IeHUs ee
coomeemcmsusi mpebosaHUsiM crieyuguxkayuu.

3.23 2omoeas npodykyus (finished product): lNepeau4Hbil yriako8o4HbIll Mamepuar, npowedwull ece
amaribl npoussoocmasa.

3.24 Good Manufacturing Practice, GMP: [pasuna npou3zeodcmea fiekapcmeeHHbIX cpedcmas.

lMMpumeyvaHnus

1 [na onpedenexull koHmpons u obecrnieyeHus ka4ecmea cm. maioke FTOCT P MCO 9000 (3.2.10 u 3.2.11).

2 Tpebosanuss GMP Qanbi 6 TOCT P 52249.

3 lNpasuna GMP 0ns nepauyHbIX ynako80O4YHbIX MamMepuanos ycrnasasnusarom 00nofHumessHblie mpebosaHus K
romeuweHusIM, rnepcoHaiy, o6opydoearuio, cucmeme obecrieyeHus1 Ka4ecmea, 8KIYas 6X0OHOU KOHMPOIIb, MPOU38o-
dcmeo, OOKyMeHmauuio, 2uaueHy, 8bIX00HOU KOHMPOI1b, OOKYMEeHmMauuro o peanusayuu npodyKyuu, aHanus rnpemex-
3uli nompebumenell u NOPsOOK caMOUHCIeKyU.

4 Tepmunsi «npasuna GMP» u «mekywue npasuna GMP (cGMP)» akeusanenmuel. lMpasuna GMP nocmosiHHO
obHoenarmcs, 4ymo uHoz20a obosrHayarom kak cGMP.

* Onpegenenve gaHo no FOCT P 52249—2009 (npum. TK 458).
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3.25 odHopodHoCcmb, 20MO2eHHOCMbL (homogeneity): EOuHoobpa3sue 3HavyeHull xapakmepucmuk
Mamepuana 0114 e20 onpederleHHo20 Koruyecmsa.

lMpumedyaH ue— OOHOPOOHOCML MOXEM 8KHO4amMe e0UHO0Opa3ue MorsKo Mo onpederneHtbiM Hauboree cy-
WEeCMBEHHbIM XapakmepucmuKam.

3.26 eHympunpou3sodcmeeHHbIli KOHMponb™ (in-process control): KoHmporb, ebinonHseMbil 6
Xo0e mexHOoI02u4ecKo20 fnpoyecca ¢ Ueslbio posepKu coomeemcemausi npodykuuu 3adaHHbIM mpebosaHu-
M, 110 pe3yiibmamam KOmopo20 MOXem 8bINOITHSIMbCS] KOPPEeKmMuUpOosKa rnapamempos8 mexHo102u4ecKko2o
npouecca. KoHMpornb cocmosiHusl okpyxaroujeli cpedbl unu obopydosaHus paccmMampusaemcsi Kak 3fie-
MeHM 8HymMpUrpouU3800CMBEHHO20 KOHMPOJIS.

3.27 npomexymoyHbil npodykm* (intermediate product): Yacmu4yHo obpabomaHHbili Mamepuarn,
Komopbili dormkeH npolmu danbHelwue cmaduu rpoudsodcmea, rnpexoe 4yeM OH cmaHem HepacghacosaH-
HbIM 20mMOo8bIM rPOOYKMOM.

3.28 oyucmka ob6opydoeaHrus (line clearance): YOarneHue ece20, Ymo c8A3aHO € rpedbidywum npo-
u3800CcMBOM.

I1pumevyaHn ue— Oyucmka obopydoeaHus 6biTonHsIemcs 0na npedomepaweHuss owuboK U NepeKpecmHozo
3azpsasHerus. [Npu amom mpebyemcs yOaneHue mamepuarnos, omxo0os, npodykmos, 0bpa3yos, OOKyMeHmMos u m. f., Ko-
mopabie bbiu UCronb308aHbl 8 rpedbidywem npoussodcmee. Oqucmka rposodumces 8o nodaqu mamepuarnos, npooyk-
mos, obpa3yos, GOKYMEHMOS U m. 1. HO8020 rpousgodcmea.

3.29 npouseodcmeo” (manufacturing): Bce oniepayuu u eudbi KOHMPOIIS, C8A3aHHbIE C MOTyHYEeHUEM,
npuemkol u obpabomkol UCXOOHBIX Mamepuaiios, yrnakoskol, 8biflyCKOM 6 peanu3ayulo, XxpaHeHuem n
OTrPY3KON NekapcTBEHHBIX CPeAcCTB.

3.30 nexapcmeeHHoe cpedcmeo* (medicinal product): JTToboe eewecmeo unu KombuHauyusi
geuwjecms, rpedHa3Ha4YyeHHoe 07151 JleHeHus1 uiu rpoguiakmuku 3abosiesaHull y Yesnoseka Uiu XUSOMHbIX.
TToboe selwyecmeso unu KOMbUHaUUs seujecms, 8800UMOE YEJIO8EKY UIU XUBOMHbIM ¢ dUazHOCMUYeCcKUMU
uenamu 07151 80CCMaHOBIIEHUS, KOPPEKMUPOBKU UIU UMEHEHUST (hu3uoio2udeckux ¢hyHKYul Jernoseka unu
JKNBOTHBIX, TAKKe paccMaTpuBaeTCs Kak flekapcTBeHHOe cpedCcTBO.

3.31 opeaHu3sayus (organization): lNpednpusmue, npoussodsuiee Mamepuarns! 0na repesuyHol yna-
KOBKU™,

3.32 paspabomka eHewHezo euda ynakoeku (origination, artwork): Bce no0zomosumerbHbie pabo-
mbl neped nevyambimu pabomamu.

MpumedyaHue— 3mu pabomesi aknodarom paspabomky KoHuenyuu, ousaliHa, epagudeckux mamepuaros,
MNeHOK, KNuwe U Uyughpossix ghalinos.

3.33 ebix0d 3a npedenni cneyugukayuil (out of specification, OOS): Pe3ynbmambi KOHMPOSsl, He
coomeemcmeyiowjue mpebosaHuaM crieyughukayud.

3.34 cybnodpsd (outsourcing): MNMepedaya scezo npouecca unu €20 4acmu Ha UcrosiHeHue Opyaol
opeaHusayuu.

3.35 ynakoeo4Hble Mamepuanbl (packaging materials):

3.35.1 nepsuyHble ynakoeoYHble Mamepuansbl (primary packaging materials): YnakogoyHsle mame-
puarnbsl, Komopsie rfpuMeHsirtomcsi Ofis1 MOMeWeHUs], eepMemusayuu unu O003UpO8aHUsT JIeKapCMeeHHbIX
cpedcme u Haxo0simces 8 MPsIMOM KOHmMaxkme ¢ HUMU.

lMpumevanus

1 [Meps8uyHbIMU yriaKko8oyHbLIMU Mamepuanamu Mmoaym 6bimb, Hanpumep, CMeKr1o, pe3uHa, nnacmmaccsl, anomu-
Hull, nnexka, ghonbaa u np. Moxem ucrnons3o8ameca KoMBUHaUUSS Mamepuanos (Harnpumep, Wpuubl, aspo30/ibHbIe
6annoHel).

2 Hacmosuwul cmanBapm pacripoCmpaHsaemcs maKkxe Ha Mamepuarsi 0115 MepeuYHOLl yrakosKku, Haxo0auuecs
8 HernpPoOOMKUMEeNnbHOM KOHMakme ¢ 16KapCmeeHHbIM CpedcmeoM, Harnpumep nunemu U Wripuus..

3 Ha nepsuyHbie yrakog8oyHble Mamepualnki MO2ym HaHOCUMBbCS neyamHas UHhopMayus u OeKkopamusHbie si1e-
MeHMbI.

3.35.2 emopuyHble ynakoso4YHble Mamepuanbl (secondary packaging materials): Ynaxkoeo4Hbie
Mamepuarbl, He cmyrnarujue 8 KOHMaKm ¢ NleKapCmMeeHHbIM cpedCm8OoM, HarpuMep KapmoH, ImUKemxu,
bymaea, obepmku u rp.

* Onpepgenenus gadel no FOCT P 52249—2009 (npum. TK 458).
** B KOHTEKCTe AaHHOro cTaHgapta (npum. TK 458).
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3.36 conymcmesyroujue Mamepuasbl (process aids): Mamepuansi, Ucronb3yeMbie 8 MexHomoau-
YecKoM rnpoyecce.

I1pumeyaHue— Imumamepuarnsi He 8x00am 8 cocmas u3lernus u OomkHbI 6eimpb yoaneHs! neped unu e xode
3agepuwaroweli cmaduu npoussodcmea.

Mpumep — Ocmamku, o6pasyrouuecss Npu JUMbe, CXambili 6030yX, CMa3Ka.

3.37 mexHonozuyeckuli npoyecc (production): MNpoyecc, pe3ynbmamom Komopoeao sierisemcs nep-
8UYHbIU YraKo8OYHBLIlU Mamepuarl.

MpumedaHue— 3mom npoyecc skmodaem 8 cebs 8ce ornepayuu, Ha4yuHas om rpuema UcXoO0HbIX Mamepua-
1108 U 3aKaH4usas 2omosoli npodykyued.

3.38 ammecmauus (qualification process): ModmeepxdeHue coomeemcmeusi 3adaHHbiM mpebosa-
HUSIM.

MpuwmedyaHue—Ammecmauyus (cm. 3.64) eknroyaem ammecmayuro rpoeKkma (KOHCmpyKmopcKol O0KYMEeH-
mauuu), nycko-HanadoyHbie UCMbIMaHus (ammecmauuro ycmaHo8neHHo20 obopydosaHus, ammecmauuto OyHKYUOHUDY-
rouje2o obopydosaHusA U ammecmauyuro 8 SKCrilyamayuu), a makxe rnoemopHsie ammecmayuu (npu Heobxodumocmu).
[HatHbie pabomsi mo2ym rpogodumscs 00HOBPEMEHHO, @ MaKXe ¢ UCMOob308aHueM npeduwecmeyrowLx Mmamepuarnos.

3.39 koHmpone kayecmea (quality control): Hacme yripasneHusi kKauecmeom, cess3aHHasl ¢ Ipo8epKol
8bIMONHEHUST mpebosaHull K Kauecmsy.

I p umedy aHue— KoHmporns kasecmea eKimodaem 6 cebs npoeepKu U UCMbIMaHus Ha coomeemcmeue mpebo-
gaHUsIM crieyugukayudl.,

3.40 kpumusdeckui napamemp (quality critical): lMapamemp, snusrowull Ha Kayecmeo Mamepuana
Ons rnepsuyHoll yrnakosKu.

IMpuwmedyaHue—Mamepuan, onepauyus, ycnosus rnpouyecca, mpebosaHus K ucribimarnusm u Opyaue napa-
Mempbl MO2ym paccmampueambCs KaK Kpumu4ecKue 8 Criydae, eciiu UX HeebINO/IHeHlUe npueoaum K CywecmeeHHomy
ywiepby.

3.41 omden ka4ecmea (quality unit): Omden 8 opz2aHu3ayuu, Ha Komopbili 803/10KeHa OMeeMmcmeeH-
Hocmb 110 obecrieqyeHuro U KOHMPOITo Kayecmsa.

ITpumevyaHue— Omden kKasecmea MoXxem cocmosme u3 nodpasdeneHuls No 0b6ecrneyeHur U KOHMPOIK Ka-
yecmesa u MoXem 3asucems Om pasmepa U CmpyKkmypbl opaaHu3ayuu.

3.42 kapaHmuH* (quarantine): Cmamyc UCXOOHbIX UNU YriaKo8oYHbIX Mamepuasnos, MpoMexymoyHod,
HepacghbacosaHHOU unu 2omosoll MNpPodyKUyuU, U30NUPOBaHHbLIX (bU3UYECKU UAU UHbIM o0bpa3om 00
8bIHECEHUST PELUEHUST 0B UX 8bIfyCKe UM OMKITOHEeHUU.

3.43 peanu3sauyus (realization): Obwutli mepmuH, onpedensowull ece rpoyeccol 0511 OOCMUXEHUsA
JKeraembix pe3ynbmamos om paspabomku 8o nocmasku.

3.44 conocmaeneHue; ebixod Npodykyuu* (reconciliation): CpagHeHue oxudaemMo20 u hakmuyec-
K020 06eMo8 npoussedeHHOU Unu UCMOoNIb308aHHOU MPOJOYKUUU C y4emomM cmaHOapmHbIX OMKITOHEeHUU.

3.45 nepecmomp ycnoeuli (reconditioning): YIameHeHusi, Hocumbie 8 npouecchsl, 011 obecreyeHus
coomeemcmeusi mpeboesaHusiM crieyugbuxkayud.

3.46 omknoHeHHbIl (rejected): Cmamyc UCXOOHBLIX Mamepuasos, COMymcmeyrwux Mamepuasos,
NpoMEXYmoYHoU unu 2omoeoll NpodyKyuu, pesynnbmamsl UCbimaHull KomopbIX He y808/1emeopsom 00Ho-
My unu 6onee mpebogaHusM crieyughukayull U Komopbie coumeHsi (06bI4HO OmAeIoM Kayecmsa) He fnpu-
200HbIMU 01151 UCMONTB308aHUS.

3.47 omknoHeHue (rejection): Mpouecc ycmaHoesneHus, 8bironHAeMbill 00bi4HO omderioM Kadecmea,
moeo, Ymo UCxXoOHble Mamepuaribl, COMymcmeyrLwue Mamepuarsl, IPOMEXYMmOoYHasi uniu 2omoeast npodyk-
Yusi He npu200HbI 0115 UCIO/15308aHUS.

3.48 nepepabomka (reprocessing): llosmopeHue yacmu mexHoo2u4ecKkozo fpoyecca.

Mpumedy aHue— podormKeHUe MEXHOMN02UYECKO20 NPoyecca rocnie moeo, Kak 8Hympurnpou3so0cmeeHHsill
KOHMPOIb 110Ka3ar, 4mo fpouecc He 3a8epLIeH, S8NSemcsi HOPMarbHOU MPakmMuUKoUl U He OMHOCUMCS K repepabomke.

* Onpegenenne gaHo no FOCT P 52249—2009 (npum. TK 458).
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3.49 apxueHble ob6pa3unbl (retained samples): Mamepuanel unu eomosasi npodyKyusi, COXpaHEHHbIe
01151 cpasHeHUs1 8 bydyuiem.

lMTpumedyaHue— 3mu obpa3ysi 0bb14HO ombupamces 8 A0CMamo4YHOM KOIUYecmee U xpaHsamcs 8 ornpede-
TIBHHBIX YCI08USIX 8 MeYeHuUe 3a0aHH020 8peMeHu.

3.50 sosepam (return): lpouecc omnpasku nepe8uYHbIX yrnaKko8oYHbIX Mamepuaos o6pamHo e opaa-
Hu3auyuio.

3.51 nepedenka (rework): felicmsue, npednpuHsimoe 8 OMHoWeHUU Hecoomeememesyrowell npodyK-
yuu 0ns moeo, 4mobsi oHa coomeemcmeosarna mpebosaHusim [FOCT P CO 9000, 3.6.7].

lMpumeyaHue— Copmuposka MOXem paccmampusamacs Kak Oopabomka.

3.52 aHanus pucka (risk analysis): CucmemMamuyeckoe Ucrnofns308axue UHopMayuu 0515 8bisierieHusi
ornacHocmu U KosiudecmeeHHol oUeHKu pucka [Pykosodcmeo MCO/MOIK 51, 3.10].

3.563 oueHka pucka (risk assessment): Obwull npoyecc aHanusa pucka u oyeHusaHus pucka [Pykoso-
dcmeo ICO/M3K 51, 3.12].

3.54 oueHusaHue pucka (risk evaluation): OcHogaHHasi Ha pe3yfibmamax araiusa pucka ripoyedypa
nposepkKuU, ycmaHasnusarowasi, He npessiuieH nu donycmumelili puck [Pykoeodcmeo UCO/M3IK 51, 3.11].

3.55 mMeHedxMeHmM pucka (risk management): CucmeMamu4eckoe npuMeHeHUe NoaumuKu, rnpoue-
Oyp u npakmu4yeckux memodos MeHedxmeHma 0Nl peuwleHuUs 3aday aHanusa, OUeHUsaHus1 U yrpaereHusi
puckom [FOCT P ICO 14971, 2.18].

3.56 cpok xpaHeHus (shelf-life): MNepuod epemMeHU, 8 Me4YeHUE KOMOpPOo2o Nep8UYHbIE YINaKOB8OYHbIEe
Mamepuansl 00/KHEI coomeemcemeosames mpebosaHUsM Crieyugbukayuu fnpu 8bIfoIHEHUU YyCmaHo8eH-
HbIX yCI108Ull XpaHeHUs U 10 UCMmeYeHUU KOmopo2o Mamepualibl He O0ITKHbI Bbimb UCMOMb308aHb! (CM. CPOK
2o00Hocmu, 3.21).

3.57 eneyudgpukayus (specification): [JokymeHnm, ycmaraesnusaouwulti mpebosarusi.

3.568 uHempykyusi, Memoduka (standard operating procedure, SOP): IHCmpyKuyusi 1o 8biMONIHEHUIO
oriepayul unu rnposedeHuU KOHMPOIs.

3.59 ucxodHbIli Mamepuan (starting material): Cbipbe, KOMIOHeHMbI, cybcmaHyuu, Ucromnb3yemMslie 8
npoussodcmee repsuyHbIX YaKo8OYHEIX Mamepuaios.

3.60 cmepunsHocms (sterile): Omcymemeue xusbix MukpoopaaHusmos [MCO 14937:2000, 3.24].

3.61 cyb6nodpsad4uk (subcontractor): Tpembs cmopoHa, Komopas 8birosIHIem Yyacmse unu ecro pabo-
my 1o U320MOo8IIeHUI0 NMep8UYHbIX YNaKo8OUYHbIX Mamepuarsos.

3.62 o6pabomka nosepxHocmu (surface treatment): [pouecc, HarnpasneHHbIll Ha ynyquleHue
rosepxHocmu Mamepuarsios 01151 nepeuy4Holl yrnakosKu.

Mpumep — Mokpbimue cunukoHoM u Opyzasa o6pabomka NoeepXHOCMU cmekKna, NoKpbimue eHympeHHel
unu sHewHel NO8ePXHOCMU CMEKAAHHBIX KOHMEeUHepPoe8 UMy pe3uHoebIX yacmell.

3.63 npocnexusaemocms (traceability): Bo3MOXHOCMb pociedums UCMOpUIo, NpUuMeHeHue unu
MecmoHaxox0eHue mozo, 4mo paccMampugaemcs.

MMpumeyvanus

1 lMpocnexusaemocms NMPUMEHUMENbHO K NPOBYKYUU MOXem OMHOCUMBLCS K.
- MPOUCXOXOEHUK Mamepuarnos u KOMIeKmMynouux;

- ucmopuu obpabomku;

- pacrnipedeneHuro U MeCMOHaxoX0eHUr nNpodyKyuu rocse rnocmasku.

2 B obnacmu memponoeauu npuHamo onpedenerue, npusedeHHoe 6 VIM — 1993, 6.10. [FOCT P MCO 9000:2008,
3.5.4].

3.64 ammecmauyus, ucnbimaHus* (validation): [Jokazamenscmeo mozo, Ymo memooduka, npoyecc,
obopydosaHue, Mamepuar, onepayus unu cucmema coomeemcmeytom 3adaHHbiM mpebosaHusM U ux
ucrionb3oeaHue delicmeumeiibHO Jaem oxudaemMbie pesyribmamsl (cM. makxe 3.38).

3.65 eepudpukauyus (verification): CUHOHUM mepMuHOo8 ammecmauus (3.38) u ucnbimarus (3.64).

* Onpepenexune paHo no FOCT P 52249—2009 (npum. TK 458).
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4 Cuctema obecnevyeHuUs1 KauecTBa

4.1 O6wue TpeboBaHuA

FOCT P UCO 9001—2008 CucteMbl MeHeJ)KMEHTa KadecTBa. TpeboBaHus
4.1 O6wue TpeboBaHuA

OpraHnzauna gomxkHa paspaboTtaTtb, 3a4oKyMeHTUpoBaTh, BHEAPUTb U nogdepxusatb B paboyem
COCTOSIHUUN CUCTEMY MEHEIKMEHTa kayecTBa, MOCTOSIHHO yny4lwaTh ee pe3ynbTaTUBHOCTb B COOTBETCTBUU
¢ TpeboBaHMAMN HACTOSALLEero cTaHaapTa.

OpraHusauusi JomKHa:

a) onpeaensaTb nNpoueccel, HeobxoauMble 415 CUCTEMbI MEHEKMEHTa KayecTBa, U UX NpUMEHeH1e
BO Bcell opraHuzauuu (1.2);

b) onpenenaTb nocriegoBaTeNbHOCTL Y B3aMMOAENCTBUE 3TUX NPOLECCOB;

C) onpeaendaTb KpUTepmn n metoibl, Heo6XOp,I/IMbIe ana obecneveHna pe3ynbTaTUBHOCTU Kak rnpu
OCYLLECTBMNEeHNN 3TUX NPOLIECCOB, TaK U Npu ynpasrneHn UmMu;

d) obecneunBaTtb Hannune pecypcos 1 nHpopmauun, HeoGxoANMLIX AN NOAAEPXKKN 3TUX NpoLec-
COB N X MOHUTOPWUHIA,

€) OCYLLECTBNATb MOHUTOPUHT, USMEPEHUE, TaM, FAe 3TO BOSMOXHO, N aHarnus 3TUX MnpoLeccos;

f) mpuHumaTb Mepbl, HeobxoauMble ANs AOCTUXKEHUA 3annaHUPOBaHHbIX Pe3ybTaToB U NOCTOAHHO-
ro ynyvweHua atux npoueccos.

g) ornucame 0bLWy0 NONUMUKY Uenu U nodxod K obecrniedeHuro kadecmea rnpodykuyuu.

FOCT P UCO 9001—2008 CucTteMbl MeHeAXMeHTa kauecTBa. TpeboBaHuA
4.1 O6wue TpeboBaHUA

OpraHusauust 4oMKHa OCYLLECTBNATL MEHEKMEHT NMPOLIECCOB, HEOBXOAUMBIX ANsl CUCTEMbI MeHe-
KMeHTa KayecTBa, B COOTBETCTBUM ¢ TpeboBaHMAMN HAcToAWEro cTaHaapTa.

Ecnun opraHusaums pelwaeT nepegaTb CTOPCOHHEN OpraHU3aLmMm BbINofHEHUe Kakoro-nubo npouecca,
BMUAIOLLEro Ha COOTBETCTBUE MpoAyKuMM TpebGoBaHUsIM, OHa AoIkHa obecneuntb CO CBOEN CTOPOHBI
yrnpasneHune Taknum npoleccoM. Bua 1 cteneHb ynpasneHus npoleccaMmu, nepefaHHbIMUA CTOPOHHUM opra-
HU3aLNAM, LOMKHEI ObiTb OnpeaeneHbl B CUCTeMe MeHeDKMeHTa KayecTBa.

MpumevyaHuns

1 YnomsiHyTble BbllL€ NpoLecchl, HeobxoauMble Arsi CUCTEMbl MEHEDKMEHTa KavyecTBa, BKIoyaioT B cebsi npo-
LiecChbl yNpaBneH4Yeckon AeATenbHOCTW PyKOBOACTBa, oGecrneyeHusi pecypcamm, NPoLECChl XU3HEHHOTO LMKIa Nnpo-
OYKUMW, N3MEPeHNs, aHanusa v ynyuweHus.

2 [pouecce, nepeaaHHbIN ApYrov opraHn3auuu, siBrisieTcsl NpoLeccoM, HEOOXOAUMBIM OISl CUCTEMbI MEHEK-
MeHTa opraHv3auum, HO No BbIGOPY OpraHn3auuy BbIMOMHSE MbIM BHELLUHEN NSl HEE CTOPOHOWN.

3 O6ecneveHune ynpaBneHusi npoueccamu, nepeaaHHbiMM CTOPOHHUM OpraHu3auusiM, He ocBoboXxaaeT opra-
HM3auuo OT OTBETCTBEHHOCTU 3a COOTBETCTBME BceM TpeboBaHusiMm notpebutenei n ob6s3atensbHbiM TpeGoBaHUAM.
BeiGop Buaa n cTenexHmn ynpaeneHusi NpoLeccoM, NepeaHHbIM CTOPOHHEN OpraHu3aumm, 3aBUCUT OT TakUX hakTopoB,
Kak:

a) BO3MOXHOE BNWsSIHWE MepeaaHHOro CTOPOHHMM OpraHu3auusiM npouecca Ha CrocobHOCTbL opraHu3auum
NoCTaBnsiTb NPOAYKLUIO, COOTBETCTBYIOLLYO TpeGoBaHWsIM;

b) cTeneHb yyacTusi B ynpaBrneHuy npoLeccom, nepegaHHbiM CTOPOHHEN OpraHn3aumnuy;

C) BO3MOXHOCTb o6ecneyeHnss HeobxoAMMOro ynpasneHus NOCPeACTBOM NpuMeHeHusi Tpebosanun 7.4.
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4.2 Tpeb6oBaHuA K [OKyMeHTaLuu
4.2.1 O6wue TpeboBaHNA

FOCT P UCO 9001—2008 Cuctembl MeHeAXkKMeHTa kavecTBa. Tpe6GoBaHUA

4.2 TpebGoBaHUA K AOKYMEHTaLUu

4.2.1 OGwue nonoxeHus

JlokymeHTaLma cucTeMbl MEHeA)KMeHTa kauecTBa AOMDKHa BKoYaTh B cebs:

a) AOKyMeHTanbHO oOpMeHHbIe 3asiBfeHUs O NONNUTUKE U LieNnsx B 061acTi KavecTea,;

b) pykoBoACTBO NO Ka4YeCTBY;

C) AOKYMeHTUpOBaHHbIE NpoLeaypbl U 3anucu, TpebyeMble HacToSALWUM CTaHOaPTOM;

d) AOKYMeHThI, BKMoYas 3anucu, onpedeneHHble opraHusaumeit kak Heobxogumele el ansa obecne-
YyeHuns 3¢pPeKTUBHOro NNaHNPOBaHUSA, OCYLLIECTBIIEHUA NPOLECCOB U YNpaBneHUsa UMU;

MpumevaHusn

1 Tawm, rge B HacTosWeM CTaHAapTe BCTpeyaeTcsl TEPMUH «AOKYMEHTUPOBaHHas npouegypar, 3To O3HavaerT,
4yTO Mpoueaypa paspaboraHa, A4OKyMeHTanbHO oPOpPMITEHa, BHEAPEHA W NogAepXUBaeTca B paGoveM COCTOSHUN.
OavH JOKyMEHT MOXET coaepxaTb TpeboBaHusi ogHon unu 6onee npoueaypsl. TpeGoBaHne 0 HanNMUUK JOKYMEHTUPO-
BaHHOW npoLeaypbl MOXeT 6biTb peanu3oBaHo 6onee YeM 0gHUM AOKYMEHTOM.

2 CreneHb AOKYMEHTUPOBAHHOCTU CUCTEMbI MEHEKMEHTA Ka4eCTBa OQHOW OpraHn3aunmn MOXeT OTNMYaTbCs
OT cTeneHn ,ElOKyMBHTVIpOBaHHOCTVI ,qpyroﬁ B 3aBUCUMOCTU:

a) oT pa3mepa opraHu3auuv 1 BUaa AesiTernbHOCTY;

b) crnoxHocTu U B3aumoaencTBusi NPOLECCOB;

C) KOMMNETEeHTHOCTM nepcoHana.

3 HokymeHTaums moxeT 6bi1Tb B niobon hopme n Ha nio6om HocuTene.

4 B Hacmoswem crmaHOapme Ucrionb3ylomes MepMUHbI « UHCMPYKUUST», «MemoOuKay, ensouuecs nepesooom
Ha pycckull A3bIK aHenuiickozo mepmura «standard operating procedure — SOP».
4.2.1.1 OpeaHu3sayust 0o/mkHa OOKyMeHmMarbsHO 0ghopMUMB 800 OOWLYIO NMOSTUMUKY, Uenu U rnoodxoo K

ammecmauulu.
4.2.2 PykoBOACTBO MO KavecTBY

FOCT P UCO 9001—2008 CucteMbl MeHeg)KMeHTa KadecTBa. Tpe6GoBaHuUA

4.2.2 PykoBoACTBO NO KavyecTBY

OpraHunsauusa gomnxkHa paspaboTtaTb U nogaepxnsatb B pabovyem coCTOsIHNM PYKOBOACTBO NO Kadec-
TBY, coepxallee:

a) obracTb NPUMEHEHUs CUCTEMbI MEHeIKMEHTa KauecTBa, Bkovasi nogpobHoCcTM n 06ocHoBaHNe
no6bIX UcknoveHui (1.2);

b) nokymeHTUpoOBaHHLIE NpoLeaypbl, pa3paboTaHHble ANs CUCTEMbI MEHEKMEHTa KadecTsa, Unu
CCbIJTK/ Ha HUX;

C) onucaHve B3aUMOAENCTBUA NPOLLECCOB CUCTEMbI MEHEXKMEHTa KayecTsa.

4.2.2.1 OpeaHusayusi OomkHa onpedenums cmerneHs NpUMeHUMOCMU Hacmosiujeego cmaHO0apma K ee
OesimensHOCMU.

1 p uwmeyaHue— OpzaHusayus MOXxem onpedenums, 4mo cmaHOapm MPUMeHUM KO 8cell ee rpodykyuu U
moreKO K MpoldyKuuu chapmauesmuyeckoe0 HasHaqYeHUs.

4.2.2.2 Pykosodcmeo o Kadecmsy OOIXHO onpedenums cmpykmypy OOKyMeHmauuu cucmemsi
obecnevyeHusi kayecmaa.

4.2.3 fJokymeHmauyus

FOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KayecTBa. TpeboBaHUA

4.2.3 YnpaBneHue AoKyMeHTaLuen

[ oKyMeHTBl cucTeMbl MEHE)KMEHTa KavyecTBa J0IIKHbI ObITh ynpaBnseMbIiMy. 3anncu, npeacTasns-
toLmMe coboin cneunanbHbli BUA AOKYMEHTOB, A0MKHbI ObIThb YNpaBnseMbIMu cornacHo TpebosaHusam 4.2.4.
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Ana onpegeneHns HeoGXo4UMbIX CPEACTB yNpaBneHus AomkHa BbiTh paspaboTaHa OOKYMEeHTUPO-
BaHHas npoleaypa, npeaycMaTpuBaioLLas:

a) ouumManbHoe oaobpeHne JOKYMEHTOB C TOUKM 3peHMst UX OCTaTOMHOCTY OO0 BhINycKa;

b) aHanus 1 akTyanusauumio no mepe HeoBGXoAMMOCTH U NOBTOPHOE oduLManbHoe ogobpeHue aoky-
MEeHTOB;

c) oBecnedyeHne naeHTUMOUKALMM USMEHEHWIA 1 cTaTyca NepecMoTpa AOKYMEHTOB;

d) obecnedeHne HanMuusa COOTBETCTBYIOLLUMX BEPCU AOKYMEHTOB B MecTax UX NpuMeHeHs;

e) obecnedeHune coxpaHeHUs1 JOKYMEHTOB YETKUMU U NIerko MAEHTUULMPYEMBIMU;

f) oBecnedyeHue aeHTUPUKALUN 1 yNpaBieHe pacchlKoi OKYMEHTOB BHELLUHEro NpoucXoXaeHus,
onpedeneHHbIX opraHusaunen Kak HeoBxoguMble ANS NIaHUPOBaHUA U (DYHKUMOHUPOBAHWA CUCTEMBI
MeHe)KMeHTa KayecTBa;

g) npedoTBpalleHue HenpeaHaMepeHHOro UCNoNb30BaHUSA YCTapeBLUUX JOKYMEHTOB 1 NpUMeHeHe
COOTBETCTBYIOLLEN naeHTUdMKALLMM TaKUX OKYMEHTOB, OCTaBMeHHbIX AN Kaknx-nn6o Lenei.

4.2.3.1 BHeceHue usmeHeHul 8 O0KYMeHmMbI U UX ymeepx0eHue OOMKHbI 8bIMONMHAMbLCS 8 ycmaHos-
TTeHHOM ropsidke.

4.2.3.2 OpeaHusaluus 0oJmkHa onpedenumb CPOK XpaHeHUSsT Konul omMeHeHHbIXx OOKYMeHmos8 (CM.
makoke 4.2.4.8).

4.2.3.3 lMpu ucnone3o8aHuU aneKmMpoHHbIX nodnucel Ha doKyMeHmax criedyem esecmu KOHMpPOJb,
obecneyusarwull 6esonacHocme U coomeememeue pyKorucHol nodnucu.

4.2.3.4 [JokymeHmbI OOMXHbBI UMEMb YemKyro cucmemy obosHadeHul (Harpumep, HaseaHue/HoMep
OoKyMeHma, 8epcusi, KOru4ecmso cmpaHuu,).

4.2.4 MpoTokonkl cepuit

FOCT P UCO 9001—2008 Cuctembl MeHeA)kKMeHTa kavyecTBa. Tpe6GoBaHua

4.2.4 YnpaBneHue 3anucsmu

3anucu, ycTaHOBeHHbIe A5t NPeACcTaBneHusa CBUAETENbCTB COOTBETCTBUA TPEGOBaHUAM U pesynbTa-
TUBHOTO (PYHKLMOHUPOBAHUS CUCTEMBI MEHEKMEHTA Ka4yeCTBa, AO/DKHbI HAX0AUTLCS MoA ynpaBieHueMm.

OpraHusaums OOfMKHa YCTaHOBUTbL AOKYMEHTUMPOBaHHYIO Npolieaypy Ans onpedeneHusl cpeacTts
ynpaeneHus, TpebyeMbix npu naeHTudUKaLMKn, XpaHeHusl, 3aluThbl, BOCCTAHOBIEHUS, COXPaHEHUA U
N3bATUSA 3anuncei.

3anucu [omnxkHbI 0cTaBaTbCsl YETKUMUA, JNIErko aeHTUULMPYEMbIMA U BOCCTaHaBMBAEMbIMUA.

ITpumeuyaHue—Tlpomokonsl cepuil codepxam OaHHbIe, OMHOCAWUECS K Mpou3sodcmey cepuu, a makxe
OarHble 0 NobbIX OMKIOHEHUSIX U IPO8e0eHHOM aHaruse.

4.2.4.1 Ha npomokoribl, 8bINOITHAEMbIE 8 ATIEKMPOHHOU ¢hopMe, pacripocmpaHsiiomcesi me e mpebo-
8aHus, Ymo u Ha Opyaue nPomokKorbl (cM. 4.2.4 u 7.5.2.9).

4.2.4.2 lMpomokoribl OOIKHBI BbIMb YEMKUMU, HecmupaeMbiMU U OCYWecmsrnsimsecsl cpasy xe 1o
8bInonHeHuUU pabomsl (8 ropsidke ee 6bINOMIHEHUsT), OOIDKHLI UMemb O0amy, UHuyuanbs! U nodrnuck auya,
oghopmuewie20 nNpPomokoi. VicrnipasneHusi 8 Mpomokoniax OO/KHbI uMems 0amy, UHUyuans! U rnodnuce, a
makxe, npu Heobxodumocmu, codepxamb 060CHO8aHUe UCTIPasIeHUs, MpuU 3MOM repe8oHaqanbHasl 3arnuch
domkHa ocmasamacsi Yumaemoll.

4.2.4.3 OpeaHu3sayus 0oimkHa onpedenums Kpumudeckue 051 kayecmea rpouecchl U napamempesl,
20e Heobx00uM MoemopHbIl KOHMPOIbL MPU 8bIrycKe cepuu. Ecrniu Kakol-nubo KOHMPOIb 8bIN0NIHAeMcs ¢
MMOMOWbIO 3NIEKMPOHHbIX cpedcms, Mo 3mo OOKHO Obimb SICHO yKa3aHo.

4.2.4.4 KaxOasi kpumudeckasi Ofls1 Kayecmea orepauyusi unu rapamemp rpu rpou3eoocmee U KOHmMPo-
ne 0omkHbl 6bimb oripederieHbl U riodrnexam rnoemopHOMY KOHMPOITO.

4.2.4.5 [ns kax0ol cepuu rep8uyHoO20 yrnakoeo4yHo20 Mamepuarna opeaHusayusi 0oimkHa eecmu u
noddep:xusame 8 paboyeM cocmosiHUU OOKyMeHmMbI, docmamoyHbie O1s ipocrexusaeMocmu u onpederne-
HUs1 Konuyecmea rpou3eedeHHbIX U MPUHSIMbIX K 8bilTyCKYy Mamepuarsios.

4.2.4.6 OpeaHusayus domxHa onpedenums rapamMempsl 8 OOKyMeHmauuu cepuu, Komopsbie nodne-
JXam npoeepke.

4.2.4.7 [okymeHmauusi Ha cepuro 0oimkHa bbimb rNposepeHa U ymeepk0eHa.
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4.2.4.8 Bce dokyMeHmMbI © rpou3sodcmee, KOHmMpose, UCMbIMaHusiX, nocmaeke u uccredo8aHusix
O0JTKHbI XpaHUMbLCS, 110 MeHbWel Mepe, 8 medeHue rnsmu siem rnocrie npoussodcmea Usiu rio coaniacoeaHuo
¢ nompebumenem, unu, rno KpatiHel mepe, 00UH 200 10CIe UCMEYeHUs1 CpoKa 200HoCMuU Mamepuarna ons
rnepeuqHoU yraKosKu, ycmaHO8/IeHH020 op2aHu3ayueli, eciu UHoe He coz21acoeaHo ¢ rnompebumernem.

IMp umeuyaHue— Moxem nompebosamscs xpaHums 3anucu o0 Mamepuarnax 019 nNepeu4HoLl yrakoeku 00 KOH-
Ua cpoka XpaHeHUs NIeKapCMeeHHbIX cpedcms, KaK ycmaHoerneHo nompebumenem.

5 OTBeTCTBEHHOCTb PYKOBOACTBaA

5.1 O6sa3aTenbcTBa PyKOBOACTBA

FOCT P UCO 9001—2008 CucteMbl MeHepKMeHTa kadecTBa. TpeGoBaHus

5.1 O6as3aTenbcTBa pyKoBOACTBa

Boicluee pykoBOACTBO AOSMKHO oBecneunMBaTtb HanuuvMe CBUAETENBLCTB MNPUHATUA cBouX 06siza-
TeNbCTB NO pa3paboTke U BHEAPEHUIO CUCTEMbI MEHEXKMEHTa KauyecTBa, a Takke NOCTOAHHOMY yryJlle-
HUIO ee pe3ynbTaTUBHOCTU NOCPEACTBOM:

a) posedeHUs Ao cBeAeHUA NepcoHana opraHn3auny BaXkHOCTU BbINOMHeHUA TpeboBaHuiA noTpebu-
Tenen, a Takke 3akoHoAaTeNbHbIX U 06A3aTeNbHbIX TPeboBaHWIA;

b) paspaboTku nonuTukn B o6nacTu kavecTsa,;

c) obecneveHuns paspaboTku Lenei B 06n1acTu kayecTsa;

d) npoBeaeHus aHanuaa co CTOPOHbI PYKOBOACTBA;

e) obecnevyeHunss HeobXoANMMBIMWN pecypcaMu.

5.2 OpueHTauusa Ha noTpeGutens

FOCT P UCO 9001—2008 Cuctembl MeHeAXXKMeHTa KayecTBa. TpeGoBaHus
5.2 OpueHTauus Ha noTpeburens

BricLuee pykoBOACTBO AO/KHO obecneunBaTth onpeaeneHne v BeinonHeHne Tpe6GoBaHuin notpebute-
nen Ansa nosbIWeHNs UX yaosneTsopeHHocTn (7.2.1 1 8.2.1).

5.2.1 Aydumsbi co cmopoHbl nompe6bumersi

OpaaHusayus dormkHa paspeliums nompebumernto unu e2o npedcmasumensim (1o 83aUMHOMy coefla-
curo) nposodums aydumsi 81151 OUEHKU cucmeMbl MeHeOXMeHma Kadecmea.

OcHoeHble mpeboeaHusi nompebumens K opaaHusauuu sk/movarom e cebss Hanu4yue HeobxoduMbiX
romeuwjeHuli u obopydosarusi, NoA2o0MOBIIEHHO20 fepcoHana U Mpoyeccos, MOCMPOEHHbIX mak, Ymobsl
obecriequms 6e3onacHocmb MPOOYKYUU U UCKITIOYUMb TepeKpeECMHOE 3azpsi3HeHUe, Komopkie obecreJusa-
tom cmabusneHoe npou3sodcmeo npodyKuyuu 8 coomsememesuu ¢ mpebogaHusmMu nompebumers.

5.3 Monutuka B o6nacTu kavyecTBa

FOCT P UCO 9001—2008 CucteMbl MeHeAXkMeHTa KayecTBa. TpeGoBaHUs
5.3 MonuTtuka B obnacTu kayecTsa

Bhiclwee pykoBoACTBO A0MKHO o6ecnevmBaTh, YToGbI NONUTHKA B 06MacTi kadecTsa:

a) cooTBeTCcTBOBanNa LiensM opraHnsauum;

b) Bkntovana B ceba 06A3aTeNbLCTBO COOTBETCTBOBATb TPEOGOBaHWMAM WM MOCTOAHHO MOBbIWATH
pe3ynbTaTUBHOCTb CUCTEMbI MEHEAXXMEHTA KauecTBa;

€) cospaBana OCHOBBbI Afsl NOCTAHOBKN U aHanusa Lernei B 06nacTu kayecTsa;

d) 6bina goseaeHa A0 cBeAEHWUA NepcoHana opraHvM3auWmn U NOHATHA emy;

e) aHanuaupoBsarnacb Ha MOCTOAHHYH NPUrOAHOCTb.
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5.4 MNnaHupoBaHue
5.4.1 Uenu B o6nacTtu kayecTBa

FOCT P UCO 9001—2008 Cuctembl MeHeA)KMeHTa KauecTBa. TpeGoBaHuna

5.4.1 Llenu B o6nacTtu kayecTBa

Bricliee pykoBOACTBO OpraHusaLmm 4omkHO obecneunsatb, UTobbI Lienu B 06nacTtu kavecTea, BKIO-
Yyasa HeobxoauMble ANg BbINOAHEHUA TpeboBaHuii K npoaykumm [7.1 nepeuncneHue a)], 6binu ycTaHOBNEHbI
B COOTBETCTBYIOLIMX NOApasaeneHnax U Ha COOTBETCTBYIOLWMX YPOBHSAX opraHusauun. Llenun B obnactu
KayecTBa AOMKHbI ObITb U3MEPUMBIMU U COTTIacyeMbIiMI C NOMIUTUKOW B 0BNacTu kayecTea.

5.4.2 NMnaHupoBaHUe cO30aHUA U Pa3BUTUA CUCTEMbI 0BecneyeHUN KayecTBa

FOCT P UCO 9001—2008 CucteMbl MeHeAXMeHTa KauecTBa. TpeboBaHus

5.4.2 NMnaHupoBaHue co3AaHUA, NoAAEPXUBAHUA U YNyulIeHUA CUCTEeMbl MeHeKMeHTa
KavecTBa

Bericwee pykoBOACTBO AOMKHO obecneynsaTb:

a) nnaHupoBaHue cosfaHuA, NOAAEPKUBAHUA U YNYYLLEHUSI CUCTEMbI MEHEKMEHTa KavecTBa aAnsa
BbINONHeHus TpebosaHui 4.1, a Takke ANsa 4OCTUXKEHUNA Leneid B 06nacTu kavyecTBa;

b) coxpaHeHue LENTOCTHOCTU CUCTEMBI MEHEI)KMEHTA kayecTBa NpU NNaHUpoBaHUM U BHepEHUM B
Hee N3MEeHeHUN.

5.5 OTBeTCTBEHHOCTb, NOJIHOMOYUA U 06MeH UH(popMaLmeit
5.5.1 OTBeTCTBEHHOCTb U NONHOMOYUA

FOCT P UCO 9001—2008 CucteMbl MeHegXMeHTa KauecTBa. TpeboBaHus

5.5.1 OTBeTCTBEHHOCTb U NOATHOMOUUA

Boicluee pykoBoACTBO A0MKHO obecneunBaTtb onpeaeneHne M AoBeaeHne Ao cBeAeHUs NnepcoHana
opraHuMsaunm 0TBETCTBEHHOCTU U NOMTHOMOYUNA.

5.5.1.1 Opzanu3zayusi domkHa umems obpa3susi rodrnucell (cm. 4.2.4) omeemcmeeHHbIX nuy.

Criedyem umems CrIUCOK 8CeX JTUU, OCYUWecmsIIsoWUX nposepKu Ul o8MopHbIe posepKuU, 8Hym-
puripou3zeodcmeeHHbIll KOHMpPObL U m. M., ¢ obpa3syamu noodnucedl.

5.5.1.2 Omdernbi Ka4vecmea, KOmopbie HeCYm OMeemcmeeHHOCMb 3a NMPUHSIMUE Kpumu4eckux peule-
Hu, QO/MKHBI MPUHUMamMb 3Mu pelueHUsT He3aguCcUMo om fpou3eodcmea.

5.5.2 [pedcmasumenb pykosodcmea

FOCT P NCO 9001—2008 CucteMbl MeHeXXMeHTa KadecTBa. TpeGoBaHus

5.5.2 MNpeacTaBuTeNnb pykoBOACTBa

Boicluee pyKkoBOACTBO AO/MKHO Ha3HauUTb NpeAcTaBUTENA U3 COCTaBa PYKOBOACTBA OpraHUsauuu,
KOTOpbIA He3aBUCUMO OT ApYyrux 0b6s3aHHOCTEN OOIPKEH HECTU OTBETCTBEHHOCTb M MMeTb NOMTHOMOYNA,
pacnpocTpaHsoLWmecs:

a) Ha obecneyeHue pa3paboTku, BHeApEHUs U NoaaepXaHus B paboyeM CoCTOSIHUM NPOoLIeccoB, Tpe-
BGyeMbIX CUCTEMOIN MeHePKMeHTa KavyecTBa;

b) npegcTtaBneHne oT4ETOB BbICLLUEMY PYKOBOACTBY O (bYHKLUMOHUPOBAHUN CUCTEMbBI MEHEMKMEHTA
Ka4ecTBa 1 HeOBXOAUMOCTU ee YNyuLUeHUS;

C) COAeilCcTBMe pacnpocTpaHeHWo NoHUMaHuA TpeboBaHu NOTpebuTenelt No BCe opraHn3auuu.

MpuMeyaHune—B OTBETCTBEHHOCTb NPEACTABUTENA PYKOBOACTBA MOXET GbITb BKNIOYEHO noaaepxaHue
CBS1311 C BHELHVMM CTOPOHAaMM M0 BOMPOCAM, KAaCaIOLMMCSI CUCTEMbI MEHEQKMEHTA KauecTBa.

5.5.3 BHyTpeHHui o6MeH uHdopmalmen

FOCT P UCO 9001—2008 Cuctembl MeHe)KMeHTa KayecTBa. Tpe6oBaHunA

5.5.3 BHyTpeHHUin o6MeH uHcopmaLmen

Bricllee pykoBoACTBO AOMKHO obecnednsaTb paspaboTky B opraHMsaLMn COOTBETCTBYHIOLWMNX NPO-
LeccoB obMeHa MHopMaLmen, Bkovas MHGOPMaUMIO, OTHOCALLYHOCA K pe3ynbTaTUBHOCTA CUCTEeMbI
MeHeXXMeHTa KayecTBa.
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5.5.3.1 lNonoxeHusi GMP, ekntoveHHble 8 Hacmosiuuli cmaHOapm, u HopMamueHbie mpebogaHus 00J1-
JKHbI, 8 Heobxodumoli cmeneHu, 6bimb dosedeHbl 00 ceedeHUs Kax0020 rnodpasdeneHusl.

5.5.3.2 Pykosodcmeo npednpusimusi O0IKHO 6bimb C80€8PEMEHHO UHEOPMUPOBAHO O KpUMUYECKUX
cumyauusix 8 obracmu Kka4ecmea.

MpumedyaHnue—lpumepamu npoyeccos obmMeHa uHopmayuell AensMmes Npoyeccsl, cefasarHbie ¢ obme-
Hom uHbopmayuell o nonumuke 8 obnacmu kadecmsa, aHanuae co CMoPOHBLI PyKosoAcmea, pe3ynbmamax 6HYMPEeHHUX
MIPOBEPOK Ka4eCcmea, a MakKxe 0 KOppeKmupyouux u rnpogunakmuyeckux oelicmeusix.

5.6 AHanus co cmopoHbl pykoeodcmea
5.6.1 O6wue nonoxeHus

FOCT P UCO 9001—2008 CucteMbl MeHeAXXKMeHTa KavyecTBa. TpeGoBaHus

5.6.1 O6LMe nonoxeHUA

Bhicllee pykoBOACTBO AOMKHO aHannanpoBaTthb Yepes 3annaHnpoBaHHble NHTepBarbl BpeMeHU cuc-
TEMY MeHepDKMeHTa KavecTBa opraHusauuv B Lensx obecneyveHus ee NOCTOAHHOW NPUrOAHOCTU, AoCTa-
TOYHOCTU U PE3YSIbTaTUBHOCTU. DTOT aHann3 AOSKeH BKoYaTh B ce65 oLeHKY BO3MOXHOCTEN yryyLleHUI
1N NOTPEBHOCTU B U3MEHEHUSAX B CUCTEME MeHe)KMEHTa KayecTBa OpraHu3aLum, B TOM Yncne B MOAUTUKE U
Lenax B obnacTu kayecTsa.

3anuncn o6 aHanmse CO CTOPOHBI PYKOBOACTBA AOMMKHBI MoAaaepxkuBaThc B paboyeM cocTost-
HuU (4.2.4).

5.6.2 UcxogHble faHHble ANA aHanusa

FOCT P UCO 9001—2008 CucteMbl MeHeAXkKMeHTa kavecTBa. Tpe6oBaHus

5.6.2 BxogHble faHHble onNA aHanusa

BxoaHble gaHHble Ans aHanvsa co CTOPOHbI PYKOBOACTBA AOSIKHbI BKMAOYaTh B cebs crneaytoLlyto
WHpopMaLnio:

a) pesynbTaTbl ayanTOoB (NPOBEPOK);

b) obpaTtHyto cBaA3b 0T NoTpebutenen;

) PYHKUMOHMPOBAHME NPOLECCOB 1 COOTBETCTBME NPOAYKLAN;

) cTaTyc npeaynpexaaroLwmx 1 KOPPEeKTUPYIOLWNX AEACTBUIA,
) nocnegywowue 4eACTBUSA, BbITeKaoLwme 13 npegplayLumx aHannm3os Co CTOPOHbLI PYKOBOACTBA,
f) nsmeHeHus, koTopble MOrNM Gbl NOBANATEL HA CUCTEMY MeHe)KMeHTa KavyecTBa;
g) pekomeHZaUMKU Mo YyYLEeHWIO.

c
d
e

h) daHHbIe 06 aghchekmusHocmu obyyeHusi.
5.6.3 Pesynbmambi aHanusa

FOCT P UCO 9001—2008 CucteMbl MeHeKMeHTa kadecTBa. TpeGoBaHusi

5.6.3 BbixoaHble AaHHble aHanu3a

BbixogHble AaHHble aHanuaa co CTOPOHbLI PYKOBOACTBA AOJIKHbI BKMOYaTh B cebs Bce pelleHus U
OeNCTBUA, OTHOCALLMECS:

a) K NOBbIWEHUIO pe3ynbTaTUBHOCTU CUCTEMBI MeHeQ)KMEHTa Ka4decTBa 1 ee NpPoLECcCcoB;

b) ynyuweHuo npoaykuun No oTHoLEHUIO K TpeGoBaHUAM noTpebutenei;

c) noTpebHOCTW B pecypcax.

6 YnpaBneHue pecypcamu

6.1 O6ecneueHue pecypcamu

FOCT P UCO 9001:2008 Cuctembl MeHeA)KMEHTa KavecTBa. TpeGoBaHua
6.1 O6ecneyeHue pecypcamu

OpraHusaums AofmkHa onpeaenuTs U obecneunsaThb pecypckl, Tpebyemble:

a) ANs BHeApeHWs U noaaepxaHua B paboueM COCTOAHUN cMCTeMbl MeHEDKMeHTa KayecTsa, a Tak-
e MOCTOAHHOrO MOBLILUEHNUS ee Pe3ynbTaTUBHOCTY;

b) noBbllWweHUsA yAOBNETBOPEHHOCTU NOTPEGUTENEN NYTEM BbINONHEHUSI UX TPeBOBaHWIA.
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6.2 MepcoHan
6.2.1 O6wme nonoxeHus

FOCT P UCO 9001—2008 Cuctembl MeHeAX)kKMeHTa kKayecTBa. Tpe6oBaHus

6.2.1 O6wune nonoxeHus

Mepcoran, BINOMHAOWMWIA paboTy, BNUAIOWYIO HA COOTBETCTBME NPOAYKLNA TpeboBaHUAM, AOMKeH
GbITb KOMNETEHTHBIM HA OCHOBE NOMy4YeHHOro 06pa3oBaHUs, NOAroTOBKM, HABLIKOB U OMbITa.

MpumedyaHune—Ha cootBeTcTBUE NPOAYKLUMM TPEGOBAHWSAM MPSIMO UIM KOCBEHHO MOXET BIUSITb Nepco-
Han, BbiNnonHsWwii N6yt paboTy B paMkax CUCTEMbI MEHEXKMEHTa Ka4ecTBa.

6.2.2 KomMneTeHTHOCTb, OCBEAOMIIEHHOCTb U NOAIOTOBKa

FOCT P UCO 9001—2008 CucteMbl MeHeZ)KMeHTa KadecTBa. Tpe6GoBaHus

6.2.2 KomMneTeHTHOCTb, OCBEAOMIIEHHOCTb U NOArOTOBKA

OpraHusauumsa gonxHa:

a) onpefensaTb HEOBXOAUMYIO KOMNETEHTHOCTL NepcoHana, BbiNonHsALWwero paboTy, koTopas BNUs-
€T Ha cooTBeTCTBUE TPeBOBaHUAM K KauecTBY NPOAYKLNK;

b) roe aTo BO3MOXHO, obecneunBaTb NOArOTOBKY MMM NPeAnpuHUMaThL Apyrie AeicTBUst B Liensx
OOCTUXKEHNSI HeOBXOAMMO KOMNETEHTHOCTU;

C) oLeHMBaTb pe3ynbTaTUBHOCTb MPUHSATBLIX Mep;

d) obecneunBaTb OCBEAOMIIEHHOCTL CBOErO NepcoHarna o6 akTyansHOCTU U BaXXHOCTM ero AesaTerb-
HOCTW 1 BKNaze B AOCTWKeHWe Lieneli B 061acTn ka4ecTsa,;

e) nogaepxusaTb B pabovyem COCTOSIHUM COOTBETCTBYIOWME 3anucy 06 obpasosBaHun, NoaroToBKe,
HaBbIkax 1 onuiTe (4.2.4).

6.2.2.1 Oby4yeHne no GMP

6.2.2.1.1 Cnedyem opeaHuzosams OornonHumensHoe obyveHue, Komopoe OOMKHO Npos8ooumscsi
peayrisipHO U 8KiTioYame usydeHue rnpuryunos GMP, a makke ecex UHCeKyull u chakmopos, 8nusiiolux Ha
Kavyecmso npodykuuu u Ha cucmemy obecrieyeHusi kadecmea. Takoe obydyeHue OOMKHO 8Kio4Yamb 8 cebst
paccmMompeHue:

a) pUCKO8 3a2psI3HEeHUSsT U epeKpecmHo20 3agps3HEeHUS;

b) nomeryuansHol onacHocmu O KOHEYHO20 rofib3csamens/ nayueHma 8 cl/iydae 3az2psi3HeHUs!
npodyKyuu;

c) enusHUA NIobbiX OMKITOHEeHUU om ycmaHO8TeHHbIX UHCMPYKUUU, Npoyeccos unu crieyugukayul Ha
Ka4ecmeso rpodykyuu 0ns1 nompebumersisi unu KOHEYHOZ0 0f1b308amerisl.

6.2.2.1.2 Ocoboe sHUMaHue criedyem ydensmb 0byyeHUIO riepcoHana, pabomarouie2o 8 rnpouseo-
dcmee cmepuiibHbIX Mamepuaros uniu Mamepuarnos, npedHasHavyeHHbIX 0115 riocnedyroujeli cmepunusayuu.

6.2.2.1.3 Cnedyem ripogodums crieyuanbHoe obyyeHue ro eorpocam rpedomepalleHusi Mukpobuo-
7102U4ECKO20 3a2pSI3HEHUs] U 3agpsi3HeHUsl Jacmuyamu, a makxke rnomeHyuanbHolU ornacHocmu makux
3aepsi3HeHul 8519 nayueHma.

6.2.2.1.4 NoemopHoe obydyeHue OOIDKHO OCYWecmeiisimbCsl Yepe3 yCmMaHOBIEHHbIE MPOMEXYMmKU
8peMeHU.

6.2.2.2 BpemeHHbIl riepcoHan OormkeH npodmu obydeHue unu Haxodumsbcsl 1ol HabmodeHuem
0by4eHHO20 rnepcoHarna.

6.2.2.3 B cniyyae rpusiiedeHusi KOHCYNTbmaHmos 110 8oripocaMm Kadecmea criedyem eecmu ux yyem,
8KITo4ast aHHble 06 Ux Keanughukayuu U munax oka3aHHbIX yciiye.

6.3 MomelleHunn, o6opyaoBaHue U maTepmanbHoe obecneyeHue

FOCT P UCO 9001—2008 CucteMbl MeHeXXMeHTa kauyecTBa. Tpeb6oBaHus

6.3 UHdpacTpykTypa

OpraHusauns gomkHa onpeaensitb, obecneumsaTb U NogaepkusaTth B pabouem cocTosiHMM uHdbpac-
TPYKTYPY, HeOOXoAUMYHo A AOCTUXKEHNs1 COOTBETCTBUS TpebosaHusaM K npoaykuuun. MHdpacTpykTypa
MOXeT BKMtovaTh B cebs, ecnv NpUMeHUMOo:

a) 34aHus, paboyee NPOCTPaAHCTBO M CBsI3aHHbLIE C HAM CpeAcTBa Tpyaa;

b) obopyaosaHue Ana NPoLeccoB (Kak TeXHUYEeckue, Tak U NporpaMMHbIe cpeacTBa);

c) cnyxbbl o6ecneveHns (Takne Kak TpaHCNopT, CBA3b UMM MHCOPMAaLMOHHBIE CUCTEMBI).
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6.4 MpousBoacTBeHHaA cpeaa

FOCT P UCO 9001—2008 CuctemMbl MeHeg)KMeHTa kayecTBa. TpeboBaHus
6.4 MpousBoacTBeHHas cpeaa

OpraHusaums JoMmkHa co3aBaTb NPOU3BOACTBEHHYHO cpedy, HeoBX0OUMYH ANs AOCTUXKEHUA COOT-
BeTCTBUS TpeBoBaHUAM K NPOAYKLMA, U YNPaBnaTh eto.
M pumevyaHne — TepMI/IH «Npon3BOACTBEHHAA cpefa» OTHOCUTCH K yCJ'IOBVIFlM, B KOTOPBbIX BbIMOMHAOT pa-

GoTy, BKIlovas huUsnUeckme, 3KoNoruyeckme 1 apyrme hakTopsl (Takue Kak WyM, TeMnepaTypa, BaXHOCTb, OCBEWEH-
HOCTb MU NOrOAHbBIE YCMOBUS).

6.4.1 TpeGoBaHuA kK NPOU3IBOACTBEHHOW cpefe

6.4.1.1 OpeaHusayusi doimkHa ycmarosums U OOKyMeHmasnbHoO oghopmums mpebosaHust K cOCmos-
Huto 300posbsi, Yucmome, odexde U KOHMPOoI Had 8ocmyrioM repcoHalia & criydae, ec/iu KOHmakm 3moz0
repCoHana ¢ repeuYHbIM yrnako8oYHbLIM MamepuasioMm Uil ¢ rpouzsodcmeeHHol cpedol Moxem Hezamus-
HO cKazambCsl Ha KadYecmee Mamepuarna.

6.4.1.2 B cniy4ae, ecniu ycrosus rpouseo0cmeeHHol cpedbi MO2ym HezamugHo 8/1UsIMb Ha Ka4ecmeo
repsu4YHo20 YraKo8OYHO20 Mamepuaiia, opaaHu3auusi 0omkHa ornpedenums mpebosaHus K npou3eod-
cmeeHHol cpede u paspabomame cucmemy achgbekmuaHo20 HabmodeHUS U yripasieHus ycrosuamu rnpous-
sodcmeeHHol cpedhbl.

6.4.1.3 lpu Heobxodumocmu criedyem ycmaHosums crieyuasnbHeie mpebosaHus dns obpaweHus ¢
3a2psI3HEHHbLIMU MEpP8UYHLIMU YaKo8OYHbIMU Mamepuanamu 055 npedomepauleHus 3azpsa3HeHUs Opyaux
rep8uUYHbIX Yyriako8OYHbLIX Mamepuasnos, npou3eodcmeeHHol cpedbi unu nepcoHana.

6.4.2 Knaccudpmkauus YMCTbIX 30H/MUCTBIX NOMeLLeHUN

Yucmele 30HbI (Yucmbie roMeuwjeHus) Oo/kHbI Obimb KnaccuguuuposaHbl 8 coomeemcmeuu ¢
FOCT UCO 14644-1. Ux koHmMponb U aKkcryamayusi OomkHe! bbimb Op2aHU308aHbl 8 coomeemcmeuu ¢
FTOCTPUNCO 14644-2, TOCTPUCO 14644-3ulOCT PUNCO 14644-5 unu aHanoaudHsiMu QOKyMeHmamu.

lMopsdok npoekmuposaHusi, cmpoumesibcmea U MOHMaxa 4YucmbiX rfoMeweHul npusedeH 6
FOCT P UCO 14644-4.

KoHmponb 6uoszaspsisHeHul Moxem bbimb op2aHu3oeaH 8 coomaemcmauu ¢ FTOCT P NCO 14698-1 u
FOCT P UCO 14698-2.

6.4.3 daKTopbl pucka, BNUMAKOLIUE Ha 3arpA3HEeHUs

OpeaHusayusi 0oimkHa onpedenums U KOHMPOIUposame hakmopki, KOmMopkie Mo2ym fnpusecmu K
3a2psI3HEHUIO MePB8UYHbIX YIIaKko8OYHbIX Mamepuarnos, Harnpumep:

a) aueueHa U cocmosiHue 300p0o8bsi repcoHana;

b) olexda nepcoHana, 108eupHbIe yKpalleHus (8KoyYast MUPCUH2), KocMemuKa,

C) KypeHue, npuem nuuwu, yrnompebneHue xesamernbHOU Pe3UHKU, HAarNuUmkKos, Ucrofib308aHue reka-
pcmeeHHbIx cpedcme;

d) obpaweHue u ymunusayus Mycopa;

€) MuKpobuomnoauveckoe 3aspsi3HeHue.

6.4.4 Bopbba c HacekoMbIMU

Cnedyem paspabomams u 8HeOpUMB UHCMPYKUYUU 1o 6opbbe ¢ HaCEKOMbIMU.

6.4.5 TexHUYeckue 1 BcnoMmoraTenbHble CUCTEMbI

6.4.5.1 Cnedyem nposecmu OUEHKY 8USHUSI MEXHUYECKUX cucmeM (Harpumep, nod20moseKku 8o30y-
Xa, rnapa, 2a3o8, 800bi) Ha KA4eCMeO repP8uUYHbIX YIaKko8OYHbLIX Mamepuanos. [JomxHbI XpaHumbcs OOKyMeH-
mbl, omHocsiwuecst K makol oyeHke (cm. 4.2.4).

Cnedyem makxe npogodums OUEHKY U Opyaux cucmem U (hakmopos (Hanpumep, cMasku, oxraxoaro-
wux xudkocmeti, Macna u 0p.), KOmopkie Mo2ym ciiy4aliHo 80Umu 8 KOHMaKMm € nepeuYHbIMU Y1aKo80YHbI-
MU Mamepuanamu.

Moxem 6bimb paccmompeHa 803MOXHOCME UCMONb308aHUs x)xUGKocmel nuwjeeoe2o kayecmsa (c yde-
mom ¢hakmopa pucka).

6.4.5.2 [pu Heobxodumocmu, O CHUXeHUSs 3agpsi3HeHul cnedyem ripedycMmompems 8EHMUNAUUK U
mecmHeie omcocbkl. Ocoboe sHumMaHue criedyem ydenumse cucmemam peyupKynsayuu.

6.4.56.3 Cnedyem 3a0ampb U 8bINoOAHSIML mpebosaHus K 8o0e, ecilu oHa HaxoOumcsi 8 fPsiIMOM KOH-
makme ¢ NMepeuYHbIMU YraKko8OYHLIMU Mamepuarnamu, UCXOOHbIMU Mamepuanamu unu ucronsdyemes onsg
o4ucmku obopydoeaHusi, Haxo0sU,e2ocsl 8 MPSIMOM KOHMakme ¢ Mamepuaiamu.
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6.5 O6cnyxuBaHue

6.5.1 Opeanusayus domkHa ycmaHosums mpebosaHusi K mexHU4eCcKoMy obCyxusaHuio (Harpumep,
0ns1 Ipou3800CMBEHHbIX MPOUECCOo8, cucmeM U obopydosaHusy) 8 criyyae, ecriu makoe obcnyxusaHue unu
€20 omcymcemeue MOXem 6/1Usimb Ha Ka4ecmao npooyKyuU.

6.5.2 Cnedyem secmu doKyMeHmauuto (nnaHbi-gpachuku, ypHasbl) mexHuU4ecKko20 obCiyXueaHusl.

6.5.3 Opezanusauus OormxkHa obecrnieyums 3Kcrnnyamauyuro, ybopKy u mexHuyeckoe obcnyxusaHue
rnomeujeHull U obopydosarusi 8 coomeememeuu ¢ GMP 0na ucknoveHus 3aspsA3HeHUs NpodyKuuU (8Kkoyast
KOHMpoJb Yacmuy, U Mukpobuonoaudeckuli KoHmpornsb, fpu Heobxodumocmu).

6.5.4 CucmeMbl ¢ KOMMLIOMEPHbLIM YripasfieHUeM, Komopbie Mo2ym e/UsIMb Ha Ka4ecmeo repeuyHo-
20 yrnakoso4HO20 Mamepuana, OOXHbI rpedycmampusamb KOHMPOIb NpU MOHMaxe, aKCrayamauyuu,
obcnyxueaHuU, BHECEHUU U3MEHEHUU.

6.5.5 Cnedyem noddepxusame 8 paboyeM COCMOSTHUU KOMITIIEKM mexHuU4eckol OoKyMeHmauyuu Ha
obopydosaHue, okasbiearoujee 8/USHUE Ha Ka4ecmaso.

7 Mpouecchbl XNU3HEHHOro LUKNa NpoayKuun

7.1 MnaHupoBaHMe NPOLECCOB XXU3HEHHOro LMKNa NpoAyKLuumn

FOCT P UCO 9001—2008 CucteMbl MeHegXXMeHTa kayecTBa. Tpe6oBaHun
7.1 MnaHupoBaHUe NpoLeccoB XUIHEHHOrO LMKNa NpoayKLuu

OpraHusauna gomkHa nnaHMpoBaTh U paspabaTbiBaTh NpoLecchl, HeoGxoaumble Ana obecrnevyeHus
XU3HEHHOro uukna npodykumun. MNMnaHuposBaHue NpoLeccoB XU3HEHHOTO LMK NPpoayKUNKU AOIDKHO ObITb
cornacoBaHo ¢ TpeboBaHNsIMK K APYrMM NpoLieccam CUCTeMbl MeHekMeHTa kavecTsa (4.1).

Mpy NnaHWpoBaHWU NPOLECCOB XN3HEHHOrO LMKNa NPOoAYKLMW OpraHU3aumsa 4oMKHa YCTaHOBUT,
noaxoasLwWwmm ans Hee obpasom:

a) uenu B obractu kadectBa U TpeGoBaHUS K NPOAYKLMW;

b) notpebHocTb B paspaboTke NPOLECCOB U AOKYMEHTOB, a Takke B oGecnedeHun pecypcamu ans
KOHKPETHOI NpoayKuun;

C) HeobxoauMylo AeATEeNbHOCTbL Mo BepudukaLMmn U Banngaumm, MOHUTOPUHTY, USMEPEHUIO, KOHTPO-
10 U UCNBITaHUSIM AN KOHKPETHON NpoayKLUMK, a TakKe KpUTEPUU NpUemkn NpodyKumu;

d) 3anuvcu, Heobxoaumele Ana obecneyeHns cBUOETENLCTBA TOTO, YTO NPOLLECChI XXU3HEHHOro LKna
NpoAyKLUN U NPOAYKLUMA COOTBETCTBYIOT TpeboBaHusam (4.2.4).

PesynbTaT aTOro NNaHupoBaHua AorkeH bbiTh NpeacTasneH B hopme, COOTBETCTBRYIOLLEN NpakTUke
opraHusaumu.

MpumevaHns

1 [lokymeHT, onpeaensiowmn NpoLecchl CUCTEMbI MEHE)KMEHTa KavecTBa (BKIoYasi NPoLEeCChl XXU3HEHHOTO
LMKNa npoAykummu) U pecypebl, KOTopble NPeACTOUT NMPUMEHATL K KOHKPETHON NPOAYKUMU, MPOEKTY UMM KOHTPaKTYy,
MOXET paccMmaTpyBaTbCA Kak NnaH KavecTsa.

2 Tpu pa3paboTke NPOLECCOB XUSHEHHOTO LIMKIa NPOAYKUMM OPraH3aumns MOXET Takke NPUMEHSITL TpeGosa-
HuA 7.3.

7.1.1 Cnedyem yqumsieamb 0COBEHHOCMIU HEMNPepbI8HbIX MPOUECCO8 8bIMYCKa NePBUYHBIX Y1aKo8ou-
Hbix Mamepuarios. Criedyem makxe rpedycmompems nmopsadok ombopa U CoXpaHeHUs 8 Hadnexaujux ycro-
8USIX apxusHbIx 0bpa3yos rMpodykyuu.

7.1.2 Opaanusayusi 8o/mkHa nposodums aHalu3 pucka Ha 8cex amarax XU3HeHH020 UuKia rnpoodyk-
yuu u noddepxxusame coomseememayroulyo doKyMeHmauuro e paboyem CoCMosIHUU.

7.2 Mpouecchbl, CBA3aHHbIe ¢ NOTPeGUTenamm
7.2.1 OnpepeneHue Tpe6oBaHUA, OTHOCALUXCS K NPOAYKLUN

FOCT P UCO 9001—2008 CucteMbl MeHeAXkMeHTa KayecTBa. TpeGoBaHus

7.2.1 OnpepeneHue Tpe60BaHMI, OTHOCALIUXCA K NPOAYKLUMN

OpraHusauns gomkHa onpeaenuvTb:

a) TpeboBaHusi, yCTaHOBMNEHHbIE NOTPebUTensaMu, BKNoYasa TpebGoBaHNA K NocTaBke U AeATeNbHOCTY
nocrie nocTaBKu;
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b) TpeboeaHus, He onpefeneHHble NoTpebuTenem, Ho HeobxoauMble ANA KOHKPETHOTC UMK Npeano-
naraemoro UCnosib3oBaH1s, Korga oHo U3BECTHO;

C) sakoHogaTeslbHble U Apyrue obasatensHble TpeBGoBaHMs, OTHOCALLMECS K NPOAYKLAK;

d) mobble gononHuTensHele TpeGoBaHUA, paccmaTpuBaeMble opraHu3aumen Kak HeobxoaumMble.

MpwumeyaHue— [leaTensHOCTb NOCNE NOCTABKM MOXET BKNOUaTh B ceba AeNCTBMA NO rapaHTUMHOMY 06ec-
NeYeHNIo, KOHTPaKTHBIM 06s13aTenbCTBaM, TakKMM KaK YCNYMM NO TEXHUYECKOMY OGCNYXUBAHUIO, U SOMONHUTESIbHbIE
YCIyrm, Kak yTunu3aumsi v rnoriHoe yHUHTOXEHue.

7.2.1.1 Cnedyem onpedenumb mpebosaHus K NpodyKUUU, 8KIKOYas Xapakmep UsMeHeHud, rnpu Komo-
pbix mpebyemcsi obsisamernbHoe yeedoMIieHue.

7.2.1.2 Cnedyem onpedenume mpebosaHus nompebumerns rno npedomepalieHur0 HecaHKUUOHUPO-
8aHHO20 UCII0/16308aHUs1 0MXx0008 feps8uUYHbIX YNaKo8o4YHbIX Mamepuasos (ekntoyast obpasubl, nonuspadgu-
yeckue Mamepuaribi, IMUKemKuU).

7.2.2 AHanus Tpe6oBaHUIA, OTHOCALMNXCA K NPOAYKLUN

rOCT P UCO 9001-2008 CucteMbl MeHegXXMeHTa KavecTBa. TpeboBaHuna

7.2.2 AHanu3 Tpe6oBaHUI, OTHOCALUXCA K NPOAYKLUN

Opranusaumsa AorkHa aHanuanmpoBaTtb TpeboBaHUA, OTHOCALMECH K NpoayKuun. DTOT aHanus Jos-
XXEeH NpoBOAUTLCA A0 MPUHATUS opraHu3auuein ob6s3aTenbCcTBa NOCTaBNATL NPOAYKUMIO NOTpebuTenio
(Hanpumep, y4acTus B TeHaepax, NPUHATUE KOHTPaKTOB UMW 3aKa30B, NPUHATUE U3MEHEHUI K KOHTpaKTam
Wnu 3akasam) 1 JorpkeH obecneumBarb:

a) onpepeneHue TpeGoBaHMWit K NPoAyKUUW;

b) cornacosaHue TpeboBaHUM KOHTPaKTa UK 3akasa, OTAUYAOWMNXCA OT paHee cHOPMYMPOBaH-
HbIX;

€) cnocobHOCTb opraHu3aLun BEINOMHATL onpeaeneHHble TpebosaHus.

3anucu pesynbTaToB aHanuaa u nocneayrowmnx A4eNCTBUA, BbITEKaOWMX U3 aHanusa, A0KHbI noA-
AepxuBaTtbcea B paboyem coctosiHum (4.2.4).

Ecnu notpebutenn He BbIABUraloT AOKYMEHTUPOBAHHLIX TpeboBaHUIA, opraHusaumsa AorkHa noa-
TBEPAUTL UX Y NOTpebuTens Ao NPUHATUSE K UCNIONTHEHUIO.

Ecnu Tpe6oBaHua k npoayKUMU M3MEHeHbI, opraHusaums AomkHa obecneyunTsb, YTo6Gbl COOTBETCTBYIO-
Wue JOKYMEHTbI Bblnu ncnpasneHsbl, a 3aMHTepecoBaHHbIA NepcoHan 6bin NocTaBneH B U3BECTHOCTL 06
N3MEHMBLUMXCA TPeboBaHMSX.

MpwnMeyYaHn e — BHEKOTOPbIX CUTYyaLUsIX, TAKMX KaK NPOAAXM, OCYLLECTBNSIEMbIe Yeped VIHTepHeT, NpakTu-
YeCKM HelenecoobpasHo NPoBOAMTE OMLUMarnbHbIN aHANU3 KKA0ro 3akasa. BMecTo aToro aHanma MoxeT pacnpocTpa-
HSITBCS Ha COOTBETCTBYIOLLYIC MHPOPMALMIO O NPOAYKLMM, TAKYIO KaK KaTanoru Uiv Apyrve pekniaMmHble matepuant.

7.2.3 CBA3b c noTpebutensamu

FOCT P UCO 9001—2008 CuctemMbl MeHeKMeHTa kadyecTBa. Tpe6oBaHusl

7.2.3 CBA3b c noTpebutensimu

OpraHusauus gomkHa onpeaensiTe U ocyLecTBNATb acheKTUBHLIE Mephl NO NoAAepKaHUIo CBA3U C
noTpebuTensiMu, kacatomecs:

a) WHdbopMaLmM o NpodyKUmN;

b) npoxoxaeHusa 3anpocoB, KOHTPaKTa UK 3akasa, BKYasa Nonpaekuy;

c) obpaTHol cBa3un oT noTpebutenei, Bkoyas xkanobel noTpebutenei.

7.2.3.1 OpeaHusauyus OomkHa paspabomamb u roddepxueamb cucmemMy OOKYMEHMUPO8aHHOU
obpamHol cesi3u € Uenbio paHHe2o UHGOPMUPOBaHUsT O 803MOXHBIX UMU cywecmsyowux npobnemax c
KayecmeoM U y4yema 3amedaHull nompebumernel npu APUHSIMUU KOPPEKMUPYIOWUX U rpedyrnpexoaru,ux
deticmsud.

7.2.3.2 o mpebosaHuto nompebumerns opeaHu3ayusi 00/KHa coaiiacoeamsp fepevdeHb UMeHeHUl,
Onis1 Komopskix cnedyem riony4ums NnucbMeHHoe coafacue 00 ux ymeep:x0eHusi unu mpebyemcs monbKo
orioseuwjeHue. VIHghopmauus 0 BHOCUMbIX U3MEHEHUSsIX 00/KHa coobuambcst caoespemeHHo. Npouecc aHe-
CeHUs1 U3MeHeHUll domxeH bbimb coenacosaH (cM. 7.2.1).

PekomeHdyemcs oghopmume coenaweHue mex0dy opeaaHusayuel u nompebumenem o mpebosaHusix K
npodyKyUU U 8KITIOHUMb 8 Heeao Nopsidok delicmaut 8 criyyae OmKIIOHEHU om ycmaHo8neHHbIX mpebosaHudl.
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7.3 MpoekTupoBaHue 1 paspaboTka
7.3.1 MnaHupoBaHWe NPOEKTUPOBAHUA U pa3paboTKu

FOCT P UCO 9001—2008 CucteMbl MeHe)XKMeHTa KayecTBa. TpeGoBaHUA

7.3.1 MnaHnpoBaHue NPOEKTUPOBAHUA U pa3paboTKU

OpraHusauus 4omKHa NaHMpoBaTh NPOeKTUPOBaHNe 1 paspaboTky 1 ynpaBnsaTs 3TUMK NpoLieccamu.

B xoae nnaHWpoBaHUsA NPOEKTUPOBaHUA U paspaboTkn opraHnsaLns JormkHa ycTaHaBMBaTh!

a) cTaguu NPOEKTUPOBaHUA U paspaboTku;

b) npoBegeHve aHanusa, BepudmKaumm 1 Banuaauum, COOTBETCTBYIOLLMX KaXKAoW CTaguu NMPOeKTu-
poBaHua 1 paspaboTku;

C) OTBETCTBEHHOCTb W MOTHOMOYNS B 06NacTv NpoeKkTUpoBaHus 1 paspaboTku.

OpraHusauusa OMKHa YyNpaBnaTb B3aMMOASNCTBUEM PasTIMYHBIX MPYMM, 3aHATLIX NPOeKTUPOBaHNEM
1 pa3paboTKoM, ¢ Lenbto obecneveHuns adhdpeKkT MBHOM CBS3N M YeTKOro pacnpeaerneHns OTBEeTCTBEHHOCTH.

PesynbTaThl NNaHMpoBaHUA 4OKHBI aKTyanuanposaTbCsl, €Crn 3T0 Heobxo4mMMo B npoLecce Npoek-
TUpoBaHus 1 paspaboTku.

MpuMeyaHu e— AHanus, Bepuukaums 1 Banvaaums NpoeKTMpoBaHWs U pa3paboTky UMELOT pa3Hble Lenm,

NMoSTOMY UX MOXHO MPOBOAMTL M 3aMUCK MO HUM BECTU KaK OTAENBHO, TaK U B N0ObIX COYETaHMSIX, NOAXOAALLMX ANS Npo-
OYKUUM U OpraHu3auum.

7.3.1.1 OpeaHu3sayus dormkHa paspabomampe UHCMPYKUUU M0 Npo8edeHUI0 MPOEKMHBIX U KOHCMPYK-
mopcKux pabom. Smu UHCMpYKUUU OOIKHbI 8KITI0HamMb 8 ceb51 OUEHKY pUCKa C y4emoM coomeememeyrouux
mpebosarull GMP u mobbix nomeHUuansHeix onacHocmel 0ns nompebumerns u, 8 ocobeHHocmu, ons
nayueHma.

OmeemcmeeHHOCME 3a NMPOEKMUpPO8aHUe U OUEHKY pucka 0oimkHa bbimb coanacosaHa Mexay nompe-
6umenem u opeaHu3ayued.

B npouecce npoekmuposaHusi (paspabomku) criedyem ripedycMompems posepKy mozo, Ymo pesy b-
mam pabomsl coomeemcmeyem 3adaHHbIM mpebosaHusmM. Sma nposepka OoixHa bbimb 8binofHeHa 40
3aeeplueHus paspabomku.

7.3.2 UcxoOHble OaHHbIe OMs1 NPOeKMUPOB8aHUsI U pa3pabomku

FOCT P MCO 9001—2008 CucteMbl MeHe)KMeHTa kauecTBa. TpeGoBaHuna

7.3.2 BxoaHble AaHHble ANA NPOEKTUPOBaHUA U pa3paboTku

BxoaHble AaHHble, OTHOCsILLIMECS K TpeBoBaHUAM K NPOAYKLMM, AOIKHBI BbITE onpeaeneHsl, a 3anucu
OOIDKHBI NoaaepxuBaTbesl B paboyeM cocTosiHim (4.2.4).

BxoaHble gaHHble AOMKHBI BKMoYaTh B cebs:

a) dyHKUMOHamNbHbIE U 3KCMyaTauMoHHble TpeboBaHus;

b) cooTBeTCTBYIOWME 3aKoHOAATENLHBIE U ApYyrue obssaTenbHble TpebosaHus;

C) Tam, rae 3TO BO3MOXHO, MH(OPMaLUIO, B3ATYIO U3 NpeablayLnX aHaNorMyHbIX NPOEKTOB;

d) apyrne TpeboBaHusA, BaxHble Aris NPOeKTUPoBaHUS U pa3paboTku.

BxoaHble AaHHble AOMKHBI aHaNM3MpoBaThCsl Ha A0CTaTOYHOCTb. TpeboBaHWA A0MKHbI BbITh NOMHbI-
MW, HeABYCMbICTIEHHBIMWA U HENPOTUBOPEUYNBLIMMU.

7.3.3 Pe3ynbTaTt npoeKTMpoBaHuUs U paspaboTku

FOCT P UCO 9001—2008 Cuctembl MeHe)KMeHTa kauyecTBa. TpeGoBaHunA

7.3.3 BbixogHble AaHHble NPOEKTUPOBaHUA U paspaboTku

BbixoaHble AaHHbIE NPOEKTUPOBaHWUA 1 pa3paboTku AoIkHLI BbITh NpeacTasneHsbl B hopme, Noaxo-
Aawein ans npoeegeHns BepuduKaLmm OTHOCUTENMBHO BXOAHBLIX TpeboBaHUI K NPOEKTUPOBaHUIO U paspa-
60TKe, a Taloke AOMKHBI BbITh ohuUMansHO 0fo6peHbl A0 UX MOCNEAYIOLLEro UCTONbL30BaHUS.

BbixoaHble AaHHbIe NPOEKTUPOBaHUS U pa3paboTKn AOKHbI:

a) COOTBETCTBOBATb BXOAHbIM TpebOoBaHUAM K NPOEKTUPOBaHUio U paspaboTke;

b) obecneunBaTb COOTBETCTBYIOLLEN MH(pOPMALMEN MO 3aKynkamM, MPOU3BOACTBY U OBCNYXMBaHUIO;

C) coaepxaTb KpUTEPUN NPUEMKU MPOAYKLMW NI CCISTKN HA HUX;

d) onpenensiTb XapakTepuUCTUKU NPOAYKLUMK, CylLecTBeHHble Ans ee 6e3onacHoro 1 NpasuUrbHOro
NCMOMb30BaHMSI.

18



roCT P 53699—2009

NMpumedyaHune— VHdopmauusa no Npou3BoACTBY M 06CNYXMBaAHUIO MOXET BKodaTh B ¢ebsi nogpobHble
JaHHble O COXPaHEeHUW NPOaYKUUM.

7.3.4 AHanus npoekTta U paspaboTku

FOCT P UCO 9001-2008 Cuctembl MeHeI)KMEHTa kavecTBa. Tpe6oBaHus

7.3.4 AHanus npoekTta u paspaboTku

Ha cooTBeTCTBYOLWNX CTaAWsAX AOIKEH NMPOBOANTLCS CUCTEMATUYECKUN aHanus npoekta u paspa-
60TK/ B COOTBETCTBUM C 3an1aHUpoBaHHLIMU MeponpusaTusamMm (7.3.1) B Lensx:

a) oueHuMBaHWA CroCOBHOCTU pPe3ynbTaToB NPOEKTUPOBaHUA U pa3paboTki yaoBneTBopsiTe Tpebo-
BaHUAM;

b) BbisiBNEeHWA NtoBbIX NpobneM 1 BHeCEHWs NpeasioXeHni no Heobxo4NMMbIM AEACTBUAM.

B cocTaB y4aCcTHUKOB TaKoro aHanmaa A0MKHbI BKHoYaTbCs NpeacTasuTeny nogpasgeneHnn, umeto-
LLMX OTHOLUEHWE K aHanuanpyemoi(biM) cTaamu(siM) NPoeKTMpoBaHns 1 paspaboTku. 3anucu pesynbTaTos
aHanunsa 1 Bcex HeobBxoanMbIX AeACTBUA AOMKHBI NoaaepXknBaThes B pabovem coctoaHun (4.2.4).

7.3.5 Bepudmkauma npoekra u pa3paboTku

FOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeGoBaHus

7.3.5 Bepudmkauma npoekra u paspaboTku

Bepudmkauma gomkHa OCYyLECTBNATLCA B COOTBETCTBUMM C 3anfaHWpoBaHHLIMUA MeponpuaTUs-
Mu (7.3.1) ¢ Lenblo YAOCTOBEPUTLCS, YTO BbIXOAHLIE AaHHbIE MPOEKTUPOBaHUSA 1 pa3paboTku COOTBETCTBY-
0T BXOAHBIM TpeboBaHUAM. 3anucy pesynsTaToB BepuduKkaLmmn U Bcex HeobXoaNMbIX AeACTBUA AOMKHbI
nogaepxusaTtbes B paboyem cocTosiHumM (4.2.4).

7.3.6 ATTectauus npoekTa U paspaboTku

FOCT P UCO 9001-2008 Cuctembl MeHe)KMEHTa KavyecTBa. TpeGoBaHuna

7.3.6 Banupgauus npoekTa u pa3zpaboTku

Banuagauumsa npoekta u pa3paboTku AOMKHa OCYLLECTBAATLCS B COOTBETCTBUM C 3annaHUpPOBaHHbLIMU
MeponpusaTUsMM (7.3.1) € Lenblo yaoCTOBEPUTLCS, UTO NOofyYyeHHas! B pe3yrbTaTe NpoAyKumMsl COOTBETCTBY-
eT TpeboBaHUAM K yCTaHOBIIEHHOMY WUIK NpejroraraemMoMy UCMOoNb30BaHUIO, €ClM OHO U3BECTHO. [ae aTo
npakTU4ecku BO3MOXHO, Banvaaumsa AorpkHa ObiTh 3aBepLueHa 40 NOCTaBKU U NPUMEHEHUs MPOAYKUUN.
3anvcu pesynbTaToB Banugauum n Bcex HeobxoaMMbIxX AeACTBUIA AOSDKHBI NoAAepXMBaTbCs B pabouem
CoCTOsIHU (4.2.4).

7.3.7 YnpaBneHue U3MEeHEHUSIMM NPOEKTa U pa3paboTku

FOCT P UCO 9001—2008 Cuctembl MeHeA)KMeHTa kauecTBa. TpeGoBaHus

7.3.7 YnpaBneHue U3MeHEHUsIMU NpoeKkTa U pa3paboTku

M3meHeHus npoekTa 1 pa3paboTku A0mKHbI BbITb NASHTUULUMPOBaHDI, @ 3anuUcy AOIKHBI Noaaep-
XuBaTbcsl B paboyeM cocTosiHUW. M3MeHeHUs A0SKHbI GbiTb NpoaHanuavpoBaHbl, BepuduumnpoBaHsbl 1
BanuAMpoBaHbl COOTBETCTBYIOLMM 0Bpa3om, a Taicke o4obpeHbl 40 BHECEHUsI. AHanM3 U3MeHeHU NPoekK-
Ta 1 pa3paboTku AoIKeH BKIlo4aTh B cebs OLeHKY BIUAHUSI USMEHEHWIA Ha cCoCTaBHbIe YacTh U y)Ke NocTaB-
NEeHHyo NpoAyKuMio. 3anucu pesynbTaToB aHanMsa M3aMeHeHUn U Mo6bix HeOBXOANMBIX AeUCTBUIN AOMKHbI
nopgaepxueBaTbes B paboyem cocTosiHim (4.2.4).

7.3.7.1 OnoBelueHue

06 usMmeHeHUsIX, 3ampaausaiouux Kakue-nubo pavee rpedcmaesneHHblie 0aHHble, He0bX00UMO c00b-
wume nompebumenio u, 8 criy4ae rpedcmasiieHusi opeaHu3ayuel mexHuU4eckoz2o 0ocbe, HernocpedcmeeH-
HO YrOJTHOMOY€HHbIM Ha030PHbIM Op2aHaMm.

7.3.7.2 U3MeHeHUA B NpoekTe

B cniyyae eHeceHusi usMeHeHul criedyem rposecmu o8moOpHyIo ammecmayuio uUsMeHeHHoU OoKy-
MeHmauyuu, npu Heobxoo0uMocCmu opa2aHu308amb 08bIlEHUE Keanuhukayuu rnepcoHana.
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MMpumeyvaHus

1 Pesynbmamel npoekmuposaHusi u paspabomxu mozym ekmodame 8 cebs dokyMeHmauuio (crieyugurkayuu,
MeXxHON02U4eCcKUe NPoYecchl, Yepmexu, uccrnedogamensckue omyemsl), a makxe obpasusbl.

2 KoHebudeHyuansHas HaydHas U mexHudeckas uHgopmauus (npuHadnexawas opaaHusayuu) moxem 6bimeb
nepedaHa 8 cocmage 00Cbe HEerlocpedCM8eHHO YrOMHOMOYEHHOMY HaO30pHOMY Op2aHy (Harpumep, MexHUu4ecKoe
docee).

7.4 CHabXeHue UCXOAHLIMU MaTepuanamm
7.4.1 MNpouecc 3aKkynok

FOCT P UCO 9001—2008 CucteMbl MeHegKMeHTa kauecTBa. Tpe6oBaHUs

7.4.1 TMpouecc 3akynok

OpraHuzauns gormkHa obecneunsatb COOTBETCTBME 3aKyNNEHHOW NPOAYKLMN YCTaHOBIIEHHBIM Tpe-
60BaHUAM K 3aKynkam. Tun n cTeneHb yNpaBneHus, NpUMeHsieMble Mo OTHOLUEHWIO K MOCTaBLLUMKY M 3aKyn-
TNIEHHOW NPOAYKUUN, OOIMKHBI 3aBUCETL OT ee BO3AEWCTBUSI Ha nocreayowmne cTagnm XnN3HEeHHOro Lkna
NPOAYKUAN UMK FOTOBYH MPOAYKLMIO.

OpraHunzauust 4oKHa oLeHUBaTb 1 BeIGMpaTh NOCTaBLMKOB HA OCHOBE UX CNOcOBHOCTM NOCTaBNATb
NPOaYKLMIO B COOTBETCTBMM € TpeboBaHUsiMU opraHn3aumn. JomkHel ObiTb paspaboTaHbl Kputepun oT60-
pa, OLEHKN 1 NMOBTOPHOM OLEHKWU. 3anvcu pe3ynbTaToB OLeHUBaHUS U Ntobbix HEOOXOAUMBIX AeNCTBUNA,
BbITEKaIOLNX N3 OLeHKWN, AOIMKHbI NoAAepXUBaTLCA B pabovem cocTosiHUM (4.2.4).

7.4.1.1 OpeaHu3ayus domkHa ymeepOume rocmasuiuKos:

a) ucxodHbIX Mamepuaros,

b) cpedcme obecrieyeHus Mpoueccos, Kpumu4eckux 0115l Kayecmaa,

C) yrnakogo4yHbIX Mamepuarsnos 0718 UCMoMb308aHUs 8 YUCMbIX TOMEUEHUSIX.

7.4.1.2 OpeaHusayus 0omxHa ornosecmums riompebumerns neped mem, Kak omoasamsb Kakyio-nubo
yacms rpouecca rpouzsodcmea Ha cybrnodpso.

7.4.1.3 Bce ycnyau cybriodpsiddyukos (skmodasi npedocmaessnieHue UcXo0HbIX Mamepuaros, nabopa-
MmopHble ycilyau, cmepunusauyuro, ycilyau ro Kanubposke u ammecmayuu, obcnyxusaHuio, yoopke, mpaHc-
nopmuposaHuro, KoHmMponio Had epedumensmu (HacekoMbIMU U TIP.) U 8bI803 Mycopa), enusdowjue Ha
Kavyecmeo npodyKyuu, criedyem KOHMponuposams € y4emom ¢hakmopa pucka.

7.4.1.4 KoHcyrnemaHmbI 110 80npocaM rpou3eodcmea U KOHmMpoJis Mamepuaios 05151 nepsuyHou yna-
KOBKU OOITXHbI paccMampueamsCsi Kak nocmasujuxu.

7.4.1.5 lNocmasuwjuku Mamepuarnos u yciye, Kpumu4yeckux 011 kayecmea, 0osxHbl 6bimb ymeepxde-
Hbl omOenoM Kayecmea unu npedcmasumernemM omoefia Kayecmeaa.

7.4.1.6 OpezaHusayus Qo/mxHa oyeHusamb U 8ecmu 3arucu O KoMriemeHmHocmu nabopamopudl,
8bIMNOMHAOUWUX pabombl, KpUMUYeCKU 8axHble 01 Kayecmea. OpeaaHu3ayust O0/KHa 110M1b308ambCs yCny-
2amu monbKo mex nnabopamopull, KOMopbie OHa Mpu3Hana KOMIemeHMHbIMU 0115 8bINONTHeHUs pabom, Kpu-
muyecku 8aXXHbIX 01151 Kayecmea.

7.4.1.7 B cny4ae, ecnu npouecc cmepunu3sayuu omoaH Ha cybnodpsio, opzaHusayus dosxHa ybe-
dumscs, ymo rpoyecc coomeememasyem mpebogaHusim 7.5.1 u 7.5.2.

7.4.1.8 UsmeHeHue nocmasujukos UCX00HbIX Mamepuaros, Kpumu4ecKu 8axHbIx 051 Kadyecmea, 001-
JKHO ocyuiecmerisimeCsi 8 COOmMmeemcemeuu ¢ UHCmpyKuuel 1o 6HECEHUIO UMEHEHUU.

7.4.2 UHpopmayust no 3akynkam

FOCT P UCO 9001—2008 CucteMbl MeHeKMeHTa KauyecTBa. TpeboBaHUA

7.4.2 Undopmauusa no sakynkam

MHopmauma no 3akynkam AOSMKHA ONUCHLIBaTh 3aKkasaHHYHO NPOAYKUMIO, BKOYas, rae aTo Heobxo-
aumo, TpeboBaHus:

a) kK opuumanbHomMy ogobpeHuto NpoayKLuK, Npoueayp, NpoLeccoB U 06opyaoBaHNs;

b) kBanudukauumn nepcoHana;

C) cucTeMe MeHemKMeHTa kavecTBa.

OpraHusauus gomkHa ob6ecneunsaTb 4OCTATOYHOCTb YCTaHOBMEHHBIX TpeBoBaHWI K 3aKynkam A0 UX
COOBLLEeHNA NOCTaBLLMKY.

7.4.2.1 B npedenax, Heobxo0uMbix OIs1 POCIexueaeMocmu, yKasaHHbIx 8 7.5.3, opaaHu3ayusi 0o71-
JKHa coxpaHsime UHopmayuio rno cHabxeHuio, m. e. 00KyMeHmbl (cM. 4.2.3) u 3anucu (cMm. 4.2.4).
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7.4.3 KoHTponb 3a nony4yeHHbIMU MaTepuanamu

FOCT P UCO 9001—2008 CucteMbl MeHeA)KMeHTa kauecTBa. TpeGoBaHusa

7.4.3 Bepudukauua 3akynneHHon NnpoayKLuu

OpraHuzaums gomkHa paspaboTaTtb U OCYLLECTBNATb KOHTPOMb UK APYryio AeATENbHOCTb, He0bX0-
anmyto anst obecneyeHusi CoOoTBETCTBUSA 3aKyNiIeHHON NPOAYKLMUM YCTaHOBNEHHBIM TpeboBaHUAM K 3aKyn-
Kam.

Ecnu opraHunsauust unu ee notpebutens npeanonaraoT OCYLLECTBATL Bepudukaumio y NocTasLLnka,
TO opraHusauus 4ofMKHa YCTaHOBUTbL Mepbl MO BepudmrKkaumm 1 nopsagok Bbinycka NpoayKumMn B nHdopma-
LM Mo 3aKymnKam.

7.4.3.1 [lony4yeHHbIe UCXOOHbIE Mamepualibl QOMMKHbBI ObImb OU3UYECKU UTU aOMUHUCMPamuUueHo U30-
nuposaHbl 00 meXx rop, roka oHU He 6ydym JornyueHbl K UCTOTb308aHUI0.

I1p umedyaH ue— B uckmoyumernsHbix 06cmosimenscmeax Moxem 6bimb UCINONb308aH Mamepuart, npoeepka
KOMOpO20 He 3agepweHa, rpu ycrosuu, 4ymo Aelicmeyrom uHcmpykyuu 6eaonacHocmu, 2apaHmupyouue, 4mo rpou3ee-
OeHHbIe NepeUYHbLIe yriakosoyHble Mamepuaribsi He 6yOym ebiyweHbl Ha PbIHOK 00 MeX rop, NoKa cmamyc UCXOOHbIX Ma-
mepuanos He 6yOem no0meepx0eH.

7.4.3.2 Cnedyem xpaHums OOKyMeHmauuio 1o KOHmpOoJio Had UCXOOHbIMU Mamepuanamu (cM. 4.2.4).

7.4.3.3 Omb6op obpasuoes OoimkeH rpou3sodumscsi 1o UHCMPYKUUU ¢ Ucroiib3oeaHuem obopydosaHus
U 8bIMoSTHEHUEM Mep, 0380AWUX Mpedomepamume 3a2psi3HeHUe.

7.5 MpousBoacTBO M 06CNyXXUBaHUe

7.5.1 YnpaBneHue npousBoaCcTBOM U o6cnyXnBaHueM

FOCT P UCO 9001—2008 CucteMbl MeHeAXXMeHTa KauecTBa. TpeGoBaHus
7.5.1 YnpaBneHue npouM3BOACTBOM U 06cnyXuBaHUEM
OpraHnzaums gomkHa nnaHnpoBaTb W OCYLECTBNNATL NPOU3BOACTBO U obBCnyXMBaHWe B ynpasnse-
MBIX YCMOBUSIX. YIpaBnsieMble YCIoBUst OMKHBI BKIOYaTh B ceba Tam, rge 370 NpUMEHUMO:
a) Hanu4ne UHdopMaLMK, ONUCHIBAIOLLEN XapakTepUcTUK1 NpoayKuun;
b) Hanuune paboumx MHCTPYKLMIA B criyvae HeoBGX0AMMOCTH;
) NpuMeHeHuWe noaxoasiero o6opyaoBaHus;
) Hanuume v NpUMeHeHWe KOHTPOMBLHOMO U N3MepUTEeNnbHOTO 06opyAOBaHUS;
) NpoBegeHWe MOHUTOPUHIa U U3MEPEHUIA;
f) ocywecTBneHune BeiNycka, NOCTaBKX U AEACTBUIA NOCNe NOCTaBKU NPOAYKLIMA.

g) onpedeneHue damsl npou3sodcmea ¢ yuemom UCoNb3yeMbIX MPOUECCO8;

h) ocoboe sHUMaHUe K orepayusM MapKUpPOBKU, IMUKemuposaHUsl U yrakoeKu ¢ Uerbio aghghekmus-
HO20 KOHMPOJIs U npedomspalieHus owubok;

i) uHCmpykyuro, onpedesnsiowyio yrpasneHue OmKIIoHeHUsiMU 8 ripoyeccax. OMKIIOHEHUS, Kpumu4Yec-
Kue 051 kayecmea, G0/DKHLI bbimb uccniedosaHbl, a pe3ynbmamsl Ucc/iedo8aHull 0hopMileHb! OOKYMEH-
maibHo (cM. 4.2.4).

7.5.1.1 YuctoTa Nnpoaykuun 1 KOHTPOSb 3arpsisHeHUs

7.5.1.1.1 OpeaHusauusi domkHa paspabomampe mpebosaHusi K YUCMOMe Mep8uYHbIX YNaKko80YHbIX
Mamepuaiios U Memodam rnpedomepalieHus 3azps3HeHUs 0bopydosaHust unu rnpooyKyuu.

Crniedyem ouyeHUmb riomeHyuarnsHbie pUcKuU, cesisaHHbIe C Mamepuanamu uiu cpedcmeamu obecrnede-
HUS ipoyeccos, Komopble Mo2ym yapoxame be3ornacHocmu nayueHma, Harpumep, Haauque rnepeHocumol
2ybyamoli aHuyeghanonamuu.

7.5.1.1.2 Bce npoueccel npoussodcmea 8 YUCMbIX U KOHMPOITUPYEeMbIX 30HaX, 8K/Ho4Yas KOHMpPOsib
OKpyxatoulell cpedsl, Mpou3soocmeo, 8Hympurnpou3so0CmMeeHHbIl KOHMPOIIb U YIIako8Ky nepeuyHbIX yrnaKo-
80YHbIX Mamepuarios, OOIDKHEI COOM8emcmaosame YyCmMaHo8MeHHbIM mpebosaHusiM. HYucmele nomeujeHuUst
O0IKHBI UMEMb 8030YUWIHbLIE WITHO3bI.

7.5.1.1.3 lMpoueccol npouzsodcmea 8 KOHMPOAUPYEMbIX yC08USIX OOIKHBI BbImb CO211aC08aHbI MEX-
dy nompebumenem u opaaHu3sayued.

7.5.1.1.4 Opzanusayusi dosmxHa paspabomams mpebosaHUsi K YUCMOMe ep8uUYHbIX YNaKoB80YHbIX
Mamepuarnos, ecnu
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a) amom Mamepuar rpPoxoo0um OKCHYamerbHY o4YUCmKy reped cmepunusayuell u/unu neped ezo
HernocpedcmeeHHbIM UCOb308aHUEM UIU

b) amom mamepuan nocmaensgemcsi 8 HecmepuilbHOM sude, HO e20 Yucmoma uMeem 3HavyeHue 0N
€20 UCo/1b308aHUs, Unu

C) sewecmea, UCrob308aHHbIE 8 rpoyeccax rnpouzsodcmea, 00mMkHbI bbimb ydaneHs! U3 NPoOAyKyUU
npu npoussoocmee.

7.5.1.1.5 Cnedyem mapkupogamb KOHMeUHepb! Ol XpaHeHUs U C8si3aHHble ¢ HUMU NUHUU 1o pacgha-
cosKe, 3azpy3Ke U pa3zpysKe.

7.5.1.1.6 Ocoboe sHumaHue (HaripuMep, K MapKuposke, besonacHocmu, yucmome) cnedyem yode-
n15Imb rieped 3az2py3Kol unu pasepy3koli KoHmelHepos/byHKepos.

7.5.1.1.7 [domxHbi b6bimb pa3pabomaHbl UHCMPYKYUU 1o o4ducmke obopydoeaHusi, ucrofib3yemoz0
fpu npou3soodcmee repeuYHbIX ynako8o4YHbIX Mamepuarsnos. Criedyem eecmu OOKyMeHmauuio o oYucmke
obopydoeaHusi, Kpumu4yecKku 8axxHo20 01151 Kadecmea 07151 [lep8UYHbIX Y1aKko80YHbIX Mamepuaiios (cM. 4.2.4).

7.5.1.1.8 lpoussodcmeeHHoe(bie) 060pydo8aHUE/30HbI QOIIKHBI UMemb 0603HauYeHUs1 ¢ yKazaHueMm
UX Ha3Ha4yeHus u cmamyca 4Yucmomei.

7.5.1.1.9 lNoemopHasi repepabomka Mamepuasios xapakmepHa O0ns rnpoussodcmea, Harpumep,
cmekna, amoMmuHus, bymaau, mepmorinacmuka. TpeboeaHusl K noemopHol repepabomke O0MKHbI 6bimb
oripederieHbl! U coaiiacoeaHsl ¢ rompebumerem.

7.5.1.1.10 Tepmonnacmuyeckue mamepuaribi He OOIMKHbI rfepepabambigambcs U MPUMEHAMbLCS
108MOPHO, 3a UCKITIOYEHUEM Cilyyaes, coaflacoe8aHHbIX ¢ nompebumernem.

7.5.1.1.11 [domxHa rposodumbcsl rposepka 0HUCMKU JTUHUU MEXOy 8blrycKaMu pasfiudHbix cepull, ¢
mem ymobbl yOanume ece Mamepuaribi U OOKyMeHmauyuro, He ydyacmsyroujue 8 riocnedyrowell onepayuu.
Crniedyem oghopmnsimb OOKyMeHmMalibHO pabomsi 1o o4ucmke nuHuU (cM. 4.2.4).

7.5.1.2 YnpaBneHue UameHeHUs MK

7.5.1.2.1 OpeaHu3ayusi dormkHa pa3pabomame rnopsi0oK KOHMPOIIS 3a USMEHEeHUAMU. VIamMeHeHUsT He
80JIKHBI OKa3bi8amb Hee2amueHO20 BIUSHUS Ha Kadyecmeo rnpodyKyuu u OOMKHbI coomeemcmeoeams
nompebHoCcmsM U OXUOaHUSIM 3aUHMePeCco8aHHbIX CMOPOH.

7.5.1.2.2 UsmeHeHUs1 QOrmKHbI bbimb oghopmMiieHbl AOKyMeHmanbHo. Cnedyem ebinonHuUme aHanu3
803MOXHO20 8MUSIHUST UBMeHeHUU Ha Opyaue rnpoyecchi.

7.5.1.2.3 Cnedyem onipedenume rnopsidoK, KOMy MoXem MpuHadnexame UHUUUamuea rno 8HeceHuo
usmeHeHutl, kmo AoImKeH npoeodums aHalu3 U3MEHEHUU U ymeepxoamp UX.

7.5.1.3 CneumnanbHble TpeboBaHNA NSt CTEPUNBHBIX MePBUYHbBIX YNaKOBOYHBLIX MaTepuanos

OpeaHusayusi domxHa secmu doKkymeHmauuro (cM. 4.2.4) no napamempam ripoyecca cmepunusayuu,
nposederHHo20 0n1s Kaxdol cepuu. 3ma doKymeHmauyusi 0oimkHa obecrneyusams rnpociexusaeMocms Orisi
KaxxOol cepuu rnepeuYHoO20 yrnaKkoeoyHo2o Mamepuarna.

7.5.2 ATTecTauus npoLeccoB NpPoU3BoACTBa U 0GCNyXMBaHUA

FOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa kavyecTBa. TpeboBaHuAa

7.5.2 Banupauus npoueccoB NpousBoAcTBa U 06¢cnyXuBaHus

OpraHunsauns AormkHa BanuamMposaTth Bce npoLecchl MpousBoACTBa U 06CNyXMBaHUS, pesynbTaThl
KOTOPbIX HEe MOryT BbITb BEpUDULMPOBaHBI MOCNEAYOWM MOHUTOPUHTOM UNWU N3MEPEeHUAMMU, U3-3a Yero
HeJoCTaTKM CTaHOBSATCA OYEeBMAHBLIMW TOMbKO MOCAe Havana WUCMofb30BaHUA NPoAYKUMW MNK nocne
npegocTaBeHns yCyru.

Banugauna gonkHa npoaeMoHCTpMpoBaTh CNocoBbHOCTL 3TUX NPOLECCOB AOCTUraTh 3annaHUpoBaH-
HbIX pe3ynbTaToB.

Opranusauus gomkHa paspaboTaTb Mepbl Mo 3TUM rnpoLieccam, B TOM Yncne Tam, rae 3To NPUMEHUMO:

a) onpepfeneHHble KPUTepUX ANs aHanmnsa U yTBepPXKAeHNS NPOLECcCoB;

b) yTBepxaeHue cooTBeTCTRYOLWEro 06opyaoBaHna U KBanudukaumm nepcoHana;

C) NpUMeHeHWe KOHKPEeTHbIX METOA0B 1 NpoLeayp;

d) TpebosaHua Kk 3anucsm (4.2.4);

€) MOBTOPHY Banuaauuio.

7.5.2.1 OpeaHu3sayus domkHa onpedenums Kpumudyeckue rnpoyecchl 8 npoussodcmee 01 kayecmsa
nepeuYHbIX YraKko8oYHbIX Mamepuarios. [Tpoyecc domkeH bbimb ammecmoeaH, eCilu Heflb3st obecneyums
KOHMPOIib €20 napamempos.
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7.5.2.2 [pu omHeceHuU NMPoYeccos8 K Kpumu4yeCcKuM U rpu onpedeneHuu obbema ammecmauuu crie-
Oyem 8bifo/IHAMb aHanu3 puckos. AHarnu3 puckoe 00/IKeH pacCcMampueame acrekmal, C8si3aHHbIe C Kayec-
meom rpodyKyuu.

7.5.2.3 TexHu4eckue cucmeMsl (Harpumep, obopydogaHue, NUHUU, MPou38odCmeeHHble MOOYnu U
m. 1.), ucrionib3yemsie 0719 npou3eoocmea rnepeuUYHbIX yrako8oYHbIX Mamepuarnos, 00/KHbI bbimbe ammec-
moeaHbl 8 coomeemcmesuu ¢ pe3yfibmamamu aHanu3a puckos, oghopMIeHHbIMU QOKYMEHMAITBHO.

7.5.2.4 Ammecmauusi doimkHa bbimb ripogedeHa 8 Cilydae 8HECEHUA Cyu,eCmEEHHbIX USMEHEeHUl 8
ycnosusi, 0bopydogaHue U npoyecchi, KOMopble Mo2ym 8/uUsimb Ha Ka4ecmeo rnpodyKyuu.

n pumedyaHue— KOHmpOJ'Ib u3MeHeHull 8 Memoodax ammecmauyuu ge/19emcs 4yacmbro cucmemMb! KOHMPOIsisa 3a
UusmMeHeHusaMU.

7.5.2.5 [pu Heobxodumocmu, ammecmauust Kax0020 ripouecca O0/LKkHa po8oduUmbCsl o coa2aco-
8aHUr ¢ nompebumernem.

7.5.2.6 Pesynbmamsi ammecmauuu criedyem ogopmname GoKyMeHmansHo (cM. 4.2.4). [lokymeHma-
yuro o ammecmauuu credyem xpaHUume 8 meYeHue 8ceeo cpoka ciyxbbl obopydosaHusi nioc 0ea 200a
riocrie e2o criucaHusl, Uil CpoK XpaHeHust 00KyMeHmauuu 0osmkeH bbimb coeniacosaH ¢ nompebumenem.

7.5.2.7 [ns npozpaMMHO20 obecriedeHUs, UCMOoNb3yeMo20 8 Kpumu4yecKux rpoueccax, O0/IKHO bbimb
rnposedeHo docmamoyHoe Kosiuyecmao mecmoe 0715 obecriedeHuUs npocnexusaemMocmu, nepedayu u xpa-
HeHus daHHbIX. Cucmemy criedyem Mposepums nymem 88e0eHUsT KOPPEKMHbIX U HEKOPPEKMHbIX OaHHbIX,
umobsl oripedenume fpociiexusaeMocms, rnepedady u xpaHeHue daHHbIX unu 3anuced.

7.5.2.8 Pesynbmambi KOHMpOoIisi criedyem oghopMisame QOKyMeHmMarsnbHo (cMm. 4.2.4).

7.5.2.9 [lokymeHmMbI Ha 371EKMPOHHLIX Hocumerisix 00/IXHbI 6bimb 3awuLieHbl om cmupaHusi u ciy-
yaliHoll nop4u, a makxe OOJIKHbI IpedycMmampusams 60CCMaHOBIEHUE, 8 Cllyyae, ecliu 3MMo HE803MOXKHO,
crredyem xpaHume pacriedamku, ro KpatHel Mepe, 8 meyeHue 08yx niem rociie criucaHusi obopydoeaHusi
unu o coanacoearuio ¢ nompebumenem (cm. 4.2.4.1).

lTpumevyaHnue—bonee nodpobrHas uHpopmayus no 3awume OaHHbIX, YNpPaesrneHurd U ammecmauyuu rpo-
egpammHo20 obecrieverus OaHa 8 IEC 60601-1-4, GAMP (Good Automated Manufacturing Practice) Guide u CFR 21
part 11.

7.5.2.10 Ecnu kpumuyeckul npouecc ebiriofiHsgemcsl cybrnoOpsiOuuKoM, opzaHuzayus domkHa ybe-
dumscsi 8 coomeememauu rpoyecca mpebosaHusM Hacmosiujeao cmaHoapma.

7.5.2.11 [ns cmepurneHoli npodykuyuu opeaHusayus OomkHa paspabomame Memoduky ammecmauuu
npoyecca cmepunusayuu. lNpoueccsl cmepunusayuu 00/MKHbI Bbimb ammecmosaHbl 00 HadYana npumMeHe-
Husi. JokymeHmauusi 06 ammecmayuu rnpoyeccos cmepunu3sayuu OOiDKHa XpaHUmbCsl 8 meYeHue ycmaHos-
IeHHoeo spemeHu (cM. 4.2.4, TOCT P MCO 11135, TOCT P CO 11137).

7.5.2.12 [nsi cmepurnbHol npodyKyuu opeaHu3ayusi OOIKHa NPUMEHSIMb ammecmoeaHHbIl npoyecc
cmepunusayuu rnepsuYHbIX ynako8oYHbIX Mamepuasios U peaucmpuposamb KOHMPOSbHbIE napamempsi
npoyecca cmepunusayuu. B cniy4yae, ecnu npoyecc cmepunusayuu ebirnosiHsemcsi cybrnodpsoyuKom, opaa-
Husayusi OorxxHa obecrnieyums ee0 coomsemcmeue mpebosaHusiM Hacmosiwe2o cmaHdapma (cM.
UCO 14937:2000).

7.5.3 NaeHTUdMKaLUAa u npocnexvBaeMocTb

rOCT P UCO 9001—2008 CucTemMbl MeHeg)KMeHTa kauyecTBa. TpeboBaHuA

7.5.3 UpgeHTudmkauusa m npocnexmBaemMocTb

Ecnu aT0 BO3MOXHO 1 LernecoobpasHo, opraHnsauus AorpkHa naeHTuduumMpoatb NpoayKUmnIo npu
MOMOLLM COOTBETCTBYIOLLMX CPEACTB Ha BCEX CTaAMsAX €€ XXU3HEHHOro LuKna.

OpraHunsauns gormkHa nageHTudnumpoBaTh cTaTyc NPOAYKLMM MO OTHOLLEHUIO K TPe6oBaHUAM MOHU-
TOPWHra 1N U3MEepPeHMUIn Ha BCex CTaausiX ee XU3HEeHHOro LMKna.

Ecnu npocnexnsaemocTb siBnsieTcs TpeboBaHuem, TO opraHnsaums AokHa ynpasnaTe cneuvans-
HOW naeHTUdNKaLmMen NpoayKkLMU U noaaepknsaTh 3anucu B paboyem coctosiHum (4.2.4).

MpumMeyaHue—B page oTpacrnen NPOMbILLNIEHHOCTU MEHEAXKMEHT KOHMIypaumn SBNAeTcA CPeacTEoM
nogaepXaHua aeHTUPUKaLMM 1 NPOCTIEXNBAEMOCTH.

7.5.3.1 OpeaHusayus domxHa paspabomame U noddepxueams cucmemMy 051 ipocnexusaHus ecell
MpodyKyuU om UCX0OHLIX Mamepuasios 00 rnocmasku nompebumertio, onpedenss anybuHy npocnexusae-
mocmu u mpebyemyro OOKyMeHmauyuio Ha OCHO8aHUU OUEHKU pucka (cM. 4.2.4, 8.3 u 8.5).

7.5.3.2 [Mpomokoiibi Ha ceputo npodyKyuu OOMKHBI UMEMb HOMEP Napmuu Unu CCbINTOYHbIL HOMEP.
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7.56.3.3 Cnedyem xpaHumb OOKyMeHmauuio 06 ucronb3o8aHuu Kpumu4yeckozo ob6opydosaHus
(cM. 4.2.4). OHa OormxHa makxe 6KIIroYame 6 cebst MepornpusIMust 110 O4UCMKe U 0b6CNYXUBaHUIO C yKa3aHUueM
amarios npou3sodcmea. Mepornpusimusa o obcnyxueaHuio 00/LkHbI Bbimb 0hoOpPMIIEHb! OOKYMEHMaslbHO U
obecrieyusame rpocnexusaeMocmes 00 KOHKpemHoU fpou3eodcmeeHHoOU onepauuu uiu obopydosaHusl.

7.5.3.4 OpeaHu3sayust ormkHa paspabomamb u eHeOPUMb UHCMPYKYUU 10 0bpalteHuUIo ¢ nepeuyHsi-
MU ynaKosoYHbIMU Mamepuarnamu, 8038paluyeHHbIMU 8 op2aHu3ayuro, Hanpumep, 015 nepepabomku. dmu
Mmamepuansl OoJKHbI 66imb udeHmuguyuposarsl u omoeneHbl om 06bI4HOU NPOAYKUUU.

7.5.4 CobGcTBEeHHOCTL NOTpedGuTena

FOCT P NCO 9001—2008 CucteMbl MeHeXMeHTa KadecTBa. TpeGoBaHus

7.5.4 Cob6cTBeHHOCTL NoTpebuTtenn

OpraHu3sauusa gomkHa NposiBnaTh 3a60Ty 0 coBCTBEHHOCTU NOTpebuTens, Noka oHa HaxoauTcs noa
yrnpaBsneHnemM opraHusauum unm ucnonbayetcs ero. OpraHusauma AoMKHA MaeHTUdUUMPoBaTh, Bepudu-
LMpoBaTh, 3alMLiaTh U COXpaHSATb COBCTBEHHOCTL NOTPEbUTENs, NPeaoCTaBNEHHYO A8 UCMONb30BaHNUA
WU BKIOYEHWs B NpoayKuuio. Ecnu cobecTBeHHOCTb NoTpebutens ytepaHa, MoBpexaeHa Unu npusHaHa He
NpUrogHon Ans UCMofb3oBaHUsi, OpraHM3auna AofHkHa U3BECTUTb 06 aToM NoTpeGuTensa U noaaepXkneaTthb
3anuncu B pabodem cocTosiHun (4.2.4).

MpumeyaHune— CobCcTBeHHOCTL NOTPEBUTENS MOXET BKNIOYATb B CEBS MHTENNEKTyanbHylo coBCTBEH-
HOCTb M CBEAEHWS NMUYHOTO XapakTepa.

7.5.5 CoxpaHeHue coOTBETCTBUA NPOAYKLUU

FOCT P UCO 9001—2008 CucteMbl MeHe)XKMeHTa KauecTBa. TpeboBaHus

7.5.5 CoxpaHeHue coOTBETCTBUA NPoOAYKLUU

OpraHunsauns gomkHa CoXpaHATb NPOAYKUMIO B XoAe BHYTpeHHel obpaboTku 1 B npouecce NOCTaBKU
K MECTY HasHaJeHUsi B Lienax nogaepXaHua ee cooTBETCTBUSI YCTaHOBMNEHHbIM TpeboBaHuam. Ecnu aTo
NPUMEHUMO, COXpaHeHUe COOTBETCTBUA NPOAYKLUN AOIDKHO BKIOYaTh B cebst uageHTudukaumio, norpysoy-
HO-pasrpysodHble paboThl, YNakoBKy, XpaHeHue u sawuty. TpeboBaHUe coXxpaHeHUst COOTBETCTBUA A0S-
XKHO BbITb TaKkke NPUMEHUMO 1 K COCTaBHBIM YacTAM NPOAYKLMA.

7.5.5.1 OpeaHu3sayus doimkHa paspabomame u roddepxusame cucmemy 81 obpaleHusi ¢ npooyk-
yuell ¢ o2paHu4eHHbIM CPOKOM XpaHeHus1 unnu mpebyiouwiell crieyuarbHbiX ycrnoeull XxpaHeHus. Takue crneyu-
arbHele yerosus XxpaHeHUs1 O0JDKHBI KOHMPOIIUpo8ambsCsl U peaucmpuposamsecs (cM. 4.2.4). Cpok xpaHeHust
OomkeH 66imb 060CHOB8aH.

7.5.5.2 [podykyusi domxkHa bbimb SICHO MapKupogaHa, pasddefieHa U HaldexHO xpaHumbcH, Gbimb
3awjuujeHHol om rioradaHusi NIOCMOPOHHUX 8eujecms unu 3azpsisHeHul. Ynakoeka, ucrnonssyemas ons npo-
uzsodcmea u xpaHeHus rpodykyuu, dormkHa 6bimb yucmod u rnpu2odHoll Ons npuMmeHeHuUs. Peanusyemas
npodykuyusi OoImKHa UMems corposodumerbHyto O0KyMeHmauuio, coomeemcemeyiowyto 0aHHOU cepuu npo-
oykyuu.

7.5.5.3 [lpu nosmopHOM UCIONb308aHUU YI1aKO8O4YHbIX KOHMeliHepos criedyem ydanume npedbidy-
wyro Mapkuposky. KonmeliHepbl O0IKHbI BbiMb OYUWEHb! U TPO8EPEHBI Ha YUCMOMmy 8 coomeemcmeauu ¢
uHcmpykyued.

7.5.5.4 [pu HeobxodumMocmu Ha amukemke OOJIKHbI Obimb yKasaHbl crieyuarnbHbie yCcrioeuss mpaHc-
nopmMupO8aHUst UNu XpaHeHUs1 ep8UYHbIX YIaKo80YHbIX Mamepuaros.

7.6 YnpaBneHue yCTpOMCTBaMM AN MOHUTOPUHIa U U3MepeHUin

FOCT P UCO 9001—2008 Cuctembl MeHe)KMeHTa kauecTBa. TpeGoBaHun
7.6 YnpaBneHue o6opyaoBaHuem AN MOHUTOPUHTA U U3MEPEHUA™

Opl’aHI/l3aLl,l/|ﬂ AOJPKHa onpeaenntb MOHUTOPWUHT U U3MEepEeHUA, KOTopbie NPpeACTOUT OCYLLUeCTBNATb, a
TaKke oGopy,qOBane ang MOHUTOPUHra U MsmepeHmﬁ, HeobxoauMoe ansa obecneyeHus cBuaeTenNbCTBa
COOTBETCTBUA NPOAYKLUN YCTAHOBNEHHbIM TpeGOBaHMﬂM.

* TpeGoeaHus pasgena 7.6 NpUMeHsiioT Hapsay ¢ MeTPONOrMYECKUMMN NPaBuiamMmm U HOpMamm, UMeLLUMK 0653a-
TeNbHYIO cUNy Ha TeppuTopumn Poccuiickon degepaumnm, KOTOpbIE COAEPKaTCA B HOPMATUBHBIX AOKYMEHTax no obecneve-
HWUIO €QUHCTBA M3MEpPEeHNI, yTBepxaaembix PegepanbHbiM areHTCTBOM MO TEXHNHECKOMY PerynmpoBaHuio U METPOIIOIMK B
cooTtBeTcTBUM ¢ PegeparnbHbiM 3akoHoM «O6 obecneveHun eanHcTBa namepeHuniny (ot 26 nioHs 2008 roga Ne 102-93).

24



rOCT P 53699—2009

OpraHusauns omKHa YCTaHoBUTL npoLiecchl 41 obecneveHnst Toro, YUTobbl MOHUTOPUHT 1 N3Mepe-
HWSA MOTMM GbITb BbINOMHEHbLI U BﬂeVICTBVITeJ'IbHOCTVI ObInN BbINOMHEHbLI B COOTBETCTBUN C TpeGOBaHMﬂMM K
HUM.

Tam, roe Heobxoaumo obecneumBaTtb UMEOLLME 3aKOHHYH CUNY pesynbTaTbl, U3MepuTernbHoe
obopyanoBaHue AOMKHO BbITb:

a) oTkanMbpoBaHO W/MNK NOBEpeHO B YCTaHOBMNEHHbIE Nepuoasbl UK neped ero NpUMeHeHuem no
aTanoHam, nepegaoLwmM pasMepbl e4NHUL, B CPaBHEHNN C MeXAYHapoaHbIMU U HaLUOHalTbHbIMU 3Tano-
Hamu. [pnu OTCYTCTBMM Takux aTanoHoB 6asza, NCNoNb3oBaHHAA ANs KanMOPOBKA UM MOBEPKMU, AOIMKHA
6bITb 3aperncTpUpoBaHa;

b) oTperynupoBaHo Mnn NOBTOPHO OTpPEerynMpoBaHo No Mepe HeobxoaumocTuy;

C) MAeHTUMLMPOBAHO B LieMsiX yCTaHOBMNEHMS cTaTyca KanmbpoBKu;

d) 3awWwmLLIeHo OT perynnpoBokK, KoTopble caenany 6bl HegeNCTBUTENbHBIMU Pe3yrbTaThl USMEPEHUS;

€) 3awmweHo OT NOBPEXAEHUS U YXYALIEHUA COCTOAHUSA B Xo4e obpalleHuns, TexHndeckoro obeny-
XUBAHUA N XpaHEHUS.

Kpome ToOro, opraHusauusi gofmkHa OLEHWTb U 3aperucTpupoBaTtb NPABOMOYHOCTb NpeablayLumx
pe3ynbTaToB U3MepeHus, ecrnu obHapyeHo, 4To o6opyaoBaHue He cooTBeTCTBYeT TpeboBaHusiM. Opra-
HU3auMA AOMKHa NPeANPUHATL COOTBETCTBRYIOLLEE AeCTBUE B OTHOLEHUN Takoro o6opyaoBaHnsa v nobon
N3MepeHHON NPOAYKUNN.

3anucu pesynbTaToB KanubpoBKM M MOBEPKM AOMMKHBI NoAAEepXUBaTbcA B paboyeMm cocTos-
HuK (4.2.4).

Ecnu npn MOHUTOPUHIE 1 U3MEPEHUM YCTaHOBEHHbIX TPeBoBaHU MCNONb3YIOT KOMMLIOTEPHBIE NPO-
rpaMMHble CpeacTBa, UX CnocobHOCTL YAOBNETBOPATL NpeanonaraeMomy NpUMeHeHUIo NpeaBapuTensHO
DomkHa 6bITb NoATBEPXKAEeHa U MOBTOPHO NoaTBepXaeHa No Mepe HeobXoaAUMOCTH!.

MNpunmeyaHue—ogTeepxacHne COOTBETCTBUS KOMNBIOTEPHOrO NporpammHoro obecneveHns npeanona-
raeMomy NPUMEHEHNIO OGBIMHO NPEeAyCMaTPUBAET €70 BEPUPUKALMIO N MEHEPKMEHT KOHMIypaumm B Lensx noaaep-
XaHUS ero NPUroaHOCTU Arist UCTIONb30BAHMSI.

7.6.1 Cniedyem peaynsipHo npoeodumb U peaucmpuposams Nposepku obopydosaHust 05isi aemoma-
Mmu3upoeaHHO20 KOHMPOIIsl (Harnpumep, 8cex cucmem 8udeoHabmodeHUs umu cucmeM CYUmMbleaHUs
wmpuxkoOa) 0ns1 no0meepx0eHuUsT UX UcrpasHocmu.

7.6.2 [aHHble o npodykyuu U KOHMporie, cesizaHHble ¢ npodykyuel 0ns nompebumens (3a uckiove-
HUeM KoHudeHUuaneHOU UHmMennekmyansHol cobcmeeHHoCcMU opaaHu3sayuu), omkHel Bbime npedcmas-
neHbl o mpeboeaHuro rnompebumensi unu ezo rnipedcmasumenss 05 POBEPKU mMO20, Ymo Mpouecc
npoussodcmea, NopssdoK 8HymMpuUnpou3s00CMEEeHHO20 U 8bIXO0HO20 KOHMPOJTS, @ makKXe UcMbimamerbHoe
obopydosaHue coomeemcmeyom yCmaHOo8MEHHbIM MpPebosaHUsIM.

7.6.3 HcnbimamensHoe obopydosaHue, ucrofb3yemoe fpu KOHMpPOoIie Ka4ecmsaa Kpumu4yecKux rnpo-
ueccos (napamempos), o/mKHO npolmu KanubposKy U ammecmauuro, eciiu 3mo Heobxodumo.

8 U3smepeHusn, aHanus n yny4weHue

8.1 O6wWwue nonoxeHus

FOCT P UCO 9001—2008 Cuctembl MeHeg)KMeHTa KadecTBa. TpeboBaHUsl
8.1 O6wWwue nonoxeHus

OpraHusaumsa JomkHa NNaHUpPoBaThb U NPUMEHATb MPoLEecChl MOHUTOPWHIA, U3MEpPEeHUs], aHanvsa u
ynydileHus, Heobxoaumble ans:
a) AeMOHCTpaLMM COOTBETCTBUSA NPOAYKLIM.

HaHHoe mpebosaHue rpumeHsiemcs Kak K npodyKyuU Ha npoMexymodHbIx cmadusx npoussodcmea,
mak u kK 2omoeoll rnpodykyuu;

b) obecneveHunss COOTBETCTBUSA CUCTEMbI MEHEPKMEHTA KaYecTRa;

C) NOCTOAHHOMO NOBLILLEHNA Pe3yNbTaTUBHOCTU CUCTEMblI MEHEKMEHTa Ka4vecTBa.

YkasaHHasi AeaTenbHOCTb JoSkHa BKMoYaTh B ceba onpeaeneHue NpUMeHUMbIX METOA0B, B TOM
yucne CTaTUCTU4eCKnx, 1 0obnacTb X UCMONb30BaHUA.
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8.2 UamepeHus
8.2.1 YooBneTBOpeHHOCTb NoTpebutens

FOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KadecTBa. Tpe6oBaHUA

8.2.1 YooBneTBOpeHHOCTb NOTpebuTenen

OpraHunsaunst 4omKHa NPOBOANTb MOHUTOPWHT MHpopMaLMK, KacatoLmMiics BOCNIpUATMSA notpebuTe-
nem BbINOMHeHUA opraHusauunei ero TpeboBaHWin kak 0gHOMo M3 cnocoboB M3MepeHus paboThl CUCTEMBI
MeHegKMeHTa kavecTBa. [o/KHbl OblTb YCTaHOBEHBI METOAbI MOSyYEHWS 1 UCTIONb30BaHWUA 3ToN UHGOp-
Maumn.

MpwuMmeyaHune— MOHUTOPUHT BOCNIPUSATWSI NOTPeBuTensmMm MoxeT BriouaTth B cebs nonyyeHne nHepopma-
UMK U3 TakKnX UCTOYHUKOB, KaK nccrnegosaHusa yaoBneTBOPEeHHOCTU n0Tpe6MTene17|, AaHHble OT nmpeGmeneﬁ O Kavec-

TBE MOCTaBNeHHOW NpoAyKUUM, UCCNeaoBaHVsl MHEHUI Nonb3oBaTeneli, aHanma oTToKa KNWeHToB, 6narogapHocTu,
NPeTeH3nN No rapaHTuiiHbIM 06A3aTeNbCTBAM U OTUEThI PAacNPOCTPaHNTENEN.

8.2.2 BHyTpeHHUe ayauThbl

FOCT P UCO 9001—2008 CucteMbl MEHEA)KMEHTa KayecTBa. TpeGoBaHuna

8.2.2 BHyTpeHHUe ayauTbl (NpoBepKu)

OpraHunsauns 4ormkHa NpoBoANTb BHYTPEHHWE ayauThl (NPOBEPKX) Yepes 3anfiaHMpOBaHHbIE UHTEp-
Banbl BpEMEHU B LieNsX yCTaHOBNEHUsI TOTO, YTO cUCTEMa MeHeaXXMeHTa kavyecTBa:

a) COOTBETCTBYET 3annaHMpoBaHHbIM MeponpuaTuam (7.1), TpeboBaHUMAM HacTosLLero cTaHaapTa 1
TpeboBaHUAM K cucTeMe MeHeaXMeHTa KavecTBa, pa3paboTaHHbIM OpraHu3saLuen;

b) BHeapeHa pesynbTaTMBHO U NoaAepXKUBaeTca B pabovem cocToAHUN.

Mporpamma ayauToB (NpoBepokK) A0MMKHA NNaHUPOBATLCA C Y4ETOM CTaTyca U BaXXHOCTU NMPOLECCOB U
y4yacTKoB, NoAnexalunx aygurty, a Takke pesynbtaTos npeabiaywmnx ayantos. Kputepun, obnacts npume-
HeHWs1, YacToTa U MeTodbl ayAuTOB AOMKHbI 6bITb onpeaeneHbl. BobiGop u npoBeaeHne ayauToB AOMKHbI
obecneymBaTb 06BLEKTUBHOCTL U GecnpucTpacTHOCTb NpoLecca ayauTa. Ayautopbl He A0MKHBI NPOBEPSTL
CBO0 cOBCTBEHHYIO paboTy.

JomkHa 6bITb ycTaHOBEHa AOKYMEHTUpOBaHHasi npoleaypa 4ns onpegeneHns 0TBETCTBEHHOCTU U
TpeboBaHUA, CBA3aHHbIX C MTaHUPOBAHUEM U NPOBEAEHUEM ayanTOB, BBEAESHUEM 3aNUCEA U COCTaBNEHU-
€M OTYETOB O pesynbTaTax.

3anucu 0b ayautax n nux pesynbtatax AofkHbl nogaepxuBatbest B paboyem coctosiHum (4.2.4).

PykoBoacTBO, OTBETCTBEHHOE 3a NpoBepsieMble 06nacTu AeaTenbHOCTU, AOMKHO 06ecneyunTb, YTo-
6b1 BCe HeobXxoanMble KOPPEKLUN 1 KOPPEKTUPYOLWNE AeNCTBUA NpeanpuHuManicb 6e3 nsnuwHen otcpoy-
KW ANs ycTpaHeHUs1 obHapyXeHHbIX HECOOTBETCTBUI U BbI3BABLUMX MX Npu4uH. Mocneayowme aencTeus
OOMKHBI BKNOYaTh B ceba Bepndunkaumio NpUHATEIX Mep U oTYET O pesynbTaTax Bepudnkaumm (8.5.2).

Mpumeyvanue—Cm NCO 19011 ana pykoBoAacTBa.

8.2.3 KoHTponb napameTpoB npoueccos

FOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KadecTBa. TpeGoBaHus

8.2.3 MOHMUTOpPUHI U U3MepeHUe npoLeccos

OpraHnsauust 4oSPKHa UCMONBb30BaTb NOAXOAALWNE METOALI MOHUTOPUHIa U, rae 370 NMPUMEHUMO,
nU3mMepeHus NPoLLeCCoB CUCTEMBI MEHEDKMEHTa KadecTBa. OTU MeToabl A0MKHbI IEMOHCTPUPOBaThb CNo-
COBHOCTb NPOLLECCOB AOCTUraTh 3anfaHMpoBaHHbIX pe3ynbTatos. Ecnu 3annaHnpoBaHHble pesybTaThl He
[OoCTUrarTCs, To AOIDKHbI NpeanpuHUMaTLCA HeoBXxoauMble KOPPEKLIMU U KOPpPEKTUPYIoLUNE AEeNCTBUSI.

Mpunmeuyanwne—Mpn onpegeneHnmn NOAXOAALLMX METOAOB OPraHN3auuns AOIDKHA YUUTLIBATL TN M 06bem

MOHWUTOPUHIA UM U3MEPEHUN, NOAXOAAWMX ANSA KAXKAOTO U3 TaKUX NPOLECCOB, B OTHOLIEHUN UX BIUSIHWS HA COOTBe-
TcTBue TpeboBaHusM K npoaykKunn n Ha pes3ynbTaTMBHOCTb CUCTEMbl MEHEPKMEHTa KayecTBa.

8.2.3.1 Omden ka4yecmea 00/mKeH opzaHuzoeame pabomy o paccnedosaHuto U OOKyMeHmansHoOMy
OGHOPMITIEHUIO KpUMUYECKUX OMKITOHEHUU.
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8.2.4 KoHTponb napameTpoB NpoayKLUK

FOCT P UCO 9001—2008 Cuctembl MeHeaXkKMeHTa kavecTBa. Tpe6oBaHuA

8.2.4 MOHUTOPUHI U U3MepeHUe NpoayKLUU

OpraHusauusa AomkHa ocyLecTBNATb MOHUTOPUHE U N3MepPsITb XapakTepUCTUKN NPOAYKLMN B Liensax
Bepudmkauum cobniogeHuna TpebosaHuin K NnpoayKuMn. 3TO JOMKHO OCYLLECTBNATLCS Ha COOTBETCTBYIO-
LMX CTaausIX npoLecca XXM3HEHHOTo LiMKNa NPOAYKLMK COrfiacHo 3annaHnpoBaHHbIM MeponpusaTnam (7.1).

CeupeTtenbctBa COOTBETCTBUS KPUTEPUAM MPUEMKU AOMKHBLI NoAAepXKusaTbes B paboyem coctos-
HUK.

3anncu AomKkHbI yKkasbiBaTb N1Lo(a), CaHKUMOHUpoBaBLLee(Me) BbiNnyck Npoaykuun (4.2.4).

Beinyck npoaykunm 1 npegoctasneHue ycnyrm notpeburenio He JOSPKHBI OCYLLECTBAATLCA A0 TeX
nop, noka ece sannaHuposaHHble AencTeus (7.1) He ByayT yAOBNETBOPUTENbHO 3aBeplUeHbl, eCnn He
yTBEPXAEHO MHOE COOTBETCTBYIOLLIMM MOSIHOMOYHBLIM fIALIOM UITN OPraHoM U, e 3TO NPUMEHUMO, NOTPpebu-
Tenem.

8.2.4.1 PaccnepoBsaHue cny4aeB BbixoAa 3a npeaensl cneundukaLmii

JTroboli pesynbomam, ebiwedwutl 3a npedensi cneyugukayull, domkeH bbimb paccredosaH 8 coomae-
memeuu ¢ UHCcmpykyued, u peaynbmamsl paccrnedosaHusi 0omkHbl 6bimb ogopMeHbl G0KYMeHMannbHO
(cm. 4.2.4).

8.2.4.2 KoHTponb UcxoaHbIX MaTepuanos

Cnedyem paspabomame mpebosaHusi KO 8CeM UCXOOHbIM Mamepuanam. 3mu mamepuarnbl OOIKHbI
6bimb rposepeHbl, unu Opyaum crnocobom OoimkHa bbimb nonydeHa UHEopMayusi, 4mo yCmaHo8IeHHbIe K
HUM mpeboeaHus 8bINOSTHEHbI.

8.2.4.3 BHYTpPUNPOU3BOACTBEHHbIA KOHTPOIb

8.2.4.3.1 OpeaHusauyus dormkHa KOHMPOoIUposamsb MPoUecc npou3eoocmesa 8 Coomeemcmauu ¢ mpe-
b6osaHusMU UHCMpyKUUd.

8.2.4.3.2 [omnxeH 6bimb onpedeneH rnopsidok ombopa obpasuoe, obecrnequsarowiuli npedcmagumeris-
Hocmb 8bibopku obpaslos 8 sasucumocmu om oyeHusaemMozo rnpouyecca. Ecru obpa3susi nepemelieHsl 0ns
ucrisimaHuti 8 dpyayro 30HY, OHU He QO XKHbI 8038paliambCs Ha3al 8 Mpou3soACMBEHHYIO 30HY.

8.2.4.3.3 JononHumernbHblll 8Hympurnpou3eo0CmeeHHbIli KOHMpPOsb OO/MKEeH npo8odumscsi rocne
omka308 obopydosaHus U He3arlaHUpOo8aHHbIX OCMaHOBOK rpoyecca.

8.2.4.4 KoHTponb roToBON nNpoayKuum

Ecnu npedycMompeH KOHMpoiib 20moeolil npodyKyuu, mo oH Qo/mkeH bbimb 3ageplueH OO0 8bilycKa
cepuu rpodykyuu.

l1pumedaH ue— lNpu koHMpone 20mosoll MPodyKyuU Mo2ym rpo8epsimecst He 8ce mpebosarusi.

8.2.4.5 ApxuBHble 0GpasLibl

ApxueHble obpa3sybl OommKHbl 6eimb omobpaHbi 8 coomeemcmeuu ¢ mpebosaHUsIMU Op2aHu3ayuu
wunu nompebumerns.

8.2.4.6 Beinyck cepun
Beinyck cepuu npoussodumcsi nocrne aHanusa OoKyMeHmauuu Ha cepuio npodyKkyuu.

8.3 O6palleHue c npoayKuMel, He COOTBETCTBYIOLLEN TPeGOBaHUAM

FOCT P UCO 9001—2008 CuctemMbl MeHeAXXKMeHTa KauecTBa. TpeboBaHuUA

8.3 YnpaBneHue HeCOOTBEeTCTBYIOLLEN NpoAYyKLUEN

OpraHuzauus gomkHa obecneumBaTtb uaeHTUdUKaUMIO NPOAYKLMUM, HE COOTBETCTBYIOLIe TpeboBa-
HUAM, 1 ynpaBneHue e B Lenax npeaoTBpalleHusl HernpeaHaMepeHHOro NCNoMb30BaHUs U NoCcTaBku
Takol npogykuun. JormkHa 6bITb ycTaHOBNEeHa [AOKYMEHTMpOBaHHasA npoueaypa Ans onpeaeneHus
cpeacTB ynpasneHWAa U COOTBETCTBYIOLEA OTBETCTBEHHOCTU U NOMIHOMOYUIA ANsl AENCTBUA C HECOOTBE-
TCTBYIOLWWEN NPpoaYKUNEN.

Ecnn npumeHnmo, opraHusaums AomKHa nNpeanpuHuMaTh B OTHOLUEHWW HECOOTBETCTBYHIOLLENR Npo-
AyKuuu cneayrowme AerncTena (0QHO UITM HECKOILKO):

a) ycTpaHeHue obHapyXeHHOro HeCOOTBETCTBUS;

b) caHKuMoHWpoBaHWEe ncnonb3oBaHWA, BbIycKa UM NPUEMKM NPOAYKLUK, eCnn NOSMYyYeHo paspe-
WeHWe Ha OTKNOHEHWe OT COOTBETCTRBYIOLLErO MOMTHOMOYHOIO Nuua UK opraHa u, rae 310 NPUMEHUMO,
notpeburens;
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C) NpepoTBpalleHne ee NepBOHaYanbHOro NpeanonaraemMoro UCNob30BaHUst UM MPUMEHEHUS;

d) peicTBusi, agekBaTHble NMOCNeAcTBMSAM (U MoTeHUMarnbHbIM MOCNeACTBUSIM) HECOOTBETCTBUS,
€CN HeCOOTBETCTBYOLas NPoAyKLMs BbisiBieHa nocre nocTaBkvi Uiy Havyana Ncnofb3oBaHus.

Mocne Toro Kak HecoOTBETCTBYOLLAA MPOAYKLMS UCMpaBfieHa, oHa AomkHa ObiTb noaBeprHyTa
NMOBTOPHOW BepuduKaLum Anst NoATBEepXKAeHUs COOTBETCTBUS TpeboBaHMAM.

3anucu o xapakTepe HeCOOTBETCTBUIA 1 MBLIX NocneayLw X NPeAnpUHSTEIX ASACTBUAX, BKIOYast
nony4veHHble paspeLleHns Ha OTKNIOHEHUS, AOMKHbI NoaaepXuBaTbes B paboyem cocTosiHM (4.2.4).

8.3.1 Mamepuans unu npodykyusi, He coomeememsyroujue 3adaHHbIM mpebosaHUAM, OOKHbI bbimb
rnomMelweHb! 8 U30JIsimop 00 MPUHSMUS peleHUs no HUM. lpu paccMompeHuu 803MOXHOCMU riepepabomku
npodykyuu cnedyem rposecmu U OKYMEHMarbHO 0QhOPMUME OUEHKY PUCKO8 U /TtobbiX HexenamerbHbiX
aghhekmos, ces3aHHbIX ¢ makol nepepabomkoli (cm. 4.2.4 u 7.5.1).

8.3.2 lNepepabomka OormkHa nposodumscsi 8 coomeememeuu ¢ UHcmpykuued, ymeepxdeHHol omde-
oM kadecmea. Nepepabomka domkHa 6bimb coaflacogaHa ¢ nompebumernem, ecriu makoe mpebosaHue
ycmaHo8IIeHo.

8.3.3 Ecnu nepsuyHbili ynako8oYHbIU Mamepuars bbii1 pou3sedeH 8 yCrosusix 4ucmozo noMeweHus,
mo ezo riepepabomka OoimxHa bbimb ocywecmereHa 8 mex Xxe ycilo8usx.

8.3.4 Beinyck npodykyuu, He coomeemcemesyrouweli mpeboeaHUsIM, 803MOXEH MOJILKO C MUCbLMEHHO20
coenacus nompebumernis.

8.3.5 B ciiyyae OMKIIOHEHUs ep8UYHO20 Yrako8o4YHO20 Mamepuarna oH QosxeH 6bimb ymunu3upo-
8aH (YHUYMOXXeH) 8 coomeemcemeuu ¢ uHcmpykuued.

8.4 AHanus paHHbIX

FOCT P UCO 9001-2008 CucTembl MeHe)kKMeHTa KavecTBa. TpeGoBaHua
8.4 AHanus gaHHbIX

OpraHusauns gomkHa onpegensitb, cobupatb U aHanusnpoBaTb COOTBETCTBYOLWME AaHHblE ANA
OeMOHCTpauMu NPUroqHOCTU U pe3ynbTaTUBHOCTU CUCTEMBbI MEHEDKMEHTa KavecTBa, a Takke oLeHUBa-
HWA, B Kakol o6nacTv BO3MOXHO MOCTOSIHHOE MOBLILEHWE Pe3yrbTaTUBHOCTU CUCTEMbl MeHeKMeHTa
KavecTBa. [JaHHble JOMmKHbI BKMoYaTh B cebsa nHdopmauunio, NofyyeHHyo B pesynbTate MOHUTOPUHIa 1
NU3MepEeHNst U N3 ApYrmx cOOTBETCTBYIOLIMX UCTOYHUKOB.

AHanun3 AaHHbIX 4OMKEH NpeaoCcTaBNsATh UHDOPMALMIO, OTHOCALLYHOCA:

a) K yaoBneTBopeHHOCTW notpebutenen (8.2.1);

b) cooTtBeTCcTBUIO TPeboBaHUAM K NpoayKLum (8.2.4);

C) XapakTepucTukam 1 TeHOEHUMAM MPOLLEeCCoB 1 MpoayKuMn, BKOYaa BO3MOXHOCTU NPoBeAeHUN
npegynpexgatownx aenicteni (8.2.3 n 8.2.4);

d) nocTaBLuKam.

8.4.1 Opearusayus domkHa paspabomamps UHCMPYKUUU 110 aHanu3y 0aHHbIX, 8bISIBIIEHUIO CyLEeCcmeyio-
WUX U 803MOXHBIX MPUYUH OMKITOHEHUS rpodykyuu om 3adaHHbix mpebosaHull u dpyaux npobreM kayecmea.

8.5 YnyuweHue
8.5.1 MNocTosiHHOE ynyulleHue

FOCT P UCO 9001-2008 CucteMbl MeHe4XKMeHTa KavyecTBa. TpeboBaHus

8.5.1 NocTosiHHOE ynyu4lweHue

OpraHunsauns JormkHa NoCTOSIHHO MOBbIWATL Pe3yNbTaTUBHOCTL CUCTEMbl MEHePKMEHTa KavyecTBa
NocpeACcTBOM WUCNOMb30OBaHNA NOMUTUKA U Lienein B 06nacT KayecTsa, pesynbTaToB ayauToB, aHanmnsa
OaHHBIX, KOPPEKTUPYIoWKUX 1 Npedynpexaarownx AeNCTBUA, a Takke aHanMsa co CTOPOHbI PYKOBOACTBA.

8.5.1.1 UsmeHeHus, eHOocuMble MpU COBEPLIEHCMBOBaHUU rpoueccos (MpodyKyuu), 0omkHbl Bbimb
OUEHEHbI C MOYKU 3peHUs aHailu3a pUcKos.
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8.5.2 KoppekTtupymouiue AecTBUA

rOCT P UCO 9001-2008 CucteMbl MeHeXKMeHTa KayecTBa. TpeboBaHuna

8.5.2 KoppekTtupyowue aenucTBua

OpraHusauns AorpkHa NpeanpyvHUMaTh KOppekTUupylolme AelCTBUS B LensX YCTpaHeHUs NpUdvH
HEeCOOTBETCTBUI ANA NpeaynpexxaeHns NoBTOPHOro NX BO3HUKHOBEHWS. KoppekTupytowme aencTeumsa aon-
XHbI 6bITb agekBaTHLIMW MOCMNeACTBUSIM BbISIBIIEHHBIX HECOOTBETCTBUNA.

HorkHa 6biTh paspaboTaHa AOKYMeHTUpPOBaHHas npoueaypa Ans onpedeneHus TpeGosaHuii:

a) K aHanu3y HecooTBeTCTBUIA (BKIToYas xanobbl notpebuTenein);

b) ycTaHoBneHUO NPUYMH HECOOTBETCTBUNA;

C) oueHVBaHWMIO HeobXoAMMOCTU OEACTBUIA, YTOObI M36exaTb NOBTOPEHUS HECOOTBETCTBUN;

d) onpeaeneHunio n ocyLecTBNEHUIO He0bX0AUMBIX OEeACTBUN;

€) 3anucsam pesyrnbTaToB NPeAnpUHATBLIX AencTBui (4.2.4);

f) aHanusy peaynbTaTUBHOCTU NPEANPUHSATLIX KOPPEKTUPYIOLNX ASACTBUNA.

8.5.2.1 OpeaHusayusi d0ITKHa ceoespeMeHHO pacciiedosamb ece rpemeH3uu nompebumenel u usge-
wamb 0 Koppekmupylowux Oelicmeusix ece [Ipou3eoOCmeeHHble U 8crioMo2ameribHble y4acmKu.
[etcmeue(s) domxHo(bl) bbimb peanu3osaHo(bl), 10 803MOXHOCMU, BEICMPO U 8 cOOM8emMemeauu ¢ coafna-
cosaHHbIM 2pachukom. [JokyMeHmauuio o paccriedosaHuu criedyem xpaHums (cM. 4.2.4).

8.5.2.2 Ecnu no npemeH3uu nompebumerisi He NMPUHUMAKOMCST Koppekmupyrowue u/unu npedynpex-
daroujue delicmsus, mo 3mo O0IMKHO bbimb OOKyMeHmMallbHO 060CHOB8aHO.

8.5.3 Mpeaynpexaarolmne AencTBUA

FOCT P UCO 9001:2008 CucteMul MeHeAXKMeHTa kayecTBa. Tpe6oBaHusa

8.5.3 MNpeaynpexaalowue gencTBUA

OpraHusauns gomkHa onpeaensTb AeNCTBUA B LENAX YyCTPaHeHUs NPUYMH NOTEHUMANbHBIX HECOOT-
BETCTBUIA AN npegynpexaeHnua ux nosisneHus. Mpeaynpexaatowme AeNCTBUS AOIDKHBI COOTBETCTBOBATb
BO3MOXHbIM MOCNEACTBUAM NOTEHUMANbHBIX Npobnem.

HomkHa 6bITb paszpaboTaHa 4OKYMEHTUpOoBaHHas rnpoleaypa Ana onpegeneHns TpeboBaHuin:

a) K YCTaHOBMEHWo NOTeHUManbHbIX HECOOTBETCTBUM U UX MPUYNH;
b) oueHMBaHWMO HEOHBXOANMMOCTU ASNCTBUIA C LieNbio NpeaynpexaeHna NoABNeHNA HeCOOTBETCTBUIA;
C) onpeaeneHunto N oCyLLeCTBEHNIO HeobXoaMMbIX AeACTBNIA;
d) 3anucam pesynbTaToB NPeAnPUHATLIX AeACTBUIA (4.2.4);
e) aHanusy pesynbTaTUBHOCTW NPeAnpPUHATBIX Npedynpexaatowmx 4eACTBUNA.
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MpunoxeHne A
(oba3aTenbHoe)

Tpe6oBaHna GMP k neyaTHbLIM MaTepuanam NepBUYHOM YNAKOBKU

A1 CpeacTtBa nevatun

A1.1 Obwme nonoxeHun

Bce cpedcmea neyamu 0omkHbl 6biMb;!

a) 4emko u moYHoO UBeHMUGUUUPO8aHbI MemoOoM CPaBHEHUS C OpUcUHan-Makemamu;

b) uszomosneHs! 8 coom8emMemauUU ¢ opuauHan-Mmakemamu, npedcmasneHHbIMU 3aKa3qyuKamu;

C) npoeepeHsl Ha COOMB8emcmeUe opuauHan-Makemos 3akasJyuka, npedcmasneHHbIx Ha BYMaXxHOM HOCUMens
unu 8 anekmpoHHoM sude ¢ BoKyMeHmansHeiM nodmeaepxdeHuemM (coanacosaruem) (cm. 4.2.4);

d) e omoensHol 30He ¢ obecriedyerHuem coxpaHHocmu u ornpedeneHHol cucmemoll esifadu U 8038paweHUsA Ha
XpaHeHue.

A.1.2 KoMmnnekTbl neYaTHbIX thopm

Mpu ucnons3osaHuu 6onee 00HOU neyamHol ¢popmel domkHa 6eimb paspabomara GOKYMeHmMUposaHHast cucme-
ma, obecrieyusauwas LUCrons308aHUe 8CeX neyamHsix ¢hopm Komrnexkma. Ecnu e komrnnekm exo8am rnedamssie ¢op-
MbI pa3fUYHO20 Ha3HauvyeHUs, mo kaxdasa nedyamHas gopma GomkHa Obimb 4emKO U MOYHO uGeHmudpuyuposaHa u
GOKyMEHMAanbHO 0QYOPMIIEHa.

A1.3 NameHeHMe opurnHan-makeTa (an3anHa)

Ecnu e coomsemcmeuu ¢ uszobpaxeHuem mpebyemcs HECKOMBbKO fedamHbix ¢hopMm, U npu U3MeHeHuUU opuau-
Hain-makema unu OusaliHa HeKomopbie U3 HUX 3aMeHSomcs, mo 0omkeH beimb paspabomaHn OOKyMEeHMUpPOBaHHbIU
1opAadoK 3amMeHbl 00HUX rievyamHbsixX hopM U coxpaHeHus Opyaux cpedcmea KoMmnnekma. MismeHeHHbie neyamubie (hopmMbi
BomxkHbl rpolimu riepeudeHmucgbukayu.

A1.4 MpoBepka

lposepka dusaliHa cpedcme rneyamu OomkHa nPosoduMbCs 80 8PeMS I0020MOBKU 1e4aMHOU MalwUHbI U O0IDKHa
6bimb 3aseplueHa 00 pelweHus 0 Havyane nedamu npodykuuu.

A.1.4.1 KapaHTMHHOE XpaHeHWEe U YHNHTOXEHNE

OpeaHuzauus 0ormKHa UMems:

a) GokymeHmuposaHHbIl nops0ok, obecreyusarowull USONUPOBaHHOE XPaHeHUe opuauHan-makema u cpedcms
neyamu, 6u3aliH KOmopbix Haxo0umcs Ha cmaduu U3MEeHEHUS;

b) OokymeHmuposaHHyo cucmemy, rnoOpPO6HO OnuUChIBalWY0 MOPAOOK YHUYMOXEHUS HEHYXHbIX opuau-
Han-makemos u cpedcms nevamu. [anrHbie mamepuarnsi 00mkHbI 6bime npedcmasneHsl Kak He Mpugo0HbIe K UCMOMb30-
8aHUK0 U YyMUnu3uposaHsli KOHMPOupyeMbim u 6e3onacHeim crnocobom.

A.2 MNevyaTb v NnepeHanagka

A.21 MNoagroToBKa ne4yaTHOW MALWWHbI

A.2.1.1 lNepsoHayanbHas 10020MoO8ka MawuHbl K nedamu G0mKHa MpoeoouMsCs C UCMOML308aHUEM YUCMBIX
KOMITOHEHIMO8 U Mamepuaros (Ha KOmopble He HaHEeCEeH MeKcm).

A.2.1.2 lNpu nocnedyruwux nodzomoskax mauilHbl MO2ym UCMOMb308aMbCA mMamepuarnsl, HareJyamaHHbie 8
Hayane pabomsl 0nsi mod xe napmuu.

A.2.1.3 Mamepuanel, rnpumeHsemble Ons repeoHadanbHol nod2omoeKku MalilHbl, MO2ym UCIOML308aMbCs
108MOPHO 8 rpoyecce pe2ynuposaHus ysema.

A.2.1.4 Mamepuarnbl, Ucrnonb308aHHbIe 051 M0G20MOKU MalwUHbI, O0MmKHLI ObiMb U30MUPO8aHBLI U ymUnu3upo-
8aHbl KaK rpou3e800cmeeHHbie 0mxo0bl.

A.2.2 Cuctembl nepeHanagkmn

Ans cucmem nepernanadku, paspabomaHHbix O1si yMEHbWEHUS 8PeMeHU no020MmOos8KU (Hanpumep, asmomamusu-
posaHHas cucmema 3ametbl nedamHol ¢hopmbl) u He mpebyrouwux nonHol pa3bopku nuHuu, 05mKeH MPoeoduUmMsCcs
OoKymMeHmuUpoeaHHbIli aHanus puckos. lNepernanadka AomkHa nPoO8oduMsca rMod KOHMPOneM ¢ yenbio obecrnedyeHusi
3awums! npodykyuu. Bce neyamuble mMamepuarbsl, U320mMoefneHHbIe 8 npedeidywem yukne pabomsl, 00mKkHbl Bbimb
y0aneHs! ¢ nuHuu 60 moeo, Kak 6ydem 0aHo OOKymMeHmManbHO 0hOPMITEHHOE paspeweHuUe Ha Haqarno Hogoli neyamu.
Cnedyem pezucmpupogamp (OOKyMeHMasibHO) 8Ce KOHMPONupyemMsie rnapamempsl (cm. 4.2.4).

A.2.3 ApxmBHbIe 00pa3ubl

A.2.3.1 Bce apxusHbie 0bpa3ubi nedamnoll npodykuuu OO/MKHBI YEMKO MapKupo8ambCsl U XpaHumscs ¢ cobio-
OeHueMm mep CoXpaHHOCMU.

A.2.3.2 Obpasupl, ucrnionb3yemsie 0ns Opyaux yenell (Harnpumep, Ona peKknambi, UHgpopMmayuu u np.), OOMKHbI
nomeyamecs Kak HeOelicmeumesbHbIe, eCIIU OHU yx00sim u3-rod KOHMpOos opaaHusayuu.

A.2.4 3amena cpeacTs nevaTtn

A.2.4.1 Ecnu e meyerue npoyecca npouseodcmeaa 8bioNHeHa 3aMeHa nevyamHol hopmel 1o cywecmsyruemy
ymeepx0eHHOMY Makemy (Hanpumep, Heeamuey, unu rpu Ucronb308aHUU KOMIbiomepa 055 MexHOono2uu nony4YeHus
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nnacmuH u3 cywecmsyouwezo duckpemuozo uzobpaxeHrus)), paboma moxem 6bimb NpoOOmKeHa nocne mozo, Kak
6ydem npoussedera nposepKa rnepeozo HO8O20 OMIMUCKA.

A.2.4.2 Ecnu e meyveHue ripoyecca rnpoussodcmaa rnpodykyuu rieyamHasi ghopma co30aemcsi 1o HO8OMy Makemy
(rHanpumep, o AUCKPemHO usMeHeHHOMY u306paxeHuro), mekyuwas paboma OomkHa bbimb NpeKpaweHa u U3MeHeHHasi
neyamras hopma O0mKHa paccmampueamsCsi 8 Ka4ecmee H08020 opuzuHarn-makema. lNocnedyrouwee npou3eodcmeso
paccmampueaemcs Kak rnpou3so0cmeo Hoeol napmuu. Bee 3ametbi cpedcmea neyamu O0mKkHbl 0hopMiismscsi OOKy-
MeHmarnsHo (cM. 4.2.4).

A.2.5 CoBmecTHas neyarb

Cosmecmuas neyams (npoyecc nedamu 6oree 00HO20 u3obpaxkeHus1 Ha Mamepuane 8 MeYyeHuUe 00HO20 IPou3-
800CMBEHHO20 YUK/A) 3anpeljaemcs, makK KaK cylujecmesyem puUck reperiymsigaHusi (6paka).

A.2.6 ®opmnpoBaHve NapTui N CKNaacKoe XpaHeHWe NpoayKumm

A.2.6.1 ®opmuposaHue napmuii u ckrnadckoe xpaHeHue poOyKyuu OOIMKHO OCYyuwecmensimscs 8 coomee-
mcmeuu ¢ ycrosusmu 60z2o8opa.

A.2.6.2 Xpanenrue npodykyuu 00mkHo bbimb Op2aHu308aHO ¢ obecrieyeHueM ee coXpaHHOCMU U Y4erloCMHOCMU.
Jokymernmauyus Ha napmuio domkHa Gagamb 803MOXHOCME IPOCAeOUMb 8€Ch MIPOUECC, HayuHas ¢ Nofy4yeHuss Mmame-
puarnos u ripou3sodcmeaa.

A.2.7 UndpoBana neyatb

A.2.7.1 Hugposas neyams e8o0um HO8bIe oriepayuu, kKomopsie cnedyem KoHmponuposames u OOKyMEHMUpo-
eamp 0niss obecriedeHuss MOYHOCMU U32omoeneHus u besonacHocmu rieyamrou npodykyuu.

A.2.7.2 Ucrnions3osaHue yugposoli neyamu u nwobeie Opyaue crieyuarnbHble YCriosus, IpUMEeHsieMble fipu u320-
mosneHuu npodykuuu, O0IKkHbI BbIMb CO21ac08aHbI C 3aKa34LUKOM.

A.2.7.3 Cnelyem co30ams cucmemy 3awyumsi aiinos u docmyna Kk HUM, paspabomanHyto 05151 ipedomapauje-
HUS criy4aliHO20 UConb308aHUSI HE8EPHBIX (halliios opuzauHarn-mMmakemos.

A.2.7.4 EcnuansmepHamusHasi cucmema 6e3onacHocmu He paspabomana, KoMmrisiomep, yripasnsowul yugpo-
8ol neyamHol MawuHol, 00/mxeH uMems 8 namsamu eOUHCMeeHHbIl ¢halin opusuHan-makema 0ns meKyuw,e20 rnevyamHo-
20 yukna. YoaneHue amoeo ¢halina O0mKHO npueodUmp K OCIMAaHOB8Ke NUHUU U 0hOpMIISIMbCsT OOKYMEHMAIbLHO.

A.2.7.5 OnepayuoHHbie Hacmpodlku Ors MOMyYeHUs1 HYXHbIX 4eemos O0MKHbI 8bII0NHAMBCS 110 UHCMPYKUUU u
ogopmaamecs GOKyMeHmarnsHo (cM. 4.2.4).

A.3 CucTteMmbl WITPMXKOOAOB ANA obecnevyeHnA 6e30MacHOCTH

A.3.1 O6wwme nonoxeHuns

Ans obecneqderus 6esonacHocmu rnpodykma u npedomepalienus rneperlymsi8aHus 8 OusalH nevamHbix yrnako-
80YHbLIX Mamepuanog mMoaym bbimb 8KMKYEOHb! wWmpuxkoObi 6e30MacHoCmuU, Ymo 0380196em OCywWecmesname KOH-
mpone 8 npoyecce npoussodcmea opaaHu3ayuell U/unu 3aka34yuKoM Mpu UCMONb308aHUU YNaKoeKU.

Opzanusayus moxem 6o6asums cobcmeeHHbIe udeHMUhUKAULOHHBIE KOObI 8 Ou3alH npodyKyuu, ecru 3mo 020-
8opeHo 8 Bozo80pe.

Ecnu opeaHusayus HaHocum wmpuxko® besonacHocmu, oHa bepem Ha cebss 0mMeemcmeeHHOCMb 3a Mo, Ymo
KaxObill ysem Ou3saliHa OormxeH Bbimb 8KITFOHYEH 8 WMpUxKOO. 3akazduka criedyem ussewames 060 8cex cnyyasx, koeda
usem He coomgememayem mpebo8aHUsM CKaHUpPYywea20 060pyGo8aHus.

A.3.2 MpoBepka meToaoB unu obopynoBaHus

A.3.2.1 o sosmoxHocmu KaxxObill wimpuxko0 6e3onacHocmu G0MKeH NMpoeepsmsCs CKaHupyrouwum obopydosa-
HUBM, 8CMPOBHHLIM 8 NIUHUI0, 0118 no0meepx06HUS Moz20o, YMOo KOOkl yumaems! U rpoldyKyus npou3eodumcs 8 coomse-
memeuu ¢ yermaHo8neHHeIMU mpebosaHUsMU.

CkarupogaHue wmpuxko0o8 O0MKHO 8bIMNOMHIMBLCS Ha 3aKIMIOYUMEernisHOM 3mairie npoussodcmeeHHOz0 npoyecca.

A.3.2.2 TpozpammHoe obecrieyeHue ckaHupyouiezo o60pydoeaHuUs Uu CUCMEeMHbIe HacmpoLKu KOHMpons 8or-
JKHbI 3a2py»ambCs HO3a8UCUMbBIM MemoOoM (Hanpumep, crmaHOapmHbIM Unu rnoomeepxOeHHbIiM riposepkoll). Cpa3sy
rocne 8gedeHus koda U NPOBEpPKU cKaHupyrolee 0bopydosarHue O0mKHO 6bimb HadeXHO 3abrokuposaHo (Hanpumep, ¢
UCIIONb308aHUSM MEXaHUYECKol 6rIOKUPOBKU unu 3awumei rnapomnem) 0ns rnpedomepauweHuss HeCaHKULOHUPOBaHHO20
docmyna.

A.3.2.3 flomxra cywecmeosams aghghekmusHasi cucmema Onsi ombpakoaku nobbix rnpolyKmos, KOmopbie He
npoxodam nposepky ckaHuposaHuem. Kaxobiil npodykm, 3abpakosaHHbil ckaHupylowell cucmemoli, pabomaiowel 8
pPeXUMe pearnbHOo20 8PeMeHU, O0ImKeH u3ydyambCsl Onsl 8biSiGIeHUs pu4uHbl 6paka, a 3abpakogaHHbIe KOMITOHEeHMb!
snocnedcmeuu domkHbl 6bimb omripaeneHsi 8 Mecma xpaHeHusi 6paka. lNpuyursi ombpakosku O0mKHbI 6biMb yKasaHb!
68 omyeme u npoaHanu3uposaHsl 00 peanusayuu rnPooyKyuU.

A.3.2.4 Ckanupyrwuwas cucmema, pabomarouwiasi 8 COCmase IuHUU, U C853aHHbIl ¢ Hell MexaHu3M ombpakosku
OomxHbl nodeepeambCs KOHMPOIIO 8 Xxo0e rpou3sodcmea ¢ Uernbio ornpederneHus aghghekmusrHocmu ux pabomei rio pac-
MO3HABaHUI0 U USbAMUIO Mamepuarnos ¢ He8epHbIM WMPUXKoOoM. Takol KoHMPOIs OOIMKeH OCYyUWecmeansamsCs 8 Hava-
ne npoyecca u MOBMOPSMbLCS 4Yepe3 pezynspHbie [MPOMEXYMKU 6pEeMeHu, a pe3ynbmambsl 0gopMAamscs
OoKymMeHmarneHO (cMm. 4.2.4).
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A.3.2.5 JTrobolil npodykm, komopskill rpu npou3eodcmee OomKeH npoxodums 31eKMPOHHOE CKaHUpPO8aHue, rnpu
HeabirnonHeHuu daHHoz20 mpebosaHus GOIDKeH mujameribHbIM 06pa3oM MPoeepsMbCs U yKa3bieambCsi 8 omyemax o
kayecmgy. O6 amowm criedyem UHGOPMUPOBaMb 3aKa3yuka U nony4ums e2o coenacue, obopmMneHHoe OOKyMeHMarbHo,
080 peanusauuu npodykyuu.

A.3.2.6 [lpu pynoHHOM MHO20IMOIOCHOM Ipou3sodcmee ece fuHuU O0mkHb! bbimb NposepeHs! Ha npedmem npa-
sunsHoCMU Wwmpuxkooda. B cnydae, ecnu amo He Moxem 6bimb 8bIMNOMHEHO, M0 CO2aCo8aHUI0 C 3aKa34YUKOM MOXem
6b6imb pPoO8epeHa MossLKo 00Ha MUHUS.

A.3.2.7 Ecnu KOHMPOIib 8bIfIONIHAGMCA 6He fUHUU, mo crnedyem nposepsme 0bpasysl wmpuxkodoe co ecex
nuHudl.

A.3.3 WUTpnxkoabl «kMecTa npogaxuy

B cnyyae, ecnu wmpuxkolsi «mecma nipodaxu» (EAN, Code 39, PZN u m. 1.) eknioyeHbl 8 Ou3aliH, IpoeepKy
obpasyos crnedyem 8ninonHAMs 8 xode rpoyecca npoussodcmea u ohopmisims ee O0KyMEeHMarsHO.

A.3.4 PynoHHble maTepmnansi 1 NpoAyKuMA

A.3.4.1 Mecmo ckneusarus O0/mKHO omeeyame criedyrouium mpebosanusm (ecru 3aKka3qyuKkoM He orpedernieHo
UHo8):

a) B8bIMOMHEHO C MPUMEHEHUEM APKO OKpaweHHOoU Knelikoll neHmsl Ha o6eux cmopoHax noaomHa u

b) obe cmopoHsi BomxHbI bbiMb MpogepeHs! 0118 apaHmMUU MO20, YMO PUcoeOuHeH udeHMUYHbLIL Mamepuarn u
3Mo 3apeaucmpuposaHo 8 GOKYMeHmMe.

Moxem 6bimb ykasaHo MakcumanbHO G0MycmuMOoe YUCIIO MECIM CKITeU8aHUS.

A.3.4.2 Konudecmeo mamepuana (OnuHa, WUpuHa unu YUcriogoe 3HaqyeHue), npoussedeHH020 8 KaxOoM pyrnoHe,
80mxHo 6eimb 0rpedeIeHO C MOYHOCMBIO, CO2N1aCO8aHHOU C 3aKa34UKOM, U yKa3aHO Ha PYIoHe.

A.3.4.3 Ha sHympeHHell cmopoHe CmepHS kaxd020 pynoHa cnedyem ykasbleame HOMep napmuu, HoMep pyno-
Ha u amy U320MOBNeHUS.

A.3.4.4 [nsa npedomepalwyeHus nepenymsi8aHusi nosiomuo G0MKHO 3aKkaH4yueamecs mamepuanom be3 HaHece-
HUS meyamu 6 KOHU®e npozoHa Onsa eapaHmuu mozo, 4mo 8 0b6opydosaHuu He 0CMarnock nNeYyamHo20 Mamepuana.

A.3.4.5 Ecnu neyamHsill mamepuan Heobxo0umo ocmasensme 8 060pydoearHuU U3-3a CII0XHOCMU [16epeMamabi-
8aHus pynoHoe8 (Harpumep, 8 ycmpolicmeax O0na npodonbHol pesku) neped Havanom redamu HO8020 u30bpaxeHus
(GuzaliHa), mo mamepuarnksi, UCHONb3068aHHbIe 018 ommucka, 00mkHbl bbimb ydaneHsl ¢ JOKyMeHmansHbiM ohopmiie-
HueM.

A.3.4.6 Ecnu u3z-3a ocoberHocmedl Qu3aliHa unu sKkcnnyamayuu nedamuozo o6opydoearusi Moxem bbime npous-
eeleH Mamepuarn ¢ NponyweHHoU neyamsio, mo cnedyem umems HadexHyto cucmemy 0ns onpedeneHust u yoaneHus
npoBykyuu, npouzsedeHHOU ¢ NporyweHHbIM YU8emoM Uflu MeKCITOoM.
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MpunoxeHne B
(cnpaBo4Hoe)

Tpe6oBaHMA K aTTecTaLMM U KOHTPOMIO MPON3BOACTBA
nepBUYHLIX YNaKOBOYHLIX MaTep1anos

B.1 O6wme nonoxeHus

Ammecmauuro cnedyem ripogodums, kozda HeAocmamoyHO 02paHU4LBambCa KOHMpOonem ripousgodcmea rep-
BUYHbIX YIIaKOBOYHbLIX Mamepuanos. B daHHoM npunoxeHuu paccmampusaomes mpebosanus K ammecmauyuu coznac-
HO 7.5.2 (7.5.2.1) u mpebosarus k npoekmuposaHuro u paspabomke coanacHo 7.3.

Ammecmauus nposodumcs 0na cnedyruwtx ob6bekmos (eciu HedocmamoyHO 0gpaHU4U8ameCa KOHMPONem):

- npousgodcmaeHH020 06opydo8aHUs;

- KOHMPpOneHO-ucnsIimamensHo2o obopydosaHus Onsa MpO8EPKU KPUMUYECKUX UCXOOHBIX, MPOMEXYMOYHEIX
mMamepuaros u 20moaoli npodyKyuu;

- omOenbHbix 8ud08 MPodyKyuy 8 HeObXOOUMBIX CyYasxX unu ro Co2naweHur ¢ 3aKkasqukamu.

Llensro ammecmauuu sensgemcs GoKyMeHmansHoe nodmeepx0eHUe mozo, 4ymo 8 rpoyecce npouseodcmea u
KOHMpOs Kadyecmea HeU3MeHHO obecrnequgaemcs 8biryCcK NepauUYHbIX YrIakoO804YHbLIX Mamepuanos, coomeemcmeyio-
wux 3a0aHHbIM mMpebogaHUsM.

Ecnu npedycmompen monsko koHmpons npouzsodcmea (6es ammecmayuu), mo cnedyem nposecmu riyc-
Ko-HanadoyHbie ucrbimanHus ¢ GOKyMeHmManbHeIM 0hopMaeHueM U paspabomames riopsdoK meKyweao KOHmMpOonsa &
xo0e npousgodcmea.

B.2 OcHoBHbIe NpUHLUMNLI

B coomeemcmsuu ¢ 7.5.2 ammecmauus mpebyemcs monbKo 8 mex cny4asx, koeda Kpumudeckue napamempsl
He moaym bbimb po8epeHs! Npu meKyuwemM KoHmpone. B 0aHHoMm pasdene paccmampueaomcs cryyau, koefa mpeby-
emcsi NposodumMbs ammecmauuro.

Kanubposka npubopos 8bIMOAHASMCA HE3a8LUCUMO OM ammecmauyuu.

B.2.1 MNMoaroToBKa K NpoBeAeHNIo aTrecTaunm (MCNbITaHWU)

Ho nposedeHuss ammecmauyuu (ucneimanHull) npoyecca rnpou3eodcmea nepeuyHbIX YrIako80o4HbIX Mamepuarnos
cnedyem:

- paspabomame crieyuchbukayuu Ha UCXO0HbLIE Mamepuarbsi, ompaaruwue ux cocmas;

- nodzomoaums OoKymeHmayuio Ha obopydosarue Oris1 Ipou3eo0cmea U yrnaKosKu;

- onpedenume Poriu U OMEeMCIMBeHHOCMb opaaHu3ayuu (mocmasuilika) u 3aKkasJyuka;

- yemaHosume 803MOXHOE 8/IUSHUE 1epP8UYHO20 YINaKo80YHO20 Mamepuasa Ha fekapcmeeHHble cpedcmea u
6e3onacHocmb nayueHma;

- onpedenume KpUMUYECKUe napamempsl npoyecca;

- co3damp cucmemy obydyeHus nepcoxana (ornepamopos, pabomHuUKos Ccryxbbl Ka4ecmea, UHXEeHEePHO-MeXHU-
4yeckozo nepcoHana u m. 4.);

- paspabomamb MexXHON02UYECKUe UHCMPYKUYUU, UHCMPYKULUU 110 3KCryamayuu U mexHu4eckomy obenyxuea-
Huro um. 0.

B.3 AtTectauuns (KoHTponb, NpoBepkKa) NporpaMmMHoro obecnevyeHnn

Tposepka npoepammHoO20 0becredeHuUs 8biI0NTHASMCS C IOMOWbI0 hyHKUUOHaNbHbIX mecmos. lNpoussodumens
1ep8UYHBIX YITaKO8OYHbIX MaMepuasnos He 8bII0NHAeM ammecmauuio pozpamMmMHo20 obecrneqeHus, ecriu He 02080pe-
HO uHoe.

B.4 ®yHKuMOHanNbHbIE TECThbI

QyHKUUOHAMbHBIe Mecmbl 8biMONHAIMCS 071 NPoepammMHO20 0becrnedeHusi, C8A3aHHO20 C KPpUMUYecKuMuU
napamempamu, ¢ Uefnbio NposepKu npocnexusaeMocmu U mo4yHocmu e2o pabomsl, 0bpabomku u coxpaHeHus dax-
Hbix. Tecmbl domxHbl nposodumbcs 6 docmamoyHom obbeme U rpu Hadnexawux ycnosusx. C amod yeneio 6 cucme-
My Mozym 8800umbCsi, Hanpumep, NPasunbHbIe U HenpaeusbHbie 0anHble. Pe3ynbmamesl nposepku ohopMmnsomces
BoKyMeHmarneHO.

Ana kpumuyeckux napamempos (onepayull) 8binonHsaomes oybnupyoujue mecmel.

B.5 KoHTponb nameHenun

KoHmpone usmeHeHul 8binonHaemcs 8 00KymeHmarsHol ¢hopme u nposodumcsi Ha ecex amariax co30aHus U aKc-
nnyamayuu obopydoeaHusi, HayuHas om ammecmauuu npoekma (KoHcmpykmopckol GokymeHnmauyuu). KoHmpons
uameHeHul 8xodum & cocmas pabom o ammecmauuu (KOHMPOoio rnpoyeccos u 0bopydosanus).
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B.6 JenctBua nocne npoBeAeHUA aTrectaunm

lMocne nposedenuss ammecmayuu hyHKYUOHUpYowe2o obopydosarus (B.15) u ammecmauyuu 6 akcriyama-
uuu (B.17) u npu 803HUKHO8EHUU HerpedsuderHbix 06cmosmernscmea criedyem rpuHumMams Heobxodumble mepsi, 0ghopm-
a5 ux O0KyMeHmarbsHO.

B.7 NoppepxaHne paboTocnocoGHOro COCTOAHUA

Cnedyem opzaHu308amp Cucmemy MmexHu4eckoz2o obcnyxueaHusi, komopas obecneqyusaem pabomocnocob-
Hocme obopydoganus. JTlobbie, Oaxe He3HaYuUMenbHbIe, USMEHEeHUS criedyem OUeHU8ams 6 fnfiaHe Ux enusiHusi Ha pabo-
mocriocobHocmb 06opydoeaHust U, npu HeobxodumMocmu, 8bIIONHAME ammecmauyuro 8 Kcrayamayuu 6 mpebyemom
obweme (B.17).

Usmenenusa 8 memodukax ammecmauyuu cnedyem y4yumbigame ripu rpogsedeHuU nosmopHoL ammecmauuu.

B.8 Attectaumna

B.8.1 MepcnekTnBHaA aTrecTauunsa

Lo navana cepuiiHo2o ripoussodcmea npodykyuu cnedyem 8bioAHUMB MePCrIeKMUBHY0 ammecmauyuio (Uchbi-
maHrus) npoueccos u obopydosanus. Moa2ym ucnons3osamscs u Opyeue memodsi ammecmauuu (B.21).

Ha pucynke B.1 nokasana munosas cxema ammecmauuu rnpoyeccos u 0bopydosaHusi.

B.8.2 Ponu 1 0TBETCTBEHHOCTb CTOPOH

Bo3mosxHble 30HbI 0MBEMCMEEeHHOCMU NoKasaHbl Ha pucyHke B.1. Jluya, omeemcmeeHHbie 3a rposedeHue
ammecmauuu (ucrsimaxuti) u ymeepxoerue ux pe3ynbmamos, 00mkHbl 6bimb HasHa4YeHb! 3ab11a206PeMeHHO.

Pewenue o sbinycke npodykyuu 8osnazaemcs Ha ciiyxby (omdesn) KoHmMpons kayecmsa.

B.8.3 MNMnanupoBaHune

B.8.3.1 O6wue nonoxeHus

Bce cmaduu npoyeccos ammecmauyuu (ucrisimanudl) cnedyem rnnaHuposame u ohopmasms G0KyMeHmMarsnbHo.
lTopsdok u popmbl BoOKyMeHmMansHOo20 oghopmneHuUs 00mKkHbI bbime onpedeneHbl 30 Hayana pabomel, Hanpumep, ecnu ¢
3aKa34UKOM C02/1aco8aHO MPOBeOeHUe KOHMPOS fnapamempos, Mo fnepeyeHb napamempos mMoxem bbimb pacluupeH
10 cpasHeHUK co crieyugbukayuedl.

Cnedyem yka3ame, 4MO Yenbio ammecmauyuu sensemcs noomeepxoeHue coomeemcmeus npoyeccos u obopy-
Bosanua mpebogaHusaM 3aKas4duka.

B.8.3.2 lMporpamma atrecraumm (UCMbITaHUI)

lMopsdok nposedenHus ammecmauyuu (ucnsimadutl) usnazaemcs 6 npoepamme ammecmauuu (Ucnbimanui)®,

B npospamme ammecmayuu ykasbigaromcss 0653aHHOCMU ucrionHumened, cocmas u nocnedosamensHocme
sbironHeHus pabom. Ocoboe sHumarue ydenaemes kpumuyeckum chakmopam (napamempam) npoyeccos, obopydosa-
HUS U OKpyarowieli cpedsbil.

lpozpamma ucneimanutli codepxum cnedyroujue pasdensi:

- nepe4yeHb pabom;

- opzaHu3auus ebinonHeHus pabom (ucnonHumenu, ux obssaHHocMu);

- nepeyeHs rpoueccos u obopydosarus;

- riopsi0ok oghopmneHuss oKymeHmauuu, exmoyas opmsl OOKYMEeHMos;

- nnaH-zpadghuk 8bINonHeHUs pabom;

- CChIIKU Ha O0KyMeHMbI, pu Heobxodumocmu;

- 1opsI00K KOHMPOIS USMEPeHUL.

Ecnu mpebyemcs nposecmu ammecmauuro npoyeccos unu o6opydosanus, Komopsle 110 pe3ynbmamam aHanusa
DPUCKO8 MPU3HaHb! 9K8UBANEHMHbBIMU, MO MOXem UCMOoMb308ambCs Memo0 8bIHECEHUS1 3a CKOOKU unu MampuyHbii
mMemo0d, 4ymo O0mKHO bbIMb YKa3aHo 8 npozpamme ammecmayuu.

* [puMeHeHne TepMUHA «BanuaaLMOHHbIN MacTep-NNaHy, SBMSIOWErocs 3aMeHoN NaTMHCKMX BYKB KMpUnnuuen B
aHrnuiickoM Tepmute «validation master plan», He gonyckaetcs. MiAeHTUYHBIM NePEeBOAOM 3TOr0 TEPMMHA HA PYCCKUIA
S13bIK ABNSIETCA TEPMUH «MpOrpaMmMa atrectaumm (McnoitaHuin)» (npum. TK 458).
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Ucnonnutens Mpouece Mpumevanun

Opranusauma MnaHnpoBaHue

{ 3

OpraHuzauma u NOCTaBLUUK AHanms puckon

2

Cneundumkaums TpebosaHuin
3aKa3uuka

$
CneuudukaLusi K KOHTpaKTy
$

Mpuemo-caaTouHble UCNbiTaHuA
Ha NpeaAnpUATUM-UITOTOBUTENE

> Bxopar B aTTecrauuio

O6beM yTouHseTen

OpraHu3aumsi ATTecrauus ycTaHOBMNEeHHOMo
oGopyaoBaHua

4
Mpo6Hble nycku
{

ATTecTauus pyHKLMOHUpPYIOLWLEro
o6opyaoBaHus

!

Mycko-Hanago4Hbe UCTIBITaHNA OueHka npoaykumn®
{

Beog o6opynosaHua
B SKcCnyaraumio

2

Axanua puckoB (npouecc fa
paBoTaer ycToiumso?) - DbiNyCK npoaykuan

JHet
ATTEecTauus B aKCrnyaTaumm OueHka npogyxLym®

)

)

a) JononHUTenbHO MOXeT NPOBOAUTLCA OLIeHKa NPOAYKLUK:
- MO peLLeHUIo opraHu3aLmu;
- no TpeboBaHuio 3aKkas4uka.

PucyHok B.1 — Cxema aTTecTauuu HoBoro o6opynoBaHus

3mu memoldsr Mo2ym npuMeHambcs rpu 80CcmMamoyHO MOIHOM 3HaHUU IPOUECcco8 U Hanu4yuu 060CHO8aHUS.

«BbIHeceHUe 3a CKOOKU» O3Hayaem, 4mo Ucrbimaxus Mo2ym rpo8ooUMbCsl MOMLKO MIPU SKCMPeMarbHbIX 3Haqe-
Husix napamempos. Memod mampuy o3Hayaem makoe rnaHuposaHue ammecmauuu, pu KOmopom coKpauwaemces 4uc-
110 cepull npoBykyuu, Heobxodumbix 018 ammecmauuu.

B.9 AHanu3 puckoB

AHanu3 puckos rposodumcs npu rMPUHSMUU pPeLeHUsi, Harlpumep, 0 Heobxodumocmu rnposedeHusi ammecmauuu
uiu KoHMpors 8 xo0e ammecmauuu rpPoekma (KOHCMPYKMOopPcKol OoKymeHmauuu) 0519 OUeHKU Or1acCHOCMU 8IUSIHUS Ha
niepcoHan unu okpyxarnwyr cpedy u m. 8. [Npu aHanuse puckoe oyeHusarMcs 803MoXxHocms docmyrna kK obopydosa-
HUK, [IOMOKU Mamepuaiios, usnyJyeHue nasepos u m. 0. Ha pucyrke B.1 noka3aHbl dée cmaduu, Ha KOmopbiX Moxem
rmompeboeamscs rpogedeHUe aHanu3sa puckos.

B.10 Cneundimkaumsa TpeboBaHuM 3aKa3vumKa

lpu nnanuposeaHuu pabomsi cnedyem npedycmompems pa3pabomky crieyucbukayuu mpebosaHull 3aKkazyuka
(User requirement specification — URS).

Crieyugbukayus a8r1s9emcs ymeep>x0eHHbIM OOKYMEHITOM, 8 KOMOPOM YKa3bi8aromcs 6Ce PyHKUUOHAbHbLIE, IKC-
rnyamayuoHHble u Opyeue mpebosarus K npoyeccy unu obopydogaHuio, Heobxodumblie Ona U32omosneHuss aHHO20
mamepuana. [Npu amom moxem nompebosamscs pa3pabomka rnnanupo8oYHbIX pewerul 0ns pasmeweHus o0bopydosa-
HuS U Hanu4ust 60cMamoYHO20 mecma Ors [IepeMeueHUsi Mamepuaros U epcoHana, PasMeuweHus 3anacHsix yacmed,
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docmamoyrnoz20 mecma 0ns ybopku (oyucmku). 3ma uHgopmayusi Moxem bbime npusedeHa u & Opyeoil OOKyMeH-
mauyuu’.

B.11 Cneundwnkauma k koHTpakTy. [pnemo-caaTouHble NCNLITAHNUA

Crieyucbukayus Kk kKoHmpakmy rnodnucsisaemcs opaaHusayued unu nocmaswukom u codepxum ripedmem u ycno-
eus niocmaeku. Ecnu npedycmampusaemcs nposedeHue rpuemMo-cO0amoyHbix ucneimanuti (Factory acceptance
test— FAT), mo cnedyem ykazamp 8ulbl, MECMO IPOBEOEHUS UCMBIMAaHUU U KMo 11poeodum ucrbimarus.

B.12 3Ttanbi aTrecrtauuun

Bo3mMoxxHbI pasnuyHbie nodxodbi K NpoeedeHuro:

- ammecmauyuu npoekma unu KoHcmpykmopckoil 6okymeHmauuu (B.13);

- ammecmauyuu ycmarosneHHo20 obopydosanus (B.14);

- ammecmauyuu pyHKUUOHUPYrowe20 obopydosaHus (B.15);

- nycko-HanadoyHbix ucnbimanuli — Site acceptance test — SAT (B.16);

- ammecmauyuu 8 skcninyamauuu (B.17);

- aHanu3sa puckos, Komopble MO2ym 6bINONHAMBLCA op2aHu3ayuel U/unu rnocmasuwuKom.

3ma paboma domxHa 6bimb oghopmieHa OokymermarnsHo. [lpu nposederuu ucrnsimaHul opeaHusayus G0mKHa
yqumbleams Oflbim nocmaswjuxa.

Huxe paccmampueaiomes amansi nposederus ammecmauyuu. Llensio ammecmauuu sengemcs nodmeepxoeHue
moeo, Ymo npPodyKUUS HeU3MEHHO 8blINyCKaemcs 8 coomeemcmauu ¢ 3adaHHbiMu mpebosaHusmMU.

B.13 Arrectauma npoekrta (KOHCTPYKTOPCKON AOKYMEHTaLnn)

Tpu ammecmauyuu npoexkma (KoHCMpykmopckol G0KyMeHmauuu) rnpoeepsiemcsi 2o coomeemcmaue 3a0aHHbIM
mpebosanusm. [pu smom MoXxem UCMONb3068aMbCS aHanu3 puckos, aHanus crieyughuxkayuu mpebosaHuli 3aKka3yuka,
crieyucbukayuu K KOHMpakmy, pesynibmamos npuemMo-c0amoydHbiX ucnbimanudl, 4mobbl OYeHUMb 803MOXHOCITIL
rnocmaeku npodyKyuu 3akasduky u Heobxodumocms dopabomok o rposedeHrUs rycKo-HanadoyHbix ucrsimaduii (B.16).

Ammecmauus KoHcmpykmopckol GokymeHmauuu He mpebyemcs npu nocmaekax cma+HoapmHoll npodykuuu.

lMpu nposederuu npuemo-cOamoyHbIx ucnbimanuli Moxem nompebosamscs ydem ycriosuli okpyxarulell cpedsl,
Harnpumep mernossifeneHutl, Wyma, 0C8eWeHHOCMU, 3a2pA3HEeHHOCMU.

B.14 ArtecTauus ycTaHOBNEHHOro obopyaoBsaHms

Ammecmauyus yemarosneHHo2o obopydosaHus npoeodumcs 0na nodmeepx0eHus moeo, 4ymo obopydosarue
ycmaroeneHo 8 coomeemcemauu ¢ 3afaHHbiMU mpebosaHusaimu u OokymeHmauued, kanubposaHo (rpu Heobxooumocmuy)
U akcrinyamayuoHHas OoKyMeHmauuss uMeemcsi 8 Hanuyuu. Peaynbmamel ammecmayuu oghopmnsiomcss OOKYMEH-
marnbHO U ymeepx0armces.

B.15 Atrtectaumnsa cyHKUMOHMpPYOLWEro o6opyaoBaHuaA

Ammecmauyus yHKUUOHUPYUe20 obopydosarus nposodumcs 018 no0meepxGeHuUs moeo, 4mo fnpoyecc unu
obopydosaHue pabomarom 8 coomgemcmeuu ¢ 3a6aHHbIMU Mpebo8aHUSMU, 8 MOM YUCe PU nPederbHbIX 3HAYeHUSX
napamempos (HUXHUX U 86PXHLIX) C y4emoM 8MUSHUS U3MEHEHUl 8 UCXO0HbIX Mamepuanax (Chbipbe) U napamempos
OKpyxatouiell cpeosi.

Memoduka ucnsimanull u pedynbmamsl ucribimaHull 00mKkHb! 6biMb 0hopMIIeHsI GOKYMEHMarnsHO U ymeepxxoe-
Hbl. [MnaH nposedeHus ucnsimaruti, IpPomokorsi ucrisimaduli (B.19.3.2), omyemsi 0 nposedeHuu ucrisimanuti (B.19.3.4)
u saknrodeHus (B.19.3.5) mozym 66imb oghopmrieHsl 8 gude omdensHbIX GOKyMEeHmMOos.

lMpu 3asepweruu ammecmauuu yHKUUOHUpPYrouwe20 obopydogarus BomkHbl 6bimb npedcmasneHs! MemoOuKU
KanubposKuU, UHCMPYKYUU 10 3KCrnyamauyuu (8xknodas 8Hympurpou3so0CcmeeHHbIl KOHMpons), ybopke (o4ucmke),
1opsi00k 0by4eHUsI NepcoHana u UHCMPYKYUU 1o MexHUYeCcKoMy 06CyKU8aHU0.

[ns npocmozo o6opydosaHus Moxem cocmasnsamascs eOuHbil OOKyMeHm, skmovarouul npomokon (B.19.3.2) u
omyem 06 ucnsimarusx (B.19.3.4), 8 komopom makxxe yka3bigaemcs Kpumepuli npuemnemMocmu.

B.16 MMycko-Hanago4Hble UCNbITAHUA

lpu nposedeHuu nycko-HanaloYHbIX UCrbimaHuli ebironHIemcs npobHoe u3zomosneHue npoldykyuu u3 rnpeod-
YCMOMPEeHHbIX Mamepuarnosa. 3mo Moxem CryXums rno0msaepx0eHueM pe3ynsmamos ammecmauyuli ycmaH081eHHO20
u ¢byHkyuoHupyoweao obopydogaHusa. CneByem KOHMponupogams napamMempsi npodyKyuu, Ha8 OCHO8AHUU 4620
Moxem 6bimb MPUHAMO peweHue 0 rnposedeHuu ammecmauuu 8 skcrinyamauyuu. lycko-Hana®oyHbie UCIbIMaHus
moaym bb1mb 3K8uU8anieHMHbI 0OHOMY YUKy ammecmauyuu 8 SKcrinyamayuu.

Ans nposepku KOHMPOILHO-USMePUMensHo20 0bopyBo8anHus MaKkxe Mogym nposodumsCs MycKo-HanadoyHble
ucnsIimarus ¢ yensio rposepku Kanubposku 060pyd0o8aHuUsi u HeU3MEHHOCMU €20 roKa3aHudl.

B.17 ATttectaumus B aKcnnyatauum

lpu ammecmauuu 8 akcrinyamayuu nposodamcs UCMbIMaHUs 8C€20 KOMIIeKCa MexHonoau4eckozo obopydosa-
HUSA ¢ yenbsio nodmeepx0eHus HeU3MEeHHO020 coomgemcemaus npolykyuu 3adanHbim mpebosarusam. lpu ammecmauuu

* Cneundvkaums TpeboBaHUii 3aka34vuka MOXeT OblTb NpeacTaBneHa B BUAS 3a4aHNsi Ha MPOEKTUPOBaHUE UINK Tex-
HUYecKoro 3agaHns Ha paspaboTky obopygoBaHus (Npum. TK 458).
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8 3KCryamauyuu ucrone3yromces rnpedycMompeHHble Mamepuarnsi. McrbimaHus npo8olBamcs, Kak MUuHUMyM, 8na mpex
cepull npolykyuu. Peaynsmamei ucnsimanull 00mkHbil 66imb 0ghopMneHsl GOKYMEHMANbHO U yMeepKOeH:bI.

UcknrodeHue us mpebosaHus 06 ucrsimaHusix mpex cepull denaemcs 0ns OnumMenbHbIX HerpepbsI8HLIX NPoYec-
co8 (Hanpumep, 8 Me4YeHLUe HeCcKoNbKUX Helenb), koe0a Bonyckaemcs ogpanuydumscs 00HOU cepuell UCXO0HbIX Mame-
puanos. B asmom cnydae ucneimaHuss Mmoaym npoeodumscs 0nAa mpex rodcepull, kaxOas U3 KOMOPbIX
U320Maenueaemcs, Kak MUHUMYM, 8 Me4eHue 00H020 OHS.

B.18 ATtrecTaumns npoaykumm

Ammecmauus npodykyuu Heobs3amernbHa U MOXem 8bIfONMHAMbLCS 110 PeleHUn opaaHu3ayuu nubo no mpebo-
8aHUI0 3aKa3yuka (pucyHok B.1).

B ocobbix ciyyasx pexkomeHOyemcs 8bINONHAMb ammecmauuio Kpumuydeckux cmadull npouyecca 0ns 3adaHHo20
eulda repsUYHO20 yriakosoyHo20 Mamepuana. [pu smom rnposodamcs UcrbimaHusa Kpumuyeckux cmadull npoyecca npu
3HaYeHUSX KpUMUYECKUX rapamempos, 8bI6paHHbIX Mymem aHarnu3a puckos.

Coomeemcmesue napamempos 3adaHHbiM mpebosarusm rnpu ornpedeneHHOM Yucne cepull (yuknog pabomsi
obopydosarus) osHadaem, ymo ammecmauus npodykuuu (npouecca) npowna ycriewHo (FTOCT P 52249, npunoxe-
Hue 15).

B.19 HokymeHTauws, ncnonb3yemas npyv atrectauum (MCnbITaHUAX)

B.19.1 O6wune nonoxeHuns

Memoduku nposeleHus u pe3ynsmamsi ammecmauuu (ucrisimanull) GomkHs! 6oimb oghopmeHb! QOKYMEHMAasbHO.

B.19.2 UcnbiTaHma

Pesynbmamel npuemo-c0amoyHbIX u/Unu fycko-HanaGoyHbiX ucrbimaHul mogym Obimb oghopMmiieHb! 8 8ude
00H020 BOKyMeHma, kKomopabili cofepxum:

- OaHHble 06 060pydosaHLU UU pe3ynsmamel MOCNeOHUX UcfibimaHull (KoHmpons);

- OaHHbie 0 Memodax ucrbimanull;

- Kpumepuu rpuemaemocmu;

- riepeyeHrb po8oduMbix ucrsimanull;

- pesynbmams! Ucnsimanudl;

- OUBHKY pesynbmamoe UCbImaHul u 3aKmoYyeHue;

- nocnelyrowue delicmeus;

- KOHMPpOnb U3MepeHul;

- ymegepxoarolyio nodnuck.

B.19.3 Attectaums

B.19.3.1 CocraB gokymeHTauum

B ocHoeHoli cocmae doKymeHmauyuu 1o ammecmauyuu 8xo0am:

- OaHHbie 006 aHanu3e pucKkos;

- nnad nposedeHus U codepXkaHue MPoMmoKona ammecmauuu;

- omyem o nposedeHuUU ammecmayuu;

- 3akmnioyeHue u ymeepxoarouwast noonuces.

B.19.3.2 lNnan npoBeaeHus u coaepxaHue NpoTokona arrecraunmn

Ama dokymeHmauus eknodaem @ cebs:

- OaHHble 06 OCHOBHbBIX cmadusix (napamempax), Komopbie Mo2ym bbimb KpUMUYECKUMU;

- QanHbie 06 ammecmauuu u memoodax ee npoeedeHus:;
Kpumepuu ripueminemMocmu;

- nodnucu ucrionHumenel U ymeepxoarouwyr noonuce.

B.19.3.3 lNpoTokon atrectauum

B codepxxarue npomokona ammecmauyuu exo0sam:

- pesynbmamsi ammecmauuu ro rnpuHamou memoduke;

- Kpumepuu ripuemiemMocmu;

- nodnucu ucrionHumernel u ymeepxoarowas nodnuce.

B.19.3.4 OtueT 0 NnpoBeaeHUN aTTecTaumm

Omuem o nposedeHuu ammecmauuu Moxem ohopmaaMecsi 8 00HOM OOKyMEHMe € IPOMOKOIOM ammecmauuu.

B.19.3.5 3akniouenue

B kpamkol ¢cbopme npusodsimes pesynbmamel ammecmauuu ¢ ykasaHuem yesnu ammecmayuu, npedbasniemblx
mpebosaHull U 3aKYeHUe 0 coomeemcmeuu UM pesynibmamos ucnsimaduil. [lpu Hanu4yuu OmKoHeHul peweHue o
HUM B0/mKHO bbimb 060CHOBAHO.

B.19.3.6 CeoaHbiv OTHET Mo pedynbTatam aTrectauum

Ce00HbIli omyem colepxum OaHtbie 060 6cex amanax ammecmauuu U ucibimaHul:

- CCbIIKU Ha MIPOMOKOIIbI, 3aKIMFOYEHUS U peKoMeHoauyuu;

- obocHosaHue UsMeHeHUl;

- ymeepxdarouwyro rnodnuces.
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B.20 XpaHeHune [OKYMeEHTaLUKn

HokymeHmauyus o rpogeleHUU ammecmauuu (KOHMPONS, ucrsimaHutl) GOMKHa XpaHUMmbCs 8 medyeHUe 8cezo
nepuola akcrinyamauyuu obopydoganus e 08a 20da rocne e2o 8nigoda U3 sKernyamayuu.

B.21 [Opyrve metoabl atrectaumm

B.21.1 O6wune nonoxeHunsa

B B.1—B.20 paccmompeHa nepcrieKmusHas ammecmauus, m. €. ammecmauyus 00 Havana cepuliHo20 8bITyCKa
npoBykyuu. 3mom sud ammecmauuu 0na hapmauesmuyeckoll MPOMbILIeHHOCMU A8M1S6MCS MpPednoYmuUmensHsIM.

B mo xe epema opzaHu3ayus Moxem rnpumMeHams Opyaue mMemoOsl ammecmayuu, coomaememeyouue KoH-
KpemHoll cumyauuu, u ¢ yyemom 3ampam Ha riposedeHue ammecmauuu.

K 8pyaum memodam ammecmauyuu OMHOCAMCS:

- meKyw,as ammecmauusi;

- pempocriekmusHas ammecmauyus;

- 8bIHEBCEHUe 3a CKOOKU (Memod Mampuy).

B.21.2 Tekywasna atrectaums

Tekywas ammecmauus nposodumcs 8 xol0e cepuliHozo npoussodcmea, koz0a 8biryck Npodykuuu 6bin Havam 60
npuHamus peweHus 06 ammecmauuu. Tekywas ammecmauus esironHaemcs 8 o6bemMe ammecmauuu & aKcnayama-
yuu o moli xe cxeme.

B.21.3 PeTpocnekTuBHasa atrectaums

PempocnexkmusHas ammecmauus nposodumcs, koz0a rnpolykyus 8blryckanack 00 NPUHAMUS PeUeHUs 0O pose-
Gernuu ammecmauuu. B danrnom cniyyae ucnonb3yromes npedwecmeayrowue daHHbIe 0 rnapamempax rpoyueccos u ucxoo-
HbIX Mamepuanax. Axanusupyromcsa markxke OaHHbIe O mekywem obcnyxueaHuu u pemoHme o060pydosaHus,
Mamepuainsi omdena KOHMPOIA Kadecmaa U peknamMayuu 3aKkasyuxos.

Pesynbmamsl obopmnaiomcsi OOKyMEHMaIbHO € 3aKMHOYEHUEM 10 8CEM KITI0YeabIM rapamempam.

B.21.4 BbiHeceHune 3a cKOOKM (MeTOA MaTpwL)

Ecnu pad eudoe npolykuuu unu npoyeccos [691mces sKkeusaneHmubiMu, mo obbem pabom no ammecmauuu
Moxem 6bimb YMEHbBWEH 3a CHem COKpaweHus yucna cepud ucnsimyemol npodyKyuu uiu 3a cyem cokpaleHus obne-
Mma ucrieimarull Ons HecKonbKUX UOeHMUYHBIX e0uHUlY, 060pydosearus unu Npoyeccos.

B.21.5 JononHuTenbHbIe YCNOBUA ANA NPON3BOACTBA LUKNAMKN

lpou3soGcmeo nepsuYdHBIX YIIaKo8OYHbLIX Mamepuanos Moxem bbimb Op2aHu308aHO UUKIIaMu, pa3oeneHHbIMU
80 speMeHU. B amoM cnydae mekywas ammecmauusi moxem 6bimb rpUOCMaHosIeHa o 3asepuieHuU yukna u 80306-
Ho8reHa rpu credyruwem Yukne.
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AHanus PUCKOB NpU NPOU3BOACTBE NepBUYHLIX YNaKOBOYHbLIX MaTepuanoB

C.1 BBepeHue

B dannom npunoxenuu paccmampusaemcs nopadoK ananu3a puckos rnpu rpoekmuposanuu (paspabomeke) npo-
usgodcmea u omepy3ske MepauUYHBIX YIaKkO8OYHbIX Mamepuarnos ¢ yenbio obHapyxeHus ¢hakmopa pucka, e20 OUeHKU,
AIPpUHAMUSA MEP 110 20 yCMPAaHeHUIo U KOHmpons aghghekmueHocmu npuramusi mep. TpebosaHust K ypoO8HAM pUCKa He
ycmaHraenusaiomcs 88uly pa3Hoobpasus nepsuUYHbIX ynakosoyHbIX Mamepuanos u mpebosaHull 3aka3yuka.

Tpunoxernue Gaem oblwue NPUHYUNL!I aHanu3a puckoe rnpu npoekmuposaHuu (paspabomke), npoussodcmee u
0mzpy3Ke MepauYHbIX YIako8oYHbIX Mamepuanos. [1one3ysacs smumu npuHyunamu, U Ha ocHoee cobcmeaeHH0z20 onbima
cnedyem opeaaHu3osame cucmemMamu4eckyto pabomy no aHanusy puckos.

Tepmunsi u onpedenerus cm. 8 UCO 14971:2000 u/unu Pykogodcmee UCO/MIK 51:1999.

C.2 O6wme NpMHUMNBbI aHANN3a PUCKOB

lpu ananuse puckos cnedyem oUeHUMb;
- @eposmHocmb HaHeceHus yulepba, m. e. Kak yacmo Moxxem ripoucxodums cobbimue, HaHocswee 8peod;
- nocnedcmeus amoeo cobeimus (msaxecms nocnedcmeut).
Honycmumocms pucka 3asucum om 3mux ¢hakmopos, a makke Om xapakmepa rposi8neHus pucka.

AHanus puckos ro3eondem rnpuHuMame 060CHOBaHHbIe pelweHUs U exodum cocmasHol 4acmbid 8 cucmemy

obecneyveHus Kayecmea npodyKyuu.

lpu nposederuu aHanusa puckoe cnedyem, Kak npasusio, pykosoocmeosamscs CUCMEMHbIM T00X000M, 0OHaKo
2mo He gcez0a 803MOXHO U YeriecoobpasHo C y4yemom CroXXHOCMU POUECccos U UX Kpumu4dHocmu.

OpeaHusayusa pabomai 110 108bILISHUI0 KA4YeCmea Ha OCHO8e aHarlu3a PUckoe nokasarHa Ha pucyHke C.1 u eknoyva-
em 8 ceba aHanu3 puckos, OUeHKY pucKos, paspabomky u eHedpeHue Meponpuamull N0 CHUXEHUK PUCKa U OUEHKY

C.3.1 AHanus puckos

\ i

- OnpepeneHune KIOYEBbLIX CTaaWin Npouecca
- OnpeaeneHne BO3MOXHBIX OMACHOCTEN

- OueHka pucka
Y

C.3.3 OueHka pucka

- MpuHATHe peLleHns 0 JONYCTUMOCTM pUcKa

v

C.3.6 MepbI N0 CHMKEHUIO pUCKa

- PaspaboTka MeToaoB CHWKEHNSA pucka
- AHanus JonoNHUTENBHBIX MEp
- OueHKa CYLLIeCTBYIOLLMX MEpP MO CHUXXEHUIO

pucka
Y

C.3.7 Peanusauus mep nNo CHUXEHMIO pucka

- BHeapeHue

- C6op aaHHbIX 0 3hheKTUBHOCTH

- OueHKa 0CTaTOuHOIo pUcka

- PelueHne 0 4OCTAaTOMHOCTU NPUHATBIX Mep

Y

C.3.8 OueHka acpchpexkTMBHOCTHN

- AHanua paborThl
- [lokymeHTansHoe ocopmieHue
- AHanw3 oT3bIBOB 3aKas4MKOoB

PucyHok C.1 — Cxema opraHusauuv paGoTb MO NOBbILLEHUIO KAYECTBA HA OCHOBE aHanu3a pUCKoB
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agpgpekmusrHocmu. PeweHus, npuHuMaemMbsie Ha Kaxo0old cmaduu smoeo npouecca, u meponpuamus O0mkHbl 6bimb
ogpopmnerbr GoKymernmanbHo. B cocrmae dokymenmauyuu B0mKHO 8xo0ume, 1o KpatHel mepe, cnedyruwee:

- onucarue npolyKma unu rnpoyecca;

- CHUCOK 0MBEeMCMEEHHbIX NuY, Unu ernadenbyes npoyeccos;

- O0ama eblIronHeHus1 Kaxooli cmaduu.

AHaru3 puckoe 8bIONHASITICA, KaK 1Pasurio, cneyuanucmamu pasHoeo npoghuns, UMeruwumMU OMHOWeHUe K pac-
cmampueaemoli 3adaye. ['pynna o aHanu3sy pUuckoe MOXem eKmoYamse 6 Ce65 UHXEHEePHO-MeXHUYECKUX paboOMHUKO8 u
cnieyuarnucmos, enaderoujux MemooOuKol aHanu3a pPuckos.

Pykoeodsawuii nepcoHan Hecem omeemcmeeHHOCMb 3a nposederue pabom no aHanu3y puckos.

C.3 Mpouecc oueHKn pucka

OueHka pucka s16ns1emcesi CUCMeMamu3upo8aHHbIM IPOYeCccom nod2omosku uHopmayuu 0118 NPUHAMUS peuie-
HUS 8 OMHOWEeHUU puckoe (7.5.2.2).

C amoll yenbro Npoe8odsMCcs aHanu3 puckos U oyeHka 0onycmumMocmu pucka.

Tpu oyerke puckoe orpedensomes NPoUeCcchl, Kpumuyeckue 0ns kadecmaa rnpodykyuu, a makxe obvem pabom
no ammecmauuu 5mux npoyeccos.

C.3.1 AHanus puckoB

AHanus puckoe Moxem bbimb KONUYECMBEHHbBIM U KA4E6CMBOHHbIM.

C.3.1.1 OnpeaeneHve KPpUTUYECKUX CTaguMN npouecca

AHanu3 puckos 00ImkeH oxgambi8ame 6ce cmaduu npoyecca, exnodas Mmamepuarnsi (8 npedenax 803MOXHOCMU
KOHMPOIs opeaHu3ayuu), 83aumMocsasu Mex0Oy nocmaswukamu u 3aKkasqukamu, KOHCMPYKUUo obopydo8aHus, rnpous-
8odcmeo u omepysky (7.1 u 7.5.2). Cnedyem yqumsieams cosmecmuyio pabomy ¢ Opyaumu opz2anusayusamu, eKoyas
cybrnodpsadHbie OMHOWEHUS.

lpu aHanu3se kpumuyeckux cmaduu crnedyem ydumbsieame pabomy ¢ UCXOOHBIMU U ITPOMEXYMOYHBIMU Mamepua-
namu, 2omosoll npodykuuel, creyuarnbHble mpeboeaHus 3aKka3quKa, a makKe Hanuyue ornepamueHo20 obMeHa UHgpbop-
mayued.

C.3.2 OnpepeneHne onacHOCTeN, BANAKLWMWUX HA KA4eCTBO NPOAYyKLUN

lpu cocmasnenuu nepeyHs onacHocmel cnedyem yyecms 6ce hakmopbl pucka, peknamayuu 3aKasqukos u
yygcmesumensHocme npodykyuu. 3my pabomy cnedyem npog8odume € y4emom npuopumemos opeaxusayuu u mpebo-
8aHull K NpOoOyKUUU unu rnpoyeccy.

lMpu cocmaesneHuu rnepeyHss onacHocmeu U aHanu3e pucKkos Hy>KHO ydumbieams cnedyiouwue hakmopsi:

C.3.2.1 Okpyxawlwas cpepa:

memnepamypa, 8pems 200a, 8lTaXXHOCMb, 0cadKu, ammocghepHoe 0asneHue, 0C8eWeHHOCMb, subpayus, HaceKo-
MbI€ U 2pbi3yHbl, [I6PEKPECMHbIe 3a2PA3HEHUS, 110XKap U 3amoreHue.

C.3.2.2 O6opypoBaHue:

mun u KOHcmpyKUyus obopydoeaHusi, MexHU4YeCKoe COCMOSIHUE, MOWHOCMb, MECMO PAaCONOXEHUS, MOHMAX,
nopsadok aKcrnyamayuu, mexHudyeckoe obernyxusaHue u Kkanubposka.

C.3.2.3 MNomeleHune:

M1aHUPOBOYHbIE PELEHUS, S3HEeP20HOCUMenu, MexHuU4Yeckoe obcnyxusarue, HasHadyeHue rnomeweHus u mpebo-
8aHUE 2U2UEHDI.

C.3.2.4 NudpopmaumoHHoe obecneveHme:

80M1pOCKI UHMennekmyarnbHol omeemcmeeHHocmu u obvem uHgopmayuu, docmyrHoll 0ns nons3oeamens.

C.3.2.5 KOpuanueckne BONpocChI:

B803MOXXHOCMb HapylweHus Oelicmayrouie20 3aKkoHoOamernscmea.

C.3.2.6 Marepwmansbi:

coomeemcmeue mamepuana criequgukayuu, cmamyc 8 faaHe KOHMpOons Kadecmea, Konu4ecmeso, rnopsdok
obpaweHus, mpebosarus crieyuchukayuu, ycriogusi 6e3onacHocmu, KoHmporns noddernoK u cocmosiHue mamepuana.

C.3.2.7 MNepconan:

NUYHbIe Kadecmea, rpogeccuoHansHas nofzomoska, obpasosarue, KOMIemeHmHocme, 83aUMOOMHOWEHUS 8
Konnekmuee, KOMMYHUKabensHOCMb, Xxapakmep, YeCMHOCMb U 3aMeHSIeMOCb.

C.3.2.8 Tpoueccbl U MHCTPYKLUMK:

po8epKU, codepxkaHue U3MEHEHUS, PAacchlfka (8plidaya), yHUYMOXeHue, COCMOsIHUE, KOHMPOIib U3MepeHull, xpa-
HeHue, meHOeHyuU, 11NaHOo8bIe U 8HE3arHbIe nepepbies! 6 pabome (8 mom vucne 0ns noemopHoli obpabomku).

C.3.2.9 TexHonorusi:

UHGOPMAUUOHHbBIE CUCMEMbI, CUCMEeMbI arieKmpoHHOU obpabomku daHHbix, be3onacHocms uHghopmayuu, 3auju-
ma OaHHbIX.

C.3.3 OueHka pucka

Cnedyem ornipedenumps Mepbl KOHMPOIs Onsl Kaxdoe2o suda oracHocmu U oyeHums ahghekmusHoOCms 3Mux mMep.
K Hum, Hanpumep, omHocsmcs:

- aHanu3 002080p08;
8HymMpuUrpou3800CMEBEHHbIL KOHMPOIb,
KOHMPOIb U3MEHeHUU;
paccMompeHue pe3ynbmamos ayouma u nocnedyoulx deticmeuil no ycmpaHeHuio HeAocmamkos;
aHanu3 peknamauyuli 3aKa3qyuKos;
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- roKaszamersu Kayecmea;

- pednoxeHusi, ucxodsuiue om repcoxarna.

C.3.4 OueHka gonycTmMocTv pucka

o kaxdomy eudy onacHocmu, 05151 KOMopoU He npedycMompeHb! Mepbl 110 ee rpedomepatyeHuro, cnedyem oye-

HUMb 86POSIMHOCML €6 10A8M1eHUs U 803MOXHbIe rocnedcmeus (npu ydacmuu 3akasquka, ecnu mpebyemcs) (Pucy-
Hok C.2).

OnacHoCTh BoamoxHbie NOCNeACTBUA
Henagnexaluee xpaHeHue 3arpsiaHeHus

HenpaBunbHasi MapkmpoBka MepekpecTHble 3arpssHeHns
Xumunueckue, huanieckue u Mukpobuo- | | Ywep6 norpebutenio nunu 6onb-
rnoruyecKk1e 3arpsiaHeHust | HOMY

MoBpexaeHne MapKUpOBKM (STUKETKW) OwwnbovHoe ucnonb3oBaHne
MepenyTbiBaHue (NoAMEHA) NPOAYKLMA HecTabunbHOCTL NEKapCTBEHHOTO
unu marepuana cpeacrea

PucyHok C.2 — NprMepbl onacHOCTEN M BO3MOXHbIX NOCNEACTBUMA

Cnedyem cOenameb 3aKiiOYeHUE 0 MsKecmu rocriedcmauii u ux 8epOSIMHOCMU C yYermoM rPUHSMUS rnpedycmom-
PEHHBIX Mep 110 UX HeGOoMyWeHU.

Ans oyerHku mspkecmu nocnedcmeuti MOXem UCons308ambscs criedyrouwuli npocmod nodxod.

Cnedyem knaccugbuyupo8ams KakOyto OracHOCMb KaK «HU3KYIO», «CDEOHIO» UMU «8bICOKYIO» U OUEeHUMb ee
86POSIMHOCMb MIPUCBOEHUEM YCI08HO20 yucna. dmu yucna cnedyem nepeMHoXums, Ymobbl Mony4ums YUCOo8yro
XapakmepucmuKy pucka u onpedenums ypo8eHb PUCKa.

Pesynsmamsl oyerku dorycmumocmu pucka moaym 6bime ripedcmasnersi 8 aude mabnuybl, Kak r1okasaHo Ha
pucyHke C.3.

Bbicokast 3 6 9
=
E 2 CpenHsia 2 4 6
] % Hwuakasn 1 2 3
E § MarnoBepOoSTHO BEPOSITHO
: B
BeposiTHOCTb

PucyHok C.3 — OGo3HaueHne pe3ynbTaToB OLEHKN PUCKOB

Pasmepbi mabnuusi (mampuya) 0omkHbl 6bims yO06HbIMU Onis pabomel ¢ Het. BaxHo, ymobbl puck MoxHO Bbi10
omHecmu K 00HOU u3 criedyrouitx apyni:

- mpebyemcs HemedneHHoe delicmeue;

- Oelicmeue mMoxxem bbimb 8bINOMTHEHO M103Xe;

- pUCK He3HayumerneH, U Hukakux Oelicmeuli npednpuHumMams He HyXHO.

Ha pucyHke C.4 npusedeH ewie 00UH ripumep OUEHKU PUCKa.

C.3.5 [Opyrve meToabl aHanNn3a pMCcKoB

C.3.5.1 AHanus Buaa v nocneacTBUi oTKasa

Aranus euda u nocinedcmeuii omka3sa (Failure mode effect analysis — FMEA) aensemcsa kauecmeeHHbIM Memo-
Oom oueHku pucka u ezo nocnedecmeull. Credys emy, Hy»KHO Hallmu MOYKU 803MOXHbIX OMKa308, paccmasumb 88pOsAM-
HOCMU 0mMKa308 (npuopumemsi) u paspabomams mMepbi 10 ocnabneHuro nocnedemeuli omkasos.

C.3.5.2 AHanua gepeBa OTKa30B

Anranus Oepesa omxkasos (Fault tree analysis — FTA) ucrione3yem 0aHHele 1o oripedeneHuro ornacHocmed, nony-
yeHHble Opyaumu memolamu. Pesynsmamsi HaensdHo npedcmaensiomces 8 sude depesa omkaszos. Imom memod

ucronb3yemcs rpu oueHke geposmHocmell omkasos u ro3eonaem nonydyums yOobHyo Ons 8ocripusmus KapmuHy
rnosedeHus cucmeMs! U 8AUSIOUWUX chakmopos.
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C.3.5.3 AHanu3 onacHoCTen ¥ 3KcnnyaTaummn

Memod ananu3za onacrocmel u sxcninyamayuu (Hazard and operability study — HAZOP) 6nusok FMEA u ocHo-
8aH Ha meopuu, komopas rpednonazaem, YmMo NMPUYUHOU OMKa308 SIBNACITICA OMKITOHEHUS napamMempos om Mpoek-
MHbIX unu 3a0aHHbix 3HadveHull. OH A8n19emcsa cucmeMHbiM MemoodoMm ObHapyxeHusi onacHocmel u npobnem 8
askcninyamauyuu. HAZOP moxem npumeHsambcs 0ns npoyeccos, Ucrosb3yembix Oris 1ipou3sodcmea rnepsuyHbIX ynaxo-
B0YHBIX Mamepuarnoe (HarmpumMep, cCmepunu3ayuu), 0KasblearouwLx CyuecmeeHHOe 8IUSHUE Ha Ka4eCcmeo Mamepuarsnos.

Lienbio MemoOda siensiemcsi NofIHOe OnucaHue rnepeuYyHoO20 yrakogoyHoz0 Mamepuana u nopsoka e2o ucronb308a-
Husl 0119 NonyYyeHUs1 CUCMeMamu3upo8aHHOU KapmuHbl 6NUSHUSI Kax0020 aleMeHma Ha Kkadyecmeo mamepuana. 3mo
10380£19em MOHAMb, U3-3a Y620 NPOU3OWITU OMKIIOHEHUS SKCIIyamayUoHHbIX apamempos U KOHCmpykuuu ob6opydo-
eaHusi om 3alaHHbIx mpeboearull, U oueHUMb, MO2ym fiU MU OMKITOHEHUS IPU8ecMU K ONacHbIM cumyauyusam u Hapy-
wenrusam e pabome.

C.3.5.4 AHanua pucka B KPMTUHECKUX KOHTPONbHbIX TOYKaX

AHanu3 pucka 8 Kpumu4eckux KoHmpornsHbix moykax (Hazard analysis of critical control points — HACCP) nped-
HasHayeH 0nsi onpedeneHus (0OHapPyXeHUs) U OUeHKU pucKa u mspkecmu e2o nocnedcmeut dns onacHocmetu buonoau-
4eCKol, XUMUu4eckol u pusudeckol npupodbl, C8S3aHHbIX C KOHKPEMHbLIMU Ipoyeccamu.

Tocne onpedeneHus cmadul npoyecca, 20e Mo2ym umems MeCmo CywecmeeHHbie onacHocmu, cnedyem onpe-
Genums KpumMUYecKue KOHMPObHbIe Moydku. [ns kaxdol u3 amux moyek credyem ycrnanosums 00nycmumbie (Kpumu-
yeckue) npedensl UMEHEHUS rapamempos U opzaHu308ampe KOHMPOMb 3mux uameHeHul. [lpu omknoHeHuu
napamemposg 3a ycrmarosneHHbie npedernsi cnedyem npuHImMs He0bx00uMbIe MepbI, 0hopmume ux OOKYMEeHMarnsHO U
nposepums pe3ynsmamesl.

C.3.6 MeponpuaTtusa no pesynbTatam aHanusa pucka

TNocne npuHAmMuUs peweHus o pesynbmamam aHanu3a puckos cnedyem rpuUHsMb Mepbl 10 yMEeHbUWEHUI0 PUcKa.

Ha npedwecmeyrowux amanax obHapyxusaemcs nwboe cnaboe mecmo. Ha darnnom amane cnedyem paspabo-
mame Mepkl 110 yempaHeHu smux cnabsix mecm.

Mpu paspabomke meponpuamull HyXHO y4umsieams credyrouwue ¢ghakmopsl (yka3aHbl 8 MOPSOKe CHUDKEHUS 8aX-
Hoemu):

a) obecrieyeHue 6e3ornacHOCMU 3a CHem KOHCMPYKUUU;

b) paspabomka mexHONo2U4ECK0O20 rpouyecca;

¢) nposedeHue 8Hympurpou38o08cmM8eHHO20 KOHMPOS,

d) KOHMPONb NPOMexXymoyHol u 20moeoll MpodyKkuuu.

Cnedyem oripedenume OGOMNONHUMENbHEIE MEpPb!, HarpPas/eHHbIe Ha CHLDKeHUe pucka U, 110 803MOXHOCMU,
ycmpaHums ornacHocms. Eciiu 3mo He8o3MoXHO, mo criedyem rpedycmompems Mepbi, Ymobbl CHU3UMBb 86POSIMHOCMb
onacHocmu cobsimus, U 0bHapyxusame 106y 0rMacHOCMb ¢ USNbK C8088PEMEHHO020 MPUHAMUS MEp.

lpu paccmomperuu GornonHumensHeix unu 601ee CO8EPUWEHHBIX MEp KOHMPOIS HYXXHO y4yumsieams criedyro-
wee:

CRoOXHOCMb (Ipocmomy) peanusayuu 3mux Mep;
86pPOAMHOCMb, YMO MIpUHUMaeMblie Mepbi 8adym acbchekm;

- msxecms riocnedcmaull, ecniu Mepsl 1o ripedomepateHuro ornacHol cumyauuu He 6yOym rpuHAMeI;

- 86POAMHOCMbL HacmyreHUs OracHol cumyauyuu, ecriu 02paHuyumsCs Cyulecmesyowumu Mepamu.

Ans npogepku achbghexkmusHOCMU 8HEOPEHHbIX 8 MPaKMUKyY Mep PUCK Moxxem 6bimb co30aH UCKYCCMBEHHO.

B nepsyo o4epeds criedyem CHU3UMb ONACHOCMb, MPUBOOALLYIO K MK biM 10ciiedcmeuaM, Unu 4acmo riosmo-
PAKOWYHOCS O1aCHOCMEb.

lpu HU3KOM ypO8He pucKa unu npu He8o3MOXHOCMU NpUHAMUS delicmaull 0 CHUXEHUIO YPOBHSA pUCKa aHanu3
pucKa Moxem He npo8odumsCs. B makux criyqasx peweHue o0 HerlpogelGeHUU aHanu3a pucka 60mxHo 6bims o6ocHosa-
HO, 0¢bopMIeHO BOKYMEHMansLHO U, pu Heo6xoBUMOCMU, CO21aco8aH0 C 3aKa34yUKOM.

C.3.7 CHMXeHMe pucka

Cnedyem cocmasume rinaH 8He0peHus Ho8bIX Meponpusmul, ykazame Oamy u ucrionHumenedl. Janee cnedyem
KOHMponuposame 8bIMOMTHEHUS 5MO20 MnaHa u 3hhekmusHOCMb Meporpuamull nocrne ux eHeGPeHUs.

lMocne BocmureHUss CyWeCcm8eHHO20 CHUXBHUS pucka criedyem rosmopums 8eCh MpoUeCce aHanusa pucka ons
credyrouezo yposHs puckos. 3mom ripoyecc cnedyem nosmopsms 00 ycmpaHeHUs 8Cex oracHsix cumyauudl.

C.3.8 OueHka achheKTMBHOCTH

Cnedyem nepuoduyecku ousHU8amMb 3¢hHeKMUBHOCMb aHanu3a pucka U oghopmMiisms 3my OUeHKy 8 aude omyema.
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MpwvnoxeHne
(obsaszaTenbHoe)

CBefieHUs 0 COOTBETCTBUUN HALMOHaNbHbIX cTaHgapToB Poccuiickon CDe,qepau,vm CCbINTOYHbIM

MeXxayHapoaHbIM (perMOHaﬂbelM) cTaHpgapTam

OB603Ha4YeHne CCbINOYHOro
MeXAyHapoaHoro ctaHaapTa

O603HaYeHUe 1 HauMeHOBaHue COOTBETCTBYIOLLEro HauMoHanbLHOro cTaHaapTa

NCO 10012:2003

[OCT P MCO 10012—2008 «MeHegkmeHT opraHmaaumm. Cuctembl MeHemK-
MeHTa mamepeHuin. TpeboBaHUs K npoueccam M3MepeHWn U U3MepUTENbHOMY
obopyaoBaHutoy

NCO 11137-1:2006

FOCT P UCO 11137-1—2008 «Ctepununsauusa MeanumHCcKon npogykummn. Pagna-
UMOHHas ctepunuaaums. Yactb 1. TpeboBanns k pa3paboTke, Banugaumm n Teky-
LLeMy KOHTPOSO NMpoLecca CTepunuaanmmn MeamuMHCKUX N3genvny

NCO 11137-2:2006

FOCT P UCO 11137-2—2008 «Ctepununsauus MeanumHCcKow npogykummn. Pagna-
LUMOHHasA cTepunu3auns. YacTe 2. YcTaHOBNEHNe CTEpUIM3yIoLLen 403bI»

NCO 14971:2000

[OCT P NCO 14971—2006 «N3pgenns meguumnHckue. MNpuMeHeHne MeHegKMeH-
Ta puUcKa K MeAULMHCKUM U3OENUsSM»

NCO 14001:2004

FOCT P MCO 14001—2007 «Cunctembl 3KONOrMHYeckoro MmeHepkMmeHTa. Tpeboa-
HUSI U PYKOBOZACTBO MO NMPYMEHEHUIOY
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Measurement management systems — Requirements for measurement processes
and measuring equipment

Sterilization of health care products — Ethylene oxide — Part 1: Requirements for
development, validation and routine control of a sterilization process for medical
devices

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

Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose

Magenus meamumHckue. Cuctemsl MeHeKMEHTa kavecTBa. CuctemHble TpeboBa-
HUS ANS uenen perynupoBaHus

CucTeMbl 3KOMNOrMHeckoro MeHepkmeHTa. TpeboBaHua M pykoBogCTBO NO NPUMEHe-
HUIO

UuncTble NomMeLLeHNs U CBA3AHHBIE C HUMM KOHTponupyemsle cpegbl. Yactb 7. Usonu-
pyiowme yCTponCTBa (YKPbITUA C YMCTBIM BO34YXOM, BOKCbHI NepyaToqHbIe, M30NATO-
Pbl 1 MUHU-OKPY>KEHNS)

YuncTble NOMELEHNA 1 CBA3aHHbIE C HUMUK KOHTponupyemeie cpegbl. Yactb 8. Knac-
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YucTble NOMeLeHNA U CBA3aHHbIE C HUMM KOHTporMpyemsble cpeabl. KoHTponb 6uo-
3arpsisHeHnn. Yacte 1. O6wme NpUHUMNLI N METOAbI

UncTele nomeleHnn U CBsA3aHHbIE C HUMU KOHTponupyemeble cpegbl. KoHTponb 6uo-
3arpasHeHuin. Yactb 2. AHanu3 AaHHbIX 0 Guo3arpsisHeHUnX

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

Wagenust meguunHckue. NpvmeHeHne MeHepKMEHTa pUcka K MeguUUHCKUM n3ae-
nnam

PykoBoasilupe ykasaHms Mo ayamTy CUCTEM MeHeQKMeHTa KavyecTBa U/mnm cuctem
3KOJTOMMYECKOT0 MEHEPKMEHTA

Software engineering — Guidelines for the application of ISO 9001:2000 to computer
software

Standardization and related activities — General vocabulary

Safety aspects — Guidelines for their inclusion in standards

International vocabulary of basic and general terms in metrology (VIM). BIPM, IEC,
IFCC, I1SO, IUPAC, IUPAP, OIML, 29 ed., 1993

Medical electrical equipment — Part 1: General requirements for safety —4.
Collateral standard: Programmable electrical medical systems

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

Fault tree analysis (FTA)

Hazard and operability studies (HAZOP studies). Application guide

EC Guide to Good Manufacturing Practice for Medicinal Products
US/FDA Code of Federal Regulations

Good Automatic Manufacturing Practice (GAMP) Guide for Validation of Automatic Systems, 2001, International
Society for Pharmacoepidemiology (ISPE). ISPE/GAMP Forum Publication

PIC documents 4/93 Explanatory notes for industry on the preparation of a Site Master File to be part of the information
requested under Article 2 of the Pharmaceutical Inspection Convection

Good Manufacturing Practice for active pharmaceutical ingredients (ICH Q7A)
Global Harmonization Task Forces (GHTF) — Study Group 1 (SG1), Document No NO29R11, Feb.2, 2002
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