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[[OCT P 53699—2009
[lpeaucnoBue

Llenn n npuHUunel ctaHgapTusaunn B Poccumnckon Peagepaunn yctaHosneHbl PeaepanbHbiM 3aKOHOM
oT 27 aekabdbps 2002 r. Ne 184-P3 «O TeXHUYECKOM perynmpoBaHnuny», a npasmna npuMeHeHunst HauMoHanbHbIX
ctaHgapTtoB Poccunckon ®egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccumnckon ®epgepaumin.
OCHOBHbIE NONMOXEHUAY

CBeoeHUA o cTaHgapTe

1 NOAIrOTOBIEH Obwepoccunckon oblecTBeHHOW opraHuszaumen «Accoumaunsa MHXeHepoB No
KOHTpoNto Mukpo3zarpssHeHniny («KACUMHKOM») Ha ocHOBe cODCTBEHHOro ayTeHTUYHOrO nepesoaa ctaHaap-
Ta, yKa3aHHOro B NyHkTe 4

2 BHECEH TexHunyeckum komutetom no ctaHgaptusaunm TK 458 «['1pon3BoOCTBO U KOHTPOMb KaYecT-
Ba NeKapCTBEHHbIX CpeaCTB»

3 YTBEPXIOEH N BBEAEH B OENCTBUWE MMpukazom deaepanbHOro areHTcTsa no TEXHUYECKOMY
perynmpoBaHuio n metponornm ot 9 gekadbpsa 2009 r. Ne 622-cT

4 HacTtodawmm ctaHaapT asnsetTcs MoandnuuMpoBaHHbIM NO OTHOLLEHUIO K MeXXayHapoaHoMy cTaHaap-
TY MCO 15378:2006 «llepBUYHBbIE yNaKoBOUYHbIE MaTepuansl 4Ng MeauumMHcKon npoaykunn. HacTHele Tpebo-
BaHKUSA no npumeHeHuto MCO 9001—2000 ¢ yvyetom 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)»). Ipu aToM gononHUTenbHble NONOXKeHUs1 U TpeboBaHUA,
BKMOUEHHBIE B TEKCT cCTaHAapTa Ansd ydeTta notpebHocTen HauuoHansHoM skoHOMUKKU Poccninckon degepa-
LA N OCOBEHHOCTEN POCCUNCKOW HaLMOHANbHOW cTaHaapTU3auMn, BblaeNeHbl B TEKCTE cTaHaapTa Kypcu-
BOM.

[Tpy NpUMeHeHUn HacTOALWEero ctaHgapTa pekoMmeHayeTca UCMONb30BaTh BMECTO CChITOYHBIX MeXay-
HapoAHbLIX CTAaHAAPTOB COOTBETCTBYOLWME UM HaLUOHaNbHble cTaHaapTel Poccunckon degepaumu

5 BBEAEH BI'NEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOpMalUUOHHOM yKazamerse «HaluuoHalbHblie cmaHOapmbi», @ MeKCm U3MeEHEeHUU U Morpasok — 8 eXe-
MeCAYHO U30asaeMbiX UHMOPpMaUUOHHbLIX yKalzamensax «HauuoHanbHble cmaHOapmebi». B cnydyae nepe-
cMompa (3aMeHbl) Unu omMeHbl Hacmosuje2o0 cmaHOapma coomeemcmeyruiee ysedomMmiieHue byoem
onybrnuKoeaHo 8 eXXeMeCsI4YHO U30asaeMoM UHOPpMaUUOHHOM YKa3amerne «HalyluoHanbHbie crmaHoapmabiy.
Coomeemcmaeyrowjas UHpopMalus, yeeOOMIIeHUS U MEeKCMbI pa3Melaromcs makxe 8 UHGhopMalUOHHOU
cucmeme obuiez20 rnonb3oesaHuss — Ha ogpuyuanbHoM caume PedepalibHo20 az2eHmemea ro mexHuU4ecKomMy
pezynuposaHuro U Mmemporsnoauu e cemu VIHmepHem

© CraHgaptuHdopm, 2010

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PeryrimpoBaHuo 1 MeTpPoioru
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BBenoeHue

Obwune nonoXxeHunN

LaHHbIU cmaHOapm ornpeodenissem rpuHyunsi U mpeboesarus «llpaesusi rnpouszsoodcmea ieKapcmeeHHbIX
cpedcme» (GMP) onga cucmem obecrieyeHUsT Kayecmaeaa r1pu npou3soocmee Mamepuarnog rnepeuydHou yna-
KOBKU INeKkapcmeeHHbIx cpeocms. Peanu3ayus npuHyurnoe GMP rnipu npou3eodcmese U KOHMpoe nepeuyHou
yrakosKu umeem bonbluioe 3HayeHue 0715 be3ornacHocmu fieKkapCcmeeHHbIX Cpedcmes, mak KakK yrnakogoUHble
Mamepuarbki Haxo0amcs 8 rpsaMoM KoHmakme ¢ Humu. lNpumeHeHue npuHyunose GMP comkHo obecriedume
coomeemcmaeaule OaHHbIX YNaKoB8OYHbLIX Mamepuanoe eceM mpebogaHUusiM rpoussoocmaea f1eKapcmeeHHbIX
cpeocmese.

CmaHoapm NCQO 15378 bbin nooczomosneH TexHu4veckum komumemom NCO/TK 76 «Annapamei Ons
riepesiusaHusi Kposu, eiusaHull U UHbEKUUU MeOUUUHCKO20 Ha3Ha4YeHUsI».

HarnHbit cmaHoapm cooepxxum mpeboegaHuss FOCT P NCO 9001—2008.

B cmaHOapme ucrnonk3oeaHsl credyroujue obo3HayeHUs:

- [IYHKMbI U M0OnyHKMbI, sensiowjuecs: yumamamu u3 FOCT P MCO 9001—2008, daHbi 8 pamkax’);

- meKcm, 8bIOETIEHHbIU KYypCUBOM, coomeemcmeyem 0ornosiHumernsHeiM mpebosarusam GMP kK mame-
puanam O5sl Nep8UYHOU YraKko8KU,

- mepMUHBbI U ornpeceneHuss GMP sKnoveHbi 8 pa3oesl 3 (UCMOYHUK YKa3aH 8 KeaopamHbiX ckobkax).

TOCT P UCO 9001—2008 CucteMbl MeHeOKMEHTa KavecTBa. [ peboBaHuA

Ob6wmne nonoxeHus

[nsa co3gaHna cucTeMbl MeHeIKMeHTa KadecTBa Heobxoaumo cTpaTerm4eckoe pelueHmne opraHmsa-
M. Ha paspaboTky n BHeApeHne cUCTEMbl MEHEPKMEHTa KavyecTBa opraHnusaunn BIUSHOT!

a) ee BHeLWHAd cpeja, MUBMEHEHUST U PUCKK, CBA3AHHbIE C 3TON Cpeown;
) U3MeHsLWKnecs NoTpPebHOCTH;
) KOHKpeTHble Lenwu;
)
)

o O T

BbINycKaeMas npoayKLus;
MPUMEHSIeMbIE NPOLECCHI;

f) pasmep U CTpyKTypa opraHmnsauni.

HacToswmnm ctaHaapT He npeanonaraeT eanMHoobpasnd B CTPYKTYPE CUCTEM MeHePKMEHTa Ka4vecTBa
NN OOKYMEHTAaL UK.

TpeboBaHUA K CUCTEME MEHEIKMEHTA KavyeCTBa, YCTAHOBMNEHHbIE HACTOSILLMM CTaHOAPTOM, SABMNSAHOT-
CA AONONMHSALWMMU MO OTHOLIEHUIO K TpeboBaHuaM K npoaykuun. WHdopmaums, obosHaveHHas kak «[pu-
MEYaHWUe», HOCUT XapaKTep MEeToAUYEeCKUX VYKasaHuMn Ansd  MNOHUMaHUSE WU pasbsACHEHUS
COOTBETCTBYOLEro TpeboBaHus.

HacTtoawmn cTaHgapT MOXKET UCNONb30BATLCHA BHYTPEHHUMU U BHELLHUMW CTOPOHaMK, BKIToYast opra-
Hbl MO cepTUUKaLUK, B LeNaX OLUeHKM CNOCOBHOCTU opraHnsaum BeINONHATL TpeboBaHMs NoTpebutenen,
TpeboBaHUS K NpoayKLUUK, siBnsaomnecs obsizatenbHbIMU K UCNONMTHEHUIO B COOTBETCTBUU C AENCTBYIOLLMM
3akoHoAaTeNnbCTBOM (Aanee — obsasaTtenbHble TPebOBAHUS), M CODCTBEHHbIE TPEOOBaAHUS.

[Tpn pa3paboTKe HacTodALero ctTaHgapTa Obinm yuTeHbl NPUHLUNBI MeHeJ)KMEHTAa Ka4ecTBa, YCTAHOB-
nexHHole B MCO 9000:2005 n NCO 9004:2001.

D

OCHOB8HOU Uernbio OaHHO20 cmaHOapma s8/19emcs ornpeodernieHue 2apMoOHU3UPOo8aHHbLIX mpebogaHuU K
Mamepuanam Onsd nepsudHou ynakoeku. CmaHOapm 8Kiirndyaem Hekomopable crieyuarnbHbie mpebogaHus K
Mamepuanam Ond nepeuyHoU yrnakoeku, cooepxxaujuecs e ripasunax GMP ons npou3eodcmea rieKapcmeeH-
HbIX chedcme, UX KOHmMposis u m. O.

1} TK 458 He HeceT OTBETCTBEHHOCTb 3a cogepxanue pasgenos TOCT P MCO 9001—2008, npuBeAeHHbIX B AaH-
HOM CTaHOapTe B paMKax.

IV
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[lpoLeccHbLIXN noaxon,

TOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavecTBa. [ peboBaHUA

[TfpoueccHbIN noaxon

HacTodawmnn ctaHgapT HanpaeneH Ha NpUMeHeHne «npouUeccHoro noaxoga» npu paspaboTtke, BHe-
PeHUN 1N yNydLlleHNN pe3ynNbTaTUBHOCTU CUCTEMBl MeHeXXMeHTa KayecTBa B LieNsaxX NoBbILWLeHNA YAOBNET-
BOPEHHOCTU NoTpebuTenen nyTem BbINONHEHUA UX TpeboBaHUN.

Ona ycnewHoro oyHKUMOHUPOBAHUA opraHnsauna gomkHa onpeaenaTb U OCYLECTBNATE MeHe k-
MEHT MHOIOUYUCNEHHbIX B3aUMMOCBA3aHHbIX BUOOB AeATeNnbHOCTU. [eaTenbHOCTb, UCNOMb3yolasa pecypchl
N yrnpasnsgemMas B LleNax npeobpasoBaHUS BXOA0B B BbIXOAbl, MOXKET paccMaTpuBaThCs Kak npouecc. YacTto
BbIXO4 OOHOro npouecca obpasyeT HENOCPeACTBEHHO BXO cneayioLLero.

[IpumMeHeHne B opraHM3auum cucteMbl NPOLLECCOB Hapdaay ¢ UX naeHTUdmnKkaumen 1 B3anMoaeUCTBU-
EM, a TaKXKe MEeHEeKMEHT NPoLEeCcCOoB, HanpaBneHHbIN Ha NOMyYeHUE XenaemMoro pesynsrarta, MoryT ObITh
onpeaeneHbl Kak «MNpoLecCHbI noaxoa».

[TpenmyLLecTBO NPOLLECCHOrO Noaxoaa COCTOUT B HEMPEPLIBHOCTU YNpaBneHusl, KOTopoe OH obecne-
YMBAET Ha CTbIKe OTAENbHbIX NPOLECCOB B paMKax UX CUCTEMbI, a Takke nNpu Mx KoMOUHaLUM 1 B3aUMO-
NenucTBUNA.

[1on NpUMEHEHNN B CUCTEME MeHeIKMEHTa KavyecTBa Takou noaxon noavepknBaeT BaXKHOCTL:

a) NOHUMaHWUA N BbINONHEHUSI TpeboBaHWUNA;

L) HeobXoAMMOCTMN PACCMOTPEHNS NPOLLECCOB C TOYKN 3peHUa 40DaBNSIEMON MMU LIEHHOCTH;

C) AOCTWXKEHWUSA 3annaHUPOBaHHbIX Pe3yNbTaToB BbINOMHEHUSA NPOLUECCOB U 0becnevyeHns Ux pesynb-
TATUBHOCTMU;

d) NOCTOAHHOTrO ynydlleHUs NpoLLeccoB, OCHOBAHHOIO Ha OO BEKTUBHOM U3MEPEHUMN.

[lpuBegeHHaqa Ha pucyHke 1 moaenb CUCTeMbl MeHeKMeHTa KadecTBa, OCHOBAHHOM Ha NPOLEeCCHOM
noaxoae, UNMIOCTPUPYET CBA3U MeXay npoleccamMmu, npeacrtaBneHHbIMUA B pasgenax 4—38. 91a mogenb
NoKasbIBAET, YTO NOTPEOUTENN UTPAIOT CYLLLECTBEHHYIO POJb B YCTAaHOBNEHNU TpebOoBaHUN, paccMaTpuBae-
MbIX B KauecTBe BXoA4oB. MOHUTOPUHI yAOBNETBOPEHHOCTU NOoTpedbuTtenen TpebyeTt oueHkM nHdopmMaLnum o
BOCMPUATUN NOTREDUTENAMK BbINMONMHEHNS UX TpeboBaHUN. [TpuBeaeHHaA Ha pUCcyHKe 1 MOAeNb OXBATbIBAET
BCEe OCHOBHble TpebOoBaHUA HACTOSILWEro cTaHAapTa, HO He NoKasbIBaeT NMpoLecchl Ha AeTanbHOM YPOBHE.

[TpumedvaHnune —Kpome  TOrO, KO BCEM  npoueccam MOXET  OblTb  MPUMEHEH LINKIT
«Plan — Do — Check — Act» (PDCA). Llmkn PDCA MOXHO KpaTKO onucaTtb TakK:

- nnanuvposaHue (plan) — paspaboTka uenen n npoueccoB, HEOBXOANMbIX ANS AOCTUXEHUS Pe3yrnbTaToB B
COOTBETCTBMU C TPebOBaAHUSAMM NMOTPEOUTENEN N NONTUTUKOW OpraHn3auum;

- ocywectBneHue (do) — BHegpeHME NpoLeCCoB,;

- npoBepka (check) — NOCTOSIHHBIE KOHTPOIb U U3MEPEHNE MNPOLECCOB U NPOAYKLUN B CPABHEHNUWN C NOJIMTUKOWN,
Lensamm n TpeboBaHnAMN Ha NPOAYKUMIO N coobLEeHne O pesynbraTax;

- pencrteue (act) — npuHAaATUE AENCTBUN MO NOCTOSHHOMY YINy4LWWEHUIO NOKa3aTenewn npoueccos.
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[MOCTOAHHOE YJTYYLLEHUE
CUNCTEMbI MEHEOXMEHTA KAHECTBA

/
OTBETCTBEHHOCTb
r PYKOBOJCTBA ‘
MEHEDKMEHT E Yaos-
PECyPCOB AHA“MS A LLRRERIRRRRR IR RIN TR R
N YIYYLIEHVE PEHHOCTS
MPOLIECCHI
KU3HEHHOIO BLIXOA
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rPOAYKLINK

[TOTPEBW-
TEJIN

Tpe6o- DXOA

BaHUA

YcnoBHblie 0003Ha4YeHUs:
—_— [edTenbHocTb, AobaBnALWAas LEHHOCTb

Illlllllllllb I_IOTOK MH¢0pM8uMM

PI/ICYHOK 1 — Mogenb cuctemMmbl MEHEOXXMEHTA KavyecTBa, OCHOBAHHOW Ha npouecCHOM Nogxoge

CBsa3b ¢ ACO 9004

[OCT P UCO 9001—2008 Cuctembl MeHeaXKMeHTa KavyecTBa. TpeboBaHus

Cea3b ¢c NCO 9004

NCO 9001 u MCO 9004 aenawTca cTaHOapTaMm Ha CUCTEMbl MEHEKMEHTA KadecTBa, KOTOpbIe
OONONHAKT APYr ApYyra, HO UX MOXHO NMPUMEHATL TakKe HE3aBUCUMO.

NCO 9001 yctanaBnuBaeT TpebOBaAHNA K CUCTEME MEHEPKMEHTA KadecTBa, KOTOpble MOIyT ObITh
NCMOMNb30BaHbl ANA BHYTPEHHEro NPUMEHEHWA OopraHuM3auuaMn, a TakkKe B Uendax cepTuukauunm mnu
3aKnYyeHna KoHTpakros. CTaHOapT HanpaBfeH Ha pPe3ynbTaTUBHOCTL CUCTEMbI MEHE)KMEHTA KavyecTBa
Npu BbINOSTHEHUN TPEOOBaHUIN NOTPedUTENEN U COOTBETCTBYIOLLMX 3aKOHOAATESbHbLIX U APYrnx obA3aTerb-
HbIX TpeboBaHUMN.

Ko BpemeHu nyonukaumu ctangapta NCO 9001:2008 ctanpgapt NCO 9004 Haxogwunca Ha cTaguu
nepecmoTtpa. Hoeas Bepcua NCO 9004 byaeT cogepkaTb peKoMeHaaumMu ana MeHe4KMeHTa No AOCTUXe-
HUIO YCTOUYMBOTIO ycrnexa nobdou opraHnsaLum B CNOXHOU, TpeboBaTeNbHOM U MOCTOAHHO U3MEHSAKOLLIENCS
cpene. NCO 9004 npencrasnsaeT 6onee LWMPOKUA B3NS Ha MeHeXXMeHT kadectBa, 4em CO 9001; oH
HaLenuBaeT Ha YOOBIETBOPEHUE NOTPEOHOCTEU U OXNOAaHMN BCEX 3aUHTEPECOBAHHbIX CTOPOH Ha OCHOBE
CUCTEMATUYECKOIO WU NOCTOAHHOIO YINy4lleHna OedaTenbHOCTU opraHunsaunn. OgHako 3TOT CTaHOapT He
npegHasHayeH And uenen ceptuuKkaynn, 3akinoyeHUa KOHTPaKTOB U BbINOJIHEHUA 00A3aTeNbHbIX TPEDO-
BaHUMN.

Vi
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CoBMecCTUMOCTb C APYrMMU CUCTEMaMU MeHeO)KMeHTa

CmaHOapm ekmovaem mpebosaHuss FOCT P NCO 9001—2008 u dononHumernsbHoO YacmHbeie mpebo-

8aHUS K MamepuaiaM 011 riep8UYHOU YrnaKo8KU 8 coomeemcecmauu ¢ ripasunamu rpouszeococmea U KOHMpOosis
Kadecmea fieKkapcmeeHHbIX cpeocms.

FTOCT P UCO 9001—2008 CucteMbl MeHeO)XKMEHTa KauecTBa. TpeboBaHuA

CoBMecCTUMOCTb C APYrMMU CUCTEMaMMN MEeHeO)KMeHTa

[lon pas3paboTke HacCToAWero crtaHgapTa AOMKHOe BHMMaHWe Obino yaeneHo NoNnoXeHUaAM
MCO 14001:2004 gns ynydweHUs COBMECTUMOCTU 3TUX ABYX CTaHAApTOB B UHTepecax coobllecTBa
nonb3soBartenen. [NpunoxeHue A nokasbisaeT cooTBeTCcTBUE Mexay MCO 9001:2008 n NCO 14001:2004.

HacToawmnn ctaHaapT He CoAepPXUT KOHKPETHLIX TpeboBaHUN K APYrMM CUCTEMAaM MEeHemMKMEHTA,
TakuM, Kak MeHeQ)KMeHT OXpaHbl oKpyXarwllen cpeldbl, MeHeKMeHT npodpeccuoHarnbHOro 3a0poBbAa U
be3onacHoOCTU, PUHAHCOBBLIA MEHEAKMEHT UM MEHEMKMEHT puckoB. OaHaKko cTaHaapT NO3BOMSIET opra-
HMU3aLUWW cornacoBaTtb UMW MHTErPUPOBaTb CBOKO CODCTBEHHYIO CUCTEMY MEHeKMEHTA KavyecTBa C APYru-
MW CUCTEMaMU MeHeJ)KMEeHTa C COOTBETCTBYOLWMMUM TpeboBaHUAMN. OpraHnsaunsa MOXKeET aganTUpoBaTh

OencTByowy(ne) cuctemy(bl) MeEHePKMEHTa ANs co3A4aHns CUCTEMbl MEHEPKMeHTa KauecTBa, COOTBeT-
CTBYIOLLEN TpeboBaHNAM HacTosALWEero ctTaHgapTa.

VI
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(MCO 15378:2006)

HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN GPEOEPALNMN

NMNEPBUYHDbIE YINAKOBOYHbIE MATEPWUAIIb]I ONA JIEKAPCTBEHHbBIX CPEOCTB

YacTHble TpeboBaHua no npumeHeHuto NOCT P UCO 9001—2008 ¢ yueTtom npasun GMP

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

NaTta BBeaeHnsa — 2010—08—01

1 O6nactb NpMeHeHUA

1.1 O6LWwmMe nonoxeHUNA

CmaHOapm ycmaHaenusaem mpebosaHus K cucmeme obecriedeHUs Kadyecmea riplu rnpou3eoocmee
riep8UYHbLIX YITaKOBOYHLIX Mamepuaroes Os] TeKapCmaeeHHbIX cpeodcmaea ¢ yyemom mpeboegaHul nompebume-
J151 U HOpMamueHbIX OOKYMEHMOos.

CriosocoyemaHue «rnpu HeobxooumMocmuy, UCIOMb3yeMoe 8 HacmosileM cmaHOapme, Oo3Ha4dyaem,
ymo mpeboegaHue criedyem 8bIrnorIHIMb, 3a UCKITIOYEHUEM Cllydyaes, Ko20a HEHYXKHOCMb 3mo20 mpebogaHUs
rnoomeepxxo0eHa OOKyMeHMmarslbHO.

FTOCT P UCO 9001—2008 CucteMbl MeHeOXMEHTa KavyecTBa. [ peboBaHuUA

1.1 O6LWwue nonoxeHuUnN

Hactodawmn ctaHgapT ycTaHaBnmMBaeT TpeboOBaHUA K CUCTEME MEeHEKMEHTa KayecTBa B TEX Chny4ya-
X, Korga opraHmsaums:

a) Hy)XOaeTcs B AeMOHCTpaL MK cBoel cnocoDHOCTM BCcerga noctaBnATh NPpoayKUMio, OTBEeYaloLyIo
TpeboBaHUAM NOTPebUTENEN U COOTBETCTBYIOLUM 00s13aTeNbHbIM TPeboBaHUAM;

L) CTaBUT CBOEW LIENbIO NMOBLILLEHWNE YAOBNETBOPEHHOCTU NoTpebutenen nocpeactBomM appeKTUB-
HOro NMPUMEHEHUSI CUCTEMbI MEHEIKMEHTa Ka4vecTBa, BKMoYada NpoLecchl NOCTOSIHHOMO ee ynyJlleHus1, v

obecneyeHne cooTBEeTCTBUA TpeboBaHUAM NoTpebutenen 1 cooTBETCTBYOLWUM obsa3aTeNbHbIM TpeboBa-
HNSAM.

[MTpumevyaHmnsn

1 B HacTosiwem cTaHgapTe TEPMUH «NPOAYKUMA» MPUMEHNM TOINbKO:

a) K npegHasHadaemoun gns notpedbutenst unu 3atpeboBaHHON UM NPOAYKUNN;

b) K NobbIM 3a4aHHbLIM pe3yrnbTaTam NPOUECCOB XU3HEHHOIO LMKNA.

2 3akoHogaTernbHble 1 apyrue obasarenbHble TPeboOBaHUA MOTYT DbITh BbIPaXeHb! KaK NpaBoBble TpeboBaHus.

1.2 NNpumMmeHeHuUe

CmaHOapm rpumeHssemcs rnpu paspabomke, uzaomossieHuU U rnocmaeke repeuyHbIX Yrnakoeo4yHbIX
Mamepuaros 051l lekapCmeeHHbIX cpedcms, a makxxe 0714 yeneu cepmugukayuu.

U3paHune odbmumnanbHoe
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TOCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KadyecTBa. [ peboBaHuA

1.2 NpumMmeHeHuUe

TpeboBaHMA HACTOALWErO cTaHaapTa ABNATCSA 0OLWMMN U NpeaHa3HavYeHbl 4N1s MPUMEHEHNs BCEMIA
opraHuMszaumMamMm He3aBMCUMO OT UX BUAAQ, pasMepa 1 NoCTaBNsieMOW NPOoayKLNN.

Ecnun kakoe-nnbo TpedboBaHne(s1) HacTosLWEero cTaHgapTa Henb3si NPUMEHNTL BCNeacTeue cneuudgu-
K opraHmaaunm U ee npoayKkuumn, 4onycKkaeTcsa ero NCKNYeHue.

[Ton AONYyLEHHBIX UCKNIOYEeHUAX 3adBNeHUA O COOTBETCTBUM HACTOALWEMY CTaHOapTy NpUeMnemsl,
eclin 3TU UCKIOYEeHUs noanagaroT nog TpedbosaHus pasgena 7 v He BIIUSIOT Ha CNOCOBHOCTb UMK OTBET-
CTBEHHOCTb OpraHmsaunu ocbecrnevmsaTtb NpoaykUnen, oTeevarwLlen TpeboBaHUAM noTpedutenen n coot-
BETCTBYHOLWMM 0bA3aTeNbHbIM TpeboBaHNAM.

2 HopmaTuBHbIe CCbINKN

TOCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KavyecTBa. [ peboBaHuA

2 HopmMaTuBHbIe CCbINKW

YKasaHHbIA HKE CChINTOYHBIN AOKYMEHT Heobxoanmm Ans UCMOoNb30BaHUA HACTOSLWEro ctaHgapTa.
[ns gaTMpoBaHHbIX CChINOK NPUMEHSIIOT TOMbKO TY BEPCUID, KOTOpasa bbina ynomMsiHyTa B TekcTe. [lnsa Heaa-
TUPOBAaHHLIX CChINTOK HEODXOAMMO UCNONB30BaTh CaMoe nocneaHee nsgaHue AokymeHTta (Bknrodast nodblie
NonpaBKK).

MCO 9000:2005 Cucrembl MeHegkMeHTa KadecTBa. OCHOBHBLIE NONOXEHUA N CNIOBAPb

B Hacmosauwem cmaHOapme UCMnob308aHb! CChIIKU Ha criedyruiue cmaHoapmei:
[OCT P NCO 9001—2008 CucmeMbl MEHEOXMEHMa Kadyecmasa. TpebosaHust

[OCT P NCO 14644-1—2002 YHucmeie nomMeuwieHUs1 U c8s13aHHbIE C HUMU KOHMPOoIupyemMbie cpeosbl.
Yacmeb 1. Knaccugukayusa yucmomsbi 8030yxa

[OCT P NCO 14644-2—2001 Yucmebie noMeweHUs U c8s13aHHbIE C HUMU KOHMPOupyeMbie CPeohkI.

Yacmb 2. TpebosaHUsI K KOHMPOITIO U MOHUMOPUH2Y 0519 nodmeepx0eHuUsi MoCmMosiHHoO20 coomaemcmaust
[OCT P UCO 14644-1

[OCT P NCO 14644-3—2007 Yucmebie noMeweHUs U c8s1I3aHHbIe C HUMU KOHMPOoupyembie CpeohkI.
Yacmb 3. Memoosb! ucrisimaHuu

[OCT P NCO 14644-4—2002 Yucmbie noMelwieHUs U c8s13aHHbIe C HUMU KOHMPOoupyemMbie cpeokl.
Yacmeb 4. lNpoekmuposaHue, cmpolumeribcmeo U 8800 8 3KCITlyamaluro

[OCT P NCO 14644-5—2005 Yucmebie nomMeuwieHUsI U c8s13aHHbIE C HUMU KOHMPOoIupyemMbie cpeosbl.
Yacmb 5. Skcrinyamauus

3 TepMuUHbI N onpegeneHus

B Hacmosiwem OoKyMeHme ucrionek3yromess mepmMuHbsl U onpecdeneHuss FOCT P NCO 9000, a makxe
creoyroujue.

TOCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KavyecTBa. [ peboBaHuA

3 TepMUHBLI U onpeaeneHUsn

B HacTodWweM cTaHgapTe NpUMeHSOT TepMUHBbI U onpeaeneHus, aaHHble B MCO 9000.
B TekCcTe HacTosLWero ctaHgapta TEPMUH «MPOoaYKLUMSA» MOXET 03HauvaTh TakkKe «YCryry».

[lpumMmeyaHUSH

1 [ononHumensHO 8 OaHHOM cmaHOapme Ucronb308aHbl mepMuHs! cybnodpsidyuk (cm. 3.61) u cybnodpsd
(cm. 3.34).

2 TepMuH «CybrioOpsAa0HUK» MOXXem UCMofb308ambsCa 8BMECMO mepMUHa «focmasuiuKky.
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Lpyaue mepMuUHbI U ornpedesieHuUss Hacmosiujea2o cmaHoapma ompaxarom crieyuuky rnpoussoocmsa
nep8UYHbIX YakO8OYHbLIX Mamepuasios 07151 IeKapCMeeHHbIX cpedcma:

3.1 e030ywHbIU WN3™ (air-lock): O2paHUYEeHHOE rpocmpaHCcmeo ¢ 08YMs1 UJTU HECKOJIbKUMU O8epsi-
MU MeXOY O8YMST UITU HECKOJTbKUMU NMOMeEUWeHUSMU (HarpumMep, pasliuydyHbIX KIltaccoe Yucmomsl), npeoHa3Ha-
YeHHOe 0714 pal3oesieHUs 8030YUWIHbIX Cpeld rnoMelueHulU rnpu exooe 8 HUX. Bo30ywHbIU Wito3 cryXxum O5s
repexooa repcoHara unu rnepeMeuleHust Mamepuaros.

3.2 ymeepxx0eHHbIU (approved): Vimerowiutd cmamyc coomeemcecmaus.

[1TpumedyaHue— Coomaemcmaue Mmoxem rioomeepxxoamascsd Ha 1robom amarie (059 UCXOOHbIX Mamepuarnos,
0119 xapakmepucmuk ripoyeccos, 0518 mamepuarna yrnakoeku, 014 20moegou rpodyKuyuu).

3.3 cbopka (assembly): CoeduHeHuUe sMecme Mamepuaros riepeU4HoU yrnakoeku u/unu ux yacmedu.

[1pumeyaHue— Harnpumep, cbopka rnurnemok, cbopka cucmem O UHBEKUUU, yemaHO8Ka uain Ha ripedsapu-
meribHO HarloftHeHHbIe WpUubl.

3.4 aemomamuyecKul KOHmMponb (automated inspection): OuyeHka coomeemcmeusi, ocyujecmaerisie-
masi obopyoosaHuem bes yyacmus 4Yesioeeka.

[1TpumedyaHue— ObopyoosaHue Moxem 8Kirodame 8 cebsi OrmoanieKmMpoHHbIe afieMeHme! (KaMepsl), nasep-
HbIe cucmeMsbl, yiibmpasgyKoebie cucmems! U cucmemMs! aHarnu3a OaHHbIX U Op.

3.5 cepus (bafch, lof): OnpeoeneHHoe KoU4ecmeo nepeuUYHbIX yrnakoeo4yHbix Mamepuarsnos (3.35.1),
320MOBJIEHHbIX 8 X00€ OOHO20 UJTU HECKOJIbKUX MPpoueccos, UMeWUX HEUIMEHHbIe XxapakmepucmuKku U
cmaburnsHoe Ka4ecmeo.

[TpbumeyvyaHUSH

1 [ns yoosnemeopeHusa mpebogaHul nompebumernsa cepus moxem bbimb pa3derneHa Ha riodcepuu, 06beOUHEH-
Hble 8riocriedcmeuu 8 OOHOPOOHYIO cepuro rnpooyKuuu.

2 [Npu HernpepbIBHOM rMpou3soocmee rnoHamue cepuu O0MKHO OMHOCUMBCH K orpedeneHHOU Yyacmu rpooykuuu,
xapakmepusyemot 0OHOPOOHOCMBIO.

3.6 npomokos1 Ha cepuro™ (batch document, batch record): [lokymeHm, ompaxarouwjul rnpouecc npo-
L3so0cmea Kaxxoou cepuu npooykyuu, 8 m. 4. paspelueHue Ha ee pearsnuizayur, U ece hakmophbi, umMeroujue
OMHOLWEHUE K Kadyecmeay 20moe8ou rpooyKyuu.

3.7 HOMep cepuu* (batch number, lot number): OrnpedeneHHoe codvemaHue Uugbp u/unu byke, cbo3Ha-
yaroujee cepuro npooyKuuu.

3.8 ebinyck cepuu (batch release): PewieHue o 8birtycke cepuu O npodaxku Umu rnocmasku, rpUHs-
moe Ha OCHO8€e paCcCMOMpeHUA NMpoMmMoKosia Ha Cepuro 8 omoere kadecmsa unu ripeocmasumernemMm omaoena
Kadyecmea.

3.9 kanubpoeka (noesepka)™ (calibration): Onepauyuu, ycmaHasnuearouiue rpu onpeoeneHHbIX yCilo-
8USIX 3a8UCUMOCME MEXOY 3Ha4YeHUAaMU, peaucmpupyemMbiMU KOHMPOIbHO-U3MepumerbHbIMU rnpubopamu
(cucmemamu) U coomeemcecmeayruumMu cmaHoapmHbIMU eeftuduUHaMUu (amarnoHamu).

3.10 KOHMpPOsIb U3MEeHeHUU (change control): OOKYMeHMUpPo8aHHbIlU KOHMPOIb U3MEHEHUU.

[1pumedyaHuUue—U3MeHeHUS Mo2ym ekxmodamp 8 cebs, Harpumep, UMEHEeHUS UCXOOHbBIX Mamepuaros,
UHCMpYKyUl, ycrosul npoussodcmea, 0b6opyoosaHus, rnpou3to0CmMEeHHbIX MpoUeccos8 U Memoo0o8 KOHMPOJIS.

3.11 yucmoe nomeuwieHue (cleanroom): lNomeuwieHue, 8 KOMoOpPOM KOHMPOIIUPYyemcst KOHUeHmpauusi
838EUIEHHbIX 8 8030yXe Yacmuu, MOCMPOEHHOE U UCIOob3yeMoe mak, 4mobbi ceecmu K MUHUMYMY roCmyri-
JIeHUe, sblferieHuUe u yoepxxaHue yacmuy, eHympu rioMeweHusi, U rno3sosisouiee, rno mepe Heobxooumocmu,

KOHMposuposames Opyaue rnapaMempsbl, HarnpumMep memrepamypy, 67axHocmb U OaesieHue
[FOCT UCO 14644-1, 2.1.1].

3.12 yucmas 30Ha (clean zone): MpocmpaHCMB0, 8 KOMOPOM KOHMPOUPyemcsi KOHUeHmpauyusi
838EUIEHHbIX 8 8030yXe Yacmuu, MOCMPOEHHOE U UCIOb3yeMoe mak, 4mobbi ceecmu K MUHUMYMY rOCmyri-
JIEHUE, 8bi0erieHUe U yoepXXaHue yacmuu 8HympuU 30HbI, U 110380J1s10uee, 1o mepe Heobxooumocmu, KOH-

mponupogames  Opyaue  napaMemphbi,  HarpumMmep  memMrepamypy, 68raxHocmb U OasllieHue
[TOCT UCO 14644-1, 2.1.2].

[1 pumMeyaHUe— Hucmas 3o0Ha moxem bbimb Oprb!mij uriu 38MKHymij U HaxXooumpeCH Kak SHYIMPU, mMakx U
8HE YHUCMOz0 NOMelWeHUA.

* Onpegenenne gano no OCT P 52249—2009 (npum. TK 458).
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3.13 3azps3HeHue (contamination): CodepxaHue mobo20 rNocmopoHHe20 8elecmsa 8 rnep8uyHoOM
yrnakoeo4yHoM Mamepuare.

[lpumMmeyaHUSH

1 ['omoesas rnpodykyusa moxxem Obimb 3agpda3HeHa Jacmuuamu, xumuyeckumu unu buonozuyeckumu (buo- unu
IHOOMOKCUHaMU) 3a2pa3HeHUaMU.

2 3azpsAsHeHue Moxxem ripousotmu U3 8030yxa 8 xo0e rpoussodcmaa, yrako8Kku, XpaHeHUs u/unu rnocmasku rio
8UHE riepcoHara, om obopydoeaHus, mamepuaros, KOHmMeuHepos U Mecm rpoMexymo4yHOo20 XPaHeHUs.

3.14 koHmposnupyemass cpeoda (controlled area, controlled environment): Cpeda, co30aHHas U 3KcC-
nnyamupyemasi makum obpa3om, Ymobbsl KOHMpoupoeame ypo8eHk nomeHuyuarnbHbIX UCMOYHUKO8 3a2ps13-
HEeHUS.

[lpbumeyvyaHUS

1 [HanHasa cpelda ucriofnib3yemcs Of19 KOHMPOIiA YPOBHSA romeHyuarsHbiX UCMOYHUKO8 3a2psA3HEeHUS U rocreo-
cmeull criy4yatHo20 3agpA3HEeHUS XU8bIMU Op2aHu3Mamu.

2 Co30aHue repernada OasrieHus Aendgemcs abekmusHbeiM Memooom yoarneHuUs 3agpA3HeHul U3 8030yxa,
HeOornyweHUs rornadaHusa 3a2psa3HeHUU 8 KOHMPOIUPYeMyro cpedy U yecmpaHeHus rnocnedcmaut cry4yalHo20 3az2pAa3-
HEHUS.

3.15 nepekpecmHoe 3a2psi3HeHue™ (cross-contamination, mix-up contamination): 3azgpsa3HeHUe
Mamepuarnoe Uy rnpooyKkuuu opyaumMu mMamepuanamu unu rnpooykyued.

3.16 npemeH3usi nompebumens (customer complaint): UHgbopmayus om riompebumerns o HeooC-
mamkax u/unu Hecoomeemcmeusix.

[lpumMmeyaHUSH
1 UHpopmayusa moxem bbimb riepedaHa Kak YyCmHO, mak U rnucbMeHHO.

Z Hpe@memom UHCbOpM&L{UU MOCSYITI ASJIAIMBbCA Ka4eCmeO, KOMUu4Yecrneaeo unu yceroeud rnocrmaskKu reppeuyHoc0 viia-
KOB0OYHOc0 Marmepualia.

3.17 dama u32omosenerusi (date of manufacture): [Jama Havyana u320moO6/I€HUS, YNaKko8Ku Usu
rlocmasKu npolyKyuu, Komopasi MoXem ycmaHaeiusamsCsl 110 coa2riacosaHuro ¢ nompebumernem.

3.18 omkmnoHeHue (deviation): OmcmyrnneHue om mpebogaHul UHCMpyYKUUU Unu cmaHoapmaos.

3.19 uHcmpykuyus (documented procedure): YmeepxxOeHHasi, OOKyMeHmupogaHHas rnpouyeodypa,
paboyue UHCMpYKUUU Unu UHCMpyKuuuU ro rnposepke ripu npouzeoocmse U KoHmporie.

3.20 noemopHbIU KOHMPOsb (double-check): KoHmpone ripoyecca, pe3ynbmama unu ripomokorna,
8bIMOJIHEHHbBIU 8MOPLIM JTULUOM UTU cucmemodu.

[1TpumeuyaHUue—ITlosmopHbili KOHMPONE MOXem Obimb Yacmbio ripoyecca ammecmauuu. pomokon rno-
8MOPHOU NMPOBEPKU MOOMUCKIBASIMCH 8MOPbLIM STULUOM.

3.21 cpok 200HOcmu (expiration date): [lonycmumbil UHmMepe8as spemMeHu 00 UCrofib308aHUs rpo-
oykyuu. CM. CpoK XpaHeHuUs (3.56).

[1pumedyaHue—Ilod amum nodpasymMes8acmcs CPOK, 8 MEYeHUS KOMopo20 Mamepuarl rnep8uyHol YrnakosKu
ocmaemcs rpu2o0HbiM 0515 UCIONb308aHUS rpuU YCo8UU rpasuibHO20 XPaHeHUS.

3.22 ebIXOOHOU KOHMpoJb (final inspection): KoHMposib 20moegou rnpodyKyuu 011 ycmaHo8/lIeHUSs ee
coomeemcmeus mpebogaHusM crieyuguxkauyuu.

3.23 2omoeas npooykyus (finished product): lNepau4Hbil yrnakoeo4YHbkIU Mamepuarl, npoweduwiut ece
amaribi rpou3eoocmea.

3.24 Good Manufacturing Practice, GMP: lpasuna npouseococmea riekapCmeeHHbIX cpeocms.

[lpumMmeyaHUSH

1 [nsa onpedenenuli koHMponsa u obecrieyeHus kayecmesa cMm. marxe OCT P ACO 9000 (3.2.10 u 3.2.11).

2 Tpebosarnusg GMP 0anbi e TOCT P 52249.

3 [llpasuna GMP ons riep8UYHbBIX yrIak080YHbEIX Mamepuaros ycmadasiuearom OorofiHumersnbsHbie mpebogaHus K
rIOMeLWeHUaM, rnepcoHany, obopydosaHuro, cucmeme obecreyeHUs Kadecmea, 8KnrnYas 8Xo0HOU KOHMPOIib, rpou3eo-
0cmeo, GOKyMeHmauu, au2ueHy, 8bIXOOHOU KOHMPOb, OOKYMEeHmMauur ro peanusayuu rnpolykyuu, aHarnus rnpemeH-
3uli nompebumenel u nopsatoK camMouHcriekyudu.

4 TepmuHsi «ripasuna GMP» u «mexkyuwue ripasuna GMP (cGMP)» akeusaneHmHsi. [Npasuna GMP nocmosHHO
obHoansawmes, 4mo uHoaoa obosHavarwom kak cGMP.

* Onpepenenne gado no OCT P 52249—2009 (npum. TK 458).
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3.256 00OHOpPOOHOCMb, 20MO2eHHOCMb (homogeneity): EOuHoobpa3sue 3HadyeHUl xapakmepucmuk
Mamepuarna Ornsi e20 oripedernieHHo20 Konudecmeaa.

[1pumeyaHue— OOHOPOOHOCMBE MOXeMm aKiroYamses eGUHOo0bpa3sLe mosbKo o oripederneHHbIM Haubornee cy-
WECMBEHHbBIM Xapakmepucmukam.

3.26 eHympuripou3eoocmeeHHbIU KOHMpOosb™ (in-process control): KoHMponb, ebifonHAEMbIU 8
X00€e MeXHOI02UYECK020 Mpouyecca ¢ UerbIo Mpo8epKU coomeememaus npooyKyuU 3a0aHHbIM mpebosaHUu-
M, 110 pe3yrbmamam Komopoa20o MoXXem 8bINoNTHAMbLCA KOPPEKMUPOBKa rapamMempo8 mexHono2u4ecKkoao
rnpouyecca. KOHMpob COCMOSIHUST OKpyXXarouwel cpedbl unu obopyoogaHUsi paccMampusaemcsi KaKk are-
MEeHmM 8Hympuripou3eo0CcmeeHH020 KOHMpPOoIs.

3.27 ApomMexymo4Hbil npodykm™ (intermediate product): Yacmu4Ho obpabomaHHbLIU Mamepuarl,
Komopbilu OOITKeH rpoumu danbHeUwue cmadouu rnpouseoocmea, rpexoe YyeM OH cmaHem HepacgacoeaH-
HbIM 20moe8bIiM MPpOOYKMOoM.

3.28 oyucmka obopydoeaHus (line clearance): YOaneHue ecez20o, 4mo c8s3aH0 ¢ MpeobiOyLWUM rpo-
I38600CMBOM.

[1TpumedyaHUue— OQyucmka obopyOo8aHUS 8hkINONHAeMCSH Ofd ripedomepateHuUs owuboK U rnepeKkpecmHozo
3azpsasHeHus. [pu amom mpebyemcs yOaneHue mamepuarnos, 0mxooos, ripooyKmos, obpasuos, COKyMeHmos u m. 1., KO-
mopkie bbinu UCronb308aHki 8 ripedsioyuwem ripouszsodcmee. Oyucmeka rnpoeooumcs 00 riodaydu mamepuarnos, rpooykK-
mos, 0bpa3syos, OOKYMeHmMo8 u m. 1. HO80Z20 ripou3sodcmaa.

3.29 npouszsodcmeo™ (manufacturing): Bce onepaluu U 8U0bl KOHMPOJISA, C8s13aHHbIE C MOJTYYEHUEM,
rnpuemMkou U obpabomkol UCXOOHbLIX Mamepuarog, yrnakKoeKoU, 8bINyCKOM 8 peanu3alyuro, XpaHeHnem Wu
OTIPYy3KOW NekapCTBEHHbIX CPeacCTB.

3.30 nekapcmeeHHoe cpedcmeo* (medicinal product): TToboe egewecmeo unu KoMbuHayus
seujecms, ripecHazHadYeHHoe O neYdyeHus unu npounakmuku 3abonegaHull y 4ernoseKka Ul XXU80MHbIX.
[lroboe sewecmeo unu KoMbuHayusi seuwjecma, 8800UMOE YeTT08EKY UIU XUBOMHbLIM ¢ OUaaHOCMUYEeCKUMU
UernsMu Orist B0CCMaHOBIIEHUS], KOPPEKMUPOBKU UMU U3MEHEHUS (bU3UOoIo2U4ecKUX QYHKUUU YernoseKka unu
JKUBOTHBIX, TAKXKe paccMaTpuUBaETCs KaK nNekapCTBEHHOe CpeaCTBO.

3.31 opeaHu3auyus (organization): lpeonpusamue, rnpouseodsuwee Mmamepuarbl O NepP8UYHOU yra-
KOBKU™,

3.32 paspabomka eHelWHe20 au0a ynakoeku (origination, artwork): Bce nodaomoegumersibHbie pabo-
mbi rieped rneyamdbiMu pabomamu.

[TpumeyaHnue— 3mu pabomel sknrodarom paspabomky KoHuyenyuu, odusatHa, 2pabudeckux mMmamepuarnos,
MMIeHOK, Knuwe u yugposbsix ¢cbalnos.

3.33 ebix00d 3a npedenb! cneyudbukayul (out of specification, OOS): Peaynbmambki KOHMPOIIH, HE
coomeemcmaeayrouiue mpebogaHusiM crieyugukayuu.

3.34 cybnoodpsad (outsourcing): lNlepedaya aceao npouecca UMU €20 Yacmu Ha UCMOoJIHeHUe Opyaol
opz2aHu3sayuu.

3.35 ynakoeouyHble Mamepuarnbl (packaging materials):

3.35.1 nepeu4Hble yrnakoeoO4YHbIle Mamepualnbl (primary packaging materials): Ynakogeou4yHsie Mame-
puarbl, Komopble MPpUMEHSIOMCcsa 05l NMOMeWEeHUs, 2epMemusayuu unu o0o3uposaHus rekapCcmeeHHbIX
cheocme U Haxo0smces 8 rpsaMoM KoOHmakme ¢ Humu.

[lTpbumeyvyaHUSH

1 TlepeuyHBIMU yrIakO8OYHbIMU Mamepuanamu Mmo2ym bbimb, HaripuMep, CMeKIo, peauHa, rninacmmaccsi, anrnomMmu-
HUU, rinexHka, gonsea u np. Moxem ucrione3oeamscs KomMOUHayUs mamepuanos (Harnpumep, wWiipuybl, asp0o30/1bHbIE
barinoHsl).

2 Hacmosuwut cmanOapm pacrpocmpaHaemcecs makxe Ha Mamepuarnsi 0514 rnepsuyHoU yriakosku, Haxoosauuecs
8 HErpoOOOINKUMENnbHOM KOHMAaKmMe ¢ fieKapCcmeeHHbIM cpe0cmaomM, Haripumep rnunemyu u Wwiipuysl.

3 Ha rnepeuUYHsbIe VIaKO80O4YHbIC Marmepuaribl MOcYIm HaHOCUIMBCA reYdarnHas UHCf)OpM&L{Uﬂ U OeKopamueHbJe af1e-
MEHITbI.

3.35.2 emopuYHble yrnakoeo4YHble Mamepuanbl (secondary packaging materials): Ynakoeo4yHbie
Mamepuarnbl, He acmyraruwjue 8 KOHmMaKkm ¢ 1eKapCmeeHHbIM Cpe0CcmaoM, HarlpuMep KapmoH, amuKkemkxu,
bymaza, obepmkxu u rp.

* Onpegenenuns gadbl no FOCT P 52249—2009 (npum. TK 458).
** B KOHTEKCTe gaHHoro crangapra (npum. TK 458).
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3.36 conymcmeyrowue Mmamepuarsnbl (process aids): Mamepuarbl, UCrofib3yemMbie 8 MexHOI02u-
4YEeCKOM rpouecce.

[TpumeyaHUue— 3Imumamepuarsi He 8X004m 8 cocmase u3oersius u OormkHbI bbime yoaneHsi rieped urnu 8 xooe
3asepuuarowelt cmaduu ripoussodcmaea.

lpumep — Ocmamku, obpa3syroujuecs npu n1umbe, CKambill 8030yX, CMa3kKa.

3.37 mexHosnoa2u4dyeckuu npouyecc (production): lNpouyecc, pesynbmamomM Komopoz20 Sef1semcs riep-
8UYHbIU yrako8OYHbIU Mamepuarl.

[1pumedyaHUue— 3mom npoyecc sknoyaem 8 cebs ece oriepauuu, Ha4uHasa om ripuema Ucxo0HbIX Mamepua-
/108 U 3aKaH4usas 20moeol ripodykyued.

3.38 ammecmayus (qualification process): [loOmeepxxoeHue coomeemcmeusi 3adaHHbIM mpebosa-
HUSIM.

[1pumeyaHue—Ammecmauus (cm. 3.64) gakrroyaem ammecmauuro rnpoekma (KOHCMpPYKMOopPCKoU GOKYMEH-
mauuu), Nycko-Hanaoo4yHbIe UCTbIMaHUsa (ammecmauuro yemaHOoe8r1eHH020 0bopyooeaHus, ammecmauuro (OyHKUUOHUPY-
fowe20 obopyodoeaHusa U ammecmaylro 8 3Kcrinyamauylu), a makxe rnosmopHsie ammecmauuu (rpu Heobxooumocmu).
LaHHbie pabomei Mo2ym rpo8oouUMeECs OCHOBPEMEHHO, a makKkxe ¢ UCronb308aHUeM rnpedlecmayrowlux mamepuaros.

3.39 koHmMposb kadecmea (quality control): Yacmeb yripasneHusi Ka4ecmeomM, cesi3aHHas ¢ rpo8epKou
8bINMOJIHEHUA mpebosaHuU K Kadyecmasy.

[1pumevyaHue— KoHmpons kadsecmaa skodyaem 8 cebs rnpo8epKu U UCrbImaHuUsa Ha coomaeememaue mpebo-
gaHUAM crieyucbuxkauudl.

3.40 kpumudeckuu napamemp (quality critical): lNapamemp, anuswWULU Ha Kadecmeo Mamepuarna
07151 Nep8UYHOU yraKoeKu.

[1pumevyaHue— Mamepuan, onepayus, ycriosus ripoyecca, mpebosaHus K UCMbIMAaHUSM U Opyaue napa-
Mempbl MO2ym paccMampus8amsCs KaK KpUMUYEecKUe 8 Crlydae, ecril UX HEe8bINIONIHeHUe rpusodum K CyujeCmeeHHOMY

yuiepoy.

3.41 omoen kadyecmea (quality unit): Omadesn e opa2aHu3ayuuU, Ha KOmopkill 803/I0XKEHa OMeemcmeeH-
HOCMb 10 obecrneqyeHuro U KOHMpOJITo Kadyecmea.

[1pumeyaHue— Omobern Kadyecmesa MoXxem cocmosimes U3 rnodpasoeneHull no obecne4yeHuro U KOHMpOI Ka-
yecmaea U Mo)em 3asucems Om pasMepa U CmpyKmypbi opaaHu3ayuu.

3.42 kapaHmMuH™ (quarantine): Cmamyc UCXOOHbLIX UIU YraKko8OYHbLIX Mamepuasios, MpoMeXXymoyHou,
HepacghacogaHHOU UMU 20moeol MPOoOYyKUUU, U30MUPO8aHHbIX @uU3UYecKku Uunu UHbIM 06pa3oM 00
8bIHECEHUS pelieHUs 06 ux 8bifycKe Uu OMKITOHEHUU.

3.43 peanu3auus (realization): Obwul mepMuUH, oripedensaruwull ece npoyecchi 0 0OCMUXEHUS
JKenaeMbix pe3ynbmamoeg om pa3pabomku 00 nocmasku.

3.44 conocmaesieHue; ebix00 npoldykyuu* (reconciliation): CpagHeHue oxudaemMoao U hakmuyec-
Ko20 0bbemMoe rnpou3eedeHHOoU Unu ucrnofb3o8aHHoU rnpodyKyuU ¢ y4emomMm cmaHoapmHbIX OMKIOHEHUU.

3.45 nepecmomp ycrioeul (reconditioning): VIamMeHeHUs, 8HOCUMbIE 8 MpoUecchl, 051 obecrieyeHuUs
coomeemcmeus mpebogaHusiM crieyuguxkauyudu.

3.46 omknoHeHHbIU (rejected): Cmamyc UCXOOHbLIX Mamepualos, coymecmeyruwux Mmamepuarnos,
MPOMEXYMOYHOU UTU 20moe8ol rnpolyKyuU, pe3yfbmamabi UCfbiMaHUU KomopbixX He y0o8rnemeopsiiom 00HO-
My unu bonee mpebosaHusaIM crieyuukayul U Komopbkie codmeHb! (0bbIYHO 0mOoernioM Kadecmea) He rpu-
200HbLIMU OIS UCIOMb308aHUs.

3.47 omkinioHeHue (rejection): lNpouecc ycmaHOo8/1eHUS, 8bINOTHAeMbIU 0bbIYHO 0mOesioM Kayecmea,
moeao, 4mo UCXOOHbIE Mamepuarlkl, corlymcemeyrouwue Mmamepuarsi, MpoMeXXymoyHas unu 2omoeas rnpooykK-
UUST He NMpU200HbI 01 UCrofib308aHUuUs.

3.48 nepepabomka (reprocessing): [NloemopeHue Yyacmu mexHo102U4eCcKo20 rpouyecca.

[1 pumMedyaHUe— Hpo@on};{eHue MEexXHONO2UYHYe CKOc0 rnpoueccta rochie moezso, Kak eHympunpomeoOcmeeHHb;ﬁ
KOHIMPOJSIb OKa3alri, 4rno rnpouecc He 3a8ePUWEeH, ABINIACINICH Hopmaanoﬁ npaf(mumﬁ U He OrmAOoCcumcsd K nepepaﬁomf(e.

* Onpepenenne gano no OCT P 52249—2009 (npum. TK 458).
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3.49 apxueHble obpa3ybl (retained samples): Mamepuanbi unu aomosasi MnpodyKyuUs, cCoXpaHeHHbIe
0715 cpasHeHUs 8 byoyuiem.

[TpumMeyaHUue— 3mu obpasusi 0bbI4HO ombuparmcs 8 0oCmarmo4YHOM Konuydecmae U XpaHames 8 ornpeoe-
JNTeHHbIX YCII08UAX 8 MEeYeHLUe 3a0aHHO20 8PEeMEHU.

3.50 eo38pam (return): lNpouecc omripasKku nepeuYHbIX yrnako80oY4YHbIX Mamepuasnos obpamHo 8 opaa-
HU3auyuro.

3.51 nepedenka (rework): [leticmesue, ripeoripUHIMoe 8 OMHoOWeHUU Hecoomeememeyrouieu rnpooyK-
yuu ong moao, ymobesl oHa coomeemcmaoegana mpeboeaHusm [OCT P CO 9000, 3.6.7].

[TpumeyaHue— Copmupogka MoXXem paccMmampusamascH Kak dopabomka.

3.52 aHanu3s pucka (risk analysis): CucmemMmamu4ecKoe Ucrofib3ogaHue UHpopmMayuu 0515 8bISI8NeHUS
ornacHocmu u KonudyecmeeHHoU oUeHKU pucka [Pykoeococmeo NCO/M3K 51, 3.10].

3.563 oueHka pucka (risk assessment): Obwuu npoyecc aHanusa pucka U oueHusaHUs pucka [PyKkoeo-
ocmeo MCO/M3K 51, 3.12].

3.54 oueHueaHue pucka (risk evaluation): OcCHog8aHHasi Ha pe3ynbmamax aHarnu3a pucka rnpoyeoypa
rpoB8EPKU, YycmaHaesnusaruwasl, He ripesbilieH nu oonycmumbilu puck [Pykoeoocmeo NCO/M3K &1, 3.11].

3.55 meHedxmeHmM pucka (risk management): CucmemMamu4ecKkoe rpuMeHeHUe noaumuKu, rnpoue-

Oyp U rpakmu4yeckux Memaooo8 MeHeOXMeHma OIS pelleHuss 3aday aHanu3a, oUueHuUsaHuUs U yrpasrieHus
puckom [FOCT P NUCO 14971, 2.18].

3.56 cpok xpaHeHUs (shelf-life): Nepuo0 spemMeHU, 8 me4dYeHUe Komopoao rnepeuyHbie Yrako8o4YHbIE
Mamepuarnbl OOIMKHbI coomeemcmeogambe mpebogaHUsIM crieyudpukayuu rnpu 8bINOMTHEHUU YCMaHO8TeH-
HbIX yCIr108UU XpaHeHUs U 1o UcmeyYyeHuUU Komopoz20 Mamepuarbl He OC/TKHbI Obimb UCMOMb308aHbI (CM. CPOK
200Hocmu, 3.21).

3.57 cneyudpukayusa (specification): [JokymeHm, ycmaHaegnugarouwjull mpebogaHus.

3.58 uHcmpykuyusi, Memoouka (standard operating procedure, SOP): IHcmpyKuus ro ebifofIHeEHUK
oriepalull unu rnpoeedeHUr KOHMpOoIs.

3.59 ucxoO0HbIU Mamepuan (starting material): Cbipbe, KOMMIOHeHMbI, cybcmaHyuu, Ucrnonb3yemMbie 8
fipou3soocmee rnepauUYHbIX yrnako8O4YHbIX Mamepuarios.

3.60 cmepunbHocmsb (sterile). Omcymecmaeue xuebix MukpoopzaHusmos [MCO 14937:2000, 3.24].

3.61 cybnoodpsioyuk (subcontractor): Tbembess CmopoHa, Komopas 8bIfoJIHIeM Yacma Unu 8cro pabo-
my rio U320MmoerieHUI0 rnep8uUYHbIX yrnako8O4YHbIX Mamepuaros.

3.62 obpabomka noesepxHocmu (surface treatment): llpouecc, HanpasneHHbIl Ha YydueHue
rioeepxHocmu Mamepuarnos O rnep8uUYHOU YraKoeKu.

Mpumep — lMokpbIMue CUTUKOHOM U Opy2ast 06pabomka nosepxHOCMuU CMeKs1a, MOKpPpbIMmue 8HYMpeHHeU
UJTU BHEWHelU MMo8epPXHOCMU CMEeKISIHHLIX KOHMeUHepos8 Usu pe3uHo8kbix Yacmedl.

3.63 npocnexueaemocmsb (traceability): Bo3MOXHOCMb pOCedUmMb UCmMOopUro, MpUMeHeHuUe unu
MEeCMOHaxoXX0eHUe moao, Ymo paccMampueaemcs.

[lpbumMmeyaHUSH

1 TlpocnexugaemMocmep rnpUMeHUMEenbHO K MPOoCYKYLIU MOXem OMHOCUMbLCSH K
- [IPOUCXOXOEHUK Mamepuarnos U KOMITIIeKMmyrouwux;

- ucmopuu obpabomku;

- pacripelerieHUr0 U MeCmMOHaxoX0eHU rMpo0yKyUU r1ocrie rnocmasku.

2 B obniacmu mMmempornoauu rpuHamo orpeodenedue, ripusededHoe 8 VIM — 1993, 6.10. [TOCT P CO 9000:2008,
3.5.4].

3.64 ammecmauusa, ucnbimaHusa® (validation): [Jokazamenscmeo moao, Ymo Memoouka, rnpouecc,
obopyodoeaHue, Mamepuarn, oriepauus unu cucmema coomeemcmeyrom 3al0aHHbIM mpebosaHusIM U UX
Lcrionib3ogaHue delicmeumeribHO daem oxudaeMbie pe3yribmamebi (CM. makxe 3.38).

3.65 eepudpukauus (verification): CUHoHUM mepMuUHO8 ammecmauus (3.38) u ucnbimaHus (3.64).

* Onpegenenne gano no OCT P 52249—2009 (npum. TK 458).
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4 Cuctema obecnevyeHus KavyecTBa

4.1 O6wue TpeboBaHUA

[OCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KadyecTBa. [ peboBaHuA

4.1 O6wue TpeboBaHUA

OpraHusauusa OofmkHa paspabotartb, 3aA40KYMEHTUPOBAaThL, BHEAPUTb U NogaepKnuBatbh B paboyem
COCTOAHUUN CUCTEMY MEHe)KMeHTa KavyecTBa, NOCTOSIHHO yNydllaTh ee pe3ynbTaTUBHOCTbL B COOTBETCTBUN
C TpeboBaHUAMKU HACTOALLEro ctaHagapTa.

OpraHnsaynga gomkHa:

a) onpenensitb Npouecchl, Heobxoanmble AN CUCTEMbI MEHEPKMEHTA Ka4vyecTBa, N UX NPUMEHEHUE
BO BCceun opraHusaymm (1.2);

b) onpeaensaTb nocneaoBaTeNbHOCTb U B3aUMMOOEUCTBUE 3TUX NPOLECCOB;

C) onpeaendaTtb KpUTepum n Metoabl, Heobxoanumble anst cbecneyeHUs pesynbTaTUBHOCTU Kak Npw
OCYLLEeCTBMNEHNN 3TUX NPOLLECCOB, Tak 1 NpX ynpasneHUn UMuU;

d) obecneumBaTb HaNU4Me pecypcoB N MHpOPMaLUM, HEODXOAUMBLIX AN NOAAEPXKKA 3TUX npoLec-
COB N UX MOHUTOPWUHIA;

€) OCYLECTBNATb MOHUTOPWUHT, UBMEpeHne, TaM, rae 370 BO3IMOXHO, U aHaNn3 3TUX NPOLLECCOB;

f) npuHKUMaTbL Mepbl, HeobXxoauMbIe AN AOCTMXKEHUS 3anTaHUPOBaHHbIX PE3YyNbTAaTOB U MOCTOAHHO-
ro ynyJweHus 3TUxX NpoLeccoB.

g) onucamse 0bWYO MNONTUMUKY Uenu U rnooxoo0 K obecrieyeHUo Kadyecmaea rpooyKuuu.

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

4.1 OOwue TpeboBaHUA

OpraHusaLusa gomkHa OCYLLECTBNATbE MeHEeXKMEHT NPOoL,eccoB, HeoOXoANUMbIX A8 CUCTEMbl MeHe -
XMEeHTa KayecTBa, B COOTBETCTBUM ¢ TpeboBaHMAMU HACTOALWEro ctaHgapTa.

Ecnun opranusauuma pelwiaeT nepenaTb CTOPOHHEN opraHmMsaLvm BbINoNTHEHWE Kakoro-nmbo npoLiecca,
BNSAIOLLIErO0 Ha COOTBETCTBME NpoayKuun TpeboBaHMAM, oHa AomkHa obecnedynuTb CO CBOEW CTOPOHLI
yrpaBreHne Takum npoleccom. Bua n cteneHb ynpasneHus npoLeccamum, nepeaaHHbIMnN CTOPOHHUM opra-
HU3auMaM, AOMKHbI ObITb onpeaeneHbl B cCUCTEME MeHepKMeHTa KadecTBa.

[TpumevyaHNH

1 YNOMSIHYTbIE BbilWE NMPOLUECChl, HEOBX0ANMBbIE ANS CUCTEMbI MEHEPKMEHTA Ka4eCTBa, BKIIOYAOT B Ceb5 Npo-
LECChl yNpaBreHYeCKoOW AeATENBbHOCTU PYKOBOACTBA, 0becnevyeHunst pecypcamm, npouecchl XM3HEHHOIO LMKNa Mnpo-
OYKUMWN, UBMEPEHUSA, aHanu3a u yrny4leHus.

2 [lpouecc, nepeagaHHbI APYron opraHnsauynmn, sSIBNsETCH NpoUeccomM, Heo0bXoaMMbIM AN CUCTEMbI MEHEXK-
MEHTAa OpraHn3aumnm, HO No BblBOpY opraHn3aumim BbINONTHAEMbIM BHELLHEW OIS HEE CTOPOHOWN.

3 ObecnevyeHne ynpasneHus npoueccamm, nepegaHHbiMmM CTOPOHHUM OpraHmn3aynsiMm, He 0CBODOXaaeT opra-
HU3AaUWIO OT OTBETCTBEHHOCTU 3a COOTBETCTBME BCEM TPEOOBaAHMAM NOoTpeduTenem n obsasatenbHbiM TPEDOBaAHUSAM.
Boibop BUAa n cTteneHn ynpasneHnsi NPoLeccom, nepeaaHHbiM CTOPOHHEN OpraHmn3aumnm, 3aBUCUT OT TaKNX aKTopoOB,
KaK:

a) BO3MOXHOE€ BNUSHME NEPEdaHHOro CTOPOHHUM OpraHu3auusam npouecca Ha CrnocobHOCTb opraHu3auunu
NOCTaBNATb NPOAYKLUWMIO, COOTBETCTBYIOLWYIO TPEOOBAHUAM;

b) cTeneHb y4acTus B ynpaBneHnn npoueccom, nepeaaHHblM CTOPOHHEN OPraHn3aumnu,;

C) BO3MOXHOCTb 0becnevyeHmnst HeobXoAMMOro ynpasneHus NocpeacTBOM nNnpumeHeHus TpebosaHum 7.4.




[OCT P 53699—2009

4.2 TpeboBaHUA K AOKYMEHTaLuun
4.2.1 O6wune TpeboBaHUA

FTOCT P UCO 9001—2008 CucteMbl MeHeOXKMEHTa KavyecTBa. [ peboBaHuUA

4.2 TpeboBaHUA K AOKYMEHTaLUN

4.2.1 O6wue nonoxeHun

[HokymeHTaums cuctemMbl MEHeQ)KMEHTa KadecTBa AC/MKHa BKNoYaTh B ceds:

a) OOKYMeHTanbHO 0OopMIIEHHbIE 3asiBNEHNS O NONUTUKE U LeNax B 0b61acTu KavyecTBa;

L) PYKOBOACTBO MO Ka4yeCTBY;

C) AOKYMEHTUPOBaHHLIE NpoLeaypbl 1 3anucu, Tpedyemble HACTOALWMM CTaH4apTOM;

d) OOKYMeHTbI, BKNoYasa 3anicu, onpeaeneHHble opraHmsaumen kak Heobxogmmele e ang obecne-
YeHUA 3P PEeKTUBHOO NNaHUPOBaHUA, OCYLLECTBNEHNA NPOLECCOB U yNpaBleHNa MK,

[MTpumevyaHwmns

1 Tam, rae B HACTOSIWLEM CTaHOAPTE BCTPEYAETCH TEPMUH «AOKYMEHTUPOBAHHASA npoueaypa», 3TO 03HAYaeT,
4YTO npoueaypa paspabortaHa, AOKYMEHTaNbHO OMOPMIIEHA, BHEAPEHA U NOAAEPXKMNBAETCH B pabovyemM COCTOAHUMN.
OavH OOKYMEHT MOXET coaepxaTb TpeboBaHusa ogHon nnu bonee npoueaypsol. TpeboBaHue 0 HANMU4YUN AOKYMEHTUPO-
BaHHOW Npoueaypbl MOXeT BbITb peannioBaHo bonee Yem ogHUM OOKYMEHTOM.

2 CreneHb AOKYMEHTUPOBAHHOCTU CUCTEMbI MEHEKMEHTA KAYeCcTBa OAHON OpraHn3aunmn MOXET OTNNYaTbCH
OT CTEMNEHN AOKYMEHTUPOBAHHOCTU APYron B 3aBUCUMOCTM:

a) OT paamepa opraHm3aunm n Bnaa gesiTernbHOCTY;

b) CNOXHOCTU N B3aNMOAENCTBUSA NPOLECCOB;

C) KOMNETEHTHOCTU nepcoHana.

3 HokymeHTaumst MoxeT ObITb B ntobon hopme n Ha NoboM HOCUTENE.

4 B Hacmosuwem cmadoapme UCrionb3yrmcad MepMUHB!I «UHCMPYKUUA», «MemoOouKa», A8NSuuecs rnepesooom
Ha PyCcCKull A3bIK aHanutuckozo mepmuHa «standard operating procedure — SOPy.,

4.2.1.1 OpeaHu3zauus 00JIKHa OOKYMeHmMarbHO 0opMUMb C80K 0B NONUMUKY, Uernu U rnooxoo K
ammecmauuu.
4.2.2 PykoBOoACTBO NO KavyecTBY

F[OCT P UCO 9001—2008 Cucrembl MeHe)KMeHTa KadecTBa. | pedoBaHus

4.2.2 PykoBoACTBO NO Ka4vyecTBY

OpraHusaunsa aomkHa paspabortaTtb U noggepXkmeaTb B paboydemMm COCTOSAHUU PYKOBOACTBO MO Kayvec-
TBY, codepXallee:

a) obnacTb NpUMeHeHNa CUCTeMbl MeHeIXKMeHTa KavyecTBa, BKIodasa nogpodHOCT 1 000CHOBaHME
NMoObIX UCKNoYeHnU (1.2);

D) AOKYMeHTUpOBaHHbIE NMpoLeaypbl, paspaboTaHHble AN CUCTEMbI MEHEMXKMEHTa KavyecTBa, UM
CCbINKN Ha HUX;

C) onucaHue B3auModeUCTBUA NMPOoLLeCCOB CUCTEMbI MeHepKMeHTa Ka4vecTBa.

4.2.2.1 OpeaHu3salylus O0/IXKHa orpeoeniums cmerneHes NpuMeHUMocmu Hacmosueao cmaHoapma K ee
oessmefibHocmu.

[1pumeyaHue— OpaaHuszauusa Moxem ornpedenums, 4mo cmaHoapm rpUMeHUM KO acel ee rpolyKyuu unu
MOJIBKO K MPOOyKUuU hapmMmayesmuyecKoao HasHa4yeHus.

4.2.2.2 PyKogeoocmeo 110 Kadecmsy OOJ/IKHO Ofipeoesiumb Cmpykmypy OOKyMeHmauuu cucmemebi
obecrieyeHus kKayecmea.

4.2.3 JokymeHmauyusi

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. T peboBaHUA

4.2.3 YnpaBrneHue gOKyMeHTaLuen

[OKYMEHTBI cUCTEMbI MEHEKMEHTA KavecTBa A0/MKHbI ObITh ynpaBndemMbiMU. 3anicu, npeactaBnis-
loLne cobou cneuunanbHbl BUA AOKYMEHTOB, ACITKHbI ObITh YNpaBnseMbIMU cornacHo TpebosaHusam 4.2 .4.
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[Ons onpegeneHns HeobxoaMMbIX CpeaCcTB yrnpaBneHnsl Ao/MKHA ObITh paspaboTaHa AOKYMEHTUPOo-
BaHHada npoueaypa, npegycmMmaTtpusaroLllas:

a) odmnumanbHoe oaocbpeHmne AOKYMEHTOB C TOYKN 3pEeHUSA UX AOCTATOMHOCTM A0 BbINYCKa;

D) aHanus 1 akTyanusauuo no Mepe HeodbxoanumMocCcT U MOBTOPHOE ouLlnanbHoe oaobpeHne aoky-
MEHTOB;

c) obecneveHne naeHTMPUKaLUN NSMEHEHNN U cTaTyCca NepecMoTpa AOKYMEHTOB;

d) obecnevyeHne HaNM4YUS COOTBETCTBYHOLLUX BEPCUN AOKYMEHTOB B MeCTax UX NPUMEHEHUS;

e) obecnevyeHne coxpaHeHUsl AOKYMEHTOB YETKUMU U NETKO MOAEHTUPULNPYEMBIMUA;

f) obecneveHne naeHTUPUKaLNM 1N ynpaBneHne paccblnkon AOKYMEHTOB BHELLHETO NPOUCXOXOEHUS,
onpegeneHHbIX opraHusaumen Kak Heobxoaumble AN NNaHUPOBaHUA U PYHKUMOHUPOBAHUS CUCTEMB
MeHeKMeHTa KadecTBa;

g) npegoTBpalleHne HenpegHaMmepeHHOro MCNonb3oBaHUA yecTapeBLUMX AOKYMEHTOB U NpUMeHeHne
COOTBETCTBYIOLLEN NOEHTUPUKALUN TAKUX AOKYMEHTOB, OCTaBMEHHbLIX ANS KakuxX-nnbo Leneu.

4.2.3.1 BHeceHuUe U3MeHEeHUU 8 OOKYMeHMbI U UX ymeepXXOeHUEe OOITKHbI 8bINOTHAMbLCS 8 YCmMaHOo8-
JIEHHOM ropsOKe.

4.2.3.2 OpeaHusayusi O0/KHa orpedeniumb CPOK XpaHeHUS KOoMnul OMMEHEHHbIX OOKYMeHmMoe8 (CM.
makxe 4.2.4.8).

4.2.3.3 [lpu ucrnonb3osaHul anekKmpoHHbLIX rnooruceu Ha OOKyMeHmax criedyem egecmu KOHMpOsib,
obecrnieyusarowjuu besonacHocme U coomeemcemaeue pyKornucHoU noornucu.

4.2.3.4 [JoOKyMeHMbI OOJIKHbI UMEMb YemKyr cucmemy obo3HadyeHuU (Hanpumep, HazsaHUe/HoOMep
OOKyMeHma, 8epcus, Kofudecmao cmpaHuy,).

4.2.4 [lpoTOoKONbI CEpUn

[OCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KadyecTBa. T peboBaHUA

4.2.4 YnpaBneHue 3anucaMmn

3anncu, yctaHOBNEHHbIE ANA NpeacTaBNeHNUA CBUAETENBCTB COOTBETCTBUS TPEDOBAHUAM U pe3yrbTa-
TUBHOTO PYHKLUMOHUPOBAHUSA CUCTEMblI MeHeKMeHTa KayvecTBa, A0IMKHbl HaXoAUTLCS noa ynpaBneHUeM.

OpraHusauus Oo/mKHa YyCTaHOBUTbL AOKYMEHTUPOBaHHYIO npoleaypy Ana onpegeneHUa cpeictsB
ynpaBneHusi, TpedbyemMsbix Npu naeHTUUKaumm, XpaHeHus, 3aluTbl, BOCCTAHOBMNEHUS, COXPaHEHUA W
N3BATUSA 3aNUCEN.

3anncuy O0MKHbI OCTaBaTbCH YETKUMU, NErko MAeHTUPULUPYEMBIMN N BOCCTAaHABNUBAEMbIMUA.

[1pumeyaHue— I llpomokonsl cepull cobfepxkam OaHHbIe, OMHOCAWUECH K Mpou3eodcmey cepuu, a makxe
OaHHbIe 0 MobbIX OMKIIOHEHUSX U Mpo8eC0eHHOM aHarluse.

4.2.4.17 Ha npomokorsibl, 8bINOITHAEMbIE 8 3[TEKMPOHHOU QoopMe, pacripocmpaHsomcs me xe mpebo-
8aHUs, YUMo U Ha Opyaue rnpomokosbi (cMm. 4.2.4 u 7.5.2.9).

4.2.4.2 TlpomokKonbl O0OMKHbI bbimb YemKuMU, HecmupaeMbiMU U ocylecmensmbecsl cpa3y Xxe o
8bINOIHEHUU pabombi (8 NMOpsOKe ee 8bINOMIHEHUS), OOJKHBI UMemb Oamy, UHuyuasbki U rnoornuck nuya,
oopmMuBsLUe20 MPOMOoKos. HcripasneHus 8 rnpomokofiax OO0J/KHbI uMemb Oamy, UHUyuarnbsl U rnoorucsk, a
makxxe, rpu HeobxooumMocmu, cooepxamb 0bOCHOB8aHUE ucripasnieHuUs, Mpu amoM riep8oHa4varbHas 3anucek
OoJKHa ocmasgambecs Yumaemodu.

4.2.4.3 OpeaHu3ayus Oo/mKHa ofipedenumb Kpumudeckue 019 Kadecmea rpouecch! U napamMempsi,
20e HeobXx0oOUuM ro8MmopHbIU KOHMPOIb rpu 8kirlycke cepuu. Ecnu kakou-nubo KOHMPOIb 8bINOIHAemcs C
MOMOUWIBIO 3NTEKMPOHHbLIX CPEOCME8, MO 3MO OOJIKHO bbimb SICHO YKa3aHo.

4.2.4.4 KaxxOas Kpumu4ecKasi O kadecmaea oriepalus unu napamMemp rnpu rnpouseoocmee U KOHMpo-
J1e OOJTXKHbI bbimb oripeoerieHbl U rnoonexXam rnosmopHOMY KOHMPOITIO.

4.2.4.5 [lnga kaxoou cepul rnepeuyHo20 yrakoeo4yHo20 Mamepuana op2aHu3auuss 0o/mkHa eecmu U
rnoodepxxueame 8 paboyeM COCMOSAHUU OOKYMEHMbI, 00Ccmamo4Hbie OJ1s npociiexusaemMocmu U oripedere-
HUST KoJfiudecmea rpou3ee0eHHbIX U NMPUHSMbIX K 8bINMYCKY Mamepuarilos.

4.2.4.6 OpeaHu3zalyusi Oo/mKHa oripedenumse riapamempbi 8 OOKyMeHmauyuu cepuu, Komophbie noorse-
XKam rposepkKe.

4.2.4.7 [okymeHmayusi Ha cepuro OormkHa bbimb rpogepeHa U ymeepKoeHa.

10



[OCT P 53699—2009

4.2.4.8 Bce OOKyMeHMbI O rnpouszeoocmee, KOHMpoJ e, ucribimaHusx, riocmaeke U ucciie0o8aHUsIX
OOJTKHbI XpaHUMbCS, 1Mo MeHbUWelU Mepe, 8 me4deHue rsmu 1em riocrie ripouzsoocmeaa Unu rno coanacoeaHuro
c iompebumenem, unu, rno KpauHel mepe, 0OUH 200 rocrie ucme4eHuss cpoKa 200Hocmu Mamepuarna ons
rnep8UYHOU yrnaKoeKU, ycmaHO8IeHHO20 opa2aHu3alylueu, ecriu UHoe He coaltacog8aHo ¢ rnompebumernem.

[1pumeyaH ue— Moxem nompebogsambCs XxpaHume 3ariucu 0 mamepuarnax 0 rnepauyHoU yraxkosku 60 KOH-
Ua CpoKa xXpaHeHUs fieKkapcmeeHHbIX cpedcmaea, Kak ycmaHoeneHo riompebumernem.

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 Ob6A3aTenbCcTBa PYKOBOACTBA

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavecTBa. [ peboBaHUA

5.1 Oba3aTtenbcTBa PYKOBOACTBA

Bricllee pyKOBOACTBO ACIMKHO obecrneymBaTb Hanuume CBUAETENLCTB MNPUHATUS CBOUX 0bsA3a-
TeNbCTB Mo pa3padboTKe U BHEAPEHUIO CUCTEMbl MEHEXKMEHTA KavyecTBa, a Takke NOCTOSAHHOMY yNyuLle-
HAKO ee pPe3ynbTaTUBHOCTM NOCPEACTBOM:

a) OoBedeHUs A0 CBeaeHUA nepcoHana opraHmsaunm BaXKHOCTU BeINONTHEHUSA TpeboBaHUN NOTPebU-
Tenewn, a Takke 3akoHogdaTeNbHbIX 1 obsa3aTernbHbIX TPeboBaHUN;

b) pa3paboTkm NoNUTUKKM B 061acTu Ka4ecTBa;

c) obecnevenunst pa3paboTkn uenen B obnactun KauecTBa;

d) npoBegeHUsa aHanMsa co CTOPOHbI PYKOBOACTBA;

e) obecnevyeHns HeobXoaMMbIMK pecypcamMu.

5.2 OpueHTauMa Ha noTpeduTens

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. T peboBaHUA

5.2 OpueHTauus Ha noTpedbuTens

Bricllee pykoBOACTBO AOITKHO obecneynBaTh onpeaeneHne U BeINonHeHne TpeboBaHn NoTpebuTe-
nev ang noBblWLeHNA UX yaoBneTBopeHHocTn (7.2.1 n 8.2.1).

5.2.1 Ayoumbi cO cmOpOHbI NTompebumens

Ope2aHu3ayust 0o/mKHa paspeliums riompebumernio unu e20 rnpeocmasumernsm (o 83auMHOMY coara-
CUI0) NMposoOuUmMb ayoumel O1s1 OUEHKU cucmeMbl MEHEOXMEHMa Kadecmaea.

OcHo8Hbie mpebosaHusi nompebumerns K opz2aHu3layuu ekrn4yarom 8 cebs Hanudue HeobXOoOUMbIX
rnomMmewieHuU U obopyooesaHus, rnoo20MmMoes/IeHHo20 repcoHana u rnpoyeccos, NnocmpoeHHbIX mak, 4mobkbi
obecrnieyums bezonacHocme rMPOOYKUUU U UCKITIOYUMb NEPEKPECMHOE 3a2psS3HEHUE, Komopbkie obecrieyusga-
rom cmaburnbHOE rpou3soocmeo npodykyUUu 8 coomeemcemeauu ¢ mpebosaHusMu nompebumerns.

5.3 NMNonutuka B o6NacTu KavecTtBa

FTOCT P UCO 9001—2008 CucteMbl MeHeOXMEHTa KavyecTBa. [ peboBaHuUA

5.3 NMonutuka B o6nacTn KavyecrtBa

Briclwee pykOBOACTBO ACIMKHO obecnevnBaTth, UYTODLI NONMUTUKA B 0O6M1aCTX KaYecTBa:

a) COOTBeTCTBOBala Lenam opraHusayunu;

b) BkNtoYana B cebs 00A3aTeNbCTBO COOTBETCTBOBATb TpeOOBaHUAM UM MOCTOSIHHO NOBLIWATH
PE3YNbTATUBHOCTb CUCTEMBI MEHEIXKMEHTA Ka4eCTBa;

C) co3gaBana OCHOBbI ANl NOCTAHOBKU N aHanm3a uenein B obnactn Ka4yecTBa;

d) Oblna goBegeHa A0 cBeAeHUA NepcoHana opraHnsaum U NOHATHA eMy;

e) aHanusupoBanacb Ha NOCTOSIHHYIO NPUrOOHOCTD.
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5.4 llnaHupoBaHue
5.4.1 Llenun B obnactn KayecrtBa

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

5.4.1 Uenun B obnactn KavyectBa

Bricllee pyKoBOACTBO OpraHmnsaummi gomkHO obecneymBaTth, YTODbI LieN B 06bnacTtu KavyecTBa, BKIHO-
yasa Heobxoanmble ANs BbINONMHEHUA TpeboBaHUK K npoaykuuun [7.1 nepedvncneHune a)], obinM yCTaHOBMEHI
B COOTBETCTBYIOLLUMX noapasgeneHnsax U Ha COOTBETCTBYIOLMX YPOBHSAX opraHusauun. Llenn B obnactu
KavecTBa AOMKHbI ObITb U3MEPUMBIMU U CcOrnacyeMbIiMM ¢ NONMUTUKON B 0DNAacTU KavecTBa.

5.4.2 lNnaHnpoBaHUue co3gaHuAa U pasBUTUA CUCTEMbI obecrnevyeHUsa KavyecTBa

FTOCT P UCO 9001—2008 CucteMbl MeHeXKMEHTa KavyecTBa. [ peboBaHuA

5.4.2 llnaHupoBaHue co34aHUA, noggepXuBaHUA U ynNyudlleHUA CUCTeMbl MeHeKMeHTa
KavyecTBa

Bricllee pykoBOACTBO A0MKHO obecnevnBaTh:

a) NnaHupoBaHWe co3gaHus, nogaepXMBaHua 1 ynydlleHna cCUCTeMbl MeHeDKMeHTa KadecTBa Ang
BbINONHEHUA TpeboBaHun 4.1, a TakKke Ang AoCTMXKeHUS Lenen B obnactn Ka4yecTBa;

D) coxpaHeHue LenoCTHOCTU CUCTEMbl MeHeQ)XKMeHTa KadecTBa Npu nNaHMpoBaHUM 1 BHeapeHUN B
Hee M3MEeHEeHUN.

5.5 OTBeTCTBEHHOCTb, NONTHOMOYMNA U OOMeH UHpOpMaL e
5.5.1 OTBeTCTBEHHOCTb U NOJTHOMOYUA

[OCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KadyecTBa. T peboBaHUA

5.5.1 OTBeTCTBEHHOCTb U NONTHOMO4YUA

Bricllee pykOBOACTBO AOMKHO obecnevmBaTh onpeaeneHnue n AoBegeHue Ao cBeaeHuUsa nepcoHana
opraHusaLunm OTBETCTBEHHOCTU U NONTHOMOUYUN.

5.5.1.1 Opearuzayus OofmkHa umems obpa3subi noonucel (cMm. 4.2.4) omeemcmeeHHbIX U,

Criedyem umMemsb CrUCOK 8ceX NuUU, ocylecmsrigrowux npoe8epKu Unu rnoemopHbie rnposepKkuU, 8Hym-
puUrpou3so0CmMeeHHbIU KOHMpOJ/Ib U m. ., ¢ obpa3yamu rnooriucedu.

5.5.1.2 Omoernbi Kadyecmea, Komopbie Hecym omeemcmeeHHOCMb 3a MPUHAMUE Kpumu4ecKux pelle-
HUU, OOIMKHbBI MpUHUMambe amu peleHUss He3agsUcuMo om rpou3soocmaea.

5.5.2 lNpedcmasumenb pykosodcmaea

TOCT P NCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavecTBa. TpeboBaHUA

5.5.2 lNpepctaBUTENb PYKOBOACTBA

Bricllee pykoBOACTBO AC/TKHO HA3HAYUTb npeacTaBUTENs U3 COCTaBa PYKOBOACTBA OpraHusaluun,
KOTOPbLIA HE3ABUCUMO OT APYrnx obAsaHHOCTEN AOMKEH HECTU OTBETCTBEHHOCTb U MMETb MONTHOMOYNA,
pacrnpocTpaHsaoLWnecs:

a) Ha obecneveHue paspaboTku, BHEAPEHUA N nogaepKaHua B padbouemM CoOCTOAHUN NPOLECCOB, TPpe-
OyeMbIX CUCTEMON MEHEI)KMEHTA KavecTBa;

b) npeacrTaBneHMe OTYETOB BbICLLUEMY PYKOBOACTBY O PYHKLUNOHUPOBAHUN CUCTEMbI MEHEPKMEHTA
KavecTBa U HEOBXOANMOCTU ee YNyULLIEHUS;

C) coOenCTBUE pacnpoCTpaHEHUIO NOHUMaHNUSA TpeboBaHM NOTPedbUTENEN No BCeW opraHnsaLuu.

[ PUMEYAHWE — B oTBETCTBEHHOCTBL rnpeacrtaBuTesiyd PpykoBoACTBa MOXXeT ObiTb BKNHOYEHO rnogaepxaHmne
CBA3N C BHEWHWUMW CTOPOHaAMU 1O BONpPOCaM, KaCalowmmeHd CUCcremMmbl MEHEAXKMEHTA KaYeCTBaA.

5.5.3 BHyTpeHHU 0OMeH uHopMaLmen

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA
5.5.3 BHyTpeHHUU o6MeH uHopmalmen
Bricllee pykOBOACTBO ACIMKHO obecnevnBaTh pas3paboTKy B opraHmsal M COOTBETCTBYIOLLMX MPO-

LeccoB obmMeHa uHdopmauunen, BkNovass MHPOPMAaLUIO, OTHOCALLYIOCA K pe3ynbTaTUBHOCTU CUCTEMBI
MeHeKMeHTa KadvecTBa.
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5.5.3.1 lonoxeHus GMP, eknmoveHHbIe 8 Hacmosawjul cmaHdoapm, U HopMamueHbie mpebogaHUs1 0071-
XKHbI, 8 Heobxooumou cmerieHU, bbimb 008€0€EHbLI 00 C8EOEHUS KaXX0020 rnoopal3oesieHus.

9.5.3.2 PykosoOcmeo rnpeodnpusmus OO/IKHO bbimb C80E€8PEMEHHO UHPOPMUPOBAHO O KpUMUYECKUX
cumyayusix e obrnacmu Kadyecmea.

[TpumedyaHue—lpumepamu ripoyeccos obmeHa uHbopmayuel ABMASIHMC MPoUecchl, C83aHHbIe ¢ 0bme-
HOM UHbopmauyued o rnonumuke 8 obnacmu Kadecmea, aHaruse co CmopoHsl pykogodcmea, pesynbmamax 8HYMmpeHHUX
[IPOBEPOK Kayecmeaa, a makxe 0 KOPPeKkmupyrowiux u rnpochunakmudeckux delcmesusx.

5.6 AHanus co cmopoHbI pykosoodcmea
5.6.1 O6Lwune nonoxeHus

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. [ peboBaHUA
5.6.1 OOLwWwune nonoxeHus

Bricllee pykOBOACTBO AOIMKHO aHaNM3UpOoBaTh Yepes 3annaHMpoBaHHbIE MHTEPBAalbl BPEMEHN CUC-
TeMy MEeHeMKMEHTa KavyecTBa opraHusaunm B Lenax obecnevyeHnUsa ee NOCTOAHHOW NPpUrogHoOCTU, AoCTa-
TOYHOCTWU U PEe3yNbTaTUBHOCTU. OTOT aHaNM3 ACITKEH BKNOYaTh B cebS OLEHKY BO3MOXHOCTEN YNyYLLEHNN
M NOTPEBHOCTUN B UBMEHEHUSIX B CUCTEME MEHEePKMEHTa KavecTBa opraHnsaunn, B TOM YUCHE B MONMUTUKE U
Lensx B obnactu kayecTBa.

3anucn o6 aHanuse CO CTOPOHbI PYKOBOACTBA OO/MKHbI NoadepXuBaTbCad B pabodyeM COCTOM-
HUA (4.2.4).

5.6.2 UcxopaHble AaHHbLIe ANSA aHanNU3a

FTOCT P UCO 9001—2008 CucteMbl MeHeOXKMEHTa KavyecTBa. [ peboBaHuUA

5.6.2 BxogHble AaHHbIe ANA aHanNU3a

BxoaHble gaHHble ANS aHanM3a Co CTOPOHbLI PYKOBOACTBA AO/KHBLI BKMNOYATh B ceba crneaytoLlyto
MHPOPMaLIUIO:

a) pesynbTaTtbl ayauToB (NPOBEPOK);

b) obpaTHyto CBA3b OT NoTpebutenen;

) (PYHKLUMOHUPOBAHME NPOLLEeCCOB 1 COOTBETCTBMUE NPOAYKLUUWN;

) cTaTyc npeaynpexgaroLlinx U KoOppekTUpYoLWMX 4eNCTBUN;
) nocneaywowme AencTBUA, BbiTeKaroLlme 13 npeablaywnx aHanmsoB CO CTOPOHBbI PYKOBOACTBA;
f) nameHeHusa, kKoTopble MO Obl NOBNUATL HA CUCTEMY MEHEe)KMEHTAa KavyecTBa;
g) pekomeHaauum no ynydlleHuo.

C
d
e

h) OaHHbIe 06 achchekmusHocmMU ObYyYeHUS.
5.6.3 Pe3ynbmambl aHanu3sa

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. T peboBaHUA

5.6.3 BbIXxoaHble AaHHble aHanNUu3a

BbiXxoaHble AaHHbIE aHanMs3a co CTOPOHbLI PYKOBOACTBA AOIPKHBLI BKMOUAThL B ceDS BCe pelleHUsa r
NencTBUA, OTHOCALWMECH:

a) K NOBLILWEHWUIO pe3ynbTaTUBHOCTU CUCTEMbBI MEHEPKMEHTA KavyecTBa N ee NMPoLIEeCCOoB,;

D) ynyJdweHuo NpoayKUMM No OTHOLLIEHUIO K TpeboBaHUAM NOTpebuTeneu;

C) NoTpebHOCTN B pecypcax.

6 YnpaBneHue pecypcamm

6.1 ObecneyeHue pecypcammn

TOCT P UCO 9001:2008 CucteMbl MeHeA)XKMeHTa KadyecTBa. TpeboBaHUA
6.1 ObecnevyeHune pecypcamm

OpraHusaunsa AoirkHa onpeaennTs U obecnevnBaTth pecypchl, Tpebyemble:
a) AN BHeApeHUa 1 nogaepXxaHnsa B paboyemM CoCTOAHUN CUCTEMbI MEHEXKMEHTa KavyecTBa, a Tak-
)Xe NMOCTOSAHHOIO MOBLILIEHNS ee Pe3ynbTaTUBHOCTU;

b) NOBbIWEHUS YOOBNETBOPEHHOCTU NOTpebuntenen nyTem BbiNONHEHUS NX TpeboBaHWNA.
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6.2 lNepcoHan
6.2.1 O0OWune nonoxeHus

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

6.2.1 OOLwWune nonoxeHus

[TepcoHan, BbINOMHAKLWNNA paboTy, BNUALIOLLYIO HA COOTBETCTBUE NPOAYKLUN TpeboBaHUAM, OOIMKEH
OblTb KOMMNETEHTHBLIM Ha OCHOBE NOJTyYeHHOro obpasoBaHUs, NOAroTOBKU, HABLIKOB M OMbITA.

[TpumeyaHune—Ha cootBeTCcTBME NPpOoAYKUMKN TPEOOBAHUAM MPSIMO UNMN KOCBEHHO MOXET BIUATbH NEPCO-
Han, BbINOMNHAKOLWMWA NMobyto paboTy B paMKkax CUCTEMbl MEHEI)KMEHTA Ka4yeCcTBa.

6.2.2 KOMNeTeHTHOCTb, OCBeAOMINEeHHOCTb U NOAroToOBKa

[OCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KadyecTBa. [ peboBaHuA

6.2.2 KOMNeTeHTHOCTb, OCBeAOMNEeHHOCTb U NOoAroToBKa

OpraHnsaynga gomkHa:

a) onpeaensaTb HeObXoANMYKO KOMNETEHTHOCTb NepcoHana, BeINoNHALWero pabdoTy, KoTopas Brus-
eT Ha COOTBETCTBUE TPEDOBAHUAM K KAYeCTBY NPOoayKLNN;

b) roe 3To BO3MOXHO, obecneymBaTtb NOArOTOBKY UMW npeanpuHimMaTtb Apyrme AeUcTBUSt B LENsIX
AOCTUXKEHNA HeODbXoAMMON KOMNETEeHTHOCTW;

C) OLeHMBaTb pe3ynbTaTUBHOCTbL NPUHSATBLIX Mep;

d) obecneunBaTb 0CBEAOMMNEHHOCTb CBOEro nepcoHana ob akTyanbHOCTU N BAXKHOCTU ero gesiteslb-
HOCTW U BKNaJde B AOCTUXKEHMe uernen B 061acTtun KavecTBa;

e) nogaepXxuesaTb B paboyem COCTOAHUM COOTBETCTBYIOWME 3annucKu o6 obpasoBaHun, NOAroTOBKE,
HaBblkax 1 onbiTe (4.2.4).

6.2.2.1 Oby4yeHue no GMP
6.2.2.1.1 Cneoyem opeaaHu3ogampb OOMoOfIHUMENbHOEe 0by4yeHUe, KOmopoe OOTKHO Mpo8odumhbcs

pez2yrisipHO U 8KImoYame usydeHue rnpuHuunos GMP, a makxe ecex UHCnekuul u chakmopos, s8usioujux Ha

Kadyecmeo rnpooyKuuu u Ha cucmemy obecriedeHusa kadecmea. Takoe obyyeHue OOIIKHO 8Killo4amb 6 cebs
paccMompeHue:

a) pUCKO8 3az2psI3HEHUSsT U NepeKpecmHOo20 3a2psa3HeHUs,

b) nomeHyuanbHOU onacHocmu O/l KOHeYHO20 r1ob3o8ameris/ nayueHma 8 criydyae 3a2ps3HeHUs
npooyKyuu;

C) 8nusHUA mobbiX OMKITOHeHUU O0m yCcmaHO8/TeHHbIX UHCMPYKUUU, rpoyeccos Unu crneyuchukayul Ha
Kadecmeo rpolyKyuu ons nompebumerns unu KOHe4YHo20 rojib3osameris.

6.2.2.1.2 Ocoboe sHUMaHUe crieoyem yoensamb o0by4yeHUo repcoHana, pabomaruweao 8 rpousso-
ocmee cmepuUnbHbIX Mamepuaros Unu Mmamepuaros, rnpeodHa3sHa4YeHHbIX 0 rocneoyrouwied cmepunusayuu.

6.2.2.1.3 Cnedyem npoeooums crieyuarnbHoe obyyeHue rno gornpocam ripedomsepallieHuUss MUKpobuo-
JTo2UYECKO20 3az2ps3HeHUsT U 3a2psa3HeHUd 4dacmuuyamMu, a makxe nomeHyuanbHoU ornacHocmu makux
3a2psA3HeHUU o0nd nayueHma.

6.2.2.1.4 [loemopHoe obyyeHue OO/IKHO OCYWecmernsamecs Yepes yCmaHOBIIEHHbLIE MPOMEXYMKU
8pEeMEHU.

6.2.2.2 BpeMeHHbIU nepcoHanl OCIKeH rpoumu obyyeHue unu Haxooumbcs Mol HabrooeHuem
obyyeHHO20 rnepcoHana.

6.2.2.3 B cnyyae rnpuenedyeHUs1 KOHCY/IbMaHmMoe8 rio 8oripocaM Kadyecmea criedyem secmu Ux y4dyem,
8K/ToYasi OaHHbIe 06 UX KeanudpuKkayuu U muriax oka3aHHbIX yciiye.

6.3 NMomellueHUs, o6opyaoBaHUue U MaTepuanbHoe obecnevyeHue

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

6.3 UHdpacTpyKkTypa

OpraHusauma aofmkHa onpeaensTb, obecnevynBaTh U nogaepKneaTb B pabovyem cocTOsIHUN UHdpac-
TPYKTYPY, HEODXoaAMMYIO OANS AOCTUXKEHUS COOTBETCTBUSA TpeboBaHUAM K npoaykunn. NHdppacTpyKkTypa
MOXeT BKMNoYaTh B cebs, ecnu NpMMeHUMO:

a) 30aHusA, pabodvee NPOCTPaHCTBO U CBSI3aHHbLIE C HUM CpeACcTBa Tpyaa;

b) obopyaoBaHMe ANgA NpoLeccoB (Kak TeXHUYEeCKNe, Tak U NporpaMmmMmHble CpeacTBa);

C) cnyXbbl obecneyveHuUs (Takme Kak TpaHCnopT, CBA3b UMY MHOPMALIUMOHHBIE CUCTEMBI).
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6.4 lNpousBoacTBeHHada cpeaa

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavecTBa. T peboBaHUA

6.4 lNpousBoacTtBeHHada cpeaa

OpraHusaunsa gomkHa cosgaBaTb NPOU3BOACTBEHHYO cpeay, Heobxoaumyto Ans AOCTUXKEHNSA CoOoT-
BETCTBUSA TpeboBaHUAM K NPOAYKLMN, N YNPaBATb eto.

[TpumevyaHHne— TepMnH «NPOU3BOACTBEHHAs cpeaa» OTHOCUTCS K YCITOBUSAM, B KOTOPbIX BbINOMHAIOT pa-
boTy, BKNtouasa puanyeckne, 3Konormieckne n gpyrme pakropsl (Takme Kak Wwym, TeMnepaTypa, BMaXXHOCTb, OCBELLLEH-
HOCTb UMW MOrogHbIe YCIOBUS).

6.4.1 TpeboBaHNA K NPpONU3BOACTBEHHOMN cpeae

6.4.1.1 OpeaHu3zayus O0MMKHa ycmaHo8umb U OOKyMeHmarnbHoO ohopmMumb mpebogaHUs K cOCmos-
HUK 300p08ks, 4ucmome, 00exXxoe U KOHMPOITo Hao 0ocmyrioM riepcoHaria 8 ciiydae, eciiu KOoHmakm 3mozao
riepcoHarna ¢ riep8UYHbLIM YraKo8O4YHbIM MamepuarioM Unu ¢ rpou3sooicmeeHHoU cpedol MoXem Heaamue-
HO cKalambCs Ha Kadecmee Mamepuarna.

6.4.1.2 B cny4dae, ecriu ycriogus npou3eo0CcmeeHHOoU cpelbl MO2ym He2amueHO 8/1UsIMb Ha Ka4ecmaeo
rnep8UYHO20 Yrako8O4YHO20 Mamepuara, opz2aHusauus OO/MKHa orpeoeniumes mpeboeaHus K rpou3eoo-
CmMeeHHOoU cpede U pa3pabomamb cucmemy a¢hheKmusHo20 HabriroOeHUs U yrpaeiieHUs ycrogusiMu rpou3s-
800CMBEeHHOU Ccpeokhl.

6.4.1.3 [llpu Heobxooumocmu criedyem ycmaHogume crieyuanbHbie mpebosaHus 0nd obpalleHus ¢
3a2pPA3HEHHbIMU rNepeuYHbIMU yrNako8oYHbIMU Mamepuanamu OIS ripedomepallieHus] 3a2psa3HeHuUs opyaux
riep8UYHbIX YNaKo8O4YHbIX Mamepuarnos, NMpou3e800CcmMeeHHOU cpelki Uru riepcoHarna.

6.4.2 Knaccudpukauusa YncTbixX 30H/MUCTbIX NOMELLEeHUN

Hucmeie 30HbI (Yucmbie roMeuweHuUs1) OOJKHbI bbimb KnaccuguuyupogaHbl 8 coomeemcmeuu ¢
[OCT NCO 14644-1. Ux koHmMpone U akcrnnyamayus OO/MKHbI bbimb op2aHuU308aHbkli 8 coomeemcmesuu ¢
[OCTPUCO 14644-2, TOCTPUNCO 14644-3ulOCT PUCO 14644-5 unu aHano2u4yHbiMU OOKYyMeHmamu.

[1opsI00OK npoekmuposaHus, cmpoumenbscmea U MOHmaXxa 4YucmbiX rnoMeuweHuu rnpueedeH 8
[OCTPUCO 14644-4.

KoHmponb buo3azpsi3zHeHuUU Moxem bbimb op2aHu3oeaH 8 coomeemcmeauu ¢ FOCT P ACO 14698-1 u
FOCT P UCO 14698-2.

6.4.3 PaKkTopbl pUcKa, BNUAOLWUE Ha 3arpA3HeHUs

Ope2aHu3ayus OO/MKHa ofipedenume U KOHMpoIupogamse hakmopbki, Komopbkle Mo2ym rpusecmu K
3a2psA3HEHUIO rep8UYHbIX Yrako80YHbIX Mamepuaroes, Harnpumep:

a) aua2ueHa U cocmosiHUe 300p08bs rnepcoHana;

b) oo0exOa rnepcoHara, reenupHbie yKpalleHUs (8Kmo4Yas rnupcUuHz), KocMemuka,

C) KypeHue, npuem nuwiu, ynompebrieHue xesamesrbHoU pe3UHKU, Hallumkoe, UCrofib308aHue feKka-
PCMBEHHbLIX chedcme;

d) obpalweHue u ymunusayus mMycopa,

e) Mukpobuonoau4decKkoe 3a2psi3HeHUe.

6.4.4 bopbba ¢ HaceKOMbIMMU

Cnedyem pa3pabomamp U 6HeOpUMb UHCMPYKUUU 1o bopbbe ¢ HaceKOMbIMLU.

6.4.5 TexHn4yeckue n BcnomorarteribHble CUCTEMbI

6.4.5.1 Cnedyem nposecmu OUEHKY 8ITUSHUS MEXHUYECKUX cucmeM (Harpumep, nod2omoeKku 8030Y-
xa, napa, 2a3oe, 800bl) Ha Ka4ecmeo rnepeuU4YHbIX Yrako804YHbIX Mamepuanos. [JomKkHb! XpaHUmbCs] OOKYMEH-
mbi, OMHocsAuwuecss K makol ouyeHke (cMm. 4.2.4).

Criedyem makxe rposooums OUEHKY U Opyaux cucmem U hakmopoe (Harpumep, cMa3Kku, oxiiaxoaro-
WUX XKUOKocmelu, Maciia u 0p.), Komopkie Mo2ym ciliydallHo 8olUmu 8 KOHMakm ¢ rep8uyHbIMU Yrnako80O4YHbI-
MU Mamepuanamu.

Moxxem bbimb paccMompeHa 803MOXXHOCMb UCIOMTb308aHUS XXUCKocmel rnuuiesoz20 kKayecmsea (C yJe-
moM pakmopa pucka).

6.4.5.2 [lpu Heocbxooumocmu, O CHUXKEHUS 3a2psI3HeHUU credyem npedycMompemb 8€HMUMAUUIO U
MecmHbie omcochkl. Ocoboe sHUMaHUe criedyem yoenums cucmemMam peyupKynauuu.

6.4.5.3 Cnedyem 3a0ame U 8bINOMHAME mpeboeaHuUsi K 800e, eclii OHa Haxooumcsl 8 MpsIMOM KOH-
makme ¢ rnepe8uUYHbIMU Yrako8O4YHbIMU MamepuanamMu, UCXOOHLIMU Mamepuanamu Unu ucrnofib3yemcsi O5is
oyucmku obopyooeaHUsl, Haxoo0sawea0cs 8 rpsIMoM KOHmMakme ¢ Mamepuanamu.
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6.5 O6cnyxuBaHue

6.5.1 OpeaHusauus OOJ/IKHa ycmaHosumbe mpebosaHus K mexHU4YeCcKkomMy obcryxusaHuro (Harnpumep,
0719 NMpou3B00CMBEHHKIX npoueccos, cucmem U obopyodosaHusl) 8 ciiydyae, eciiu makoe obcnyxusaHue unu
e20 omecymcemaeue MOXem 8/1Usimb Ha Kadyecmaeo rnpodyKuuU.

6.5.2 Cnedyem secmu OOKyMeHmauyuro (nnaHbei-2pagbuku, XXypHarbl) mexHu4eckoz2o obcriyxusaHusl.

6.5.3 OpeaHuzayuss OormkHa obecriedyums 3Kcryamauyuro, yOopKy U mexHu4Yeckoe obcnyxuesaHue
rnomeuwieHul u obopyooesaHus e coomsemcmeut ¢ GMP 0ns Ucknwo4veHUs 3a2psSa3HeHUs rpolyKUuuUU (eKmoYas
KOHMPOIb Yacmuuy, U MUKpobuoo2u4ecKull KOHmMpOI-b, rpu Heobxooumocmu).

6.5.4 Cucmembi ¢ KOMIIBIOMEPHBLIM YripasiieHUeM, Komopbie Mo2ym 811Usimb Ha Ka4ecmaeo MnepeuUyHo-
20 YMaKoB8OYHO20 Mamepuarna, OOJIKHbI rpedycMampusamb KOHMPOb MpU MOHMaXe, 3Kcrnyamayuu,
obcnyxusaHUU, BHECEHUU U3MEHEHUU.

6.5.5 Cneoyem rioodepxxusamsb € paboyeM CcOCMOAHUU KOMITIIEKM MeXHUYeCcKoU OOKyMeHmauyuu Ha
obopyooeaHlUe, oKa3blgaroujee 8riusiHUe Ha Ka4ecmaeo.

7 Tlpoueccbl XKN3HEHHOro BMKna npoAayKuumn

7.1 TlnaHupoBaHUe NpoLeCcCOB XU3HEeHHOro Lukna npoayKkuum

TOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. T peboBaHUA

7.1 TlnaHnpoBaHUue NpoLueccoB XU3HEHHOro LMkKna npoAayKuuu

OpraHusauua gonkHa nnaHupoBaTh U paspabaTbiBaTh NpoLecchl, Heobxoanmele Ang obecneveHms
XXU3HEHHOro uukna npoaykuun. MNnaHupoBaHMe NpoLeccoB XU3HEHHOro LMkna npoaykuum A0SmKHO ObITh
cornacoBaHo ¢ TpeboBaHMAMU K APYTMM NpoLeccamMm cUcTeMbl MeHepKMeHTa KadecTtsa (4.1).

[1lpy NNaHnMpoBaHUM NPOLECCOB XU3SHEHHOro UMKia npoaykumm opraHusaumna Oo/mkHa YyCTaHOBUTD,
noagxoaswmm Ang Hee obpasom:

a) uenu B obnacTtun KadecTtBa 1 TpedoBaHMS K NPOAYKLNN;

b) noTpebHOCTb B pa3paboTke NPOLIECCOB N AOKYMEHTOB, a TakkKe B obecrneyeHnun pecypcamn ans
KOHKPETHOW NpoayKLUN;

C) HeobXoaumMyto AedATeNbHOCTL NO Bepudukaunm 1 sanugaumm, MOHUTOPUHIY, U3MEPEHUID, KOHTPO-
MO U UCNbITAHNAM ANA KOHKPETHOW NpodyKunn, a Takke KpUtepum NnprueMKu npoayKuunm;

d) sanucu, Heobxogumeble Ans ocbecrneveHnsa CBUAETENbCTBA TOTO, YTO NPOLECChI )KU3HEHHOTO LKA
NPOAYKUNN N NMPOAYKLNSI COOTBETCTBYIOT TpeboBaHusM (4.2.4).

PesynbTaT 3700 nnaHnMpoBaHUs AoMKeH ObiTb NpeacTaBneH B popMe, COOTBETCTBYOLLEW NpaKTUKe
opraHmsauuni.

[TpumevyaHNH

1 HOKyMeHT, onpegensiowmm npoLueccbl CUCTEMbI MEHEOXXMEHTA KaYvecTBa (BKNoYasa npouecchbl XU3HEHHOIO
LMKNa NPoOAYKUUN) N Pecypchbl, KOTOPbIE NPeACTONT NPUMEHSITb K KOHKPETHON NPOAYKUUK, MPOEKTY WU KOHTPAaKTY,
MOXET paccMaTpuBaTbCH KakK NnraH KavyecTBa.

2 [lpn paspaboTke NPOUECCOB XMU3HEHHOIO LUKIA NPOAYKUMN OpraHn3aumnst MOXeT TaKXKe NPUMEHATb TpeboBa-
HUsA 7.3.

/.1.1 Cnedyem y4yumbsigamb 0CObOEeHHOCMU HEMNpepbI8HLIX MPOUEeCcco8 8hirnycKa rnep8uUYHbIX Yrnakogou-
HbiX Mamepuanos. Criedyem makxe rnpedycMmompems nopss0oK ombopa U coxXpaHeHUs 8 Haonexaujux ycro-
8USIX apXU8HbIX 0bpa3suos rpodyKuuu.

/.1.2 OpeaHu3zauusi O0JKHa npoeodumse aHarll3 pucka Ha ecex amariax XU3HeHHo20 UlUKa npooyK-
Yuu u rnoooepxusams coomeemecmeyroulyro OoKymMeHmauyur 8 pabo4yemM cocmosHuUU.

7.2 Tpouecchbl, cBA3aHHbLIE C NOTpebuTenamMmmu
7.2.1 OnpepeneHue TpeboBaHUN, OTHOCALLUXCA K NPOAYKLUN

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

7.2.1 OnpepeneHue TpeboBaHUN, OTHOCALLMXCA K NpoAYKLUU

OpraHunsauns gomkHa onpeaennThb:

a) TpeboBaHUsA, yCTAHOBMEHHbIE NOTPEDUTENAMN, BKITOUad TpeDOBaHNA K NOCTaBKE N AEATENbHOCTHA
Nnocne NoCTaBKU;
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b) TpeboBaHus, He onpeaeneHHble NoTpebuTenem, Ho Heobxoanumble AN KOHKPETHOro UK Npeano-
rlaraemMoro UCronb3oBaHUA, Koraa oHO U3BECTHO;

c) 3akoHogaTenbHblE N Apyrne obsasaTenbHble TpeboBaHMA, OTHOCALWMECH K NMPOAYKLNN;

d) ntobble gononHUTenbHble TpeboBaHNA, paccMaTpUBaeMble opraHMusaLuen Kak Heobxoanmele.

[TpnmedaHune—JearenbHOCTb NOCNE MOCTABKU MOXET BKITIOHATL B €05 AENCTBUSA MO rapaHTUMHOMY 0Dec-
NeYEeHNI0, KOHTPAKTHbIM 00A3aTenbCTBaAM, TAKUM KaK yCNyrm nNo TEXHUYECKOMY ODCNYXMBAHUIO, U OOMONHUTENBHbIE
YCIyrn, Kak ytunmaaumsa unm nosiHoe YHUYTOXEHNE.,

7.2.1.1 Cnedyem onpeodenume mpebosaHus K rpolyKyUU, 8KITKOYas Xxapakmep UaMeHeHUU, rpu Komo-
pbix mpebyemcsi obsizameribHoe yeeOoMIIeHUe.

7.2.1.2 Cnedyem onpedenume mpebogaHus nompebumerns ro rnpedomspauieHuUr HeCaHKUUOHUPO-
8aHHO20 UCI0J1Ib308aHUsI OMX0008 rep8uUYHbIX YNaKo80O4YHbIX Mamepuaroe (ekmo4as obpa3suki, rnonuzpachu-
Yyeckue mamepuaribl, 3ImUKemku).

7.2.2 AHanus TpeboBaHUN, OTHOCALLMXCA K NpoAYKLUN

[OCT P UCO 9001-2008 CucteMbl MeHeA)XMeHTa KadecTBa. TpeboBaHUA

7.2.2 AHanuns TpeboBaHUN, OTHOCALLUXCA K NPpOAYKUNU

OpraHusauust Ao/mMKHa aHannM3npoBaTh TpeboBaHUs, OTHOCSLLMECS K MPOAYKLUMNA. ITOT aHanms aori-
)KEH MPOBOANTLCA A0 MNPUHATUA opraHmsauuen obsizatenbcTBa MOCTaBNATb NPOAYKUUIO NMoTpebutento
(Hanpumep, ydacTmsa B TeHaepax, MPUHSTUE KOHTPAaKTOB U 3aKa3oB, NPUHATAE UBMEHEHWNI K KOHTpaKTam
M 3aKkasam) 1 gomkeH obecnevnBaThb:

a) onpegeneHne TpeboBaHUU K NPOAYKLUNN;

b) cornacoBaHue TpeboBaHWUN KOHTPaKTa UNK 3akasa, oTNu4alLnUXcs oT paHee chopMynnupoBaH-
HBIX;

C) CNOCODHOCTL OpraHunsaLnmn BeINMOMNHATL onpeaeneHHble TpeboBaHUS.

3anncun pesynbTaToB aHanmsa 1 nocneayrwnx 4eUCcTBnin, BblTEKaOLWMUX N3 aHanunsa, ACMKHbI Noa-
OepXnBaTtbesl B pabodem cocTosiHum (4.2.4).

Ecnu notpedbutenn He BbIABUTAOT AOKYMEHTUPOBAHHLIX TPpeboBaHWA, opraHM3auns AormKHa noj-
TBEPAUTb UX Yy NOTPedbUTenst 40 NPUHATUSA K UCTIONHEHUIO.

Ecnu TpeboBaHns K NpoayKumMn U3MEHEHbI, opraHmnsauusa JomkHa obecnevnTb, YTODbl COOTBETCTBYHO-
LLie OOKYMEHTbI ObINA UCNpaBneHbl, a 3auHTepecoBaHHbIN rnepcoHarn 6bin NocTaBneH B M3BECTHOCTb 06
M3MEHUBLUNXCA TpeboBaHUSIX.

[TpuMeyaHn e —BHEKOTOpbIX CUTYyaUUSX, TAKUX KaK NPOaaxu, ocyLLecTBNsiemMble Yepes IHTepHeT, NpakTu-
4YeCKU HelenecoobpasHo NpoBoAUTL ouLManbHbIM aHanM3 KaXaoro 3akasa. BmecTo sToro aHanms Mo)eT pacnpocTtpa-
HATbLCS HA COOTBETCTBYIOLWLYIO MHGOPMALMIO O NPOAYKLMKM, TAKYIO Kak KaTtanorn Unu apyrme peknamHblie matepuarnsi.

7.2.3 CBA3b ¢ noTpedbutenamm

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. [ peboBaHUA

7.2.3 CBA3b C noTpeduTenamm

OpraHunsaunst JoSmKHa onpeaensTb 1 OcyLecTBNATb 3 eKTUBHbIE Mepbl N0 NoAAePXKaHUIO CBA3U C
noTpedbutTenammn, Kacarwlmnecs:

a) UHpopmaLnn o NPoAYKLIUN;

D) NpPOoXOoXAeHUS 3anNPOCOB, KOHTPAaKTa UMK 3akasa, BKoYvas rnornpaBku;

c) obpaTHOWU CBA3M OT NOTpebuTenen, BKNoYas xanobdbel notTpedbutenen.

7.2.3.1 OpeaHuzayus Oo/lXHa pa3pabomampe U ro0oepxusampe cUCMeEMY OOKYMeHMUPO8aHHOU
obpamHoU ¢8s13U C UEeNbi paHHe20 UHOpMUPpOo8aHUS O 803MOXHbLIX UMU cyuwecmsayrouwiux rnpobrnemax ¢
KadecmeoM U ydyema 3amMedaHuu rnompebumenel rnpu rpUuHImMuUU KoppeKkmupyrowiux U npeoyrnpexoarouiux
oeucmeaull.

7.2.3.2 [lo mpebosaHuo nompebumerns opa2aHusayus OOJIKHa coanacoeame riepevyeHb U3MeHeHUU,
O/151 KOMopbIX criedyem rofly4umse rnuUcbMeHHoe coafiacue 00 UX ymeepXXOeHUs unu mpebyemcs morsibKo
oriogeleHue. VIHgpopmalylusi 0 BHOCUMbBIX U3MEHEHUSIX O0MKHa coobuwambcsi ceoespeMeHHOo. [lpolyecc sHe-
CeHUs U3MeHeHUU OoimKeH bbimb coanacogaH (cMm. 7.2.1).

PexkoMeHOyemcst ogbopMUMb cozanalleHue MeXoy opaaHu3ayuel U nompebumenem o mpebogaHuUsIX K
MPOOYKUUU U 8KITIOYUMb 8 HE20 NMOps00K Oelicmeaul 8 criydae OMKIIOHEHUU om ycmaHO8MeHHbIX mpebosaHUul.
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7.3 lNpoekTupoBaHue U paspadboTka
7.3.1 NnaHnpoBaHWe NpPoOEKTUPOBaHUA N pa3paboTKu

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

7.3.1 MnaHnpoBaHUue NPOEKTUPOBaAHUA U pa3padboTKu

OpraHnsauust 4omKHa NNaHnMpoBaTh NPOEKTUPOBaHNE U pa3paboTKy 1 ynpaBnisiTb 3STUMMK NpoLeccamum.

B xoge nnaHUpoBaHUSA NPOEKTUPOBaHUA N pa3paboTkM opraHmsauunda gomkHa yeTaHaBNBaTh!

a) cTaganun NPOEeKTUPOBaHUNA N pas3paboTKuy;

b) npoBegeHWe aHanusa, Bepudmnkaum n Banuaaun, COOTBETCTBYIIOLWMNX KaXKaoW CcTaguun npoeKkTn-
POBaHUSA U pa3paboTKu;

C) OTBETCTBEHHOCTb M MOMHOMOYUS B 0OMacT NPOeKTUPOBaAHNA U paspaboTKN.

OpraHusaunsa aoimkHa ynpaenaTh B3aMMOAeUCTBMEM Pa3fINYHLIX FPYNM, 3aHATBIX NPOEKTUPOBAHUEM
n paspaboTKon, ¢ Lenbto obecneveHns 3P eKTUBHON CBA3M U YETKOro pacrnpeaeneHns 0OTBETCTBEHHOCTH.

PesynbTaTthl NNaHUPOBAHWNS OOMKHbBI aKTyanusnpoBaThCs, eClin 3TO HEODXOANMMO B NMPOoLecce Npoek-

TUPOBAHUA N paspaboTKu.

[TpunmeyaHun e — AHanna, Bepudukaumsa n Banmaauus NpoekTUPoOBaHUA U pa3padboTKM UMEIOT pasHble Lenw,
NO3TOMY X MOXXHO NPOBOAUTB M 3aNUCKU MO HUM BECTU KaK OTAENbHO, TaK U B NODbIX COMETaHUsAX, NOAX0ASWMX ANS NPO-

OYKUMW N OpraHmn3auum.

/.3.1.1 OpeaHu3zauyus 0o/kHa pa3pabomamb UHCMPYKUUU 110 MTPO8EOEHUI0 MPOEKMHbLIX U KOHCMPYK-
MmopcKux pabom. 3mu UHCMpyKUUU OOITKHbI 8KITioHamb 8 cebst OUEHKY pucCKa ¢ y4emoM coomeememeyroujux
mpebosaHutl GMP u nobbix nomeHUuarnbHbLIX orlacHocmelu 0nd nompebumens u, 8 ocobeHHocmu, 0Ons
nayueHma.

OmeemcmeeHHOCMb 3a MPoeKMuUpo8aHUe U OUEHKY pUCKa 00JTKHa bbimb coariacogaHa MeXXoy rnompe-
bumenem u opaaHu3zavueu.

B npouecce ripoekmuposaHus (paspabomkxu) crnedyem rnpeodycMompems riposepKy mozao, 4mo pe3yiib-
mam pabombsi coomeemcmeyem 3adaHHbIM mpebogaHusIM. 3ma rnpoeepKka O0/IKHa bbimb 8bINofIHeHa 00
3aseplieHuUs paspabomku.

7.3.2 UcxoOHbIe OaHHble OJ1s1 MPOeKmMupo8aHusi u pazpabomeku

TOCT P NCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

7.3.2 BxogHble AaHHble ANA NPOeKTUPOBAHUA U pa3paboTKKu

BxoaHble gaHHbIe, OTHOCALMECS K TPEeOOBaHUAM K NPOAYKLWN, ACIMKHBI ObITh onpeaeneHsl, a 3anuci
OOJTDKHBI nogaepXunBaTtbesi B pabovem coctodHun (4.2.4).

BxoaHble AaHHbIe A0KHbI BKIHOYaTh B cebdba:

a) (pPyHKUMOHAanNbHbIE N 3KCNNyaTauUoHHbIe TpeboBaHUS;

D) CcoOTBeTCTBYHOLWNME 3aKoHOAATENbHbIE U Apyrie obsa3aTenbHble TPeboBaHUS;

C) TaMm, rae 3170 BO3IMOXKHO, UHPOpMAaLIUIO, B3ATYIO N3 NpeablayLmnX aHanorM4HbiX NpoeKToB;

d) apyrne TpeboBaHuUs, BaXKHbIE NSl NPOEKTUPOBAHNS N pas3paboTKu.

BxoaHble gaHHblIe AOMKHBI aHaNM3NpoBaTbCH HA AOCTATOYHOCTL. TpeboBaHMA AOMKHbI ObITb MOMHbI-
MW, HEABYCMbICIIEHHBIMU U HENPOTUBOPEYNBLIMUA.

7.3.3 Pe3ynbTaT NpoeKkTUpoBaHUA U paspadboTku

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

7.3.3 BbiXxogHble AaHHbIe NPOEKTUPOBaHUA U pa3padboTKu

BbixoaHble gaHHbIe MPOEKTUPOBaHUA U pa3paboTKn OOITKHbI ObIThb NpeacTaBneHbl B dhopMe, noaxo-
asien ans nposegeHuUs Bepudurkaumm oTHOCUTENBHO BXOAHBIX TpeboBaHUN K NPOEKTUPOBAHUIO U pa3pa-
OOTKe, a Takke AO0MKHbI ObITb odnLManbLHO 0aobpeHbl A0 UX NOCNeayIoLWEero NCrnonb30BaHUS.

BeiXxoaHble AaHHbIE MPOEKTUPOBAHUSA U pa3pabOoTKU ACITKHbI:

a) COOTBETCTBOBAaTb BXOAHLIM TpebOBaHUAM K NPOEKTUPOBAHUIO N pa3paboTke;

b) obecne4ynBaTtb COOTBETCTBYIOLWEN MHPOPMALIMEN NO 3aKynKaM, NPOU3IBOACTBY U OOCNYKUBAHWUIO;

C) coaepXaTb KpUTepumn NpUemMKmn NpoayKumi Unn CCbliikn Ha HUX;

d) onpedenaTb XapaKTepUCTUKMA NpoayKLUUK, CylleCcTBeHHble AnA ee 6e30nacHoro 1M nNpaBUibHOMo

NCMNOJIb3OBAHUA.
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[TpumeyaHune—VHdbopmauusa nNo NPOM3BOACTBY N OBCNYXMBAHUIO MOXET BKMNOYaTh B cebs noapobHbie
OAaHHbIE O COXpPaHEHUN NPOAYKLUUW.

7.3.4 AHanus npoeKkTa u paspadoTku

[OCT P UCO 9001-2008 CucteMbl MeHeAXMeHTa KadecTBa. TpeboBaHUA

7.3.4 AHanus npoekTa un pa3padoTku

Ha cooTBeTCTBYOLWNX CTaAUAX OOIKEeH NpoBOAUTLCHA cCMCTeMaTUYeCKUA aHann3 nNpoekra 1 paspa-
OOTKM B COOTBETCTBUN C 3anaHAPOBaHHLIMKA MeponpuaTuamin (7.3.1) B uensix:

a) oUueHUBaHMS CNOCODHOCTU pe3ynbTaToB MPOEKTUPOBaHUSA N pPas3paboTKM YOOBNETBOPATL Tpebo-
BaAHUAM;

L) BbIIBNEHUA NOOLIX NPOOBNEM U BHECEHMSA NPEANOXKEHU MO HEOOXOANMBLIM AEUCTBUSM.

B cocTaB y4acTHUKOB TaKoro aHanusa AoMmKHbl BKIoYaTbCA NpeacTaBuTenn nogpasaeneHnn, MMeto-
LLIMX OTHOLLEHME K aHannsnpyeMou(biM) ctagun(sim) NnpoekTUpoBaHUA U paspaboTKn. 3annucu pesynbTaToB
aHanmsa 1 Bcex HeobXxoanMMbIX AeUCTBUN AOIMKHBI NoAAePXXUBATbCA B pabouemM cocTosasHuU (4.2.4).

7.3.5 Bepudukauma npoekta n paspadboTKu

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. T peboBaHUA

7.3.5 Bepudukauus npoekra n paspadboTku

Bepudukaums gomkHa OCYLWECTBNAATLCS B COOTBETCTBUM C 3anfaHUPOBaAHHLIMUA MEPONPUATUS-
MW (7.3.1) C LeNnblo YOOCTOBEPUTLCSH, YTO BbIXOAHLIE AaHHbIE NPOEKTUPOBaHUA U pa3padboTKM COOTBETCTBY-
10T BXOAHbLIM TpeboBaHUAM. 3annucn pesynbTaToB BepudnkaLnm 1 Bcex HeodbxoamnMmbliX 4eUCTBUAN OOMKHbI
noagepXXmnesaTtbcs B pabodem coctoaHum (4.2.4).

7.3.6 ATTecTauua npoekTta u pa3padboTku

FTOCT P UCO 9001-2008 CucteMbl MeHeA)XKMeHTa KadyecTBa. TpeboBaHUA

7.3.6 Banunpauua npoekta n paspadboTku

Banugaumsa npoekra 1 paspaboTkn A0MKHa OCYLLECTBNATLCHA B COOTBETCTBUN C 3an1laHUPOBaHHBIMIA
MeponpuUATUAMU (7.3.1) C LeNbio yOOCTOBEPUTLCH, UTO NONYyYEeHHad B pesynbTaTe NpoayKumMst COOTBETCTBY-
eT TpeboBaHNUAM K YCTAHOBMEHHOMY UMW NpegnonaraeMomMy UCNoNb3oBaHUI0, eCnii OHO U3BECTHO. [ae 310
NpakTU4YeCKN BO3IMOXHO, Banuaaumsa gomkHa ObiTh 3aBeplleHa A0 NOCTaBkU UMK NPpUMEHeHUs NpoayKLUN.
3annucuy pesynbTaToB BanMgaLunm 1M BcexX HeobxoanmMbliX AeUCTBUA OOIMKHBI NoAdepXnuBaTbcs B padbouem
COCTOSAHUU (4.2.4).

7.3.7 YnpaBneHue UsMeHeHUSAMU NPoeKTa U pa3padboTKn

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. T peboBaHUA

7.3.7 YnpaBneHue U3aMeHEeHUAMU NpPoeKTa U pa3paboTKn

NameHeHnsa npoekTa 1 paspaboTku A0MKHbI ObITb MOAEHTUDULMPOBAaHLI, a 3anncKu OOMKHbI noaaep-
XnBatbcs B pabodemM cocTosdAHUN. IaMeHeHUa A0KHbI ObiTb NpoaHanninpoBaHbl, BepUdnLnpoBaHbl U
BaNMAUpoBaHbl COOTBETCTBYIOLWMM 0Bbpa3oM, a Takke ogodbpeHbl 40 BHeCeHUs. AHANU3 MUSMEHEHUIN NPOoeK-
Ta N paspaboTkm AoMKEH BKNOYAaTh B ceba oLeHKY BNUAHUA U3MEHEHUIN Ha COCTaBHbIE YacTu M yXKe NOCTaB-
NEeHHyY NpoayKuuo. 3annucn pe3ynbTaToB aHannsa U3MeHeHUU U NMiodbIX HEOOXOANMBIX A€ UCTBUA AOIKHBI
noagepXXmnesaTtbcs B pabodem coctoaHum (4.2.4).

7.3.7.1 OnoBelleHuUe

O6 usMeHeHUsX, 3ampaausaruiux Kakue-nubo paHee ripedcmassieHHbie 0aHHbIe, He0bXO0UMO CO0b-
wums nompebumenio U, 8 criyydae ripedcmaesrieHusi opa2aHulauuel mexHU4YeCcKo20 00chbe, HerlocpeocmaeeH-
HO YOJTHOMOYEHHbLIM HaO30pHbLIM OpaaHaM.

7.3.7.2 U3MeHeHUA B NpoeKTe

B cnydyae sHeceHUs U3MeHEHUU criedyem riposecmu rnosmopHYyr ammecmauyuro U3MEeHEeHHOU OOKY-
MeHmauuu, rnpu HeobxoouMocmu opa2aHu308amsb roekillieHuUe Keanugukalyluu riepcoHarna.
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[lpbumeyvyaHUSA

1 Pesyrnnbmamei ripoekmuposaHus u paspabomku moaym exkmwoyame 8 cebs OokymMeHmauyuro (crieyugukayuu,
MmexHoo2u4deckue rpoueccehl, Hepmexxu, uccrnedogamersibCKue omyemsi), a makxe obpasuski.

2 KoHpuOeHyuansHasa HaydyHas u mexHudeckas UHgopmauusa (npuHaodnexawlas opzaHusayuu) moxem Obime
riepedaHa 8 cocmage 00Cbe HeriocpeoCmeEeHHO YrOfIHOMOYEHHOMY HaO30PHOMY opeaHy (Haripumep, mexHU4YeCKoe
docke).

7.4 CHabXxeHue NcXogHbIMU MaTepuanamMmin
7.4.1 llpouecc 3aKynok

TOCT P NCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. TpeboBaHUA

7.4.1 lNpouecc 3akynok

OpraHusauna aomkHa obecnedmBaTb COOTBETCTBUE 3aKyNNeHHOW NpoayKUMKU YCTAaHOBMNEHHBLIM Tpe-
OOBaHUAM K 3aKkyrnkam. TUn 1 cTeneHb ynpaBneHus, NpUMeHsieMble Mo OTHOLLUEHUIO K MOCTaBLUMKY U 3aKyn-
NeHHOM NpoAayKLUMK, OOMMKHBI 3aBUCETh OT ee BO3AeUCTBUA Ha nocneayolwme ctagum XXU3HEeHHOro Lnukna
NPOAYKLUUN U TOTOBYIO NPOAYKLUMUIO.

OpraHusaumsa go/hKHa oueHUBaTh U BbiIDUpaTb NOCTaBLUMKOB HAa OCHOBE UX CMOCODHOCTU NOCTaBNSATh
NPOAYKLUMIO B COOTBETCTBUM C TPeOBOBaHUAMM opraHnsaunn. JomkHbl ObITh paspaboTaHbl KOoUTEPUN OTOO-
pa, OLLEHKN 1 NOBTOPHOW OLUEHKU. 3annucun pesynbTaToB OLUEHUBAHUS U NODLIX HEOOXOAUMbIX AEUCTBUN,
BbITEKAIOLLIMX N3 OLEHKW, AOIKHBI NOAAePXMBATLCA B pabouemM cocTosAHnn (4.2.4).

7.4.1.1 OpeaHu3salyus Oo/mKHa ymeepoumpb rnocmasuUuKos:

a) UCXOOHbLIX Mamepuarnos,

b) cpedcme obecrieyeHus rnpoyeccos, Kpumu4yeckux O Kadecmaea,

C) YNakoe8OYHbIX Mamepuarog O/l UCMOob308aHUsI 8 YUCMbIX NMOMeUWeHUsIX.

7.4.1.2 OpeaHu3zauus Oo/mKHa ornogecmums rnompebumerns rieped mem, Kak omoagamse KaKkyro-nubo
yacme ripouecca ripoussoocmea Ha cybrioopso.

7.4.1.3 Bce ycnyau cybrnoopadyukos (sKkno4vas rnpeodocmasiieHue UCXOOHbIX Mamepuarnos, nabopa-
MOPHbIe ycriyau, cmepunusayuio, yeryau rno kanubposke u ammecmauuu, obcnyxueaHuro, ybopke, mpaHc-
rnopmupo8aHuUIo, KOHMpOo Hal epedumernsMmu (HacekoMbiMU U 1p.) U 8bi803 Mycopa), enusaruilue Ha
Kadecmeo rnpooykKyuu, criedyem KOHMpoupogams ¢ y4emom ¢hakmopa pUuckKa.

7.4.1.4 KoHcynbmaHmMbI 110 8oripocamM rnpoussoocmea U KOHmMpOosiss Mamepuanos O51s rnep8u4vyHoU yria-
KOBKU OOJIXKHbI paccMampueambcsi KaK rnocmaeuiuxku.

7.4.1.5 lNocmasuwuku Mmamepuarnos U ycrya, Kbumu4ecKkux O1d kadyecmea, OOJIKHbI bbimb ymeepxxoe-
Hbl OMOeJNIoM Ka4decmea unu ripedcmaesumernieM omaoena Kadecmea.

7.4.1.6 OpeaHu3ayusa OO/MKHa oyeHusampe U g8ecmu 3ariucu o KomMmremeHmHocmu nabopamopud,
8bINOJTHARWUX pabombi, KpUumu4ecKU 8aXXHble 05si Kadyecmea. OpzaHu3alyus O0J/IXKHa Mofib308amhbCsl yCIly-
2aMu morbKo mex nabopamopul, Komophbie OHa ripu3Haia KoMaemeHmMHbIMU O 8bIMNOSIHEHUS pabom, Kpu-
MUYEeCKU 8aXHbiX OI1d Kadyecmaa.

7.4.1.7 B cny4dae, ecnu npouecc cmepunusauuu omoaH Ha cybrioopsio, opzaHu3ayusi 0oimkHa ybe-
oumbcs, Ymo fnpouecc coomeememeayem mpebosaHusam 7.5.1 u 7.5.2.

7.4.1.8 VI3zmeHeHuUe nocmasuwuKkoe UCXO0HbIX Mamepuarog, Kpumu4yecKu 8axkHbix Ol Kadecmaea, 00J1-
XKHO ocylulecmserniimbCsi 8 coomeemecmeulu ¢ UHCMpyKuueu rno 8HeCeHUK U3MeHeHULU.

7.4.2 NHpopmMmayus no 3aKyrnkam

TOCT P NCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavecTBa. TpeboBaHUA

7.4.2 NWHhopmaLuna no 3akynkam

MHdopmaLms no sakynkam gomkHa onuckiBaTh 3akasaHHYIo NPOAYKLUIO, BKNOYas, rae 310 Heobxo-
oMo, TpeboBaHUA:

a) KoduumansHoMy oaocbpeHunto npoaykLmn, npoueayp, npoLeccos 1 odbopyaoBaHUS;

b) KBanudpuMkauum nepcoHana;

C) cMCTeMe MeHeKMeHTa KadecTBa.

OpraHusauunsa gomkHa obecnevnBaTth 4OCTAaTOYHOCTb YCTAHOBMEHHbLIX TPEDOOBaHUN K 3aKynkam Ao UX
cOOBLIEeHNST NOCTaBLLMKY.

7.4.2.1 B npedenax, HeobXxoOuMbix Of1F rpociiexusaeMocmu, yKkalaHHbIx 8 7.5.3, op2aHu3auusi 0oJi-
JKHa coXpaHsame UHGbopMayuro rno cHabxxeHuro, m. e. OokKymMeHmbl (cM. 4.2.3) u 3anucu (cMm. 4.2.4).
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7.4.3 KoHTponb 3a nony4YeHHbLIMU MaTepuanamMmin

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. [ peboBaHUA

7.4.3 Bepudukauma sakynneHHou npogykumu

OpraHusauna gomkHa paspaboTtatb U OCYLLECTBNATE KOHTPOMb UNMX APYIYIIo AeATENbHOCTL, HEODXO-
OnMmMyro anst obecneyveHnUss COOTBETCTBUSA 3aKyNneHHOW NPOAYKUNN YCTAaHOBNEHHBLIM TpebOBaHUAM K 3aKy-
Kam.

Ecnun opraHmsauns Unm ee noTpeduTens npeanonararoT OCYLWECTBUTb BEpUUKALNIO Y MOCTaBLLMKA,
TO OpraHm3auuna gomkHa yCTaHOBUTL Mephl Mo Bepudnkaum 1 nopsagok Beinycka npoaykumm B MHQOopMa-
LA MO 3aKynKam.

7.4.3.1 lony4yeHHbIe UCXOOHbIe Mamepuaribl O0/MKHbI bbimb YU3UYeCKU UMU aOMUHUCmMpamueHo U30-
JluposaHbl 00 mex rop, rioka oHU He byodym OornyuleHsb! K UCMOb308aHUI.

[ pumMeyaHUe— B ucknroyumensHbiXx obcmosamernscmaeax Moxem b6bimb UCTONb308aH mMarnepuali, rpPpoO8ePKa
KOmopoec0o He 3aesepulieHa, ripu ycrioeuu, 4rmo Oeﬁcmeyrom UHCMPYKUUU besorracHocmu, eaPaHMUPyrowWUe, 4rmo rnpous3ee-

OeHHbIe repauYyHbIe Yrako8oYHbkIe Mamepuarbl He byOym ebiryWweHb! Ha PLIHOK 00 mex riop, roKa cmamyc UCXOOHbIX Ma-
mepuarnog He byodem rnoomeepK0eH.

7.4.3.2 Cnedyem xpaHumpb OOKyMeHmauuro rio KOHMpOoITo Hao UCXOOHbIMU Mamepuanamu (cM. 4.2.4).

7.4.3.3 Ombop 0bpa3syoe OOMKeH Mpou3eooumscs rno UHCMpyKUUU ¢ ucronbi3oeaHueM obopyodosaHusi
U 8bINONTHEHUEM Mep, rMo380/ISIOWUX rnpedomepamumbs 3a2ps3HeHUe.

7.5 lMpouszeoacTBo U obcnyxuBaHue

7.5.1 YnpaBneHue npoM3sBoACTBOM U 06cnyXKUBaHMEM

FTOCT P UCO 9001—2008 CucteMbl MeHeOXMEHTa KavyecTBa. [ peboBaHuUA
7.5.1 YnpaBneHue npoM3BOoACTBOM U 00CnyXuBaHnem
OpraHusaunsa aomkHa nnaHupoBaTh U OCYLLECTBNATE NPOU3BOACTBO M 0DCNyXXMBaAHUE B yrpaBnse-
MbIX YCNOBUSIX. YNpaBnsieMble yCNOBUA OOMKHBI BKITloYaTh B ceby Tam, rae 310 NPUMEHUMO:
a) Hanu4yue UHgopmMaunn, onuckiBaloLLen XxapakTepucTUK NpoayKumn;
D) Hanuune pabovnx UHCTPYKUUN B crniydae HeOObXoaUMOCTN;
C) NMpUMeHeHune noaxoasalero odbopyaoBaHUs;
d) Hanuyme n NnpMMeHeHne KOHTPONBHOro U U3MEPUTENbHOro 0bopPYyAOBaHNUS;
e) npoBeaeHNe MOHUTOPUHIra N N3MepPEeHUN;
f) ocyllecTBNeHne BbINycka, NoCcTaBKU U AeNCTBUI NOCe NOCTaBKU NpoayKLUUN.

g) ornpeodesieHue 0amel ripou3soocmea ¢ y4emom UCofb3yeMbiX Npoyeccos;

h) ocoboe gHUMaHUe K orepalusmM MapKUpoeKU, amukemuposaHUs U yYriakoeKku ¢ Uerbi 3¢bghekmus-
HO20 KOHMpOIs U npeoomsepallieHuUs1 owubok;

[) UHCMPpYKUUK, ONpeOeaioWyro yrnpasineHue omKknoHeHUsaIMu 8 ripoyeccax. OmKIOHEHUS, Kpumu4dec-
Kue Ons Kadyecmea, OO/KHbI bbimb Uccrie0o8aHbl, a pel3yrbmamebi uccrnedogaHul ohopMIieHbl OOKYMEH-
marnbHo (cM. 4.2.4).

7.5.1.1 HnctoTa npoaykumm N KOHTPOIb 3arpsa3HeHuns

7.5.1.1.1 OpeaHuzayus 0o/mkHa paspabomamb mpebogaHus K Yucmome nepsuyHbIX yrnako804YHbIX
Mamepuarnoe U MemooaM ripedomepallieHuUs1 3a2psi3HeHUs obopyodogaHus Unu npooyKuuu.

Cniedyem ouyeHUMb NomeHyuarnbHbIe PUCKU, C8s3aHHbIE C MamepuanaMu Unu cpedocmeamu obecrieye-
HUS rpoueccos, Komopbkie Mo2ym yapoxXamb be3onacHocmu rnauueHma, HarpumMmep, Hanudue riepeHocumMou
2ybyamou a3Hueganonamuu.

7.5.1.1.2 Bce npouecchl rnpouseoocmea 8 YUcmbiX U KOHMPOUpyeMbix 30Hax, eKimovyasd KOHmMpOosib
OKpYXarowel cpeosl, rpol3eo0cmeo, 8HymMpuUrpou3800CmMeeHHbIU KOHMPOIIb U YNaKOo8KY rnepeuYvHbIX yraKko-

80YHbLIX Mamepuarog, OO/IKHbI coomeemcmeogames ycmaHo8r1eHHbIM mpebogaHusIM. Yucmeie noMewjeHus
OOJTKHbI UMEMb 8030y WIHbIE LUITHO3bI.

7.5.1.1.3 [llpouecchki npou3eodcmea 8 KOHMPOTUpYeMbiX yCr1i08USAX OOITMKHLI bbimb coa2/1aco8aHbl MEX-
oy nompebumenem u opaaHu3ayuedu.

7.5.1.1.4 Opeanu3zauus Oo/mKkHa pa3pabomamb mpebosaHuUss K yucmome repeuydHbiX Yrnako8o4YHbIX
Mamepuarsos, ecriu
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a) amom mMamepuar rnpoxooum OKOHYamernbHYy O4YUCMKY neped cmepunusayuel u/unu rnepeod eao
HernocpeocmeeHHbIM UCNoib308aHUeM U

b) amom Mmamepuarn riocmassiiemcsl 8 HecmepuibHOM 8U0e, HO €20 Yucmoma uMeem 3HadeHue 06
e20 Ucrnofb308aHus, unu

c) eeuwjecmesa, UCIONb308aHHbIE 8 fpoyeccax rpouszeoocmea, OO/IKHbLI bbimb yYoaneHb! U3 rpodyKyuu
rpu npoussoocmee.

7.5.1.1.5 Cnedyem mapkuposamb KOHMeUHepbI O XpaHeHUS U c8s13aHHbIe ¢ HUMU NTUHUU 1o pacga-
COBKe, 3az2py3Ke U pa3zpy3Ke.

7.56.1.1.6 Ocoboe sHUMaHUE (Harpumep, K Mapkuposke, bezonacHocmu, yucmome) creoyem yoe-
nIme rieped 3a2py3Kou unu pa3z2py3Kkolu KoHmeuHepos/byHKepos.

7.5.1.1.7 HomxHbl bbimb pa3pabomaHbi UHCMPYKUUU 1Mo o4ducmke obopydoeaHus, UCroflb3yemMo20

rpu rnpouseoocmee riepsuUYHbIX yrako8o4YHbIX Mamepuarnog. Crnedyem secmu OOKyMeHmauluro rno o4ucmkie
obopyooeaHUs, Kpumu4ecKU 8aXKH020 OJ15 Kadyecmea OJ15 r1ep8UYHbIX YNaKko804YHbIX Mamepuaros (CM. 4.2.4).

7.5.1.1.8 llpoussoocmeeHHoe(bie) 0bopyoosaHUE/30HbI OOJIKHbI UMemb 0b03HayYeHUs C yKa3aHUeM
UX Ha3Ha4YeHUs U cmamyca 4Yucmomeai.

7.5.1.1.9 loemopHasa nepepabomka Mamepuarnog XapakmepHa Ol rpousgodcmea, Harpumep,
cmekna, anoMuHus, bymaau, mepmorinacmuka. TpebosaHuss K noemopHou nepepabomke OO/TKHbI bbimb
orpeodernieHbl U coatacosaHb! ¢ nompebumernem.

7.5.1.1.10 Tepmonnacmuyeckue Mamepualnbi He OOIIKHbI rnepepabambigambcs U MPUMEHSIMbBCSH
MI08MOPHO, 3a UCKITIYEHUEM criy4aes, coarlacoeaHHbIX ¢ nompebumernem.

7.5.1.1.11 [ommxHa npo8odumhbCs rposepKa O4YUCMKU NMTUHUU MEXQOY 8birnycKaMu pa3sfuyHbIx cepul, ¢
mem 4ymobbl yoanume ece Mamepuarbl U OOKyMeHmauur, He ydacmeyroujue 8 rocrneoyrouwiel onepayuu.
Cnedyem opopMiIsimb OOKyMeHmarsibHo pabomebi rno o4yucmeke auHuU (ecm. 4.2.4).

7.5.1.2 YnpaBneHne NameHeHUsIMu

7.5.1.2.1 OpeaHu3zayus 0omkHa pa3pabomamsb rnopssGoK KOHMPOsS 3a U3MeHeHUsIMU. VI3MeHeHUS He
OOJ/IKHbI OKa3bigamb Hez2amueHO20 8/TUSHUSA Ha Kadecmeo MnpooyKuuu U OO/MKHbI coomeemcmeosams
rnompebHocmsamM U OXXUuOaHUSIM 3aUuHmepeco8aHHbIX CIMOPOH.

7.5.1.2.2 VameHeHUsI OOIMKHbI bbimb OQOpMIIeHb!I OOKyMeHmarneHo. Cnedyem ebINojIHUMbe aHanu3s
803MOXXHO20 8/TUSHUS U3MEHEeHUU Ha opyaue rnpoyecchi.

7.5.1.2.3 Cnedyem ornpedenume NMOopsiIO0K, KOMY MOXXem fpUHaodnexxame UHUUUamuea o 86HECEHU
U3MEeHEHUU, KmO OOJIXKEH Mpo8o0umbe aHanu3 uUaMeHeHUU U ymeepxxoamsb UX.

7.5.1.3 CneumnanbHble TpeboBaHUA ANA CTEPUNBbHBIX MEPBUYHbBIX YMAKOBOYHBLIX MaTepuaros

OpeaHu3zayus 0o/mkHa secmu OOKyMeHmauyuro (cM. 4.2.4) no napamempam rnpoyecca cmepunusayuu,
rpo8EOEHHO20 OIS Ka)Xoou cepuu. 3ma COKyMeHmauusl 0o/mkHa obecrieqyugame ripocrnexusaemMocmsp O6is
Ka)xooU cepul rnepsuyHo20 yrnakogo4yHo20 Mamepuarna.

7.5.2 ATtTecTauusa npoueccoB Npou3BoACTBa U 06cnyXunBaHus

TOCT P UCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

7.5.2 Banugauusa npoueccoB NpoU3BoACTBa U 00CNyXUBaHUA

OpraHmsaums gofbKHa BanngupoBaTh BCe NpoLecchbl Mpon3BoAcTBa U 0DCNYXXUBAHUA, pe3ynbTaThl
KOTOPbIX He MOTYT ObITb BepudpULMpoBaHbl Nocneayrowmmm MOHUTOPUHIOM NN USMEPEHUSIMA, U3-3a Yero
HeJOoCTaTKM CTaHOBATCA O4YeBUMAHBIMUA TOMBLKO MOCMe Hadana UCMoNb3oBaHMA Npoaykuuu unu nocne
npeaocTaBNeHns yCcnyru.

Bannagauuns aoomkHa NpoaeMOHCTPUPOBaTb CMNOCODHOCTL 3TUX NPOLECCOB AOCTUraTb 3annaHUpoBaH-
HbIX Pe3yNbTaToB.

OpraHusauua gomkHa paspadboTtaTte Mepbl N0 3TUM NpoLeccam, B TOM YMiCe TaMm, rae 3To NPUMEHUMO!

a) onpedeneHHble KpUTEPUX ANS aHannsa U yTBepXXaeHUs NpoLeccoB;

D) yTBepxaeHWe COOTBETCTBYOLWEro odbopyaoBaHmnsa 1N KBanugpukaLMm nepcoHana;

C) NPpUMeEHeHMe KOHKPeTHbLIX MeTo40B 1 Npoueayp;

d) TpeboBaHuMa Kk 3anucam (4.2.4);
) MOBTOPHYIO BanMaauuio.

D

7.5.2.1 OpeaHu3auusi 0o/mKHa oripeodenume Kpumu4decKkue rnpoyeccsi 8 ripouseoocmee 05l Kadyecmea
rnep8UYHbIX yriakog8oyHbIX Mamepuanos. lpoyecc 0omkeH bbimb ammecmogaH, ecriu Hemnb3s obecriedums
KOHMPOJ/Ib €20 rnapamempos.
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7.5.2.2 [lpu omHeceHUU nMpoueccos K Kpumu4yecKkumM U rpu orpeoeneHuu obrema ammecmauuu crie-
dyem 8bINONTHAMb aHallu3 pUucKos. AHanu3 pUCKo8 OO/TKEeH paccMampleamsb acrieKmsal, C8s13aHHbIE C Ka4dec-
meom rpooyKUUU.

7.5.2.3 TexHu4dyeckue cucmembi (Harnpumep, obopydosaHue, MUHUU, NpoU3BOOCMEEHHbLIe MOOYU U
m. .), ucrofib3yemMbie O NMpou3soodcmea nep8uUYHbIX yrnakogo4yHbiX Mamepuanos, OO/MKHbI bbimb ammec-
moeaHbkl 8 coomeemcmeuu ¢ pe3ynbmamamu aHarnu3a puckos, 0hopMIeHHbIMU OOKYMeHMarlbHO.

7.5.2.4 Ammecmauyus OoimkHa bbimb rpoeedeHa 8 cliy4dae 8HECEHUS CyUWEeCMBEHHbIX U3MEHEHUU 8
ycrosusi, obopyodogaHue U NpoUecchl, Komopbkie Mo2ym e/1Uusimb Ha Ka4ecmaeo rpooyKyUU.

[ pumMeyaHUe— KOHmpOﬂb U3MEeHeHUU 8 memodax armrmmecrnaluu AGrACINICH YaCImMbK CUCITIEeMbl KOHMPOTIA 3a
USMEHCHUAMU.

7.5.2.5 [llpu Heobxooumocmu, ammecmauylusi Kaxooz20 rpoyecca O0JIKHa rnpo8ooumbCsi 1o coaaco-
8aHU ¢ nompebumernem.

7.5.2.6 Pe3ynbmambsi ammecmauuu criedyem ohopMiidmb OOKyMeHmarsbHo (cM. 4.2.4). [loKymMeHma-
Yuro rno ammecmauyuu crneoyem xpaHume 8 meyeHue 8ceao cpoKa cnyxbbi obopyoosaHus rnioc 0ea 200a
riocrie e20 criucaHusl, Unu CpoK XpaHeHUs1 OOKyMeHmauyuu OoimkeH bbimb coajlacosaH ¢ riompebumenem.

7.5.2.7 [nsa npozgpaMmMHo20 obecriedeHus, UCMonb3yeMo20 8 Kpumu4decKux rnpoueccax, O0JIKHO bbimb
npoeedeHo docmamo4vHoe Koliudecmaeo mecmoe O/1d obecriedyeHUs npociiexxusaeMocmu, riepeoayu u xpa-
HeHUs1 OaHHbIX. CucmemMy credyem ripogepumsp rnymemM 88e0eHUST KOPPEKMHbIX U HEKOPPEKMHbIX OaHHbIX,
4mobsl onpedenume fpociiexxusaeMocms, riepedady U XpaHeHue 0aHHbIX Unu 3arucedu.

7.5.2.8 Pe3ynbmambl KOHMPOId criedyem oopMIIssme OOKyMeHmMarnsHo (cM. 4.2.4).

7.5.2.9 [JoKyMeHmMbI Ha 31TeKMPOHHBLIX HOcUMernsax OOMKHbLI bbimb 3aliUUWeHbl om cmupaHUs U Cry-
yauHoU rop4u, a makxe OOJIKHbI ripedycMampusamb 80ccmaHoerieHUe, 8 criydae, eclili 3mo HEBO3MOXXHO,
criedyem XpaHume pacriedamku, rno KpauHeu Mepe, 8 medeHue 08yx fiem riocrie criucaHus obopyoosaHUus
Unu ro coanacoeaHuro ¢ nompebumenem (cm. 4.2.4.1).

[1pumedyaHue— bonee noopobHasa uHopmMmayusa o 3awume OaHHbIX, YripasneHur U ammecmauuu rpo-
gpamMmMHo20 obecriedeHus OaHa 8 IEC 60601-1-4, GAMP (Good Automated Manufacturing Practice) Guide u CFR 21

part 11.

7.5.2.10 Ecnu kpumud4eckul rnpoyecc ebirnosiHiemcs cybrnoopssoyukoM, opzaHu3ayuss Oo/mKHa ybe-
oumbcs 8 coomeememauu ripouecca mpebosaHUsIM Hacmosue2o cmaHOapma.

7.5.2.11 [lnga cmepunbHoOU ripolyKUUU opaaHu3alus 0o/kHa paspabomamb MemoouKky ammecmatuu
rnpouyecca cmepunusauuu. lpoyeccel cmepunusayuu OO/MKHbI bbImb ammecmosgaHbi 00 Hadara rnpuMeHe-
Hus. [lokymeHmauyuss o6 ammecmauuu rnpoyeccoe cmepunulalul OomKHa XpaHumbcs 8 me4deHue ycmaHo8-
JTeHHo20 spemeHU (cMm. 4.2.4, TOCT P CQO 11135, TOCT P NCO 11137).

7.5.2.12 [na cmepunbHoU rpodyKyuUu opa2aHu3ayus O0/MKHa rnpUMeHsImMb ammecmoegaHHbIU Mpouecce
cmepunusayuu rnep8UYHbIX Yrako8oYHbIX Mamepuaros U peaucmpupogamb KOHMPOMbHbIE MapaMempsi
ripouecca cmepunu3ayuu. B cny4dae, ecnu rpouecc cmepunulayuu ebinonHsdemcsi cybrnoops04yuKkoM, opaa-
Hu3zayusa OommkHa obecrnieyumb €20 coomeemcmeue mpebosaHUsM Hacmosauweao cmaHOapma (CMm.
NCO 14937:2000).

7.5.3 UaeHTudbukauma u npocrnexmBaeMocTb

FTOCT P UCO 9001—2008 CucteMbl MeHeOXMEHTa KavyecTBa. [ peboBaHuUA

7.5.3 WpeHTudnkauma v npocrnexmBaeMocTb

Ecnn 3T0 BO3MOXHO U LenecoobpasHo, opraHusaums AomkHa naeHtupuumpoBaTtbh NpoayKLUio npn
NOMOLLIM COOTBETCTBYIOLUX CPeACTB HAa BCEX CTaAUAX ee XXUIHEHHOro UuuKna.

OpraHuzaunsa gormkHa MaeHTUgULMPOBaTh cTaTyC NPCAYKLUUN MO OTHOLWIEHUIO K TPeDOBaHUAM MOHMU-
TOPUHIra N U3aMepeHU Ha BCexX cTaanax ee XXMU3HeHHOro Uukna.

Ecnn npocnexmBaemMocTb ABMNSIETCH TPebOBAHMEM, TO OpraHM3aums OoMMKHa ynpaensTbh cnelnans-
HOW naeHTUgpnKaumen npoaykumMm u nogaepKmesaTb 3anmucu B pabodem coctodHun (4.2.4).

[ITpumedvyaHne—B page oTpacnen NPOMbILWNEHHOCTU MEHEOAXMEHT KOHMUIypauun ABMAETCA CpeaCTBOM
nogaepXxaHnsa naeHTMPuKaumum n npocnexxmBaemMocTu.

7.5.3.1 OpeaHu3zayus O0omkHa paspabomameb U rnoooepxxusame cucmemMy O rnpocrnexusaHusl ecel
MpoOYyKUUU Oom UCXOOHbLIX Mamepuarog 00 rnocmasku rnompebumenio, oripedenss anybuHy ripocriexusae-
Mocmu u mpebyemyro OOKyMeHmauyuro Ha OCHOo8aHUU OUEHKU pucka (cMm. 4.2.4, 8.3 U 8.95).

7.5.3.2 [Mpomokosibl Ha ceputo npodyKyuu OOJIKHBI UMEeMb HOMEP rnapmuu Unu CCbIITOYHbIU HOMEP.
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7.56.3.3 Cnedyem XxpaHume OOKyMeHmauuro 00 ucrnonb3osaHuu Kpumuyeckoz2o obopyodosaHus
(cM. 4.2.4). OHa OormKkHa makxxe sKimo4dame 8 cebs Meporpuamus ro o4Ucmke U obcnyxueaHur ¢ ykazaHuem
amaros ripou3soocmea. Meponpusmus rio obcnyxusaHuro OOIMKHbI bbimb OOPMITEHbI OOKYMEHMaslbHO U
obecrieqyusame rpocriexusaeMocms 00 KOHKpemHouU rpou3soo0cmeeHHoU onepayuu unu obopyoosaHusl.

7.5.3.4 OpeaHu3zayus 0omXHa paspabomamepb U 8HECPUMBb UHCMPYKUUU 10 obpaleHuro ¢ riep8UYHbI-
MU YaKo8OYHbLIMU MamepualnaMu, 8038pallieHHbIMU 8 opa2aHU3aluro, HarpumMmep, Ons nepepabomku. 3mu
Mamepuaribi OO/MKHbI bbimb UOeHMUUUUPOB8aHbkI U omoesieHbl om 0bbIYHOU rPOOYKULUU.

7.5.4 Cob6cTBEHHOCTL NoTpebuTens

TOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavecTBa. TpeboBaHUA

7.5.4 CobcTBEHHOCTL NOTPEOUTENA

OpraHusauna gormkHa NposaABnATbL 3ab0Ty 0 COBCTBEHHOCTU NOTPebuTens, noka oHa HaxoauTca Noa
yrnpasneHnem opraHmsaunm nnm ucrnonb3yetca eto. OpraHmsayuma aomkHa naeHtTudpnumnmpoBaTh, Bepudon-
LUpoBaTb, 3allMnLLAaTh U COXPaHATb COOCTBEHHOCTb NOTpebutensa, npeaocTaBNeHHYo AN UCMOoMNb30BaHUS
NN BKNOYEHUA B npoaykuuto. Ecnn cobcTBeHHOCTL NOTPebuTensa ytepsaHa, nosBpexageHa nnm npusHaHa He
NPUrogHoOM ANs NCNonb30BaHUA, OpraHnu3auns AoKHa N3BECTUTL 0O 3TOM noTpedbuTensa n nogacpXuBaTh
3anucu B pabovem cocTosiHun (4.2.4).

[TpnmevyaHune— CobCTBEHHOCTb MOTPEBUTENS MOXET BKMOYaTh B CeDSA MHTENMEKTyanbHYO CODCTBEH-
HOCTb U CBEAEHMSA NIMYHOIO Xapakrepa.

7.5.5 CoxpaHeHne COOTBETCTBUA NpOOYKLUU

TOCT P NCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavecTBa. TpeboBaHUA

7.5.5 CoxpaHeHUe cOOTBETCTBMUA NpoAYyKLUUN

OpraHusauna OomkHa CoOXpaHsaTh NPoayKLUIo B Xo4e BHYTPEeHHEN 00paboTKM 1 B NpoLLecce NOCTaBKA
K MECTY Ha3Ha4yeHUda B Lenax nogaepXaHnusa ee COOTBETCTBUA YCTAHOBMNEHHbIM TpeboBaHUAM. Ecnn 3710
NPUMEHUMO, COXPaHeHne COOTBETCTBUA NPOAYKLUWN OAOIPKHO BKNoYaTh B ceds naeHTudprkaumio, norpysoy-
HO-pas3rpy3ouHble pabdoThbl, YyNakoBKY, XpaHeHue 1 3awuty. TpeboBaHne coxXpaHeHUs COOTBETCTBUSA O0/I-
XXHO ObITb Takke NPUMEHUMO U K COCTaBHbIM YacTaAM NPoAYKLUN.

7.5.5.1 OpeaHu3zauus Oo/mkHa pa3pabomame U rioddepxusamse cucmemy 051 obpalieHusi ¢ npooyK-
yueu ¢ o2paHU4YeHHbIM CPOKOM XpaHeHUs1 Unu mpebyroujel crieyuanbHbIX ycrnosuu XpaHeHus. Takue crieyu-
allbHble YCIioeuUs1 XpaHeHUs O0/MKHbI KOHMponupoeamecs U peaucmpupogambcst (CM. 4.2.4). CPOK XpaHeHUs
OoJ1KeH bbimb 060CHO8aH.

7.5.5.2 Tlpodykyus OoimkHa bbimb SICHO MapKupoeaHa, pa3oerieHa U HaOeXHO XpaHumbcs, bbimb
3aljuuieHHoU om rioriadaHusi MoCMOPOHHUX eellecmse Uil 3az2psi3HeHUU. Ynakoeka, ucronb3yemMmasi Ofs rpo-
u3eoocmea U XpaHeHUs1 npooyKyuuU, O0/MKHa bbimb Yucmou U rpu200HoU O rnpuMeHeHUs. Peanu3yemast
MPOOYKUUS OOJIKHa UMemb COMpo8ooumMernbHYyo OOKyYMeHmMauur, coomeemcemaeyroulyro 0aHHOU cepul rpo-
OyKUUU.

7.5.5.3 lpu noemopHOM UCrOb308aHUU YIaKOBOUYHbIX KOHMEUHepos8 criedyem yoanumsb npeobioy-
Wyro MapKkupoeky. KoHmeuHepb! OO/DKHbI bbImMb OYUWEHb! U 1PO8EPEHbI Ha Yyucmomy 8 coomeemcmeul ¢
UHCmMpyKkyueu.

7.5.5.4 [lpu Heobxooumocmu Ha amuKemke OOJKHbI bbimb yKa3aHb! crieyuarbHble YCrioguss mpaHc-
riopmupogaHuUs Unu XpaHeHuUs rnepeuYHbIX Yrnako8OYHbIX Mamepuarlos.

7.6 YnpaBneHue ycTpouctBaMmu gna MOHUTOPUHIa U U3MepPeHUU

TOCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KavyecTBa. [ peboBaHuA

7.6 YnpaBneHue obopyaoBaHuem gnsa MOHUTOPUHIa U U3MEPEHUN®

OpraHusaumsa AomkHa onpeaenuTb MOHUTOPUHT N U3MEPEHNS, KOTopble NPeACcTOUT OCYLECTBNATb, a
Tarke obopyaoBaHne AN MOHUTOPUHra U n3MepeHuin, Heobxogumoe ansa obecneyeHUs CBUAETENbCTBA
COOTBETCTBUSA NPOAYKLMN YCTaHOBNEHHbIM TpeboBaHUAM.

* TpeboBaHus pasgena 7.6 NpuMeEHSIOT HapsA4y ¢ METPONOMMYECKUMIM NMPaBunaMmm n Hopmamm, UMer WnMmmn 0bs3a-
TENBHYIO CUNY Ha TeppuTopun Poccnnckon Gegepaumnmn, KOTOpPbIE COAEPKATCH B HOPMATUBHbLIX OKYMEHTaX rno obecneve-
HUIO €QUHCTBA N3MEpPEHUN, yTBepxgaembix PegepanbHbiM areHTCTBOM MO TEXHUYECKOMY PENYNIMPOBAHUIO N METPOSIOTVW B
cooTBeTCTBMU C PegepanbHbiM 3akoHOM «O6 obecneveHun eauHeTBa namepeHuny» (ot 26 unoHs 2008 roga Ne 102-03).
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OpraHusaunsa gomkHa ycTaHOBUTbL npoLiecchl A4S obecneveHnsa Toro, YTobbl MOHUTOPWUHT 1 N3Mepe-
HUA MO ObITb BbINMOMHEHbI U B A€ACTBUTENBHOCTU ObIN BbINOMHEHbI B COOTBETCTBUM C TpeboBaHUAMM K
HUM.

Tam, roe Heobxoaumo obecneyvmBaTb UMeEKOLLUNE 3aKOHHYH cUNy pesynbTaTtbhbl, U3MEePUTENbHOE
obopyaoBaHue AOMKHO ObITh:

a) oTKanubpoBaHO WU/UNMN NOBEPEHO B YCTAHOBMEHHbIE Nepuoabl N nepen ero NnpuMeHeHMeM no
aTanoHam, nepeaarwm pasMmepbl eAUHULL B CpaBHEHUU ¢ MeXayHapoaHbIMU UN HAaLMOHaNbHBIMW 3Tano-
Hamu. [1pn OTCYTCTBUU TaKMUX 3TaNoOHOB Oas3a, UCNONb30BaHHAA AN KanMOPOBKUA MNU NOBEPKU, AOIMKHA
ObITb 3aperncTpupoBaHa;

D) oTperynnpoBaHo N NOBTOPHO OTPErynmMpoBaHo No Mepe HeobxoanMOCTMU;

C) MOEHTUPULMUPOBAHO B LENSAX YCTAHOBMNEHUA cTaTyca KannbpoBKN;

d) s3awunLeHo OT PerynmMpoBoK, KOTopble caenanu bbl HeAeUCTBUTETbHBIMU Pe3yNbTaThbl U3MEPEHUS;

e) 3aluLLIEHO OT NOBPEXAEHUA N yXyaALIEeHUA COCTOSIHUS B Xo4e obpalleHuns, TEXHUYECKOTro obCny-
XUBaAHUA N XpaHEeHUS.

KpomMme TOro, opraHmsaumga Oo/MKHa OUEeHUTb U 3aperucTpupoBaTb NPaBOMOYHOCTb NpeablayLynx
pe3ynbTaToB N3MEpPEeHUs1, ecnin obHapyXeHo, YTo 0bopyaoBaHMe He COOTBETCTBYET TpeboBaHuaM. Opra-
HU3aUWA O0MKHA NpeanpUHATL COOTBETCTBYOLWEE AEUCTBNE B OTHOLLUEHMM Takoro 0bopyaoBaHUs U nodon
M3MepeHHOM NpoaYyKLUA.

3anncK pes3ynbTaToB KanuMOpOBKM W MNOBEPKUM AOIMKHBbI noagdepXmBatbCsd B paboyem COCTOS-
HUKA (4.2.4).

Ecnn npy MOHUTOPWUHIE N USMEPEHNIN YCTAHOBNEHHBLIX TPeOOBaAHNN MCMONMb3YIOT KOMMNLIOTEPHLIE MPO-
rpaMMHbIE cpeaCcTBa, UX CNOCODHOCTL YOOBNETBOPATL NpeanonaraeMomy npMMeHeHuo npeaBapuTenbHo
OOMKHa ObITb NOATBEPKAeHa N NOBTOPHO NOATBEPXKAEHa NO Mepe HeobXoANMOCTH.

[MTpnmeyaHnwune—IlloagrBep>XaeHne COOTBETCTBUS KOMMNbIOTEPHOIO NPOorpamMmMmHoOro obecnevyeHmns npegnona-
raeMomMy NpMMeEHeHUo 00bIMHO NpeaycMaTPUBaET ero Bepndnkaumio 1 MEHEKMEHT KOHUIypaumm B Uensix noaaep-
XXaHUA ero NpUrogHocTu AN NCNoNb30BaHUS.

7.6.1 Cnedyem peaynsapHO rnposoodumse U peaucmpupogamsp rposepku obopyoosaHus O asmoma-
MmUu3UpPOBaAHHO20 KOHMPOMA (Harnpumep, 8cex cucmeM 8udeoHabmoOeHUs unu cucmeM cyYUmbieaHUs
wimpuxkooa) Ors1 NIoomeepX0eHUs1 Ux ucripasHocmu.

/.6.2 [laHHbie 0 nMpoOyKUUU U KOHMpOoe, cesi3aHHbIe ¢ NMpooyKuuel O nompebumerns (3a UCKITYe-
HUEeM KOH@UOeHYuanbHoU UHmesnnekmyanbHouU cobcmeeHHocmuU op2aHu3ayluu), O0/mKHbI bbimb ripedcmas-
JIeHbl Mo mpebosaHurwd nompebumens unu ea2o rnpedcmasumernsd O MPO8EePKU moz2o, 4Ymo rpouecc
fipou3eoocmea, rnopsa0oK 8HympuUrnpou3eo0CMBEHHO20 U 8bIXOOH020 KOHMPOJISA, @ makKXe uclfbimamerlbHOoe
obopyooeaHuUe coomeemcecmaeyrom yCcmaHO8NIEHHBIM mpebogaHUsIM.

/.6.3 HicrisimamenbHoe obopyoosaHue, UCMofb3yeMoe rpu KOHmMpoJsie Kadecmea KpUumu4ecKkux rpo-
yeccos (napamempos), OOJDKHO ripoumu KanubpoesKky u ammecmauyuro, ecriu 3mo Heobxooumo.

8 WU3mepeHua, aHanus u ynyJdlleHue

8.1 O6wme nonoxeHus

FTOCT P UCO 9001—2008 CucrteMbl MeHeOXKMEHTa KavyecTBa. [ peboBaHuA

8.1 O6wmne nonoxeHus

OpraHusauust gofmKHa nnaHMpoBaTh U NPUMEHATL NMpoLecchl MOHUTOPUHIA, U3MEepeHUs, aHanmsa u
ynyJdweHus, Heobxoanmele Ans:
a) AeMOHCTpaLuM COOTBETCTBUA NpoayKLUN.

[aHHoe mpebosaHue rpuMeHsIemcst Kak K npooyKUUU Ha rNpoMeXXymoyYHbIX cmadusix rpouszsoocmasa,
mak U K 20moeou rnpooyKyuu;

b) obecneyeHUsa COOTBETCTBUA CUCTEMbl MEHE)KMEHTA Ka4yeCcTBa;

C) MOCTOSIHHOIO MOBLILLEHUA PE3yNbTATUBHOCTU CUCTEMbBI MEHEAXKMEHTa KavecTBa.

YKasaHHada OedATenbHOCTb AOMMKHA BKIoYaTh B cebda onpedeneHue nNpUMeHUMbIX MeTo4O0B, B TOM
yucne ctaTUCTUYECKnX, U odnacTb UX UCNOSIb30OBaHUA.
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8.2 UamepeHUn

8.2.1 YooBneTBOpPEeHHOCTb NoTpedbutens

[OCT P NCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

8.2.1 YooBneTBOpeHHOCTb NoTpebuTenen

OpraHunsauuns gomnkHa npoBoagnuTb MOHUTOPUHI MHpOPMaLMK, KacatoLUNCA BOCTIPUSTUS NMOTpebuTe-
feM BbINMOMHEHNA opraHnsaumen ero TpeboBaHUnU Kak oaHOro U3 cnocoboB U3MepeHust paboTbl CUCTEMBI
MeHepKMeHTa KavecTBa. JoMKHbI ObITb YCTAHOBMEHBLI METOALI NONYYEHUS U CMONb30OBaHUA 3TON MHOP-
MaLuunn.

[TpumeyaHne— MOHUTOPUHI BOCOPUATUSA MNOTPEDUTENAMN MOXET BKIOYATh B cebs nony4yeHmne nHdopma-
LMY U3 TaKNX NCTOYHUKOB, KakK NCCNeaoBaHnsa yaOBNETBOPEHHOCTU NOTpebuTenen, AaHHble OT NOTPEOUTENEN O Kadec-
TBE€ MOCTABMEHHOWN MPOAYKUMWU, NCCNea0BaHUs MHEHUW NONb3oBaTernen, aHanma OTTOKA KIMEHTOB, bnarogapHocTw,
NpeTeH3nn Mo rapaHTUMHbIM 06s3aTeNbCTBaM U OTYEThI pacnpocTpaHUTENEN.

8.2.2 BHyTpeHHUe ayguUTh

[OCT P UCO 9001—2008 CucteMbl MeHeKMEHTa KadyecTBa. T peboBaHUA

8.2.2 BHyTpeHHUe ayauThl (MpoBepKU)

OpraHusauma gornkHa npoBoAnUTbL BHYTPEHHUE ayauThl (MPOBEPKN) Yepes 3anaHUpoBaHHbIE UHTEP-
Ballbl BpeMeHU B LeNndax YCTaHOBMEHUA TOro, YTO CUCTeMa MeHeIKMeHTa KadecTBa:

a) COOTBETCTBYET 3annaHnpoBaHHbIM MeponpudaTuam (7.1), ToeboBaHUAM HACTOALLEro ctTaHgapTa v
TpebOBaHUSAM K cCUCTEMEe MeHeQ)KMeHTa KadecTBa, paspaboTaHHbIM opraHusaunen;

D) BHedpeHa pe3ynbTaTUBHO U NogaepXkuBaeTcs B padboyemM COCTOSHUN,

[1lporpamma ayauToB (NMpoBepoK) A0IKHA NNMaHNPOBAaTLCA C YyY4eTOM cTaTyca U BaXXHOCTU NPOLLECCOB U
Yy4YaCTKOB, Noanexawmx ayauTty, a Takke pesynbTaTtoB npeabliaylnx ayautos. Kputepum, obnacts npume-
HEeHWs, YacToTa U MeToAbl ayauTOB ACMMKHBI ObITh onpeaeneHbl. Beibop 1 npoBegeHne ayauTtoB OOMKHbI
obecnevnBaTb 0OBLEKTUBHOCTL U DECNPUCTPACTHOCTL NpoLecca ayauta. Ayantopbl He OA0MKHBI NPOBEPATL
CBOKO CODCTBEHHYHO paboTy.

LomkHa ObITb yCTaHOBNEHa AOKYMEHTUPOBaHHadA npoueaypa and onpegeneHnst OTBETCTBEHHOCTU U
TpeboBaHUW, CBA3AHHbLIX C NNaHMpPOBaHNEM U NpOoBedeHUEM ayanuTOB, BBeAeHNEM 3anucein U COCTaBNEeHU-
eM OTYETOB O pesynbTaTax.

3anucm 06 aygutax n nx pesynbtatax AoMmKHblI NoaaepXXMBaTthes B paboyem coctosaHnn (4.2.4).

PykoBOACTBO, OTBETCTBEHHOE 3a NpoBepdeMble 0bNnacTu AeATeNnbHOCTU, AOMIKHO 0becnevnTb, YTO-
Obl BCe HeOOXOoANMbIe KOppeKLMX 1 KoppeKkTUpyloLlmne 4eUcTBMS npeanpuHuManiice 6e3 nsnmwHen oTCpoY-
KN ONsl ycTpaHeHUa obHapyKeHHbIX HECOOTBETCTBUN U BbI3BABLUMX UX NMPpUYKH. [Nocneaytolume AenUCTBUS
OOIKHBI BKNoYaTh B cebs BepupuKaLunio NpUHATBIX MEP N OTYET O peadynbTaTax Bepudgukauunm (8.5.2).

[Tpumevanunme—Cm VCO 19011 ana pykoBoacTaa.

8.2.3 KoHTponb napamMeTpoB NpoLeccoB

TOCT P NCO 9001—2008 CucteMbl MeHe)KMeHTa KavecTBa. TpeboBaHUA

8.2.3 MOHUTOPUHI U U3MepeHUne NpoLeccoB

OpraHusauus goimkHa ncnonb3oBaTtbh nogxogsilne metogbl MOHUTOPUHIA U, rae 3170 NPUMEHUMO,
N3MEPEHUS NMPOLIECCOB CUCTEMbI MEHEMXKMEHTA KA4YecTBa. ATU METOAbl ACITKHbI AEMOHCTPUPOBATL CMNO-
CODHOCTb NPOLLEeCCOoB AOCTUraTh 3anaHUMpOBaHHLIX pe3ynbTaToB. ECnn 3annaHnpoBaHHbIE pe3ynbTaThl HE
OOCTUratTCH, TO AOCSKHBI NPEeanpuHUMaTbCH HEOOXoAMMbIE KOPPEKLIMU N KOPPEKTUPYIOLLNE OEUACTBUS.

[TpumeyaHwue—Illpn onpeaeneHnn NOAXOAALNX METOAOB OpraHmn3aunsi AOIMKHA Y4UTbIBaTh TUM U 06bEM
MOHUTOPUHIA UNN U3MEPEHUN, NOAXOAALMX ANA KKAOIo U3 TakuX NpoLeccoB, B OTHOWEHUN UX BIIUSHUSA HA COOTBE-
TCTBME TpeDbOBaHUAM K NPOAYKUMU N HA Pe3yNbTaTUBHOCTb CUCTEMbI MEHEKMEHTA Ka4vecTBa.

8.2.3.1 Omoen kayecmea OOJ/IKeH opz2aHu3oeame pabomy rno paccriefosaHuro U OOKyMeHmMarnbHOMYy
OQQOPMITEHUIO KpUMUYECKUX OMKITOHEHUU.
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8.2.4 KoHTponb napamMeTpoB NpoAyKLUU

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. [ peboBaHUA

8.2.4 MOHUTOPUHT U U3MepPEeHUe NPoaAYKLUN

OpraHusaunsa gomkHa ocyLecTBNATE MOHUTOPRUHT U USMEPATL XapakTepUCTUKM NPpoayKumMn B Lenax
Bepudunkaumm coobnoageHns TpedboBaHMA K NpoayKUUK. 3TO AOMKHO OCYLLECTBNATLCH HA COOTBETCTBYHO-
LLIMX CTagmnax npolecca XM3HeHHOro LKkna npoaykumum cornacHo sannaHUpoBaHHbIM MeponpuaTtuam (7.1).

CBuageTenbcTBa COOTBETCTBUSA KPUTEPUSIM NPUEMKN AOSBKHbI nNogaepXMBaTbecs B pabovemM cocTos-

HWN.

3anucuy A0JKHbI yYKasbiBaTb NULo(a), caHKUMOHUpOoBaBLee(ne) BbiNyck npoaykunn (4.2.4).

Boinyck npoaykunnM U npegocTtaBneHne yenyrn notpedutento He A0MKHbl OCYLLEeCTBNATLCA A0 TeX
nop, Nnoka Bce 3annaHUpoBaHHble Aenucteusa (7.1) He OyayT yAOBNETBOPUTENLHO 3aBepLUeHbl, eClin He
YTBEP)XOEHO MHOE COOTBETCTBYOLWMM NONMHOMOYHBIM MTULLOM UM OpraHoM U, rae 370 NPpUMEeHNMO, NoTPebun-
Tenem.

38.2.4.1 PaccnegoBaHune cnydyaeB BbiXoga 3a npeaens! cneundurkaunig

[lrobou pe3ynemam, ebilueouwiul 3a rnpeodernbs! crneyuguxkauul, 0omkeH bbimb pacciedosaH 8 coomee-
mcmeuu ¢ UHCmpyKkyueu, U pelyibmamsbl pacciiefosaHuss O0IXKHbI bbimb O(hbopMeHbl OOKyMeHmarbHO
(cM. 4.2.4).

8.2.4.2 KOHTpONb UCXOAHLIX MaTepuanos

Cnedyem paspabomamb mpebogaHUsi KO 8CEM UCXOOHLIM MamepuanamMm. 3mu Mamepualibi OO/TKHbI
bbimb riposepeHhbi, Unu opyaumMm crnocobomM 0ormkHa bbimb rionydeHa UHopMauuss, 4mo ycmaHO8/1IeHHbIE K
HUM mpebogaHUs 8bINMONTHEHHI.

8.2.4.3 BHyTpUnpon3sBoaCTBEHHbLIN KOHTPOb

8.2.4.3.1 OpeaHuzauus 00JDKHa KOHMposupogams rpouecc rnpoussoocmea 8 coomeememeuu ¢ mpe-
bosaHusaAMU UHCMPYKUUU.

6.2.4.3.2 [lomxeH bbimb onpedernieH nopss0ok ombopa obpa3iyos, cbecrnevusarowjul npedcmasumers-
Hocmb 8blbopKU 0bpa3loes 8 3asucuMocmu om oyeHusaemMoz0 ripouecca. Ecnu obpa3subi nepemeueHbi Ofis
ucribimaHut 8 Opy2yr 30HY, OHU HE OOJTXKHbI 8038palambcsa Ha3ao 8 rpou3800CMEEHHYO 30HY.

6.2.4.3.3 [ononHumenbHbIl 8Hympurpou3eo00CMeeHHbIU KOHMPOb OOJIKEeH Mpoeodumbcs rocre
omKa3oe obopyoosaHUs Unu HelarnnaHupoeaHHbkIX 0OCMaHOB80K ripoyecca.

8.2.4.4 KOHTpOnb roToBOM NpOoayKLU UK

Ecnu npedycMompeH KOHMpoIlb 20moeol rnpolyKyuu, mo OH OOJIXXKeH bbimb 3asepuieH 00 8birycKa
cepuu rnpooykuuu.

[1pumevyaHue—[lpu kKoHMpone 20moesoll nMPOSYKUUU MO2ym Mpo8epsmscs He 8ce mpebosaHusi.

8.2.4.5 ApxuBHble obpasLbl

ApXxusHbie obpa3subl O0/MKHbLI bbimb omobpaHbl 8 coomeemcmeaeul ¢ mpebogaHusaMu opaaHu3auuu
u/unu nompebumerns.

8.2.4.6 Bbinyck cepun

Boinyck cepuu ripou3sooumecs riocrie aHanusa OOKyMeHmMauyuu Ha cepuro rnpooykyuu.

8.3 OOpaweHue ¢ npoayKuuen, He COOTBETCTBYIOLLEN TPpeOboOBaHUAM

FTOCT P UCO 9001—2008 CucteMbl MeHeQ)KMeHTa KavyecTBa. T peboBaHUA

8.3 YnpaBneHue HECOOTBETCTBYIOLWEN NpoAYKLMEN

OpraHunsauus gomkHa obecneunBaTb naeHTUOUKaLMIO NPOoAYKLNA, HE COOTBETCTBYIOLWEN TpeboBa-
HUAM, U ynpaBleHne el B Lenax npeaoTBpalleHna HenpeaHaMepeHHOro MCnonb3oBaHUAa UNA NOCTaBKK
Takon npoaykumn. HormkHa OblITb yCcTaHOBMNEHa AOOKYMEHTUPOBaHHAas npoueaypa ans onpeaeneHus
CpeACcTB ynpaBneHUs U COOTBETCTBYIOLWEN OTBETCTBEHHOCTU U NONHOMOYNNA ANS AEUCTBUN C HECOOTBEe-
TCTBYIOLLEN NPpoaYKLUEN.

Ecnn npumeHUmMo, opraHusaumna aofmkHa npeanpuHMMmaTbh B OTHOLLEHUN HECOOTBETCTBYIOLLEN NMPO-
OyKUUn cnegyiowie aenuctesua (0QHO UMM HECKOTBKO):

a) ycTpaHeHne obHapyXeHHOro HECOOTBETCTBUS

L) caHKUWMOHUPOBaHUE UCNONbL30BaHUA, BbiNyCcKa UMK NPUEeMKU NpoayKUMn, ecnia NoNy4YeHo paspe-
LUeHNe Ha OTKIMOHEeHWe OT COOTBETCTBYHOLWEro NOIHOMOYHOrC nNuua unu opraHa u, rge 3T1o NpMMeH1UMo,
noTpebutens,;
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C) NpeaoTBpalleHne ee NepBOHaAYanbHOro npegnonaraeMoro MCnNonb3oBaHUa U NPUMeHeHUs;

d) aencTBuUs, agekBaTHble NocneacTBUAM (UNMU NOoTeHUUanbHbIM NMocneacTBUAM) HECOOTBETCTBUS,
eCli HeCOOTBETCTBYIOLWaA NpoaykuMa BeIsIBIeHA Nocne NocTaBKM MM HadYana UCnonb3oBaHUS.

[Tocne TOro kKak HeCOOTBETCTByHLLAA NMpoayKuMs UcnpaBneHa, oHa AC/PKHA ObliTb nMoaBeprHyTa
MOBTOPHOWN BepudmnkaLm ans noaTBepXaeHnss COOTBETCTBUS TpeObOBaHUSIM.

3annucun o xapakrepe HeCOOTBETCTBUM M NOObLIX Nocneayrowmx NpeanpuHATBIX ASUCTBUNAX, BKNHOYAS
NoNy4vYeHHbIE paspelleHNUs Ha OTKNOHEHUS, A0MMKHBI noaaepK1MBatbea B paboyem coctoaHun (4.2.4).

8.3.1 Mamepuanki unu rmpodykyus, He coomeemcmeyroujue 3adaHHbIM mpebosaHUsIM, OOITXXHbI bbIMb
rnoMeleHbl 8 U30/19mop 00 MpUHAMUS peleHus no HUM. l'pu paccmompeHulU 803MOXXHOCMU nepepabomku
npooyKyuu crnedyem rposecmu U OOKYMeHMarbHO 0hopMUMb OUEHKY pUCKO8 U NobbIX HexXernamerbHbIX
aghpeKkmos, ces3aHHbIX ¢ makolu nepepabomkol (cMm. 4.2.4 u 7.5.1).

8.3.2 llepepabomka OoIKHa rpo8ooUMbCs 8 cOomeememeauu ¢ UHCmpyKuueu, ymeepx0eHHoU omaoe-
oM Kavyecmea. [lepepabomka OomxHa bbimb coanacogaHa ¢ riompebumeneM, ecriu makoe mpebogaHue
yCmaHOo8J1eHO.

8.3.3 Ecnu nepeuy4HbIlU yriako8o4HbIU Mamepuarl bbirl rnpou3eedeH 8 YCiI08UAX YUCMO20 roMeleHus,
mo €20 nepepabomka Oo/MKHa bbimb ocyulecmerieHa 8 mex Xe yCro8usix.

8.3.4 BbInyck npooykyuu, He coomesemcemayrowelt mpebogaHUsIM, 803MOXEH MOJILKO € NMUCbMEHH020
coanacusi nompebumens.

8.3.5 B criydyae OomkIIOHeHUs nepeu4yHo20 yriakoeo4yHo20 Mamepuara OH O0/KeH bbimb ymuilu3upo-
8aH (YHUYMOXXEH) 8 coomeemcmeuu ¢ UHCmpyKkuueu.

8.4 AHanus3 AaHHbIX

TOCT P UCO 9001-2008 CucteMbl MeHeOQ)XMeHTa KadyecTBa. TpeboBaHuA

8.4 AHanus AaHHbIX

OpraHmsaumsi AommKHa onpegensTb, cobupatbs M aHanuM3npoBaTb COOTBETCTBYHOLIME AaHHbIE ANS
OEeMOHCTpaLUnU NPUroAHOCTU U Pe3yNbTaTUBHOCTU CUCTEMBbI MEHEPKMEHTA KaueCcTBa, a TakKe OLeHUBAa-
HUS, B Kakon obnacTn BO3MOXHO MOCTOAHHOE MOBbLILWEHME Pe3ynbTaTUBHOCTU CUCTEMBbI MEHEeKMEHTA
KadecTBa. [JaHHble OOIMKHbI BKMoYaTbh B cebsa nHgopmaLuio, NoNyvyeHHyo B pesynbtate MOHUTOPUHIa Y
M3MEPEHNA N U3 APYTUX COOTBETCTBYHOLUIMX MCTOYHUKOB.

AHann3 gaHHbIX OOIMKEH NpeaocTaBnaATe NHpOPMaLNIO, OTHOCSILLYHOCS:

a) K yOoBNeTBOpPeHHOCTM notpebutenen (8.2.1);

b) cooTBeTCTBUIO TPpeboBaHUAM K npoaykumn (8.2.4);

C) XapaKTepucTukam U TeHAEeHLUMSIM NpOoLeccoB 1 NPoAYKLMN, BKITOYas BO3MOXHOCTU NpOBeAeHUS
npeaynpexaarwmx aenucteun (8.2.3 n 8.2.4);

d) nocTaBLiMKaM.

8.4.1 OpeaHu3zalyus 0o/mKkHa pa3pabomambe UHCMPYKUUU N0 aHanu3y 0aHHbIX, 8bIS8NEHUI0 CyLecmaeayio-
WUX U 803MOXKHBIX MPUYUH OMKITOHEHUS NMpoOyKUUU om 3a0aHHbIX mpebosaHuu U Opyaux rnpobriemMm Kadecmea.

8.5 Yny4dweHune
8.5.1 lNocTOoAHHOE yNnyulleHUue

TOCT P UCO 9001-2008 CucteMbl MeHeOQ)XMeHTa KadyecTBa. TpeboBaHus

8.5.1 lNocToAHHOE yNnyulleHUue

OpraHunsaumst OomkHa NOCTOAHHO NOBLIWATL Pe3ynbTaTUBHOCTb CUCTEMbl MEHEAXKMEHTa KavyecTBa
nocpeacTBOM UCMNOMb3OBaHUSA MONMUTUKA U Uenen B obnacTu KavyecTBa, pe3ynbTaToB ayauToB, aHanmsa
OAHHBIX, KOPPEKTUPYIoLWKX 1 Npeaynpexaamwnx AeUCTBUN, a Takke aHannmsa co CTOPOHbI PYKOBOACTBA.

8.5.1.1 U3meHeHUs, 8HOCUMBIE TIpU co8eplUieHCmeog8aHUU rnpoyeccos (rnpooyKyuu), OOMKHbLI bbimb
OUEHEeHbI ¢ MOYKU 3peHUsT aHallu3a pUCKOoas.
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8.5.2 KoppekTupyrwue geucTBuA

FTOCT P UCO 9001-2008 CucteMbl MeHeA)XKMeHTa KadyecTBa. TpeboBaHUA

8.5.2 KoppekTupymwuwme aeUcTBUA

OpraHusauua gomkHa npegnpuHUMaTh KOpPeKTUpylolne AeUCTBUA B LeNsX ycTpaHeHUsl npuynH
HEeCOOTBETCTBUA ANS npeaynpeXxaeHust NOBTOPHOro X BO3HUKHOBEHUSA. KoppekTupyoLwme aeUcTBuUa Oon-
XXHbI ObITb ageKkBaTHbIMW NOCNeACTBUAM BbISABIEHHBIX HECOOTBETCTBUMN.

HomkHa BbITb paspaboTaHa AOKYMEHTUPOBAHHAs npoLeaypa ang onpeaeneHna TpedoBaHUNA:

a) K aHanumsy HeCOoOTBETCTBUN (BKMOUas Xanobbl noTpedbutenen);

L) ycTaHOBNEHWIO NPUYNH HECOOTBETCTBUM;

C) OLEeHMBaHUIO HeOOXOOAUMOCTM AEUCTBUIN, YTODBLI N3DeXaTb NOBTOPEHUS HECOOTBETCTBUN;

d) onpeaeneHuto U oCcyWECTBNEHUIO HEOBXOAUMBIX OENCTBUN;

e) 3anucam pesynbTaToB NpednPUHATBIX 4eUNCTBUN (4.2.4);
f) aHanuay pes3ynbTaTUBHOCTU NPeANPUHATBLIX KOPPEKTUPYIOLWMX AeUCTBUN.

8.5.2.1 OpeaHu3zalus 00JIKHa ceoespeMeHHO paccriedogameb 8ce rpemeH3uu nompebumerneu U u3ge-
wiambeb O Koppekmupyrouwiux oeucmeussx 8ece [pou3s00CMEEHHbIe U 8crioMo2ameribHble y4acmku.
Leucmeue(s) OormkHo(bl) bbimb peanu3osaHo(bl), Mo 803MOXHOCMU, BbICMPO U 8 coOMmeemecmeuu ¢ coana-
coB8aHHbIM 2papukoM. [JoKyMeHmauyuro o pacciedosaHuu crnedyem xpaHums (cMm. 4.2.4).

6.5.2.2 Ecnu no npemeH3uu nompebumerns He NMpUHUMarmcs Koppekmupyrowue u/unu rnpeoyrnpex-
oaroujue oeucmeuss, mo 3mo O0/IKHO bbimb OOKyMeHmMarnbHO 0O60CHOB8aHO.

8.5.3 lNlpepgynpexpawlwune gencteun

FTOCT P UCO 9001:2008 Cucrembl MeEHeQ)KMeHTa KavecTBa. 1 pedboBaHuA

8.5.3 lNpepynpexpawowine geMcTBuA

OpraHunsauusi AoMmMKHa onpeaenaTe AeUCTBUA B LIeNdAX yCTpaHeHUs NpUYnH NoTeHUUanbHbIX HECOOT-
BETCTBUW ANA NpeaynpexaeHnsa nx nosisneHus. lNpeaynpexaawolme aencTBUS A0HKHBI COOTBETCTBOBATL
BO3MOXHbLIM NOCNeACTBUAM NMOTEeHUMaNbHLIX Npobriem.

HomkHa ObITb paspaboTaHa AOKYMEHTUPOBaHHAas npoueaypa ang onpeageneHns TpedboBaHnn:

a) K YCTaHOBMEHMUIO NMOTEHLUMANBHBIX HECOOTBETCTBUN U UX MPUYNH;

b) oueHnBaHU HEOOXoANMOCTN AEUCTBUM C Lienbio NpeaynpexaeHusa NnosaBleHNna HeCOOTBETCTBUN;
C) onpeeneHuo N ocyLecTBeHNIo HeobXoAUMbIX AeUCTBUN;
d) 3anucam pe3ynbTaToB NPeanpuUHATLIX AeUCTBUA (4.2.4);

e) aHanuay pe3ynbTaTUBHOCTW NPEeANPUHATBLIX NpeaynpeXxaaroLlmx encTBU.
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[MpnnoxeHne A
(obsizaTenbHoOeE)

TpeboBaHua GMP K ne4yaTHbIM MaTepuanam nepBUYHON YNaKOBKMU

A1 CpeancrtBa nevyaTtwm

A.1.1 Obowme nonoxeHwus

Bce cpedcmea rieyamu OOfDKHbI bbimb!

a) 4emko U moYyHO UGeHmMuU@UUUpPOB8aHbl MEMmMOOOM CPAaBHEHUS € OpuauHar-mMakemamu,

b) u3zomoerieHbki 8 cOomeemcemaLU ¢ opuzuHan-Mmakemamu, ripedcmasrneHHbIMU 3aKka3yuKamu,

C) fpo8epeHbi Ha coomeemecmeaue opuzauHan-mMakemos 3akasduka, rnpedcmasrieHHbix Ha byma)kHOM Hocumerse
UMuU 8 2l1IeKMpPOHHOM 8LOe ¢ OOKYMeHmaribHbIM noomeepxxoeHueM (coanacogaHuem) (cMm. 4.2.4);

d) 8 omOenbHOU 30HEe ¢ obecrieyeHuemM CoxpaHHOCMU U orpedenieHHoU cucmemol ebifayqyu U 8038palleHuUs Ha
XpaHeHue.

A.1.2 KomnnekTtbl nevaTtHbIX hopm

[Tou ucnionb3oeaHuu bonee 00HOU neyamuou gbopmbi BomkHa bbimb paspabomara GOKyMeHmMuUpo8aHHas cucme-
Ma, obecrieyugarouas Ucriofib308aHUe 8CexX rieyamiHbix cbopm KoMmriniekma. Ecnu 8 KOMrnekm 8xo04m riedyameesbie oop-
Mbl pPasfiudHo20 Ha3Ha4dYeHuUd, mo Kaxxoasd riedamdasa opma OormkHa bbimb 4emKo U mMOYHO uCeHmMubuyuposaHa u
OOKyMeHmMarnbHO 0POpMIIeHa.

A.1.3 NameHeHne opurnHan-makeTa (Au3anHa)

Ecnu 8 coomeemecmaeauu ¢ usobpaxxeHuem mpebyemcs HEeCKOMBKO rneyamHdbix (bopM, U rpu USMEeHeHUU opuau-
Har-mMmakema usnu ousalHa HeKkomopsble U3 HUX 3aMeHSrMmcsd, mo 0omkeH beimpb paspabomaH OOKYMEeHMUPOB8aHHbIU
MTOPAO0K 3aMeHbl OCOHUX riedamHbix (hOpM U COXPaHeHUS Opyaux cpedcme KoMriiekma. VIsmeHeHHbIe riedammHbsie QOpmbl
GO/MKHbI ripoumu riepeudeHmucbukayuro.

A.1.4 TMpoBepka

[1posepka OusaliHa cpedcmea riedamu OOImKHa MpoeoduUMbCS 80 8PeMs M0020MOBKU rnevyamyol MawuHb! U GO/mKHa
Obimb 3ageplueHa 00 pelweHUs 0 Hayarne riedamu rnpooyKyLU.

A.1.4.1 KapaHTUHHOE XpaHEHNE N YHUUTOXEHNE

OpeaaHu3ayus GormKHa uMems:

a) OOKyMeHmMuposaHHbil rnopsadok, obecrieyusarowull U30nUPOBAHHOE XPaHeHUe opuauHarn-makema u cpedcms
neqdamu, ousatH KOmopbix Haxooumcess Ha cmaluu USMeHEeHUS;

b) OOKYMEeHMUPOBaHHYO cucmemy, MoOpObHO OrnuckiBaWY [MOPACOK YHUYMOXEHUS HEHYXHbIX opua2u-
Har-makemos u cpedcmea riedyamu. [laHHbie Mmamepuarnbl O0MmKHbI Obimb ripedcmasneHsl Kak He fpU200HbIe K UCM0Mb30-
8AHUKO U ymunu3uposaHbi KOHMponupyemsiMm U besoriacHbiM ¢criocobom.

A.2 [levaTb M NnepeHanagka

A.2.1 MNMoaroToBka nev4aTHOM MaLUWHbI

A.2.1.1 lepeoHayansHad nod2omosKka MalluHbl K riedamu OOfDKHa rposooumscs ¢ UCHOMNb308aHUEM YUCMbIX
KOMIIOHEeHMOo8 U Mamepuaroe (Ha KOmopele He HaHeCeH mekcm).

A.2.1.2 Tlpu nocnedyrowux rnoo20mosKkax MallluHbl MO2ym UCII0fMb308aMbCH Mamepuarbl, HarieyamaHHbie 8
Ha4varne pabomsi 61 mod e rnapmudu.

A.2.1.3 Mamepuansi, npumeHaemMbie Onda riepsoHavyanbHoOU no02omosKu MallUHbl, Moaym UCrioflb308amascCs
[108MOPHO 8 ripoyecce peaynuposaHus ysema.

A.2.1.4 Mamepuarei, Ucrionb3ogaHHbie 01 M0020MOBKU MalluHbl, O0/MKHbI Bbimb U301UPOBAHbLI U yMmUnu3upo-
8aHbl KaK rpou3eo0cmaeeHHbIe OMXO00E!.

A.2.2 Cnctembl nepeHanagakm

Lnsa cucmem rnepeHanacku, paspabomaHHbIX O YMeHbWEeHUS 8peMeHU rio020maoe8KuU (HaripumMep, asmomamu3su-
poOBaHHasa cucmema 3aMeHbl redyamyou opmbi) U He mpebyrowux rnofHod pa3bopku NuHUU, OOIMKEH Mpos8oouUMmMbCs
OOKYyMEeHMUPOoBaHHkIU aHanui puckos. llepernanadka OormkHa rnpoeodumscs rnod KOHMponem ¢ uenbo obecrievyeHus
3awumsi rpooykyuu. Bece riedyamdbie Mamepuarbi, U320MO8JIeHHbIe & ripedkioyuiem yukne pabomei, O0mMKHbI bbime
yoaneHs! ¢ nuHuUU 60 moao, kak bydem GaHo OOKyMeHmMarnbHO 0hOPMITIEHHOE paspelleHue Ha Hadarno Hogou rieyamu.
Crniedyem pezucmpupogamse (OOKyMeHmMarnbH0) 8Ce KOHMponupyemsie riapamempsi (cm. 4.2.4).

A.2.3 ApxXuBHbIe obpa3ubl

A.2.3.1 Bce apxusHbie obpa3subi nedyamHou ripo0ykuuu OOIMKHBEI YeMKO MapKupo8ameCs U XpaHumbecs ¢ cobo-
OeHueM Mep CoXpaHHOCMU.

A.2.3.2 Obpasusl, ucrionb3yemeie 0na Opyaux yened (Hanpumep, Onda peknambsl, UHopmayuu u rp.), OOIMKHbLI
rioMeyamaCs Kak HedelcmeumerbHble, eCIU OHU YyX008m u3-rnod KOHMpPOIa opaaHusayuu.

A.2.4 3ameHa cpencTB ne4vyaTw

A.2.4.1 Ecnu e meyeHue ripoyecca rpoussodcmaea 8birofIHeHa 3amMeHa rie4amHyou popMbl 10 cyluecmayrouwemy
YMeepXOeHHOMY Makemy (Harpumep, He2amueay, Unu rpu Ucrofib3o8aHuu KoMrsbomepa O0fa mexHono2uu rnoay4yeHus
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rnnacmuHd U3 cyujecmeayroulezo OUCKpemHoz0 u3obpaxeHus), paboma moxem bbimb rpoOOO/IKeHa ocrie mozao, Kak
bydem ripoussedeHa rposepKa rnepsozo Ho8020 OMMUCKA.

A.2.4.2 Ecnu e meydeHue rpoyecca ripousgoocmesa rpoolyKyuu rneyamdas oopma co30aemcsd rio HogoMy Makemy
(Haripumep, ro CUCKPEeMHO U3MEeHEeHHOMY u30bpadkeHuro), mekyuwasa paboma oormkHa bbime rpekpauieHa u UsMeHeHHas
reyamdas ¢ghopma OO/KHa paccMmampueamasCs 8 Kayecmee Ho8020 opuzuHan-makema. llocrniedyroujee rnpoussoocmaso
paccmampuesaemcs Kak rnpouseodcmeo HO8oU riapmuu. Bece 3ameHbl cpedecme rieyamu OOmKHLI 0bOpMIAmMbCH OOKY-
MeHmarbHO (cMm. 4.2.4).

A.2.5 CoBmecTHaAda nevyaTtb

CosmecmmHas rnedame (ripoyecc riedamu bornee 00H020 Uu30bpakeHuUs Ha Mamepuare 8 meyeHue 00OHOZ20 pouU3-
800CMBEHHO20 UUKIa) 3aripewjaemcs, mak Kak cyujecmeyem puck rieperiymsigaHus (bpaka).

A.2.6 ®opMmumpoBaHUe NapTUN U CKNaaCcKoe XpaHeHMe npoayKumm

A.2.6.1 QopmuposaHue riapmull U CKNaockoe xpaHeHue rpodykuyuu OOIMKHO ocywecmsrnsamscsd 8 coomee-
mecmaeuu ¢ ycrogusamMu 0oz2080pa.

A.2.6.2 XpaHeHue rpolyKyLUu OO/mKHO bbimb op2aHu308aHO ¢ obecriedeHuUeM ee coxpaHHOCMU U UenocmHyocmu.
LokyMeHmauusa Ha rnapmuro Oo/mKHa dagambe 803MOXHOCMb POCedumb 8eCh rpouecc, HaqyuHas ¢ rofyyeHus mame-
puarnos u rpoussoocmsa.

A.2.7 UndhpoBana ne4vaTtb

A.2.7.1 Lugposas neyampe 6800uUM HOBbIE oriepayul, Komopkie criedyem KOHMpOnupogams U COKYMeHMUpPO-
gamp 0r1q obecrievyeHus MoYHOCMU usa2omosneHus u besonacHocmu rieyamyod rnpodyKuuu.

A.2.7.2 Ucnons3oesaHue yugposol rneyamu u nwobsie Opyaue crieyuarnbHble YCrno8us, rnpuMeHsemMbslie rpu usao-
moerieHuUuU rpooyKyuu, 00mkHbI bbimb cozanaco8aHb! C 3aKa34yUKOoM.

A.2.7.3 Cnedyem cozbamb cucmemy 3awumsi haunoe u docmyria K HUmMm, paspabomanHyro 0518 ripedomapatie-
HUS criy4alHOo20 Ucronb308aHUs HeEBEPHbIX halifnog opuauHan-Mmakemos.

A.2.7.4 EcnuanbmepHamusgHas cucmema besoriacHocmu He paspabomaHa, KOMbromep, yrpasnarouul yugpo-
80U rieyamHou MawuHou, O0mMKeH uMems 8 rnnamsamu eGUHCMeeHHbIU hadn opuauHarn-makema 018 meKyuw,eao rie4yamHo-
20 yukna. YoaneHue amoeo chatna GOMKHO rnpusodumse K OCMaHOo8Ke NUHUU U 0bopMIambeca OOKYMEHMarbHO.

A.2.7.5 OnepauytoHHbie HacmpoUku 0115 rnony4eHuUs HyXXHbIX 4eemoa OOIMKHbLI 8bINOMHAMBCH 110 UHCMPYKUUU U
0POpPMIAMBECH OOKyMeHmaribHO (cM. 4.2.4).

A.3 Cuctembl WLITPUXKOOOB ANA obecneveHns 6e30nNacHOCTMH

A.3.1 Obwme NnonoXxeHuA

Lna obecrieyeHusa besornacHocmu rpodykma u ripedomepatlieHus neperymsei8aHus 8 OusaliH rneyameHhix yrako-
BOYHBIX Mamepuanog mMmoaym Obimb 8KMHOYEHbI WMPUXKOObI be3oriacHoOCMuU, 4mao 0380719em ocyuwecmaerndme KOH-
mpoJib 8 rpoyecce rpoussodcmea op2aHusayued u/unu 3akas4yukom rpu Ucronb308aHUU yriakoeKu.

Opearusayusa moxem 0obasumps cobcmeeHHbie ubeHmMubukayUuoHHbLIe KOOI 8 Bu3atiH rnpolyKyuu, ecriu 3mo 020-
80PEHO 8 0oz2080pe.

Ecnu opearnuzayusa HaHocum wmpuxkoo besoriacHocmu, oHa bepem Ha cebs omeemcmeeHHOCMb 3a mo, 4Ymo
KaxkObilt ysem OusaliHa 0ormKkeH bbimb 8KMIOYEH 8 LUMpUXKOO0. 3akasyuka cnedyem ussewams 060 8cex criyyasax, koeda
usem He coomeemcemeayem mpebogaHusam CKaHupyrowez20 obopyodosaHUs.

A.3.2 lpoBepka meToaoB unn obopyaoBaHusA

A.3.2.1 Tlo 803moxHoCMU KaxObll tumpuxko0 be3ornacHocmu GOIMKeH rpo8epsameCa CKaHupyrowum obopydosa-
HUEeM, BCMPOEHHKLIM 8 NIUHUK, 018 No0MmeepXXO0eHUs moz20, Ymo KOOkI Yumaemsi U rpoO0yKULUS rpou3sooumcs 8 coomee-
mcmeuu ¢ ycmaHO8eHHbIMU mpebosaHUsaMU.

CK&HUPOB&HUG‘ wmpuxm@oe OO/MKHO 8bINONHAMBCH Ha 3aKmoYumensHoM smarie HpOUG‘BO@(}‘mBEHHOEO rpouecceca.

A.3.2.2 TlpoepammHoe obecrieyeHue cKkaHupyrouieao obopydo8aHUs Unu CUCMEeMHbIe HacmpOoUKU KOHMpPOons 0011-
XKHbI 3az2pyXambCs He3ag8UCUMbIM MemoOoM (HaripumMmep, cmaHOapmHbIM unu rnoomeepx0eHHbIM riposepkoll). Cpasy
r1ociie 88e0eHUSA KoOa U rnpo8epKu ckaHupyruwee obopyoogaHue O0rmKHO beimb HaOeXxHOo 3abrokupogaHo (HaripumMmep, ¢
UCTIONb308aHUEM MexaHuyeckou broKUpo8KU unu 3awumsesi rnaponem) 014 ripedomepalyeHuUs HeCaHKUUOHUPOBaHHO20
docmyria.

A.3.2.3 [ormxHa cyuwecmeogamsps ahpekmusHasa cucmema 05 ombpaxkosku rrobeix ripoO0yKImoes, Komopsie He

fIPOX00AM rPOBEPKyYy CKaHuposaHuemM. Kaxobil rnpodykm, 3abpakosaHHbill CKaHupyroweu cucmemol, pabomarwed 8
pexume pearnbHo20 8peMeHuU, OOIDKeH Uu3y4Yambcs OfA 8bIA8MeHUS rpuYylUHbl bpaka, a 3abpako8aHHbIe KOMIOHEHMAb!

griocriedcmeutu OOmKHbI Obimb omripaerneHbi 8 Mecma xpaHeHus bpaka. puduHei ombpaKkosKku OO/MKHEI bbiMb yKa3aHb!
8 omyeme U ripoaHarnu3upogadsi 00 peanusayuu rmpooykKyuu.

A.3.2.4 Ckanupyrowasa cucmema, pabomaruwasd 8 cocmase NuUHUU, U C843aHHbIU ¢ Hell MexaHu3M ombpakosKu
OO/KHBI [1008ep2ambCs KOHIMPOIIO 8 X00e rpou3soocmaa ¢ Uerbro oripedeneHus sgpcbekmusHocmu Ux pabomel 1o pac-
[103HaBAHUI0 U U3BAMUKO Mamepuarnos ¢ He8ePHbLIM LWMPUXKOOGOM. Takol KOHMpOob OOMKeH OCywecmearnamasCcs 8 Hada-
e npouyecca U rosmopsamMeCHa 4epes pe2yndapHbIe [IPOMEXYMKU 6peMeHU, a pesyrbmamsbi O0OOpPMISMECS
OOKyMeHmarbHO (cM. 4.2.4).
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A.3.2.5 Tlrobot npodykm, Komopsil ripu rnpouszsodcmaee OO/MKEH MpoXoo0umbs 3f1eKMPOHHOE CKaHuposaHue, rpu
He8bINOMHeHUU 0aHHo20 mpebogaHusa OormkeH mujameribHbiM 0bpa3oM rposepsameCcs U yKasbieamaeCHd 8 omyemax rio
kayecmay. Ob amom criedyem UH@OPMUPO8amsp 3aKasyuka u rnofydums e20 coarnacue, 0opMieHHoe OOKyMeHmarbsHO,
00 pearnusayuu rnpooykyuu.

A.3.2.6 [lpu pyrnnoHHOM MHO20rI0/I0CHOM [1p0ouU3800Ccmee ace NuUHuUU OO/MKHEI DbIMb NMPo8epeHk! Ha rpeomMmem ripa-
gUNILHOCMU Wmpuxkooa. B cnyyae, ecriu amo He moxxem Obimb 8bIMNOMIHEeHO, M0 Coa2/1aco8aHUr0 ¢ 3aKa3qyluKoM MoXXem

ObIimb fiposepeHa MofbLKO 00Ha NTUHUA.
A.3.2.7 Ecnu KOHMPOrib 8bINOMHAGMC S 8He MNUHUU, MO crnedyem ripogepsams obpasubi WmpUxKooo8 CO 8cexX

nuHuUdg.

A.3.3 WTpuxkoabl «mecTa npoaaxXu»

B cniyyae, ecnu wmpuxkoOb! «mecma rpodaxu» (EAN, Code 39, PZN u m. n1.) eknwoyeHb! 8 Ou3satH, rpo8epKy
0bpa3suoes crnedyem 8bIrofHAMbL 8 xo0e ripoyecca ripoussoodcmea u oopmMmame ee OOKyMeHmarbsHOo.

A.3.4 PynoHHbIe MaTepunanbl N NpoayKums

A.3.4.1 Mecmo ckneusaHusa OOMKHO omeeyamep criedyrowum mpebosaHusam (ecnu 3aKa3qyUukoM He OripederieHo
UHoe):

a) 8bIMOMHEHO C MPUMEHEHUEM APKO OKpaleHHOU KnedKkou neHmsl Ha 0beux cmopoHax rnofomHa u

b) 0be cmopoHbl O0rmKHbI Bbimb Ipo8epeHkl O 2apaHmuu moeao, Ymo rpucoeduHeH UGeHMUYHbIU Mamepuarn u
3Mmo 3apezaucmpupo8aHo 8 COKyMeHme.

Moxxem bbimb yKazaHO MakcumarnbHO OorycmumMoe YLUC10 Mecm CKreugaHUus.

A.3.4.2 Konuyecmeo mamepuana (OnuHa, WupuHa Uunu 4ucrogoe 3HayeHue), ripousge0eHHO20 8 Ka)XXOOM PYIioHe,
00/MKHO BbiMb OrpedenieHO ¢ MOYHOCMbK), CO21aC08aHHOU C 3aKa34YUKOM, U yKa3aHo Ha pyrioHe.

A.3.4.3 Ha sHympeHHel CmMOopoHe CMepPXXHSA KaXX0020 pyroHa criedyem yKasbigamb HOMeP riapmuu, HoMep pyro-

Ha U damy u320MmMoerieHUS.
A.3.4.4 [Ina npedomepauleHus rieperiymabsi8aHuUs rosiomHo OO/MKHO 3aKaH4yueampecs Mmamepuanom be3 HaHece-

HUS riedamu 8 KOHUe ripoz2oHa Ofd 2apaHmuu moeao, 4mo 8 obopyoogaHuu He ocmarock riedyamHoz20 Mmamepuaria.

A.3.4.5 Ecnu neyamnbili mamepuarn Heobxooumo ocmasnames 8 0bopyOo8aHuUU U3-3a CIIOXHOCMU riepemMameai-
8aHUSA PYNOHO8 (Haripumep, 8 ycmpotlicmeaeax Ond rnpolonbHOU pe3Ku) rieped HadarnoMm redyamu HOB8020 U30bparkeHUs
(Ou3satiHa), mo mamepuaribl, UCM0Nb308aHHbIe 0N ommucka, O0/mKHbI bbiMb yoarneHbl ¢ OOKyMeHmarnsHbLIM 0hopMIie-
HUeM.

A.3.4.6 Ecnu usz-3a ocobeHHocmell QusatHa unu sKerinyamauuu rne4yamHy0o20 0b6opyoosaHus Moxem bbime ripous-
gedeH Mamepuar ¢ rporyweHHoU rneyamseio, mo crnedyem umems HaleXHY cucmemy Ons orpedeneHus u yoaneHus
POBYKUUU, NMpou3selfeHHOU € rporyuweHHbIM U8emom U MmeKCcmom.
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[MpnnoxeHve B
(cnpaBo4HOe)

TpebGoBaHUA K aTTecTaLMmM U KOHTPONIO NPOU3BOACTBA
nepBUYHbIX YNIaKOBOYHbIX MaTepuanoB

B.1 O6bwme nonoxeHwunA

Ammecmauyuro criedyem rnpoeooumse, Koeda Hedocmamo4yHO O2paHudu8amascsa KOHMpoeM rmpoussoocmea riep-
BUYHbIX YMaKOBOYHbIX Mamepuarnos. B OaHHOM ripunoXxeHuu paccMmampugaromcs mpebogaHus K ammecmauuu coanac-
Ho 7.5.2 (7.5.2.1) u mpeboegaHus K ripoekmupoeaHuro u paspabomke coasacHo 7.3.

Ammecmauyus rnpoeooumcs O credyruiux o0bbekmoes (ecriu HedocmamoyYyHO O2paHu4vu8ampsCa KOHMPONem):

- fipou3soocmeeHHo020 0bopyoosaHUus,;

- KOHMPOsribHO-UCTbimamernbHo20 o0bopyodoeaHus Ors rpo8epPKU KPUMUYECKUX UCXOOHBIX, [MPOMEXYIMOYHbLIX
Mamepuarnos u 20moegou rpodyKuuu;

- 0moerbHbIX 8UCOE rMpPOOyKUUU 8 HEOBXOOUMBIX criy4asx Uil rio coanaweHur ¢ 3akasdyukamu.

Llensro ammecmauuu a8naemcs OoKyMeHmarneHoe rnoomeepx0eHue moao, 4mo 8 ripoyecce rpoussodcmea u
KOHMPOJIA Kayecmea Helu3MeHHO obecrieyusaemcs 8hIMyCK Mep8uyHbIX yriako8O4YHbIX Mamepuarnos, coomeememayr-
LuUx 3a0aHHbIM mpebogaHUSsM.

Ecnu npedycMompeH morfbKo KOHMpPOsb ripousgodcmea (be3 ammecmauuu), mo creoyem rposecmu ryc-
KO-HanaoOo4YHbIe UCTbIMAaHUsA ¢ GOKyMeHmarnbHbIM obopmMmieHuemMm U paspabomams rnmopsacoK meKyuwea20 KOHMPOsis 8
xo0e ripousgoocmaea.

B.2 OcHOBHbIe NpyHUMNLI

B coomeemcemeuu ¢ 7.5.2 ammecmauuda mpebyemcsd morfbKo 8 mex ciydasax, koeoa Kpumuyeckue rnapamempsl
He mMoaym bbimb rpo8epeHk! Npu mekyuwiemM KoHmporse. B 0aHHOM pa3oderne paccMampluearomces criydau, Koeda mpeby-
emcs rnposooumse ammecmauuro.

Kanubposka ripubopos 8bINonMnHAemecs He3agucumMo om ammecmauyudu.

B.2.1 NoaroTtoBKa K npoBeaAeHNIO atTTectTauum (McnbITaHUN)

Lo nposeleHus ammecmauuu (UcrbsimaHut) ripoyecca rpoussoocmea repsuYyHbiX yriako8oyHbiX Mamepuarnos
criedyem:

- paspabomame crieyuukaylu Ha UCXO00HbIe Mamepuarnbi, ompa)aruiue Ux cocmae;

- r1o0zomoeume COKyMeHmauuro Ha obopyodosaHue 011 rpouseoocmea U YrnakoeKu,

- oripedenume POJU U 0MeemcmeeHHOCMb op2aHu3ayuu (rnocmasujuxka) u 3akas4yuka,

- yCmaHo8UmMb 803MOXXHOE 8MIUsAHUEe Mep8UYHO20 YIako80YHO20 Mamepuara Ha nekapcmeeHHbie cpedcmea u
besonacHocme nayueHma;

- ornpedenume Kpumudeckue riapamempsi ripoyecca;

- co30amp cucmemy obyyeHus nepcoHarna (onepamopoes, pabomHuUKoe cryxbbi kayecmea, UHXEHEePHO-MeXHU-
YEeCKO20 rnepcoHana um. 0.);

- paspabomampe mexHoI02udecKkue UHCMpyKUUU, UHCMpPYKUUU rio 3Kcrinyamauyuu U mexHu4yeckomy obceryxusa-
HUKO U m. 0.

B.3 ATtTectaumnsa (KOHTpOnb, NPOBepPKa) nporpaMmmMmHoOro obecne4veHus

[posepka rnpoepamMmHO20 0becrieyeHUs 8bIMOMHASMCS € MOMOUWbIO BYHKUUOHaNbHbIX mecmos. [lpoussodumers
MIePB8UYHBIX YTaKOBOYHBIX Mamepuasos He 8bINOIHAem ammecmauuto rnpo2pamMmHo20 0becrieyeHuUs, ecril He 02080P6-
HO UHO®.

B.4 ®yHKUMOHANbHbLIE TEeCTHI

QyHKUUOHarbHbLIE mMecmbi BbIMOMHAKMCH OfnA rpozpaMMHo20 obecrieyeHUs, C8A3aHHO20 C KpUumu4yecKumu
fnapamempamu, ¢ Uerbro MPo8epKU ripocnexusaemocmu U moyHocmu e20 pabomei, 0bpabomiu U coxpaHeHUd OaH-
HbiX. Tecmbl O0mKHbBI MPo8OOUMbBCH 8 docmamoyYyHoOM obbeme u npu Hadnexawux yecnosusx. C amod yensro 8 cucme-
MYy MO2ym 8800UMbLCH, Haripumep, rpasuribHbIe U HeripagunbHbie OaHHbIe. Pe3ynbmamsasi ripo8epKu 0opMIASHOMCs
OOKyMeHmarbsHO.

Lna kpumuyeckux rnapamempos (oriepauutl) 8binonHAames oybnupyrouitie mecmeai.

B.5 KOHTpONb nameHeHnn

KoHmporb usmeHeHul 8bINoIHAeMcs 8 O0OKyMeHmarnbHoU oopmMe U ripo8odumcs Ha 8cex amariax co30aHus U 3KcC-
rnnyamauyuu obopyBo8aHuUsd, HavyuHas om ammecmauyuu rnpoekma (KOHCMpyKmopckol OokymeHmauuu). Kormpors
U3MeHeHuUl exodum 8 cocmas pabom rno ammecmauuu (KOHmMporr ripoyeccos u obopydosaHus).
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B.6 HenctBua nocne npoBeaeHns atrectauvm

[locne niposedeHuUs ammecmauuu yHKUUOHUpyroweao obopydoeaHusa (B.15) u ammecmauuu 8 akcrifiyama-
uuu (B.17) u npu 8603HUKHOBEHUU HerlpeosuOeHHbIXx 0bcmosamernscmaea crnedyem ripuHuMame Heobxooumeie mMepsi, 0hopM-
T894 UX OOKyMeHmaribHO.

B.7 NoanepxaHve paboTocnocobHOro COCToOAHUSA

Crniedyem opeaHusogeame cucmemy MmexHU4YecKoz20 obcnyxueaHus, komopas obecrieqyusaem pabomocriocob-
Hocmb 0bopyooearusd. JIiobeie, Oa)ke He3aHadyumerbHbie, USMEeHEHUS criedyem oyeHusams 8 rifiaHe Uux 8nusaHus Ha pabo-
mocriocobHocme 0bopyoosaHus u, rpu Heobxooumocmu, 8kINOMHAME ammecmauuro 8 3Kcriiyamauyuu 6 mpebyemMom
obveme (B.17).

VIameHeHUs 8 memodukax ammecmauuu criedyem yyumsisams rpu rnposedeHuu rnoemopHol ammecmauuu.

B.8 AtTectaums

B.8.1 NepcnektnBHaa atrecrtauvs

[lo Hayana cepuliHo20 ripouzgodcmea rnpolyKuuu crnedyem 8biIONHUMbB MEePCEKMUBHY ammecmauuro (Ucribi-
matdus) ripoyeccos u obopyoosarHus. Moaym ucrionb3oeamecs U Opyaue MmemoObl ammecmauuu (B.21).

Ha pucyrke B.1 riokazaHa muriogas cxema ammecmauuu ripoyeccos u obopyoosaHus.

B.8.2 Ponu n oTBeTCTBEHHOCTb CTOPOH

BO3MOXHBIE 30HBI OMEemMCMmMEEeHHOCMU rokKa3aHb! Ha pucydke B.1. Jluya, omeemcmeeHHbie 3a riposedeHue
ammecmauuu (ucrsimandut) u ymeepxxoeHue ux pesyribmamos, 00/mKkHbI bbimb Ha3HayYeHb! 3abnaz2o8peMeHHO.

PeweHue o0 8birycKke rpoOyKyLU go3rnazaemcs Ha crnyxby (omoer) KoHMposisa kadecmaa.

B.8.3 NnannpoBaHue

B.8.3.1 Obwue nonoxeHus

Bce cmaduu nipoyecco8 ammecmauyuu (ucrisimadud) cnedyem rinaduposams U obopmiames OOKYMEHMarbHO.
[lopsadok u popmMbl COKYMEHMarnbH020 0opMIieHUS O0mMKHLI beimb oripederieHbl 00 Hayarna pabomei, Haripumep, ecriu ¢
3aKa34qyUKoOM C02/1ac08aHO po8eOeHUEe KOHMPOA rapaMmempos, mo riepeyeHp rnapamempos moxxem bsime paclilupeH
10 CpaB8HeHUr co crieyuguxkayuel.

Crniedyem ykaszamsb, Ymo Uerbr ammecmauylu S851aemcs rioo0meepxxoeHue coomeaememaeaus ripoyeccos u obopy-
dogaHusA mpebogaHUuaM 3aKasyuka.

B.8.3.2 lNporpamma atrectaumm (MCNbITAHUN)

[Topsadok nposedeHus ammecmauuu (UcribimaHul) usnazaemcs 8 ripoespamme ammecmauuu (ucrnsimadud)™.

B ripogpamme ammecmauyuu yKasbi8aromcsa 0bda3aHHOCMU uUcrionHumened, cocmas u rocnedosameribHOCMb
8birionHeHus pabom. Ocoboe sHuUMaHuUe yoerndaemcs KpumudeckumMm hakmopam (napamempam) ripoyeccoa, obopyoosa-
HUSA U OKpYy»xaroujell cpeosbl.

[Ipozpamma ucrnibimanul codepxum cneodyrouue pasoersi:

- fiepeyeHb pabom;

- OpeaHu3auus ebInonHeHus pabom (ucrionHumenu, ux obssaHHocmu),

- riepeyeHs ripouyeccos u obopyocosaHus;

- [IOPSA00K OPopMIlIeHUS OOKyMeHmauuu, 8KYasa opmbl OOKYMEHMOS;

- [1f1aH-2pacbuk 8bIrnonHeHuUsd pabom;

- CCbIfIKU Ha OOKyMeHmbl, ripu HeobxooumMocmu;

- [IOPAGOK KOHMPOIIA USMepPeHUl.

Ecnu mpebyemcs ripogecmu ammecmauuro ripoueccos unu obopyoosaHus, Komopkie rio pesynsmamam aHanusa
PUCKO8 IpU3HaHb! 3K8UBANeHMHbBIMU, MO MOXem UCIof1b308ambCa Memo0O 8bIHECEHUA 3a CKODKU unu mMampudHbid
Memoao, YmMo OOIKHO bbimb yKa3aHo 8 ripoz2pamMme ammecmauudu.

* [NpumeHeHne TepMrHa «BanngaynoHHbIN MacTep-NaH», ABNSIOWErocs 3aMeHON NaTUHCKUX BYKB KUPUNTTULEN B
aHrnumckom tepmuHe «validation master plan», He gonyckaeTtca. N aeHTUYHbIM NepeBoaoM 3TOr0 TEPMUHA Ha PYCCKUN
A3bIK ABMNSIETCH TEPMUH «Nporpamma atrectaumm (Mcnoitaimn)» (npmm. TK 458).
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McnonHuTenb lNpouecc NpumeyaHun

OpraHusauus [MnaHMpoBaHue

I

OpraHusaums U NOCTaBLUMK AHanuma puckos

{

Cneuundukauna TpedbosaHunin
3aKkas4yuka

"

Cneundukauus K KOHTpaKTy

¢

[TpuemMo-caaTouyHble UCTbITAHUS O6HLEM YTOUHSIETCS
Ha NpeanpuaTun-n3roroBuTene

BXoaaT B atTecrauuio

OpraHusauus ATTecTauus yCTaHOBMEHHOro
obopynoBaHUs

¢

[TpoBHBIE NYCKM

"

ATTecTauus PYHKLUMOHUPYIOLLLErO
06opyaoBaHuUS

"

[ycko-HanagouHble UCNbITAHUS OueHka npo,qylcunua

I

Beog obopynoBaHus
B 3KCnyaTauuio

I

AHanwu3 puckoB (npouecc  Ha
paGoTaet ycToiumeo?) —+  DbiNyck npoaykumu

JHeT
ATTEecTaUMA B SKCNyaTauum OueHka npoayKumn®

)

) JONONMHUTENBHO MOXET NPOBOAUTLCS OLEHKa NpoayKUUn:
- NO PELUEHUIO OPraHU3aLuum;
- NO TPEBOBAHUIO 3aKa34YMKa.

PucyHok B.1 — Cxema attectaymm HOBOro ob6opyaoBaHus

Imu Memookl MO2ym fPUMEHAIMBCS rpu 6ocmamaoyHO IOfIHOM 3HaHUU rpoyeccos U Hanuyuu oboCHOB8aHUA.

«BbiHeceHue 3a CKObku» 03Haydaem, 4Ymo ucribimaHus Mo2ym rpo8ooumaeCcs mosibKo ripu aKempemMarsibHbIX 3Ha4vye-
HUSAxX napamempos. MemoO Mmampuy 03Ha4yaem makoe rifiaHuUpog8aHue ammecmauyuu, rnpu KomopoM CoKpallaemcs Yyuc-
110 cepull rnpodykuyuu, HeobxoOumbix 8 ammecmauyudu.

B.9 AHanwu3 puckosB

AHaru3s pUuckos ripoeoouUMCH rpu rpUHAMuUU peleHus, Haripumep, o Heobxooumocmu rposesdeHuUd ammecmauyuu
Uru KOHmMpors 8 xo0e ammecmauuu rnpoekma (KOHCMpyKmopckol OoKyMeHmauyuu) 0 OUeHKU oriacHocmu 8UsHUS Ha
riepcoHar unu okpyxaruwyro cpedy u m. 0. [lpu aHanuse puckos8 OUeHUB8armcsa 803MOXHOCMb docmyria K obopyoosa-
HUKO, TIOMOKU Mamepuaroe, usnydyeHue rnasepos u m. 0. Ha pucyHke B.1 rnokasadnbei 08e cmaduu, Ha KOmophbixX MOXemn!

nompebogamaecs npogedeHue aHau3a pUCKoS.

B.10 Cneundukauna tpedboBaHnmn 3aKas4vmka

[lou nnanupoesaHuu pabomesl crnedyem rnipedycmompems paspabomky crieyugukayuu mpebogaHull 3aKka3quka
(User requirement specification — URS).

Crieyuukayusa a8n19emcs ymeepXOeHHbIM OOKYMEHMOM, 8 KOMOPOM YKa3bI8armcs 8ce (OYHKULUOHalbHbIEe, 9KC-
rnnyamauluoHHbie U Opyaue mpebosaHus K ripoyeccy unu obopyoogaHuro, Heobxooumeie Ofd U320Moe8s1IeHuUs OaHHO20

mamepuana. [Npu amom moxxem rnompebogamescsa paspabomka rnnaHupo8oYHkLIX pelueHut 0n4 paameuwleHus obopydosa-
HUSA U Hanu4us docmamo4yHo20 mecma 0118 riepemMeleHUs Mmamepuarnoa U rnepcoHarna, pasmelweHus 3arnacHbsix yacmed,
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docmamoyHoao mecma 0nda ybopku (oyucmeku). 3ma uHpopmayusa mMoxem bbimb ripusedeHa U 8 Opya20U OOKYyMEH-
mauuu’.

B.11 Cneundwmkaumsa K KOHTpPaKTy. [IpuemMo-caaTovyHbIe NCNbITAHUA

Crieyuhukayusa K KOHmMpaxkmy rnoornucei8aemecs op2aHusayued unu rnocmasuwjukom u codepxum ripedmem u ycirio-
8UA rocmasku. Ecnu npedycmampusaemcs rpogedeHue ripuemMo-coamoyHbixX ucrnbimadut (Factory acceptance
test — FAT), mo cnedyem ykasamspb 8ulbl, MeCMO r1pogsedeHuUs ucrbimaHul u Kmo rnposooum ucribimaHus.

B.12 3Tanbl atrectauvmv

BO3MOXHbBI pa3fnu4dHble Mooxo0bl K Mpo8eO0eHUO!

- ammecmauuu rpoeKkma unu KoOoHcmpykmopckot 0okymeHmauuu (B.13);

- ammecmauyuu ycmaHoarneHHoz20 obopyoogarus (B.14);

- ammecmauuu byHKYyUoHupyrouezo obopyoosaHus (B.15),

- [1ycKo-Hanalou4Hbix ucribimaHul — Site acceptance test — SAT (B.16);

- ammecmauuu 8 akcrinyamauuu (B.17);

- @Harnu3a pucKog, Komopbie Mo2ym 8bINONTHAMbBCA op2aHu3sayuel u/unu rnocmasuUuKkom.

Ima paboma OomkHa beimb obopmreHa BokymeHmansHo. [pu nposedeHuu ucribimaHul opaaHusayus O0/mKHa
yyumeieams Ofibim riocmasiuKa.

Huxe paccmampuegaromcs amaribi rpogedeHus ammecmauyuu. Liernbro ammecmauuu S811aemcs rnoomeepxxoeHue
mozo, 4mo rpooyKyUs HEU3MEHHO 8hkifTycKaemecs 8 coomeemcemeuu ¢ 3a0aHHbIMU mpebogaHusamu.

B.13 AtTtectaumnsa npoekTta (KOHCTPYKTOPCKOW OOKYMEHTaLunn)

[Tou ammecmauyuu rnpoexkma (KOHCMpPyKmopckou GOKyMeHmauyuu) ripogepsemces eao coomeemcemete 3a0aHHbIM
mpebosganusam. [lpu amom mMoxxem UCronb308ambeCs aHanu3 pucKos, aHanu3a crieyuguxkayuu mpebogaHull 3aKkas4yuka,
crieyucbukayuu K KOHMpaxkmy, pesynbmamos rpuemMo-c0amoyHbiX ucrnbimaHut, 4mobbl OUEeHUMb 803MOXHOCME
rijocmasku rpodyKyuuU 3aKas4yuky u Heobxodumocme 6opabomok 60 riposedeHUs nMycKo-Hanabo4YyHbIX ucribimanut (B.16).

Ammecmauusa KOHCMPYKMopckou QOKyMeHmauyuu He mpebyemcs ripu rnocmaskax cmaHoapm-ou ripodykKyuu.

[Tou npogedeHuU rpuemMo-coamoYHbIX UCTibiMaHul moxem rnompebogamaCs y4em yerosut okpy»xarulel cpeosnl,
HaripumMep merinoesiteneHul, wymMa, 0C8eLeHHOCMU, 3az2pAa3HeHHOCMU.

B.14 AtTtectauwusa yCcTaHOBIEHHOro obopyaoBaHus

Ammecmauus ycmaHo8rneHH020 0bopyoosaHus rposooumcecs Or1d rnoomeepxoeHus moao, 4mo obopyodoegaHue
ycmaHOo8/1eHo 8 coomeemcemaeuu ¢ 3alaHHbiMU mpebosaHusamu U G0KymeHmauueu, kanubposaHo (rpu Heobxodumocmu)
U aKcriflyamayuoHHasa OOKyMeHmauyusa umeemecs 8 Hanu4duu. Pe3ynbmambsl ammecmauylu o0@opMAaiomcs OOKyMeH-
marbHO U ymeepxoaromcH.

B.15 Attectaumna dpyHKUMOHMpPYLOLLEro obopyaoBaHnA

Ammecmauyus QyHKUUOHUPYRWea0 0bopydoganus rnpoeooumcs 05 noomeepxoeHus moao, Yymo rnpoyecce unu
obopyoosaHue pabomarom 8 coomeemcmeuu ¢ 3afaHHbIMU mMpebosaHUAMU, 8 MOM YUCe rIpuU ripederibHbIX 3Ha4YeHUSAX
frapamMempos8 (HUXHUX U 8EPXHUX) C y4emoM B8IUAHUSA USMEHEHUU 8 UCXOOHbIX Mamepuarnax (ceipbe) u rnapamempos
OKpyXxarouiel cpeosbil.

MemoOuka ucribimasut u pesynbmamal ucrisimaHut O0/mkHbl bbimb 0POpPMIIEHBb! QOKYMEeHMarnsHO U ymeepxoe-
Hbl. [1nad nposedeHus ucribimanul, npomokKoss! ucrsimanul (B.19.3.2), omuyemsi 0 ripogedeHuu ucrisimadud (B.19.3.4)
u 3aknryerus (B.19.3.5) moaym bbimb obopmiieHbl 8 8U0Ge 0moesibHbIX OOKYMEHMOS.

[1pu 3asepwieHuu ammecmauuu QyHKUUOHUpYrouwe20 0bopyodosaHusa O0rmKkHbl bbimbs ripedcmaesiieHbl MemoOUKU
KanubposKu, UHCMPYKUUU 110 3KCriiyamauyuu (8KnYasa aHympurpou3eo0cmeeHHbill KOHMpors), ybopke (o4yucmeke),
ropsa0oK 0by4yeHUs riepcoHana U UHCMpPYKUUU rno mexHu4eckomy obCriyxusaHUfo.

Lnsa npocmoao 0bopydo8aHuUAa MOXXem cocmasnamecs e0UHbIU OOKYMeHM, gKroYarowut npomokon (B.19.3.2) u
omyem 06 ucribimanusax (B.19.3.4), 8 KomopomMm makxxe yKa3sbi8aemcs Kpumepud rpuemnemocmu.

B.16 llycko-Hanago4Hble NCMNbITAHWA

[lou npogederuu nycko-Hanado4YHbIX UCbimaHul 8bkINoNHaemcs npobHoe u320moeneHue rnpodyKuuu us rpeod-
YCMOMPEHHbLIX Mamepuarnos. 3mo MoXxXem Criyxums rno0meepx0eHuUeM pe3ynbmamos ammecmatut ycmaHOo8/1eHHO20
U QYHKUUOHUpYrowea20 obopyoosaHus. Crnedyem KOHMponupogams riapamemps! rpooykyuu, Ha OCHO8aHUU 4eao
Moxem Obimb MPUHAMO peweHue 0 rpogedeHUU ammecmauuu 6 aKcrinyamauyuu. 'lycko-HanaOoyHbkie UCrbIiMaHus
Moaym bbimb 3KeuganeHMHbI OCHOMY YUKy ammecmauyuu 8 aKcriyamauyuu.

Lnsa nposepku KOHMPObHO-U3MepumernsHo20 0bopyoogaHUs makKkxe Moaym po8ooUMbECs rMycKo-Harnaoo4dyHkeie
UCTIBIMAaHUS C UETIbIo NMPpo8epKuU Kanubposku obopydosaHus U HeU3MeHHOCMU e20 rioKasaHud.

B.17 ATtTectaums B 3Kcnnyatauum

[1pu ammecmauyuu 8 aKcrirmyamauyuu rnpo8oosamcs UCribiMaHUus 8Ce20 KOMIINIeKca mexHonoz2u4yeckozo obopyooeaa-
HUS C UeribH r100meepXx0eHLUs HeU3MeHH020 coomeememaeus rpooykyuu 3adaHHbIM mpeboeaHusam. [lpu ammecmauuu

* Cneyundukaumsa TpeboBaHuM 3akaszvumka MOXeT ObITb NpeacTaBneHa B BUae 3agaHns Ha NPOEKTUPOBAHUE UIN TEX-
HUYECKOro 3agaHnsi Ha pa3padboTky obopyaoBaHus (npum. TK 458).
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8 IKCriflyamauuu Ucrionb3yrmces rnpedycMompeHHbie Mmamepuarisi. VIcribimanus rnpo8o0samces, Kak MUHUMYM, Ol mpex
cepull npodykyuu. Pesynsmameai ucribimanul 80mkHb! bbimb 0hopmieHbl OOKYMEHMansHO U ymeepXOeHbl.
UckrnrodeHue uz mpebosaHuss 06 ucribimaHusx mpex cepul denaemecs 018 OnumernbHbIX Hernpepbi8HbLIX rMpoyec-

CO8 (Haripumep, 8 MeYeHUE HECKOMbKUX Hederlb), Koala foryckaemcs ogpaHudumecsa 00HoU cepuell UCXOOHbIX mame-
puanos. B asmom cnyyae ucrnbimaHua wmoaym [pogodumbscad 0Ona mpex rnodcepull, Kaxoasa U3 KOmopbix
uszomaenueaemcs, Kak MUHUMYM, 8 meyeHue 00H020 OHA.

B.18 AtTtecTtaumsa npoaykuumm

Ammecmauyusd rpooykyuu HeobssameribHa U MOXXem 8bIMOMHAMbBCH 10 pelueHUr0 opzaHusayuu nubo rmo mpebo-
8AHUIKO 3aKas4yuka (pucyHok B.1).

B ocobbix criyqyasax pekomeHOyemcs 8bifoNIHAMb ammecmauuro Kpumudeckux cmadud ripoyecca 0118 3a6aHH020
gL0a rnepeuUYHO20 yriakogoyHoao mamepuarna. ['lpu amom npoeodsamcs ucribiMaHusa Kpumuyeckux cmadud rnpoyecca npu
SHAYEHUSAX KpUMuU4YeCcKUx rnapamempos, 8bibpaHHbix ymem aHaril3a pUCKOos.

Coomeemcmaue rapamempos8 3a0aHHbIM mpebogaHuaM rpu orpedeneHHoOM yucre cepul (Yyuknos pabomel

0bopyooesaHus) O3HavYaem, 4mo ammecmauus rnpooykyuu (rpouecca) rpowrna ycriewHo (FOCT P 52249, npunoxe-
Hue 15).

B.19 HokymeHTauua, ncnonb3yemasi npm artrectaumm (MCnbITaHUAX)

B.19.1 Oowmne nonoxeHuns

Memoduku nposedeHus u pedyrbmamsi ammecmauyuu (UcribimaHutl) 80rmkHb! bbimb 0hopmneHb! OOKyMeHMarbsHo.

B.19.2 UcnbiTaHunna

Pesynbmamsasi rpueMo-cOamoyHbIX UWUNU ycKo-HanaloyHbIX ucrnbimaHut moaym Obimb 0gopMiieHb! 8 gulde
00H020 OOKYMEHMma, Komophbiti cO0epxum:

- OaHHbie 06 obopydosaHuu unu pesynbmamei rnocnedHUxX ucrbimanull (KOHMPorns),

- BaHHbBIe 0 Memodax ucrnbimaHul;

- Kpumepuu ripuemriemMocmu,

- [1epeYvyeHb NPo8OOUMbIX UCrbimaHul;

- pesyrnbmameal UcfibimaHuu;

- OUEHKY pe3yrnbmamos UcribimaHul U 3aKnio4YeHue;

- riocnedyrowue Geticmeus,

- KOHMpPOIsib UsMepeHuU;

- ymeepxoaroulyro rnooriluce.

B.19.3 AttecTtauuns

B.19.3.1 CocTaB gokymeHTauumu

B ocHO8HOU cocmas BoKyMeHmauuu rno ammecmauuu exo0am.;

- OaHHbIe 06 aHarnu3e PUCKos;

- [1f18H 11po8e0eHUS U coOep KaHUe rnpomokKona ammecmauuu;

- omyem o rposedeHUU ammecmayuu;

- 3aKrryveHue u ymeepxxoarouias rnooruce.

B.19.3.2 [lnaH npoBegeHnsa n cogep:xaHmne npoTokona arrecraymm

Jma OoKyMeHmauyus eknroyaem 8 cebs:

- OaHHbIe 06 OCHOBHBIX cmadusx (fapamempax), Komopbie moaym bbimb KpUMuUYeCKUMU,

- OaHHbIe 06 ammecmauuu u Mmemoaoax ee rnposeceHus;

- Kpumepuu ripuemriemMocmu,

- n1o0nucu ucrionHumeneu u ymeepxoaroulyro rnooruce.

B.19.3.3 [lpoTokon atTtecrtaumm

B colepxaHue rnpomokKosia ammecmaulu 8xX009m:

- pesyrbmamasl ammecmauuu o fpUuHaImMou mMemooukKe,

- Kpumepuu ripuemriemMocmu,

- r1o0nucu ucrionHumerneu u ymeepxxoarouwas rnooriuce.

B.19.3.4 OTt4eT 0 npoBeageHUN atTectaymnm

Omyem o ripogedeHuu ammecmauyuu MoXxxem o0opMIIAMBECH 8 0OHOM OOKYyMEHMme C rpomoKofioM ammecmauuu.

B.19.3.5 3akntodeHune

B kpamkol chopme rnpusoBsames pesyrnbmamel ammecmatuu ¢ ykasaHuem yenu ammecmauuu, npeodbaendemMbsix
mpeboegaHull U 3aKyYeHuUe 0 coomeemcemeuu UM pesyrnbmamaos ucrisimadud. [pu Hanuyuu OMKIoOHeHUU pelweHue ro
HUM OOJpKHO bbimbs 0bOCHO8AHO.

B.19.3.6 CBOAHbIN OTHET MO pe3ynbrartam arrectaumm

Ce00HbIl omyem colepxxum GaHHbIe 000 8cex amanax ammecmauyuu u ucrbimaHuu:

- CCHIMIKU Ha MPOMOKOSbI, 3aKMOYEHUS U peKkoMeHoayuu;

- 060CHOB8aHUEe UMEHEHUU;

- ymeepxoaroulyro noorilcs.
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B.20 XpaHeHwe AOKYyMeHTauuwu

LoKkymeHnmauus o nposefeHuu ammecmauyuu (KOHMpOorisa, ucrbimaHul) OO/mKHa XpaHumbeCs 8 meyeHue 8cez0
riepuoda akcrinyamauyuu obopyooeaHuUs rnc 0ea 2o0a riocrie e20 8biso0a U3 aKkcrnyamauuu.

B.21 [Opyrve meTtoAabl atTecrtauumm

B.21.1 Obwme nonoxeHwunA

B B.1—B.20 paccmompeHa riepcriekmusHas ammecmatuusd, m. e. ammecmauyus 00 Hayana cepuliHo20 8biIf1yCcKa
poodykyuu. 3Imom sud ammecmauuu 018 hapmMayesmuydecKol rnpoMbILUNTEHHOCMU A819emCs ripedrioymumeribHbIM.

B mo xe gpemsa opzaHusauusa Moxxem rpumMeHsams opyaue mMemoobl ammecmauyuu, coomeemcmeayrujue KoH-
KpemHyouU cumyauuu, U ¢ ydemom 3ampam Ha ripogedeHue ammecmauuu.

K Opyaum memolOam ammecmauyluiu OMHOCAMCH:

- mekKkyuwiass ammecmauus;

- pempocriekKmusHasa ammecmatus;

- B8bIHECEHUEe 3a CKObKU (Memoo Mmampuuy).

B.21.2 Tekywaqa atrecrtauusa

Tekywaa ammecmauus rnposooumcs 8 xo0e ceputiHo20 rpousgodcmea, Koa0a 8birycK rnpoodykyuu beirn Hayam 00

fApuHamusa peweHus o6 ammecmauyuu. Tekywasa ammecmauyus 8bIfoNIHAemcs 8 obbeMe ammecmauuu 8 3Kcriyama-
UUU 110 mod e cxeMme.

B.21.3 PeTtpocnektnBHana atrecTauun

PempocriekmugHasa ammecmauus rnpoeooumecs, Kozoa rpooyKyuUs ekifiyckanacek 00 MpUHAMUS pelleHus o rnpoeae-
deHuu ammecmauuu. B 0aHHOM criydae Ucriofb3yrmcs ripedwecmeayroule 0aHHbIe O riapamempax ripoyeccos U Lcxoo-
HbIX Mamepuarax. AHanusupyrmcs makxe OaHHble 0 mekyuiem obenyxueaHuu u pemoHme obopyooeaHus,
Mamepuarnbsl omoena KOHMpOda kadecmea U peknamMayuu 3aKka3qyukos.

Pesynsmamepl 0QOpMIIaromca OOKyMeHmMaribHO C 3aKro4YeHUeM 110 8CeM KIIr4yeabiM rapamMmempa.

B.21.4 BbiHeceHue 3a CKOOKM (MeTO4 maTpuu)

Ecrnu psad eudoes rpolykyuu unu rmpoyeccos A8MSr0mcesd aKeuganeHmMHbIMuU, mo obvem pabom no ammecmauyuu
MOXem bbimb YMEHLUWEH 3a cHem COKpalleHUs yucnia cepul ucrisimyemou rnpolyKuuu unu 3a c4em CokpauweHus obbe-
Ma ucribimaHut 0N HeCKOMbKUX UOEHMUYHbIX e0UHUY 060pyd0o8aHUSs urnu rmpoueccos.

B.21.5 JononHuTenbHbIe YCNOBUA ANA NPOU3BOACTBA LMKNAMM

[1pou3800CcMB0 rnepe8uUYHbLIX YITaKOBOYHbLIX Mamepuarnoe Moxem bbimb op2aHU308aH0 YUKnaMu, pa3oeneHHbIMU

80 8peMeHU. B amom criyyae mekyuwas ammecmauus mMoxxem bbimb rIpuoCmaHo8/1eHa 10 3a8epLUieHUU YUKa U 803006-
HOB/IeHAa NpuU credyrowem UUKIe.
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MpnnoxeHwne C
(cnpaBo4HOe€)

AHanus pUuckoB NpyY NPOU3BOACTBE NepPBUYHbLIX YNAaKOBOYHbLIX MaTepManoB

C.1 BBepgeHve

B OaHHOM ripurnoXxeHuu paccMampuegaemcs rnopao00oK aHanuisa pUcKos ripu ripoekmuposaduu (paspabomke) rnpo-
u3goocmea U omeapy3Ke riep8UYHbIX YIIak08OYHbBIX Mamepuarnos ¢ Uenbo 0bHapyXeHUs hakmopa pucka, e20 OUeHKU,
MPUHAMUSA Mep 110 €20 yempaHeHUK U KOHMPOsAa agboekmusHoCcmuU rpuHamus mep. TpebogaHus K YPOBHAM PUCKa HE
ycmaHasnuearomces 88Uy pasHoobpasus rnep8uYyHbLIX Yiako80YHbIX Mamepuarnos u mpebogaHull 3aKasyukxa.

[punoxerue Gaem oblwjue ripuHyUrbsl adanui3a puckoes rpu rnpoekmuposaHuu (paspabomke), rnpoussoocmee U
omapy3Ke rep8uYHbIX yriako8oYHbIX Mamepuarnos. [lone3ysace amumu ripuHyunamu, U Ha ocHoge cobcmeeHH020 oribima
criedyem opzaHu3oeampe cucmemMamudeckyro pabomy ro aHarnusy puckos.

TepmuHsbl u oripedenernus cm. 8 UCO 14971:2000 wunu Pykoeoocmee NMCO/M3IK 51.:1993.

C.2 Obwme npnHUMNbLI aHAN3a PUCKOB

[lpu aHanuse puckoe criedyem OUeHUMEb!

- 8EePOSAMHOCMbB HaHeCeHuUs ywepba, m. e. Kak 4acmo Moxxem ripoucxooums cobeimue, HaHocsuee 8peo;
- riocnedcmeus amo20o cobbsimus (msixxecmse riocrnedcmeutdl).

Lonnycmumocmae pucka 3asucum om amux akmopos, a makxe om xapakmepa rposeneHus pucka.

AHanus puckos rosgonaem rpuHuMams 060CHOBAHHbIE pelieHUs U 8Xxo0um cocmasHOU Yacmbeio 8 cucmemy
obecrieyeHuUs Kadyecmea rpooyKyLu.

[1pu npoeelbeHuUU aHarnu3a puckoea criedyem, Kak ripasursio, pykoeoocmaeosampeCs CUCMEeMHbIM TOGX000M, OOHAKOo
2MoO He gaceada 803MOXHO U UyernecoobpasHo ¢ y4emom CrOXHOCMU 1Ipoueccos8 U Ux KpumuyHocmu.

Opezarusauyus pabomasl 1o rno8bILLSHUI Ka4ecmea Ha OCHOBE aHalllu3a PUCKOS rnokasaHa Ha pucyHke C.1 u sknwoya-
em 8 cebs aHanu3 PUCKO8, OUEHKY PUCKO8, pa3pabomkKy u 8HeOpeHuUe Mepornpusmull o CHUXEHUK PUCKa U OUEBHKY

C.3.1 AHanu3 puckoB

- OnpeaeneHne KIOYEBbIX CTagui npouecca
- OnpepeneHne BO3MOXHbIX ONAacHOCTEW

- OueHka pucka

C.3.3 OueHka pucka
- [pyHATHE peLleHns 0 AONYCTUMOCTH pUcKa

C.3.6 Mepbl N0 CHMXXEeHUIO pPUCKa

- PaapaboTka MeToa0B CHKEHUA pUcka

- AHanu3 ZononHUTENbHLIX Mep

- OUeHKa CYLLEeCTBYIOLWMX MEP MO CHUKEHUIO
pucka

C.3.7 Peanu3auusi Mep No CHUXKEHUIO pPUCKa

- BHeapeHune

- Cbop aaHHBbIX 0 ah(PeKTUBHOCTA

- OueHKa oCcTaToMHOro pucka

- PelweHne 0 AOCTaTOMHOCTU MPUHATBIX Mep

C.3.8 OueHka achppeKTUBHOCTH

- AHann3 paborTol

- QokymeHTanbsHoe opopmneHue
- AHaNu3 OT3bIBOB 3aKa3vinKoB

Pucynok C.1 — Cxema opraHmsaumm padboTb! N0 NOBLILWEHNIO KAYECTBA HA OCHOBE aHanmM3a pPUCKOB
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acbcbexkmusHocmu. PeweHus, ripuHuMaemble Ha Kaxxoou cmaduu 3moeo ripoyecca, u meporpusamus OO0rmKHbI Bbimeb
ogbopmneHbl OOKyMeHmarnbHoO. B cocmas 0okymeHmauuu GOrmKHO 8xo0umseb, 10 KpatHeu mepe, criedyrujee:

- oriucadHue rpooyKkma unu ripoyecca;

- CIIUCOK OomeemcecmeeHHbIX Uy Urnu enadernbyes rpoyeccos;

- 0ama 8bIMOMHEeHUS Kaxxoou cmaduu.

AHaru3s pUucKo8 8bIMOMIHACMCH, KakK rpasurso, crieyuanucmamu pa3Ho20 rpogurid, UMeruwumMu OmHoOWeHuUe K pac-
cmampusaemod 3adaye. [ pyrirna ro aHanu3y puckog MoXem 8KoYamse 8 ceb5 UHXEHEPHO-MeXHUYEeCKUX pabomHUKo8 U
crieyuanucmos, snaderwux MmemoouKkol aHanusa pPUucKos.

PyKkogodsawut nepcoHalrl Hecem omeemcecmeeHHOCMb 3a rposedeHue pabom 110 aHanusy pPUuckos.

C.3 lpouecc oueHKN pncka

QueHKa pucka gerdemces cucmemamu3supoB8aHHbIM MpoUeccoM rmoC20mosKU UHopMauuu 0149 rMpUHImuUs peuwe-
HUS 8 OMHOWeHUU puckos (7.5.2.2).

C samodl yensro rposoosamces aHanus PUckos U oyeHKka 0ornycmumMocmu Pucka.

[1pu oyeHKe pUCcKOo8 Orpederiqrmces rpoyecckl, Kpumuyeckue Or1a kadecmaea rpooykyuu, a markxe oboem pabom
10 ammecmayuu 3mux fpoyeccos.

C.3.1 AHanwu3 pncKoB

AHarnus puckos Moxem bbimp KOMUYECMBEHHbBIM U Ka4eCImeeHHbIM.

C.3.1.1 OnpepeneHne KpUTUHECKUX CTAAUN npoLuecca

AHanus3 pucko8 OO/MKeH oxeamkeigamsae 8ce cmaouu ripoyecca, eKkrrYas mamepuars (8 ripederiax 803MOXHOCMU
KOHMPO/A opaaHu3ayuu), 83auMoC84a3U MeX0y rnocmasuiukamMu U 3aKkas3qyukamMmu, KOHCmpyKyUro obopyooeaHus, rpous-
goocmeo u omzpy3ky (7.1 u 7.5.2). Cnedyem yqyumsigampe COBMECMHYK0 pabomy ¢ OpyaumMu opaaHu3auusamu, 8KnYyas
cybrioOpsOHbIe OMHOWEHUS.

[Tou aHanu3se kpumuyeckux cmaduli cnnedyem yyumsigeams pabomy ¢ UCXOOHbIMU U MTPOMEXYIMOYHbIMU Mamepua-
namu, 2comosod rnpodykyued, crieyuansHbie mpebogaHusa 3aKasyuka, a makKxe Hanudue oriepamusHo20 obmeHa UHQpOop-
Mauued.

C.3.2 OnpepeneHne onacHoOCTeW, BNUAKOWMX HA KAYeCTBO NPOoAYKLMNM

[lou cocmasrneHuu repeyHsa oriacHocmel cnedyem ydyecmbs 8ce (hakmopbl pucKa, peknaMaulu 3aKka3qukos u
yyecmeumernbHOCMb ripooykyuu. 3Imy pabomy criedyem riposooums € y4emom rpuopumemos opzaadusauuu u mpebo-
gaHUl K rpOOYKYyUU Unu ripoyeccy.

[lpu cocmaeneHuu rnepeyHsa ornacHocmed u aHanu3e puckog HyXXHO y4yumbigame credyroujue (hakmopsbi:

C.3.2.1 Okpyxawuwasa cpeaa:

memMriepamypa, epeMs 200a, 81aHoCmb, 0caoKu, ammocepHoe dasrieHue, ocgelwleHHocme, aubpauyls, HaCeKo-
MbI€ U 2PbI3YHbI, MePeKpecmHbie 3a2pA3HeHUS, roXxap u 3amorifieHue.

C.3.2.2 ObopypoBaHue;

muri U KOHCMpPyKyus obopyoo8aHud, MexHuU4eCcKkoe CoCmosiHUe, MOWHOCMb, MECIMO PacriofioXeHUs, MOHMax,
ropPA00K IKCrinyamauyuu, mexsHudeckoe obenyxusaHue U Kanubposka.

C.3.2.3 omeweHune:

MNaHupPOBOYHbLIC PeWeHUs, 3Hep20HocuUmernu, mexHudeckoe obenyxugadue, HazHadyeHue rmomMeweHus u mpebo-
8aHUe 2uaUeH>bl.

C.3.2.4 NndopmaunoHHoe obecneveHune:

80r1POCKI UHMeENNeKkmyanbHol omaemcmeaeHHocmu u obsem uHgopmayuu, docmyriHou 04 ronb308ameris.

C.3.2.5 KOpunanyeckne Bonpocol:

803MOXXHOCMbE HapylweHUs delicmayruea0 3aKoHo0amenscmeaa.

C.3.2.6 Martepuansi:

coomeemcmaue mamepuana crieyugukayuu, cmamyc 8 rifiaHe KOHMPOssa Kayecmea, Konu4ecmeo, opsaook
obpauweHusa, mpeboesaHus crieyuukayuu, ycnosus belornacHocmu, KOHMPOe MoooerioK U COCMOoSHUe mamepuarna.

C.3.2.7 [lepcoHan:

NUYHbBIe Kayecmea, rpoeccuoHarnbHasa rnod2omoegkKa, obpaisogaHue, KOMIIemMeHmMHOCmMs, 83aliMOOMHOWEHUS 8
Konnekmuege, KOMMYyHUKabernsHOCMb, xapakmep, 4eCmHOCMb U 3aMEeHAeMOCMb.

C.3.2.8 [lpouecchbl U MHCTPYKUNN:

1POBEPKU, COOBPIKaHUE USMEHEHUS, pacchlifika (8bidaya), yHUYMOXeHue, COCMOSAHUE, KOHMPOIb USMepeHuU, Xpa-
HeHue, meHOeHYUU, rnnaHoesie U 8He3ariHble riepepbiebl 8 pabome (8 mom yucne 0514 nosmopHol obpabomku).

C.3.2.9 TexHonorus:

UHOPMaUUOHHbIe cUCMEeMb], cuCmeMbl 311eKmpoHHOU o0bpabomku GaHHbIX, be3ornnacHocme UHbopMayuu, 3aliu-
ma OaHHbIX.

C.3.3 OueHkKka puckKa

Crniedyem onpedesnumb Mepbl KOHMPOA 019 KaxX0020 auda orfacHoCmuU U OUeHUMms agbekmusHOCmMb amux mep.
K Hum, Haripumep, OMHOCSMCH:

- gHarnus 602080p08;

- BHYMPUPOU3800CMBEHHbLIU KOHMPOIb;

- KOHMPOIib USMEHEeHUU;

- paccmMompeHue pe3ynbmamos ayouma u riocrnedyrouwux delicmaul 1o ycmpaHeHur Hedocmameos;

- aHanu3s peknamayul 3aKka34qyuKkos;
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- floKalzamersnu Kayecmea,

- [IPEOTIOKEHUSA, UCXo0quue om riepcoHaria.

C.3.4 OueHka oONyCTUMOCTHM PUCKA

[1o kaxxOomy suldy ornacHocmu, 0119 KOmopol He rnpedycMompeHbl Mepsi 110 ee ripedomeapalyeHuro, crnedyem oue-
HUMb 8epOSAMHOCMb €€ [0A8MNeHUSA U 803MOXXHbIe riocrneocmeus (ripu ydacmuu 3akas4yuka, ecrnu mpebyemcs) (Pucy-
Hok C.2).

OnacHOCTb BO3MOXHbIe NOCNeACTBUSA

HeHagnexaiwlee xpaHeHue 3arpsisHeHus

HenpaBunbHasa MapknpoBka [lepeKkpecTHble 3arpsisHeHus

XuMmunyeckue, pmusnyeckue 1 MUKPoBdUo- Yuwep6 notpebutento unu 6onb-

noruyeckue sarpasHeHus HOMY
[oBpexaeHne MapKkMpoBKU (STUKETKK) Ownbo4yHoe ucnons3osaHne

[lepenyTbiBaHue (nogmeHa) NpoayKLunm HecTabunbHOCTE NeKapCcTBEeHHOro
Mnu MaTtepuana cpeacTea

PUCYHOK C.2 — [pnmepbl ONacHOCTEN N BO3MOXHbIX NOCNe4CTBUN

Crniedyem cOernams 3aKkmoyYeHue 0 msaxxecmu riocriedecmaut U Ux 8epOAMHoOCMU € y4emom rpUHAmMuUs rnpedycmom-
PEHHbBIX Mep 110 UX HeOOoMmyuw,eHuio.

Lna oueHku msxxecmu rocriedecmeautl MoXem UCronb308amesCs criedyrowut rnpocmoi rnodxoo.

Crnedyem Knaccuguyuposamspe Ka)XOyr0 OMacHOCMb KaK «HU3KYH», «CPEOHIOK» UMU «8bICOKYK» U OUEHUMb ee
8EPOAMHOCME [MPUCBOEGHUEM YCI108H020 Yucna. 3mu 4ucna crnedyem repeMHOXUms, Ymobbsl rnonyvyume YUC08YHO

xapakmepucmuky pucka u oripedenumes ypo8eHb PLCKa.
Pesynbmame! OUEeHKU dortycmumocmu pucka moaym bbimb ripedcmaerneHsl 8 gude mabiriuubl, KaK riokal3aHo Ha

pucyHke C.3.
N N
opewm | 2 | 4 | 5

e | 1 | 2 | 3

MarnoBepOSTHO BEPOSATHO

nocneaocrTrBMm

—
BepoATHOCTBL

PUcyHOK C.3 — Ob0o3HaveHne pe3ynbTaToB OLUEHKN PUCKOB

Pasmepsl mabrniuysi (Mampuuya) 0ormkHbl bbimb YOObHbIMU Ona pabomesi ¢ Hero. BaxHO, YmMoDbks! pUCK MOXXHO BbINo
omHecmu K 0OHoU U3 crnedyrowux apyrri:

- mpebyemcs HemelneHHoe detcmesue,

- Gelicmesue Moxxem bbimb 8bINTOTHEHO MO3XKE;

- PUCK HEe3HayumerneH, U HUKakux Geucmeull rnpedrnpuHuMams He HY>XHO.

Ha pucyrke C.4 ripusedeH ewie OCUH rpumep OUEHKU pucKa.

C.3.5 Opyrve meTtoabl aHann3a pUCKOB

C.3.5.1 AHanwua Bnaga v nocneacTBun OTKasa

Ananus suda u nocnedcmeutl omkasa (Failure mode effect analysis — FMEA) ae8naemcs Ka4yecmeeHHbIM Memo-
OOM OUEHKU puUcKa U e2o rnocniedcmeautl. Cnedys eMy, HYXXHO Halmu mOYKU 803MOXXHBIX OMKa308, paccmasums 8eposm-
HOCMUu 0mkasos (rpuopumemal) U paspabomame Mepsbi o ocnabneHuro nocnedcmauli 0mka3sos.

C.3.5.2 AHanua gepeBa OTKA30B

Ananus 0epesa omka3sos (Fault tree analysis — FTA) ucrionsayem OaHHbIe 110 orpedernieHuUro ornacHocmed, rony-
YeHHbIe Opyaumu memodamu. Pe3ynbmamel Hazarsa0H0 rpedcmasranmces 8 aude depega omkKasos. Imom memoo
UCTIONBb3Yyemcs rpu OUEHKe 8eposamHocmet omkasoe U rio3eonsem ronydums yO0bHYyro Onsa 80Crpusmus KapmuHy
r108e0eHUA cucmemMbi U 8NUSOWUX bakmopos.
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C.3.5.3 AHanmna onacHoOCTEN N 3KCnnyartaumm

MemoO aHanu3a onacHocmedl u sxkcrinyamauuu (Hazard and operability study — HAZOP) 6nuzox FMEA u ocHo-
8aH Ha meopuu, komopas rnpedrionazaem, 4Ymo rnpuU4UHOU OMKa308 A6MFH0MCs OMKIOHEHUS riapamempos 0m rnpoeK-
MHbLIX unu 3a0aHHbIX 3HadeHul. OH A8M19emcsa cucmemHbIiM Memoldom obHapyxeHuUs ornacHocmel u rpobnem 8
aKcrinnyamauuu. HAZOP moxxem rpumeHamscs 0118 rpoyeccos, Ucrofnb3yemMbix Of14 rpoussoocmea rnepeuyHbsIX yrako-
8OYHbIX Mamepuaros (Haripumep, crmepunus3auuu), okasbiearolwlUx CyuwecmeeHHoe 8/IUSHUEe Ha Ka4ecmeo mamepuaros.

L{encro memooa sa8rsemcs rofiHoe orucaHue rnep8uYvyHo20 yriako8o4yH020 Mamepuarna u rnopsioka e20 Ucriofb3oea-
HUSA Ond nony4yeHus cucmemamusupo8aHHoOU KapmuHbe! 8MUAHUSA Kax0020 afieMeHma Ha Kayecmeo Mamepuana. 3mo
[10380/19€M MOHAMb, U3-3a Ye20 MPOou30oW iU OMKIOHEHUS 3KCriflyamayloHHbIX rrapamMempos U KOHCMpyKULUu obopyoo-
gaHUs om 3a0aHHbIXx mpebosaHull, U OUEHUMb, MO2ym fiU 5mu OMKIMIOHEHUS rpusecmu K oriaCHbIM cumyayusam U Hapy-
weHuaMm e pabome.

C.3.5.4 AHann3 puckKka B KPUTUHECKUX KOHTPOMNbHbLIX TOYKAX

AHanus pucka 8 Kpumu4ecKux KOHMponbHbIX moykax (Hazard analysis of critical control points — HACCP) npeo-
Ha3HayeH 018 onpederneHus (0bHapyXeHUs) U OUEHKU pucKa U mshxecmu eao riocriedcmeaud 0ns ornacHocmedl buoroau-
Yeckou, xumu4yeckol u ¢busu4eckol rnpupolel, C8A3aHHbBIX C KOHKPEeMHbIMU rpoyeccamu.

[locrnie onpedeneHus cmadul ripoyecca, 20e Mo2ym UmMemes Mecmo CyuwecmaeeHHbIe ornacHocmu, crieéyem orpe-
0enume Kpumu4eckue KOHmMpOosibHbIe moYku. [nsa kaxxool U3 amux moyekK criedyem ycmaHogums O0rycmumeie (Kpumu-
yeckue) rnipedernbl U3MEHEHUS rapaMempo8 U o0p2aHu3o8amb KOHMPOb amux usmeHeHud. [lpu omkrnoHeHuu
riapamMempos 3a ycmaHOoneHHbIe ripederibi crnedyem rpuHsame Heobxooumbie Mepbi, 0opMUMb UX OOKYMEHMarnsHo U
ripogepums peayrnbmameai.

C.3.6 MeponpuaTtvsa no pesynbTaTamM aHanu3a pucka

[locne npuramus pelweHus ro pesynsmamam aHanusa pUcKoe8 criedyem ripuHame Mepbi 10 YMEeHbWEeHUR PUCKa.

Ha nipedwecmeyrouwilix amarax obHapyxusaemcs nwoboe crnnaboe mecmo. Ha GaHHom amarie criedyem paspabo-
mampe Mepbl 110 yecmpaHeHur amux crabsix Mmecm.

[Tou paspabomke mepornpuamul Hy>KHO yyumabigamp criedyroujue bakmopsi (yKasaHbl 8 rNOPAO0Ke CHUXEHUSA 8aX-
Hocmu):

a) obecrieyeHue bezorracHOCMU 3a cYem KOHCMpPYKUUU;

b) paspabomka mexHOno2u4eCcKoz0 ripoyecca;

c) ripogedeHlUe 8HyMpUIrpoLU3800CMBEHHO20 KOHMPOIIA,

d) KOHMPpOnb npoMeXxymoyHou u 20moesou rpoldyKyudu.

Crniedyem oripedenumes OOrNonHUMeErnbHbie Mepbl, HaripaeileHHbIe Ha CHUMXKEeHUe pucKka U, Mo 803MOXHOCMU,
yempaHume oriacHocms. Ecnu amo Heeo3MOXHO, Mo criedyem ripedycmompems Mepbi, YmMobbl CHU3UMb 88POSMHOCME
orrfacHocmu cobeimus, u obHapyxusame m0bYI0 OracHOCMb € Uerbro C8OEBPEMEHHOZ0 MPUHAMUS Mep.

[1pu paccmompeHuu OoronHUMernbHbix Unu boree Co8epPUWEeHHbBIX Mep KOHMPOA HYXXHO ydYumbeigams Creoyio-
wee:

- CIMIOXHOCMEb (fipocmomy) pearnu3sayuu amux mMmep;

- 8EPOAMHOCMb, YMO IPUHUMaeMbie Mepbi 0adym aghekm,

- msxecme riocnedcmeud, ecnu Mepsl 1o rnpedomsepatleHuro ornacHou cumyauuu He byo0ym rpuHamsi;

- BEPOSAMHOCMbB HacmyrineHus oracHolU cumyauuu, ecrniu 02paHudumeCcs cywecmsyrowumu mepamu.

Lna npoeepku 3heKkmu8HOCMU 8HEOPEHHbIX 8 MpakmuKy Mep PUCK Moxem bbimb co30aH UCKYCCMEBEHHO.

B riepayro oyepeOsb crnedyem CHU3UMbB Of1acHOCMb, rpUBOOSLLYH K MAXe bIM 10C1e0cmaeusaM, Unu 4yacmo rnoemo-
PAROWYHOCH 0ffacHOCME.

[Tou HU3KOM YPOBHE puUCKa Unu ripu He8O3IMOXHOCMU MIPUHAMUSA delicmaull 0 CHUXXEHUI YPOBHS pUCKa aHanus
PUCKa MOXem He rposooumscs. B makux criyqyasax peweHue 0 HerposeOeHUU aHarnuaa pucka 0omkHo beims 0bocHo8a-
HO, 0QOpPMIIeHO OOKYMeHmarnbHO U, rnpu Heobxooumocmu, co2/1aco8aH0O ¢ 3aKa3yUuKOM.

C.3.7 CHnXeHWe pUCKa

Cniedyem cocmasume rifiaH 8HEOPEHUS HO8bIX Meporpuamut, ykazams Oamy u ucrioniHumened. [lanee cnedyem
KOHMPOnuposamse 8bINMOMTHEHUE 2MOa0 rfaHa u shhekmusHocmes Meporpuamul rnocre Ux 86HeOpeHUs.

[locne docmupkeHUSs CywecmeeHH020 CHUXKeHUS pUcKa criedyem roemoplmse 8eCh rpoyecc aHarnuia pucka oOrs
credyrouieao ypo8HS pUCKo8. Imom ripoyecc criedyem rnosmopsamse 00 yempaHeHUs 8CexX OriacHbIX cumyauyud.

C.3.8 OueHka 3dhdheKkTMBHOCTH

Criedyem riepuoluy4ecku oyeHusamse 3(phbekmusHOCMb aHariu3ia pucka U obopMiiams 3my OUEHKY 8 auoe omyema.
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Mpunoxenve
(obsizaTenbHOE)

CBeAeHUdA 0 COOTBETCTBUU HaLlMOHanNbHLIX cTaHAapToB Poccunckon Pegepaliv cCbiNMOYHbIM
MeXAyHapoAHbIM (perMoHanbHbIM) cTaHAapTaMm

Obo3HavYeHne CCbITOYHOro

O603Ha4YeHne 1 HAaMMeHOBaHWE COOTBETCTBYHOLLENO HALMOHANBHOIO CTaHaapTa
MEXOYHAPOAHOro ctaHaapTa

NCO 10012:2003 [OCT P MCO 10012—2008 «MeHemxmeHT opraHmnsaumn. CUCTemMbl MEHEIXK-
MEHTa namepeHun. TpeboBaHUs K npoueccam U3MEPEHUN U N3MEPUTENBHOMY
000pYyaOBaAHUION

NCO 11137-1:2006 OCT PUCO 11137-1—2008 «Ctepunusaumsa meauumHckon npoaykumn. Pagua-

IMOHHAaA cTepunuaaumns. Yactb 1. TpeboBaHusA K pazpaboTke, Bannaaumm N TeKy-
11IeMy KOHTPOIIO npouecca cTepunm3aumm MeauumHCKnX nagenmm»

NCO 11137-2:20006 [OCT P NCO 11137-2—2008 «Ctepunusaumsa meauumHCKon npogykumn. Paguna-
LMOHHAaA cTepunusauus. Hactb 2. YcTaHOBNEHUe CTEPUNUIYIOLWEN 403bI»

NCO 14971:2000 [OCT P MCO 14971—2006 «N3pgennsa meanumnHckue. [lpumeHeHne MmeHempKMeH-
Ta PUCKA K MeAULIMHCKNM N3OENMUAM»

NCO 14001:2004 [OCT P NCO 14001—2007 «CncremMbl 3KONOrM4ecKoro meHeaxmeHTa. TpeboBa-
HUS U PYKOBOACTBO NO NPUMEHEHUIO»
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bubnuorpadpua

Cucrembl MEHEXMEHTA KaYvelCTBA. PEI{OMEH,EI,HLI,HH Mo yryvqyweHWio 4edaT1elibHOCTU

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

oSterilization of health care products — Radiation — Part 2. Establishing the
sterilization dose

N3penna megmumHckne. Cuctembl MeHeMKMeHTa kavectBa. Cucremuble TpeboBa-
HUA ONsA Uenewn perynnpoBaHus

CurCTEMBI 3KONOINMYECKOro MEHEKMEHTA. T peboBaHUsA N PYKOBOACTBO MO MPUMEHE-
HUIO

UncTble NnoMeWweHnsa n CBA3aHHbIE C HUMN KOHTpOnupyemsble cpeabl. Hacte 7. N3onu-
pylowmne yCcTponcTea (YKPbITUS C YANCTBIM BO3QYyXOM, DOKCbI NepyaToYHble, N30NSATO-
Pbl 1 MUHU-OKPY>KXEHWNS)

UuncTble NOMELWEHNS N CBA3AHHbIE C HUMW KOHTpONnupyemsble cpedbl. MacTte 8. Knac-
cudPUKaUns MONEKYNSAPHbIX 3arpA3HEHNN B BO34YXeE

YncTtble NOMELLEHUSA 1 CBA3AHHbIE C HUMN KOHTPONupyemblie cpeibl. KOHTpOonb Bro-
zarpssHeHmn. Yactb 1. Obwme npuHUMnbl 1 MeToAbI

Yncrtble NoOMeLEHNA 1 CBA3AHHbLIE C HUMK KOHTPONMpyemblie cpeabl. KOHTPOIb Bro-
3arps3HeHnin. Yactb 2. AHaNu3 AaHHbIX O BMosarpsa3HeHUNAX

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

N3genuna megnumHckue. NpuMmeHeHne MeHeKMEeHTa PUCKa K MeAULIMHCKUM U3ae-
nMaMm

PyI{OBO,EI,FILLI,Me YKa3aHWUA 110 ayanTty Ccncrem meHeaxXMeHTa KavecTBa N/MNN CNCTEM
JKOJITOTMHECKOIro mMeHea>xMeHTa

Software engineering — Guidelinesforthe 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, 1SO, IUPAC, IUPAP, OIML, 2"d 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 faillure mode and effects
analysis (FMEA)

Fault tree analysis (FTA)

Hazard and operability studies (HAZOP studies). Application guide

P|C 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

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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