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Mpegucnoswe

Llend 1 NnprsuMnG CTAHAARTHIAUMK B Poccuickol Segepauri yoTaHoaneHsl PaiepantHiiv Janonom
ot 2T goxalbpr 2002 r. Mo 184-03 « 0 TEXHMYSCKOM PEMYNHPOBAHMME, 8 NDABUNA NDHMEHEHHA HAUMOHANEHEX
crasgapros Pocouickod agepauud — MOCT P 1.0—2004 «CrasgapTuiaumns a PoccHpcson DanapalHu.
CCHODHBI NONDMEHHAR

CRogeHHA 0 CTAHOAPTS

1 NOOroOTOBNEH O6wepocCHickon obWeCTREHHOM OPranuIauMel «ACCOUMALMA MIEEHEPoR No
KOMTPOMO MUEPOIArpAIHEHHAS (cACHHKOM») Ha ocHoBE COBCTREHHON ayTENTHYHOIO NEPeBOAa CTanaap-

Ta, YEAZAMHOND B yHeTo 4

2 BHECEH Taxsv<ackim EoMATaToOM No CTangapTHaausn TE 458 aMNpoeasogcTed i KoHTROAE EaS8cT-
B2 NEXADCTEEHHEX CPEACTAs

3 YTBEP®OEH W BBEQEH B AEWCTBHE Mpuxasow degepansHOnD aredTcTEa N0 TEXHWMECKOMY
PEMYNHPOBAHMED W MBTRONOMMKM 0T § fexabpn 2000 r. Me B22-c1

4 HacTofuWA CTAHGAPT SENSETCA MOgHPMUMPOBIHHEM N0 OTHOWEHHKD K MENIyHIPOOHOMY CTAHZAD-
Ty MCOD 153782006 slMepav4Hbié yNaEDa0~HbLIE MATEPUANL ANA MBIHLUMHCEON NPoayrUM. YacTHue Tpabo-
BanKA NO nprmersnnn MCO 80012000 ¢ ywatom npaskn GMPs (IS0 153782006 aPrimary packaging
materials for madicinal producis — Particular requirements for the application of 150 9001:2000, with
reference to Good Manufacturing Practice (GMP)=). Mpw 3ToM SONONHATENEHEE NONCHKEHAA | Tpeboaakwa,
BAMKHEHHEE B TEXCT CTAMOADTA ANA YHETA NOTPEGHOCTEN HALWOHANBHOR IKOHOMIKM Poccuackon Daepepa-
L W 0COGEHROCTON POCCHRCKDN HALWOHANLGHOR CTAHOARTWAALMM, DLOEMNGHL B TEXCTE CTANOADTS KypPoH-
BOM.

Mp# NPUMEHEHKH HACTORLWAND CTAHSAPTA PEHOMEHAYETCA HCNONLICEATE BMECTO CCLINCHHLIX MAXTY-
HAPOAHLN CTANGADTOR COOTBATCTEYKLIME Wi HALIKOHANGHEE CTAHAAPTE Poccuickon Dafapamm

5 BBEJEH BNEPBLIE

Fiughopeiaiiun 08 UIMEHEHLIRK K HBCTORLeMy cmaHdapmy MySTuryemicl 8 exesodnd uadeesomon
LUHBODMALUCKNOM YREZNMENe « HEUUOHANENBE CIaNdamise, 8 MEeRsm UABHENUD U NOMDaecs — & emo-
MECAYNG L0AaIEMEY UHDODMELLONNGY YREIEMaTAX aHaugwonansMag cmandapmes. B cryvae nepe-
CMOMPE (3aMansd] LU OMMENS HACMOoRILeso cmaxndapma coomeememayouee peedommarue Sydam
OPENURDEAND 8 SREMECANHD UIJS8aEMOM UMDODMALILIOHHMOM YRAIEMENe « HaLLOHENLHEE CMandaiimiss,

Coomaemomanoias tihopsautn, yeedoMaeHus U Mescsd DAIMOLDBKNTICH MBS 8 UHBODMBULIOHNOD
CLCMEME OHUE0 NONLICEINUR — Hi MPUUUaNsHoM Cadme DedepansHozs BEEHMCIEa N0 MEXHUNGCKOM Y

PEZYNUPOERHLID U MEMPONo2UU 8 cemu Mumaphem

D CravgapTumdops, 2010

HACTOAWMA CTAHAIPT HE MOKET BHiTh NONHOCTEA MM SACTHYHD BOCNPOMISENEH, THREKHPODAH W Pac-
NPCCTPAHEH B KAYECTRE OMLRANLHOD nigaxiA Gea paipewenuA PeLEPANLHOND AFEHTCTEA NO TEXHUHECHD-
My DECYIMPOBAHMIO 1 MATDANC M
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Beenenne

Ofwwe nonoxeHKA

Aanisil cmandapm onpedanaem NPLHULLNRE U Mpebosanus «Mpasun NpouIesdcmad NeKapomes MY
cpademas (GMP) dma cucmen ofecneuanus Ka4ecmeas ApU NpouUReodcmes Mamepuanos NepauyHod yna-
KOBKU MEXEpCMasHNsY cpadome. Peanusauus npusuunos GMP npu npouwieodcmes U KOHMPane NepausHold
FREROGKL LMot Bonbios INaYanue Ana BoI0nacHocmu NEXFPCMATHHLIE CREICME, MEK KaK YTasoa0yMbie
MAMepUaTs HaX0ORMCA 8 NORMOM KOWmaxme © nusy, Mpusererue npuryunog GMP donwro obecneyums
COMMBSMEMELE OaHHbX YREKOSONHLX MAMGDUANGE 800 MPeSOaanuas APOUISCICTIES NEXADCIMAGHHEL
cpadcma.

Cmandapm HCO 15378 Geun modsomoantd Texkuveckus roMumaemon HOO/TK 76 aAnnapame: One
NODeAUSENLR KPOSH, GNUeanid U UNBOKLUT MO UNCKOS0 HEIHIYoHLES,

fawwend cmawdapm codepwum mpebogarus MOCT P MCO S001—2008.

B cmandapme uenonsacaans: CRedyouue ofoanayenus;

= [TYHETIS U MOANyHEME!, AeMmoiuecs yumamasy uz NOCT P HCD 5001—2008, dans g paskax™;

= TR, Bndemiibil KyDCUSoM, COOMammcmayam donmomkumeNshsis mpadoaanum GMP & Mame-
pUanaM ditA MepaLsHed YNaxoanL,

= MepUUNE U onpedeneius GMP axmodtie 8 paiden 3 (vemousus yrailan 8 keddpamusx crobxax).

FroOCT P WCO 9001—2008 CucTeMsl MoHGOMeHTa KasecTaa. Tpeboaanwn

DEwHe nonoxeHAA

ANA COAAHWA CHCTEME! MEHELSMEHTI EIYECTEA HEOoBXOOHMO CTRATENMYECKDE DELUSHWE OPIaHHIa-
UMK, Ha paspaBoTey X BHEODEHAE CHETEML MEHELRMEHTA KAGBCTAS OPraHMIaLMA BNMAKT:

a) S0 BHOWHAR CPeSS, HIMBHEHMA MW PHCEW, CERMIHHBM © ITOR CPeSON;

b) wamenmowmech NoTpeBHoCTH,

G} EOMEDOTHLE WonM,

d) BeyCKISMARA MpOEYHLINA;

B) NpWMEHASMER NPOLBCoR,

f} passep W CTRYRTYDA OPraHHIILHN.

HacToAwWWA CTAHIAPT He NPeaNoNarnaaT eawHcobpavA B CTRYKTYPE CHCTEM MEHEEMEHTA KANECTES
MK QOKYMEHTALINA.

Tpebopania K CHCTEME MEHBIMEHTS KIWICTEA, YCTAHOBNEHHBE HACTOALWM CTAMIARTOM, RENAKT=
CR SONONHAOUIAMKA N0 OTHOWEeHWD K Tpebosaduam K npogyyud. Mudopuaumn, 0BodHaqseHHan KaK ellpu-
MEYAHMEY, HOCMT  XAPAKTED METOOMYOCKHY  YEAISHWA ANA  NOHMMAHKA  WNH PEILACHEHWRA
cooTeaTCTEYIWEnD Tpebosanna.

HacTORLIHA CTAHAAPT MOMET MCNHOMBIOBATREH BHYTDEHHMAMA W BHEULHRMA CTOPOHAMA, BRMYAR OpiE-
il MO CEPTHEHKIME, B UeNAX Oy CNoCoBHOCTH OpTaHHIBLWA DENONHATE TReBonauwA noTpebuTened,
TpeboBaHus K NPOOYKUME, ABNRKWHAECH ODRIATENLHLIMK K HCNONHEHWD B COOTBETCTENA & Q8RCTBYWLMM
AAKOHOSATENBCTEOM [ganed — obalarenekse Tpelopanma), M colcTeaHHbe Tpeboparua,

Mpw paapafoTee HACTOMUETD CTAHAAPTA Gulng YaTeH: NPHHUANG MEHSLRMEHTS KAYSCTES, YCTaH0S-
vk 8 AC0 9000:2005 v MCO S004:2001.

Ocrnoanod Yamnsx daHN020 CMandanma RETASMcR onpadamnemud 2aIOHEIUDOEaHWEN Mpebosanul K
Mamepuanan dna nepavyHod ynaxoaxy. Cmaddapm sBmoyaem NeXOMmOped CRWUANLHRES MPeBoaarus ¥
samapuanas dna nepatsod ynakodsy, codepatiueca @ npasunax GMP dna npouigodcmaa Nexapemaen-
Hbix Coadema, W XoMmpona um, d,

Il TK 458 we HECOT OTEOTETHEHHOC T 30 codopaasne paagencn NOCT P WCO B001—2008, npubtSeHaEX B M-
mOA CTAHQARTE B DEMIAT,

v
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MpousccHLiA NOAXOS

FoCT P WACO 3001 —2008 CrcTomul meHagEmMoHTa KaywecTea, Tpabosanun

MNpouscoHLIA NOAXOS

HACTORLWA CTANGAPT HANDALMNGH Ha NPAMEHEHAE aNPOLECCHOND NOMOOas NP paipaboTie, BHED-
PEHMA B YIYHLLEHHE PE3YNETATUEHOCTH CHCTEMSE MaHEIFMENTA KBYSCTES B UBNAX NOBLILEHHA YI08naT-
BODEHHGETH NOTPEEATANSA MYTEM BRNONHEHAA M TPEGOBAHWA.

Ona yenewHons yHEUHOHRPOBIHMA CRIAHUIJLWA JOMKHE ONPeOeNATE W OCYLWOCTRMATE MEHELE-
MEHT MHOMOMHCNEHHLI BIAWMOCBAIEHHLN BIW08 AEATENLHOCTH. [JOATENLHOCTL, KCNONLIYIWAR DECYDCH
W yIPEBNAGMAR B Uenax npeobpadlonaHMa DROAON B BixOfl, MO0T PACCMATRHBATRCA KK NPOUSEE. YacTo
BEX04 OGHOTC NPOWRcEa obpasyeT HEeNOCPeACTEEMHD BXOM CNeQYUWero,

MpuneamaHEe B OPraMMIaLNE CHCTEMbl NPOUBCCOR HADADY © WK MAEHTHDHKALWER 1 BIAMOIBACTBIN-
O, 3 TROHE MEHEIEMONHT NPOLGCCON, HANDABNSHHLIA HE NOMYYOHKD MONBaMONS PEXYNLTaTE, MOryT BuiTe
ONpagensHsl Kax «NPOUBCCHLIR NOLXO0s.

MperMyLLECTEO NPOLUBCCHOND NOAXOAA COCTOMT B HONPERLEBHOCTH YNPABNEHHA, KOTOPOS oH obecne-
YHBIAT Ha CTHKE OTASNGHLI NPOUSCCOR B PAMKAX WK CHCTEML!, @ TAKED NP HX KOMGHHAUNK W BIAWMO-
OERCTEMH.

Mps NPAMSHERNK B CACTEME MOHEBLHMENTA EINECTED TAKDH NOOX0I NOAYEDKABIET BARHOCTE!

a) NoHMMaHIRA K BeNONHeHRA TRaGoEaHIA,

b) HeoBXOAMMOCTH DACCMOTPEHHS NPOLBCEOR © TONKH IPEHHA NOGABNAGMOA HMH LEHHOCTH,

C} ACCTHHEHHR JANNAHWPOBAHML PEIYNETATOD BRNONHEHKA NPOUBCCOE W OBECNBWEHUA WY Pé Iy Nb-
TATHEHOCTH;

d} NOCTORMMONG YIVHLIGHAA NPOUSCoOR, OCHOBANHOID HA O BEETHEHOM HIMEPEHAN,

MpueegerHan Ha pucyHKe 1 MOgeNs CHCTeME MEHBOXMEHTA KAYSCTEA, OTHOBAHHOR HA NPOUBCCHOM
NOOXOOE, HAMOCTRMDYET CEAMN MEXTY NpOUSCCAMA, NPEICTABNEHHEMWA B palgenax 4—B8. 3T1a Mogens
NOKAIWBIET, YTO NOTRESHTENH MIPAT CYWECTOSHHYD PONG B YCTAHOBNEHMH TReGoaaHHA, PACCMaATPHBaE-
MBI B KANECTES B00a08. MOHNTODUHT YEOANETEODEHHOCTH NOTPpebuTanaR ToebYET OLaHKH HHIEODMAaLMK O
BOCTIPHATHA NOTREGWTENAMA TRNONHEHAA WX TpeGoaarid. MNpwbagEHkan W8 PECYHE 1 MOLENs OXBITHEI0T
BOE OCHOEHLNE TRabOBAHMA HECTORALEID CTAMOAPTA, HO HE NOKAALBIAT NPOLBCCE HA QaTANLHOM YDOBHS,

mn FAMBYAEHNNNR = “PDHI T, Lit] L= 0] ML CCan MDEDT 1% 19 ala LR ] LY e
s Plan — Do — Chack — Acls (FODCA) UYnon PDCA MOxHD 0paTEd OneitE Te TR

- AfAswpoERaE [plan) — paspaborTed uemned o Npowettol, AeolxofMumY BAA A0CTURESHR DELyMnTATOR &
COOTHETCTERA © Tnaﬁ-ﬂ-ﬂlﬂ-ﬂi ki HGIMHTGM W BONATHER O @RI,

= QEYEIGCTRNGHES [J0] — BHBEPOHWG NROUGTC0E |

- ApoSspad [Check]) — ASCTOAMHWE COHNTEONS M HIWBEEHEE RPOYSECONR W APOA YRN8 CHBDHEREN & NOANTEREA,
UERAMA B TpE0oRAHRAME HE PO L e | coafs-ng o PRIy N TATEK

- AeRCTERE [AC1) — NEHtEATEE TeACTERA NS NeCTORREEEY YYD LSaH 0 DR 3E TN ODoWwecDom,
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AOCTORAHHOE YYYLLEHWE
CWCTEME! MEHEIMMEHTA KALECTHRA
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F'Hl:-r'"ili 1 — Mogens CACTEME MEHEQEMAHTE CHSECTIE, OCHOBAHHOR HE NPDUECTHOM NOEX00E

Coaae ¢ WCOD 9004

MOCT P MCO 59001 —2008 CrucTempl MeHoORMEHTa KaYecTEd,. Tpebopannua

Ceale c WCO 9004

WCO 9001 v MCO 3004 AENEMNTCA CTAMAAPTAMA HI CACTEME MOHODHMWEHTI KaYSCTE, KOTOPLIG
SONOMHAOT QPYE APYIE, HO WK MOMHD NDHMEHATE TA0KE HEIABNCHMD,

HMCO 9001 yeTaHABNMEAET TREGOBAHMA K CHCTEME MEHOORMEHTA KA4SCTEA, KOTODLE MOMYT DuTe
HENOMNLIOBENE ANA BHYTREHHEND NPUMEHEHAR ODraHWISUMAMA, & TaKHe B UONAX COPTWIRHKILEA MW
JpEMHaHMA oHTpaXToR. CTAHOapT HanpARnam Ha PEIYNLTATHEHOCT L CHCTEME! MEHBAMMEHTA KAYSCTEA
MPH BENGNHEHEA TRBoRaHWA NOTRElHTENGA W COOTROTCTRYOLWMX JAR0MOOATONENEY W ApyTHE 00RIaTeNk-
Hetx Tpedosanni,

Ko spasets nyGnusause ctanpapra MCO 2001:2008 cranaapt MCO 5004 naxoawnca Ha CTanMu
neperckoTpa. Hosan pepcua MCO 9004 Byner COQOpEaTL PEXCMEHLALMMK ANA MEHEZEMEHTA N0 SOCTHNE-
HHED YCTORYHMBOND YyCNexa Mool Opradniauwd B cnosson, TReGosaTeNsHoR W NOCTORRHD HIMEHRIMLBRCA
cpene. MCO 9004 npeacTaenaet GONes WHPOKHWA BIFNAL Ma MENEOXMEHT KaYecTEa, Yo WCO 9001; on
HALENWEIET Ha YIORNETEOPEHHE NOTPebHMOCTEA W OEUWOAHWH BCOX IAWHTEDECOBANHEX CTOPOH HA OCHOBE
CHETAMATHYBCKON M NOCTOAHHOND YYWUeHWA QOATENEHOCTH opradniagne. OaHaKo 3TOT CTAHOapT ke
NPEIHIIHINEH ONT WENoH COPTHOMKILAN, J2MND4EHHE KOHTRIKTOR W BnonHeHns olaxaTenstsy Tpebo-
BAHMWA,

Wi
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COBMOCTHMOCT C APYTHMM CHCTEMAMA MOHOOMMEHT

Cmandapm exmoyaem mpaboaayus NOCT P HCO 9001—2008 u JononnumansnD Sacmes mpebo-
BAMUA K MEMSDUINIM J/I2 NEPEUNHOD YNEKOEKY § COOMEaMEMmBUU ¢ NPISLNaMy NPoUISoACMEs U KONMpPona
HENECIMEa NeXapCmeaarhsy cpadoma,

FrOCT P MCO 9001—2008 CHcToMb MOHSIEMOHTS Ka4ecTea, Tpebopanun

COBMECTHMOCTE € APYIHMH CHETOMAMM MOHOAKMOHTS

NMpe paspafoTee HACTORWETD CTAHOAPTE AONAHOE BHWMAaHWE DWNO YOBNEHD NOMOEEHHAM
WSO 140012004 ona yMyulieHAA CORBMBCTHMOCTH ITHXN OBYX CTAMAAPTOB B WHTopecax coobuwecToa
nonsIoeaTenad. Mpunowanwe A NoXEIWEaET cooTRETCTEWE Mewgy MCO 80012008 w MCO 140012004,

HACTORWWA CTAKOAPT HE CONAPMMT KOHKDATHLEX TPEGOBAHMA K APYIMM CHCTEMAM MEHOIEMAHTE,
TAKHM, HIK MEHBIEMEHT OXPIHL OKPYRIOWEA o, MEHRIHMMEHT NPOEeCcCHoHANGHOND INOP0ELA W
Ga30NACHOCTH, (DUHAHCOBLIA MEHBONMEHT UM MeHaIEMEHT Pucxos. OaHakd CTAHOAPT NOARCARAT Opra-
HHIIUWH COTNACORATE MK HHTHTDHPOBATE COOK0 COBCTREHHYID CHOTEMY MEHBINMMEHTA KIYECTES & QpYIH-
MM CHCTEMEMH MBHEIRMENTE ¢ COOTBETCTRYIHAUMMA Tpebosarmamy, DpraHHIauqn MOxeT aJanTvpoeaTs
AERCTEYRMUYIO[HE ) CHCTEMY () MEHSLXMEHTS ANA COXMAMUA CHCTEME MOHOIMMOHTA KIYOCTEA, COOTEAT-
CTOYHALGR TReboBaHMAM HACTOALIEND CTAMSARTA.

Wil
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(MCO 15378:2006)

HAUMOHANBbBHBIA CTAHOAPT POCCHMWCKOW SQOEOEPALUMM

NEPEMYHBLIE YNAKOBOYHLIE MATEPHANKLI ONA NEKAPCTBEHHLIX CPEOCTB
YacTHeie TpeboBadia no npuMesaadn FOCT P MCO 9001 —2008 ¢ yyaTom npasun GMP

Primary packaging malerials for medicingl products. Particular requiraments for the application of 150 B0041:2008,
wilt refetanced o Good Manufactaring Practce (GMP)

Osva mpeaesus — 2010—08—01

1 OGnacTL NPUMEHEHHA

1.1 Ofwwe NonoaHMUA

Cmandapm yocmawaanuapern mpefoganus ¥ cucmeame ofecnowenuR KaYeciman Ny Npouisodcmas
REDALYHEX YISKOE0YHEX Mamepuancs dng Nexapcmeskyex cpedome ¢ yyemos mpebosarud nompedume-
NA U HOPMBMUEHSX JOKYMEHTIOE.

Crosocovamanue anpy HEoBxodUMOCTIUE, UCNONBIYEMOE 8 HACMIORWEM CMEHOGDME, OIHEYEHRIT,
wimo mpeboaarue CIedem EnnoRWRTS, 38 UCKRRYSHLIOM CRy Y08, KOS08 HONYRNOCTE W20 MDoSowIH LR
nodmespsders GORyMEHTIAMSND,

rocT P ACO 5001 —2008 CHCTeMbl MEHBQEMEHTA KavecTEa. TpeboBanHMA

1.1 Obwmre nonoseHWA

HacToRWMWA CTaNGapT YyCTaHaBnMeaeT TpeboRaHna K CHCTEME MEHBIEMENT KIYECTEE B TEX Cyya-
A, W08 oprajiaaumus;

a) HYROIOTCA B GOMOHCTDILAN COOGH CNOCOGHOCTM BOGTOA NOCTADNATE NPOOYELMED, OTBOYIOWYR0
Tpebosanuan noTpebutaned ¥ cooTeaTCTEYVIOWMM obasatansHeM TpeboaaHmam,

b} CTABMT CHBOGR BNk NOBLILIEHHS YEOANETEOPEHHOCTIH NOTHEGUTANEN ROCHEACTEOM S enTn-
HOMD NPAMEHEHHA CACTEME MEHEIRMEHTS KIYECTEA, BHNNMEA NPOULCTH NOCTOARHOND S8 YITy-LSHHs, ¥
oBecneYeHHa CoOTRATCTEHA Tpaboaanram noTpebuTened ¥ COOTBATCTEYIOWHM oBRIaTaNHLIM Tpaboaa-
HETAR.

MpE e E R

1 B HacToRweM CTANGRETE TEPMHH « NPOOYKLMA R NpAMESHRW TONM0 !

A) & NpaoHATHALSMOR AnR noTReEETeNA AN 1A TROECEAHMOA Wil N0 LYWL

B) & Nl SANSHHRM DEYNLTATAM NEOLUSCCOE HUSHEHHOND WALRA.

2 JAAOHOLETENbHEE W GDyTAe O0A 38 TENsrpE THE00ER TR @OoryT T Bl wiks KB APABOBEE THO0068 R,

1.2 NMpruseHoHwe

Cmandapm ApuMesRomcs npy paipalomed, UI2omMOanawiy U NOCMAERE NEDEUMMELE VIBMOE WML
Mamepuancs &na nexapcmanste cpedeme, & maxxe dng uened cepmugbukaLUL.

HManarue oHunaNEHO8
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rocT P HCO 9001—2008 CucTamib MeHagxMaHTa KavecTea. TpeboBamuna
1.2 NpumeHeHHe

TpebopaHua HACTOALLEND CTAHGART ARNAKTCA CBUMMH ¥ NPEAHAIHASEHE LNA NPHMEHEHHA BOEMK
OPraHHIALMAMK HEIZBHCHMO OT VX BHOA, PAIMEPa M NOCTABNASMOR NPOGYKLMM,

Ecnn kaxoe-nubo Tpebosanme(n) HACTORWEND CTAMOAPTE HEMBIA NPHMEHATE BENEACTEWES CRewndn-
K OPrasMIaume W o8 NPOOYKLMH, JOMYCKIOTCH B0 WCKMIMaHne.

Mps QCNYWEHHEIX RCKNKMEHHAX JARENEHMA 0 COOTBETCTEHM HACTOALIBMY CTAHZAPTY NPWEMNEME,
BLME AT Mol HKA NoAnananT noa Tpefoaanma palnena T M HE ANMENT 18 CNOCOBHOCTL WM OTBAT-
CTBSHHOCTE OPFaHHIAUMY O0SCTIEYHBATE NPOOYRUMER, OTESYMOW SR TRebobaHuaM NOTREEHTENEA W COOT-
BETCTIYIOWMM oalaTenciEm TpebopaHamM,

2 HopMaTHEHLIE CCbLINKH

FOCT P UCO 9001—2008 CHcTeMb! MOHOOXMEHTS KayecTad. Tpebonanura

2 HopMaTHBHBIG CCbINEN

YHAIAHHBIA HHE COBINOMHBR AOKYMEHT HEOGBXOAMM ANA KCNONLIOBAHKA HACTORWETD CTaKfapTa.
Ona AaTHPOEIMHEN CObNOK NPUMEHANT TONGED TY BEDCHID, K0TOPaR Gena ynoManyTa o TokcTe. Jna vega-
THPOBAHHELX COBNOK HEODXOAHMO HCNONLIBATE CAMOE NOCNEAHES WIZAHNE JoKyMenTa (Bxnoyan nobuie
NOMpaBEm],

HCO 80002005 CHCTEME MEHEIHMEHTE Ka4ecTEa. DCHOBHEE NONCHEHKA W CROBADE

B HacmoRias cmandapime uenonsJoaikil CoLNEL HE Cnedyroiwue cmandapmes.

FOCT P HCOD 30071—=2008 Cucmossl MonedxMosma kavecmas. Tpaloaamus

FMOCT P HCO 14544-1—2002 Yucmbie TOMEWBHUS U CERZEHNLE C HUMU KONMPONUDYeMEE Cpadbi,
Wacms 1. Knacoibusayus wucmome: aosdyxa

FOCT P HCOD 14544-2—2001 YUucmbo MOMEL0HUT U OERISHNED © HUMU KONMPONUPYoMbM Co0db,
Uacme 2. TpeboaanuR &k KONMPOND U MOKUMOpUHEY dn nodmaepwdenus NOCMOARNDZT CoODMBamMCmeus
FOCT P HCO 14644-1

FOCT P HCD 14544-3—2007 Yucmble MOMELSHUT U CORIINNLE © HUMU KONMDONUDYEHbG CPadb!,
Yacms 3. Memods! Ucisimanid

FOCT P HOOD 14644-4—2002 YUCTsg MOMEWoHUS U CERIGHHEE © HUMU KONMDONUDYese coadst.
Yacme 4. Mpoexmuposanue, crpoumensomad U ool 8 JXCINYamauyug

MOCT P HCO 14544-5—2005 Yucmise MOMESWSHUS U CERIGHNEE C HUMU KOHNMPOTUPYeMbe cpadsl,
Wacms 5. Secnnyamayus

3 TepMHHBLI M ONpeaeneHin

B HacmoaueM SoCymenmie UeNoNesIomes mepaiys ¢ onpedenesus FOCT P UCO 3000, a marwe
CRedyouLe,

FoOCT P HCO 9001—2008 CHEToME! MOHSOHMEHTS KayecTRA. TpebonaHHA
3 TopMMHLI W ONPEACNEHWRRA

B HacTORWEM CTAHOAPTE NEHMEHA0T TEPMMHL M ONPRSENEHAA, JaHHpe B WCO 2000,
B rexcre HACTOARETD CTAHOAPTA TEPMMH «NPOAYKLARS MONET OIHEYATE TAOKE KYCMYTy:.

MpumesyssunR

i Horonpkomeoswe @ daeuoyr cmandapme DoRnonsIoeNss mepuuss cySnodprdwun jowr. 181} v eybnodpad
fem, 3,34,
2 Tepuwus «cplrodpaduies Woxem UCNOfsl0daMscN SWECMD MEOLUHE @000 AAUNS.
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Hoyaue meprubb U onpedancHus Hacmosieas cmandapma ompasmom creuughury npouaeodcmea
NEPAUNHENX YNEKDE0YHLLX MAMEpUanos GNa NesapomeaHisiy cpedcme.

.1 aoadywssiG wnoea® (air-lock): QapanuseHNoe NROCMPaHcMmen ¢ JeyMA LI HECKONbRUMY daopa-
MU ey SEYME AL HECKOTLKLMU NOMBLEIEHUERML [HANDUMED, PaINLNHEX KTICCOHE YWamans], noedsaina-
werhoe dne paidenenur e0adywrsx cpaed nonmewanud mpy axode & mux, Boadyuwmend wmod cRyxum Ans
NEpexota NEPCONMTE LAY MEDeMELENLR MAMGDUaANDE,

a4.2 ymeoepmdennstd (approved). HuMeauul cmamys coomasmcmaus.

Npuweyadue— Coomeememaus osam modmaspyxdamaecs sa Nodou 3mans (dne ucrodHie Mamepuanes,
AR LHpAKMESUSMUY NDOUSECos, AR WAMEDUNNS Prasoasy, dne samosod npodyauu ).

3.3 cBopra fassembly): CoaduNonue SMDCITG METMODLANI0E MBDELAWOE VWTaC0aKD wiinu ux Sacmod.

NMpuMeydHue—Hanpuwen, cO0DKD NLURRMOK,. CEODES CLCTEMN JinA urheRud, FCMAHIERE UAA W8 Npedadpi-
METeRE HANOINEMERP TN,

4.4 3eMOMIMUYECKUD KONMPON (Sulomated inspoaction): OUoHED CONTEMMCINEUR, OCYILBCManaa-
Man obfopydoganues Bl yyacmuR Yenoaoxa,

Mg wweua e — O00ppd0asHud WOWST SETOAAME & SO58 ONIIOSNEEIIIO NS JEAMIATIB (K 00w ], a0
Rl CUCT 0, FRSMDAMyAREES CUtmeMs I Cucm oM ANSNuIE dvnex U dp.

4.5 cepun (batch, iol); Onpedenannos KONUWeCIan MepEUvHel YITAROSOMHEL Mamepuanog (3.35.7),
UISOMOANGHNLX & X008 OdHo20 WY HECRONBKUE NPOUBCEOE, UGRULEY HEUIMEHNLE YEaDaxmepucmury u
EMAGUIBHOE KEYWECMBD.

fpusesanun

1 dna pioenemeopesiyr mpadoeasud rompedumens cepus womem Suak pEIdeness vl modoepu, o bedunen-
HEE AnoCcnaACmany 8 odwopode e coping npod yryu

2 Mpu wanpepardsdsd RROUMOISMas NoREmUs tépuy ANENG SMmAdUMsEl & SREEARABNMOS witmr ApSdy LY,

EAPALM SLUAFELO0 DSOS OAROC B0,

3.6 mpomoxon wa cepuo” (balfch docuwmant, batch record): Joxysonm, ompaxasnyul Mpouysce mpo-
LG0T Kawdod copuiu MoodyRLIUY, @ M. Y. DAIDSLIEHUD Wl B0 DOSTUSSULD, U o0 (DaKMODkd, LMGRLLL
OMHOLAEHLEG K KYECMay 20moend npodyxuuy,

3.7 womop cepuu® (balch number, It numbar): Onpedenonmos CoWmanLd LB wiaml Oyxa, oboana-
SR CEPURD NPOD YR

3.8 awinyck cepud [(balch releass); Pewenus o gsnycke cepul AnR npodamy Ly NOCmaeky, MpukR-
08 MEl OCHOBE DECCMOMPEHUR MOOMOKDTE K CApUR & OmMAend kavecmasd uwiu moedemasumeanas omdena
KOWECmen.

4.9 wanubpoaxa (noeepka)” (calibration); Onepayuy, yomanaemiaaRyue Mo oNpeoeneHHsE yeno-
BUAK I00UCUMOCTIE MERdy INGYEHURMU, [OSUCMPUDYEMEML KOHMDOMEH0-UIMSDUTENEMERL ROUGODaLL
fCUCmMeMam] & COOMSEMCMENGILIUML CMandapmMbMy GONLSLHIMY (ManoHamy).

310 xonwmpons vaMesesud (change conlrod). doxyMeHMLIDOSaHHE] KOMMDONE UIMEHEHUD

Mpuaew sy e — HIMEHONUA MOTYM GETOWME @ CFER, NMARPUUER, UMIBRINGE CCXOdMME MOTERHGRIoS,
UNCmEyRL L, yoagaud mpousdodemes, clopyOoaasul, NPOUISOACMEeNANME NDOUSCO0E MO KOMMDaaE

211 vucmos nosewerue (cleanroom): MNoMewencs, & ROMOPOM KOHTIDOMUDPENICA KOHLSHTIDEYUR
BISSLOHHEL @ S030YXE YACMUL, ROCMPOGHHGE U UEMONLIYEM0E MAK, WMol CBCITIL K MUHUMYMY NOCmyn-
ROHUE, C30M0HG0 U yOEpRINUES YECMUL GNYMDU NOLMLIBHLA, U ROIGORARLGS, MO MopEe HeobxodusMocm,
KOWMPONUpogams Jpyaue  Napavempel, HNAMDUMED MeMnepamypy. enawxwocms o Jdaanewue
[TOCT MCO 14644-1, 2.1.1]

.12 yucman JoNa [clhean Fone): NPOCMpaNGTMED, & KOMOPoM KOWTIDOMUDPSTICE KOWLaHmDIULA
BIGSLLEHNLIX 8 GOITYXE HACMULL NOCMPOSHNOE U UCIONLIVENOE MAK, SMosl CEECITIL & MUNUMYMY NOCTIYN-
NanHue, asdenanue U yIapRaNUIE HECIMUL SHYMPU J0NE, U ROTSORANWES, Mo Mepe REolXOAUMOCITIU, KOM-
mpoMupodams  dpy2ue  NApAMETION, | HAMDUMGD  Mesmlepamypy. GREEWocmes o OdsasaHue
[FOCT HCO 14644-1, 2.71.2]

Mpuseyad e — Yucmes pors Womem Semes OMEREMod Wi J8Momod U Hesodumecs fBx @RyMPy, Max u
AHE SIECTIOM MR

* Dnpagsnenne aaso no NOCT P A2240—2000 (npaw. TE 458),
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213 sezpranwenue (confamination); Codepwanue Molozo NOCMOPOHAEED BEULECTET & NODEUSNHOM
JIIEROS0HHOM MEMEDLENE.
fMpumosawug

1 Fomadas npodyagul Mawem Suima JAEPRINENS YECMUGIML, FUMUGERCAUME Uiy Spofofuvickiiey (S50 wiu
jﬂﬂﬂmﬂlm.u_l TE DA Ja0d LA

2 FaEpAIHEHUE BOET ApGEReLmY ol S0Mpxs @ xode TRoISeICMED, WIaskesy, (DEHENUE WAL NSCmEds ma
BUHE MERCONDNE, T -&Enpf#mm. AETE NS, EONTHRIHERDS U WECT RPOMERFTTONHOED KREHEHUA.

114 wonmponupyesan cpeda (controlled area, confrolled envircnmant); Cpeda, coadannas v axe-

ANyamUpyeMan maxus ofpaiom, Ymolel KONMPOMUPOSAME YPOSeHE NOMEBNLUANEHELX UCINOYKUKOE Ja2pRI-
WEHURA.

Mpuuwadvawus

i Gawnas cpeda UENOARIYamoa SR SONMBSNRE VPoana AOMEnyUafaNar JEMOWILUNGE T5DRINEHLA U A0oAEd-
emaul CAFVELIN0S0 JEEPRIHEHUR KLU 0P FERLIMaNL,

2 Coxdawue mepensds dednesus RamAemcRr Mb@esmussey semodos ydanesus JaspAINENUD vl Boxdysa,
HEAONPIEANUE NONSJSHLE J30RINGNUL @ SONMOONUEDPeM0 Co0dy U yempassuea nocnsdomad cnyusiNoss J8H0AS-
P,

3.15 nepexpecmwod JazpRINeHUE” [cross-comlamination, mix-up confaminabion); JaspRIvesue
MAMAPUAN0oE LU NMPOdYKLIUY Jpy2UMU MamepUanaMy Wik Apodyxywed.

3.16 mpamonaus nompedumann (cusfomer complaind); Hegbopsauus om nompebuomens o wedoc-
M@MEAx WAL MECODMBeMCITaLRy,

MpusMevyasur

| Hugopamayun soxem Swms Aegedang R8s YOMND, TR 1 TUCEAEENRD,

2 Mpédursm o8 s 0PI gLy MAEYM B4R aER KEVEEMED, KOALEEMES LAy FEROEEE FOCMI4KY AépaUwHOES Jiia-
KOS0ENOED W8T E0UANS.

3.17 dama uvasomoanenun [dafe of maniufaciure): Jama WaAYANs uISOMOANEHUR, yTAKGEKU WAL
NOCMaary NPOYNLLIL, KOMODaR MOKEM YOMBASENUGaMbER 10 COSNICORINURD € MOMDEGUmanoM.

3.18 omxnowenus {deviahion). Omcmyraskue om mpeboaonuld UHCMPYNLUD WY cmandapmoe.

319 unempyryur [documented procedurs)! Ymeepwdoeniss, JoryuMenmuposanias npouedypa,
Paoyue UNCMPYKULY WY UHCMPYRLILY N0 NPOSexe Mpu NPouUIeodcmas U KOHTpona,

120 noamopHel KoNMpons (doubia-check): Kommpons ApOWSCes, PeIyM-mama Uiy ApOMOKanE,
SLINOAMEHNGT SMODEAE DULOM LW CUCITHIMON,

Mpuuaudsuse— IMoamopesl ROHMBONs BOWET G GSCMas APONSCEa aMMEecmayuy. MNpamokan fAo-
EMGR MO MDeE Ry FOMTACRES S TICR BIODE IR,

3.21 cpox eodwocmu (expiralion dale): Jonycmussrd usmepean epeseny 00 UCHORLIOGIHLA RPO-
dyruuy. Cu. cpox xpanenun (3,56,

Mpuwesan ue— Mod amuw odpaIywBaaaemMca CROK, # MEYENLE KEOMOPOI0 MEMEIUNT NEpEUHO D yIagoaK
oCm@amcs Npaioduest dna YONSMEIORINUR NPL YOAMUL SPAUALNOES XPAMSMUN,

4.22 asixodwol konmpons (fnal inspection); Konmpons 2omogod npodysuul GN8 yomanoanotus ge
COOMESMEMEUs MpeboaanLnmM CreLbURaLUy.

4.23 2omoaan npodyryua (Tinished product); Nepawsisd ynaxoacssl Mamepuan, npowedwul ece
ANl MpoLISOACMEs.

3.24 Good Manufacturing Practice, GMP: Mpaauna npouiecdcmaes Mexapemestned coedcma,

Mpwed N oA

1 One oppedenssul soampone i o0SCnaveroR FEYECmaa o, mazwe FOCT P HCO MO0O {3270 w 2.2.11).

2 ToeGoaawur GMP daves a FOCT P 52245,

3 Mpgadna GUP das Fepapika s PaEsI0sAEE MIMESDLSTHE FOmaRBRT vasom Sonoiuum elaxes Mosdoasnus &
AOME SR, Nepeonaay, 0Boppdosawig, cUcmSHs O0ScNavEnul SAYECMEN, Saowal araduod ¥ONMBone, APOUIE0-
demad, doeyihdsmaud, liieyy, alzoduid pdampofs, JorndesMmayls M PEANRRYuL MPodpciuu, ANSNw] Aoaman-
Jud nompefumansld u nopadax CAUOUHEMERL U,

4 Toperuws sapiauma GMPe 1 smerymes opasuns GMP [cGMPI» svavaanesmue. FApesuns GNP npcmosung
ofwoameomeca, amo uwosda ofoasawmom e oG MP

* DNpasEnesus ARKG fo FOCT P 522402000 (npuw. TK 458).
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.25 odwopodnocme, 2oMOZeHNOCME (homogenaily) Edunoclipaiue IHavarund Kapasmepucimug
Mamepuana dng 820 oNpedenenNHoZ0 KONUMecmes.

Mpuweiusn o — 0dvopodioome MORSM SATOYAM s duNooloaius MaNeNd fd SNpadatennr e rauBones Cy-
TR TP R FiE Ede DR e T TR

J.26 anympunpouIsodcmEeNNsIl KoWmpons”® [in-process controll, KoWmpoms, awnaniaemsd &
X008 MEXHONOSLWMECKO20 MDOLECEE © LESs0 NEOSEORY COOMESMOMELUS MpodyKUUY 380aRHEM Mpeboaany-
A, 0 PEIPRLMAMANM KOMODO0S0 MONEM GuTOANAMLCH KOPISKMUDOSKS NSDAMEMDOE MOXHON0SUNECKES0
npoiecca. KoHmpans COCmoRNUA oxpysaodiml cpeds umi obopydosasus paCcCCMamMpUEaemca kax ane-
MENT! BHYTIPUAROUIE0ICMEBNHOE0 KOMMPONS,

327 nposexymovnsil npodyem” (intermediate product): Yacmusio ofpabomartbil Mamepuan,
romopeid Somwen mpolmiy dansweduve cmaduiu NPouIaodcmas, Npexde YoM ON CMaNem Hepachacoaan-
MBM SOMOSHIM FO0YRITIOM.

3.28 ovucmxa ofopydoganun (line clearance): Ydanesue 8ceso, 4mo CERIEHO & Mpodasdyium npo-
LGOI,

Npuweusd e — Dudemas SHeppdoasuin BuM0aRRemes iR APadamep iideruR BUudos U MEDECpaom BB

Jappazaennd, Mpy 3mou mReSyemca PoaneHis Bamepuanis, omyodos, npodyemod, clpariod, JoryaMsnmod oM. 0., &o-
mopse el BCI0ae 0N 8 Nnpedudyen npougesdomas, Cuucmes npoecdumes 80 nodimy MEmepoRRE, Npodyx-
mod, Bpeigos, SoNyFARMMON & 1. 0, NOEDED pouracdcmas

21.29 npouresodemas” manufaciuning); Boe onepayil i udil KONMDOTA, CERIGHNHLES C MOTYUSHUaH,
npueLEkod U 0Bpabomyol HeXOdMLY MAMEOUANDE, YNAKOEKOH, SHNYCKOM 8 DEANUISLING, XDAHBHUEM W
OTIPYIKON NOKADCTBAHHBX COEOCTE.

4.30 nexapcmaennoe cpedcemao® [medicinal product]; Mobos eswecmed. Wil KoMBUHSUUR
BEUECME, NDOIHAIHANOHNOE ANA NEYBHUSR LY NpouNarmuky 38060NS8aNUT ¥ YONOBERE LNU RUBOTTNE.
Tofios Smyecmen Uny KoLMOUHILLA BOWBCNS, Sa0dUMOT YEROROKY UMY XUDOMMLL C SUS2HOCMUYDCKLMY
LiarmasL 408 SOCCIMaMOGNSNUN, KODDeKMUDOEKL WY UIRMEHENLT (DUIUCMOSLNECRUR gDyHRLUD Yanoaena W
MWBOTHEL, TAKEE PACCMATPMBABTCH K3 NELEPCTREHHOE CPeaCTRO.

3.317 opasulaijun [organizabion): MpednpuRmue, NPOUMSOORLLNS MAMSDULTe A8 MepeLsEod yna-
KOGKU™",

3.32 pazpafomxa eNewHezo euda ynaxoexu jonigination, artwork): Bee nodzomoeumensisie pado-
b NSEEd MOYAMNBIAU DABOMEML,

ApuMeyanld— 3my prEoms 0N m PaIgafamey mowpdfnoul, Guisins, 2paduaeteEny MAMT BRuRME,
AEERON, OGS U Lo podsr gradmos.

3.33 ewxod 1a npedeni cneuuduraul (ou of specification, O0S): Paaynemaimsl KONMPONE, He
COCMBEMCIME OIS MPeBoaINUAM CIeLLbUCaLUG.

3.34 cy@nodprd (outsowring): Nepedays 0020 NPOUBCCE LY 620 YACTY HA ucnonwenus dpyaod
OpSaHURaYLIL.

A.35 yraxogovHLWG MIMOPUANL! (packaging malernals).

J.35.1 NepauUNHEIe yNaKoeoyMs8 MAMepUans! [primary packaging malenals). YiakoeosHsie Mame-
pUANE, KOMODLIE NPLUMEHANTICA ANA NOMOLEHUS, S0PMEMUZSYUY WY J0IUDOBANUR NEKaDCIMBENNEX
cpodcma U HEXOIaMCR @ NP0 KOHITIEHTIE C HUMU.

MNMpuMeysHudA

1 ni‘ﬂlﬂ"'ﬂhlﬂl AN LSRR D RTINS0 M, HERRPLUMRD, COMFEND, BERICME, PTRSCMICCH, STKAL-
U, MO@NET, PONsds U PP, Mowam uCoARI0RAMLcR soidunayum Mg pUSmo rﬂmﬂ'ﬂ'ﬂ“. LMD, S3ROI0TENL R
Bafandek ],

2 HacmoRuiud ﬂ]ﬁlﬂﬂ'&-ﬁiﬁ BAEAMOCADE RSN OO A S S ulmpumam ﬂl‘.'pll:.lh'.rlﬂﬂ pRGEORIU, M SR LR
& nﬂnp&d:ﬂrummmu ADHTSNTE © NS00 MEdNM dp-l-l?ﬂ.l'ﬂﬂ'ﬂ'ﬂ‘. HANPUMED NUNEMED U LUTEL b

3 Ha e YN EE YTENIETYHMEE URTIERPENR RO FEHICUMBCR NENRT MR LD QP LR W ﬂ'l'.l:ﬂﬂil'i'l B hiE FE-
MBI

4.35.2 aMOpUYHEN YNAKOGOYHEE Mamepuansd (secondary packaging matarialsl, Ynoaxososuneg
MAMEPUANKE, HE BCTYNSOWLE & KOHMAKT ¢ NEKPCTMEaHHEM COO0CMEBON, HANPUMED KADMOM, JMLUKSMKL,
Gysasa, oSapmEd U mp.

* Onpegenesws assw no FOCT P 52249—2009 (npew, TK 458),
** B woHTeEcTe AEHHOMD CTASGBPTE (nprw, TE 458).
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236 conymemayrowiue Mamepuanss (process aidsl: Mamepuans:, UCToONLIVEMGE 4 MEXHON0SU-
SECKDM NEOUecCE,

Mpuweyss ue— My ramepuan ne arodam a cocmas Uadenus o dorsns Saimmh poamessd Reped uny @ ode
saddpugwed cmaduw Rpsueodimas.

fMpumep — Oomamey, oSpaIyoIMUecs NPT AUMLS, CRAM LD 8033V, CMEIRE,

2.37 mexnonozuveckul npoyece [production): Mpoyecs, peIyNsmMamoM ¥OMOpO20 RENRSMCA Nap-
BLYHEND YITAKOSOUNSIT MEBMOPUAn.

o ey dE o s =— JMm MPoLscs dfdud i @ ool Sc6 HIePREUL, RMIERES O DSl LENodss ¥ SAMEa0.L0-
A0E U JAKSHYUEST SOMOS0 NE0 L85,

3.38 ammecmayuna [qualification process): Nodmeepadenue coomesmemeaus Jadantss mpebosa-
HLAM,

Mpouesss e — Ammecmayua (ci. 3.64) senovaem ammecmays NposKma (noscmpyemopceol doxyuan-

ANRLAL ), MPEND-HRTIS0W ) UCDTIERLA [BMTSCMAUUD Fomandite ko 080y d0asHuR. Smmecm sy gyHeuud Hupy-
s G800 P0atNLE U SMMECMALLW & JECANAMAqUS), & MEKEE FEAMOIHLE AMMECHALLY [REd i odrs Mo o).
Aasnde pboms SOEFm AD0a0UMECR SOMOEHSMEHNND, § MACKE © LML IO G APSJUSSMao UL MIH8puUSAIGE

3.39 wowmponb kavecmaa (guality controd): Yacme yNDARNGHUR KEYECMBOM, CERIAHHAR C MPOASDKOG
SLINCAHGHUER MPeBOaanUd K KaYecmay.

Mpus ey sy o e — Kodmpone KEecmas sxnovaen & ool Nooeepay o UCNsTERUT HE COoOMeememdus mpedo-
BAHGRN CE LR,

3.40 xpumuveckuld napasemp [qualily citical): MapaMoemp, aMUMOLILE W KEECMas MEmapuand
dna nepauaHol ynaKoaKy.

Mpuweyssue—Mamepuan, oNOpayUR, FoNsEUa RPONECCR, MpeSpaanue & PoNamaNuee o Apyaue napse-
MOMEE MOJFT DACCHAMPURINTIECE KON ADUTTUNSONGS 4 CAywee, 0Ny U WEsMTOARsREe APURdum § CyecmasN oMy
winepiy

341 omden xavecmaa (qualty unit): Omden 8 0PSENUIBUUL, HE KINMOPEN] S0IN0XEHE DMESMCTIGaN-
HOCHE MO OB CMIYR MUK U ROTTIDETRD KT,

I"Tp Wk RN B AU e — OMden savesMes MOXeM COCMmoates U Rodpaddenshid M oBecnevENUD U KOHTPDATD K5
WECTTEA 4 MOEET JSCHT e O DEIUS0A O CMDFOT DR GOER NG TEULY

3.42 wapanumun” {[guaranting). Cmamye UexodUeiE UL YSRGS MAMEDUSIN0E, NDOMERFMOYNGE,
Hepacthacoeanmod uiY 20moecld ApodyEULL, UIONUDOSENNSX UIUNECKY Uy uHbie obpaioum do
SRMECONLER DELEHLI 08 LX SLMYCRD LY OMENoHENUL.

3.43 peanuizsyur [realization); OGwwl mepMuy, oNpedenmioiiul ece Npoyeccs! A AoCmUmeHUR
EEnaekbx PEIYNLMAMod om palpabomey 00 NOCMaaKL.

144 comocmagnenue; asixod npodyryuu” (reconcilialion). Cpaanenue osudaauoso U thaxminec-
K020 OO LEUMOS NPOUISEAEHNOD LU UENONSIOBAHHOT RPODYHULY & PHSMmoM CMmandapmusy DIMENOHEMLT,

245 mopecsomp yenoaul (reconditioningl. Hasmenewus, anocusie a npoueccss, 4ng obacnoyerus
COMNTESMCMEUR MpaboeanuRr creuughucayud.

2486 omenonenNsid (rejecied]; Cmampc UcxodNGIN MaMaDUINos, COMyTMCIMEyRNLLE MaTeDLETOE,
ApOMEXyMouHol LY 20Mosod APCIyXUUL, POIYMLMAME! UCALIMaNLT KOMOpLX HE YOOENEMEOnpROM 0dwo-
My WAL Goned MpeGoaanuwIM ENEULDURILLET U KOMODEE GO MBS [OGERHD OMOGMTOM KIWacmana) e -
200HLIMY GNA UCTONLI0BIHUA,

3,47 omenonesue (refoction): Mpotecs yemawoangHus, asmonmeeusd olsmms omdanos Kavecmas,
MOED, 4TS UCXOONSH MEMaDURTS, COMYMEMEYrILILE MAMEPLURNE!, NEOMEXTNOYHAR LW 20Moaas npodyx-
LA He npueodnsl dRR HENORLIOBAHUR.

3458 nopopaSomes [roprocessing); MNoamoperus Yacmy MeEnoIoINeCKoID MPoLecsd,

Mpuwweypyy e = Mpodonmesus MOXHONOFUMICEOID APOYNOCCE NOCHE MORE, KON ANWFDLARLIUIFOSCT S0k
AOHITEONE ROKAIEA, WRE AP0LEce M MM DWW, ALTANTCA nogsansHod TPIETIULol 0 M OMRSCUTICR § AEpepEBomees,

* Onpegenasne aaeo no FOCT P S3240— 3000 {npusa. TH 458,
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449 apxuarsie oSpadusd (refained samples): Mamepuans: uny 20mMoaas NPedysULA, COXDINGHMENE
anA cpasHenuR 8 GydyLpas.

Mpumoywa s e— 3mrofipsiys ofwant omBupaomen @ Jo0MmamovnoN E0AMWHCTEeE U KROMNTICE & Gapddd-
MERALFE FERCAUAX B MEVENLE JG3AHA0E0 ADEMEHY.

3.50 eozapam (returmn): Moowecs oMNDASKL NGDEUSHEX YIEK0E0YHLN Mamepuancs ofpamuo & op2a-
HUBBULRD.
31.51 nepedenxa (rowork): Qedcmeaue, MoadnpuMAMOS 8 OMMOLLEHLIL HECOOMEBMCMEywel npodyx-
i dma mo2o, ol oNa coomesmcmeosana mpedoaanuas [TOCT P HCO 5000, 3.6.7].

fMlpusesas e — Copmipsiand Waxem PRceMampuaamecs fan dopalomes.

J.52 awanua pucka [risk analysis); CUucmeMamuyeckos UCNoTeI0aamus ghopuatiiiu Jna awmananus
CIIACHOCTIU U KOMUNSCMEEHHOLD oUeHEU puckd [Pyxosodcmes MOOMIK 571, 3.70].

353 ouexka pucka (nsk assessmonl); QRN NpOUOCE HAMIZA PUCKS U OLBHLIGAHLR puUcks [Pysoao-
demeo HCOMIK 51, 3.12].

.54 oyenuaanue pucka [risk evaluation): OcHoGanHan Ha DEIPMLMEMAN AHAMUEE PUCKS Npoyedypa
MPOESEKY, YOManaanuaanyan, e npeasnied my domycmussl puck [Pysoacdomes HCOWMIK 51, 3,171

355 moaHodXMONT PUCKS (fisk management]: CUCMBMAMUYNECRON NDLUMENSHUE NONUTUKL, NDOLG-
Gyp U NPERMUYECKUX Wemodos MenedeMmenma dna pewenus 35089 SHANUZE, OUBHUEIHUR U YIpaanaeHuR
puckosm [FTOCT P HCO 14971, 2 18].

4.56 cpox xpawenun (shell-fife): Mepuod GpoMmerl, 6 MEYEHUE KOMOPO2D NEPEUNHGE FITAKOEOINHENG
MEMBpUANt! oMmEHs! CONTEMCMEsaants MPetosanuAM CIoUUBURaLLL RO SHMTOMHENUL YOIMaHoanan-
MiX VEROGUD XDaWEHUR U M UCIaYaRUL KOMOD0S0 MMepuas Mo danxnb Beims UCHOMsI0aaNs! [CW. CPOK
eodwocmuy, 321},

J.57 ermeyuguxauun (specification): Joxysenm, yomadaanesoiiul mpesoaamun.

3.58 umcmpywyun, memoduxa (standard oparating procedure, SOF): HHCTMPYRULR NO BLINOAHENHLIO
ONepatLl tm APoeedeHUG KONTIDOTA.

J.59 wexodmud mamepuan (slarting matenal); Capse, ROMNTONSHTIS, CYBCMoNGIY, UCMINBIVaLbL 8
MOOLIBOOCTED MEDEUINHENS VTR0 MAMSDUANDE.

460 cmepunsMocme (slenia); OMCYMCMeLd XUy MuXpoopeanuiscs [HCO 149372000, 3.24]

361 eybmodpadyur [subcontractor); Toemes CMOpOHS, KOMODAR SEITONKMNT SaCMs UL ack pabo-
My N0 YIZOMORNHUD NEPEUYNEN YITARTHSOMHEE MAMSDUaTo,

J.62 ofpaSomka nNoeepxNOcMU [(surface I[realmant): Mpouyscs, MENDIANGHRLIGT W YTySWLEHLD
NOSEPXNCCITI MEMEPUSNoE dNg NepaLHol ynaKxoary.

Mpusep — Mosparmue cUAERoMNoM U dpyeas ofpafomEs FOOSPENOCEE CMERAS, PORDK MUE SHFMpERNED
LAY aNSWNSD NOUSPFNOCAIY CAENANNNELY N0NmMeduepos LY eIUNodsE sacmed,

J.63 npochnewugaeMocms (fraceabilify); BOosOwHOCTIE MPOCAEOWTE UCTIODUND, MPLUMBHERUS LM
MECMONIXORIBHUD MOS0, YN0 DACCMAMDUGIMCE.

MpuieysHun

I Mpoenesad@addoCms RPUMSHEMBNLND & Op0dyWiey WEwEm OmAsuTTAsR K

= MPOUCrON MG MEFEDURROE L &0k TR F i,

= omopsu ofpatomi;

= padApedoenosued o Wecmonaxondénusd Apodyduul Noche ROCMARNL,

2 B ofnacmu Mempondsuy fousamo enpedemssue, npuesdssscs & Vild — 1003 610, frOCT P HCO 80002008,
3.5.4]

4.64 ammecmayus, ucnsimanua® (validation): Doxaiamenscmas mogg, 4mo sMemoduxa, mpoyecs,

ofiopydosanue, Mamepuan, oNepatus LMY CUCMOMa Coomeamemayom adannss mpebosanuns U ux
venonbIcaanue dedemaumensid Saom oxudaoMbie PEIYRLMams (cM. maose 3.38).

465 aespudhunayur (venlicalion]: Cunomus mapainos ammecmayun (3. 38] v ucnsimanum | 3.64).

* Dapeganewes gaso no POCT P A2245—2000 (npea. TE 458



FrocT P 53698—2000
4 Cwucrema ofecneveHHn KavecTea

4,1 O6wme Tpefonanua

FOCT P HCO 3001—2008 CucTomed MeHoOMMEHTa KauscTRA. TpeSonaran

4.1 Obwwe Tpebonanmn

OprasiIaums 0omeHa paipaboTaTte, IA00KYMONTHDOBAT, BHEOPHTE W NOOAGDMHESTE B pabouon
COCTOAHMW CHCTOMY MEHEOXMEHTE KAYECTES, NOCTOAHHD YNY-ILATE 88 eIYNLTATHEHOCTL B COOTBOTCTRMK
& TpaboBIHUAMNA HACTORLLEND CTAHAARTA.

DpravyiauMa QonsHa;

a) onpaganATe MPOUBCosl, HEODKOaMMEE [AA CHCTEMbL MEHEOWMEHTE KEYECTEA, M KX APMMEHEHRE
B0 BOBA OPraHHIaUEA [1.2);

b) onpegenATs NOCNEACBATENLHOCTE H BIAMMOJEACTENE ITHX NPOUSCCo;

C) ONPeOeNATE EPUTODMM M METOOR, HEOBXOOMMEe ANA OBOCNaYEHA PAIYNLTATHEHGCTH KK NP
CCYLGECTRNEHHA ITHX NPOUSCCOD, TAK W NPH YNRIRNEHHA Wi,

d) ofecneYHMBaTE HANMYNE DECYPCOB W BHpOpMaLEH, HEODXOOMMBIX ONA NOOQEPMEN ITHX NPOLEC-
COB M HX MOHNTODHHA;

€) OCYLUBCTEMATE MOHHTODMHT, WIMEDEHNE, TEM, (18 ITO BOIMONHD, H SHANKI ITHX NPOUBCCOB,

1) mpssedMaTE MEps, HECGNONUMEND AR O0CTHREHRA IAMNAHMDOBAHHL DEIYMETATOR W NOCTORMMO=
FO YMyHLL@HHA 3THX NPOLSCooD,

g} ONUCETS OBy MOMUMUKY Lenu i nodxod K oBecnHaYveHLK KaYecmes npodyreuy.

rocT P HCO 59001—2008 CacTomMes meHogsMenTa KavecTaa. Tpeboaannn

4.1 D6wwe TpeboBaHKA

OprasvaaumMa SONKHa OCYIECTRNATE MEHSIMMENT NPOUSCCoS, HEoENOONMBX QNA CHCTEME MEHaD-
MMEHTA EIHECTEA, B CODTBATCTEMM C TPeboBaHMAMK HACTORIYEID CTAHQAPTA.

Ecrv opraHdiauma pelaeT NepoaaTs CTOROHHOR OPraHMISLMN BiNONHASHAE KENoro-nmbo Npouscca,
BNAADLWIEND HA COOTEATCTEME NPOOyWUWH TpabobaHMAM, OHa O0meHa ofecneqYWTe ©O CROEA CTOPOHL
YyNDARNGHKE TAKMM NPoUSccoM,. Big M CTANSIE yNPABNEHWA NDOUBCCIMM, MODEOAHHEMN CTODOHHAM Opra-
HMAIALMAM, BOMEHE GuTe ONDAOGNGHE B CHCTEME MOHOIEMWINTE KIYECTRA.

Nprmesawnun

1 ¥RoMAHyTES 660 NEeUeces, Heoliolumuie L0R CHoTEUWE UEHEINMEHTE EAWBCTES, BUNDYE0T B cola npo-
Lol yIpARNGHEICEON JRATENuWOOTH PYNOBOACTES, OD8CnHEweHEn PECYDCAMA, NPOLECCE MAIHGMHOID LWHENS PO
AYEHE, AIMEDEHNA, AHENHIE # FRFYWEHRA,

2 Npouece, nepegbiEold GLYTER ORIEHNIELWA, RENBSTCA NEFOUSCCOM, HEOOX0ANMEIM NN CHCTEWN WEHEDWN-
MEHTS CRTEHHIBLAM, 50 N0 AuBopy OPrE=IIALMYE BRNONHREMEL BHEWHEN QNS HET CTOPOHOR

3 Ofechavarng YRAPEEASHAS NQOYECCHWA, NEpeSEFHe Wl CTOPORRAM OpIAMBIALHAL, HE copoBoxaaeT COp e
HUIALUWE O OTEETETASHHEETH 38 COOTASTETEME Bodw TReSosaHEAN NoTpeluTensd i oOA3ATE Nosn TPE00EAHA I
Bufop BiOs @ CTENEHE YIPEBASHAR NPALSCOoM, REpEAAHHLW CTORONHEA OTAHEIAUNN, IBESCHT 0T TATHE PACTOROB,
ERE

0) U0ILONHOS DAKAFES NEpeRAANSOND CTODOMMMG OPrAMNIDYLAAN OpOUBCCA WA CROCOGMOCTE OpraMMINLNN
NECTAEANTE NPOAYKUWG, COOTRETCTRYRW D TpeloBaRnAM;

b} CTENeHs V4ECTIHRA B yNPAENEHEN RPOULSCCOM, NEPELANHEM CTODOHRER OPTaRAIBILIA;

€] EoIuMgEHSCTE Dlecnevansn seclxognuore YNpaEBNe=HA NOCPOACTR0M NpHueresEs Tpelonanna T 4
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4.2 TpoSonaHuA K Q0KYMOHTILHMH
4.2.1 DBuwme TpebonaHuna

roCT P ACO 9001—2008 CHCTOML! MOHBAEMOHTS Ka4ecToa, Tpebopanun
4.2 TpebonawnA K GOKYMOHTALMM

4.2.1 OBwMHe NonoREHHA

Doyt TALMA CHCTOMEI MOHEIHKMEHTS KEGOCTEA OMOHS DLMHaTe b ool

a) AOEYMENTANLHG CHOPMNGHHLS IFARNEHKA O NONWTHES ¥ UeNaxX B 0BNACcTH Ea%ECTRa;

b} pyEOBOOCTEO NG KANECTEY,

&) ACKYMEHTHPOBAHHEE NPOUSLYDE. M 3aNHCH, TPEGYaMLE HACTORUHM CTaHAADTOM,

d) SOSYMENTE, BENOYIA JAMICH, ONPAGENEHHWE OPTaHMISLWEN Kax HeobxoaWmsse ai ana obecno-
weHA HPPeETHEHOID NNHWDOBAHMA, CCYILECTRNEHNA NPOLETCCOa M YNDARNaHHA WK,

filppmesanna

1 Taw, rae 8 HACTORW W CTANABPTE BCTROMARTCR TRPMHH 4300y GNTAPORAHMES NPOUSAYRES, 3TO OIHASART,
w10 ApOUGAYPa pEIpAGOTENA, AOCyMEHTENRHD SOpMNEHE, BRSO @ NOAAGHEABESTCR B PASGYEM COOTORMNM.
Dane A0cyMEsT WOMST COSSQRATE TPeloBiEeS ORRGH Wik Bonié Npouedype:. Tpebosmmes O M Reuen ADCYWENTADG:
BaHHOA APOUBA YD WoET ChiTe pEannI0aado Gones Ham DR J0KyMeEHToM,

2 Crenéne Aoyl EHTAPOBAHHOCTE CHOTEML WEHEIMUEETS EEHECTES O0-0H SPraHAIELEE WOXET OTNHYEToER
OF CTENDEA SONFMEHTHDOBEHHICTH QPYTOM B JISEACHMOTTI:

@) OT PRIMETH CRraHMlauMn ¥ FElA QUEATENEHOOTA,

b) CRCEMOCTH M BIAMMOI0RCTEER NEoUBCCOD,

£} EOMBETEHTHICTH MEpCOHANE

3 Mocyuw@EHTagen soméT DeTs B ASDoA Gopue W Ha AoBou HO0RTENS.

i B #Bcmomiyts cmandeams BENonsIy0m el masi ik § BNEMPEELYas, § UM OARKEE, MATGWLSSN Mepeas00N
Hill ycoasld Bl SnEAGGENSS0 MagMura « SMnSand ooraiag procedirs — SOPs.

4.2.1.1 Opaanuisyus JOnang Sonyemmansye oopuums Ceor oluyie Monumuxy, wany u nodxod &
AMMBCMELLIL.
4.2.2 PykonoacToo no KavecToy

MoOCT P MCO 9001—2008 CuHcToMLl MOHOOWMEHTS KavecTRa, TpeSopanun

4.2.2 PyxoBOACTEO NO KAYGCTRY

OpraHUIauHa GoneHa paspaboTaTe o NOALEPHHEATE B PABoYel COCTOAHMY PYROBOGCTRO N0 KIYEC-
TBY, COOQepMaLIes:

a) obBNacTs NpUMBHEHHA CHCTEMEl MEHEOHMEBHTA KANECTEA, BKNKMERA NOAPOGHOCTI W OBOCHORAHWE
Niofipix wesnedenR (1.2)

B) SOsYMENTHRORAHHLE NPOUEIYPH, PAIpafoTaHHbe ONA CHCTEME MEHEIEMENTS KIVECTES, WM
COBIMIM HA HEX;

c} ONHMCAHHE BISUMOSOACTRHNA NPOLUOCCOR CHCTEME! MEHEIRMEHTS KAN0CTED.

4.2 2.1 Opzavusalus donssa onpedanyms CMenaHs NELUMEHUMOCTIY HACMORLE20 cmaxdapma K a8
DERMansHOCTI,

Npuseuan e — DPpearisyud wosem onpede UMb, Cmd cMandapm Apusasuls o eced &8s npodysyuu wiu
MLED £ TPy sl DEDMELEaMUYEINDI0 HEIHIELHUR,

4.2 27 Pyroeodcmas Mo Kavecmay Oomemo anpademums CmpyRmypny SORyMERMaULIL CUCTIOME
checnavorus KaYecmas,
4.2.3 foxymexmayus

FroOcT P MCO 9001—2008 CHcToMb! MoHBAEMEHTA KaYecTaa. TpeboBanun

4.2.3 ¥npaonnoHWe QoKyMoHTILWOR

AOEyMBHTEH CHCTEME MEHEORMENTE KAYECTEA GONMHE GuiTh YyNPaanNAemMbIMA. Janucs, NpeacTasnA-
ke CoDoR CNeUMansHsR BI JOSyMEHTOR, G0N GbiTe yNpaBnAeMsinE cOrnacks Tpobopanmam 4.2 4.
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Ana onpegenaxiA HeobxoguMe cPeAcTe ynpaanesua aoneHa GuTe papaboTaka QOKyMEHTHDO-
BAHHAR NPOUARYDA, NPEAYCHME TPHBROWAN

a) oHuHanGHOR 0S00peHNE SORYMBHTOR C TOUNM JDEHWA WX OOCTIATOMHOCTH 00 DblTYCKE,

b} aHan®3 ¥ SETYANHIAUMD NO Mepe HeohxogUMOCTH W NOBTOPHOE ohuURansHoe oaobpeHHe qoky-
MEHTOR,

€] OBGCHEYsHNE MIGHTWDAKALUNN KIMEHEHMA W CTATYCA NEPECMOTDA SO0KY MEHTOR,

d) ofecnederie HENWMA COOTBETCTEYINLUMY BaPCHA J0KYMEHTOD B MECTEX HX NDHMEHEHWA,

&) obeCnEYeHMe COXPaHEHMA QOEYMEHTOR HaTEAMI M NETKD WOeHTHRLLADYE M LING,

f) ofacnevensd HAHTHEOUKILY K YNDABMEHWE DACCHNEON A0KYMEHTOR BHOLLMETD NPOHCXOHOEHMA,
ONPpeaeNEHHLX OpraHNIauseR K3 HeobxoQuMEe ONA NNaHWDOBAHMA M DYHIUWOHWDOBIHNA CHCTEME
MEHBINMEHT KaWeCTEa,

§) MpeaOTERALIGHKE HEMPAIHAMEPREHMOND HERORLIOBAHIE YETADSBILME SOKYMEHTOR M NPMMEHEHNE
COOTRETCTOYIOLGN MODHTHEMEILWA TAKWY BOSYMEHTOD, OCTADIMEMHEX BRE KAKWE-MHG0 oMo,

4231 Buecanue UIManaHliy 8 Soxyamnmb U Ux pmeapwdatog doumkiisl 8sMONMAMBCR & Fomakoa-
REHHOM NODROKE.

4.2.3.2 Opeanudauitn donkng ompedenuime CooR XDaNeruR K0NUD OmMMaNaHHeE JoRyMeMTION (o,
mawue 4.2.4.8).

4.2.3.3 Mpi UCRoNBICEANLY INBEMDOHMEX NONUCED M SORYREMHMaE CHidyem Saecmu KoWTDOMs,
cfecnayuearuull Ges0nacHocme U COMEaMoMEUs PrsomucHod modnuce.

4.2.3.4 Joxystenms OOMRNS UMDTHE YEMRN0 CUCIToMy OO0IHGYaNUD (HAMDUMED, NAISOHLEHOMED
JOKYMOMTE, S0PCLA, KOMUSECS0 CMpanLi).
4.2.4 NpoToRontl CEpHA

FOCT P HCO 8001—2008 CucTembl MeHogMMEHTA KavecTEd. Tpebopanna

4.2.4 YnpapnoHHe 1anvcam9

SANWCH, YCTAHOBNEHHEE SNA NPEACTAMNEHHA CEMEGETENLCTE CODTRETCTRMA TRebopannaM W pesynLTa-
THEHOMD (DYHKLIMOHMDOBAHHA CHCTEMB! MEHATKMEHTE KAYOCTEA, AOMKHE HAXOAMTECH NOS YNPABNGHAEM.

OpraMusauvs OOMXHA YCTAHOBMTL OOKYMEHTHRODAHMYID NPOUSOYDY ONA CNREOENEHKA CPBACTE

ynpapnedqss, Tpefyemelx NpU MOEHTEQUKEBLAN, XDENEHHR, JAWHTE, BOCCTAHOENEHHA, COXPAHEHHA W
HABETHA JANKCAR.

SANUCH DONEHL OCTARATLCA YOTHAME, NOMNCG KISHTADULENDY DMK B DOCCTAHIBNHDIHMbINN,

Mpuseyd s ud— Moomocons cogull cofepwam dannmg, MAaSONULSCT & NPOUISSCTIY CODUL, O M s
Gasriad O PEOFuE GREADASHLAT O SE080MWHOW BaRTuUIE.

4.2.4.1 Ha npomokonsd, BsOMHAGMES 8 AMEKMPOHHOL (DOpMEe, PacrpOCMpPanRIomen me xe mpebo-
BAHLA, Mo U Ha Opy2ue npomokons [ou. 4.2 4w 7.5.2.9).

4.2.4.2 NMpomowons: Sonsrs Baims $eMeuMy, HECTIUPIeMEMY U OCHUECMIGnIMLECH CRaIy X& No
BENONHEHUL DESOME (8 NOPROKD 80 SLITOANEHUR), DOAXNL UMems damy, UNULUGM U nodnucs NuUyE,
HPOPMUSLISSS NPOMOoKSR. Henpaanesus & npomoxonax donsssd usems damy, uWuuuans o nodnucs, &
macke, Npy HeoGxodumocmy, codapxames oBOCHDEENUES UCTPRENEHLRA, MU JNMOM MOPE0MNEHENLHER JRMICE
AOMmEHE OCMBEAMBLR YLMAeMO.

4.2.4.3 Opzanuzauun JonsHg onpedenums KpUMUMeckus 008 KaYecman Npoyecch! U Napamempsl,
20 Heobrodus NOBMOPHED KONMPOs NOU STYCKs copuy. Ecny kaxol-nmubo KoHmpons BEIMONMRaMmes &
NOLOLLRY INGKMPOoHNLEE COodcmE, mo 3mo donsHo Beime SCHD YEAIAN0.

4.2.4.4 Kawdas xpurmuieckan dna KEYecman oneDaUR LTy MApaMamp mou Mpousscicmans U KOmmpo-
e donsHs: Bhims onpedenenb U NOONERaNT ROGMODHOMY KON TEOMS,

4.2.4.5 QA xaxdod copul NEPEUNHO20 YMEKDEONHOZ0 MAMOPUANE OP2aHUIAUUR AONMHE BaCcmu U
Noddepxueame 8 pEoYeM COCMOANUL DORyMONTIE, JOCMamounme TR NPOCNOELGIDMOCITIU U OMpadams-
HUR RONUNECITIEE NOOUIEEIOHHEX U MPUHRITILE K BLITYCKY MSMepUanc,

4.2 4.6 Op2anusaiia domnsva onpedenums NapadMempsl 8 JoXYMEHMALUUU CEpUU, KOMOpHE Nodns-
HAM MpOaapNe,

4.2 4.7 JokyMeimalus Ha cepuio donsma Gaime RDOBODEHE U yMeapwiena.

10
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4.2.4.8 Boo doxysonmb 0 RpouIsodcmas, KoMMPOg, UCNBNTIGHUIAX, NOCMaere U Wocnedosanuay
BOTRHE XPAHUIMBCA, N0 MENBILET MEDE, & MEYEHUE TRITIY MEM MOCTE NPoUIE00CITES WY RO COSNac0aanum
C NOMPaSLMansss, LY, No KpanHel seps, oduw 200 NOCAES UCMEYONLE CPOKD 2oMWOCMU Mamapuana ane
NEpauYHOY YIISKOEKL, FOMantananios opeanuIauued, SNy UHoe Me CORNBC0aaH0 © Mompetumenas.

Mpusedasd e — Momem rompalfosamecs SPEHUTS MIVEY ¢ MAMSIENEE JNR MepeuiHed praceane do Son-
W# CPORS FREwIWUR FOSHDCTIGIMNWE Coodemi, K8 Fomasoandse fompodumaros,

5 OTBETCTBEHHOCTEL PYKOBOACTEA

5.1 O6a3aTenLCTES PYKOBOOCTES

roCT P WCO 9001—2008 CHcToMb! MeHOIEMEHTE KavecTra, Tpebonanun
5.1 O6aramenLCToa pYROBOACTRA

Buiciugs pyHOBOGCTEO OOMAHO ODECNHEYMBATE HAMMMKE CEBMOSTENLCTE NPWHATHA Ccoonx obn3a-
TENECTE NO paIpaloTES ¥ RHOADEHHKD CHCTEME MEHOIEMEHTE KAYOCTRED, 8 TAIHD NOCTORHHOMY YIy4Ylle-
HHID B8 PE3IYNLTATHEHOCTA NOCReOCTROM:

a) posaftHEA 00 COBAOHKA NapCOHANa OpraHuIaLHKE BANHOCTH BpNonHeHMA TpaGoaanvi noTpau-
TEnEd, 3 TAHE JBK0HOOATENBHEX W obRIaTENLMBX TReBoBaHuA,

b} pazpaboTion NoMWTHKA B GORACTH KAWACTEA;

¢} ofecnevenun paipabons wened o obnacTy KavecTea,

d} npoBaOEHHA AHANWIA CO CTOPOHE DYHOBOOCTES;

e} checneqyeHina HEOBXOAMMBIMK PECYDCAME.

5.2 OpHoHTALWA Ha NOTREGMTONA

rocT P ACO 9001—2008 CHcToML! MOHOIEMENTE kavecTEd. Tpabosanun
5.2 OpwenTaywn Ha noTpebuTens

Buicies pYEosoacTso gonsHo obecneunpaTe oNpegenaHie ¥ BEnonHeHse Tpebosarua noTpobure-
NEd ANA NOBLIWSHAR MX yooaneTeopeHHocTH (T.2.1 W B.2.1).

521 Aydumii cO cmoponisl nompedumers

Cpeanu3auus JomMerE DaJDELIUTTS MOMPEbUmeno WY 820 NpedcmasumennM (No e3aUMHOMY CO2Na-
ELiia) NPoSodume ay0urnes AMT OUDHRKL CUCTTME! MOHSOKMBHITN KAYSCITHIE.

Cohogrpe MPpeSoaanus NOMPetUMans ¥ OP2aHUISULY SXToumom & cola Hanuwiug HeobSxodussx
ROMBLBHID U OB0DYODEAKLIA, NOJZOMOANEHHO2D MEDCONANE U NPOYBCCOE, NOCMPOBHNEE MBK, YMobk
obecnayums Be3onFcHOCM s MPOdYRLIUU U UCKNOMLME NEDOKDOCITIHOG JSDAINEHUT, KOMOPDRE oheCcnayLas-
om emaiunsmod Npouiecdcmad Apodyxiuy @ Comeamomeauy & mpehoaanisuy mompedumeans,

5.3 NMondThea B oBNacTi KAYECTRD

rocT P UCO 9001—2008 CHCTO M MOHBIEMOHTS Ka4ecTDA, Tpebonanun

5.3 Nonwrwea o oGnacTh KauecTa

Buiciies pynosoacTeo Aonsmo ofecneyueats, YTolk nonumuea 8 obnacti kayecTaa:

a) COOTReTCTROBANG WENAM OprarHHIIUNKI;

B) semdvana 8 cebs obRiatensCTeo COOTBETCTEOBATL TpaboBaHMAM M NOCTORHHG AOBLWATE
PEIVNLTATHEHGC T CHOTEMES MOHEIRMEHT KIYECTEA,

£} cO3NABANa OCHOBL ANA NOCTAHOBEM M GHANH3A Yened 8 oBnacTy KkaNecTea,

d) Geina AOBSAEHA 00 CHRAGHHA MEPCOMANS OPIAHHIALMH W NOHATHS AUy,

0] AHANMIMPODBANDCH HE NOCTORHHYK NDHMOOHOCTE.
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54 NMnavupoBasne
54.1 Uenw a obnacTa KadecToa

FOCT P HCO 9001—2008 CHcToMis MOHIRNMEHTS KavecTia. TpobonarHn

54.1 Uonwe B ofnacTh ka4ocTEa

BoiCiwed pyEoBOACTE0 OPFraHHAaUMY S0NsH0 oBacnaYreaTs, 4Tobsl yany 8 oBNacTH KavecTea, BEMO-
Y3 Heohxoauupe O4Na benonHeHEs Tpelopanmi K npogyiusd [7.1 nepouvcnanse a)], Gone yCTaHoBMEHD
B COOTBETCTRYKALME NOAPIAgeneHHAX M HE CODTBRTCTRYMY ypoRrax oprasvaaymn, Uenn 8 obnactu
KAYECTES AOMMHE BbiTe HAMBPHUMEME M COMACcYaMLIMM ¢ NONMTHECH B O6NACTH KadaCcTaa,

54.2 NnanMpoBaHKHE COIGIHMA M PAIDHTHA CHCTOMIE 0BOCNOYEHHA KANOCTEA

FMOCT P HCO 9001—2008 CHCToOMbI MEHILRMEHTS KaYecTES. TpebonaHHA

5.4.2 MNnanvpoBadWe COINAHMA, NOOOOPEHBAHMA W YAYSLEHHA CHCTEME MOHEOEMEHTA
Ed4ecTEa

BoiCiueg pysosoacTeo AomeHo obecnsvnsate,

) MNAHMPoBaNWe COZANNA, NOAOSPHHBAHMA W yNY-LWEHWA CUCTEME MEHEIHMENTE KIYECTEa ana
BuNOfHGHNA TReboaauWA 4.1, a Tas AnNE AOCTHMEHKA Lanad B oONacTH KasacTaa;

b) coxpaseHie UBNOCTHOCTH CHCTEME MEHEINMANTA KAYECTEA NPH NNAHKPOBAHEN i BHEOPEHWM B
e MM HAA,

5.5 OTRETCTECHHOCTE, NONHOMOYHRA W obMeH nHibOpMayWweR
551 DTROTCTROHHOCT M NONHOMOMHA

rocT P MCO 9001—2008 CucTeMbl MeHeAKMEHTA KavecTEd. TpeboBannn

5.5.1 OTEOTCTEEMHOCTL H NONHOMOYMA

Bucwee pyxoboacTeo AoNHO COGCNEYMEATE ONPOABNGHME W A0BEAEHWE 0O COAOBHNA NEPCOHANS
OPraHHIBLEHN OTRETCTREHHOCTH K NONHOMOYHA,

55 1.1 Opeanuiauin Jofueha ukams ofipaage nodnuced (car. 4.2 4] omeamomasnne nuy.

Chedyam uMeme Crucoy 8cex MUL, OCVLLGCMENOWLN MPOBBORY LY NOSMODHERE MDOBSDNL, BHYM-
PURPOUIBODCIMEBHNET KOHMPORs U M. n., ¢ ofpaluasy nodnuced,

5.5, 1.2 Omdens KaYaCmEa, KOMODEE MICHT OMEETICTEHNOCTTIS 28 MR UHATLES KPUMUNECKLE DOELe-
HUG, GoneHs! NPUHUMETS 3T DELWGHUR HOISEUCUMD Om Npouseodcmaa.

5.5.2 Npedcmaaumens pyxkoaodcmas

FMOCT P MCO 9001—2008 CHCToMB! MEHEAMMOHTS KayecTod. TpebonaHua

5.5.2 NpepgcTapWmens pYKOBOLCTED

Burowsee pywoSOOCTED OOMHHD HAIMEYWTE NPeOCTABHTENA W3 COCTABA PYROBOOCTES OPraHWIALIMMA,
KOTODRM HEIARNCHMO 0T Opyrix oBRXAHHOCTEN DOMEEH HECTH OTBATCTREHHOCTE W HMETE NOMHOMOHHS,
PACTPOCT PAHRKALMBCA

a) uaobacnedenue paipaboTem, BHegpeHua ¥ NOASep=anie B paboyem COCTORAHMK NPOUSCCoE, TPE-
Byemsix CHCTEMOR MEHEIMMEHTS HAYSCTES,

b} mpeacTABNGHME OTUETOR BLICLLGMY DYHOBOACTEY O YHKLIKOHUDOBAHHN CHOTEME MOHEAKMBHTE
KAYGCTED M HEOGXOEWMOCTH 08 YIMyYiLGHHA,

] COQBACTEME DACTPOCTDAMEHWD NoMWMaHIA Tpeboaanwi NoTPebWTENER NO DOBWA OPranMIELNE,

Npeauesasns— B oTEATCTESHHDETe NPEACTARMTENA [YCOBOACTEE MOseT BniTe BN ERE NOSNEHEAHEE
CARIA C BHEWHEME CTODOHEMA N0 BORBOCAM, KECANUIMMOR CRETEMY WEHELEMEHTE CAYECTRA,

5.5.3 BuyTpoHHiR oBmon nHdopmauwen

MOCT P MCO 9001—2008 CHcToMbl MOHSHMEHTA KaYecTEs. TpeboBaHun

5.5.3 BuyTpeHHuA obmen wHdopsmaumnen

Buicisd® pyooBoacTao oomdHs obecneyspaTs paapaboTsy 0 ODraMWIaLNH COOTHSTCTEVOWWE M=
ugccon obMena WRDOPMaLWER, BENIKAAR WHDOPMALWD, OTHOCALLYIOCH K PEIYNETATHEHOCTH CHCTEMB
MEHBIHMEHTE KINECTES,

1
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5.5.3.1 Monowerus GMP. grnoyannbg @ FIcmoamuul cmandapm, U nopMamuanse mpebosanun don-
i, § Hepdodosold cmenery, Same dogedous: do caedpsus kaxdozo nodpaidenanos,

5532 Pyxosodcmao npadnpuamus doneHo Sumé Ce08a0aManio Bopuuposind O EDLMuSacs Ly
CUMyRLLAY & OOMSEITI KAV CITaE.

Mpusovs s = Tpusepaul OpOREEcod adertxn W opaaL s i MaNeOmol APoYecow, CarTlsmuss ¢ ohards
o wopuauued O NOAUStUES @ 0ENSCMY KESCMAS, AMAMIS OO SMOPONEN PENCSOHCITES, P8Iy PbMUINTEY SHyMpdisius
Apoaspin nEvECMad 4 Maasie O rofpeaMubymuing o ﬂpﬁlﬂumtlhﬂ.tu: SElemE U,

5.6 AManui co cmopoMisl pykogodcmaa
5.6.1 OBwme NoNoXMEHWA

roOCT P MCO 95001 —=2008 CHcToMLI MEHBIEMOHTE KavecTea. Tpebosanun

5.6.1 DBuMe NONONEHMA

Boiciues pyNosQACcTED JONMHD SHANHIMPOBATE YOPe] JANNSHWPOBIHHLIE HHTEPBANL BPEMEHH CHC-
TeMY MEHELENEHTE EAYGCTEA OpFaHn3aun B uanax obecneyaHta &8 NoCTORHHOR NPUNeaHoCTH, GocTa-
TOUHOCTH H PEIYMLTATHEHOCTH. ITOT AHAMNKS SOMKEH BENKHNATE B Co6A OUEHEY BOIMOEHOCTER Yy -EWLGHAR
W NOTPEGHOCTH B HIMDHEHWAY B CHCTEME MOHOIEMENTS KIYECTES OPFAHHISUAH, B TOM YHCNE B NONMTHED 1
uenax B oBNacTH E3YECTED.

Egmml 08 asanuiI@ O CTOPOHLI PYKOBOOCTES OOM&HL NOASEPEWBEATLCR B pabovewm COCTOR-
HEHH (4.2 4],

5.6.2 MexoaHeid AaHHLE ANA AHAAKID

rocT P WCO 8001 —2008 CrcToMi MoHBEMEHTE KavecTaa, Tpabosanun

5.6.2 BxogHele QaHHLE ANA AaHANK3A

BxogMuie QanHee QNA aHANMIA CO CTOROME PYRCROOCTED JONMHE GHNCMaTe 0 cefn cnedyouly
HHPOPMALMID:

a) penNETaTEHE AyOATOR (NpoBapoN);

b) obparHyis CBRIL OT NoTpeGuTaneR;

¢} DYHEUMOHAPOBAHWE NPOUSCOOD W COOTBOTCTRME NDOSYHLEA,

d} CTaTyC NPEsyNPesaariME H KOPPEETHRYILIMX REACTRNA,

&) Nocneayuwe GEACTEMA, BRTEKMOWIME W3 NPFaaLOYIIMX AHANMIOE CO CTOPOHE! PYKOBOACTRA;

) HAMEHEHWS, KOTODBE MOTMKW Gul NOBNMATE HE CHETAMY MEHEORMEHTE KAYGCTEA,

g} pEROMEHIBLMA N0 YITYYILEHW,

h) danwise of apipexmuarocmy 08yNenuR.
56,3 Peiaynsmami adanuza

rocT P ACO S001—2008 CHcToMbl MoHOQEMENTE KayvecTea. Tpeboranun

5.6.3 BuiXogHiuit SaHHBIG HANKIE

BuxooHu SaWHLID GHANKIA CO CTOPOME PYEOSOOCTE JOMMHL BRMOUATE B cefn BCe peweHua M
ODERACTEMA, OTHOCAWMNECA:

8) K NOBLLEHWD DEIYNETATHEHOCTH CROTEMB MEHBIKMENTA EAYECTED W B0 NPOUSCEDR;

B} yIyuWeHM NPOSYHUMA NO OTHOWEHM & TpeSopardam noTpeburenad;

¢} noTpefHOCTH B pecypCax,

6 ¥YnpapneHwWe pecypcamMmi

6.1 OBocnoYoHHo pecypcaMM

roOcT P UCO 9001:2008 CHcTeMb! MOHOAXMEHTA KavecTRA. TpeGoBaHMua
E.1 OGecneveHHe pecypcamiM

CpraHUaauHs JONEHa onpedenyTs 4 obecnesueate pecypcel, Tpedyenee;

a) ANA BMeAPEHMA W NOAEDEANMA B PABOwEM COCTORMMM CACTEME MENGIXMENTE KAYECTRA, 3 TaxK-
W8 NOCTOAHKOND NOBLILGHWA B8 POIYNMLTATHEHOCTH,

b) NOBLALIGHAR YOORNGTHOPEHMOCTH NOTPEOWTENER MyTEM BRNONMEHWA WX TpeboBarin,

13
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6.2 Nepcowan
6.2.1 DbiiWwe nofowaHWA

FMOCT P HCO 9001—2008 CHCcToMiW MOHIRMEHTS KavecTia. TpobonarHn

6.2.1 Obwme nonoxaHHA

MepcoHan, BENONHAKMLMA paboTy, BNUAKWYD HA COOTBETCTEME NPOOYEUMM TPeboBaHKAM, AOMHEH
GibaTle KOMMETEHTHRM HE OCHODE NOMYSEHHOND OBpaI0BIHKA, NOANOTORKHA, HABKOD W ONTA.

Mpeaveydndé— HE COOTRATCTENE NPpOEYILWE TREOOBAHEAL NEAMD WM DOCEEHHD MONET BARATE NEpEd-
HEMN. BeMOAHRKL N ﬂﬂﬁj’lﬂ I}-lﬁ'EIT'_f B PAWERx CHCTEMp MEHEIEMBHTE KAYECTEA.

6.2.2 KoMNETEHTHOGCTL, OCBE0OMNOHNOCTE M NOAMOTOBEA

MOCT P MCO 9001—2008 CHCTOMB! MEHOAMMOHTS KayecTea. TpebopaHKa

£.2.2 KoMNoTeHTHOC T, OCROA0MATHHOCTE M NOAFOTODKS

Dprasiaaums QonwHa;

a) onpaanATE HeOBXOTHIAYD EOMIETEHTHOCTE MEPOOHANS, BENONHAOWEND paboTy, KOTOPAR ANWA-
BT Wl CODTEOTCTRME TPEbOBaHHAM K KaWaCTEY NPOOyELMM;

b) roe 310 soamowHD, CHECNEYHBATE NOOrOTORKY WNW NPEaNPHHHMATE GPYIAE QERCTEWA B LWENAX
BOCTHMaHNA HEOEX0TUMOR KOMIETEHTHOCTH,

C) OUBHHBATE PEAYNLTATHEHOCTE NPHHATL MED,

d) cfecneYHsaTe OCHEO0MNEHHOCTE COOEID NOPCoOHANa Of AKTYANLHOCTH M BAMHOCTH 6o SeATeNk-
HOCTH W BLNAge B oCTHxaHHe waned B obnacrh kavecTea;

@) POAAepXHBATE B pAboYEM COCTORMWN COOTBATCTRYMWWE Jannck 06 o6paloBaAHMN, NOAFOTORNE,
HIDWEKIX W ONpiTe (4.2 .4).

B.2.2.1 D6yuslme no GMP

5.22.1.7 Chodyem Opianuioasms SONONHINNERLHOG ODywoHUS, KOMOopod JOMaHG NpoaodUmecR
PEZYNAPHD U BRTNONEME UFYaHue Npunyunos GMP, 8 makee acax UNcneryul U (haxmopos, eNURILLIE Ha
KEWSCMED APOAYRYLIL U M8 CUCMeMy OBOCHeYaNuR Kavecmen. Taxos obywanus AonmHD Sunvame @ cobn
PACCAMMNTIDEHLIG

&) PUCKOS JBZDRAIHGHUA [ NEDOKDOCTINOZD JGEDAINGHUR,

b nomesuransqod anacHocmy QNE KOHENHOED NOMLEI0EIMENR’ NALLEHTE 8 CRYYEE IR2DRINGHIS
npodyRyuL;

£} SNUANUA MG OMKROMENLIAT O VOManoanomMNGX LNCITDYRLIUG, MPOUSCO0E LY b Usaithd wa
kaYecmao npodyxuud &na nompaebumens UNY KOHGNHOED MONbLI0aSITENH,

£.2.2.1.2 Ocofoe enumanue cnedyem ydaname ofywenwd nepcorana, paboMaoWess & NPOUIao-
SCmes CMOPLTEHE MATHEDURN0S LT MEMepUAN0s, NpedHaIMEYeHHbE ORa NOCHEMOLe D CrmeDUmuy 20 LUL,

6.2.2.1.3 Cnedyem npoacdums cneyuansxog oliyvenue no eonpocar npedomeapauienus Muxpodug-
NOZVECKO20 FADAINEMUE L I220RIMEHLA YACMUWEMUY, 8 Mawe NOMeHUUANRHON ONECHOCMU MaKuy

BHUD ANA TEULGHTE.
5.2 2.1.4 MNoamophos ofysenut JONEHG OCYUCCMETAMLCA SOD8T YOMANOGNEHNEN NDOMSRYTIKL

L,
£.2. 2.2 Bposmannail Nepcosan dofwmes npoldmu ofywesud iy Harodumses nod Habnmodesues

OO YHUOHHOI0 MEDCOMEITE,
6.2.2.3 B cmyvae npuanavenLia KONCYTHMaEnmos N0 onpocas KaYecied ciodyem @ecimu ux yuweam,

SErosaA danHes 08 L $SATUURBLLUY U MUNTaxX OXEIaHNGE Jomya.
6.3 Nomowenna, obopyaoBaHWE W MATEPHANLHOD obocneveHWe

FOCT P HCO 9001—2008 CHCToOM MEHIARNMOHTS KavecToa. TpobonaHHa

6.3 MnippacTpykTypa

OpraMHiIauma AOMHA ONPEAENATE, 0BECNEYHBATE M NOAOBD®HBATE B pabousn COCTORANMM Mudipac-
TPYETYRY, HooloQHuyo ANA GOCTHHEHWA CODTRATCTOMA TpebonaHwam K Npodywusn. MHdpacTpyeTypa
MONET BRMOMATE B CR0R, BCnH NpUMEBHAMD,

a) anawkA, pafouwss NPOCTRANCTEO W CERIAWHEE C HMM CPaacTaa Tpyoa;

b) ofopynosande ANA NPOUSCCOR (KAK TOXHHYECKHE, TAK W NPOFPaMMMBIe COBACTRA),

¢} cnywbo ofecnedserns (TAKKE KK TRRHCNOPT, CEAJL MNH MIHDOPMALHOHHBIE CHCTEME ),
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6.4 MpowinoacTaeHHIA CReaa

roOcCT P ACO 5001 —2008 CHCToMb MEHBAEMENTa KavecToa. TpeboBannn

6.4 MpovisoacTeoHHAR Cpoga

OpraHMasyHa oMKHE COMABATE NPOHABOACTEEHHYID CRaaY, HeoEHORMMYI0 ANA AOCTHMEHHR COOT-
BETCTAMA TPEGONAMUAM K NPOAYELMA, 1 YNDARAATE 810,

Mpuseésnnss— TopMis eAPORIBOSCTEGHIIA CHEAAS OTHOCHTOR & YCRODNAM, § KOTOPWYE BAGANAKT pa-
GoTy, BEASYRA QRINECEAS, ILOROTAYECIHE B APyTIE GasTops [TAEHE K&K WM, TEMNERATYRE, BENAKHOCTE, OCBELYEH-
HOETE Wilil OM AW E yERDRIA).

6.4.1 TpoGonaHHA K NPOHIBOOCTARGHHON CReaD

6411 Opranuzauus AOSeHE yEManoaims U JosyMemMAansxd OdOpMums moelodanun ¥ COCmoR-
MU 300D00EA, SUCmoms, o0@xn0s U KoNMPom0 a0 SOCTTYROM MEDCOHINS § SRS, SCNU KWK Moo
NOPCONENG C NOPRUMHLIM YIEKOE0YHIM MAMSDURNOM LN ¢ Npouieodcmaennod coedod Moem He2amua-
HO CKAZAMECH HE KAYOCIEE MAMOPLANA.

6.4.1.2 B cnywas, 6ciu yenoal Npouisodcmaemnol cpodsl MO Ne2amuaHG anuEims HE Kauscmad
MODEUYMOID YEKDE0YHOED MAMOpUaNT, Oplanulalud donwna onpedenims mMpeboaanul K NpouIeod-
cmeeqnod cpede U paIpabomams cucmery JPxbermuaHo20 NaGMOGEHLR U FDBENEHLA YONORURMU Npo -
BOGCmESHHO0 Coedki,

6.4.1.3 Mpu weobxodumocmy chedytm Fomanwoaums CNeLuansHee mpadoaamns &me obDaUWBNLR ©
FEZPAINEHNIMU NEPELVHSIMU FNAR0G0YHEIMY Mamepuanamy dna npedomapayerus Ja2pRINeHUR Joyaux
MEPALNMSEY YITARIH0MHLIX MEMTSDUANoE, MpoUISoOCMBaNo CoB0L LY NeDCONaRE.

6.4.2 KnaccrpHEaLMa YHCTLIX J0HMHCTBIX NOMELIEBHIAA

Hyucme JoM0 (YUCMBe MOMeWenuR) Sonwmb ShiMb KNECCDULUPDORIHS! 8 COOMEsmcmauy ¢
MOCT HCO 14644-1, Hx xonmpons U 35CATyamayus donsne Seime Opeaniiioeansl 8 COOmaemomauy ¢
FOCTPHCD 14644-2 MOCT P HCD 14644-3uMOCT P HCD 14644-5 tiiu ananmo2 st SOy MeHmay,

Mopadox  APOOKMUDOBANUA, CMPOUMENLCINGS U MONTIAWS YUCmbx Nosewenud npusedon &
FOCT P HCO 14644-4,

Koumpons GU3azpainerud Moxem Beims OpSaHUIOEaH & Coomaomamauu ¢ NOCT P HCO 14698-1T u
FOCT P HCO 14698-2.

6.4.3 DaKTOPLI PHCKA, BNHAKLWG HA JATPAIHEHAA

Cp2anuiauus Aoryna onpedBnume U KONMPONUPOSams axmopsd, KOMOPEE MOSYIT NPUSECTIU K
IDSPAINEHING MEDELAHLIE VITAKOSOUWEE MAMMODUEN0E, NINDULSD.

d) 2U2UeHE U COCMORNUE 300p086A NePCOHaNE;

b) odexda NEpCOHINTI, DERLDNLE VKPAWMHLE [BKMOYAR NUDELINS), KOCMEMUKED,

€] KypoNUS, NPUSM MUY, yrompebiexus Keasmen-nol DOIUMKL, HANUMEDS, UCTIANEIOSIHUD MEKD-
PCMaHHLIE CRadoma;

d) oHpaLeHLE U FITURUIALLWR My COpa,

@) MUKDOSUONOSLMDCKOD IFZDRIHOHUD,

6.4.4 Bopuba ¢ HACOKOMEIMH

Credyam pazpafomants v anedpuims UNCMPYRYLL RO BOpeBE ¢ HECOROMbILLE.

6.4.5 TOXHHYGCHHE W BCNOMOTATENLHBIE CHETEMI

6.4.5.1 Cnadyem Npoaaciiy OYeHEY BRUANUR MEXHUNECKUX CUCTaM (Hanpusap, nodzomoaky aoady-
X8, NApa, 28308, 800kI) HI KIYOCTWED MEPAUSHELE YITAKOS0YHLLY MAMGOUANOS. Jorsis XpaMUmsCes OOKyMEH-
Tbd, OIMHOCAWLLGCE & makod ouensne (ca, 4.2.4).

Credyem makxwe Npoaodums OUeHRY U Jpyauk cUCmes U (haxmopos (HWanpumMep, CLaiky, oxnaxda-
Eefly wdROCmal, MECNa U Ap.), KOMODEN MOV CNPYSIH0 A00MU & KOMITIZET & NODEUYUMBMU YILEKOBOHE-
MU MATIEEUATaNL.

Momam Buifib PACCMOMPAHE BOIMOKHOCTIE DERNBIOGEHL MUMKOCMSD MULLIGE0S0 KEWACIEa (& yub-
IO (DOKIMIoDE DUCKS).

£4.52 Moy weolixodumocmy, 3R cHumetud 3820R enul cnedyam npedyCMompe M SaHMUaLLwsR U
MOCMKLE Omeoch. Ocob00 eHuManLe CRedyam yaenume CUCTEMAaM DeUUPKYRRLLIL.

6453 Cnedyem 3adams o sanonqams mpebSoaanus & aoda, CnU oMa HAXOMMCA 8 NOBMOM KOM-
MAKMe © NEPEUYHLMY FITSK080MNLIML MAMSDUANAMY, UCHOONLBWY MAMEDUANEMY W UCNoMsIyemc dna
HUCTEL 0B0pYA0ealLs, HAXOOMEB20CH 8 ADAMOM KOHMAKME & MEMeDUaTaML,
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6.5 OGcnysMBanmne

B.5.1 Opzanuiayus SonwHa yemadoawns mpabosaHun K MoXHUNECkoMy OO0CITRUBaNURD [HARDLUMEE,
dna npoulesdcmaaisly NROUOCCod, cucmon U ofoppdoaanun) & cnyyae, OCnu Makog obCHYRUGaHUS UL
G20 OMCYMCMEUE MONET BILANTIE N KEVYECTE0 MpodyKyLL.,

5.5.2 Chedyem gécmu JORyMEHMISLIURD [AaHL-2PachUNL, KYDHEMNS] MEXHLNECKOS0 OBCIYRABNLA,

6.5.3 Opzanuiauum Somxma olocmeuUms INCANySMaUWD, yHODKY U MOXHUGOCKTE OOCTYRLAG SN
noMeieHLd U ofopydosarus 8 Coomaeemncmeul ¢ GMP dne uCknoYeNLR J82DAINGHIR MPOdy KL [Bamowas
KOHITDOME HECMUY U MUKPOBLIONOSLYECKUT KONMPONs, NP MEoBXoOUAOCITIU ).

6.5.4 CucmoMe © KOMMTERMENNSM VRDESETHUSM, KOMODEIE MO2YT GAURTE HE KSYECIMEn MDEL9HO-
20 yRaKofouMDee Mamepuand, SomNe NpedyoMampuaames KOMMDONTE MU MONTAES, IKCINTYNTIaSUUL,

UBAMUL, GHECEHLAL LIMSHEMLUL,

B.5.5 Cnedyem noddepxueames @ palovod COCMOANUL KOMARGKITT MEXHUYECKOD SORyMEHMAaLUy Ha

CBopydoaanuD, OKDILM TN GTLIRNLE HE KEYOCMan,

7 NMpouecckl ¥MIHEHHOMD LMENA NPOAYKLMMW

7.1 NMnauuposadne NPOLSCCOD HHIHOHHOM WHKMNA NPOOYELHH

FOCT P UCO 9001—2008 CHCTeMb! MEHOOMMEHTA KavecTea. Tpebopanua

7.1 MNnauupoBaHme NPOUSCCOR MHIHEHHOTD LMKNA NPOGYHLIMM

DpraMuiauma QOMEHa NNaHKPOBEaTs W paipalaTeeaTs Npoyeccs, Heobxogumee ona obecnedYenns
EMIHEHHOMND LMENA Npogysurd. Moanepoaasns NpoYSccon XHIHBHHOTD LMENS NpOaYKLHA GomsHo Guims
COMMAcoBans ¢ TRoGoBANKAMK K APy NPOLSCCAM CHETEME MOHOOMMEHTS KaYecTaa (4.1).

Mps MNaHUPCBaHWA NPOLBCCDE FHINEHNROTD UWMKNS NPOOYKUMH OPFaHBIaUMA QON®HA YCTIHOBM TG,
NOAX0ORLIAM ONA Hbe oipaiom.

a) uend B obnacTr Ka4ecTea ¥ TPeboBAHMA K NPOaYHLIMK,

b} noTpefuocTs 8 padpafoTee NPOUSCCOB W SOCYMENTOD, 3 TaKxe B olecneyeHuy pecypcaM« ana
KOHKPATHOR NPOAYKUMA,

€] HeobNOSHMYR NSATANEHOCTE N0 B PMEMEELINN W BANMABLEN, MOHMTOOUHEY, HAMBDEHNED, KOHTRO-
UKD B MCTIITAMNAM ANA ROMKDETHON NPOQYELMKA, 3 TAKSE KPMTEDAN NPHEMKH NDOOYHLWN;

d) sanecH, HeoBxooMMEpe ANA 0BECNeYeHNA CRMOATENLCTES TOMD, YTO NPOUSCCH! MMIHEHHOND WWENa
NPOOYELIAE W NDOAYILRA COOTEETCTRYWT Tpeboaanmam (4.2.4).

PeaynsTar 37000 NNAHKPOBAHKA AOMEH DuiTe NpEaCTABNEH B GODME, COOTEETCTEVWOLGH NPAKTHKE
CPTEHAIELAH

Nprrevsawunn

1 [Joxyuis T, GNgaanasu@l ApoUecos CACTOME MENORMMOHTE CHEBCTRA [RCNKAMAR APOUSOCE KHIMENEOMD
GMEAA APOAYILAM] @ PECYPON, ROTOPLIE NPEOCTOMT NPAMEOAETe & LOHLBETHOR RPOQYOLME, APOOXTY KAM LONTDALTY,
MOXET PACCMATEMEATECH KAK NNAH A<SCTEE

2 Mpn I]HII!F-EL'IEI'II& NEGEECCOE Bd IHEHAOND UHEMS NEDE YRl HPTaEEIALWA WORST THEE NpAMEHRATE TpedoBs-
Wwam 7.3

7.1.1 Cnedyem yuinmeigams oCoSoHHOGITIL HOMDOPEEHEX MEOUBCC0E BRTYCKE NEDALMMEX JISKOS0Y-
Ml Mamapuanod. Chedyem maose NpedyCUMompems Mopadar ombopa U CoOXpIneHLA § HBMNERILWLE Y-
GUAX SPXUGHNL OODaFU0e NMpOdyRLLIL.

7.1.2 Opzawuiayun domeans NposcduMs AHANUT PUCKE HE BCEX WMaNax KUINSHNOSD LULWna Mpodyx-
Yt o NOOdeELEamE CONMBEMEMEFIOLH AOXYMOHMEULID 8 PaBOYEM COCMORMULL

7.2 Npouecchl, CARIAHHLIE € NOTPeBUTENAMMK
7.2.1 Onpegonesde TpeBoBaHMA, OTHOCALMWXCA K NPOOYHELHH

MOCT P MCO 9001—2008 CHcToMbI MEHOOXMEHTA KavecTea. TpeboBanma

7.2.1 Onpegenarre TpeGonaHHA, OTHOCAWMXCH K NPOAYKLHH

Oprasnsauma QomeHa onpegendTs.

a) Tpebosauus, YCTAHOBNEHHEME NOTPeEMTENAMK, BENK4aR TPeBOBAMA K NOCTABKE W JeRTENEHOCTH
OGNS NOCTHBGA;
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b) TpeboBarma, W onpefanadMpe NOTpeBuTanam, ko HEoGXOAMMLENE QNS KOHKETHOND MW pegno-
NArAOMONT HENONBIGBAHWA, KOTAA OHO MIBBCTHE,

c) IAECHOOATENLHBE W APYTHe OBAIATENLHWE TPeGoBAHHA, OTHOCAWMECH K NPOOYRKUHW,

d) mobue aononHMTENsHEE TPeGoBAHMA, PACCUMATPHEISMLIE ORTAHHIAURKEA KBK HeoGRoqHMLs,

Mpasesande— JeATaNnRocTe NOCHS MHCTEBNN WOEST RENOEATE B cela QeACTENA NO TAPAHTRRROD MY ofac-

Mi=sED, EORTRANTHE L CERIATOARCTRALM, TAEMM DK YCRYTH A0 TeXmrocoomy OOCNyEHRa=HED, 0 A0NONHITENENEE
FEMTW, KA YTHMAIALEAA WAE O Me0d T O e,

7.2.1.1 Cnedyam onpedanums mpeBoganus K Npodynyuy, SKRoNas XApaKme UIMENSNUD, NpU Komo-
OEAIAMONEHoE YaeO0MTeNUE,
7.2.1.2 Cnedyem onpedenums mpebSoaanun nompebumens no npedomepalenurd HECANELLOHUDD-
BAMHOZ0 UCHONLICBANUA OMXOO0E MEPELIYHLX YNAKOBOYMBX MAMEPUANCE [axmovan oGpasus, monuepadu-
YECKLUD MAMEDUAND, JMUKGIMTKL).

T.2.2 AHanwi TpeboBaHnR, OTHOCRWMXCA K NPOAYRLUMRA

roCT P WCO 9001-2008 CHCTeMb! MEHOOHMOHTA KaYecTRA. TpobonaHmua
7.2.2 AHanui TpefoBaHuil, OTHOCALIMYCH K NPOaYKUMK
OpraHWIauHa QoMM SHANUIUPOEATE TPeDoBaHWA, OTHOCAWMECH K NPOIYELMA, JTOT SHaNKI Aon-
WeH NPos0aMTLECA A0 NPUHATHR OpradMiauywed obR3aTensCTea NOCTADMATE NPoGYMW0 NOTpabuTenio
(HAMDAMED, YY4ACTHA 8 TEHNLAPAX, NDWHATHG KOHTRAKTON WM JAKAI0N, NPMHATHE HIMBHOHEA K KOHTDaKTAM
WA JDEIIAM) W O0MmeeH OSecnedHBaTs:
a) onpaganene TpeGoBAHWA K NpOOyLIK,
b} cornacosanwe TpeGOBAMMA KOHTDAKTA MNK 3IAKA3A, OTNHYAOWNNCA OT PaHes CohOpPMYMMPORaNH-
i
¢} cnoCOBHOCTE ORraMMaIaUMH BRNONHATE ONPeSeneHHLE Tpefosanua,
JanucH pEIYNLTATOR AHAMNKM3A W NOCNEYIWHE eRCTEWA, BLTEKAKILNY M3 AHANKIA, SOMNsHE NOg-
OepeMBaTECA B paboyen cocToRmuM (4.2 4).
Ecni noTpelerend we DLEgBHragT QOKyMEHTHROBIHHLX TPelonasvR, OpravHIauMa QonsHa nog-
TEEPAHTE HX ¥ NOTPEEUTENA 40 NPUHATHA K HCNONHEHWRD,
Ecnu TpaGoBanmia K NPoAYKLMA HIMEHEHL], OPFAHKIALMA A0NWHE 0GECNaWMTE, YTobu COOTRETCTRYIO-
L8 QOKYMEHTE SN RCNpARNEHE, 3 IANHTERSCOBAHMBIA NApooHan Gun NOCTIENEH B MIDECTHOCTE 06
MIMEHHEBLWHXCH TPebonaruax,

NMpumesanane—B HEOGTORBE CATY B, TRCAK K&K NPOOAXH, GEFLECT RSN bd sBped MaTEpHET, NREETH-
S8 o HEEnECo0fpaIHe NPOS0ANTE D RILILA N WA BHRNND EEQ000 20CANE, BMOCTD ITON0 BHENW] MOXET RACHPOCTRE-
HATECA Hl COOTRBTCTRY U YD AHQODMALHKY O NPOOYEWA, TADYD (A0 ERTAROIA SRS JPYTH Pl imE i sl LT M el

T.2.3 Canls ¢ noTpefuTanamm

rocCT P MCO 9001—2008 CHEToMbI MEHAAEMENTE Ka4vecTEA. Tpebonanuna

7.2.3 Coale ¢ noTpeBuTonAMM

OpraHu3ayHa A0N¥Ha ONpeSEnATs W OCYLWBCTENATE IPEKTHEHLIE MEPL NO NOLIEPHAHWID CBRA3N C
MAOTHEEATENAMM, KSCADUIMBEA:

a) MHDODMILMA O NPOOYKUWH,

b) npoxowgesHA 3ANPOCoB, KOWTPAKTa MNK 33K333, BRMOUMAR NONPABKKA;

c) ofpaTHoR cEAIM OT NoTpeBuTenan, Brno«an Manobul NoTpebuTanai,

7.2.3.1 Opeanuiaius donswa paipalomams o noddepeueams CUCMEMY OJOKyMENMILDOSINH]
ofipamuoll CaRIY C YENLD DAHHESD UMPOPMUDOSINUR O S0IMOEHEN LAY CYLEeCmayowuy npobnesax ¢
REROCIME0M U yWinma Jasmavanud nompebumanad npu NDUNAMUL KOD0SKMUDYRLLUE U Maedynipex a0 Lyux
dedcmeud.

T.2.3.2 Mo mpeboeantio MyMpeSumans OpEaHLEauus Jomene CoaNacoaams Mopavens UakawenLd,
1A KOMOpEX CABYam NOMWLITE MUCLMBHNOE CO2Nacue do ux ymMeepmOeHLR WAL MpaGyermcn momisso
ONOAGUONUS. HHBODMIUUR O BHOCUMBX USOHENUAY Sorpima cooliuamses Ceoeapeintmig. MpOLUEcs ana-
CORUA LIMareHUE domwes Senmb coznacoaad (cm. 7.2.7).

Paromendyamcs odopuums CoZnaueHte Mexdy cpeanuzayued u nompebumenas o MpeboaanuAx K
ROOGYHLUL U BROYLTIE 8 MOS0 NOPAGOK AaJCmaul @ CAyYas OIMKNOHOHUD O Yomanoanotsix mpeioeanul,
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7.3 NpoekTvponarHe v paapadoTea
7.3.1 NnavMpoBaHKe NPOIKTHPOBAHHA W PaipaboTeM

FMOCT P HCO 9001—2008 CHcToMW MOHIRMEHTS KavecToa. TpobonarHn

T.3.1 MNnannpoBadywe NPoEETHPOBAHKMA W pazpaBoTeEm

CpraviIaLma QONMHa NNaHHPoBATE NPOSKTHPOLAHME W paIpaloTEy M YNPADMATE ITHMH NPOLECCIMW,

B xone nnanEposaHia NpoekTHPOBaHHA ¥ papaloTid OpranmIauma QonsHa yoTasannieaTs:

a) CragMu NpoeXTHpoBaHKA W paspaboTex;

b) nNpoBeOeMEG AHANKIA, DOPHDWEILMA K BANWISUMH, COOTBATCTEYKMUIMY CEI0M CTALWY NPOaKTH-
POBAMKA W PAIpaBoTIH,

) OTESTCTEAOHHOCTE M NONHOMOHMKA B 0GNacTH NPOBKTHPOBAHMA M palpabaTia,

OpraMuiauma QOMeHa yNPapnaTe BIAUMOSOACTEHOM PAINKYHBIN FPYIIN, JAHATERX NEOEKTHPOEaHREM
W palpalboTeod, ¢ uenso obecneyerna 2HHeXTHOHON COAIN W 4eTEDIO DACTPeaenesw s OTRETCTREHHOCTH,

PeayneTaTkl MNaHWPOBAHKA QoML AKTYANW3INDOBATECR, 8CNKA 3T0 HeohxogHuM0 B NpOUBToe NPoex-
THPOBAHKA ¥ paspabori.

n PAMES SRS — AHBNHY, B8 PP UEEL AN @ BANAL Y AN RPOEC TR OE-EH AR # pljp!EﬁTlH ANMEKT DAIFRE WEME,
MEATOMY HX MOEHD ADOBOOHTE A JENBEH A0 A BECTH A AT L8N HE, TEE @ & Pk Clrad T aH MR MOEn 00 nx A0A AHS-
AYELHE W ORTAHATALLE

7317 Opeanwuasyua donwHa paspetamams WHempyRyuy No Mpoeedeni NpOeKMNELX I KONCITIPYK-
MOpCALY DaGOm. M CHEMPYRLLRY OMR NS BRSNS & CoGR OUEHKY DUCKS © Yo COOMMeTICma oL Lx
mpefoaanud GMP U molsx MOMoMUENsHN NIacHDICTed dms nompadumens u, & ocobesnocmo, dne
NSUUBHTE,

OmaamcmMEesnMOcTE 38 NPOBKMUDOEaNUE U OLERKY DUCKE o Sbams COZMACO8aNa Mawdy ROMpoe-
Sumeanast U opsanuzayued,

8 npoyecce NpoeKMuposanuR (paipabomuu) cnedyem NpedycaMompems NPoaepKy Mo2o, WMo Pedyiit:
mam paboms CONMEaMEmayam Jadannesi mpeboaanras. Jma npossprsa dornwna Geimb BsNOMHENES 0o
IO ORUEHUR DRG0,

7.3.2 HMcxodubie danHisre dnNA NpoeKMUPOSEINUA U paipabomyu

FOCT P MCO 9001—2008 CHCcTeMb! MEHOOMMOHTS KayecTea. Tpebopanua

7.3.2 BrogHiio OaHHLIG SNA NPOCETHROBIHKMA ¥ palpaboTer

BrogHwe gannse, OTHOCRLWWACH K Tpeboaaruam Kk npoayrumen, ormsHe uTe ONpegenassl, 8 3anHcu
AoMEHE NOAAGPHHBATECA B pabouss cocToR MM (4.2 4).

BrogHue SaMHue QoM BENOYaTe B coba:

a) PYHHLHOHANGHLE W JECTNYATAUWOHHLE Tpeloaanms;

b} CoOTEaTETEYIOWME JaKoHOASTENEHLE M QPyTue obfiatensHee TRaboBaHrA,

C) Tam, 48 ITO BOAMONHD, WHRODMALEI, BIATYK M3 NPESEYLLHX HANOMYEHBIX MDOOKTOR;

d) opyrie TpeboRIHHA, BANHLE INA NPOEKTHROBINAA W PajpaboTin.

BxogHbie 0anHbe GOoNMHesl aHANWIHPOBATECH HA SOCTATOMHOCTE, Tpeboaanna gonmme: Bums Nnonwe-
MM, HEOEVEMBICTEHHEMNA B HENDOTHBODE A B,

7.3.3 PoayneTaT npoesTHROBAHKA W paipaboran

MOCT P MCO 89001—2008 CHcToMb! MOHEHMEHTS KavecTes. TpeboBanun

7.3.3 BuiX0OAHLIG QAHHLIS NPOGKTHPOBAHWA M paipaBoTen

BooaHpe JaHHpE NPOSKTHPOBIHAA ¥ paipaBoTl gonsmel BuTe NpeacTapneHs 0 Qopue, Noaxo-
ARUed ANA NPOBENEHHA BEPWPUKILMA OTHOCHTENBHO BXOOHLX TREGOBaHWA K NPORETHRDEIHMD W PaIpa-
GoTIa, a TaoKe AonaHE GuTh odhiumansHe 000606HE 00 MX NOCNBAVIOWEND KCNONEI0BAHNA.

Booapis JaHHsd NPOSKTHROBaHIA W paapaGoTel HonmMi:

) CoOTRETCTRORATL BXOqHLIM TREboRaHHAM K NpoeKTHPDBaNWD W paspaboToe;

b) obecnesmBaTe COOTRETCTEYOWERN WHIPOPMALWER N0 JAKYNKAM, NpOIBOACTEY W OGCYXMBaNAID;

C] COOBPWATE KPATADH NPWAMIKH NPOOYVELIMA KK COBMKH Ha HMX;

d) onpeaensTh XADIKTEPHCTMEM NPOOYHUMH, CYWSCTReHHE ANA &0 GEI0nacHoro M NpanHnLHon
HCNOMNGLI0BAHWA,
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MepawasaHne— WHPOPUBEEE NG NDOWISDACTEY W ﬂﬂﬂﬂj‘!ﬂlﬂ-ﬂﬂ-ﬂ WOEBT BENO4HATE B celia nogpolswe
BEHHRS O COXQAHSHAN TR yLli#

T.3.4 AHanwi NpooxTa W paspaboTen

rocT P AWCO 9001-2008 CucTemibl MoHOgMMeHTa KavecTEa. TpebonaHna

7.3.4 AHanKi NpoekTa ¥ paipaboTed

Ha cOOTORTCTRVIOWIMN CTANMAX QONMEH NPOBOGHTECA CHCTOMATHYOCKMA JHANKI NPOSKTS M PaXpa-
GoTiH B COOTEATCTEMM C ZANNAHADOBIHHEMA MBDONPHATHAMA (T.3.1) B wanax:

a) CUSHMBAHWA ENOCOGROCTI PEIYNETATOD NpOEXTUPOBANWA M paspaboTin yaocanaTeopATe Tpabo-
BaHAAM,

b) ewmEneHRA Moboix NPOENEM ¥ DHECEHHA NPeANTEEHWA NO HEoDXOAWMSEIM JSRCTBMAM,

B cocTas yYACTHHKDE TaKOn: aHANMIA QONMHE BRAKHATECA NPESCTABMTANA NOAPSGEMEHNR, HIEK0-
LG OTHOUMIHWE K AHANHIMPYBMOR M) CTAOMW AM) NPOBETHROBAHKA M pa3paloTin. 3anucH PpeIyNLTATOR
AHANAZE 1 BCEX HEOBXOOMMEX QORCTEMA SONMHE NOSAePHHMBaTECA B palodven cocToRHMM (4.2.4).

7.3.5 Bepuhukauun npookTa u paipaboTem

FrocT P UCO 9001—2008 CHcToMb! MOHOQEMOHTE KavecToa, Tpebopanun

7.3.5 Bepudusaywna npoekta i paipaborem

Bepudwaums O0MHa OCYWECTENATLCR B COOTBETCTEMM C JAMNAHMDOBAHHLIMK MEDONDHATHR-
WMH(T.3.1) € UBNE0 YOOCTOBEPHTEEA, YTO BENOAHEIE SaHHEE NPOSKTHPOBAHHWA W paIpaBoTHM COOTBATCTEY-
T BX0gHEM Tpeboaanran, 3aNUcH PE3YNLTITOR BEPUEHKALMH ¥ BCaX HEoDXOOMMEX QeRCTEHA OOk
NogaspsMaan=Cca B paboden COCToRHME (4.2 4).

7.3.6 ATTOCTIUWA NPOGKTA M paipaBoTeM

rocT P WCO 9001-2008 ChcTemMsl MEHDORMEHTA KavecTEa. TpobGonanwnn

7.3.6 Banwmaauwa NpoexTa M paijpaboTeM

Banuoauwa NpoexTa ¥ paspaboTid AoMwma OCYUSCTRNATECA B COOTBOTCTRMM C IINMEHMD00I HHLMM
MEponpUATHAMEA (T,3.1) ¢ UeNs YACCTOREPHTLCA, YTO NOMYYEHHAA B POIYNLTATE NPOSYKUHA COOTRETCTHY-
T TpeBosaHAM K YCTRHORNGHHOMY WNH NPEANoNArasmMoMy HCNoNsI0EAHMI, BCNK OHO M3aecTHo. M4 aTo
NPAKTH-SCKH BOAMOKHE, BANKAALWA OOMKHS BT JAB0DIISH 00 NOCTABKN WM NDAMSHEHIA PO LYHLAH.
SANKCH PEIYNLTATOD BANHOIUWA ¥ Do HeoBXooWMbD! SORCTEMA SONMHE NOANEPHHBATECA B paboun
cocToRMMA (4,2.4).

T.3.7 YnpasnesmHe HaMeHOHHAMA NPOIKTa W paipaboTin

rocT P MCO 9001—2008 CHCTOMLI MOHBAEMOHTS KayecTea, Tpebopanun

T.0.7T ¥npagnoHwo MIMOHEHWAMH NPOGETa W pajpaGoTem

HasaHenMn NpoekTa M paapaboTer gomsksl GuiTe WASHTHGWLAPOBAME, 8 JANKCH Q0MEHE NoSOep-
WHBATECH B paboves cocTomsWM, Mamenenwa Qonske BuiTe NPOaHANWIMPORAHS, BEPHDULWPOBANE W
BANMAKPOBAHL COOTBETCTEVIOW MM OEpalos, & Tarae 000bpeHsl 40 BHECEHWA, AHANAS HIMeHEHMA Npoa-
Ta W papaboTin AOMeoH BXMOYaTe B CE0R OUBHMKY BIHMAHMA MIMEHEHWRA HA COCTARMBE YACTH K YN8 NOCTaR-
NEHHYD NEOAYKLMID. 3ANHCH PEIYNLTATOD AHANMI MIMeHEHER 1 N0 HeobxoarMpix SERCTEHA SOIKHE
nopaepeEHBaTECA B paloyen cocToRHMA (4.2.4),

T.3.7.1 Onopewoenue

O uadeneiUsx, Jampasuanuux kakue-nubo paree npedcmaanesnse darhse, Heolxodumo cool-
LLpLITHs ROMPEiUmeio U, 8 CNyYas Apedcmadnanis p2aduiauued MexHU~EcK020 doOCs, HEMOCDadcmaai-
HO YNOAHOMOYEHMEM HA0I00HEM DDEAHAM.

TA.T7.2 HIMoHEHHA B NPOTETE

B chywae sHECOoHUR UaMeHaHud credyem Mpoescmiy MOSMopre Smmecmayus UasMahahHod dory-
MENTMLLY, MpY HOOBXOOUMOCII OD2AHUIOAAME NOBBRUSHLE REMMDUKELLL MEDOOHATE.
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MpuetdysyoaR

! Peiynemamy Npdesmypodanud U paapaliomay woaym eanodams & celle domywrenmmii (Cneuudiveswi,
MEXOTIIUSRCELE MO RC TR, Wi W, weoAsdosaMmEnLLELD DML A e lilﬂﬂﬂ‘q'li-t-li.

2 Kom@odenyUrd MeHal Mayvs i U MornuweEnd? us@opseayun [Apusadnemdyn® opssnulayes) Moxem Owms
I'Iﬂr.'l-ﬂﬂ.l.l'l'd & Cocmass Jochd HEnocpElomashng FREARDMOERNOMY HMMDII,' [=F=F LA (HERPUMEH. MEXMIEEL0S
dadae),

T4 CHabmeHWs WCXOOHLIMA MATODHANAMMA
7.4.1 Npouece JaKynok

FOCT P HCO 89001—2008 CHCToME! MOHEOMMEHTS KayYecTEA. TpeboBaHuA

T7.4.1 Npousce JaKynox

DpraMdiaunn goneHa obecneuiiaTs COOTHBTCTRWE IAKYTINEHHON NPOTYRLMA YCTAHODNSHWM TPd=
GopasnAM K 3aKynEas. Tun # CTENEHL yNDADNEHNR, NPHMEHARMEBE NO OTHOWEHED K NOCTIBLMKY ¥ 33KyN-
NEHHOA NPOAYFRLIEH, JOMKHE JABACETE 0T 68 BOJQERCTEMA HA NOCNEOYHOLUHE CTAOWW MU3HEHHOTD WHENa
MPOOVELIAME WNM MOTOBY NPOO0YKLMED.

Oprasvaaums JonsHa OESHHEATE ¥ DE0MDE T NOCTANWMADE Ha OCHOBE KX CNOCOBHOCTH NOCTARNATE
NPOAYELHD B COOTEETCTAMM C Tpeboaannamy opradsiausy, Jonsrs: Gume pazpabotans kputepsn orbo-
pa, OUEHEM K NOBTORHOR OUeHKM. 3aNHCH PeIYNLETATOR OUBHHBAHKA H NOBux HeoDxoaHMEX JeRCTEMA,
BOITE KR ALMX 13 OLEHKH, JOMKH NOAAEEEHEaTECA o pabodven cocToAMuM (4.2.4).

7.4.1.1 Opzanuzauus Somena yrmeepdums NOCMasLKOs,

8) UCxodHBbIX MAMEPUanoa,

bl cpedomae obecnaywerun NDOLECC0E, KOWTIUNECKLX QTR KaYecmaa,

£} YNAKOGOYHEX MAMEPUANnoe ANA UCNONLI0EINUR 8 HUCMN NOMELLEHLIAX.

7.4.1.2 Opeavutauus donssa onosecmums nompeSumena neped meu, kax omdasame Kaxy-nubo
WACITM NPOUSCCa NpouFeodcmes ia cyimodpad,

7.4.1.3 Bea yonyau cyfnodpaduuxod [axro4an Rpadocmaanotug ucxodnkix Mamepuanos, nabopa-
OGNS VENYEY, CIMaDUNLISLHLRG, VENyed Mo KanuBposss U AmmecMauuy, oBonyXusanis, yEopes, mpanc-
NopMUPOEaNLNG, KONMPomo Had apedumenauy (HSCoXOMEIMU U NP.] U 85803 MyCOpa), GRUSKHLLEG M3
KEYOCME0 NPodyKULY, CAB3YEm KONMPOMUDOESTIS © yWamoM (aKmopa puUcka.

4. 1.4 KoMcyMaManms o eonpocis Mpousecdcmiid L KONMDOTR Mamepuanos Ang Ropausssd yna-
KDBRU QONNHE PACCMBMPUSAMLCH KK NOCMSSiLLNy.

7.4.1.5 MNocmasuury MEMEPUANDE U yemy2, HpUMUNeCcKux dNA Kavecmead, Jo/eHel Guims ymnaapwie-
Mbi OIM3ENOM ESYECMER WU NPSICMBBLMents omdensa Kayecmaa.

7416 Opzanuiauua JoNKa OUBHUSAMSs U S8CMU JANUCY 0 KOMNEMEeNMANCCMY Nabopamopud,
BLIIONHAIOWLX PAGOME, KDUMUYECKU SaxHse dnR kavecmea. Op2anu3anus JonaHa NoMLI0EAMLCA YCIy-
2BMU MONGKS MK NAG0PaMOopUD, KOMODLIE OHE RAPUINEND KOMMTOHMHBL ORT asnonsanug padom, kpu-
MUNECKL BaMHbIX QA KGYeCmesa,

7.4.1.7 B cnyyas, ochu RpOWSCe cmepunuiayuy omdas Ha cyfinodpad, opeanusauun donwwa phe-
AUMBCA, YND NPOUDCE CoDMasmomayem mpoboaarua 7.5.Tu 7.5.2.

7.4.1.8 Hiuererus NOCMASWUKOS UCXOOHLIX MaMapUanos, KDUINMLMECKY 8axNbLIx 4NA kavecmsas, dan-
MHO OCYLYECITNAMLEA 8 COOMBBMEMBUL C UNCMPYKUUEST ND BNECONUN LIMEHEMLI.

7.4.2 Hrhopusaiua no I8KYNEIM

rocT P MCO 2001—2008 CucTemel MeHegxMMoHTa KavecTea. TpeboBanHA

T.4.2 Wndopmauwa No JaKyniKasm

HMHE0pMayHa o 3ayNEak QOMHHS ONMCHESTE JAKEIIHHYRD NROIYOLHKD, BENIOYER, a8 370 Heobng-
Aumo, TpeboBarmMa;

a) K odwmunancroMy oaoGPeRUG NEOaYKUMK, NDOLBAYD, NPOLBCCOs M 060PYAOBAHNA,

b} enanadgekage Nepoosana;

C] CHMCTEME MEHEOKMEHTS KANECTEA.

Opraswasiyma gonsuHa oSecneurBaTes AOCTATONHOCTE YETAHOBNGMHHLY TPOBORAMWA K AasyNIKaM B0 My
CoDBUEHHR NOCTABLLMKY.

7.4.2.1 B npedenax, Heolxodumes AnA NpOCNexugaeMocmu, yeazannwx @ 7.5.3, opaanusayun dan-
HHA COXPAHRME UHHOPMBULRD MO CHAGBESHLND, M. &. Jokysolmsl (e, 4.2.3) u 3anvcu (e 4.2.4).
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T4.3 KoHTpONs 33 NONYYOHHBIMA MATERWANAMM

rocT P ACO 9001—2008 CucToMmil MoHBOEMWoHTA KivecTEa. Tpabopanun

7.4.3 Bopudusalva 3aKynAeHHON NPOSYELWH

Cpranuiauns SonsHa paspaborans ¥ OCYIECTENATE KOHTPON: MW APYIYID QEATENLHOCTE, Heobxo-
OuMyEy qna abacnauYtsie COOTBATETEMA JAKYNNSHHON NPOAYELMHN YOTAHOENSHHEM TpaboaaMmWaM K 3aK0yN-
[-"TT0

Ecnu oprasiiaums une o noTpeburens npegnonaraoT oCyLecTiHTE BepAHKaUHID ¥ NOCTIDWWES,
TO OPraHHIBUHRA QONWKHA YCTIHOEMTE MEPE NO BEPWHHKELNA W NOPRAGOK BHIMYCKa NPOOyWUMA B whopuma-
LM MO 3AKYTIER.

7.4.3.1 Monywense vexodise Mamapuans donwHs! Seims UILMECKY WL adMUHUCTMDAMUEN0 UI0-
AUPOEaHS 0 MEX NOP, NOKE OHU He Bydym JomyBHL! K UCHOTLI0SaHUID,

Mpuseyadyd— 8 ucanovumeiarn s olemoemaiscmany doaam fames BCNORLI0ASH MAMODUEN, APSSESEE
KOOSO HE ISEEDILEHE, NRL PEAOEUL, wio AS0EREy0T UMEMoyaily BEI0nSHOCTIL, SapEMmupieLus, WD AHouIas-
CF rAsnS MUY HAE FTARSS0NAbE MEMESIENS 8 Dl SuNyuess HA Jetnor 00 MEx NON, NoOKE EMAaMyE pErddekix ARE-
mepuanae xe dydem nodmespeden

7.4.3.2 Cnedyem spaiims Joxymiemauus no KoNmpomnd Had uexodHbibil Mamapuanawy (cu. 4.2.4).
7.4.3.3 Ombop 08paiyoe Jonsen NpouReoduMech MO UHCMPYEYUY C UCNoNs0eaHuaM oBopydoaanun
U BRINCAMBHLIEM MED, NOJBONRMOLLX NMPOJOMEDAMUME 382PAIHEHLID.

7.5 MNpowisogcTad W oG EHBAHKE
T.5.1 ¥Ynpapnemde npowigcqcTEoM ¥ obonyHBaHMenm

rocT P ACO 9001 —2008 CHCToML MoHBIEMONTS KavocToa. TpeSonanun

7.5.1 ¥npasnoHWo NPoRIBoAcTEOM W o CnyRABIHHTM

OpranMIauMA QOMKHE NNAHME0BATE B COYIBCTRNATE NPOMABOACTES ¥ oBCMYHBaHWE 8 YNpaBnRe-
WX YCNOBUAK. YNDaBnAehse yENopEA SONsHE BRN0YaTe B cobn Tam, roe 370 NP0,

@) HANHYHE HHPOPMALMH, ONHCHIBADLIEH XapAKTEPHCTHEN MPOQYELMH,

b} nanwuwe pabosnx HHCTRYRLMA B CNy4ae HeoBxoqumMocTH,

£} MphMEHEHNE BOAXOAALEID OGOpYOBAMNMEA;

d} HANWYHE W NPAMEHEHEES KOHTPONBHOND W HIMEPHTENBHOND 000Dy Q0DAHMA,

&} NPoSsneHME MOHWTOPHHTE ¥ HIMBDEHER,

f} CCYLBCTAMRSHAA BRITYCHA, NOCTABKA K ASACTEMA NOCHE NOCTABKH NPSIYRLHM.

gl onpedaenerue damsd NPOUIGOICTIGE C YHEMOM LCNONLIYEMEX NROUSCCoR;

h) CCobon SHUMAHLE K ONEDALIUAN MADKUDOEKY, NMUKSMUDCEaHUR U YIEK0aNU C UBnsx Jbermue-
MOS0 KOMMPONA U ApeAOMEpaLeHLR Derbon;

i) LHCMOYRLLND, CRoede RO YR YIDSETSHUE OMATONEHLRMU 8 MpoYeccax. OMENOHEHUR, KPUMUNEC:
Ktg dma kavecmes, donxnel Geims UCCNeB08aMHE, 8 DEIYNBMETs BCCREA0aanud OhopMReHE JORYMEH-
mansro (ou, 4.2.4),

7.5.1.1 YwucToTa NPOaYRUMK M KOHTDONE JAMPRIHEHUA

F5.1.1.1 Opzanudauyin Mdonksa paspadomames mpsboaanun & SUCTIOMS MEDauYMEX YIaK0aourbIxX
MAMGpUAN0s U Memodas Npedomapaenus Jo2paidenus ofopydosanus i mpodyriu.

Credyam OUeHLTT: MOMeRLUETsHEE DUCKL, CERIAMNLE C MAMEDUSTaMY LTy cpedcmaany obacnaye-
HUR NPOUECE0E, KOMODER MOSYTT YEPOXame BeITacHOCTIY NSUUSHTIE, KANDUMED, HANUYLE MODEHOCLMOD
2yGuamod IHUSEENonamLUY,

F.5.1.1.2 Boe npoueccsl NpOUIS00Cmen @ YUCMBYK L KOMMDONUDYSMLIX J0HEX, SUUKNMER KOMTIDOME
ORpYESOUO cpedsl, NDOUIEOACTIE0, AHYMPLRDOUIEOICTIGEHHEIT KOHMPOMS U YIAKOAKY PEpEUYHEX YRaKo-
BONHBE MATMEPUAN0E, oNKHN CONTEEMCTaOaaITE YoManoamnamisv Mpeloaanua. Yucmsia moktiudlenu
GOwHE UMM S0I0PLUNGE LTI,

7.5.1.1.3 Mpoueccs NPouIecicmis 8 KOAMPONUDYeMa Yeoaurs Sommms Bbims COSNBCOHME MEX-
Ay nompeSumens U Op2aNuIaLLed.

7.5.1.1.4 Opeanusayus onwmg paipelbomant mpebosanus K SUCTIOMS NEpauNHEX YRakoeouHsIx
MAMBPUANoE, ecnu
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d] WMom MEMSDUEN MPOXSAUM OROWSIMSTHHY OYUCMKY Neped CMepUAUIaULUel WUny Neped a20
HENOCOGOCMBaNHEM LCTTONEIOSAHUSKM LINY

b Wmom MAMERUAN ROCMBARRNMCE & RECMBDUTEH0M BUSE, HO B20 YUEMOME UMBET IHAYEHUS Jr
G20 UCTIONBIOEIHLIA, WAL

C] eSlpecmas, UeNaMLI0eaNeg 8 NPoYEeccar npouieddemaa, domenesl Suarms ydaness Wi npedyryuu
ApU MpoLIsodcmas.

7.8.1.1.5 Credyem Maprupoaants KonWmennops: AR XPENeNUR U CRAZANHEN ¢ WUML UMY MO paciba-
COSKE, 302DYINE U DAIZDYIKE.

7.5.1.1.6 Ocofiop gHUMINUG (HANDUMED, K Mapyuposxe, Sejonacwocmu, vucmome) cnedyvem yde-
NAMEs neped 382pyacol UNU PAIZDYIKOD KOHMeIHepoa/ ByHKapoa,

7.5.1.1.7 [fonsvs GeiMs pazpabomansl UHCMPYRIUL N0 0SUcmes 0B0pyI08anLs, LEMONEIYOMO20
APl NPOUIe0dcmas NOPEUYHL YITAK0S0WHLE MamepLanos. Crnedyem oocmi JoXyMaHNMIULID MO GYUCTER
oB0pyA0SaNURA, KDINMLMECKY GEXHOS0 ONA KEYNECMEs ANA MOpaLyHELIX pas0aousbix Mamepuanod (ca. 4.2.4),

7.5.1.1.8 MNpourecdcmesimqos(sio) oSopydoeanue’ oM SOt WMemb oO0IHIYEOHUR © YRIJOHUDM
LX MOBHEYOHUR U CIEMycs YUSOmis,

?EHEI Mogmoprad RepepabomKe MAMSPUAIOE XapaKkmepHa ONR APOUSEOACTIES, WaNPLWEP,

L BNOMUNUA, Byuasy, mopsMonnacmud. Tpelosanua & NoamopHod nepepabomes Sormwvsl Beifme
mpuﬂamm U CORNBCOSEHS C NOMPoSLIMana,

7.5.1.1.10 TepMonnacmuseckue Mamepuants He O0onmus nepopalamedamecs U NDUMBHAMECH
MCETIOONG, 38 WCRITKNEHUTM CRYYINE, CORNTC0aaNNEX ¢ MOMDeGUTIONeN,

7.8 1.1, 11 Oonswa nposodumsC NPOeapsa OYUCIKU UMY Maxdy asimycsamMy PaImuNHeX cepul, ¢
mest 4ol PAanumes 8ce MAMePUAns U JOKyMEHMBUHLID, MO PHECMEYIOWLLE 8 Nocnedyroweld onepauUy.
Cnedyem oopuname SoxyMeNmansHo patome no ouucmee fuwuy fou, 4.2 4),

7.5.1.2 ¥YnpapnesHde MamaHeHnRMA

7.5.1.2.7 Opeanuaayus domara paipadomame Nopador KONMDOMA 34 UIWOHENURRML, HAMOHONUR e
SOITKHE ONBINEAME NESAMIMMHOZD GIURHUR Wa Kavecmeo Npodyruyuy o Jomemb COOMeamemenaas
AOMpEGHOCTIRM U CEUOEHURM 38LHTIEDECOBaHMEE CITODOH.

F.a.1.2.2 Hasewents domwntl Seime ochopMnensr doryranmansHe. Crodyem asanomWoms aNanus
SOIMOFHNOS0 BNURKNURA UIMEHEHLD Ha O0yaue MPOUSCTeL.

7.5.1.2.3 Cnodyem onpedenums NOGAGOK, KoMy MONOM MOUNION0KETE UNULIUAMUES N0 SMECENLD
umeaREH LD, kMo darmran MOoEodUTE BHANLT UIMBNSHUD U yMaepadams ux,

7.5.1.3 CneumansHse TpeBoBaHna ONA CToMMNLHER NSDOWNHER YyNaLoBoNHBEX MATOPMANOS

Op2anuialus dorpkHa socmy JoxyMesmayiso ey, 4.2 4) no napauMempan NpOUEcca CrmepunuIauuy,
Npogedennozo QiR Kamdod cepul. Ima JoxyMemmaiun domena obecTavugans MPoCTeXEIMOCTI: Jme
KERIO0 COPUL NEPELNHOSD YHAKDEOWHO20 MAMTEDUAN.

7.5.2 ATTeCTaAUMA NPOUSCCOn NPOMIBOACTES W OBCNYRMBAHKA

FOCT P WCO 9001—2008 CucTemul moHoAxMeHTa KavecToa. Tpebonanma

7.5.2 BanWwoauwn Npousccon NPoOMIBoAcTEA W oGChyRMBaAHNA

Dpranviiauma GoNwHa BANWOHPOBaTE BCE NPOWESCCH NPOWIBOACTES W OBCIYWHBANWA, PEAYNLTATH
KOTOPEX HE MOrYT GeiTe BapabUUMpOBaNE NOCNEOWIOLWMM MOHHTOPHHIOM WM HIMEDEHWA MW, W3-38 YSara
HEOOCTATEM CTAHOBATCA OYOBMIMEMKA TOMBXD NOCNE HAMANS WCNOMNBIOBAHMA NPOOYHLMM W Nocne
NPEIOCTARMEHKR YEITYTM,

Banugauus QonxHa npogesoscTpHposaTes CNoCoBHOCTE 3THX NPOUBCCOR JOCTHIATE JANNaHWpoBaH-
HIX PE3YNLTATOR.

OpransIaUHA QoM Pa3patoTaTe MED N0 ITH NDOUSCCRM, B TOM YHCIE TAM, FOE 3TO NRHMEHAWD.

@) oNPegenewHEe KPHTEDHE ONA GHANKIA W YTESPMOSHHA NPOUBCcCoE,

b) yTeepwOaHEe COOTRATCTEYOWEND SEO0YNORAHUA W ERAMMEMKALW NEPCOMANna;

€] NPUMEHEHWE KOHEDETHEY MBTOL0E M NPOWSTYE.

d) Tpebopanws K 3anucam (4.2.4);

@) NOaToRHYID BANMISUND,

8.2 1 Opeanuzauus Somena ompadenims KPUMUNGCKUS MooUeccs & npouiacdcmas dng kavecmas
NEDEUNHESE PRax0aounibx mamepuanog, Mpoyace donwen Suims 8BMMEcMOaaH, Schu HeMsIR obacnauums

KOHMPONE 020 NAPDAMBMPOa.
22



rocT P 53699—2009

F.5.2.2 Moy omugcesul MPOUEccos X KPUMUSEcKusM U npu onpedaneiuy offboMa ammecmayuy cne-
Oy e SLITONHAME BHANWI PUCKOE. ANANUI PUCKOE JONeH PACCMAMPUBaME ACNBKITILI, CERIGHNGIE C KaYec-
MIEOM MPGYKLILILL

7523 Towwmecxkve cucmonts (Wanpusmep, obfopydosanve, MuMuy, NpoumodcmediHel Modym u
m, M.}, UCRoNLIyessa dna npouseodcman NepaUYHEX YNaKoeouHX MAMePURN0a, Jormxks! Baims ammec-
Moaaksl 8 COOMBEMOMAuL ¢ PeayNEMAaMany SHAMUE PUCKOE, OGHODMMEHNEIML BOKYMEHIMARLNG.

7.5.24 Ammocmaius domsnd Seme Mpoeedena 8 CyYad GNECeNUA CYILaCMEa N LIMEMEMUD 8
yenoaus, 0Bopyfoaanug U NPOUBCCH, KOMOPLM MOZYIM GALAME HE KFYECTE0 NpodyxyuL.

n PUMEYSH LD~ -l!mpm- FTETIET TV NPT B T ARTLTE UL SETRETCA WALl CUTM kiR £0NMDONA k&
LIWonpNL ML,

7.5.2.5 Moy weobxoduMocTIu, aMMecMaiun Faxdoeo npouecca JomwHa NpoaoduimbCA MO CoOSNaco-
AU ¢ ROMPEGLITEIEM,
7526 Poaynbmams ammecmadi cnedyem oopunams JoxyMesmansyo (os. 4.2 4). Joxysewma-
LLND MO SMMEBCMaUuy cnedyem Xpanums @ MEYaHus aceso cpoxa chyxlis ofopydodanun e dea 200a
NOCRG 820 CAUCANUR, LAY CPOX XpanaHuR doxymenmalyuy donxer Suime coznacoead ¢ Rompedumenas,

7527 [nr npozpasiaioss OBECROYEHUR, BENORBIFEMO20 8 MPUMLNECKUX Npoueccax, danxwg Suimb
npoaedens AoCMaMmOoNNDE KOMUYeCmes mecmoa dna oliecneysomus NPoCNeXUaasMocmy, nepedavy U Xpa-
HEHUR Jankex, Cucmesty chedyem Npoeepums NymMas 68e08HUR KODDEKTIHLIX [ HERODDOKTIHEY Janns,
wmodsl ONPESNUTS APOCAGKLBAEMOCTE, NEPSAINY U XDANEHUS JaHHLX UL J8NUCEE.

7.5.2.8 Peaynoemami xoMmpons chedvem ofopsnames Soxysenmansyo (e, 4.2.4).,

7.5.2.8 Ookysenmed H IMeKMPoHisX HOCUMENnax dofxkss Seimb JSUIULIEHE! O CMUPaNUR i cy-
HALNGE NOpYL, 8 Makee JonxHe AedyCMAMPUEaTE BOCEMANGENBHLE, 8 CAYYEE, BLMU S0 NEBOIMORHO,
cNEdYm XpaNUms DICTEYSAMEY, N0 Kpadied Meps, & MeYeHUS Sayx Mem ROCHe cRUCaMUT 000Dy doaTHUA
LU NG COSNBCOBEHLD ¢ Nompabumeanas (cu, 4.2.4.1).

fMpuses s e — Sonee nodpolnas UHBOPMEULE PO IFMLUME dBrHbE, FMpBETeNUD U AMMECMEBULY NEo-

Spausnpp0 ofecnevenua deus a [EC 06014, GAMP (Good Aufomated Manpiachunmng Praciice) Guide u CFR 3
part 11,

7.5.2.10 Ecnu spumieckind Npoyect esnonveemcs cytnodpaduuxon, opeanuiayus dommna ybo-
BUMbEA & CONTMAMEMELY NPoUScEs MPSBOGaHLAM HECMORLEE0 CrMaNdapma.

7.5.2.11 Qna cmepumencd npodykuuy opeanuiayus Jonsna paipabomams Memoduxy ammecrmaLuy
npoueccs cmepunuzayuy. Mpoyeccs! cMepLUNUIaULy Jonysd Belmb SMMECMoBaHs! 30 HAYNANE NpUMOHE-
HuR. Joxyisamauun o8 ammecmayuu RpoUscoos CmapuiuasuiL SomEHE XPaKUMLER & MEBYENLE YomaHos-
NERNOSD apomeny (oM. 4.2.4, NOCT P HCO 11135 NOCT P MCO 11137).

7.5.2.12 Ona cmepunsHol Npodykyid Op2adusauus Jonsma NpUMeHAME 8mMMmacmoganHbill pouece
CMEPLTUIALUY NEDEUYHEE VWAKOEOUNEX MAMOPUANOS U DESUCTDUPOEANS KOHMBOMSNEN MaDaMOTIDE
MOOLUSEEE CMapunUIsyUY. B cmpude, §Chu NpoUsct CropunuIsyul ssnantAomcs cyinodpaiiunon, opaa-
Muznyue donwwa ofecmevums @20 CODMAMCMEUs MpaboaanuRM HICMORLes0 cmandapma (o,
HCO 14937:2000).

T7.5.3 HooHThdWEALWA W NPOCHIRABIIMOCT

rocCT P MCO 9001—2008 CHcTeMbl MOHOOEMOHTE KadecTaa, Tpobopanun

7.5.3 MaeHTrihMKaune W NPOCHERHBAEMOCTE

Ecnu 210 BOIMOMHG W UENSCooBpaIHg, OPrasuIaumMa SOMNKHE HASHTHDUUMPOBATE NPOEYKLHO NEW
NOMOWM COOTRETCTBYIOLWME COeCTE Ha BCEX CTAQWAX B8 MHIHSHHOID YHKNE.

DpraHU3ayma A0MEHE MOSHTHERUUHPOBATE CTATYE NPOAYHLHM NO OTHOWEEHMD K TREGOBAHMAM MOHH-
TofMbra M WIAGDE KA M3 BEGK CTANMAN G MM EHHOND LWKNSD.

Ecnu npocnesvisasMocTe ARNAeTCA Tpefonarues, TO OPFraHMIaUMA A0MMHA YyNPANNATE CHeUHant-
HOR HOEHTHPHMEAUWER NPOSYNLME B NOAAEPMHMBATE JANMCH B pabouen cocTormMM (4.2 4).

Mpusessasde—B prae oTRECNEH NPDUMEINEHEOCTH MEHELEMEHT EgHErypaudE ARNEGTCRE CRBQCTROL
MOAFREFHAR B0 En THDWELWA @ NPOCNeUBREEOC T,

7.5.3.1 Opzavusacus Somssa pazpabomams v noddepsusams cucmesy Ana NPOCTEXLERHUS SCel
noodpsuud om vexodusx Mamepuanca do nocmaaxy nompelumaene, onpedenss 2nySusy npocnexuaas-
Mocmy § mpelyesyn JORYMENTISULID N OCHORaNUL ouaHsy pucka (cam, 4.2.4, 8.3 v 8.5),

7.5.3 2 Mpomokanisl HE CopL0 Npodysytil AofxHe UMSME HOMED NEPMUY LT COLINOYHEIT HOMED.

L3



FOCT P 53699—2000

7533 Cnedyemn xpawums Soxysmonmauue of ucnonsiceanuu  spumuveckoss  obopydoaarus
(est, 4,2, 4), Owa Sonsma mase exnoyanis 6 cels MeponpURMmUR MO ONUCmEe U oBCTyAueanu ¢ yRalanueM
amance npoussodcmea. Meponpurmua no cbcnysuaang dormumsd Buims GHOpMNOHE COKYMEHMANTEHO U
OB ECHGYLEITMS MPOCTeNUSIeMOCTE 80 KOWKDAMMHOD NPOUIEcICMEeNHod ONepaLUL uny obopydoaHuA.

7.5.34 Opeanuzauun donsHa paspalomams U ehedpums UHCMDYELILY M0 00pailyanuig ¢ Nepauiitbl-
MU YNSKOE0NHEML MEMEPUANSMY, S03EPELGHHEMU 8 OP2aNUIALWND, Hanpuwap, dna nepepabomeu. 3mu
MAMSPUANS Dokl Bhims UOBHMUBULUPOIANE U OmMOanHs om oBunod npodysiuy,

7.5.4 CobcroeHHoCTs noTpaBuTenn

MOCT P HCO 9001 —2008 CrucTomMbl MOHOOKMEHTE KavecTES. TpobGoBanua

7.5.4 CobcreoHHOCTE noTpaburenn

Cpravyiausa gomess NpeAenaTe 3abory o coboToanHocTH noTpeluTens, NoEa OH HAXOOWTCH NCA
YNPAENSHHEM OPraHHIaUMRK HNE HCNONBIYETCA @80, DpranHIaumMs QONNHE WIeHTWDHUKPODaTE, BepadE-
YHPOBATE, IRUMLLATE ¥ CONPAHATE COBCTEEHHOCTE NOTPEENTENA, NPAOCTABNGHNYIC ANA KCNONLICEAHMA
HITH BRNIHEHIR B NPoayELme, Ecni coboTaaHmocTE NOTPEBRTENA yTEDAHA, NOBPENOGHE HITH NPMIHAHA HE
NPEQEHON ONA ACNOMNBEIOBANKA, OPFEHMIALHA JOMKHD HIBBCTHTE 06 JToM NoTpeluTand ¥ NOOAGDEHBATE
JanucH B pabiodes cocToaHee (4.2.4),

MNpewmes anne— ColeTRedHocTs AOTReBUTANS WHEET BLAK~ATE B8 caln mHTEARaN T AfeHYD coleraen-
HWOCTE W CHEJEHEA AN-HE0I0 XapaTapa

7.5.5 CoxparHoHHe COOTRETCTRHA NPOOYKUMMH

MOCT P HCO 9001—2008 CHcTeMbl MOHOOMMEHTA KavecTed. TpeboBaHua

7.5.5 CoxpaHoHne COOTBETCTEHA NpoOyELMA

DpraMdIaumnn JonsHS CoXpaMaT L NpOQYRUHID B X008 BHYTpoHnen oGpatoTiM # B NPOWECCE NOCTADEW
K MEBCTY HAIHAYEHHA B LENAXK NOLNSREAHMA 68 COOTEETCTERA YCTaHOANeHHbLIM TpeboaarwamM. Ecnu 310
NPHMEHHMO, COXPAHEHWE COOTBETCTEMA NPOAYELHA QOMEKHO BXNKHaTE B Co0R naeHTHgMEILMO, NOMpYIoY-
HO-PANPYIOUHEE paboTel, YyNAKOEXY, XPAHSHHE W 33WWTY. TpeboBanue COXPAHEHKA COOTBATETRKA AON-
MO GbiTe THREE MDHMOHKIMD W K COCTaRHBM SICTARM NPOOYELIWN.

7.8.5.1 Dpeanuzayun donwws paipabomams U noddepsuaams cucmeauy dnr obpawenus ¢ npodyx-
LUBT & O2PARUNEHKBIM COOKOM XDANEHUR LAL Mpebyiowol creyuansisx yenoaud xpasenus, TaKug eneyu-
ANBHBE YONEUR XPANEHUR JOMKHL KONMPOMUPOREMBCH U DE2UCMPUPOSamsCa [cw. 4.2.4). Cpox xpanesus
domwen Gbime DGOCHOGEH.

7.5.5.2 Mpodysyus donwkg Beimbs RCHD MEDKUDOSANE, paldanans U Nadewws Xpanurmscr, Bbimhs
IFULULLEHHOT OIM MONAdEHUR MOCMODOHMUE SEUWECING UL I8SpRINOHUD. YIaroexs, ucronbIyesan anm npo-
ursodcmaa o xpaneHus apodyxiuy, donsra Beims yuemod o npuaeduwed dna NpuMereHLA. Peanulyemas
ApodyRLUS J0NRHa LMeMs COnpoeodumensnys JoKyMeHMaLUR, CoDmanmemapuye dawol cepuy npo-

7.553 Mpu MOAMOpHOM LCNOMSI0aANUY WISKDEOWHEX KONMelHepoa cnadyem ydanume npededy-
WiYRD MADKUDORKY. KON ONe Dbl SO G CULWONE! U MDOGSDONE HE YUCMOMY 8 CODMEBMMeMaUy ¢
L,
7.8.54 Mpu neobxodumocmu Ha Imukemye Jomers Soime YXaZaH5! CIOUUANEHEE YCROGUR MPaHc-
NOMUDCEEMURA LAY KDAHGHUR MEDaUyHi yTan0e0uNs METeDUamoe.

7.6 ¥YnpaanoHuwe yCTRORCTEIME ANA MOHHTOPHHIE B HIMEDOHWA

rocT P HCO 9001 —2008 CucTémebl MM gMaNTA KavecTEA. TpaboBamuna

1.6 ¥npaaneuwe oBopyaosaHHes ANA MOHWTOPWHIE W HIMEPEHHAT

CHpravuiauma SOMeHa ONpeaen T MOHUTORHHT K KIMOPEHHA, KOTOPME NPEICTONT CoYIECTENATE, 8
Take ofopyacEaHHe SNRA MOHHTOPHHTA W HaMepeHwh, Heobxogvmoe ans ofecnedeHnsa CBMaETENLCTEA
COOTEATCTEMA APOAYHIMH YETAHOBNAHHEM TPaBOoBAHMANM.

* Topafonasun paagens 7.6 NQidbeHROT HBDADY © METEOMNOTHECHARE NDEEANAN W BODMBMN. WML ofnia-
T@M YR Gy 18 TEPRATORIA PoCCHRCKoN S eaepau#s, KOTORED COSOPEATCR B HOpMATHREHE X LOCyMOSTAR ND oSacnaso-
MG GLARCTES RIMODEFNE, YTIRSDE Q0NN SB0DA MM M SMeNTOTROM N0 TAXHMMECEOMY POIYINPOBARNAK ¥ METPONOrHA B
EOOTRETOTEN € DefepaiunnM 38e0m0u « 08 ofecnesenE agnEcTas naMapaHuns (0T 26 wona 2008 rogs ke 102-83).
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OprasM3syia SONSHE YCTAHOBWTE NPOUSCCE AnR ofacnoyaris Tor, YTobul MOHUTORHHT K HaMape-
HHA MOH BeiTe BENOAHSHE M B ASACTEHTANBHOCTH BBlNH BRNONHEHE B COOTBETCTEUM ¢ TPEGOBAHMALY K
M,

Tau, rge weolxoguwo ODECNENHBATE HMEIDWHE JBKOHHYID CHNY PEIYNLTATH, HIMEDHTENLHOE
abopyaoBaHMue QonmH0 DT

a) oTEAnAGPORAHD WWNH NOBEQOHD B YCTAHODNEHHEE NEDWOL WNH NEPEN 60 NDHEMOHEHHEM NO
ITANOHAM, NEPSSAMKLLMM DAIMEDE BQMHAL B COIRHEHAN C MEXIYHADOOHBIMA HNH HAUAOHINGHBMA ITAN0-
Hami, MNpd OTCYTCTEMH TaKMx ITAanoHoE Gala, WCNONLICBAHHAR ANA kAanWbposks WKW NOBEDEW, JOMUEHA
GiT 3APEMMCTPRPOBAHE,

b} OTREryNUPOBAHD WK NOBTORHD OTPEMNYNHPOBAHD NO Mepe HEoBROaHMOCTH,

c) HaeHTHRUUHPORAHD B UENAX YCTAHORNSHHA CTATYCa Kanubpoany,

d) AdUPALEHG OT pafyRWpOBOK, KETOPKE COANAMM B pefeRc TR TEMALMLME DEIYNLTATH MIMEDOHEA]

€] JALMLEHD OT NOBPEMAGHHA W VXY JIWEHAR COCTORHUA B X000 O5pAWLEHIHA, TEXHHSBCEOTD 0BCmy-
SHEAHNR i XPAHEHWA,

Kposme TOro, OprasMaaums OOMEHE OUEBHWTE M 3AperMCTPHPORATs NPaBOMOYHOCTE NpEOLLAYILMX
PEIYNBTATON WAMBDEHWA, BCAW OBHADYHEHD, YTO OBODYAOBANWE HE COOTBATCTAYET Tpabonammwam. Dpra-
HAIALHA SONHNS NPEANDHHATE CODTRRTCTEVIOWSE GERCTORE 0 OTHOWRHWN TAEOrD oBopy1onayHa W mioGod
HIMBPEHHON NPOOYELIMA,

JanKce peIYNLTATOR KAnMGpOSEM W MOBBDKH SOMNEHL NOAOSDMHBATECA @ paBowsM COCTOR-
MM (4.2 .4).

ECnm npu MOHATORWHIS W AIMEDEHHA YCTAHDBNEHHWE TREH0BAHMA MCNONLIYIT ECMNETBRHES Npo-
rpamMMHLEE CPEACTEE, HX CNoCOGHOCTL YAOBNETEOPATE NPEANONAaraeMomy NpHMEHEHWI0 NPENBaPHTENEHD
aoneHa GuTe NOATEEDHAEHS W NOBTOPHD NOATEEMHAGHA N0 Mepd HEOGXOUMOCTI.

Mpws e« e s —MogTasaiasis COOTESTCTINA EOMAKTHEHON MPMDAMMEOTD OOECN0NERAR NpGLRGRE-

FABMOMY ApAMEnesas 00evhe NPEIYCUMATPRESST S0 BEpUDHCALWAD B WEHELEKMEHT EORGRTYPELAN B WERRX N0 A5ER-
EAH KA B70 NPUIGOHOETE QRA HCHGN b I0BAHIA.

761 Credyem pezynapHo npoacdums u peeucmpuposams nposepry ofiopydoganus dna aamasa-
MUBLPO0SaHHOS0 KOMMPONA (Hanpusmep, ecex cucmen sudecwalnodenus W CUCMEM CYUMLGGaHUR
emplixkoda) dns nodmespxdeiUA UX LERPIaHOCMIU.

762 Manied 0 Npodykuud U KOHMPOE, CARIANHEN ¢ Npodyruled dna NOMPetumens (18 UCKRoYe-
HUSM KoNUIeHLLANEHET UHMENReXMyansHod coBCmeenHocmu opaanurayuy), domsns Bems npedcmaa-
Neksl no Mpefosanuly NoOMpebumans wiu &20 Mpedcmasumaens ANR NpOSHpEY MOS0, WMo MpoUscE
noouIodcmea, NopAdor BHyMPLNDOUMOICTTMEHNOZ0 U GaXOMHOS0 KOMTIDOMA, 8 MSKNE UOrBNTIETIOTE oD
ofopyCosaMUe COMMBRMCITEYRNT YCMHORREHNEM MpeRoaaniRMg,

7.6.3 Henwmamensnoe 0Sopydoaahue, UCNoNLIyesoe NPU KeHMPOoTe KEYECMEsa KDUMUYecKux npo-
LOCCod (TapaMempog), Jomeso NDOOMU KaMuGDoBKY U SMMecmaLLg, Scny 3o HooBxOAME.

8 MamepeHMA, aHANKI W YNYYWLEHHE

8.1 OBuwmMe NONOEEHHRA

rocT P ACO 5001 —2008 CHcTeMbl MEHBOWMEHTA KavuacToa, TpeSonaHun

8.1 Obwue nono=saHAA

Opravn3auma QONMMHA NNAHMPOBATE 1 NPHUMEHATE NPOLECCE MOHUTODWHIE, HIMEDEHWA, BHANUIE U

YIPLLEHHR, HOOEXOAMMENE AMA:
a) OeMOHCTPAYHK COOTBETCTRENA NPOSYKLMA.

Janroe mpefoganus NPUMSHREMER KaK ¥ ApOdyRLUUL HE ApoMeaMymodHsa cmadusy Apoulecdcmeaa,
aK U K 20Mosold npodyruuLy;

b) obecneYeHis COOTHRETCTRNA CHCTeME! MEHEDXMENTS KINECTRa,

C} NOCTORHHOND NOBLIUEHWA DEXYNLTATHBHOCTH CUCTEME! MEHBDXMEHTS EAYECTEE,

YEAIAHHAR JERATENLHOCTE OOMEHA BXMOYaTe B cebn ONPelaneHne NPMMEHAMEBX METOO08, B TOM
WHCTHE CTATHCTHWGCKNX, i OGNACTE HX WENONIOHIHARA,
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8.2 Mameopenun
B.2.1 ¥YooanoToopoHHOCTE noTpeBuTens

FroOCT P MCO 9001—2008 CHCTEMB! MEHEAMMOHTA KavecTEa. TpebopaHua

£.2.1 YaocanereopeHHocTs notpeSurenci

Dprasi3auma JoMEHa NpoasaHTs MOHRTOPHEHT KHDOPMALMW, KECA0WMACA BOCNPUATHA noTpebnTe-
Nis BNONHEHAR OPraHMIaUWen oro TPOSOBAHMA KaK OOMONS W3 CNOCoBoR HIMEDEHWA PAGOTE CHCTEMB
MEHEONMEHTA Ka4ecTEa, Jonsus DuTe YCTAHOBNEHE METOOL NONYYEHHA W HCNONBIOEIHMA ITOR uedOop-
BACTLIMA.

Mp ey dedd=— EornTopust BOCHMEATHA NOTRE0ATENaMA MOEET B0~ TE B Cala nofyeenne nefopua.
WM Y TAKAX HETOowHHKGE, CAE MCCABOO8ARNA YOOBRNETAOPEAHOCTE ROTpabNTENER, Sarrud OT ROTPebUTENER O KEYEC
TEE MOCTABNSHEOA MPOAYKLMN, WCCNEROEEHNA WHEHIR NONLIOBATENER, BHANMY OTTOEE snesHToR, GNarogapHocTE,
NPETEHIAA N0 TERAHTHIHLM GERIATANRCTREM W OTHETH DACHDOETRAHNTENEH,

8.2.2 BHYyTpoOHHHEG aYQMT

rMocT P HCO 9001—2008 CHcToMbl MEHEAMMEHTA KavecTEA. TpaboBanMA

B.2.2 BWyTpoOHHWE ayAWTE (NPOBEDKM)

Oprasmaayma QONwHa NPOBOAH TE BHYTREHHWE Sy0uTE (NPoaepEH) YEpad JANNaHWDOBAHHEE RHTED-
BAMS BPSIAGHA B LIBNAKX YETAHOAMNEHNA TOM, 4TO CHCTOMED MEHBINMEHT KAOCTEA:

d) CoOTRETCTEVET IANNAHKPOBIHHB MEDONDHUATHAM (7.1), TPeGODaHHAM HACTOAUMTD CTAHASHTA W
TpefoBaHAM K CUCTEME MEHBINMEHTA KaNECTEA, PapaboTanHbim Opranm3aymed;

b} BHeAPEHA PEIYNLTATHEHO M NOASSDEMEAOTCA B pAGOUYE COCTORMHMA.

Nporpamya ayauToR (NPOBEE0E ) AOMKHE NNSHWPORATHCA C YHaTOoM CTATYCA W BANHOCTH NPOUSCCOn W
YHACTKOE, NOANEMAWMX ayaHTY, 8 Tamxe PelyNsTaTos Npegeaywux ayauros. Kpurepun, ofnacts npume-
HOHWA, YSCTOTA M MOTO0N AYIWTOR GOMs BuiTe onpogeness . Bubop W NpOBeaEHRE AYVOWTOR OOMHE
ofecneuwWiaTe OB WENTHDHOCTE W GOCNDACTPAICTHOCTE NPOUGCC 8y aMTa. AYAHTODL! W QOMEHE NPoDBPATY
caow cobcTeanwy paboTy.

Oonscia GiiTe YCTAHOBMEHA QOKYMEHTHDOBAKHEA NPOUBAYDA AN ONPEOSN0HHA OTBATCTRAHHOCTA W
TpeGoaaHHA, CEAIAHHLIX C NNEHUPOBRAMWEL ¥ NDOBELEHNEN YIHTOS, BBALEHHEM JANWCRA W COCTARMNEHN-
BM OTHATOB O PeayNsTaTax.

Januce 06 ayQMTax W Mx poIYNBTATAX GO NOAQSPHHBATECH B PAGOYEM COCTORMME (4.2 4).

PywosoncTeo, OTEETCTHEHHOE 33 NDOBEPAEMLE OBNICTH GEATENLHOCTH, OOMHD OBECTIEYHTE, YT0-
B Bce HEOEKOQMMEE KOPDEXLE W KODDERTHDYIOWWE JORCTEHA NPEANDMHAMANKCE GE3 HANMWUHER OTCPOY-
KM ONA YyETpaktHnA obHapysiHHeX HOCOOTOOTCTENA W DEBABIWME HX npidan. Nocneayowms QencTama
AONHHE BEMOYaTE B CobA papwPUEaLRK NPWHATHE MED W OTYET O DEYNeTaTax BepsdMcaymm (8.5.2).

MNpewesan e — Cw WEO 19011 gna pykoBoacTeE

8.2.3 KoMTpons NapaMeTpos npoueccon

FMOCT P HCOD 9001—2008 CHcTemMbl MEHOHMEHTA KavecTEd. TpeboBaHuA

B.2.3 MOHHTOPHHI M HIMBPEHME NPOLBCCOB

Dprasvasumn GomsHa HWCNoNEINEETE NOOXOZAWME METODW MDHATORMMIE |, T8 JITO NPHMSHAMD,
HIAMEDEHHA MPOUSCCOB CHCTOME MEHEIEMEHTA KA4EeCTEA. b 1] METOgL OOMEHL QEMOHCTPWDOoBaTE CNo-
:uﬁrmn:mnpnum AOCTHMRE T JANMAHADORIHHEE DEXYNLTATON. Ecrm AANMNBHAPODEH WS EIY M TA T b
OOCTArATCH, TO QOMHHL NPEONPMHMMATECA HeolxogMMme KOPREELIMW M KO PHREETH L e LeRCTRNA,

n PRAMBYEAHNDR — ﬂﬂl'l' SMpag e NOQEDORYAEY BETOQ0E SDTANEIAEWE JONMHE YU TelATE THD @ LAY
WGHETOREETA A I-I!HIFH-HIﬁ. AOQEoAREHE AR CARAGHD HY TACHE APSUSCCON, B OTHOLEEEAR WX ANWARAA 48 COOTHS-
TEFEsE TREGoBARUEAM & AGOAYELERE # HA PEIYARTATHERGE T CHOTEME MaHS AR EHTE KEYSCTES.

8.2.3.1 Omien kavecmeas Jomnxes 0p2anuicsams palomy no paccnedoeanid U AoKyMEHManbHOMY
CEPOPMMSHUID KPUMLMBCKLIX OMKROHOHUT.
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£.2.4 KoHTpons NapaMeTpos NPOSYKUHH

rocT P MCO 8001—2008 CHcToML! MOHOIEMEHTA Ka4ecTea, Tpebopanun

B.2.4 MOHHMTOPWHE W WIMOPOHWD NPOEYELHH

OpranmaauMA SOMwHMa OCYLWSCTRNATE MOHWTOPMHT ¥ VIMODATE XADAKTEDMCTHEN NPOOYNUMK B LUBNAX
BepHdiEKaLMA CoBmoneHHA TReGOBAMWA ¥ NPOOYRNLIME, 3T HOMMO OCYISCTRNATLECA HE COOTRETCTEYO-
WK CTAAMAX NPOUBCEE MATHEHHOID LUMKNE NPOAYKLIAE COMNACHD JANNaHHDOBAHHEM MEeponpeATRaM (7.1).

CaHOeTanuCTEa COOTBOTCTRMA KPWTEDHAM MpWEMGE O0MEHE ROLOEpEHEATECA B paloqeM COCTOR-

MM,

SANHcH QoMM YEa3LBaTE NMYo{a), cCaHkyHoHrpoBaswee(we ) Bunyc npogyxuyns (4.2.4),

Brinyck NpOAYELME W NPeSOCTARNEHAE YCNYrH ROTReGMTOMO HE SOMKHL OCYWECTRNATECA A0 Téx
NoRE, NOX3 B IANNIHHPoBIHWEE JoAcTera (7.1) we GyoyT yooonoTIOPHUTENEHO J00PWEHE, GCNH HE
YTHEPMOSHO MHOE COOTBETCTBYRILLMM NOMHOMOAMHEBIM NHLOM WK ODTSHOM M, F8 3T0 NPUMEHIMe, noTpebie-
TeneM.

8.2.4.1 Paccnegosande CNy4asn BuX04a 33 NPeSENt CneusmdusaumMa

Thobod pesymemam, aswediwud 3a npedens cneyubuxayud, domwan Beims paccnedoeas @ Coomag-
MCMAUU & LUNEmPYNULed, B posyibmams paccredoeanus dofmnel Burmb GHODMNGHE DOKYEHITIAMEWD
fear. 4.2.4).

8.2.4.2 KOHTPOMNG MCXOQHLL MaTERHANDE

Cradysm paspaSomames mpaBoganus ko aoo LeXOOHbM MAMSDUANAM. IV MAMEDLUSML douTes
GeiMis MOOBODEME, LWTU APy cNocoBom donend Suimb NOAYSeRE UWMPODMALIUS, W0 YEmManDamarhesd &
HUM MPeSoaIHUS AbNOMHENS,

8.2.4.3 BHyTpWnpou3angcT BeHHEIR KOMTPONS

B.2.4.31 Opeanuliutn OoMmcHE KOMTMPONLDOSETE APOUTCE MPoUrissdcmes & COOmasmomet ¢ moe-
GOaanLERML LGOS,

8.2.4.3.2 Donwek Same onpedenas nopadox ombopa ofpaiuoe. ofecnayugauul npedcmasumens-
MHOCITE Ganfiopry ofpaiyoa @ FeUCLMOCITIY O OueHLGaeMo20 Npoyecca. Ecny ofpasis nepasauars dng
LCTBNMANUG @ Apy2yn J0My, onu o DONmHS S0J803WAMBER HAZHD 8 RNPoUeodCTIEEHNYK 20HY.

8.2.4.3.3 Dononwumenthsl aHympunpouieodcmeanmsid Konmpons domsen nposodumsca Nocme
omxazos oBopyI0eaHUR Wil HeZENTANUDOGENNLIX OCMaNianx NpoUscca.

8244 KOMTPONs MOTOSOM MEOOYKLMH

Ecnu npedycuompey KOHMPOTs 20mosol npodysyuy, mo on donxes Genms J08emuek 00 Swnycxd
COpUY APoSyRLUY.

fMpusevss e —Mpu sormpane somoscd npodywiiaig MOZYT NEDEEpATFCA A 08 Mpeboadnus.

B245 ApxmBHuIG OGDAILL

Aprvaksie ofpaiys donsis Seimes oMOSpars 6 COOMEBNMCMAaUY ¢ MPeBoaanuaMy OP2aHUTIUIY
Wity nompefumens.

B.246 Buinycs

Boiyck coput NpOuISsdUMes NOCNS aHANUIS JoXyMOHMBLUY M3 Copu Npodyriuy.

8.3 OGpawenne ¢ NPOOYNLWER, HE COOTBETCTEVIOWESR TPeGOBaAHMWAM

rocT P HCO 9001 —2008 CHcToMbl MEHBIEMOHTE KavecTESd, TpoboBaHun

8.3 ¥YnpasnoHwe HECOOTBETCTEYHILWEA NPOOYRLWER

OpraHuIauMa QoneHa oSecnussaTe HISHTHEHKBUMD NPOOYELME, HE COOTBETCTEVIOWER Tpalona-
HEAK, ¥ YNPAENawHe e B Lanax NpeaoTBpauwenHa HenNpeasaMepeHHorg MCNoNsICEAHMA N MOCTaB0
Tansd npoayruwd. Oomesa GwiTes yCTEHOBNEHME OOKYMEHTHDOBAHMER Npowedypa ANA oNpEdenaHHRA
CPEACTE YNPABMEMMA M COOTEBE TCTEYIOWSR OTBETCTRBHHMOCTH M NONHOMOYMA ANA AARCTEMA © HECOOTRE-
TETBYROLIER NPOAYHLMER,

Ecnu nprumesnso, Oprasmiaynn QOMNeHa NPeanpMHrMaTe B OTHOWEHWN HECOOTRETCTBYIOWENn Npo-
AY¥LIME CRAQYIOUWE ROACTEMA (O4HO UMK HECKONLXO):

a) yCTpaHsHNe o6HARYHEHHOMD HECOOTEBETCTRNA,

B} CAMRUMOHKPOBAHHE HCNONEIOBAMHWA, BLIMYCHE WNM NPHEMKHA NDOOYRLEA, CCNH MONYHNeHD PaXpe-
LWEHIE HE OTENOMEHWE OT COOTBETCTBYIOWENs NONMHOMOUHOND NMHUS WKW ODFaHa W, Qe 370 NPAMEHHMO,
noTpebuTans;
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€] NPeAOTEPALLIGHME 86 NEPBOHANANLHOM NPEANONArAEMOND HCNONLIOBANWA MK NPUMBHEHNA]

d) DeACTEMA, ANeKBATHIE NOCNEOCTEMAM (KNA NOTEHUMANLHLM NOCNEOCTRMAM) HECOOTBATCTEMA,
@CMH HECOOTBETCTEYIOWAR NPOAYHLHA BLUABNEHA NOCNE NOCTARKM WK HIYANA WCNCNLI0BAHNA,

MNocne Toro xas HECOOTBATCTEYIGWAR NPOAYNUMA WCNPABNEHA, oHa AonWHa GuwTe NOABEPrHYTA
NOBTOPHOR BEPUGMKALMA 4NA NOATBEPWOEHWA COOTRETCTRRA TpeGosanuam,

3anucw 0 XapaxTepe HeCOOTBETCTEMA 1 MOGEIX NOCNEAVIOLME NPEANPARATEY AEACTEUAX, BRMONAR
NONYYEHHBIG DPAIPOUEHHA H OTIKNOHEHKA, JOMKHE NOALEPMBATLCA B PAGOYEM COCTORNMM (4.2.4).

8.3.1 Mamepuans Wi REodysUUR, HE COOMEaMomayiowus 3adanisi mpebosanuns, domeme: Gsime
MOLEHLLENE! 8 LICTAMOD G0 MPUNAMUS DRLLEHEA RO Hus, TTpU PCCMOMPENUL BOIMONHOCTY Nepopalomxu
ApodyRyuy credyam Npoaecmy U SoKyMeHMansHe CPODMUME DUBHKY PUGCKOS U MOGLX HERERaMEanuHelx
hohaxmos, CaRzanMEx ¢ makol nepepabomeod (cu. 4.24 u 7.5.1).

8.3.2 Nepepalomea domena NPoeodumbcs 8 CODMESMCMaul ¢ uHcmpyxiued, ymaopsdennod omde-
nos kavecmesa. Mepepaomyxa donxka Geimb COZNACOBANA C NOMPEBUIMEneM, BCNU Maxoe Mpadosanue
FEMEHOAneHo.

8.3.3 Ecnu nepairinbid ynaKmaeoyHsil Mamepian Gedt npouiseeden @ yCMoaURY SUCTIOS0 NOMELLEHLIR,
Mo 20 Nepepafomea Jomexa et OCYIWWBCMANGNE 8 MOX X8 YCroaURy.

8.3.4 Bemycr noodysuyui, N8 CODMammcTayiiel mpedoaanLam, SoIMowDHN MOoMsRD & MUCHMEHNOS0
COZNAcLR nompebumens.

B .35 B cayune OmMETONSNUR MOPELUYHOED pIaKoE0uH0S0 MaMapUana ox Oomses Shifms WNLALILDO-
GaN [YHLTIORON] & COOMGSMCMEUL © UNCIMDYRLILD D,

B.4 AHanWMI DAHHLLX

MOCT P MCO 9001-2008 CHcToMB! MEHEAKMONTA KavocTRa. Tpebopanun
B AHanul gaMHisIx

Oiprasiiauma QonwHa oNpegenaTs, cODHPaTe M BHanNWIMpoBaTe COOTRETCTBYMILME SaHMEe ONs
AEMOHCTRAUMA NPRMOZHOCTH B PEIYNLTATHEHOCTH CHCTOME MEHBOINMEHTS EIYECTEA, 3 TAOED OUBHWBA-
HUA, B KBK0H OONACTH BOIMONMD NOCTORMHOS NOBLIUEHWE PEIYNLTATHEHMOCTH CHCTEMbl MEHELMMENHTA
KaqecTea, Jause JonsHe BENO4aTE 8 cobDa tudopMALWO, NONYSEHMHY0 B PEIYNBTATE MOHHTODHHIA W
HIMEPEHMA W W3 OPYTHX COOTBETCTEYIMLMY HCTOMMHEDD.

AHANAI JaHnbx ONEEH NPEACCTARMATE MHDODMALMED, OTHOCALLVIOCH:

a) K yooBneTeOpEHHOCTH noTpaburenaa (8.2.1);

b) cooTteeTcTEMD TpeboBaHMaM K npogysums (8.2.4),

€] XAPAKTOPHCTHKAM M TOHJBHUMAM NPOLACCOE W NPOAYELME, BEMOYAA BOIMOMHOCTH NPOBEASHNR
NpEAYNPEsaa0LEx oeRcTown (B.2.3 W 8.2.4);

d) nOCTABLMRM,

8.4.1 Opeanwuiayus omema paipabomams UHCITDyRULU N0 SHENLSY GoHHLLY, SEIRSNSHLID CYLIBCITIEY0-
WL U BOAMONHED MDLSUM OITIRIORENUR RpODLUY o 2adaksiy mpeSosanud u Spy2ux NPOBNEM KBYECTaA.

B.S ¥YnyuweHHWe
B.5.1 MNoCToAHHOS YNyYWLEHHS

FOCT P MCO 9001-2008 CHCTOME MOHOOAMMOHTS EavecTea. Tpobopanma

8.5.1 NocToAHHOE yNy4YweHWe

OpraMnaauma QOMHa NOCTORNHO NOBLILATE PEIVNLTATHEHOCTE CHCTEMEL MOHBOMMENTS KaYeCTRa
NOCPRACTEOM WCNOMNGIOBIHMA NOMETHEN W Wened B ofSnacT KasecTea, peIyNeTaTon ayaWToR, aHanuaa
[asHbL, EODPEKTHDYVIOWME W NDESYNPaaa0LME SaRCTEHR, 8 TAKHE SHANKAS OO CTOPOME PYXOBOOCTES.

8.5.1.1 Haderenus, SHOCUMES NPy COBERILSHCMBOEaHUY Npoyaccos (npodyxuuy), dormxhis: Buims
OUEHOHS! C MOYKU JDOHUR BHEMUIE PUCKDE.
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£8.5.2 KoppokTHpyowWe SoRcToHA

rocT P MCO 8001-2008 CHcTeMb! MOHEARMOHTE ka4ecTEd. TpebonaHua

B.5.2 KoppekTHpydiuWe A8ACTEHA

OpranM3auxn o0MEHa NPEANDHHEMATE KODDEKTHRYIOWWE ASRCTEMA B LWENAX YCTPAHEHHS NP
HEBCOOTBATCTEMA ANA NPSAYNPEMOSHHA NOBTOPHOM MX BOIHWEHOBEHWA, KoppesTUpywme JeRCTEHA A0N-
bl Bl T ABKBATHLIMK NOCHBACTEMAN BLIABMEHHEY BOCOOTBATCTBIA.

Bonswa Boite pazpaloTada JOKYMEHTHPOBEIHHAA NPOUEIYPa ONA ONpegeneHra Tpebosaui;

a) K aHanulay HecOOTEATETEMA {BKnitHan ®anobu noTpebuTanai);

b} YETAHOBMAEHRMK NPHYHH HBCOOTBETCTRRA,

C} OUBHHBAHWD HEOBXOOUMOCTH DeRCTEMA, YO0 WITeRaTe NOBTOPEHWA HECODTEETCTEMMA,

d) oNpafENeHMED W OCYLWACTANSHM HBOOXoMMMuY AeNCTENA,

@) I[NHCAM PEIYNBETATOR NPSONPHMATEX AoACTEMA (4 2.4}

} ananuay peIyNsTATHEHOCTH NPEnnNPUHATEY KDPPEKTHRYIOWMY SeACTRAR,

8.5.2.1 Opanuiayus SormeHa caneapauenHo paccnedosams ace npemeaxiuy rompebumeanad u ulee-
Wame o soppexmuppoliy  dedcmeuay 6ce MPoUIGodCMEeHHLE [ BCIOMOZaMENSHEE YYSCMKL,
Hedcmaue(a) domnwnofil) Gbime peanuioceanoft), RO eoamoxHocmy, SuICMPo U 8 COOMEaMomeauy ¢ Co2na-
COBAHHEM 2pachuxom. Joxymenmauyuse o paccnedoeanuy cnedyem xpanume {cux. 4.2.4).

8.5.2.2 Echu no npemanIuy mompeiimens He NpUMHUMEIOMCE KOPReKmUpyuLe wing npedynpas-
darocue dedemeun, mo amo doneHo Geams AOKyMENMAansHO 0BoOCHOGaND.

B8.5.3 NpoaynpoxaaouMe QeACTEHA

roctT P MCO 9001:2008 CHcToMLl MOHOANMOHTS KadecToa, Tpeboaanun

8.5.3 Mpanynpes s assi]me nehcTE R

Dprannaaunn BoMHHa oNpUaenATE JEECTEMA B LENAY YETPAHEHNAR NPHMYAH NOTEHLHANBMHBY HBCHOT-
BETCTBHAA ANA NpeaynpesaeHnA Ux nosaneHrd. Npeaynpesnaowive DeRcTaRA J0MiHE COOTERTCTROBATE
BOAMOKHE NOCNBACTEMRM NOTEHUKANRMED NpoBEnen.

Donssa GuTe paipaloTada JOKVMEHTHROBIHHAA NPOUSIYPE ANA oNpagensHva TRobosanua:

8) K YCTaMORNSHHID NOTEHLMINGHLIK HBCOOTBETCTRHA W HX NP,

B) cuBHHBAHMEG HEOEXOAMMOCTA QBRACTRMA € LS ML NEAAYTIPENE HHA NORBNSHUA HECOOTBATCTRIA,

C) ONPEOenEHED W OCYLIBCTRNSHWD HeOBNORHMBX DORCTEMA,

d} 3anvcaM pesynsTaToR NpeanpHMHATEY edcTaml (4.2 4}

@) aHAnuIy PeIyNMLTITHEHOCTH NPEANPHHATEN NPEGYNPENMIAKALWY JERCTRMA
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Npunomesne A
{efriaTenunos)

Tpeboparmua GMP K No4aTHLIM MATEPHANAM NEPEHYHOA YNAKOBKH

A1 Cpeacras nedstd

A1 O0mee NnoRnoHEHAR

Boe cpademas peuami donse Seme

6] YSMAD U MoYRD wisHmuduLuioasEe WEMO0J0s COASHEHUA € OPUELHEA-MASEm L

Bb) GlzomoantMk 8 CODMERMEMEUU ¢ BPUFINAN-UAREMaMWY, TEOCMAENERHARL JRCETNURAILE

£} Mooatpos WE COOMMENNCELE QDUSUNAT-MINDMOE JGEEINGERS, Npedomantasnes i OysaEHou KOCUmEne
uay @ JAeAMPoORNOM aurde O doXyMErMATsNM Nodmaspadsuuen [coznacoalauos) (cu, 4,.2.4);

d) -8 omMdefeH0d J0RE ¢ DESCRSVEHIMEM CORPAEHNOEMY » OAPEIEASMHDS Cacmidntl fadivy U SBOSEPSuBNLE Nl
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