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BeepeHuHe

0.1 OBwme nonoxkeHWA

Hacmoawud crmandapm udenmugbuyupyem npusuutsl GMP u yomanaenusaen mpeS08aKus K cucme-
ME MaHEIMMENME KAYSCMEa, MPUMEHUMOL K NEpEUYHEIM YNAKCE0YHEM Mamapuanam dna mexapcimacHHbx
coedoma. Peanuzayus npuxyunoe GMP npu npouiacdomas U KoNMDOTUpoaaHuy NepaLuMEY yaKoaoYHEx
MaAMepUanos 8 DaMEay 0D2anuIauuy UMeem YpelesaliHo aaMHoe IHaverue dna obecnevenun BesonacHoc-
MU MAYUEHMoE, MoONLIVIWLLECA MeKapCMasHHEMY coedomaany U3-3a HenocpadocMEaHHO20 KOHMakma o
npodyxulied. Npukekedue GMP 8 0mWowWeaHUU YIaKoaodkbix MamepUancs dng gapralesmudeckol npodyk-
Yuu nomMozaem ofecneyums esiToIHeNUE IMUMY Mamepuanaru Hywd u nompedrocmed apMaueemuyec-
KO FOMEILLITEHHOCTIL.

Hacmoawud cmaddapm Senaemcs Cmasdapmon Mo NDUMEHEHLIK MEQELYHBIX YTEK080HMEIX MaMeapua-
NoE U codepxum HopMamuansl mexcm cmaxdapma HCO 8001:2008.

E omrowsHUy Mocmpoesus Hacmoaweso cmandapma dedemeayom credyiowue npasuia;

= pazdensi unu nodpazoens, LUMUDyebie MONHOCTTB 0 U 663 usMedenul ux MCO 90012008, zaxmove-
Ml & DAMKY,

- MeKcm, udengiHbIl KYpoUeoM, codepsim danonuumenstyo uHibopMauye no GMP, kacawwyoca
MEpELYHEY YNEKOE0UMBIX MAME0LUaN08.

Tepmune 1 onpadenagqun no GMP codepwames @ pazdens 3. MNpu BKMOYEHUU & NepEYeHE UEMOYHLUK
npuendumca a ckobkax.

Ona coagaHyia cUCTeMBl MEHEOHMMEHTA KaYyecTea HeolXoOWMo CTPAaTerM4yeckoe pPeweHe opradnaa-
UK. Ha paspaGoTiy 4 BHEQDEHKME CHCTEMEB MEHEIHMEHTA KAYESCTEA ORraHWIAUMMH BIWAIOT!

a) esBHEeWHAA CPeaa, HIMEHEHHA HNK PUCKK, CEAIAHHLIE C 3TOW CReQoR,

b} WameHAKWKWecA NoTpeBHOCTIA;

C) HOHKDETHBIE LENK;

d} BeINyCEaEMan NpoOyKLMA,

&) NpUMEHAEMBIE NPOUECCH,

f) passmep u CTRPYKETYDA OpraHuaaumi.

HacToAWWA CTaHgapT He npegnonarasT equiocbpasia B CTRYETYPE CHCTEM MEHSdMMEHTa KaYeCTEa
MK WX OEYMEHTALMIA.

TpebosaHWA K CUCTEME MEHELHMEHTA KAYSCTEA, YCTAHORNEHHEIE HACTOALMM CTAHgapToM, ABMAKTCA
OONCNHAKLLMMEA NC OTHOWEHHIO K TpeboranuaM K npogyruwnd. Mudopsmausa, oboadadenHan ka «Mpymeya-
HWE R, HOCHT X3DaKTED METORUYSCKHME YKAIAHMWA NA NOHUMAHWA MM DATLACHEHWA COOTRETCTRYIOWETD THE-
GopaHuA.

HacToRWWA CTAHOADT MOMET MCNONEADEATECA BHYTREHHWUMK M BHEWHWMK CTOPOHAMK, BENIOYaA Opra-
Hisl M0 CEDTHMEALMM, B LENAX OLEHKA CNOCOBHOCTI OPraHM3aUKMK BeNONHATE TDE6oRaHMA NoTpeGuTEne,
TpefoBaHrA K NPOOYHLMK, ARNAI0WWMEc 0DA3aTeNsHEMKY K MCNONHEHHAI0 B COOTBETCTEMA C QRACTEYIOWMM
3aKOHOO0ATENBLCTROM (Janee — obAzaTensHele Tpebosanua), M coBCTREHHEIE TPEDoBaHMA.

Mpu paapaboTie HACTOALETD CTAHOARTE DuINKM YUTEHE NPWHUMNE MEHEOHMEHTA KAYSCTER, YCTAHOR-
nedubie MCO 9000w MCO 5004,

[MCo 9001:2008]

Crenoanod 3adavel vacmoaweso cmandapma Aanaemes onpedeeHue 2apMoRNUILDOSaNHEE mpabo-
BaHUG K NEPELYHEIM FIaKDE0YHEM Mamepluanad. OH codepmuim HeKomopesa Jacmusie mpebosanUa K nep-
BUYHEIM TAKDEOYHEM MAMEepUanamM, JauMcmeocgannme Uz apasun GMP u kacawowuecs yNpacnaHus
MpOUIGcICMaid U M. 1. MeXapcmesH LI Mpenapamos.

0.2 NpoueccHbIA Nogxog

HacToRWWA CTAHOAQT HANPABNEH HA NPUMEHEHKE NPOUBCCHONo Nogxoaas NpW paipalboTke, BHegpe-
HAW W YNYYLWEHAM PRayNeTAaTHEHOCTH CUCTEME MEHBHMMEHTA KAYECTEA B LeNAX NoBLIWEHWMA YACBNETEO-
DEHHOCTH NOTPESHTENEA NYTEM BRINCNHEHWA WX Tpeboaa 1A,

Ona yonewHors diyHEL MOHA POBAHWA OPradM3aura A0MHHa oNPegeniTb i OCYLWeCTENATE MeHEIKMEHT
BMHOTOHMCMNEHHEX BIAHMOCEAIAHHEIN BUOOE OEATENLHOCTH. JeATENLHOCTE, WCNONLIYIOWAA PECYDCk W
YNPAENAEMANA B Uenax npeofipajosadvs BXO008 B BLX00L], MOKET PAcCMATRMEATLEA KAK Npouece. HacTo
BeIX00 0OQHOM Npouscca ofpasyeTt HENOCPEqcTBEHHD BXOA CNeayowero.

IV
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MpUmMmeseHUe B Oprasu3IaUrE CHCTEME NPOLECCOR HADAOY © HX MOEHTHHEALUKEN W BIAHMOOSRCTEMEM,
a TAKHE MEHEAHMEHT NDOUBCCOR, HANPABNEHHBIA HA NONYYEHWE HENASMoro peayNLTaATa, MOryT BeiTe ONpe-
LeneHsl KaK «NpoUeccHEIR Nogrods.

MpesMywecTao NPOYECCHOM NOGXOAA COCTOMT B HENPEDEIBHOCTH YNPABNEHWA, KOTOPOoE OH oGecneuwn-
BAET HA CThIKE OTOENbHBY NPOUSCCOE B DAMEAX KX CHCTEMBl, 3 TAKHE NDH WX KOMBWHALKKY 1 B3AKMO-
OEHCTEMA.

Mp# NPUMEHEHWA B CUCTEME MEHEAMMENTA KIYECTRA TAKOH NOAX0S NOOYEDKUBART BAKHOCTE!

a) NOoHWMAHKA W BENONHEHHA TREGoBaHHE;

b} HechxoguMOCTH pACCMOTPEHKSE NPOUBCCOR ¢ TOYKK ApeHnA Qo0aRnAEMOd MM LEHHOCTH,

C] OOCTHMEHHA JAMNAHWPOEAHHLX PEIYNLTATOR BLINOMHEHWA NPOUECCOE U oDacneqeHna ux pesynb-
TATHRHOCTH,

d} NOCTOAHHOMD YIYYWEHWA NPOYBCCOE, OCHOBAHHOMD HA OGLEKTUBHOM HIMEDEHMM.

MpuBEEgEHHAEA HA PUCYHEES 1 MOQENs CHCTEMEl MEHEIMMENTE KA4eCTEA, OCHOBAHHOA Ha NPOUECCHOM
nogxage, MAMIOCTPWEYET CBAIM MENOy NpoUsccaMid, NpedcTasneHHbIMY B pazgenax 4—38. 37a Mogens
NOKA3ILIBAST, 4TO NOTPESUTENK HIPAKT CYLECTEEHHYD PONL B YCTaAMOBNEHWK TpeDoBaHMA, paccMaTpHeas-
MblX B EAYSCTRE BXOA0E.

MOHUTODMHI YOOBRMNETEOPEHHOCTIA NOTPEGUTENEN TPEBYET OUeHKK MHDOPMALKMKH O BOCTIPHATHH NOTPE-
GUTENAMK BoINONHEHMA W Tpebosanri. MNMpruaeteqHas Ha pUCYHEE 1 MOOENs OXBATLIBAET BCE OCHOBHLIE
TpefoBaHua HACTOALLErD CTAHGADTA, HO HE NOKA3BIBAET NPOUECCHl HA J8TANLHOM YDOBHE.

Mpusedadse — Kpome Toro, €0 BCaM NpoueccEM MoxeT GuiTe Nnpumedes yukn aPlan — Do — Check —
Acts (PDCA) Lurkn PODCA MoKHD KpETHD ONWCATE TAK

- NnaHWposaHde (plan] — paipaloTea Uened U NpoYEccoE, HeoBXoaNME X GNA QOCTHEEHKMA PEIYNLTATOR B COOT-
EaTCTEHY C TRPEBOBEHHAM K noTpeGuTanad W NONKTHEOR OPraHsWIsLWE;

- OCYIECTENSHME (d0) — EHEQPEHWE NPOUECO0E;

- NpoEepka [check) — NOCTOAHHEE EOMTRONE W HAMERSHHE NPOUECCOE W NPOAYKUHRN B CREBHEHAR C NOMETHEDH,
LUEnAMH M TEeBoBEHHAM K HaA NPOGYEYMKD W coofuexsne o pe3yNsTaTax;

- ge#AcTEMe (Bct) — NpUHATHE GEACTEME NO NOCTOAHHOMY YNy« LU EHWID NOLA3ATENe A NPOUECCOR.

MCTOAHHOE ¥NyJLWEHWE
CHUCTEMEl MEHEOWMEHTA KAYECTBA

NOTPE- NOTPE-
BMTENH EMTENM
i OTEETCTBEHHOGTL
PYKOBOOCTEA
WIMEPEHUE apsatabong
MEHEMMEHT Fit .ﬂ..l'tl:IS 0 R —— ] -
PECYFCOB | ¥ TYHIWUEHWE
T --"‘"
mawmn | | oo o nPougcc Broina
WHEHEHHOTO LMKNA
NPOOYEL MM %

YonoEHee 0Do@maEqeHua

e [ RTENEHOCTE, A0OEENROWERA LEHROCTE
sssesnatm TIOTOR W0 piday A

Pu CYHoR 1 — MoOsnk cHcTEMEl MEHEEMEHTA KI4ECTEA, CCHOBAHHOW HA NPoU=SCCHOM NogEo0e

[MCO 9001:2008]
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0.3 Ceaakc MCO 9004

WMCO 9001 1 MCO 9004 aanAnToR CTAHAADT MK HA CACTEME MEHEIKMEHTA KAYECTES, KOTOPBIE J0MN0N-
HAWT OPYT APYTA, HO MX MOMHO NDMMEHATS TAKKE HEIABWCHMO.

MCO 9001 ycraHaenveaeT TpeBoBaHWA K CHCTEME MEHESHMEHTA KAYeCTBEa, KOTODLIE MOryT DbiTe
WENONBI0BAHE! ONA BHYTREHHEMO NPWMEHEHWA ODraHW3aLMAMK, 8 TAKKE B LENAK CEpTHgMEALMK MNK 3akno-
YeHKA KOHTparkToR. CTandapT Hanpaened Ha pesyneTATHEHOCTE CHCTEMLI MEeHeO¥MEeHTa Ka4ecTea NpW
BiiNonHeH Tpebosaxui noTpebrTenei M COOTRETCTEYIDLLMY IAKOHOOATENEHEX 1M ADYIMX 0DAIaTENEH B
TpeboRaHHA.

Ko epemerid nyGnWeagnd ctasugapTta MCO 9001:2008 crangapt MCO 9004 HaxoOMNcs Ha CTAOWIA NEpe-
cuoTpa. Hoeana sepcua MCO 9004 SyoeT cogepHaTe PEKOMEHOALMK OMA MEHSOMMEHTA No OOCTHHEHMIO
YETOWYMBOro yoenexa niofol opralm3auuny B cNoxHoM, TpeboaaTensHol M NOCTOAHHD HAMEBHAMIWLBACA cpe-
ge. MCO 9004 npegcTaenAeT Gonee WHROKWA BIrNAL HA MEHEAMMEHT kadecTea, yem MCO 9001; oH Haye-
NWBEAET HA YOORNETBOREHWME NOTPEOMOCTER W OWMOAMMA BCEY IAWHTEDECOBAMHBIY CTOPOH Ha OCHOBE
CUCTEMATHHECKDTD M NOCTOAHHOM YNYHIWEHWA OEATENLHOCTH oprasnaauny. OOHako aToT cTaHjapT He
MNpeaHasHadYed 4NA Uened cepTUdHrEaluGg, JaKnKYeHia KOHTDAKTOR W BeINCNHEHWA 00A3aTENs kX TRebo-
BAHMHEA.

[WCO 9001:2008]

0.4 CoBMBCTHMOCTE C APYTHMM CHCTEMAMH MEHSLHMaHTA

MpW paspaBoTie HACTOAWEND CTaAHOApPTa O0FMKHOE BHAMAHHE BeiN0 YOENSHD NONOMEHHAM
MCO 14001:2004 onA ynyqWwWeHWA COBMECTMMOCTI 3THX OBYX CTAHOAPTOR B MHTepecax coobwectea
nonsaceateneid. NMpunosense A nokaaweaeT cooTeaTcTEMe Mexgy MCO 9001 2008 w MCO 14001:2004.

HacToRWWA CTaHgapT He COOESQMMT KOHKPEeTHEX TPEGOBAHWA K ODPYTAM CHCTEMaM MEHEIMMEHTE,
TAKAM EAK MEHELHMEHT 0XDaHE OKDYHEHILEN CPEOR, MEHEOMMEHT NPodeccUOHANBHOMND 300P0BRA M BRan-
NAcHOCTH, DUHAKCOBEE MEHEZHMENT UMK MEHELXMEHT PUCKOBR. DOHakKD CTAKOAPT NOIBCNAST OprasKnaa-
UMK COMAacoBaTe WK MHTEPUROBATE CEOM COBCTREHHYID CHCTEMY MEHEMEMEHTA KAYECTEA C ODYIMMIA
CHCTEMAMK MEHEDKMEHTA ¢ COOTEETCTEYIOWMMKY TpeboBaHUAMK, OpraHMaaums MOMeT ajanTMpoRaTth
JeRcTayiowyIio{re) cucTeMy(kl) MeHaIxMEHTa ONA CO3NAHWA CHUCTEMEl MEHEIXMEHTA Ka4YecTBa, COOT-
BETCTBYHIUEA TpeBoBaHMAM HACTOALWEMD CTAaHgapTa.

[WMCO S001:2008)

Hacmoawud cmandapm codepxum mpedoaanus OO 9001 2008 u dononyumensHa Yacmusie mpabo-
GAHLA i MEDEUHHEM FIER0E0HHEM MAMEUANaM, KOMODbE NOIAUMCMEoaarsl U3 Npaaun GMP v adanmupo-
a@akbi, BCiu 3Me yenecoobpaino, K npouseodcmay U KOHTLOMD Mexapcmestisix coadoma.

Wl
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HAUWOHANBHBIA CTAHOAPT POCCHMWCKOW SEOLEPALWM

MATEPMANBI ANA NEPEMYHOWN YNAKOBKW NEKAPCTBEHHBIX CPELCTB

Ocobkie TpeboBaHMa NO NPAMEHEHWKD
WCO 9001:2008 ¢ yyeToM Npagun Hagnexawed NporIBoACTEEHHOA NpakTurn (GMP)

Frimary packaging materials for madicinal products.
Particular requirem ents for the application of 150 9001 2008, with reference to good manufacturing practice (GMP}

Daraeeegesda — 2015—06—01

1 OBnacTs NpUMEHEHWA

1.1 O6WwHe NoNoKEHWA

Hacmoawuld cmandapm yocmakaanuaaem mpeboaanusa K cucimems MeradRMenma KaYyecmaa, kozda
OpEaHUIaUUY MpedyemcA NpodeMoNCMpUpoeamE CAN CNOCOBHOCTIE NOCMAETANE MEPEUYHEIE YIEKoE0Y-
HEIE Mamepuant dna MeKapcmassHey coedcme, CUCMeMamuyecky omaeyanwue mpedoaanuam nompebu-
mened, 4 momM HJucne HopMamueHsiM mpeboganusy o mpedoaanuam MewdyHapodhelx cmandapmoa,
KACAMLYLUXCA MEDEUYHEE WISKOEOYHEX MAMEDUEN0E.

B nacmoawer cmaxdapme Mmepuud « 8cnu 3mo yenecoobpaito s ucnonsayemcs Heodwokpamqo, Koz-

da mpebogaKue Keanuwpulupyemca amod hpasod, oMo CHUMaemMcA cUenecoobpaiibidey, cil op2anusayus
HE Apedocmasuim dokyMaHmUDOeaHH020 J0KaZaMENsCITES MDOMUEHO20.

HacToAwMi cTangapT YCTAHARNMEAST TRRBORAHWA K CHCTEME MEHEIMMEHTA KAYECTEA B TEX CNYUaARAN,
KOT 03 OpraHnaanKa;

a) Hy#OaeTcA B JEMOHCTPALWM CBOed cnocobHOCTH BCerga NOCTARNATE NPOOYELMID, OTEEY MY
Tpefopaduan noTpefuTened U CooTRETCTRYIW MM 0BAIaTENEHEM TREGOBAHHAM,

b) cTaEMT cEOSR UeNsK NOBMLWEHHE YO0RNETEOPEHHOCTH NOTRpEdUTEnen nocpeacTeomM 3 hekTHEHD-
ro NPHMEHEHUA CHETEMbl MEHEIRMEHTA KAYECTEA, BEMKYAA NPOUSCChl NOCTOAHHOMD 88 yhydlwaHua, nobec-
neJYaHke CcooTEETCTEMA TpeBoBaHMAM NoTpeBuTanai 1 CoOTRETCTEYIOWKM 0BAIaTENEHEIM TREGORAHIANM.

MpusmeuaHana

1 B HACTOAWEM CTAHOSPTE TEPMWH « NPOQYEL@A # NPEMEHAM TON KO-

8) EnNpeOHa3aHayuasMon gna noTpelsTens nns 2aTpeBoEaHHOR WM NEOQYEUMH;

b} =nofsiM 3308HHEIM PEIYNETATAM NPOUSCCOR BHIHEHHOMD LWENE.

2 3arkcHogaTensHee W apyree oBasaTensswe TpedoBadua MoryT DelTs BoIDEXEHE KK NPaBoELIE TReBoBaHUA.

[MCO 2001:2008]

HacmoAwud cmandapm npuMeHAemecs Npu Mpoesmupoaanuy, U220MOanenUy U NoOCmasks nepaudisix
YNaK0aoyHLL Mamepuanoa Ang AekapcmasHibix cpadoma. DM MaKwe MPUMEMLIL 8 LETAY CepmughusaiLis.

1.2 MpumeHenwe

TpefoRaHWA HACTOALED CTANGADTA ARNAIOTCA ODLWMMKM M NDEAHASHAYEHE ONA NPMMEHEHKA BCEMH
OpraMddIaLMAMN HEJARMCHMO OT WX BIAOA, PAIMERE W NOCTABMASMOR NPOSY KL,

Ecnu karoe-nwio Tpebosanke|a) HACTOALWEND CTAMAARTA HENLIA NPHMEHHTE BCNEdCTEXE CReludHnM
OpradIagny 1 ee npodysuHy, JoNyCKAeToR 8ro HCKNIoHEHWE.

Mpe AONYWEHHEX MCKMOYEHUAX JAARMNEHWA O CODTEETCTBMH MACTOALLEMY CTAHSADTY NPHEMNiemMbl,
BCNKM 3TH MCKNIOYeHKWA NognagawT nog TpebosadvA paznena 7 W He BAWAKT HA CNOCOBHOCTE WM

MigaHMe o HYMAENEHOE
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OTEETCTBEHHOCTE OPraHknaanuy 0SecnedydBaTs NPoayELHen, cooTeaTeTayIoweal Tpebopannam noTpednTe-
TNER W COOTEETCTEYIOLMM O0AIaTENbHBIM TREBOBAHWAM.
[MCOS001:2008]

2 HopMaTWEBHbIe CChINKW

YEA3AHHLIE B JAHHOM Pa3gens OOKYMEHTEl ABNANTCE HeDBXOOMMEIMK ONA NPUMEHEHHA HACTOALLEND
cTaMgapTa. OnA JaTMpORaHHEN CCRINOK NPHMEHAINT TOMNLND YEAIaHHEIE BEDCHW HIOaHWA. [INA HEgaTupoBaH-
HEIX CCBINOK NPHMEHAINT CAMEE NOCNEQHWE MAOAHWA (BEMICY2A MoG6Ie WIMEHEHWNA K CTAHIapTaM).

YEA3aAHHBIA HUHE CChINOYHEBIN DOKYMEHT HEODX0OMM ONA KCNONBEICBEAHWMA HACTOALWEMD cTasgapTa. [nA
OATHROBAHHBIX COBNGK NPHMEHAKT TONLKO TY BERCHI0, KOTOpan Beina ynoMadyTa 8 TekcTe. JnAa venatkpo-
BAHHEX CCBINGK HEOBXOQWMO WCRONB3CBATE CAMOE NOCNEOHEES WANAHWE OOEYMEHTAa (BKMoYas nodbe
NonpasEn ).

MCO 9000:2005 CucTeME MEHEIHMEHTE KA4eCTEa. DCHOBMbIE NONOHEHWMA W COBADG.

[MCO S001:2008]

MO 1468441 Yycmeie NoMeWeHUs U CEATIRHES C HUMU KORMpanupyeMmee cpadei. Yacme 1. Knaccu-
GhuraLUA SUCTIOMs @033 ES N0 KOMUEHMDAULUL EISEWSHHEL YaCMILIL

HMCO 14644-2 Yycmeie TOMEBLWEHUA U CERIANNEE C NLMU KOHMPOnUupyeMsie cpedel. Hacme 2° Tpabo-
AHUA K MOMWMOpUNEY U MepuoduHeckuM ucnsmanuam Ana nodmespxwdesus MocMoAHHOS0 COOMEemomaUus
HCO 14644-7

HCO 14644-3 Hucmele NOMELWEHUSA U CEAIGHNHEIE C HUMLU KOHMponupyemee coedsl, Hacme 3: Memo-
dbi Lenemanu

HMCO 14644-5 Yucmbie NOMELLEHUA U CERISHRBIE ¢ HUML KOHMPOTUD YEMBE coedkl. Yacme 5 Fxcnmy-
amauyus

3 TepMHHbI 4 onpegeneHuA

B HacToAwWemM CTAHOAPTE NPUMEHEHE TEDMMHEI M ONpegeneHuA, AanHee B MCO 8000,

B HacToAWeEN CTaHAAPTE NPKUMEHEH B TEDMUHE 4 ONpegenaHus, JanHse s MCO 8000,
B TeKCTE HAaCTORLLEND CTAMOAPTA TEDMMH all PO LY KLLMA » MOMET OIHAYATE TAKKE cYCNYMys.
[WMCO 2001:2008)

Janon{umensHbie MepmUuHs U oNpedenaius, UcnonsayeMeis 8 HacMaALLem cmandagme, OmHoCAMcA
HenocpedcmeaalHo k npaalunan GMP, npuMeHUMEIM K MDoU2E0JcmEy MEDEUYHLIX YTaKoEoYHLIX Mamepuanos
Ana nexapcmeakHslx cpedcmea.

3.7 soadyw ALl Wnea: 3aKpsLnmoe Npocmpandcmas 808 KoHmPonUoosaHusa 8030 yILHOS0 Tomoka.

Mpwseyan ue— [JaHHos NDOCMPEHCMED, KEK AQSEUN0, CHEEWBHE, M0 Kpadxeld Meps, dayMA B2a0MOCaRA3aH-
HeiU daspamy mexdy deyMA o Gones ROMHEMAMY, & UCRONEZyeMcR dNA Nepexods MEQCONANE LR NE0EME L BHUA Mame-
PUSHOE MDY Foaoawy cofmodeHua DaITUNHE X YCIoeU ], HeNpUMED. YUCMomal, fomoxa eozdyxa npu exode.

3.2 ymaepmdenMiil. Hvenwud cmamyc cosmagmomena.

Mpuwmevanuse— Coomaamemeaye Moxem nodmespadamech Ha Nodoum amane npoyecca (AR uvoxodhe X Ma-
mepuanos, A scnoMozamentsHai coedome, ANA FNEKOB0MMEX MAMBDLATODE URU Fomoeod npodyRyuu).

3.3 chopra: CoeduHeHLe BMECITIS TEDaUYMNEN YIaKoaoyHEX Mamepuanoe (3.35.1) u (unw) ux KomMRo-
HEHTIOE.

Mpusmevwsawue— Mouwepasy Mozym cayxums clopra wscmel nunemor ANA 3aNORHEHUA Snmapamos dna
UHBESAWU LY YCIMAHOSKS 350 UMHELY XOITAYR0E R UaN HE NpedBapumensHD HATOTHEHHE X WINDULEE.

3.4 aamosamuyeckuld woMmpons: Ouexka COOMESMCMEUA, OCYWECMENAeMas KoHMDOMbHEN
afopydoganuen 003 BMELLaMeNECMEa YEN08aKa.

Mpumeyvanue— Koamponedoe ofopydDasHy e MOKEMN ERMNMYAME 8 CoBR ONMOSNSKMDOHREIE ROMITOHEHITA
{xaMepe), MAFSOHLIS CUCTTBME!, YTEMPAIEYKOEEIE CUCIEME! & CERZAHHAIE C HUMU CUCMeME obipalomyy danyelx, 8 Maxke
dpyeos coppdosanis,

2
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35 cepun, napmua: OnpedenaHHog KOMUYSCMED NTaQEUYHEE YTaKoaouHeX Mamepuanoe (3.35.1),
U3AZOMOEneHHEX 8 X008 0dHO20 UMU HECHOLKLX NDOUECO0E U LMSOWUX cmardapmuiuposastaie ¥apanme-
DUCMUKL U CMaGLUTL HOE KaYeCIEo.

NMpuMedsHUA

1 Anra pdoanemeopesunr npoudgodcmaenday mpeliossaud uny mpefogsqul nompeBumens MEQMUR MONEM
Gaime pasdensya va pAd nodrspmud, 00beduHASME Y T0A0HEE & BALUR YD 0IHODOIH VI MaLMLUK.

2 Mpw HenpapaieHoM aporigoedcmas capuald cuvmaamen dons npodyruul, onpedanfeman nulbo 3adarHLM RORLT-
WECm BoM, Nudo KONUYECITE0M, NpOuzasdeHHAIM 35 YOMBHDENEHHED MOOMEXFINON 80EMENU_

16 npomowon wa cepuk: Joxymesms: u sanucy, dawue npedcmadnesue o NpedsicmMopuy cepuu
(3. 8), axmovan UHhosKMaLLID, MHOCAWVIOCA K Npoussodocmey U Konmpanio, U obnesyauue npocnaxueas-
Mocms (3.63).

3.7 HOoMep cepul, HOMepD Mapmul; YHukamsHeil udenmughukamop cepuy unu mapmud (3.5).

Mpusmewsduyse— Hodep cepuy Moxem npedcmaename cofod covemanue yughp, Oyre w (Liu) cuMsonos,

LAEHMUG LYUDY MUY CEpUD (WAL TREMUK] & ROMOZAMWLY onpedenyme TRedecmopus Rposssodcmes o pacnpede-
NEHUA.

3.8 asinyckcepuu; PeleMue o seiTycke cepul (3.5) dna npodaxu unu Nocmasku nocne cghuuyuansHo-
20 PAcCMOMpEHUA NDOIMoKONa Ma cepli (3.6), coywecmansemoso cnyxBod kavacmeaa (3.47) wml AuLjouM,
FIONHOMOYBHHEM CRymGol Kayacmas.

1.8 wanuSpoexa (moeepka): (Mpoyecc MpOSENHL LML PESYILDOBAHLR (TYMEM CONOCMaaneHuA ¢ ama-
NokEBIM 00pa24oM) MoYKocmU cpedcmea UaMepanLUs.

MpuMeysHye— Nanubpoasy (mogepyy] MOKHD MEKKEe ONMUCEME fax DA onepayyl, YomaHasnnssnuiLs npw
AF0GHHER PENOEURY FAENCHMOCME MEM DY IHAVEHURML, PONFUEHHEMU ¢ TOMOWED Coedcmas UIMEDEHLA, LT IHBYEHUR-
MU, noedcmoanAeMLaiMy BEWECMEEHRD] MepOd, & COOMBBMOMEWNCLUMNDT UISSCTIHEMY FHEYSHUAMY 3MSTOHHOED
afpaaga.

310 ynpasnenue uzMeHeHUAMLU: JoKyMEHMUDOEIHHOE FTDSSMEHLE LZMEHEHLAMLU.

MpumevaHdue— K UIMBHEHUAM MOSYM, 8 YSCMHOCTUY, OMHOCUMLCR UBWENENUR & ChiDRE, MEXHUNSCKUX
yenoewRy, Npouieodcmaskyod dese, ofopydosanuy, NpousaddomasHHE Y NOOUBCCEY U MEMmOodsy UENeaHuEb.

311 vyucmose nomewenue: MoMEWEHLE, 8 KOMOPOM KOMTDONUDYEMEA KOHLEHMDALLA SI88WEHMALX
& aordyxe Hacmul U Komopoe COODYASHD U LICHOMLIYemca Makum o8pazom, Yo bs MUMHLIMUZLD0EaME oa-
Hakue, ofpasocasHue U coXPaNelLIe Yacmuy BHYMPU MOMBLLEHLA, U 8 KOMOopoM JpyEUe CoomasmomayoiLue
NapaMempel, Makue KaK Mmamnepamypa, emauHocmes U JaenNeHUe, KoOHMpanupyiamecs no Mepe Heolxodu-
MOCmL.

fHCO 14644-1—89, 3.1.1]

312 yueman 3ona: CReyuansHos NOCCMpancmEn, 8 KOMopoM KOMMpONUupyamca KOMUYSHMDaLwua
BIECWEHHEX 8 030yXe HACMUY U KOMOpoe NOCMOoeNd U UCTankIYemcs mark, smobs! MURUMUIUpoEaITS
nonadanue, 08palosane U COXDaNEHUE YaomMUL NyMpY 30H6I, U & KOMopos SpyELe coomasimemayiiiue
NapaMempel, Makue KaK Mamnepamypa, anaxHocmes U J8eNeHUe, KOHMPanupyames no Mepe Heolxodu-
MOCML.

HCO 14644-1—099, 3.1.2]

n PUMBYEHLUE— JoHa Momem Sems QMEPEMOL Uy 3axpemol o HAXOAUMECR KaR EHYMOU, MaK U 8HE YUC-
MMOE0 NoOMELjBHUR.

3.13 zazpmawenuve; Monadawue mobozo HEXENAMEeNEHO20 BEECMEa &8 MepEUYHEIL YEaKoEIYREID
Mamepuan (3.35.7).

NMpuMeuysHUA

1 Fomoasa npodyruyua moxem Saims 2820ATHERE NOCPEACMAE0M (DUIUSECKOED (MBapIBle YECMUL ), XUMUYECHD-
20 Uy Suoroayieckozo (ranuvie Suo- U sndomaorRcuH o8] aosdedomanna.

Z J52pRIHEHYE MONEM S0FHUAAME 80 A0EMA MpoUIa0dCmas, YISK0aEy, XPaReRua & (WU mparcnopmupoasy no
SUHE 3R20ATHEHHLLY 8030YWHEY CUCM e, nepconana, cfopydosanud dna ombops npol. MEMEPUEN0E, TOMEWEeHUD WL
KoHmMBlHep0E.

314 wommponupyesan cpeda: Cpeda, coddasHan u akcinyamupyeman masus oSpason, Ymods) Kou-
MOORUDOEanEs GOIMOKHOE NONaAEHLUS NOMERLUSNEHNEY J320ATHAIOLWILY G814 CTE.
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Mpumewasur

{1 Cpeda, ¥ax npsewro, co3daemoR O 3XCANYAMULYEMCA Maxkyy o0Spa208, smobal KOHMDATUEoEamME MOMeHULU-
ANLHOE 35 20RIHEHUE U AOCNedcmMEeUuR cRyNaiH0e0 anfpoca KuBalx 0DZaHuIMO8E.

2 Coomsemcomayowuld nepensd deanshud coddasm S03MOKHOCME 2hgesmuaroen PISMEHUR 830030 Nk8NE X
FaEpAsHUmMenel, NpedomapaWEeHUR NOMEHYLUANLHO20 3GEDRINEHLA U nocnedemend cryuainoeo axdpoca.

3. 15 nepespecmyoe 3azpraneque: 3azpaanaque (3.13) mamepuana unu npodysuud Jpyaum Mame-
PLATOM Uy npodyryued.

MpumewawuR
1 MepekpecmHoe IAEDAIHEHUE MWOKEM MAKKHE HEIEESMECA CMELL UEaHLBM.
2 Cwm. [24].

2.16 npemexdaua nompebdumena: Mrhopwauus, npedocmasneiiad nompebumenas omHocumans-
HO HEJOCMAMKSE LU HBEoDMasmcmaL.

MpuMevarur

1 MHgropeauuA momem nepedasamec § YCMAOLD LN MUCLMEHHOD oD e.

2 Mpeduemonm MDEMEeHIWU MORENM Haima KEYECIMB0, KOAUYECHTED WAL YCNOEUR MOCMASKH NENEINHOED FRaK0BON-
HO20 Mamepuana.

2.17 dama uazomoanerun: Jama Hacmynmesus odrod 13 nepasix cmadud Npoyecca U32omoaesus
MEpEUHHOS0 YIAKDE0HYHO20 MAMEPUANa, WU NDOWeCcca YaNoa U, Wil MDOYSCCa OROMYAIMETEH020 BLINYCNE,
komopan Mmowem Seime npedMemonm cosnacosaHun Cnompalumenam.

2.18 ominowenue; Omomynnesue om cmasdapmuod paboved npouedyper (3, 58) unu dedomayrowpe-
20 cmaddapma.

2.19 doxyMedmupodanMan npouedypa: MNpousdypa, HOMOPaR YOManoanens, JoRYMeHMEanbHo
BOpMIeHa, CANKULOHUDOaaNa, aHed0eda U coXpanaamcd @ padoyes coCmOoamLL).

3.20 noamopwan npoaepka; Joxyrenmansyo odropunanyoe nodmeepmdenue [(365) deamanenoc-
MU, PEIYNBMEMOE LU 3anUced amopsid TULO LU @mopod cucmemod.

Mpuseyan e — Yacmen makees npoyecea Rodmaspxdesus Moxem Swmes emopar nodmespadaww an nod-
nucs & X0de MexHOR0SUHBCKOE0 XOHMOORRA, MDoUIsdcMaeHRar ADKyMERMALUA U 3aNUCY 0 kavecmes dNR cepuu, nodnu-
CAHHEE EMODBIM MULOM, U0 KOHMEONs & NOMOLWER 3N8XMPoHEEE npulopoa. Kay npaawno, pesynemamal NOemopHo0
nposeory MOANL CalE5H0MER BMODALM TULOM.

2.27 cpokzodnocmu: MNpednonazasiiil NpedensMeil cpok UCHonNs30aaHLA.

MpuMmevwarur

1 Cu. makse onpedansdue COORA XpaHeHUA [3.56).

2 Smo, wax npaeuno, neprod, § MeVeHUe KOMOE0E0 onudS8m cA, WMo NepsuNHAILD ¥TEN0S0YHAIL MBMEDUER OCMma-
emcA Mpuaodies ONA GCOOMBER0SAHUR & CAYPYAE XDEHEHUA Mpu OnpedeneHyBY FONOSURE, NOCIE WEE0 04 He JonseH
UCNoME308aMECAH.

2.22 abixodwol konmpons: Monsimasus, npoeodusdsie Ha somoaod npodykuuy (3.23) dna onpedens-
HLUA COOMEaMCaus MpefoeaHuAM IMeXHUYSCKUX Yenoaud.

2.23 aomoaan npodykuyuA: Mepeuyssil ynakosoqksil Mamepuan (3.35.1), npowediwul ace cmadul
npouasodcmaa (3.37).

3.24 wadnmewaias npoulacdcmasnHan npakmuka (GMP): MNpouedyper ¥NPaEnaHUR KEYScmaot U
obecneyeMUs KaYacmea, UCcions3yesMele @ npoyecce npousadcdomea (3. 29).

Mpumevwanur

1 Cwu. onpedenssus MOHAMUS « yTDSSTEHUS KEUECMEoMs U s 088cNeyaRye kavecmeds & HCO 30002008 (3.2.10
w321

2 Tpefosanur k Hednexaw el npoussodcmassHol NoakMURe & (hapsmeyeamuvec ol NOOMEILITENHOCMY yoma-
HOANEHS 8 cMandapme no ofecneysHun Keuecmas (o, [24]).

3 Tpedosanur Hednexawed npousdodcmasyHol npasmuny (GMEP) dnR Mamepuanos NepeUuNHON ¥NEKDSKL BEITHI-
USRI, MOMUMD HEAUMLA Nodx0dALea0 REDEOHANE, NoOMBIEHLT o 00opyd0eanun, HENEILE CUCMBME MEHEdRMEHT 8
FAYECMEd, XOMODSA BLTHYASM FOKMPONUPOESHUE ROCH PTANIWE20 UCXodHOED MEMBDNANG, UZE0MOENEHUE, HETUNUE
coomeamomaynw el JoRyMesmMEULY, BLINGIHEHNE COHYMERHO-uaUeruueckuy mpelosanud Ha npouzecdomas, KoK-
Mmpoas Bomogod npodysLuY, 380UCY O DEaNuIBLUY, PACCHOMPERLE XEN0H U CaMOKOHM ONE.

4 Monamur GMP U meryaa Hednexawar npousecdomearyar npakmusa (oG MP) paarcaravrs., Memoduveckye
YHa3gHUA GMP mocm ORHRO SKM YENYILSYIM CA 8 COOMESMEMENU C MEHADLW UMUCA MpefogaHuAMY COBPEMEHROED YD OB-
HA DATSUMUA. 3Mo U RPUEER0 R NOASTEN LI MepMuHE oG MP, xomopeid uhoeds vemors Iyemof. FApMaLUE8M UNECKER NP0-
MBIWNSHHOCME ADEdNonaagem, 4mo ODESHEFELUIL NPURLMANM 80 SHUMaHUE mexyuue GMP 8 ceoux MOCMORHHD
COEE W EHCME YW UXCR MD0EDSMWax.

4
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325 odwopodHocmb, 2oMoseRHOCME: Edunoobpasue anavenud xapakmepucmuk Mameapuana ana
E20 onpedeneHNOS0 KONLUYECmaa.

Mpuwseuadwe— OdwopodHOCME MOXEm eRTAame sduHoofpaiue MamMepUaTos uNy onpedenesHLIx X505/
MBOUCHUY MAMEpUanos ocobol SHEYUMOCTIU.

326 koMmpons 8 npoyecce npouzacdcmeaa: Jedcmeun, npednpUkuMasMbie @ xode npouiaosd-
CMEeHHoS0 npoyecca, dna Nooespky coomeamomaud npadysuuy npeduaanaeMeix ¥ Held MexHUYeckux
mpaGogakiudl.

NpuMedsHUA

1 Ara eainondedus mpeboeasuld K npodpsyuy Mo2pm fompedosameca NROYSCosl MOSUMODUHES U HENadke
cpedoma npoulsadcmas.

2 Honmpone okpyranwel cpeda une ofopydoesHUA MOXEM MAKKE DECCMAMPUSSMEDA K5K YELME KONMPONA &
npoyscce ApoyFecdomaa.

327 nmonyghaBpuwam: Mamepuan dns nepeuyrod pnakoaky (3.35.1), npowedwud HeKoMOopLIg, HO He
aca cmaduu Npousendcmes.

NpumeysHue— Nonypadpukem mpelyem daneredwald ofpafiomad. Rpermde Yeu CMams S0moend mpo-
Ayryuad.

328 oqucmuya AuHUU ¥danedue 60820, WHO CEAZAH0 ¢ Mpedeidylius Moou3eodcmastbIiM YUKIoM
(MpOMBIERS LML),

Mpumeusdwe— Kax Npasunc, CYECIEE FUHLY Npowssodumer do ouwepedwole PpouIEcdcm BEHHOED YURNSE
dna npedomepswerus Mool owelse wiu mepexpecmaoac 2a3pRskeRuR. Kar npasuna, mpelyemcr, umols npouseod-
cmeexHos ofopydoganue (MUHLUA) U coomesmomepowul padounrd pwacmox Sey TOAHOCTTBAY O EHE OM BCEX MEME-
puanos, omxodoa, fpodpsyuy, ofpazgos, doRyMeNmIos ¥ M. 0., KOMODeE Yeronsioganuce & xode npedudyiyasa Mpows-
sodcmasdHosn yuRns, do sse0za Mamepuanos, ofpazyos npodikyuu, dokpMedmos U m. .. Heolxodumel 0Ra HEYans
CREAYR LB ED MPOUIBICM S HHBED HUKTA.

3.29 pazomoeanedue: Boe anepayuu No 3aKynKe Mamepuanos, grayan Mamepuans: dng nepausmod
ynakoau (3.35.1), npouzsodcmey (3.37), ynpaanenuo kavecmaos (3.33), emnycry, XpaHeHu0, peanuiauuy
NOOJYKLLY I CERIAHHLE C HUMU cpedcmeaa WipaeneHus.

3.30 nexkapcmaenHoe cpedemao: MMoboe GEWECMED WL COYSMAaNLE ESecma, npedkazHadyalRoe
Q1A nEYeHUA LU TPOUAaKmuKL ¥ Moden Wil #UEomHaLx.

NMpuMeuysHUA

1 fofos sewecmac Wil CONEMEHNE SEWBCME, BA0AUMOE YENOEBXY WL MUSDMTHAIM ¢ JUSaH0CMUYECHUMU YBNR-
MU uRU QA B0CCIAHOBREHNRA, KOPDEAMUDOBKY WL UIMEHEHUA HUFLON0SUNECKUE [DFHAYUL YEN0EEKS LUTU XUBHMHEX,
mMaxwe pEccMampuasemoA KaR Nekapemastnoe coedoman.

2 Cwm. [24].

3 MexspcmasHHae COSdcm 88 MOEYM MAaKWe HAJLISAMBCA (D E0MELES MUNECKUMY WY NEKEECMAESHHEML NRENGE-
DEMEMLU_ @K YAR Npodyuing, MoAEs DAE0L YOCR KTUHINECKUM UECNed0aaHUAM.

3131 opzanuaayun: Mpyona nuy U cpedcMe C YomakoenesMesiMy 00R2aHH0CITAMU, MOTHOMOYLAMY U
BIALUMOCER2AMU.
CO 8000:2005, 3.3.1]

MlpumeusHus— B HacmoAL eM CMSHOEPME ONSEHLISULA MPAKTYSMCA KAXK KOMISHURA, YIZ0MASNUSSHLIER
Mamepuans ATA MeEUYHEO YNEK08KL.

3.32 nodzomoaka neyamHoso opuzunana: Boa nodzomosumenesHas patioma o nevamu.

Mpumeuanue— Cuods DMHOCUMCR KORLENMYANsHDE pewenye, Jusaly, paduieckos UCMOTHERYE, Denpo-
SPAPUR, MNBHKE, UI20MOBNSHUE TEVaMHOL IopME, WeNKompadaiemMuas NeVams, YU poars hE0ns U WHLGMoaHo G0 -
L.

3.33 2a nepedenamu mexHuveckux mpeboaawuli; Peaynemams UcnNsManul, HE omEeyaruire
mpefosaMLAaM MexHuYeckuy yomoaud {3.57).

3.34 aymcopcuns: BenonHesus GCeso Wl 4acmu npauecca doyaod opsaduiayued (3.3.7).

NpuMedsHye— ApMCOpoutle YASMO Hadkieanm cyfnodordom (cw. onpadenaniue mepwuda aoytfinodgrduug
(6,67 }s).

335 ymakoaoyHbe Mamepuans!

3351 mamepuank dna nepauyHol ynakoeku: YNakosouHee Mamepuans!, Ucnaneayedsis e ghap-
Mayeamuyeckol YRaKoaRe, KOMopas codepmum, eepMeEmUILpKem uil ucnonsayemea dna Sosupoaantosn

5
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npumeHesus Medukamesma uny Haxodumca & HenocpedcMasHHOM HOHMaKkme © NeKapcmasHHbIM
COGOCIMantd.

Mpumewawur

{1 Mpumepamu Msmepusnod AMA MepeUYHOD YISROSKY MOSPM CAYKLME CMERND, DEIUHAE. MTACMMACES, BNMU-
HUL, MAeHKs, (hONLES, CROUCTIED MISCMUK. MONEm VenoNsIoeamMecR CONEMEHUE PATUNHALY MM EPUEN0EKOMTOHEH-
Mo\ (HEMPUMED, WTPULE, 830030RsHEE BRRM0HE ).

2 Hacmorwud cmaddapm pECTDOCMpARASMER MAMKE HE MAMEQUSTE, HAX00RWUSCA & HEMPodomsLIm BnsH oM
AOHMEAME CNSXA0CMEBRHEMU COS0CH 5MU [HEMPUMED, NUMSMKL U LIPS,

3 Ha nepeuvHLE WTSACS0OVHAIS MEMEDUSTE MO2YM HEHOCUMACA NBYAMHEA UHMHODMALUTA WL JeR0pamueHs S
FUTEMEHIT B

3,352 mamepuans! dna emopuynoll ynaxkoaky: ¥Nakogowhsle Mamepuans, He goimynanwune e
KOHTAKT C SKapCMESHHbIM COSACMAnM, HAMDUMED KAPMOMMBIE KOPOoBKL © MEKCMOoM U 583 MeKcma, 3mu-
Kemil, Spounopky Wil arnadeiil [UNy perxnaMEBe nucmel), cbepmiy U KoHmedHeps Ang MmpaHIumHes
MEpeE030K, MAKUS KaK CHIAIHLIE KaDMOHHBE KoOPoEKLU.

2.36 ecnomozamensHisie cpedemea: Mamepuank, cnocoScmeayowue peanuzacun mpoyecca,

Mpumeyaw s — JaHHale MEMEPUANE HE GEMHYEHLT 8 MEXHUNECKYE MPefossHuA K npodyRuud o Moaym
Beme pdaness Moy i do oxosyamenasol ofpafiomau.

Mpuwep — Cpedomeaa, cnocolcmayiyuwe pajbesdy npecc-thopisl, cxamelld soidyx, MexHONOEUYECKAR
MOOKAMHEA CMBIKE.

3.37 npouzsodcmaon: [Tpoueccs!, NpUBcdAWUE K MONYHEHLID MaMEpUanoe AR nepauyHod Yranoasu
{3.35.1).

Mpuwevanue— 3munpoyecces 08pa3y0m NoRHED TpouzsodcmesHHNE D LUK, HAYUHEAR OM NoueMAL ucxod-
Hb(X MANMBOUSN0E, XTONER Nepepalomey, YTEK0EKY U FAXEHUYBAR TOMYWeHLEM Bomoe0d mpodyryLu.

3.38 npouecc keanugurayuu: MNpouyece, nodmespxdamuud crocobrocme BENOMHAME FoManoe-
neHHeR mpaboganun.
[HCO 2000: 2005, 3.8.6]

Mpumeyande— KsanuurayuR o eanudayua {J.64) oxasmolss0m MpoexmMEYo0 KEanUDURALLN, YEMEHOa0Y-
MM MEENUDURSUUAD, HEATUD UNEYLD IYHAUUOHUDOBAHUR, NOUeMO-CcOGMOWHES UCNBIMEHUA HE NpednDUAMUY U KEamu-
HURBLLA IKEANYEMAaYLU, 8 MErXe MOBMOoDHYH KeanuguXs|LUD & noemopHys eanudaywo no Mepge xecfixodumocmuy.
Sma JeAMENEHOCME MOKET MAKNE MPoe0dumecA 0JHOEDBMBHHD NYMEM SpyANUDOBAHLA [MAMPUYHER eanudayun) u
fLfw) PEMPOCTeRmUaHo.

2.39 ynpaameHue KavecmaoM: Yacms MeHeORMaHma KaYScmad, HaNDaanaHHan Ha GeINOMHEHUS
mipefoaanull K Kayecmay.
[HCO 000: 2005, 3.2.10]

Mpueseysdue— Yopasnesue KEISCMA0M GXTONSEM MOOBBOKY LY MBCMUDOESHUE BATOTHEHLA MExHUYeC-
FUX poRoedd.

240 kpumuyecKoe COCMORHUE kavecmaa: [oKazamens, ENUAKILLL Ha KaYeCmes g MepausHol
ynakoexy Mamapuanos (3.35.7).

Mpuesevsnue— Mamepusn, oNepsUUR WAL YCROSUA NpOYBccs, MpefoBanuR £ LCMEMaHLAM iy motdsie dpy-
208 COMMERMCMEYILILE NEPSMEM DL MOZYT DACCMEMPUSSMBOR KEK KPUMENECKTE & CAPVAS, BENU HEBLINMNHEHUS MpEe-
BoasHyl & HUM NoUaadum & Sy 8 cmESHHOM) Yieniy.

3.47 cnywba kavecmaa: DpzanuiayucnHoe nodpaidenatlie, KOMOPoe HECEm OMEEMCITEaHHOCME
3a obecnedysrue Kavyecimea U yWpaenaHue KaYecmao.

Mpusmeyadue— Cnyaia kauecimed MOKEM COCMOAME U3 omdensqux nodpazdenequl no ofecneusHum Ka-
WECITES U YTPEENEHUH KENECEany Wk &3 08H020 NWYA (20)NNal UL & 388UCHMOSTI L OM DEIMBD0S U CMpPEMyDel 0pea-
HUZELULL,

342 wapanmun: Cmamyc Mamepuanes Wiy noodyruuL, UIoIuposaHisi 00 esHecesUR pewetus of
ux Aocnedpowen odofpeslu wiu nocnadyiow el an/Gparoasl.

Mpuesevwsdue— ModrepadmUuHHE ] MEMEDYAR, X8K NOAEWTD, UIGNUDYEMCA (hUIMYECKUM WY UHeM delcm-
BEHHEM CIOCOH0 M.

3.43 peanusayus: OOl mepuut, oxsameeaowul ece Nooueccs, mpedyemuie 4na docmumaHus
HeolxodUMos0 pe3ynemMamsa om NpoasmupoeaHua J0 NOCMAaayy NEodyKLLIL.
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344 comocmaanenue, caepka; Cpaguanue mewmdy ofeMon 20moscd MEodyLuL. MEeofeMUYEcKy u
PAaKMUREEKU SRIMYLLEHHCE LML UCNOMBIWEMO0, & yHemonm NopMansHol aapualuy.

Mpumeuaduwe— Cppsrerye npoeddumch ¢ puemos omxodoes, 06pasyoe o dpyauws MOMEDE, NOUCYLLUX Tpo-
LSCC).

345 eoccmanoenesue: DEpabomea unu noemopHas ofpabomea Mamepuanos Nepauysol ynaKsoexy
4N aENoNHEHua Mpefoaanuld MEXHUYBCKLY yonoaud.

346 aabpanoeanHill: Cmamyc uckodkex Mamepuanos (3.59), ecnoMozamensnex cpedome (3. 36),
nonygrabpukamos (3. 27) uiu somosod opodykyuu (3.23), peaynemame UCALIMaKUus Komopeix He ydoenaenm-
BOPAKNT CONOMY UMY HECKONBKUM MpeGORaHLUAM MEXHUYECKUX Yonoald (3.57) U Komopeie YoimaHoanates
{oberHo crymbol kavecmaa (3.41)) menpuaodHemu 3na UCNoNBEI0EaMUSA.

347 anibpaxoaxa: [Tpoyece yemaHoaNetUua, Sanonlaemsil ofibimso caysbod kavecmaa (3.47), mozo,
YUMo ucxkodMkEe Mamepuans (3.59), acnovosameneHisie cpadomas (3. 36), nonyghaldpuxkame (3.27) unu 2oma-
aan npodysyua (3. 23) venpuzodke N8 UCHONE308AHLUA.

348 noamopwHas obpabomea: [Nogmopasue yacmu MexRONC2UYecko20 NpoLyecta.

Mpumewsdue— MNpodonmeHdus 45CME MEXHON0AYYECKDED MOOUECCE NOCAE MOS0, KAK KOHMPORE 8 NPONECEe
npoussodomen NOKSIEN, SmM0 JaHHER YACTE MDOUECCA HE FAESDWEHE, RENASMCA HODMANBHOL TPEKMUKDD U HE DMHD-
CWMCH K Noemoprod ofpadomee.

349 apxuensie obpazuysr, apbumpaxnsie obpazyel: Mamepuanes wiu somoeas npodyruus (3.23),
Xpavumee Ang Bydyueso coagHeRLA.

Mpuseuadwe— 3my ofpasysar 08eine omBupamea § doCcmamovHoM AOTWSSCITES U ¥PANAMER & onpede-
NEHHEX YCNOEURY 8 Mevekuse 2adaRH020 speMeny MR mocnedy i 830 CORBHEHLA.

3.50 eocaapam: Mpoyecc omnpaaky Mamepuanos dna nepauykod yraxoesy (3.35.1) obpamuo & opaa-
Huzauyuwo (3.37).

351 nepedenka: Jedcmaue, MpadnpuHAmMoEs & OMHOWENLL Hacoomaamemayrowed npodyxlyuu dna
mozo, ymobe oHa coomaamomacaana mpeloaanuam.

MCO 8000:2005, 3.6.7]

flpumensrduye— Copmuposss MOXEM PECCMAMDUSSMECR KaK nepedenka.

3.52 amanuz pucka: CLCMEMaMUYECKoe UCNoNbI0eaMLe uHgoppal Uy Ona BalRENeHUA OTacHOCITIU U
HOMUYECMEEHHNON OLBHKY DUCKS.

Pywosodcmen MCO/MIK 57:1998, 3. 107

3.53 oueHka pucka: Ofwul npouece aqanu3a pucka (3.52) v oyenusakus pucka (3.54).

Pywoeodcmeo HCOMBK 57:198G 3.12]

3.54 oyexuaaxue pucka: Mpoyedypa, CCHOBAHNAA Ha ananuze pucka (3.52) dna anpedenasiua maso,
docmuarym audomycmumel Ypo8eHs DUCKa.

[Pyrxoeodemeo MCOMIK 51:1908 3. 11]

3.550 mewnedxmenm pucka. CucmeMamuyeckog NpUMeHasUe Tonumuky, npoyedyp U NRaKmuYeckux
Memodos Mesedssdenma Jna pewenud 3aday ananuaa, cueHUEaHus, WIpaeneHLus U MOHUWMOUH2a PUCKA.

MCO 14971:2007, 2.22]

3.56 cpok xpaneHua: Nepluod apereny, @ MEYeHle KOMADoao Mamepuans Ana NepaudtNod ynakoeky
{3.35.1) domscHe) coomaemcmeogams mpaeboganusy (MexHUYECKUM YCMOEUAM) TpU Xpanesuw npu anpede-
NEHHBIE YOIIOEURX U N0 LEMBYSHUE KOMOPO20 Mamepuansi He ormsne Uenons308amacs.

MpuMedsdye— Cw Makse cpox 2oduocmu (3.21).

357 mexwudeckue yoroaus: JoxyMadm, yomataanuaaoiul mpefoaatiA.

MCO S000:2005, 3.7.3]

158 cmawdapmuan patovas npoyedypa: CanruuoMuposas+ans JoxyMERMansH0 oopMmeHHan
npouedypa wiy pAd noouedyD, UHCMPFELLGT N0 BETONHEHUI0 DAGDME U UCHLIManud, LCIonNs3YemMuix @ npao-
yecce npowlsodcmaa (3.37) u ynpasneHus.

3.589 vexodwsild Mamepuan: Cripbe, KOMIOMERME!, S8LECMES, UCHoNLIYeMee & npouzsodcmeas
smamepuancs dne nepeuysnod ynakoesu (3.35.1).

.60 emapunbHocmbs: OMCoymMomaUs KuIHeomocobHE Y MUKDODDEaHUIIMOE.

JHCO 1493720049, 3.26]

361 cyBnodpadyus: TpemsA cMopoHa, KOMOQaA BLINOMHAEM HACME LTW §C0 paGomy no L2aomoene-
HUK Mamepuanog 4na nepeuwyrod ynakoeku (3.35.7).
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3.62 ofpaGomka nogepxHocmu: Npoyace, HAMTPaENEHNBI] HA YIPYLWEHUE NOSSDERDCITL MameapLua-
NoE 9iA NEpeuYHOL YTaKoasL.

Mpuwep — Mokpeimue cunukoHoM way Jdpyean ofpalomia SHYMPEHHUX CMEKNRAHALIXY ModepxHocmed,
MOKPBIMUE GHYMOEHHLY WAL BHEWHLY NOSEPXHOCMED CMERNAHHEX KOHMElHEpoE LAY PeIUHOaE X demaned.

3.63 npocheXusademMocmb: BoaMoXHOCTTE NPoCcAedums MoedeicMopuil, NOLUMEMERLE LU MaCiioHa-
xoxdeuue paccMampuaasgiozs ofibenma.

MpumewawuR

1 MpocrexuasaMocm e NDUMBHUTBNAHD K AP0 dyRLUL WOXNEM OMHOCUMECA K
- NPOUCKONDSHL D MEBMEDLUGTOE W KOMITE KM 0 U,

- npedecmopuy ofgalomyu;

- pACNgedaneH U U MECT OHaX0MASHU MpodyXLUY MOCNE NOCM 88K,

2 Bolnacmu memponozsuy npusamo onpadenanue, npueedennos e VI — 1993, nodpasden 6.10.
[HCO B000: 2008, 3.5.4]

2.64 sanudayun: MNodmeepxdenue nocpedomeocs npedcmasnesus obBeKMUSHEX Cceudemenscmes
mozo, wmo MpeSosaHua, npeduaaHaveHteie dNa KonkpemKHo20 Npednonasaemos0 LCNoNE20aaHUA LTL Mpu-
MEMEHLS, BLNTOAHEHEI.

[MCO 20002005, 3.8.5]

Mpuwmevanue— Cu npumeusHye k 3 538

3.65 eepuchurauus: MNodmeepwdesus nocpedocmaonM nNpadomasnequs oSbexmuaHsly  caude-
MEnLCME MOS0 Ya YemManoaneHKse mpefosanus Guinu GaTOTHERE.

MopuMewanur

1 TepMur ¢80 DU EPUHUDO0SAR0 YCMOMEYEm cA ANA 0003HEYEHIA CODMEBsMEm 8FLLE20 CMamyca.

2 Mpu pezpaffomes o APOSKMUupoeaHEy aepudruksyuR npedcmeaanaem colfold MpOLECE Y3YYEHUA pelyRemamos
paccMaMpusasod dEAMEnsHOCHTL C UERBK POMARHOENEHUR COOMESMEM BUR YNOMARYMeT JeAMBNEHOCMY 350 8HHGIM
mpetfoasHUAM.

4 CucTema MeH eo¥MEHTA Ka4eCcTEA

4.1 O6uwmMe TpedoBaHWA

Opradnaagna gomHa paapaboTare, JoKyMEHTHROBATE, BHEODKTE M NOL080HKEaTE B paboyen CcocTo-
AHKMA CUCTEMY MEHEINMEHTA KAHECTEA, NOCTORHHO YNYHWATE 82 eIy NETATMEHOCTL B COOTEETCTEMN C TRE-
GOBAMUAMK HACTOALLETD CTAHAARTA.

Oprasnaayma gomsHa:

a) onpegenATs NPoOUScekl, HeobxodumMele ANA CHCTEMEl MEHEOMMEHTA KEa4eCcTaa, i WX NPUMEHEHKE B0
BCEW opraddaagyn [ 1.2},

b} onpegensTe NOCNeqoBaTeNLHOCTE M B3aMMO0eACTEWE ATHX NPOUSCCOn;

C) oNpegenaTs KPATEDWA W METOoA L, HeodxodrMsle gnA obecneqyedHs peaynsTATMEHOCTH KK NPK OCy-
WEeCTEMEHWK 3T NPOUECCOR, TAK M NPK yIDABRNEHWH WK,

d} obecnedYyBaTe HANWYWE DECYDPCOR W MHQOPMAaLIMK, HEOBXOOUMEE ANA NOOOSPHAHKA ITHE NPOLEc-
COB W MX MOHWTORWHIA;

&) OCYLYECTENATE MOHWTORKHT, MAMEDEHKE, TAM, 08 3TO BOIMOMHD, M aHANKI 3THX NPOUeCcCos;

fl NPUHAMATE ME Db, HEODXOOHMEIE ANS JOCTHEEHWA 3ANNAHKPORAHHLIX DEIYNBTATOR M NOCTOAHKOMD
WIYHLLEHAA 3TUE NpOUeCcCon.

g) oxapaskmepuIoaams caow ol NanumuKy, HaMepeHus u Nadxod K obecneve U KaYecimaa npo-
JyHLLLL

Opradraayva QonsHa OCYWLBCTENATE MEHEAMMEHNT NPOUECCoR, HeoDX0NMMblX NA CHCTEMEI MEHE-
HMEHTA KAYECTEA, B COOTRETCTEMA C TpeboBaHHAMK HACTOALLErD CTaHgapTa.

Ecnin oprasdiaumA pewaseT nepegats CTOPOHHER Opradvaauyiy BeINoONHeHe kakoro-nubo npouecea,
BNHAKILEND Ha COOTEETCTEME NPOOYELMA TREG0EaHHARM, OHa JoMkHa 0GeCne4YnTe 00 CEOSA CTOPOHE ypas-
NEHKWE TAKKM Npoueccom. Bua W cTenexH s yNpagne A NpoLeccamy, NepelasHsIMN CTODOHHAM OpraHMIaLm9-
AM, QOMEHSE Dl Th ONPedeneHsl B CHCTEME MEHEIHMEHTA KaYecTea.
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NMpuseyvaHua

1 YNOMAHYTEIS BRIWE NPOUECCE!, HEOBX0OMMEI2 ANA CUCTEMBl MEHEQHMEHTA KAYECTER, BENK4aKT B ceda npo-
UECCH yNPEENSHYECH0A ABATENEHOCTH PYHOBOACTES, OBECNaYEHHA PECYPCAMK, NPOUSCCR] HHIHEHHOMD WWKNE NPogyE-
UMM, M3MEPEHRA, BHANWIE W YNyHLWEHAA.

2 Mpouscc. NepejaHsHEA OpYroA CPraHWIELNK, ABNASTCA NPOUSCCoM, HeoDXoaNMEl M QNA CHOTEME MEHEBQEMEH-
T& OPraHH3aLMM, HO N0 BeG0pY OPrasMaau iy BENONHAEME M BHEWHER 4NA HEE CTOPOHOW.

3 OfecneqesMe yNpERNEHWA NPOUECCEMW, NEPE0AHHEIME CTOPOHHHM GPTEHM3ELHAM, He ocEoB0E0a8T OpraHn-
33UMKE OT OTEETCTEEHHOCTH 38 CODTESTCTEME BCEM TpeBoBaHWAM noTpefuTensd @ oBR3aTeneHs=IM TpeDoBaHWAM.
Buifiop BMAA W CTENEHKW YTIPAENEHWA NPOUSCCOM, NEPSNaHH LM CTOROHHE A OPTEHM3ALHK, 32BMCWT OT TEKAX () BKTOpOE,
KaK:

8) BOSMOWHOE ENAAHWE NepeOaHHOND CTOROHHEM OPrEHWIAUWAM NPOUECCE HE cnocoBHOCTE OpPraHM3au«ud
NOGCTEBNATE NPOOYKLME ., COOTESTCTEYILLYE TpeloaaHHARM

b} CTENESHs y4ACTHA B yNPABNEHWW NPOUSCCOM, NEPENaHHEM CTODOHHER 0Pra HW3ELWN]

C] BOIMOMHOCTE ofiecnedeHna HeohX0gMMOro yNPEENEHHA NOCPENCTEOM NDWMEHEHWR TpeBosasna 7.4,

[WMCC 9001:2008]

4.2 TpaGoBaHWA K OOKYMaHTALMH
4.2.1 OBwmre nonoxeHUA

LOoKyMEHTALMA CHOTEMB] MEHEIHMEHTA KAYECTEA JONMHA BLNNYATE B ce0A:

a) OOoKYMEHTANLHO OHOpMIEHHLIE IAABNEHHA O NONUTHRE W LEnAx 8 oGnacTu kavectea;

b) pYKOBOOCTED NO KAYSCTEY,

C] OOKYMEHTHPOBAHHLIE NPOUELYDE M 3ANWCH, TPeDYeMsIe HACTOALMKM CTAHZAPTOM;

d] OOKYMEHTE, BEMIOHAA JANUCK, ONPEOENEHHLIE ODradnIauned kax HeobxoguMee el gna obecnese-
HWA e THBHOTS NNAHKWPOBAHWA, CCYLWECTRNEHWA NPOUECCOB W YNPaBneHWa MMM,

NMpusedaHsa

1 TamM,roe s HACTOALEM CTEHAAPTE BCTREYAETCA TERMMH « Q0KYMEHTHPOBAHHAA NPOUEYRE s, 3TO DAHEHEET, 4TD
npoyeaypa pazpafoTada, QOKYMEHTANEHD OROPMNSHE, BHEQDEHA W NOGAepXHESETCA B paSowemM cocToAHMK. OguH
OOKYMEHT MOKET CogepxaTe TRefoBaHmA 0gHoR N« Bonees npoyeaypel TpefoBaHUe O HENWYHK OOKYMEHTHPOBEHHOA
npoyeaypsl MOMeT BuTe pRANHIOEAHD BONas “EM O0HWM SOKYMEHTOM.

2 CTeneHs QOKYMEHTHROBEHHOCTH CHCTEME MEHEOXMEHTA K3YACTES OGHOR OPraHuIaLHNA MOKET OTNUHATECA OT
CTEMNEHW GOKYMEHTHPOBEHHOCTH QRYIOW B 38 EWCHMOCTI]

8) OT pAa3MEpE ONTEHWIEALHMH M BNGA QEATENEHOCTH,

b} oT cNOXHOCTH M B3AMMO0EACTEMA NPOYECCOE;

C] OT KHOMNETEHTHOCTH NEQCOHANE.

3 NokyMesTEUHA MokeT BuTe B nobol Gopse W Ha NRE0DM HOCHTaNE.

[MCO 9001:2008]

NMpumMeusHue 4— QokpMedmupoasHtEe npoyedypal. GHEMoPEYLY No ApoasdeHu peS0ME, Yomsmanul
WenAx npouzendcmas o yIDSenanya, mpeldyeMsie HECMORLUN CMEHIBRMOM,. MOKHD HEZE8Mb cMandapmysmMy paloun-
MU Apousdyoam.

Heofkxodumo SoKyIMeHmMans o oghopruimes obi i nonumuky, HaMapaHud U nodxod k eanudayuu.
4.2.2 PykoBOoOCTBEO MO KAYECTRY

OpradmaaluAa 0om«sa paapaboTaTe M N0 IepHMBaTs B padoquen COCTORHMKM PYKOBOACTED N0 KAYECTBY.,
COAE DM LEE:

a) ofnacTs NPUMEHEHWSA CHCTEMEl MEHEO¥MEHTA KAYECTEA, BKNIOYAA NogpobHocTH M 0BoCcHOBaHKME
MoBblx MCKneoYeHn (1.2);

b) OOKYMEHTUDORAHKBIE NPOLEOYDE, PAIpABOTAHHEIE OMNA CHMCTEMBLl MEHEIHMEHTa KAYECTBA, WK
CCBIMEH HA HMX,

c} ONUCaHWE B3aWMOLeACTEWA NPOLECCOR CUCTEMB] MEHEDMMEHTA KAYECTEA.

[MCO 9001:2008]

4.2 21 Opsanu3ayus Somsna wemyo onpedenums, 8 KaKod cimaneqy Hacmamwull crmandapm npuMe-
HUM K 88 NpOUeccam.

Mpumeyadue — OpIsHUISLIUA MOXEM 0Rpedenyma, OMAOCUMCA A1 HECMORL LS cMandapm ko acel sRmyc-
kgemed npodpsduy (AR asMETeaMUNSCKUN & UHBIY ensl) wni yceRoyumensHo ANR apMayeamuiecsuy gemsd.
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4.2.2.2 Pynopodcmen Mo Ka4acimay ouchiEae cmpysmypy JoXyMesmayul, uenonkayeMod 8 cucme-
MG MEHEOMMEHTE KSYECITEE.
4.2.3 YnpapnenHe QOKYMEHTAMM

DOKyYMEHTE CHCTEME] MEHEIHMENTA KAYECTES OONMHEl ObITh YNRABRNASMBIN. 3ANUCH, NPEOCTARMAMN-
wre coBor cCneuransMsi BHD O0KYMEHTOR, J0MHE BsITe yNpaenaemesan cornacio Tpebosannam 4.2 4.

Ona ocnpegengHyA Heobxodumex COEOCTE YNDARNEHHE 0oMiHa BeiTe paspaboTaqa oKy MEHTHRORAMH-
HaA Npoyeqypd, NpegycaToUEaWan:

a) oduyKansHoe ogofpeHue GOKYMEHTOBE C TOMKW 3DEHWA MX OCTATOHHOCTH A0 BRINYCKS,

b} aHanys W akTyanuaay9e no Mepe HeohX0AWMOCTH W NOBTODHOE opHUMansHoR onobpaHWe JoKy-
BMEHTOR,

c) ofecnevyeHne WOeHTHHEALMK MIMEHEHWA W CTATYCA NEPECMOTDA A0KYMEHTOR,

d} obecnedeHie HanMYua COOTRETCTRYIOLIMY BEDCHA AOKYMEHTOR B MECTAX MX NEMMEHEHKA,

&) oBecnaqeH e COXpaHe A QUEYMEHTOB YETHWMK K Nerso doeH TRDWLMD Y e BN,

f) obecnedents UOeHTHRWUKALWK W yNpaBNeHUe DACCENKOR A0KYMEHTOR BHELLHED NPOHUCHONKISHIA,
ONpegenedHsy Opradniagned Kayk secbxoduMee ONA MNAHKPoBEAHWA H OYHEUHOHWDOBAHWA CHCTEMEI
MEHEOMMEHTA KA4ECTRA,

g4} NpefoTEPALLEHWE HENDEOHAMEDEHHOMD WCNONBADBAHKA YETAPSBWNWY JOKYMEHTOR M NDHMEHEHWE
COOTRETCTRYHIMLEH MARHTHDMEALMA TAKKY A0KYMEHTOE, OCTARNEHHBEX AN KAKWY-NHE0 Lened.

[MCD 2001:2008]

4.2.3.1 Opeanusayus donmwHa yGedumscs @ Mo, 4M0 UIMEHEHUA 8 JONyMEHTIaX aHANUIUDYHNTICH U
ymeepxdaomes nubo nepawyHcd coznacumensHod uHecmasuuel, nubo dpyaol HasHavasmol uHcmanuued,
LMeowed docmyn K coomasmomaiowied texodwol bkibopMaluy dna oBoCHOSAHUR CROLX DelleMHUD,

4.2.3.2 Opzanuzayus domasa onpedenume coOK XDaHerUua yomapeailux KoMmponupyeMeix JoKymMen=
moa fom. marowe 4.2 .4 8).

4.2.3.3 [pu ucnoNs3caanull Ha JoKYMEHMax INEKMPoHEER Na3NUCe U oML QOMTKHE! KOHMPONUDOEEM b=
cA dng obecnayanus Be300acHoCTIU, INEUEANSHMHON NOJNUCL M pyKU.

4. 234 Vipagnekue doxyMeRmanMy domwHe armodams OGHOSHAYHYI0 UABRMUBUKaLUN (Hanpuep,
HazeanueHomep doxyMerma, 0ama BeINYCKE U HOMED CmpanuLsn).

4.2.4 ¥Ynpapnedwe aanucasmm

3anucu, YyCTaHoBNEHHEE ONA NPeqCTaBNe WA CEMASTENECTE COOTEETCTEMA TPEGOBAHMAM W pEIYNETA-
THEHOM Y HELMOHKPOBAHWA CUCTEME MEHETHMEHTA KA4ECTEA, O0MNHKHEl HAXOOWTLCA NOG YNPABNEHHEM.

CpraHuMaauma OOMeHa YCTAHOBHTE OOKYMEHTHDOBAHHYIO NPOUeOYPY ONA ONpefensHuA Cpeacts
YNpaBNEHKA, HEOGXOOMMEIX ONA MOEHTHEWEALMA, SpaHEHHA, 331WTE, BOCCTAHOBNEHWA, COXPAHEHMA K
MIBLATHA 3aMKCe.

3anucu QOMKHE OCTABATLCA YETKMME, NEMKD MOBHTHOWUMPYEMEIMKA W BOCCTAHABIHEAGMEIRA.
[MCO 9001:2008]

Mpuweyanue— KIsgnucrid omAccAmes deHbsle 0 Npowssodem e cepuy npodykyil. & Makke doyeUe 3anucu
O HEWECMEE, MAXW8 K5H DMYBMs: 00 OMKTOHEHURR U UccRed0SaHLILL

4.2.4.1 IneRmpoHHEe 2aNUCH NOANEMEM MAaKaM) e ypaanesUn, xomopos mpeSyemch dna dpyaux
3anuced (cu. 4.2.4u 7.5 2.59].

4.2.4.2 OmdensHsie 3anucy donwssl Gbims YSMEUMU, HECMBLIBAEMEIMU, BLIMONMEGHHEIMU COa3Y M
MOCTE GhiNOMHEHLA JeamensHocmy (8 nopadike asnonHexua pabom), JamupoeaHHLiay U ModnucaMHbidL
nuyow, denaniiun 3anuces. Monpasnesun 8 sanucax donwHe Baime damuposanHbMy, NONUCIRHEMU U
COMDOEONMISEMEMU DAILACKHENUTMU N0 Mape Heobxodusmocmu, ocmaands pazbopuugod NepeoHaYansHyo
FANUCH.

4.2.4.3 Opeanuzayus donxsa onpedensdmes ApPOYecck U NMokazamenu, aawmee Jna obecneyesus
kavecmaa, 208 dna exnycka cepuu mpebyemes deolwan npoeepka. Mpu nposadequy aNeKmMpoMMol Npoaen-
KU 310 onEHO GbiMb Y8mMEC onpademaro.

4.2 4.4 Kawde)l aman v nokazamens @ npoyecce npouieodcmaa u ynpaanesus, eaxnsl dng obecmeqye-
HUA Kavecmeaa, domxes Beme wdenmughulupodan u nodeeperym deolnoll NposEpKe.

4. 2.4.5 Oma kawood cepull MepEuyHbix yaKosouRBsY MamepUanose op2anusagus JomaHa Cocmaaname
U BECMU 3aNUck, KOMopas obecneyuaasm NpocnexueaemMocme (oM. 7.5.3) u anpedensem Konu4ecmen npo-
uzgedeHHod NpodyryLIL U KOAWESCTE0, YmaepsdenHoe K peanu3auuL.
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4.2 4.6 Opzanusayun domsna onpedenams ma Nokasamenl doxyMesmadgul Mo cepul. Komopsig nod-
nexain eepudburkalyuL.

4.2.4.7 Hokyrdermalus no cepul Jonsna SelMe @eplbUiup0aans U WineepwdeHa.

4245 Beoe 3anucy, KacawwUuecs uI2omoaneHus, ynpaaneHus, ucneimanul, pacnopadensnus U pac-
credogasud, donsHel COXDAMAMLCA & MeYenue, No Kpadnel Mepe, NAmMU Nem ¢ damel UIS0MoanaHua wy a
MEYeHLE COoKa, COSMACORANNOS0 C Mompabumeanan LTy, no Kpainel Mepe, @ mevesue odnoso 2oda nocne
UCMEYEMLA COOKS 200HO0CTIU NEDELYHBIX YAKDEOYHEX MAMEDUAN0E, YOMAHONTEHHO20 OP2aHUaYUSH, ecnu
Hen unoll Ao2oe0paMHOCMU € Nompedumenes.

n pPUMEWEHUE — Mowxem nampa-l:iaﬂ&me.an CoxpanfaHue sanueed o NEpEUNHLLY ¥RrakosdYHLIy MEmaplanax
do koHya cpoka EDEHEHUR NerapomeeHaoad cpeﬂtma&. KAK 020d0peHo nompedumenss.

5 OTBeTCTEEHHOCTE PYKOBOOCTEA

5.1 OBRiaTeneCTEA PYKOBOACTEA

Briclues pyrosodcTas AcnHHo obecneqMeaTs HANWYHWE CEXMOSTENLCTE NEPUHATHA CBOWX obRIaTenscTe
no pazpaboTke W BHEQPEHHIO CUCTEME MEHEOHMEHTAE KAYECTEA, 3 TAKME NOCTOAHHOMY YNYYWEHHIO e
pEIYNETATHEHOCTH NOCREICTROM:

a) QoBegeHWA 00 CRedeHHA NepCoHana OpraHkaanty BaKHOCTA BRNoNHeHHA Tpebosari noTpebuTe-
ne, a Takse 3aKoHo0aTeNsHeX 1M obazaTensHex TpeboBaHKi;

b} paapaboTkn nonuTHKKW B obnacTy KasecTea;

¢} obecnedexua paspaboTii yenei s obnacTv Ka4ecTea,

d} NpOBBOEHMA AHANWIA CO CTOROHL DYHOBOLCTES,

e obecnedyeHMA HeobXoOHMEIMKY DECYDCAMM.

[HMCO 9001:2008]

5.2 OpuenTaura Ha noTpeSuTens

Bricluee pyKoBOOCTED OONMHO o0eCneYrBaTe ONPEQEneHUE U BenondeHwe Tpeboeamull noTpebuTe-
nel 4ANa NoLIWeHnA UX yaoeneTeopeHHocTH (T.2. 1 8.2.1).
[MCO 9001:2008]

5.2.1 NMpoeepru, npoaodumsie nompedumeanam

Opeanuiayus don¥Ha paipeluams nompebumena uny e2o0 npedcmasumenam (10 B3auUMHOMY Co2na-
CL) NpCECUNs TpOSeDKU JIMR AHANLIA CUCTMEME! MaREdRIIEHTIa KEaYECmEs.

CeorosHble mpafogadus Nompeiumens K 0p2asuIaluy Ceasadt! ¢ MpLUeMIEMEIMU MPOUIE00CTISEHMb-
MU BOIMOMHOCITIAML, KOMISMaHMHEM U MOdS0mMOaneHHEM MeQCoHAN0M, NDGUECCaMU, NpedHaanayeHHEMU
dnA afecneveHud 5e20MacHocmu MpodyKyuy o OMCYMoMmEUa NEPeKDEciMo20 IG2DAIHEHLA, & MaKKE OO CT0-
COBHOCMBM MOCMOAHME ShiNYCKaMEs NOOQVELUK, OMBEYSWYID MEXHUYECkUM MpefoaaHuamM Nompebu-
Mand.

5.3 Nonvtuka B obnacTn kKavyecTea

Bricwee pyKoBOACTRO QOMEHO 0BECN8YHBaTE, Y4TO0E NONKUTHEA B 0BNAacTH KAYecTea:

a) COOTEETCTEOBANA WenAM OpraHuIanM;

b) exnicyana s cefa o6AIATANRCTED COOTRETCTROBATE TPEGOEAHMAM M NOCTOAHHO NOBRILIATE DEIYNE-
TATHBHOCTE CHCTEMB MEHEIMMEHTA KAUeCTEA,

C) Coagapana ocHOBR ANA NOCTAKCBKM W aHanKaa yenel a8 ofnacti kadecTea;

d) Geina goBegeqa 00 CEEOEHKA NEPCOHANA OPraHKIALMK ¥ NOHATHA By,

&) aHANUIKMPoOBANACE HA NOCTOAHHY K NPWIOOHOCTE.

[HMCO 2001:2008]
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54 MnavupopaHwe
54.1 UenweobnacTv KayecTea

Bricwes pyHoBoOCcTEC ORraHMIaALMM 0NKHO 0RecneykeaTs, Y4Tode uany B odnacTy KadyecTea, BHM-
YaA HEo0XOOUMEE 07 BRINCNHEeHKA TRe0oBaHKWA K NpoayEu9u [7.1, nepeducnedre a)), Gbinu yecTadoangHs
B COOTEETCTRYHIWWY NOOPaITENeHWAX M Ha COOTRETCTRYIOWMY YpoRHAY opradxsaunn. Leny & obnacti
KAYECTEE Q0MHHE BuiTh H3IMEDUMEIMK U COTMACYEMLIMK C NONWTHECH B oBnacTuk kadecTea.
[MCO3001:2008]

5.4.2 NNanKWpoBaHKe COINAHWA H PAIBWTHA CHCTEME] MEHEOMMEHTA KAMECTEA

Bricles pykoBogCcTES O0NHHO obecne4ueaTs!

a) MNaHWpoBAHKWE CO3ZaHKd, NOASEDMaAHWA W YNYYIWEHWA CHCTEME MEHEHMMEHTA KadyecTea AnA
BbiNoNHeHHA Tpebosamai 4.1, a TaKHe ANA OOCTHHKEHWA Lenai B obnacTi KasecTEa;

b} coxpaneHye uenoCTHOCTH CHMCTEMEl MEHEAKMEHTA KAYSCTEE NPW NNAHKDOBAHKA W BHEADEHUH B HES
HIAMEHEHHA.

[WCO 2001:2008]

5.5 OTEETCTEEHHOCTL, MONHOMOYHA W OBMEH WHGOPMaLMen
5.51 OTRATCTEEHHOCTEL W NOMHOMOYHA

Breiclles pyKOBCOCTEO JOMNMHO 0GECNeYHBaTs ONpEqensHye W QOBEaEHHe 00 CoeaeHWA NepooMana
CPTEHM3AUKN OTBETCTEEHHOCTIA M NONHOMOSAEA,
[MCO001:2008]

5.5.1.1 Opeanuzayus domsna aecmu mekywive ofpasue (oM. 4.2 4. ) nodnuced omesmcmaaHHbix AU,
Pexomexdyemca uMems nepeysu nodnueed o (unu) uwdensmuukanyuonnee Nepeysy Gcesn mepcoNana, npo-
SOJALEE0 NDOBEDKY LWL NOSMoLHEE MPOEEDKL JManos Npouecca, cpedome yrpadanesus @ xode npoyecca
um. m

5.5.1.2 Cnyxbel kayecmea, OmesyaioLle 38 NpUHAMUES DeLUBHUL, GaXHEX ONA cbecneyesus kayec-
maa, donwre oAnadams NOAHOMOHURMLU FO MEUHAMUW MaKUX DELSHULT HEISELCLMD M TpoUIa 00sMaaHHEX
Mpoyeccos.

5.5.2 MNpegcrapuTens pYKoBOACTEA

Briclwese pyKCBOOCTEO OCMMHO HAIHAYWTE NPEACTABMTENA M3 COCTABS DYKOROOCTES OPraHWM3auun,
KOTOPBIA HE3ABWCKMD OT ODYIHX 00A3aHHOCTE R GOMHEH HECT OTBETCTEEHHOCT L M HMETE NONHOMOHHA, pac-
NpOCTRAHAMLWECA:

a) wa obecnedvedue pazpaboTin, BHEOPEHHA W NOQOSPHAHWA B patodYem COCTOAHWMK NPOLSCccos, Tpa-
DyeMblX CHCTEMON MEHEOMMEHTA KAYeCcTea;

b} HanpeacTasneHye OTYETOR BLICIUEMY PYKOBOACTEY O PYHEUHOHWDOEAHHK CHCTEMEl MEHEOMMENTA
KAYECTES M HEOEXOOHMOCTH 22 YIYJLLIEHHA,

C) Ha COOQEeNCTEME PACNPOCTRaHEHMID NOHKUMaRKA TpeborakriA noTpeduTenad No BCel OpraHM3aLmiA.

n PUMBYNBHHWE — B oTEeTCTEERHHOCTE NPEOCTIEATENA PYECECOCTEE MOMaT fsiTe BENHMEHD NOOASPHAHHE
CBAZH C BHEWHNMM CTOROHAMA NO 20NPOCAM, KECANLWWMCA CHCTEME MEHEOQEMEHTA Ka4aCTeE.

[MCO 8001:2008]

5.5.3 BHyTpeHHWA 0BmMmeH MR opMaumen

Beiclwes pyKoBOOCTED A0MEHO 0BecneyMBaTs YCTAHOBNEHWE B OPraHHIaUmMK COOTEETCTEYIOWMX Npo-
yeccol obmeda WHGQOopMaUWeR, BENKYEA MHEOOLPMALUWD, OTHOCAILYIOCA K PE3yNbTATHBHOCTH CHOTEMbI
MEHEIKMENTA KSUECTES,

[MCO 2001:2008]

5.8 3.1 Mpasuna GMP, onucanyeie 8 HaCMoRWeM cmandapme, U HopMamuanse mpeboaanus donwHe!
no Mepe seobhxodumocmu dogodumecs do ceedenus kaxdoao YDoaHS DPSaHUuIayLUL.
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5.5.3.2 Beicwes pywoeodcmeo donwHo GbimMb CEOSE0EMEHHD YEEI0MAGHD O CUMYIULAX, KOUMLUYHEX
dna cbecneYeMun Kadecmeasa.

Mpumeyadue— KNpudepad RDOYSCCOs 06MERE UHDCDMALYE D OMHOCAMEA e, KOMODAIS KACEHNMER cima-
Ha UHBODMALUEd 0 FOMUMYKe 8 ofBNacmu KaYECTea, AHANUI0E CO CMOPONE DyR0&cdcntea, DenyEMAMOd SHYMEEHHUX
APOSEN0K KENECMAES U KOPPEXMUDYIOWUR 4 npedynpesdanuwuy dedomaud.

5.6 AHanWa co cTOPOHLI PYHOBOACTEA
5.6.1 OBuwme nonoxeHUA

Briclige pyKOBOACTED AOMEHO AHAMNWINDOBATE YBDEe3 3aNNaHHPOBAHHBIE WHTEDBAN BREMEHK CUCTE-
MY MEHEIHMEHTA KAHECTES OPraHyd3aL3K B LenAx 0GecnedyeHia 88 NOCTOAHHON NDUIoOHOCTH, NOCTATOY-
HOCTA M PE3YNETATMBHOCTH. 3TOT aHanua JoMMeH BXmo4aTs 8 colA oUeHKy BOIMOMHOCTER YNYHLWEHUA 1
NOTRE0HOCTH B MIMEHEHMAX B CUCTEME MEHELMMEHTE KA4ECTEA OPraHdn3ayy, B TOM HHCNE B NOMUTHEES W
Uenax B 0GNacTy KavecTea.

danucuk ol aHannae co CTOPOHE PYKCBOOCTEA AOM#HE NOOOSMHUEATECA B pabodyem cocToRAHWM (4.2 4).

[WMCO 9001:2008]

5.6.2 BxogHsle gaHHLe ONA aHaANK3a

BrogHee JaHHBE ANA SHANW3A CO CTOPOHLI PYHOBOACTEA JOMMHE BEMKYaTE B cB0A CNenymowy
MHOPMALMIO:

a) peayneTaTkl ayQWTOR (NPOBEpOK);

b) obpaTHy CBAZL OT NOTPEBUTeNne:A;

c) PYHEUOHMPOBAHWE NPOLECCOR M COOTESTCTEME NPOOYKLIMM,

d) craTtyc npegynpexoariiUME W KOPDeKTURY WKW DEACTRHA,

&) NoCnenyrwmwe 0eRcTEMA, BRITEKAIOWME M3 NPaIMOY LML SHAMNWI0R GO CTOPOHE PYKCBOACTRE,

f) MAMEHEHWUA, KOTODBIE MOTNH Gkl NCBNKWATE HA CUCTEMY MEHEIMMEHTS KAYECTES,

0] peHOMEHOAUWH N0 YNYHLEHW.

[MCO 2001:2008]

h) pesynemamuerocme NOJ2omoGKL.
5.6.3 BuixogHbie AaHHLIE AHANKIA

BhixoOHbe OAHHEIER AHANWAA 0O CTODOME! DYEOBOOCTES OOMHb BRMIOYATE B Ce0A Boe DELIEHWA W
OeACTEMA, OTHOCALLMECA:

a) KNoBbLILUEHAD DEIYNETATHBHOCTH CHETEME! MEHEIMMENTA KAYSCTREA W &€ NPOLSCCoR,

b)) EynyQweHIo NPoEYELAE No OTHOLWEHWED K TDED0BaHKAM NoTpebuTene:

c) knoTpebHOCTH B pecypcax.

[MCO 2001:2008]

6 MeHeaXMeHT pecypcos

6.1 OBecnevyeHue pecypcami

CJprasyaagqa JonsHa onpegendTe M odecnedyneaTs pecypckd, Tpelyemsie:

a) OnA BHEOPEHHMA W NOLOEDMAHWA B paboUYen COCTOAMMH CHCTEME! MeHEOMMEHTa KAYECTRA, a TaKe
NOCTOAHHOID NOBBLILLEHWA 82 De3yNETATHEHOCTH,

b onA noBRWEHWA ¥ GOBNSTEODPEHHOCTH NOTREDUTENER NYTEM BRINONHEHWR WX TReBoRaHWA.

[MCO 2001:2008]

6.2 YenopeyecKHe pecypchkl
6.2.1 OBuwmue nonoxeHA

MepcoMan, BRMNONHAKWMA paBoTy, BNHAIOWYK Ha CODTEBETCTEME NPOaYKUMM TpeBoBaHnAM, DOMKeH
BilTh KOMNETEHTHEIM Ha OCHOBE NONYYeHHOrD oOpaloeEaHA, NOAroTOBKK, HABRIKOE M ONETA.

n pHMedyaHHe — HacoOTEETCTENE NPOOYKUWA TFIE'E{IBEHHFIM NpRAMC WNKH KOCESHHD MOKET BNWATe NepcoHan,
Bl 11011 A KLY W A ﬂlDﬁ}'lCl FIEEDTHI' B EMEAY CHCTaMEl MEHaQEMaHTA Xa4BCTRA.

[WMCC 9001:2008]
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6.2.2 KoMNaTEHTHOCTL, CCRBAOMMNEHHOCTE U NOArOTORKA

Oprasnaauna fomsHa:

a) onpefenaTe HeohXoaMMyK KOMNETEHTHOCTE NePCoHANE, BRINNHANWErD padoTy, KOTOPAaR BNUAET
Ha COOTRETCTEME TpeDOBaHWAM K HAYECTRY NDOaYHLHH,

b} roe aTo BoaMONHO, 0DECTEYMBATE NOTOTOBKY MM NPEONPAHMMATE O4PYTHE QERCTEWA B LeNAX 00c-
THHEHWA HEOOXOOWMOR KOMNETENTHOCTA,

C) OUBHWBATE PEIYNLETATHEHOCTE NPHHATEX MER;

d) cfecredyneare OCBEAOMNEHHOCTE CRORMD NEPCOHana of akTyansHoCTH M BaMHOCTIA M0 QeATenNk-
HOCTH 1 BENANE B ADCTHMEHWE LEned o ofnacTy kasecTea;

2} noafepwKeats B padodYeM COCTOAHMK COOTBETCTBYIILME JanKWck of ofpaiosauny, NoaroToBKE,
HABLKAN 1M onuiTe (4.2.4),

[MCO8001:2008]

6.2.2.1 OfyweHue GMP

6.2.2.1.1 Jonwxwo peaynapRo Aposodumecs QonNomHumensHoe obyYesle, KOmopoe aKmoyasm ocee-
doMreHHOCITE o Jelcmeyiowlx npaewnax GMP v ecex npoyedyoax U Memoday, KMopaie DRAILIGIMNT BITLR-
HUE Ha Ka%ecmen Npodyriun U cucmany Menedmelma ravecmaa. Takoa ofydYente Jo/maHD OXEamMbIaaTh.

a) pUCK 3apamesUus u NepekpeciMyosn Ia0aMeHUA;

b} nomeHyUanEHKe aNacHocmes JNA KOHEYHO20 NONLIoEaMEeEnaNayuesma & CiyYas Japaxetus npo-
dpkuuu;

¢} enuanue molsix CMEToHeHUD Om yemaqoanedtbix npoyedyp, NECUeccos WL MEXHUYBCKUX yono-
AU HE KSWECTED MDD YELLL ROMPEELITEA LU KOHEYHA20 MoNLI0EaTEIA.

6.2.2.1.2 Cnedyem ydename ocoboe aHUMaNUE MOJ2omosKe Mepoonana, Ianaimos0 U32omosnesuem
CMBPLITEHEIX KOMITOHEHITIOR LU KOMITOHEHMOE, NOSeap2aiowLXca NocHad yowel CrepunuIauin.

6.2.2.1.3 Jonwno Geimb 0p2asLu208aNo creyUiansHoe o8yYaHue MUkpoSUoNoZUYecKoM) Ja2DAIHEHUN
U 3320AIHEHID SACITILLEMU U NOMeHLUANEHOMY DUCKY MAaxo2s 3azpA3HeHud Ana nayueHma.

6.2.2.1.4 C onpedenenqoll nepuoduysocmess dJomsHa npoeodumecs donanHuimensHas nepanodao-
MoaKa.

6.2.2.1.5 Jonkwa Gbime Op2anuIcaana NOJZOMOoaka peMaloas NepCoHana umy od Jdamker Haxo-
dumeca nod HabmodesueM PoJ20mOoaneHHD20 NULAE.

6.2.2.1.6 MNpu kalime KOHCEALMaRMod SN KOHCKILMUpoEaHLT N0 80Tp0CcaM kaYecmea Jonken aec-
IMLUCE WPHE LX Keanudurayul 1 6ud08 OKashIBEEMEIX YOTYE.

6.3 WHdpacTpyrrypa

Oprasnaaywa 0onxHa onpegenaTs, oGecnedrMeaTs W NOOO8p#MEATE B pabodyenm cocToRHWM whdpa-
CTRYKTYRY, HeoBXoOuMy D ONA JOCTHMMEHWA CODTRBETCTRMA Tpebosanuam K npoaykudu. MudpacTpyktypa
BMOMET BEMICHATE B Ce0R, BCH NPUMEHHMO:

a) anauuA, pafodes NPOCTRAKCTEO M CBAIAHHEIE C HYMM CpedCcTEa TRYAA,

b} cbopygosanse ONA NPOUSCCOR (KaK TEXHHYSCKHE, TAK M NPOrpamMMHLIe CpeacTeal;

c) cnysBe oBecnededna (TAKHE KAK TRAHCNOPT, CEATL WNH MHRODMALMOHHEIE CHOTEME).

[MCOS001:2008]

6.4 MNpowapoacTEeHHan cpeaa

Opradnaaura 0oMKHa coagaeate NPOM3BOACTEEHHYID CREaY, HEODXKOQMMYI0 ONA GOCTUAEHMA COOT-
BATCTEMA TREGORAHWARM K NPOOYKLMIA, M YTIDEEMATE 810,

n PUMBEBEYBHHWE— TE'FI MHH «NPOUIBCICTEEHHARA CPE0 8 OTHOCHTCR K YCNOBMAM, B KOTOPE X BENONHRAKT FI-EGIII--
Ty, BENKYEA DHIAYSCHAS, SRONOTAYSCHES W OPYre PaETORE (TAKWE K3K Wys, TEMNEPATYRE, BNAXHOCTE, OCEEWEH-
HOCTE AW NOrOaHEE YCNoBAA ).

[MCO 8001:2008]

6.4.1 Tpeboaawus x npouzaodcmeennHoli cpede

6.4. 1.1 Opeanuzayus donkHa yomanoeums doKyMEMTIUDOEaRHEIE MPEBoeanUA N0 oxXpane 200006kA,
yucmame, sdexde U KoHmMpomo Jocmyna NepooNana, BCiy KOMTaKm Mexdy MakumM NepcoHanoM U Nepauy-
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HEIMU JRAKcESYHBIMU Mamapuanasy unu npousacdcmasHHol coedoll MoXem HE2amuata ompasumsca Ha
KAYECTIEE MEPEUYHELX YITAKOROUHEX MAMEDLansa.

6.4.1.2 Ecnu yocnosus npousscdcmeennol cpedel MOSYT OMPULEaMeTsHo CKaIamec Ha Kxavyecmee
NEQaUyMLX YTaN0e04YHbIX MAMEepUanos, opeanusauus domwHa onpedenums Coomeememaywue yenoaus
npouzeodemeetHod cpedsl U pazpafomames CUCEMY 110 UX DE3¥NEMaMUEHOMY MOHUMODUHEY U KOHIMPOMS.

6.4.1.3 B cnywae veobxodusmacmy domwksl Geime cosdansl U doKyMeNmUpoaaisl CIeLUaTEMBIE T
BUA 10 HOHMPONUDOEIHLID JAZDAIHEHHENX LAY TOMEHUUENLND I82DAINEHHEIY NEPEUYHEIX YRAK0S0YHLIX
Mamepuanos, ymobs Apenamcmacsams 3a2pAIHeHU JD YUK NepaLYHEX YTar0a8ouMHLx Mamepuanoes, npo-
uIsodcmeesol cpeds LML MepCorana.

6.4.2 Knaccudbukayus YUCmisIX I0H/YUCITILIX TOMeWjenu i

Hucmeie 30REFIUCTIEE NOMEWEeRUA JonkHE Knaccugduyupoeamecs 6 coomaemeomaul ¢ MO0 14644-1
U domkHbl KOHMDONUOOEaMECR/UCAONEI0EaMECA 8 coomaemomany ¢ WCO 14644-2 WCO 146443 u
MO0 14644-5 unu ux IHBLEaNSHMoOM.

OmuocumansHo NpoeKmUpogasus, cmpoumanscmas u eenda @ dedcmaus YUcmes MoMaerud oM.
MCO 146442 4 HCO 14644-4.

MoRumoputz MoOXem ocyLUecmenamesc 8 coomeemcmeun ¢ MCO 14688-1Tu MCO 14698-2,

6.4.3 ¥npaanewue puckos 3a2pAIHeHun

Opzanuaauyus dormena onpedeniims U yNDSanams DUCKSMY BOIMOKHOS0 TG2DAIHEMUA NeDaLYHLX FiTa-
HOGOYHELX MAMEDUANDE, HANDUMED.

a) NU4HaR sUZUEHA U cocmoAHue 30000esS,;

b)) nuyran odewda, IDEEIUDHEES LUA0ENTUR, KTHONER NUDCLREL, U KOCMEmuKa;

) kypesue, @da, Wesganue, NUMee U TUYHEE MedUKaMeHmel,

d) nepepabomya U yMunuIanus omxodoa;

&) MUKpOGLOIOEUYECKOE 38E0AIHEHUE.

6.4.4 Bopsbacapedumenamu

Hoawna Geime peanuioaaka pesynsEmamuanan npoepasma 1o Gopele ¢ epadumenamu.

6.4.5 BocnoMosamenbHibie CaymGii

5451 Beoe unmeHepHBIE CamU (HanpusMen, eoadyxo- 2a3o-, Napo-, aodocHalxanue) donmme Seme
OUSHEHE HA NDedMEm B02MOMHOS0 ANUAHLA Ha KAYeCMEan NepEUyHEN YHaKoaoyH X Mamepuanos U modsix
CAAIARHEIY & HUMLU pUCKDE. JomHsl GBCMUCE 28MUCU NpOSo0dUMoD oLieMKL fon. 4.2.4).

Mo ouesre JOMMHE LCIONLI0EaMECA pyEL e MUdKOCMU (HAMDUMED, CMaI0UHLIE KUdKOCmU, oxnaxda-
HOLue ¥UdKoomu, 2U0paanUYeckie Macna U m. 0.}, Komopsie MO2Ym Gomynans @ KoRMAaKm ¢ Mepeuy s
YIAKOBOHHLIAU MAMBDUaNaMU.

B aaaucusaocmu oim puckos domsna Beins pACCHMOMpeHa 803 HOCITTE UENOML 308aHUA MULLEaE X RUd-
Kocmad.

6.4.5.2 Qomwser Genme npedycmompetsl COOMAESMCMEVOWUE EHMWTALUOHHEIE U BLIMAKHES CUC-
Meiis 8 capyas ReofxaduMocmu ANa CeedaHUA K MUHLIMMY DLCKS 3a2pAsnesuA. Dcoboe auuMakue cmedyem
yOBTAME CuCMamMaM PeuupRyMRLLL Boadyxa.

6.4.5.3 Ecou aoda gcmynaem & HenocpedcmasH e HOHMEKT ¢ NEQaUYHLIMU YaNDE0YHEMY Mame-
LUARSML WL UCKOOMEIM MAMBPLUANoM WL UCNans3yemcd dna Memsa ofoppdoeatus, KoOHMaKmupyoweso
¢ npodyxyued, Hecbxodumo onpedensme U KORMPONUPoEames &8 Kavyacmaao.

6.5 PaSomel no mexHuvyeckomy obcnywuaanug

8.5.7 Opeawusayus JomwHa esipabomames JokyMeNmUupodanHsie mpeboganua K MexHuyeckomy
OOCAYMUBaHUIID [HAaNOUMEE, 8 IMHOWEaHUL MEXHINOSUNBCKLY NpOYECccoa, cucmen U obopydoaanun), kozda
Npoacdumele paBome WL Ux OMCYMCMAUe MOy OMPasumecs Ha Ka4ecmee NpodyryLu.

6.5.2 Cnedyem ascmu yyem padom o mexHUYeackoMy oScayuaanLio.

§.5.3 Opeawuzayus domwka obecnedusames UcnoneI0eadus, sxcniyamauuw o noddepwanue a
HoMRHOM COCMOAHULY UHIBDACMOyRMY D 8 COmaamoemeuu ¢ npasunamu GMP u o uabexarue 3a2pAIHEHUR
NpodyKUUL (GHMOYSA KOMMPONs BIESWLSHNEX YACMUL U MUKpoBSUONosuYeciktl KoNMpons @ cayvas Heobxo-
dumocmu).

6.5.4 KoMibomepuslipogasHsie cUCmaMbl, KOMopLie MO2ym OKa2s/EaTs aNUAHUE Ha Ka4Yacmen nap-
BUYHELX YWTAKOSOYMEIX MAMEepuanos, JomsHs Ssime 0cHaWeHE JoCmamoyRsiMy coedcmeamy KoHmMpona ona
ofecnedeHUR MONMAENKE, IKCINYAMauyLUL, MeXHUYecko2o cBCNyNU8anus, BHECEHUA UaMexarUd U Geaonac-
HOCML.

§.5.5 Heoofixodumo aacimu KOMITSKnT MexHuseckod donyManmayuy no cbopydosanum U yomaHoeKam,
UMERILLLM BERHOS SHaYedLe AnA ofacnayeHus kavecimnaa.
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7 Mpouecckl MUIHEHHOMD LUMKNa NPOAYKUMK

7.1 MnavupoEaHKe NPOLECCOD KHIHEHHOTD LHKNA NPoAYKLHK

Opradnaaya 0onxHa NNasvpoBaTe W pa3padaTelBaTe NpoUECCH, HEobXoguMEE ANA obecnedesnn
HMHIAHEHHOMD LKKNa Npoaykusy. MNNaskmposadKe NPoUecooE MUAHEHHOMD LHMENa NPOoaysLMK JonsHo OeiTe
COMACOBAHD C TREGOBAHHAMK K ADYTHM NDOUECCAM CHCTEMEl MEHEONMMEHTA KayecTea (4.1).

Mk NRaHWPOBAHKA NPOUECO0E MASHEHHOMD LWEKNE NPOayKULWE ODTaHKIa0KA O0MHHE YCTAHOBH T 0.
XOOALKM AMA Hee 00pazomM:

a) uend e obnacTd Ka4YecTea W TPEGORaHMA K NPOOyHLIKA,

b} noTpefHOCTE B paspaboThe NPOUBCCOR W ACKYMEHTOR, 8 TAKKE B 0DeCN8YeHMH DECYDCaMM ANA KOM-
KDETHOM NPOOYELMM,

C) HeobxoOWMYyKD AeRTeNEHOCT L NO BEpWEHEALKA W BANHOALWH, MOHWTOPMHTY, MAMaDe W, KOHT RO
M MCTIETAHHARM GNA KOHKPETHON NDOOYKLMK, 3 TAKKE KPHUTEDWMA NDHEMEKH NPOGYKLIAM,

d} sanucu, Heobxogumee ANA obecneYyeHHA CEMOeTENLCTRE TOMRD, Y4TO NPOUECCE HHUAHEHHOMD LUWKNa
NPOOyKLMK 1 NPOOYELMA CoOOTBETCTEYIOT TRpebosammam (4.2.4).

PeayneTaT 3TOM0 NAAHWDOEAHWA J0MMEH GRTE NpegcTapned B GopmMe, COOTESTCTEYIOLLEA NDAKTHKE
OpraHA3aLmMM.

NMpumMmedasna

1 [okyseHT. ONPEJENRIL WA NPOUSCCH CHETEMEl MEHENXMEHTA KA4ECTEE [BXND4AR NPOYECoH MHSHEHHOND UWE-
na NPoYEYMK) ¥ PECYPCE!, HOTOPLIS NPS4CTOMT NPEMEHATE K KOHKPETHOW NPOOYKLYHH, NPOEETY W KOHTREKTY, MOMET
PACCMETPHBETLCA KAK NNEH KA4ECTEA.

2 MMpw paspaboTee NPOUBCCOR HMIHEHHOTO LMENE NPOLYHUMY OprEHMZAUMA MOHET TACHE NPUMEHATs Tpeboea-
HUA T.3.

[MCOS001:2008]

7.1.1 MNpu nnanuposanuu MPoUBCCo8 XUIHEHHO20 UUKTa npodyryLuly cnedyem yumsieames mpebosa-
Mue i nocnedogamensHol obpabomye NepaUuHbIX WaKDE0HHEE MamepLuanoa. Mpu niaxupoaaHul cedyem
MAOKE YHUMBEams HeaBxodUMocme 0miFopa O coxpaneMus ofpaiyoe & JomaHoM COcmagHLUL.

7.1.2 Opzanuzauus donwsia npedycMampueame SBOTIOYEHLE 8 MNaNUpOEaNUe U DeanUuIauwID Ha npo-
MANEHUL BCE20 WUINSHHO2D LUKNE NDodYKUULY NDOUECCOE MEHedNMERMA pUCKOS, CRedyem eacmu coom-
aEmcmayioyue sanucy (oM. 4.2 4).

7.2 Npouecckl, CBAZAHHLIE € NOTPEBUTENAMK
7.2.1 OnpepeneHme TpeSoBaHMA, OTHOCALUMXCA K NPOOYELMKM

Opradrasanva SoNHa OnpegennTes:

a} TpefoBaHWA, YCTAHOENEHHLIE NOTPaBUTENAMK, BENICYaR TPeGoBaHWA K NOCTARKE W OEATENEHOCTH
nNocne NOCTARKH,

b} TpefopaHuA, He oNpegeneHHsle NoTpeduTanemM, Ho HeobxoduMENe ANA KOHKPETHOMD KW Npeanona-
rasioro HCNoNsLI0BAHKWA, KOT0A OHO HABBCTHD,

C) 3akoHOdATensHEE W apyrie obazaTensHee Tpebosanng, NDUMEHUMEE K NDOOyKUMH;

d} mobele QONONHATENBHBE TREG0BAHKMA, PACCMATPHEAE MBS DPraHd 3aUHeH Kak HeobXoOUMBIE.

n PHMBYNBHHWE— HesaTeneH0CTe NOCNE NOCTEEKW MOMET BENOYETE B cela QeRcTENA NG rapasHT Hid HﬂM}'DﬁED—
neYeHii, KOHTPAKTHEM oOAZATENECTEAM, TEHAM KAk YENYTH ND TEXHAYSCKEOMY l'."ﬁ-DI'Ik'}HHHHHHﬂ-. H QONOMNHATENEHBES
YONYrk, TakMe €85 YTEAWIAUWE MNK NONH 02 YHAYTOHEHWES

[MCO 8001:2008]

7.2.1.1 Honwke! Geame onpedengds o JoxyMesmupoaaksl mpelosanus, MHOCAIUECH K Npodysuu,
SKMIOYARA U3MeNaNLA, mpedyiolyue yeedonmneHUs.

7.2.1.2 Honxkp Seime onpadenatsl U JoKyMeRmupoeans mpebogakus nrompebumenead, kacanuwLeca
NpedomEpawe U HeCaHKLUOHUPDEaHN020 LCTONLItaaHun omxodos Mpoudeodcmaa NepaudtHa laK0eny-
MbiX MAMEpUAN0E (BMoYas 00paiusd, MeYamyese Mamepuans, ApNsKL).
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7.2.2 AHanua TpeSoBaHWil, OTHOCALYMXCA K NPOAYKL MK

JpradMaauma JoNMHa aHanWInpoeaTs Tpebosana, OTHOCALWECH K NPOAYKLMK. 3TOT aHaNM3 OrmeH
NPOBOGWTLECA 00 NPWHATHA OpraHy3ayneid o8asarenscTeEa NOCTAANATE NPOQYHLMKD NOTpeGuTamo (Hanpu-
MED, YYACTHE B TEHASPEX, NPUHATHE KOHTDAKTOR MK 33KE308, NPWHATAE H3MEHEHNA K KOHTDAKTAM WK 3aKa-
338) W OonKeH obecnedYreaTe:

a) onpeneneqke TpeboBaHWA K NPOOYELMK,

b) cornacoBadve TPEGOBaAHWA KOHTPAKTA WM 33Ka3a, OTNHYAKLWLKWECA 0T paHes ChopMyNHpoBaHHbIX;

C) CNoCOBHOCTE OPraHMIaLWH BEINONHATE ONpedenaH ke Tpedoaaxua.

3anucH peIyNETATOR AHANKAA W NOCNaOYIOWHE 0SACTBHA, BeITEKAKLLMY W3 aHANK3a, JoNHHE Noaaep-
HHBEATECA B paboqYem COCTORMAN (4.2.4).

Ecnu noTpebuTeny He Bel0BMIAT DOy MEHTHROBAHHEE TPeGoBaHWA, OPraHv3Iauqa JonKHa nogTeep-
OWTE WXy NOTpeGMTENs 40 NPUHATAA K MCNoNHEHKIO.

Ecnu TpefoBaHya K NPoOOYELMH HAMEHEHL], ORraHW3aUMA QomsHa obecnednTe, YTobsl COOTBETCTEYIO-
WHE DONYMEHTE GENM MCNDABNEHE!, 3 JAMHTEPECOBAHHEIA NEPCOHAN BN NOCTABMNEH B WIBECTHOCTE Of
HAMEHUBLUMECA TREOoBAHMAK.

n pPAME4YaHWe — B HEEOTOPEIX CUTYALUMAR, TAKKWE KBK NPOgAWN, OCYILACTENREMEE MEpad MHTepHET, NPaKTH-
HECEM HELI;BnE{‘I:IElﬂ-FIHSHEI NpoE0OHETE D¢l MUMENBHLIR BHENEE KAXOOMD 3BKE3A. BMACTO ATOMD AHANKS MOSET pacnpoc-
TDEHATELA HA COOTESTCTEY LW VI MHPCDMALLMED ONPOOYKUWK, TAKYSD KaKEETANOIM MDA OPYrHe DEXKNaMHLEE MaTEPWENBI.

[UCO 9001:2008)

7.2.3 CeAabL ¢ noTpebuTenaMK

Dprasyaauqa OoMKHa ONpeqenATe W OCYWECTENATE MphekTHEHEIS MEDRI M0 NOLOEPHAHUHK CEATH C
NOTEEBUTENAMA, KACAIOWMECA!

a) WropMaLKK O NPOOYELMHKI,

b) NpoXOMOEHWMA 3aNPOCOB, KOHTPAKTA MW 33Ka38, BRMNI04Yan NoNpasKkK;

¢} oBpartHod caAan oT noTpebuTenai, BKNKYan xanobel noTpebnTenad.

[MCO 2001:2008]

7.2.3.1 Opeanuaauus domeka pazpabomames o moddepxlieame 4 pabodYem COCMOoAHUL CUCEeMy
ofipamuol ceray Ana 35603208 0EMENHO20 ONOBELLEBHLA O MMEHLUENEMEIX U DEANEHEY MDOGNEMEX KaWec-
maea u codedcmeun exnady nompefumensgd @ cucmeMy KopoenmupyiowLy 1 npedynpexdamiwuy delomaud.

7.2.3.2 Ecnu amopzo mpebyem nompebumens, op2asuzayus Jommana coanacosseames ¢ nompebu-
METeM, KaKuge uaMeNenus mpedyiom nuceMednoeo nodmeepxdenus do ymeepwdanun, a kakue monsio
yaadomnenun. O npednazasMeix UIMEHEHUAX Heolxodumo CROSEPDEMENHD UHhopMUpDRams, U cnedyem
COENACORLIGAME MPOLECT BHECEHUA UIMEHEHLD fcM. T.2.7).

Meaxdy opearuaauued u NOMpetum el peKoMandYeimca UMemns AoKyMENTIUDOEaHHOE ITEXHUYECKDE
coznatpetue of obecnewe UL KAYECITIEa, & KOMODOM DaCCMaMPUESIHTICH MEDE, MOUHLMaSMEE N0 HECOOMm-
BEMCMEUAM (Cn, 5.3).

7.3 NpoekTHpoBaHWe W palpaboTka
7.3.1 MnanupoBaHne NpOSKTHPOBAHKA K palpaboTeM

OpraquaalMa JoMNKHa NNaHWPoBaTE NPOEKTHRORAHMWE 1 paspaBoTiy W YNPAANATE 3ITUMK NDOLUECCAMM.

B xoge nnaHdpoBaHrs NPoekTHPOSaHKA W paapatoTid OpraHnaaya DOoMHHa yeTaHaRneaTh:

a) cTaguW NPoeKTHROBAHHWA W paspatoTin;

b} npopeoesnE adanuaa, BEpUMEaLHE W BANWOALKK, COOTEETCTEYRILME KARO0H CTAANK NPOSKTHRO-
BAHWA K pazpaboTrK;

c) OTBETCTBEHHOCTE M MONHOMOYKA B oBNacTH NPoOBKTHUROBAHMA M paapaboTrM.

DpraqyaaumMa JoMHHa yNDaEnATE B3aWMO0E ACTENEM PaINUUHBIX MPYNN, ZAHATRIX NDPOEKTHROBAHUEM W
paapaboTKoR, B yenax obecneyexkA 3 hexsTHEHON CBAIW W YeTKOro pacnpeqeneHia OTBETCTEEHHOCTA.

PeayneTaTel NNaHMPOBAHKA QOMHHL SKTYANMIHPOBATECA, @CNNM3To HeoBxXoOMMOo, B NPOLECCE NDOeKT K-
poBaHWA M paipaboTiM.

MprseyaHse— AHENAS, BEPUDHEKELNAA W BANHIALUMA NEOSKTHPOEEH WA M paspaBoTEH WMaloT pasHbie U,
NGSTOMY ME MOWHO NPOBCAWTE M 3aNWCH N0 HAM BECTH KK 0TOSNbHO, TEKW B NioBBx COMBTAHUAR, NOAXGORLLME ANA Npo-
AVKLHK W OPraHHIaLMH.

[MCO 9001:2008]
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7.3.1.1 Opeanuzayus domHa aiedpams JokyMEMHTILpOEaHHENE MPOLYedYpsl NOOEKMUDOaNLA U paa-
pabomyu. 3mu Mpouyedy el BENKYSINN OWeHKY DUCKE, OnpedeTarsue Coomeamomeayowus acnekmoe GMP u
MO0020 NOMEHLUANBROS0 SNUAMLA Ha NToOMPebumens U, 8 KOHEYHOM CYEME, Ha NayUueHma.

7.3.1.2 OmaemcmaaHrocme 38 NOCSRMUpoEaHUE U oueHKy pucka domxda Beims coanacoaana Mexdy
nompaiumanem U opaanudalyued.

7.3.1.3 B xode npoyecca NpoekmUuposasud u paspabomsn cnedyem npedycMompemes Npoeapky npu-
200HOCITIL GbixXadHEX JanMax NOCSKMUPOEANLA U pa3pabomyy Jo OKoMYAMENsH0S0 COSNACOBaHLS MEXHU-
Yackux mpebosanull ¥ npouasodcmay.

7.3.2 BXogHeie 0aHHEIE ONA NPOSKTHROBAHKA M PazpaboTEr

BxogHble famHHee, OTHOCALLWECH K TPeBORAHWAM K NPOOYELMK, O0NMHE ObiTe ONPEeaeneHsl, 8 3andcH
OOMEHE NOgoep#MBaTLCA B pabodem cocToanmi (4.2 4],

BrogHble ganHee DonEHsL BENKOYaTE B caba:

a) (PyHKYHMOHANBHBIE W AKCNNYaTaUKMoHHLIe TpeSonanua;

b} cooTRETCTEVIOWWE 3AKOHOOATENEHEIE U OpyTHe ODA3aTeNEHEIE TPeGoBaHMA,

C) Tam, rge 370 BOAMOMHO, MHROpMALMID, BIATYIO M3 NP0kl OYLILME AHANOMYHEE NPORKTOR;

d} apyrve TpeboBaHKR, BAMKEE ONA NPOSKTHPORAHHA W pa3paGoTrN.

BxogHeie QakHse JonHHE aHaNHaMpoBaTeCA Ha J0CTaTOYHOCTE. T pebosaHMA QoMM Dbl Te NONHEMA,
HEQBYCMBICNEHHEIMKA M HENPOTHEODEYHBLIMM.

[MCO2001:2008]

7.3.3 BeiXOAaHLIe AaHHLIE NPOeKTHROBAHMA W palpaboTeM

BeixoaHbie JaHHLIe NDoSKTUPORAHA U paspaBoTE JonkHe BuiTe NpeacTapneqs B hopme, nogxona-
wai gna npoBefeHa BEprMEALWA OTHOCUTENEHD BXOOHLIX TReBoBaHKMA K NpORKTMDCRAHKE W paapaboT-
K&, 8 TAKKE 00NHHBl BT 0fHUKaNLHG 0A0BpaHsl 00 K NOCHESYILLEND MENONLIOEIHNA.

BeixoaHbe AaHHEE NTPOEKTHROBAHHA M Da3paBoTrK SoNwHEI:

a} CoOOTBETCTRORATE BXOOHEIM TPES0BaHMAM K NDOSKTUpOBaHMD U pazpaboTre;

b} ocbecneqreare COOTRETCTREYIOWER MHDOPMALWEA NO 3AKYNKaM, NPOHIBCOCTEY W OBCNYRHBAHMD,

C) COOEP#ATE KPUTERWK MPHUEMEM NDOOYHLMM WNK COLITKA HA HUX;

d} onpefensTe XEpaKTERHCTHKA NPOOYHLKME, CYLECTEeHHbIE AN @8 Ge3onacHoro W NpasunsHorg
HCNONE30BAHKA.

Mpumeusasue— Meopmala No NpoWIBOGCTEY W OBCAYKABAEHWE MOXET BENKYETE B celda nogpobdee
OAHHEE O COXPAHEHUN NPOLYRLMM.

[MCO 3001:2008]

7.3.4 AWManwa npoekTau pazpaboTim

Ha cooTEETCTRYMILME CTAOWAX QOMEEH NROBOANTECA CUCTEMATHYECKWA AHANKI NPOSKTA M Da3patoTku
B COOTEETCTEMKA C 3aNNasMpoaaHHBIMK MEPONPUATHAMK (T.3.1) B uenax:

a) ousHWBAHWMA CNOCOBHOCTW PE3YNETATOR NPOBKTUPOEAHWA W pazpaboTi yOoBENeTROpATE Tpeboaa-
HAAM,

b} BemBEnEHKA MoBex NpoGNeM KW BHECEHWA NPEnNOEEHIRA NO HEoBXOOMMBEIM J8ACTEXAM.

B cocTas y4acTHMKOE TAKOrD aHanyaa QoMsHsl BRMHMYaTECA NESOCTARMTENK NOOPagEneHyid, Heaem-
LMK OTHOLIEHWE K BHANAIUPYEMOR(EIM) CTAOMUIAM) NPOEKTHROBAHKMA U paspaboTeM. 3anycK pesynLTaTos
AHANKIA W BeeX HeoBxoOuMBIX QEACTEMA O0MEHE NOOOEDEHWBATECA B padoueM COCTORAHKK (4.2.4).

[WCO S001:2008]

7.3.5 Bepudmrauna npoekTa ¥ paapaBoTem

Bepuurauma AomeHa OCYWECcTRNATECA B COOTEETCTEMH C IaMMadHUpoBaHHEIMKA MEDONDUARTHARMN
(7.3.1) Cc UBN0 YOOCTOREDWTECA, YTO BRIXOOHLIE JaHHBIE NDOBKTHDORAHKMA ¥ pAIpaboTHH COOTBETCTRYIOT
BXOOHBEIM TPEDOBaHMAM. 3aNUck pE3yNETATOR BEpHEMMEALNA W BCex HeoDX0o MM, DEACTEMA QOMEHE Nod-
JEDHHBATECA B pabodYem COCTOAHHK (4.2 4],

[MCO001:2008]
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7.3.6 Banngauywa npoexTa u paspadoTim

Banumauua npoerta v pazpaboTi SONMHA OCYLMECTENATLCA B CODTEETCTEMM C 3aNNaHUpOBaHHEIMK
MEPONEMATHARMI (7 .3.1) CUENLI0 YOOCTOBEDUTEECA, YTO NOMY4YEHHAR B PeayNeLTaTe NPogyHUKWA COOTEETCTRY-
&7 TpEGoRAHWAM K YCTAHOBNEHHOMY WK NPEANCNaraeMoMy BCNoNsI0BAMN, BCNH OHO MIRECTHO. [0 3To
NPAKTHYECHA BOIMONHGS, BANWAAUMA 0OMEHa ObiTh 3ABEMUEHA A0 NOCTAREW MMM NDAMEHERAA NPOSYKLMA.
danucKk peaynsTaTos BANMOAUMKH ¥ BCEX HEobXoguMEX OEACTEWA OOMKHEl NOGASDEHWBATECA B paboYem
COCTORHMM (4.2 4).

[MCO 2001:2008]

7.3.7 ¥YnpagneHWa HIMeHEHHAMA NPOSKTA M paipaboTiu

MameHeHna npoesTa ¥ paapalboTid SomsHsl BaiTe MOEHTHOUUMPOBAHL, 8 3ANHCH A0MHHE NOATE0HK-
BaTLCA B pagoyem cocToAHKuK. MameseHra gon#Hel BelTe NPOaHANHAMDOEaHEl, BEPHgMMUKPOBAHLI M BANK-
OMpOBaHEN COOTBETCTEYIOWMM oDpalon, a Take oaobpedsl 00 BHECEHHA. AHANKI WIMEHEHWA NPOSKTa W
paspabo Tk JoNHeH BEMKYAaTE B ceba OUeHKY BNWAHKA MIMEHEHWHE HA COCTABHEIE YACTH W y#E NOCTARNEH-
HY KD NPOOYELAKD. 3aMHMCKk De3yNeTATOR AHANKIA HIMEHEHHE 1 NS HeohXoOMMBbIX ASRCTEHA DOMHEl NO0-
O@QHHBATECA B pAGOYEM COCTORHWM (4.2 4]

[MCO 2001:2008]

7.3.7.1 Yasdomnewue

Of uameHenuay, KOMopee anumom Ha kaxue-nubo npedocmaandersle dannsie, cnedyem cooliwams
nompebumens, a @ cnydae npedocmaanaqus apealulanuel mexnuYeckosn docka/ocHoaR020 haling —
HEMOCHeJCMBEHNG DESYIUDYIOLLUM OD2SHaM.

7.3.7.2 MameneHue Npoexkma

Mpw ocywecmanesul vamenaqus dedemayiowas sanudayus o JoRyMasRmel, Ha KOMOoPpLe NOGTURN0
uaMeMeHUe, JoMEHE! BbiMb APOANaNLILDOSENS! U MEDECMOMPDEHE, 8 NEPCaHaN Jomwer NDGUMU COOMEaaT-
CITME ALY (T8 DENed20MOaiK).

MpuMedsHUA

1 Kamxodnam daHNEIM npoexmupoaaluR o pazg AS0MALU OMHESCAMCR 3aMuey (MBXHUYBLKUE YCRDEUR, MEXHOND-
SUR QO urecdcmea, mexLuvecKya YeDmeNu, MesHuYaosue Lo uvocnedoeamens cEue noomorone] 4 o ﬁpasuu.

2 KorghudBruuansHaR HEYYHO-MEXHUYE CRER SHBODMaYWA fopearuasyul) voxem Geime npedcmasnesa a sude
dorks HeMoopedomEeRHD @ DEEKNUPYHIW IS ODAEHS (HANDUMED, Mexsuveckos d0CEe U {unu) arHoeRod hadn).

7.4 3aKkynkm
7.4.1 Mpouecc aakynox

OpraHuaauma Aon#kHa obecneYnBaTte CODTRETCTEME 3Ky NNEHHOR NPOOYELMM YCTAHOBNEHHEIM TReGo-
BAHUAM K 33aKynKam. TUN 1 cTeneHs yNpaeneHua, NPMMEHAEMEIE MO CTHOWEHWID K NOCTABWMKY W 3aKyNneH-
MO NPOOVELWA, O0MEHE 33BHCETE OT B8 BOINSACTEMA Ha NOCNEOYIOWMWE CTAZMHM WHIHEHHOrD UWKna
NPOEYHLMA WA FOTOBYIO NPOOYKLMIO.

OpraHu3aUMe OoMEHa OLEHHWBATE W BeIBMpAaTE NOCTABWHMKOE HA OCHOBE WX CNOCOBHOCTIA NOCTABNATE
NPOOYELWD B CODTEETCTEHM ¢ TPpe50BaHInAMN opranuaaniy. Jomes sl GuTe paapaboTads KpuTepu oTéopa,
OLEHKN W NOBTORHOA OLEHKA. 3aNACH PeayNeTaTOR OUEHHEAHWA W M0GsIX HeoBXogrMEx QEACTEWA, BLITEKE-

FOLLIMX M3 OUEHKEKN, JOMEHE NOO0SMHMEaTHCA B paboqem cocToAHuM (4.2 .4).
[MCO 9001:2008)

7411 Opeanuiauus donwka ymeepdumes Nocmasiiukoa

a) ucxodWeix MamepLuanos;

b) scnomozamensRex cpedcme, eammerx dng ofecneusruUa Kayecmaa,

£) YNaKoscytbLIX Mamepuanog dng veRoNLIDEaHUA 8 YUCTIEX TOMELEHLTY.

74.1.2 Opeakusayua domra peedouums nompefumens do nepedayy cmopownseld opaaxuialuy
mobod yacmu npouze0dcmeEsNoan NpOLBCCa.

7.4.1.3 Bee yonyau, npedocmasnaemse CMOpoHHUMU 00SaHUZALLAMY, KOMODEE MOZYT TOSIuAms Ha
Kayecmao Npodyryul, donsHEl KOHMOoNUPCEaMECH, SKMOYad NoJ20Mmosky NEYAMH020 OpUSUHANAa, yonysau
nabopamopull, cMepunuIayLio, KanubpoaouHsle Yol yal U Keanuuka yUoHHEE YCNYEU, MaxnLiiackos obony-
musanue, oyucmyy, nepesodry, Gopefy © apedumenavu v nodpaduukoe no nepepafomxe omxodos A&
FARUCUMOCTIL OM DUCKOE.
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7.4.1.4 Koucynemaume, danouive pexodesdayuu no npouzecdemay U KOHMBOIUDOEaHUID MEPEUYHEX
VRAKOBOYHBIX MAMEPUEN0E, CULIMEIMCA MOCMasLLLKaML.

7.4.1.5 lMocmasiyusky Mamepuanos U yonye, eawmusix dma obecneveMus kavyecmea, ymeepxdaomcA
capwBoll kavecmes Unu AULOM, HaIaHayerHeM CRywOod xavecmaa.

7.4.1.6 Opzanuzayus AonsHa ouekusams U @2Cmy 3anucl N9 KOMIemMeHmEccmy nabopamoplid,
AbIMONHAIOWUE pPa0oMs, aaxMbie ANA ofecnayakun Kavecmes. Jng esinonHaxun pabom, eaxHsix 0na obec-
MEYEHUA KEAYECMEa, OD2aHUIaUUA JomkHa LUCNoNs30eams monske nadopamopuy, odobpentaie © MoYKU 3pe-
MLA LY KOMITEMEHIMHOCML.

7.4.1.7 Ecnu esnonnesue Mpoyeccs cmepunusayul nopyYyeso cmopoMned Opsanu3auuL, opeaMu3sa-
Lyua domwsa yhedumesca 8 moM, Ymo Apoyece omaeydaem mpedogasuam 7.5 1u 7 5.2

7.4.1.8 Hamererua LCMoUNUKE MONYYEHUA ChipkA, damno2o Ang obecnayanus KaYacmad, nodmexum
MpoYECccy WIDESaNeHUR UIMEMEHUAML.

742 Mudpopmauma no sakynkam

Mudopmaua No 3akynkas 4on#Ha ondceIBaTe JAEA3AHHYI0 NEOOYELKID, BKNKOYaA, rAe 370 HeobxoaM-
MO, TREGoRaHHA:

a) KodHuWaneHoMy oaoDpeHKio NPoAYELMK, NDoUEayp, NPoUeccos K 0SopyaoBaHKnA,

b} kkpanudukayMn nepcosana;

C) K CHCTEME MEHEIHMEHTA KA4ECTRA.

Opradnaagma gonsHa obecnedHeaTs JOCTATONHOCTE YETAHORNEHHBIX TDE00RAHKMA K 33KyNEAM 00 WX
COCBLLEHWA NOCTABLLMKY.

[WMCO 2001:2008]

7.4.21 Opeanuzayus JoMiHE cOoXpadames CODMBEMCMEYIOWIC UHDOpMaULID MO JaKynkam, im. &.
dokyrarmes fom. 4.2.3) u 3anucy (o, 4.2.4), @ obseme, mpedyeron dna ofecnayarnuA NpocnaxUiaaaMocimu
coznackHo 7.5.3.

7.4.3 BepuduHauma zakynnedHoq npoayKuMm

Oprasnaaura 4on#Ha paspatoTaTk W OCYLLECTEMNATE KOHTRONE MW APYTYI0 AEATENEHOCTE, HeobxKoaM-
Myl0 ONA oHacneYeHHs COOTEETCTEMS JAKYTNEHHON NPOOYKLHK YCTAHOBNEHHEIM TREBOBAHMAM K 33Ky TIKAM.

Ecni 0praq1iag«a wnM ee noTpeSuTens NpeanonarasT oCyLecTEMTE BEpUDHEaLMED ¥ NOCTABWMKS, TO
CPTaHU3ALMA SONKHA YCTAHOBNTE MEDE No BEPHHHEALMM M NODATOK BRMYCKA NPOOYHLMA B MHOpMaL KK no
2AKYTIEAM,

[MCO 9001:2008]

7.4 3.1 lMNMocmynalowjie MEamapuams nodnexam QuIkyveckoMy Wil adMUKLCmpanuaHoy KapasmuHy
Ao wx 0FoEDEHLA U BLIMYCKE 8 IKCTTYSMaULIo.

Mpusevanue— B UCKAONUMBNEHEIN COPISAY MOKEM UCHOMEIOEAMBCA UCIEMBSSeMal MAMEpUED Mo
FCIOBUU HEMWYLR BESDSHMUDOSEHHD HederHaY npoyedyp, He JONYCRAMWUE SEMTYCKS MEPEUNHALL YTEROS0HEL MAM BpU-
anoe do nodmaspadesuR Cmanycs ManUy MaMepyanos.

7.4.3.2 Cnedyem ecmu 3anucy aepuchuraluu oM. 4.2.4).
7.4 3.3 Brifopodunei xonmpones domweH oCyiecmanamscs @ coomeaaimameud & Memodurol asfopoy-
HO20 KOMMPOAA C Ucnans308akuen nopouaedyp, cpedoma w ofopydoganun, He Jonyckaowuy 3a2pA3HeHus.

7.5 MpouaeogcTeo M obcnyxMBaHKne
7.5.1 ¥npannexHWe npoMIBOACTEOM W 0GCNYHHBAHWEM

Opradkaaya JoNHHa NNaHWPOBATE M OCYLECTANATE NPOKMIB0ACTES W OGCMYHUBAHKE B YNDAANSaM b
YCMoBWAX. ¥NpaanAeuse YCNoBWA JOMEHEl BKNOYaTE B cebA, TaMm, rge 3T NPAMEHHMO!

a) HanW4Ke HHMOoPMaLKW, CNUCHBAKWER XapaKkTEpHCTHEN NPOOYKLMKK,

b} wanuyme pabouMx HHCTDYELKA B cnyYae HeobxoqrMoCTy,

C) NpUMeHEHWEe NOAX0AAWErs 080 pya0aaHMa;

d} HanW4Ke W nprMeHeHke oBopy DOBAHMA ANA MOHWTOPWHEE M HIMEDeHHA,

) NpoaedeHHe MOHWTOPHHTA M HIMEDEHHA;

f) ccywecTaneHWe BRNYCKa, NOCTABKM W JEACTBMA NOCNE NOCTABKKA NDOOYELMA.

[MCO 9001:2008]
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g) onpedencyie damel UIZMOBNEHUA C YHemMon 3adeldcmaceanHsl TPoUeCcCos;

h) ydenenue oCcOG020 EHUMANUA MaEpKUDOENe, IMUKemUpoEaHuid U yiakoare Ana obfecnevedus
peIpTLMamUeNta0 KOHMPons u npedomepalyetus owabo;

i) doxywmesmuposadsye noouedypy © onpedenoHuss WIDSENEHUR OMKNOHEHUAMU & [IpOyeccs.
Jomsres Beims Uocmedoaaksl OMENOHERUA, BaxHbie dng oSecmeveMUs KaYECmea, U 3apesUcmpupoaaHs
NOMyHENHLIE PE3YNEMams (oh. 4.2.4).

7.5.1.1 ¥npaaneHue vucmomodl NpadyKuuy U 3a20A3HEHLEM

7.5.1.1.1 Opzanuzayus donxsa cohopMynupoaames U cobmodams doKyMERMUDOEaNHEE MpebosaHun
H HUCMOME NeQEUYHEN FTaKee0utsix Mamepuanoe u npoyedypel Ao Apedomapaterun Ia2pR3NaHus noo-
dyryuu U obopydosanus.

Aonwkbl GUEHLIEEMLCH NOMENLUANTEHEE DUCKU, CEAIANKBIE C MOBLIMU MamepuanamMy LU ecnoMosa-
MENEHBMU CoEICMEAMU, KOMODLIE MOSYT HECMU Y2poay BeaonacHocmu Nauuema, HManpuMes, MmpascmMuc-
CUEHaA 2yiyaman anyeghanonamus.

7.5.1.1.2 Boe mexHonosudeckue NpOUecch, OCylYecmanaaMais 8 SUCMbX Uil KOMMpoIupyeMbix
20MAX, BTOYAA MEDB! 0 QXpaHe okpyanwed coedsl, Noouiacdcmen, KOMMEOTE 8 Npoyecce noouzecdcmeaa
U YNAKOaRY MEpELYHEX YIAKOSIYHLIX MaMEpUATOE, A0MMHbL QMEEYAITE YOMEHOEMSHHEM MECMHEIM Yeloau-
AM U PYHELLOHANBHEM KOUMEDUAM. Yucmeie noMewexus JomsHsl Oeimes 0bopydosans! a030yiuHbBIMU
LTH3aMU.

7.5.1.1.3 Texwonozuyeckle NpOUECCEl @ KOMMPOAUDYEMEIX OKDYRANOWUX YONoeLusx JomwHel Deims
Coanacosans Mexdy Nompetumenes U opeanuzayuad.

7.5.1.1.4 Opzanusauud domwHa maise HopMynupoaames JoNyMeRMUDoaanHbie MPeBoEaHUT K HUC-
MOME NepauYHBY WISK08049HLIX Mamepuances, koada:

8) MepEuYHES YAKOE0UHbIE MAMEDUATE GHULLAKNTICA opeanusayuel do nposedetud cmepLUnuIanuy
U Lmu) L UCTonsI0saHUA,;

b) nepeuUYHEE YNEK0E0YHEIE MAMEDLUaNkl J0MKHE TOCMaBNAMECA HACMEDUTL0SaHHEML L X YUCm -
mMa aaxsa ANA Uenons3oeanus;

¢] MexHOToEIYeckUe peazenmil JomsHsl Besme ydaness ¢ npodykyluy @ nepuod npoussodcmea.

7.5.1.1.5 Donxmst Geime onpedengqs kowmedneps! 0na xpadesus, cSopHuky mapst U IUHUY 3820 y3RY
U DAIZPYIKLU.

7.5.1.1.6 Ocwogroe aquManue [Hanpumep, wvdenmudgdurauus, Selonacnocme, sucmoma) credyem
ydemams a nepeyo odepeds I320YINE U PAISDYINE KOHMEIHePos N8 HECLINHLK 2pyr0aByHKepOE.

7.5.1.1.7 Ona ovucmiky obopydogasia, Uonons3yeMoss Npu Npousacdcmes MepeuYHEL YNaKoaoytbix
Mamepuanod, domssst Beimes paspabomans NUCEMennse npouedypel. JomsHe @ecimucs 3anucy oHuCmKL
ofopydoeanud, UMBIDLILUS SaXHOE IHaYEHUE 1A 008CTEYeHUA KIYaCmMea NepeuYHEN Wanoe04 s Mameapu-
anog (oM. 4.2.4).

7.5.1.1.8 Cnedyem onpedensmes codBpManue U y0OEEHE CHUCITIHL Npousdodomaerrozo obopydoaa-
HURMPOUIaodcmasnHEX YYacmioe,

7.5.1.1.9 M3z2omoaneHuio HEKOMODBIX Mamepuanos CeolcMEsrnn NpuMedenue mepepatomanibix
Mamepuanoa (Hanpusmep, u32omoaneHuio Cmekna, amowmusus, Oymaze, mepsonnacmukoe). MapamMemps
nepepabomiy domsasl Bemes onpedenats! U cognacosansl ¢ nompebumeanem.

7.5.1.1.10 Ecnu amo We COSNacoaano ¢ nompebumanasd, mepidonnacmudibig Mamepuanis He SomiHe
nodagpeamescA NOEMODHOMY LIMENLYEHUN WY He NOANEMEM NOEMODHOM ) UCTONEI0SaNUI0 8 NEDaLYHbIX
FNAKOA0UHEX MAMEDUANaX.

751117 Oonwer GeimMe ODESHUIOESH KOMMDOME OYUCITTTKL MUKUED Moy DasuykkiMy cepuamy dna
wanexus ecex Mamepuanos U doxyMeNmos, He mpebdyemex dna nocnedyowed onepaull. JomsHs 8ecmucs
Fanucy palom mo osucmEe AuHul (om. 4.2.4).

7.5.1.2 ¥npaaneHue UIMeHaHUaMu

7.5.1.2.1 Opzanuszauus donxKa peaTL208aMs NPOUECs peayNsMamuBHoz0 U JghghekmuBHoz0 ynpae-
NEHUR UIMEHEHUAMU, SMobk! LAMEHEMLA OMPULAMETEND HE GNUANL HE KAYSCMao MpodyryLL 1t Ymobsl OHU
OMASYANU NaMPeSHoCmAan U 0¥ UISHUAM 3ALUKMEDECOSaHNELY CIIODOH.

7.5.1.2.2 Hamenenus domeHe Beims udesmudbLuuposansiMy, 3apesUicMmpupo8anHEMU, OLeHEHHE-
MU, APOSHATUIUDCESHHEIMU U YIDEETASMEMU JNA MOMUMEHUA UX GNUAHUA 43 d0Y2UE NDOLECChL.

7.5.1.2.3 Ons obecnedequa ynpaanfeMocmy Heobxodudo onpadeniime NONHOMOYLA, CERIANHBIE ©
UHULUEYUed, aHanuios U ymaspwdenuss LaMenesul.

7.5.1.3 Konxpemuee mpedoganusd K cmepuneHOCmU MEpauYHa YNaKoasyHbY Mamepuanos

Cpzanuiauyun domwka eecmu 3anucy (oM. 4.2.4) napaMempod MpOUEcca Cmepunuaauy, Komaopbid
uenoNe3caancs dng cmepunulayuy kaxdol cepuy. Janucy o crmepunusayul JomsHsl GeiMe NpocnexUesas-
Mbiral 008 ka0l cepul NepausHEs YIaKoaoyHe6IX Mamepuanoa.
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7.5.2 BanuaauvAa npoyeccos NPOMIBOACTES M 0B CNyMMBAHWMA

OprasMaaywa JoMHHa BEanydgupoBaTe BCE NPOUBCcCCHl NPOMIBOOCTEA W obcnysMBaHMA, peaynbTatsl
KOTOPBIX HE MOTYT BbiTe BEDMWEWLMDOBAHE NOCNEYIOWWM MOHKTODMHIOM Wi HIMEDEHUAMK, W3-33 Yero
HEOOCTATEM CTAHOBATCA OYEBMOHLIMM TONBKO NOCMNE Ha4Yana WCNoNs3IoBaHMA NPOOYELWA WNd nocne
NpedocTABNEHWA YCIYTH.

BanWiaywa aonsHa NpogesoHcTpMpoBaTe CNocoSHOCTE 3THY NPOUeccon AOCTUMATE 3annadMpoBaM-
HIX pe3yNETATOR.

Opradraagya 0onsHa paipaboTaTe Mepbi NG 3THM NPOUSCCAM, B TOM YHCTE TAM, [OE 3TO NDHMEHMMO!

a) onpegeneHHLIe KpWTEepKK ONA aHanKkaa 1w yTEEPHOEH WA NDOYECCoE,

b} YTEEPHOEHWE COOTBETCTRYIOWEND O60pYA0EAHWA W KEANWDUKALWA NepCoHaNE;

C) NPUMEHEHWE KOHKDETHBX METOOO0B M NpoUedyp;

d} TpeGoBaAHWA K 3anycAm (4.2 4);

&) NOBTORHYH: BanuOalneg.

[WMCO2001:2008]

7.5.2.1 Opzanuzayus do/mwHa udermucbuUUpoeams NDOLYECCH, BaXHbIE ONA obeCcnNEYeHUR Kadacimaa,
@ pamiay caced JEAMENEHOCTIY, 8 UMBHHND MEe, KOMOoDEe GMUAKNT Ha KaY8CMEn MepEUuYHE YNaK0e0yHEx
Mamapuanoe. KoHmpons 33 MoSbitdl U3 3MUX NDOUBCO0E, BLIX0T KOMODLIX HE Moxem Baime sepubuuupoass
nocpadcmeoM NocnedyoWE0 MOMUMOPUHES WAL uaMepeHun, damsed JeMoNcmPLDOSaMLCH Nymen aanu-
dauuw v JoxymesmupoeameCca.

7.5.2.2 Ona onpedeneHus Moso, KaKkue NMDoUecchl 8awns JdnA obecneweHUR KEYecmesa, U cmenaku
eanudaluu, Heobxodumold Ans JeMoNCMpaLLIU yIDaaNeHLUS IMUMU NDOUECCaMU, LCToNsIVEmos OUEHKa DLIC=
ka. Axanus pucka Somxes Deims C8R3aN 00 CAoUCIMEaMU NDOJYKLUL, ONpe0emoIUMU 88 KIYECTED.

7.5.2.3 TexHudeckus CUCMEMB! (HANDLMED, MaWiiHel MUHUL, CHDYRMYDHLE KOMIOHEHITE NDOL3-
SOdCEa W M. N.), UCNANBIYeMbie ANA LU220MOENSHUA MEDEUYMELX YNAK0SOUMaIX MAMEDUaN0S, J0mKHb Npo-
¥odume eeputbukayure U {Wwiu) ammecmauuyeanudayunio 8 Ccoomeemomeny © JoKyMERMUDOEIHHOL
OLEHKOL PLCKS.

7.8.2.4 Bepugburauus u (unu) ammecmauusseanudayus domsHel Npoeodumec MPU S03HUKHOEEHLL
CYLUBCMBEHHLIX UaMeHaHUd 8 cpedomeax npouassdoemea, ofopydoganuy 4 NPOUBCCax, KOMopEE Mo2ym
MCRMUAITHE Ha KaYECTa0 Npod L.

I puyMeva M Ue— b‘npa&nsuue LU3MEHEHURUWU 8 MpoWsCcce ganudayuu RENASMCA YACIEAY MO LKL yrRpaane-
HUA U3MeqeHUAMY ODEGHUIE LY.

7.5.2.5 Hackonexo smo yenecoofpazyo, eanudayus mold uiy uHod npodyryuy donwma npoecdumscs
M CO2NACOaaHUID C Tompabumancm.

7.5.2.6 Peaynemamed aanudayull JomkHsl pesUCmpupoeambees (o, 4.2.4). Janucu o eanudayuu
JOMMKHE COXPAMAMECA HA NOMAKEHNLL 8020 CPOKa cNyxEbl 0GopydosaHua U MpOLUECCa U BLYES & MEYEHLE
dayx nem Nocne CHAMUA © IKCIAyamayuy wil no Jo2cacpedHocmu © Nompedumennan.

7527 Bomuowesud npogpamMdkogs oSecneyenud, UcnoMk3yeMoso a Nnpoyeccay, aankaix dna ofec-
MeveHud kadyecmaa, donmHe Npoecdumscs yYHKULOHANEHEE UCNEIMaHUA 8 OCMamoyYHoM KONUYecmes U g
COMNTMREMCMEWIGLULY YEMOEUAK JNA epLbUKaL UL NDOCNENUSASIMOCITIU, MOYHOCITIL MEpEdayl U COXDaNaHUA
danHsy. Cucmema JdomsHa NPosENAMLcH, HAMPUMED, MyMeM 280da MDAGLTEHEX U HEMDIEWNTLHEN GaHHEX
dna onpadenerus NEPOCHEKUEaEMOCTIU, MOYHOCTIU NEpEdaYl U COXPaREHUR JaHHbix LAY 3anuced.

7.5.2.8 Peaynemamed 3mux ucnemManuil U Npoaepor JomeHsl peeucmpuposamesea (4.2.4).

7.5.2.9 Jnexmponnme 3anucuy GonxKe! COXpaHAMBCA U 33WULLAMECA oM Tomepy U cayyalkozo
noapesdesus 1 JomeHel Xpanumeca @ hopue, SoNyoHarUed SoccmaHoanetLe; acay AMD HEBOIMOMHG,
AONMHE COXPAHAMBCE DY MaHLN IKIGMINADE 8 Mmedetus deyx nem nocne cnucarua cbopydoaanus unu no
dozogopenHocmy ¢ nrompebumencs (oM. 4.2.4.1).

Mpuseyad ue— JononHemensisis daHHLE, ASCAINWUECA JFLLUIWSHROCM U danHuX, MEHBANMENTE U SETN-
dauoy npoapasroan olecnsyeqdus codepramer g M3K B0601-1-4, Pykosodomes no HEINexEWed MPESKMUKE SEMOMa-
MUsLE0aEHH020 Npouseodomea U Kodence ©edepanskels DEENaMenmod ¥Npasnexur ml CEHUMEDHOMY HaA300y 28 M&-
HECMBOM NUEERE Ppodysmoe U medukamesmos CUA 21, sacme 11,

7.5.2.10 [Mpu nepedayve Ha crmopory MoG020 TpoLecca, BaxH0e0 OnA 0BeceYerHus KaYacTea, opaanL-
Jauus donsma piedumsca @ Mo, YMo RpoUECct cmegyasm mpefogasuAM HacmoRwean cmasdapma.

7.5.211 Ecnumpefyemes cmepunuiaalus, opaayu3aanus JomsHa yomanoeums JokyMeHmupoeaHHbIg
npoyedypsd Mo Banudauud Npoyeccoe cmepunuzayuy. Npoueccsl cmeapunuszayuy domsHe npodmy eanuda-
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yuio Go MepecHaYansHo2e UCNonbIoeasus. JomwHb coXpasamecd JaNUcy pedynsmamoe eanudayuy npo-
UBCCOR CMepUniaanun (oM. 4.2 4).

Cn. HCO 171135, MCO 11737-1 unu MCO 17137-2.

7.5.2.12 Ecnuadvwum uz mpebosanul Rensemes cmepunuiaylus, opaasuianus Jomsmna nodagpatyme
NEQELYMLIE WISKOSOYMEE MAMEDUANE BANUAUDOSAHKOMY NDOUECCY CMEPUNUIALUL U JANUCAME 808 KOM-
MpONEHEE Napadempsl Agouecca cmepunuiauuu. Moy nepedade Ha cMopoNy NOOUECCa CMepURUIaLuy
opaanuzayud domwsa yiedumsch @ MmomM, Y Ma NpoLecc ameayaem mpe fosanuam Hacmofwezo cmandapma.

Cm. HCO 148937,

7.5.3 WpenTudHKkauyma 1 NPpoCNeXHBAEMOCTEL

Ecnu ato BoaMOMMO W UenecoodpaiHo, OpraHvIauMs JomeHa WIeHTHWEWUKMPOEaTE NPOOYELKKG C
NOMOLLBI COOTESTCTRYIOLWNY CPEOCTE HA BCAX CTAOMAX 68 MMIHEHHOrD LMKNa.

DpraqviauMa QomeHa WOeHTHDMUMPOBATE CTATYC NPOOYELWA N OTHOLWEHAD K TREGORAHMAM MOHWTO-
PHHIE W MAMEPEBHMA HA BCEX CTAOMAX B8 MWIAHEHHOMD HMKNA.

Ecnu NpoCcnesHeaaMocTe ARNASTCA TpeGoaanMem, TO Opradiaanva GomEHa YNpasnATE CNelMansHoH
HaeHTHgMEAUMER NPOOYKLMK W NOOLEpHKEaTE JAaNKHCcH B pabodes cocToAHMK (4.2.4).

n PHAME2YaHHE — B pAgEe OTRECNSA NPOoME W NEHHOCTH MEHEIHMEHT KOHEUIYDaUHRY ABMNASTEA CPeaCTEOM
NOAAeRHAHNA HOBHT Hl:l:lilI{ELl.HH HNPpoCNesuEaeMoCTH.

[UCO 9001:2008]

7.5.3.1 Opzanusauus donsra paipabomams u noddepxusams @ pabomocnacofHoM coCmMoAHUL CUC-
Memy NpOCNENUEAHUR 08X NPoUIBOICMEcHHbIX MAMEDUAMTOE OM LCMOUHUKE AonyYeHua 4o peanuiauuy
npodykuuy c onpedeneHua Maciumata u mpebyemenx 3anucel Ha 0cHO8e oUeHKU pUCKa (oM. 4.2.4, 8.3 u 8.5).

7.5.3.2 Janucu o cepulinom npousacdomae donxkel Soime ofoadayeHs OMALYLMETLHEM HOMEDOM
CEPUL LU LOEHMUDLURSULIOHMEIM HOMSDOM.

7.5.3.3 fonswer coxpasamec 2anucy ob ucnone3oeanuy obopydosakus, eaknozo dng ofecnevyenus
Kavacmaa oM. 4.2 4}, 3Imu 3anucy Joaskb! MaKwe @mayYaints oHUCImKY WmexHuseckoe obcnysuaanue Hapa-
dy ¢ npouzeodcmestibitd Ly ONepalnuany. PaBomsi o MeXHUYeckomdy OBCIyR UGS HUK S0MHHE AOKYMEaRMUD 0=
BAMECA U MPOCHEXUEaMECA Jo KoHKpeMHoD Npou3sodomaesHol onepauuy unu edunuus obopydoaanus.

7.5.3.4 Opeanuaauus domwna paapafomame U aecmu SoXyMesmuposantse Npouedype ¢ MmeM, 4mo-
Okl BOIEDALLASMENE GPSSHUIALLU NEPELYHEIE YTAKOE0YHEE MaMEapUuans!, Kanpurep, dna noamopkod obpa-
fomey Mo yomawoenelHsiM mpebosanuas, Owinu  pdesmmudbuluposansl U BeIdeneHsr U2 oblues0
npouzendemea.

7.5.4 CoBCTEEHHOCTE NOTPEBUTENER

COpraduIaguMs QoneHa npofAenaTe 3a60Ty 0 coBCTEEHHOCTH NOTPEGUTENR, NOKa OHA HAXOAWTCA Nopg,
YNPABNEHNEM ORr2HMIALNH MKW MCNONE3YETCA @0, DpradnIayna JomeHa MOeH THEMUHPOBaTE, BEprdnL K-
pOBATE, 33WWWATE ¥ COXPaHATE COBCTEEHHOCTE NOTPEGMTENR, NPE0OCTABNSHHYD 0MA HCNONBEI0BAHKMA KK
BRMBIYEHWA B NPOOYELIIG. ECnk coBCTREHHOCTE NOTPeBHTENA YTEPAHA, NOBPDEKASHA WMWY NPUAHAHA HENpKH-
rOgHORH ANA KCNONBAOCBAHWA, OPTAHWIALMA DONKHE WIBECTUTE 05 2ToM NOTREEMTENA W NOOAeMBATE 3AMK-
cu B pabodem cocToaHMk (4.2 4).

NMpusedadde — CoBCTERHHOGET: NOTREGUTENA MOWET BENHO4ETE B CelR MHTENNEKTYENsHYHD CoBoTEEH-
HOCTE M CEBEOEHHA NWYHOMD X3paKTEpE.

[MCO 9001:2008]

7.5.5 CoxpaHeHWA COOTRETCTEWA NPOOYKLAK

OpraHaaUua AoMKHa COXPaHATE NPOgYHLKK B X008 BHYTPeHHER 05paGoTil U B NpOUECoE NOCTARMM K
MECTY HAZHAYEHHA B LENAX NCANEPHAHHA B8 COOTBETCTEMA YCTAHOBNEHHEIM Tpebosanuam. ECniK aTo npw-
MEHMMO, COXPAHEHHE COOTBETCTEMA NPOAYKLMH DOITEHO BEMKYATE B CeGA WASHTUGHESLMID, NOrpyacyHo-
pAIrpyaoUHee paGoTel, YNAKOBKY, XpaHeHke | aawuty. TpeSoBpanue COXPAHEHHA COOTBETCTEME OOMKHO
BTl TAKE NPUMEHEHD M K COCTABHEIM YACTAM NPOEYHLAM.

[MCO 9001:2008]

7.5.5.1 Opzanusauua donwma paipabomames u noddepwusams @ pabomocnacofHoM COCMoANLL CUC-
MEMy KoHmponupogaqus npodyryuy ¢ 020 aHUHEHHEIM COOKOM ¥DaHenUa Uiy mpefoulyio ocobely Yomosud
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¥paqenun. Takue ocobsie yonoaus xpadesun oasHs KoHMPoNUooeamecH U peaucmpupodamecs (oM. 4.2 4).
Cpoku Xpanenua AonxEsl Beiims onpasdanHsimiu.

7.5.5.2 lNpodykyus donwxxa Bemes yemko 0foanayena, u3onupoeada U damwHa nodnexams omeem-
CMBEMKOMY XDaHEHUO, & makke donsna Seime 3aWUWEHs O NoNadanus NoCMOopoHKLY GELECITME LWL
JF2OAIHEHUA. ¥IaKoasa, ucnonbayesman And coadaHus U emMewerus npadykuul, Jomwna Geime Yucmol u mod-
xodawed. Nocmaaku domwksl conpogoxdamscs coomeememeayioweld doxyMernmanvel. JoxyMenmaylus Ha
MOCMaary JoM¥Ha CoDMEeMoMacaarms KaMKDamHOL caplid.

7.8.5.3 B cnyyas noamopHosn UCNonk208aMus konmeddepoe 4N yiakoasu npediyecmeayiowue Spsl-
KU Domxksl Beims yaanensl WY Ha0NUcw Ha HUX cmepmed. Kosmedsepes) 0omkHs! Gaime YUCITIRIMU WU Tpoee-
PEHHEIMU HE HUCMOMY @ COOMEamomaUy ¢ NUCEMeRHaL npouedypod.

7.8.5.4 Benyyae HeolxodumMocmu Ha ApREKe GomsHb! GeiMe YA23aHE! U J0MMHE 8LIN0AHAMLEA 0co0LIe
VYoMoeus Mpancnopmupaany LU ¥0adesus Mepaunyssly YTanoaoysix Mamepuanoad.

7.6 ¥npaenexwe oGopynoBaHvesm ANA MOHWTOPHHIA 0 HIMEPEHHRA

OpradKaayra DomHa oNPegendTs MOHUTOPKMHE M MAMEDeHA, KOTODEE NPeACTOMT OCYLWECTENATE, a
TaKse 0G0pyaoRaAHKE ANA MOHWTOPHHIE W HIMEpeHHd, HeoDxXogMsMoe ANA 0DecneYeHa CEHaeTenLCTEa
COOTRETCTEMA NDOOYKUMH YCTAHORNEHHBM TDEGOBAHHAM.

Oprannaayna GoNHHa YCTAHO0BMTE NPOUECCEH ANA 0BecneYeHMa TOr, YToBE MOHHTORMHN K MIMEDEeHNA
MO GRITE BENONHEHS W B A8RCTEMTENEHOCTHA GhiNd BRINONHEHE B COOTEETCTEMA C TREDOBAHMAMK K HHMM.

Tam, roe weobxogumo oBecneqMBATE HMELLIWME IAKOHHYIO CHIY De3yNBTATh, MWIMEDHTENEHOE 0Bopy-
JOBaHWE OMHHO DT

a) oTEAanKBEOBaAHT WMMK NOBEDEHS B YCTAHOANEHHLIE NEDHOOL UMK NEDe] 8ro NDPUMEHEHHMEM N 3Ta-
NOHAM, NEDEAADLIKAM DAIMEDE BOMHNL B CHABHEHHH C MENOYHADOOHBIMEA WKW HALUWOHANEHE MK 3TaN0HAa-
wii. MNpw OTCYTCTEMK Tarkx aTanonoe 6a3a, MCnone3aneadHan ANA KAnWOpoEkk KN NOBEPKK, QonNKHa OuiTe
aaperdcTpupoBada (4.2.4);

b} oTperynupoBalo MNK NOETOPHO OTREryNWEoEaH0 Ne Mepe HeoBX0guMOoCT I,

C) MOEHTHEDWUUMPOBAHD B UEMAX yCTAHOBNEHWA CTATYCA KanMBpoBKM;

d} 3aWMWEHD OT peryNMpoBoK, KOTODLIE caenany Bul HE0eRCTEMTENEHEIMK DE3YNLTATE HAMEDEHWUA,

£) IBUMLLEHO OT NOBREMIEHHA M YXYOLWEHHA COCTOAHWA B X008 08palleHina, TEXHUYECKoro obonysM-
BAHKA W XpAHEHHSA.

Kpome Toro, OpraHvIaumnsa OoOM#Ha OUEHWTE W 33perHCTRMPOBATE NDEGEOMOYHOCTE MNPenbsayiWs
peIYNETATOR MIMEDEHKA, BN 0BHApYHEHD, YTo 000Dy OOBAHKE HE COOTRETCTRYET TReboaanuam. OpraHu-
3AUMA ACNKHA NPEONPUHATE COOTEETCTRYIOWEE OEACTEHE B OTHOWEHWK TaKors oGopyacBaHkMa U nnGoi
HaAMEpEHHOH NDOOYKLUMA.

3anucu pEIYNLTATOR KANWOPOBKK M NOBEDHH J0MEHE NOOASDRHBEATECA B paboYyeM COCTORHKWA (4.2.4).

Ecnn npW MOHWTODHHIE 0 HIMEDEHHK YCTAHOBNEHH X TPEDOBAHWA HCNONEIYIOT KOMNBKOTEDHEIE NDO-
rpamMmHbIE COBACTEA, WX CNOCOGHOCTE YO0BNETEODATE NPEANONATrasMOoNYy MOMMEHEHN NPEABAPUTENEHO
O0MHA BaiTe NOOTRELHOEHA U NOBTORHO NOATEEDMAEHS N0 MEDE HE0GX0HMOCTIA.

n pHMBYBHWE — HMTEEPMEHHG COHOTEETCTEWA KOMNBITEDHOMD NparpaMMHOrD ofecneyeHna npeanona-
raemomMy NDMMEHEHW K ool ki HHD NpenyCcMaTPUEAET 8rd BEPWMHEALNKD W MEHBOXMEHT EOHMIYDaLWAWE B UeNAX nojoep-
HAHWA 2r0 NPHRroGHOCTE ANA HCNONEZ0EAHWA.

[WMCOS001:2008]

7.6.1 Jonwes Npoecdumb oA pESYTADHEE DESUCMDUD YEMbLIE MIOGOKALIUGHABE UCNBIMAaKUR A8MoMa-
MUYSCKOE0 KOHMPoNEH020 0Bopy0eaHUA (HANPUMED, DOMOKaMBRHEIE UIHCABKYUONHLIE CUCMIEMEI L CHLITE-
@amenu wmplx-kodos) dra MpOsEpHU NOCMOAHHOT G yHKYLOHENEHOG MPUS00HOCTIL.

7.6.2 MpouzecdcmeenHbie U KOHMPoNeHEE JaKHse, omeocauecs K npodyryuyw nrompebumens (3a
UCKMYEMUEM CEKDEMMOL UNMENNSKMyans ol cobCMmaeRnocimiy Op2anusayUu), donwHe npedocmaanams-
oA no mpebogaqur nompelumeans unu apedemasumans nompefumend dng NEosepy OyMKULUOHaNLHOO
npuacdHocmu NpoUIEodcMEeHMI20 NLOWECcca, KONMPONEHO20 U vcnsiMmamensHozo obopydeaanun, Wenons-
3yeroao a8 ¥ode NooUIEodcimes U HE 20Moaall MpodyKLiLL.

7.6.3 Heneimamenesnoe ofopydoganue, ucnonsayemos dna onpedeneHus MoUesMIeMociTiy LexodHbx
Mamepuanoe, saxksx dng cbecnevesus kavecmea, nonyghalbpuramos uny 2omoeod npodyruyliu, domweo
KanubpoeamecA WL J0mEHE MPOE0IUMECH JOMonNHUMETEHEE KEaNUBUKaLUOHARE UCNEIMENUR 10 Mepe
HEoOx0dLMOCTIL.
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8 WamepeHWe, aHANK3 W yNyvlleHWe

8.1 OBwmHe NonoweH A

OprasvaalMa 00mHa NNasMpoeRaTe W NPHMEHATE NPOLECCE MOHWTODPWHTE, WAMEBPEHWA, aHanWMaa W
Yy LW EHWA, HEOBXOOUMEE OA:

a) OeMOHCTPALWW COOTEETCTEWMA TpeBoaanmnam K NpoSyELIM,

3mo mpefoganug OMHOCUMCA kak ik Aonypadpukamanm, mak U & NepaudHbil yTaKoeoyHsM Mame-
PUAMNEM.

b} ofecNEYEHUA CODTERTCTEMA CUCTEME MEHBMHMMEHTA Ka4aCTRa;

] NOCTORHHOTD NOBLILEHIAA DEYNETATHEKOCTH CUCTEMEl MEBHETHMEHTS KAYECTRA.

YHalaHKaA QeaTenEHOCTE GOMHMHE BEMIOYaTs B co6R onpegene e Nod Med MMEeE MeTOL0B, B TOM YKMcne
CTATHCTHYEBCKMX, W 0ENACTE KX MCNOMNBIOBAHKA.

[MCO 9001:2008]

8.2 MOHWTOPHHI M HIMEPEHHE
8.2.1 YposneTeopeHHOCTE NoTpeSHTanen

OpraHM3aUMa oMmeHa NPoBoANTE MOHUTORWHE MHIPODMALIMK, KACAWHHCA BOCNDUATUA NoTpebuTe-
NEM BEINONHEHMAA OPraqMIauMeR ero TpeBoBaHKA, KaK 0gHoNe K3 CNoCoBoB MaMepeHYA paboTe CUCTEME
MEHELHMEHTA Ka4ecTea. JonxHsl BelTe yCTAHOBNEHE METOME NONYYEHAA 1 MCNON E30BAHMA 3TOR WHgop-
MaLIMM.,

Mpuseyadse — MOHUTORHEN BCCAPUATHA NOTRESHTENAMKA MOKET BENKYATE B CEGA NOMYYEHKE MHQOpME-
UMM M3 TEEMX WCTOMHHKCE, HEX WCCNEJ0BEHWMA YOOENETBOPEHHOCTW noTpedwrensd, madHHse oT notpe@uTensd o
K3YECTEE NOCTABMNEHHOR NPOOYELUHRY, MCCNEO0BEH WA MHEHWA NONE30EATENSA, BHANNS OTTOKE KNWeHTOR, BnarcgapHoc-
T, NPETEHIMM N0 TAPEHTRAHEIM CBA3ATENECTEEM W OTHETH DACNDOCTRAHUTENEN.

[MCO 9001:2008]

8.2.2 BHyTpeHHWE ayanTLl (NpoBeprwn)

Jprasyaauma QonsHa NpoeogUTeE BHYTDEHHWE 3y, 0K Tel (NQOBEDKK ) Y20ed 3annNaHWpoBaHH e KHTepEa-
Nbl BpEMEHY B UBNAX YCTAHOBNEHKA TOMD, Y4TO CHCTEMAE MEHEIMMENTA KaYacTea!

a) COOTBETCTEYET JannadHupoBaHHEIM MEDoNPUATHAM (T.1), TpefoBaHMAM HACTOALLEND CTAHZARTA W
TpeboBaHKuAM K CHCTEME MEHEIMMEHTA KA4eCTEa, paspadoTaH LM OpralHIau e,

b) BHeapeHa pelynsTATHEHD M NOQLE0MUBAETCA B palodyen COCTOAMMM.

Mporpamma ayauTos (Nposepok) AoNMHa NNaHMPoBATECA G YYETOoM CTATYCA W BAXHOCTH NOCUBCCOR M
YHACTHDE, NOONEMALME AYANTY, 3 TANKE PEIYNETATOE NPE gAY WHE ayguTos. KpuTepur, oBnacTe npumMesa-
HWA, 4ACTOTA M METOL AYAMTOR OOMeHsl OeiTe onpegengts. Belbop ayOMTOpos W NPOBSOSHNE aYIWTOR
OOM#HE 0DecnedqBaTe COBEKTHEHOCTE W DECNPUCTRACTHOCTE NPOLBCCE AYAWTA. AYAWTODE HE A0MHHE
NPOEEPRRTE CROID CODCTREHHYID padoTy.

HomuHa OwiTe YCTAHOENEHE GOKYMEHTHUDOBAHHAA NPOUEAYPa ANA ONPESeneHiA OTEETCTEEHHOCTH M
TpebosaMui, CERIAHHEDN C MNAHWPOBAHKEM W NDOBEAEHWEM AYAWTOR, BEOEHHEM IANWCENA K COCTABMEHWEM
OTYETOR O DEIYNLTATAX.

3anwck o ayguTax 1 Ux peaynkETaTax A0NHKHE NoQOepHHEATECH B pabouem cOCTORHMA (4.2.4).

PykoeogcTeo, OTBETCTEEHHOS 38 NpoRepAeMeie 0BNAcTH ABATENBHOCTH, JOMEHO 0BECNEYHTE, Y4TODL!
BCE HEOOXOOWMEE KOPDEELMM M KEODPEETHRYILWKWE OEACTEWA NEEANPHHHMANKNCE DE3 HAaNWIWHER OTCoouKK
ANA ycTpadexdua obHapy e s X HECOOTBETCTEWA M BRIABABLLMY WX NpUYdy. MNocnegyowwe DEACTEMA Qon-
#Hbl BENOHATE B CE0R BepMDHEALM NPHUHATED MED M OTYET O peIyNeTaTax sepudmkanvm (8.5.2).

NMpusevdaHae —Cu MCO 19011 anA pykoBOAGTES.
[MCO 9001 :2008]
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B.2.3 MOHMTOPMHI M HAMEDEHKE NPOLECCOB

Oprasuaauna JonNHKHa MCNoNEI0EATE NOOX0LALIME METOOE MOHWTORMHIA M, T0E 3TO NPHMEHHUID, HIMEe-
PEHWA NPOUECCOR CHCTEM B MEHESMMENTA KEYECTRES. ITH MATOk A0NWKHE AEMOHCTPMPOBATE CNOCOHHOCTE
NPOUeCcoR 4OCTUIATE 3JaNNaHKpOBAHHEY pE3yNETATOR. Ecny 3annasuponastee peayneTaTE HE A0CTHra-
KOTCA, TO GOMKHE NPEONPUHWMATECA HEOBX0AMMEIE KODDEKLMM M KODPEKTHDYIWWE OeRCTENA,

n pUumMBYBEHHABE— Mpw anpegenaHH e NooxXoqAL Wy MeToq0E FPraHdIauWA A0NEHE YYURTRHBATE THN # ofben
MOHHTOPWHIE WNA MAMEPEHWA, NOOXOORLMY ONA KEXAOTD W3 TEEMX NPOUSCCOR, B OTHOWEHWA WX ENUAHWA A COOT-
BETCTEWE TFI-EEI:I ESHUAM ENPOOYELAW 1 H3 pE3yNeTATHEHOCTE CUCTEME MEHSAKMEHTE KEHECTEA.

[MCO 8001:2008]

CnywBa kavaecmaa donwxqa ofecneyueams nposedenue vccnedogatus, yempanaHua U JoKyMesmupo-
@aHLA OMHAoHeRUl, sanssix dna obecneqyesUs KaYyecmea.
B.2.4 MOHMTODWHI M MIMEPEHHE NPOOYKLWK

Cprasvaauma QoreHa OCyWecTENATE MOHMTODMHD 1M MAMEDATE X3PaKTEDUCTHKA NPOOYELMK B LENAx
BapUdHEaLKMH coGMoneHna TpEGoBaHHA KNpoaykUMK. 3To JoMKHO OCYILECTEBNATLCA HA COOTEETCTEY KLLMX
CTAAWAX NPOLECeE HHIHEHHOMD LKKNA NPOSYHLMA COMMAcHD 3annNadMpoBaHHbIM MeponpuaTras (7.1).

CeMOETENLCTES COOTEETCTEWR KDHTERWAM NPHEMKH A0MKHE NOQOSPHHBATECA B paGoYem COCTORMIK,

Sanucy OOMKHE YEASEBATE NWUOA), CAHKLWOHWDOBABLW Se(ME ) BeINyCE Npooyxuun (4.2.4).

BrinyCk NPpogyKUMHd W NPeaocTARNEHWE YCNYTA NOTPEGHUTEMI0 HE DOMKHL OCYILECTENATECA 00 TEX Nop,
noKa BCe 3annaduposaniEe gedcTens (7.1) ve ByayT yOoRneTBOpMTENEHO IABEPLWEHE, BCIK HE YTERDKIE-
HO MHOE COOTRETCTEYHILLM M NONHOMOYHEIM MALOM MK OprasomM 1, roe 3To NPUMEHHMo, noTpebuTenem.

[WCO 2001:2008]

8.2.4.1 Paccnedoaakue Da3ynbmanos 38 npedenaMy 3adantsix maxHMUuyeckuy mpeabosakiuid

Thobod peaymemant 3a npedaenaMy 3adanibix MmexHUYeckLy mpebosanul domyes paccnedosamscd &
comeamomeuy ¢ JoryMermupoeannal npoyadypod, a nonyyernee danHee Jomyne peaucmpoupoeamscs
fom. 4.2.4]).

8.2 4.2 Bxodrol KoMmpons W axodWeie UCTbimanus

Do Baims yemanoangHis U onsHs! 8LToAMAMsECA Mpafoaarua N8 acex UCionsIye My Mamaou-
anoa. Mocmynanue Mamepuans: JonwHs KOMMpOILDoeamsCH Wil UHEIM 0G0a208 MOOEE0AMECH Ha COOM-
SEMCITELE YCManoaaHHEM MmpeboeaHLam.

8.2 4.3 Kowmpons 8 npouyecce npousaadcmas

8.2 4 31 Opeasuzayus Jomna, kak mozo mped yom dokyMaesmupoeanHse npoyedy e, KOHMponupo-
SaMb U UCHENTLEamE TpodyREyLn 8 npoyecce obpa fomiw.

8.2 4.3.2 fonwwel Obimbe onpadenakb NpoUedypel 6 G0DOYHO20 KORMMpOns, 00eceyUGaiatile Denmpe-
Jewmamuedocmes ofpasyoe dng oyexueaemozo npoyecca. OOpazysl He cnadyam eolapaams & npoua-
BOOCMEEHHYID I0HY, BCNL 0L DLIU HaNpagnersl H3 oMaAenbHYK UCTLIMameansHyn mnowadxy.

8.2.4.3.3 Mocne nomomuy ofopydoaanud Uiy HEFanNasupoeanHol OCMaqoexy npoyecca domwen
Hbimis Npoaeder JoMonHumMeNsHLIL KOMMPOTs & TDOYECoE NPOUIesdcmEs.

8.2 4.4 Konmpons eomeoasd npodysuyLL

Ecnu mpedyemca koumpons somoaocd npodykyud, oM domwen Seime npoaedes 00 ekimycha CepuLl.

Mpumeyande— Koumpone 20Mmoenld apodysuuy Moem npoacdUmMecs HE N0 BCEM YCMTAHOSREHHAIM N208-
MEMOEM.

8245 Coxpansempie ofpasiis

CoxpanAemee obpaiys ombupanmcs @ CoMMEamcmeny ¢ mpebosanuaMy op2anuayuy o [unu)
nompesumeans.

8.2 4.6 Brinyck cepul

Ana emnycka cepuu mpebyemecs npogederue ananuia JoxkyMesmaLiLy Ha CepLD.
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8.2 ¥Ynpapnexwe HeCOOTRETCTEYIOWEHR NPOOYHLWERA

Jprasdaauma gonwHa obecneymeaTs MOeHTHOHKALMIO NPOOYKUMK, HE CoOTReTCTEYIoWe R Tpebosanm-
AM, M YTIDARNEHNE 860 B LENAX NPeJoTRRALWEHHA HENPEQHAMEDEHHOND HCTIONLI0BAHKA MK NOCTABKK TAKOH
npogykldd. Jonsma GuiTe YCTAHOBENEHS OOKYMEHTHDOBAHMEA NPpoUeOypa ONA ONpegencHds cpeaeTe
YNpAENEHKA M COOTEETCTEYIOLWER OTESTCTEEHHOCTH W NONHOMOYMA ONA 0EACTEME C HECOOTBETCTEYIOWEH
NPoOYELMEA.

ECnu NpMMEHUMO, OPradd3aums QOMNKHE NPEanpHHMMaTE B OTHOWEHKA HECOOTEETCTEYIOLWE R NpoayK-
LW CReayiowne NeRcCTEMA (00H0 MNK HECKONBED)!

a) ycTpaHeHHe obHapyMEHHOTD HECOOTBETCTEKNA;

b) CcaHEUHOHHPOBaHWE MCNONBI0BAHWA, BRINYCKS MMM NDWEMEW NPOOYKUMHA, BCNTH NONYYEHO PaspeLlte-
HHE Ha OTENOHEHWE OT COOTRETCTRYIOWErD NONHOMOYHOTD MWL MNW Opraqa |, roe 310 NPUMeHuMo, NoTpe-
GuTens,

c) NpegoTEpaleHHe 22 NepEoHAYaNEH0TD NPEgNonNaraemMors MCNoNLIoEAHHA HNK NPUMEHEHIA,

Mocne Toro Kak HeCOOTEETCTRYICLLAA NPOAYKUWA MCNpaBNeHa, OHa 4on¥Ha DeTe MoOBeprHyTa NnosTop=-
HOM BEpUdMKaLHMK ANA NoOgTREpHKASHNA COOTRETCTEMA TpeboaaHmam.

3anwcK 0 XxapakTepe HECOOTRETCTEMA WM MobkX NOCNeOyOWMS NPeanpHHATEX QERCTEHAX, BKMNKYaR
NOMNy4EHHEE D33PEWEHHA HA OTHNOHEHHA, A0MHHE NOGAEHEATECA B padoYen cOCToAHKK (4.2.4).

[MCO 9001:2008]

§.3.1 Hecoomeemcocmeaynwas npodykius Uiy HeCOOMEamomayiolLue Mamapuans donkxe nodesp-
2aMLCA KAPAWTILAY @ DX Ldan iy NOURSMUR DELSHUA 0 KODPEKMUDPIILLY Uy uHex Oedicmauax. Koada udem
peqs 0f Uenpagnerul Nymes nepedenky Ly PEKOHCIPYRULL, cNedyam NpoEecmy U 3apesucmpuposains
OUERKY DUCKS MoG020 ompuyamensHo20 anuanug nepedensu Ha npodyruyun (e, £.2.40 7.5.7).

8.3.2 MNepedenxa u (unu) pexoxscmpykuus Jonxea Nposodumesca @ COMNMEEMCMEUL C dokyMeHmupo-
ganHol npouedypod, odoSpesyod cnywdold kavecmaa. MNopadowr nepedenky donwen OeiMe Co2nacodan o
nompedumenas, 8ciu WMo ANSSMcH 02080DEHHbIM MpefosanueMm.

5.3.3 Ecnu nepauddsie yaKoeoytsid Mamepuant npou2eodunuics @ YoNosuax SUCMOa0 NoMELLSHUA,
nian nepedaena JoNmHa SaiNOMHAMEC @ MEX Xe YoIOBLAX.

8.3.4 Moboe npednoxexue 0 BeNYCKE HECoOMEemomayowel npodyryuy domwke Beime c0enano Ha
OCHOEE JOKYMEHMANEHN0 OHOpMAGHNO20 PASDELIGHHO20 CMCMTINEHLUR, CANKLUOHUDM8aNHo20 Tompaiume-
nem.

5.3.5 B cnyuae aLibpakoant NepauyHbie yNakoaouHye Mamepuans JdomHe ynmuiusupoeamsecs uny
FHUYMOMEMLCA & CODMESMomaLy ¢ doxyMeHmupoaasqodl npoyedypod.

8.4 AHanui aHHBLIX

COprasv3aagqs QomsHa onpefenaTs, COGUpaTe W aHANWAKPOBRATE COOTRETCTEYIOWME OaHHBE ONA
ABMOHCTRALMM NPANOOHOCTH U DeIyNETATMEHOCTA CHCTEMb MEHEIMMEHTE KAYSCTED, 8 TAKKE OLUEHHUBAHWA,
B KaKoW 0GNACTH BOAMOMHO NOCTOAHHOE NOEL LUSHWE DEIYNBETATHBHOCTH CHETEMBI MEHEI#BMEHTA KAYECTEA.
Janueie QonsHsl BENKYATE B CEEA MHQODMaUMIO, NOAYYEHHYI0 B PEIYNETATE MOHWTODHHIA W MIMEDEHUA 1
W3 BPYTAK COOTEETCTEYIOW MY MCTOMHHKOB.

AHAMNAZ DAHHEX QOMKEH NPEOCTARNATE MHOOPMaLUMID, OTHOCALLYIICA:

a) KyOooBNETROREHHCCTH NoTpebuTenad (B.2.1);

b KECOOTEETCTEWID TREDOBRAHWAM K NpoayKWMK (B.2.4];

C) K XApAKTEQMCTHEAM W TEHOEHUMAM NPOUSccon W NEOOYHUHMK, BEMNDYAa BOIMOMHOCTH NpoBegeHua
NpenynpexnamLy9uy nedcTedi (5.2.3 1 8.2 4),

d) knocTaswakan (7.4).

[MCO 2001:2008]

Opzanusayus domwma paspadomams u noddepwuaames JoKyMEHTILHDOEaNHEE NDOUedyDE, SNMI0YaRA
mpeGoeakua K asanuay danmeix, N9 BaIRENEHUA CYLLECITEYRLWLK LWl MomeMYUaTsHbE MpUYUY SeiTycka
HECOOMBemomayioed npodykuul unu dpyaux npolnesd kavecmes.

8.5 ¥nyuweHne
8.5.1 Mocroansoe yny4ileHne

OpraHM3aUMa OONMHa NOCTOAMHO NOBEIWATE PesYNETATHEHOCTE CUCTEME! MEHEOWMEHTS kadyecTea
NOCPEOCTEOM MCNONEI0BEAMHA NONUTIKA M UENsi B 0BNacTi KaYecTea, peayNLTATOD 3YAMTOR, AHANK3A JaH-
HisDt, KOPDEKTUDYIOWWY M NPe0yNPesaaroLL My AeRcTEMIA, 3 TAIKE aHANKAA CO CTOPOHL PYKOBOACTES.

[MCO 9001:2008]
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Hamenenun. npedndzacmend 8 KaYECMER YACMU NOCMOAMHOED YAYYIWEHLA, NOANEMAM MasedstaHmy
PUCKS.
B8.5.2 KoppexkTipyowme 0eRcTEHA

Opravraayiva JoN¥Ha NPEaNPMHUMATE KOPPEXTHRYIOLWWE OBACTBNA B LENAK YCTHAHEHHA NPWYHH HECO-
OTEETCTEMA ANR NpedynpesdeHuA NoBTONHOM WX BOIHHEHOBEHKA. KOpperTURYILWE JeRCTEMA 0Nk Hb
ObITE a0eKBATHEIMA NOCNEOCTEMAM BLIABMNEHHBI HECOOTBETCTEMA.

Oomesa OeiTe paspaboTaqa ACKYMEHTHDOBAHKAA NpOUSOYRa ANA ONpedeneHiA TReboRa A

a} KaHanway HecOooTBETCTEMRA (BKmoYan Kanohs notpeburensai);

b} KycTaHoBNEHMKD NPHUYKMH HECOOTBETCTBMNA,

C) K OUBHHEAHWKD HEODXOOWMOCTA OEACTEMHA, 4TOOE M3IBeMaTe NOBRTODEHKA HECOOTRETCTRIA,

d} KonpegeneHHic M OCYLECT BNE8HWD HE0BXoonMEX J8RCTEHA;

) KIanucamM pelyneTaTos NpeanpuHATEX JeRcTend (4.2.4);

fl KaHanuay pesynbTaTUaHOCTH NPEONEUHATEX KOPDEETHRYROLME D8RCTEHIA.

[MCo 9001:2008]

8.5.2.1 Opzanuzayus JolxHa Ce0SEpeEMENHT pacciedosams 608 ¥anobsl nompedumenal U coob-
WUme o npoeoduMsix KOppexmupyolwuy dedcmeusy Ha ace NPoUIB0ICMEaHHEE YHICMKL U WHacmi, ces-
FanHee ¢ pousacdomao. Jelcmeus Joamks! OCPLUECMENnAmeCa, KaK Maxno Becmpes U 8 Conmagmomau
C COZNAacosaHHbiM 20agiuxkoM, credyem eecmu 3anucy paccnadosanud oM. 4.2 4).

8.5.2.2 fomwyo Geime of0CHOEAHD U JapEELCMPUDOEaHD QMCYMCMEUs KoppesmupyowWLy o jumu)
npedynpesdaowlx dedemeauli no peaynemaman paccnedoganus xanold nompetumenead (om. 4.2.4).

B8.5.3 MNpegynpexaal|e oeAcTEHA

Oprasdkaaywa gonxHa onpedeniTs A8RCTEMA 8 LENAK YCTLaHEHWA NDWYHH NOTEHLWANBEHBEX HECOOT-
BETCTEHA ONA Npe0yNpEMIeHdA WX NoAENeHA. MNpegynpesianune 08ACTEMA J0MHHE COOTBETCTEORATE
BOIMONHBIM NOCNEACTENAM NOTEHUHANBHEX NROBMEM.

Domena beiTe pazpaboTaqa AoKyMEHTHPOBAKKAA NpoLedypa ANA onpegenesna Tpeboranmia;

a) KYCTAHORMNEHHID NOTEHLWANBHBIX HECOOTRETCTRAN W HX NDHYHH,

b} KoueHMEaHKIO HEODX0OMMOCTIM OBRCTEMA B LENAX NPEnyNPeX1e A NORARNEHHMA HECOOTEETCTEMIA,

C) KOonNpeogneHyo i oCYLUECTENEHMIO HEODXOAMMBEIX JeRCTBMIA;

d} K3andcAM peaynETATOR NPeanpuHATEX GeRCTEMA (4.2.4);

&) KaHanway pesynsTaTHEHOCTH NPeanpMHATEX NPedyNpesIawms AeRcTEMA.
[MCOS001:2008]
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Npunoxexde &
(oBAIaTENLHOR)

Tpebopanua GMP K nepEMYHLIM NEYaATHLIM YNAKOBOYHEIM MaTEpHanam

Al Cpescrea nofyYeHWA NeYaTHRIX OTTHCKOE

Al DSwHe NoONOKEHHA

Heoe cpadomaa Nonpywes iR MeyaMHBlE oMM uckes donsHs

al umems vempoe & cdHoaxasHoe oSosvaveHue, smodal oBeCmeyyMa MPOCISXUEASMOCT s 00 LCXODHO 2D MEMTE-
DUAans;

b} Guime YIBOMOBREHAN U3 DCHISHOZ0 MoXodH020 Mamepuana, waxodAwesocA y ntompefumens, v ofecrnevusame
npocnexuaaeMocme do 3Moads Mamepuana;

c) NpoEBDAMELR HE COOMASMomens BYMANHOM) HOCUTSTH UNK ANSKMOONHEM daHHEM, 0808 peHHE M NOMpati-
MansM, U pESUCMpYpOBsMECH fou. 4.2 4);

o} ¥pEHUMECA & HAJBHHOM MECTIE MDY HANUWLEL Y K0H CWCMEMal CAHKIUOHUD08aHHOZ0 BRINYCKS U B0FE0&LEHUR
& XPEHUTULLYE.

£.1.2 CoveTaembie NEYATHEIE (DOpPMBI

Kogda mpefyemcr Sonewe odyod nessamyold opued, JomERS CYLECME0EaME JOKFMENMUDOBSHHER CUCTMEMS,
ofBcne YU AN W BA UCMTONE208aM0Ee BCax ODM § KoMNrexsme. B mow cnyvas, keeda xouMnresm dopid codepsum munoead
Rpoerkm npogedenun HBCKONERUY pafom, kaxdan omAenaksR roDME B KOMINSKME AORKHE UMEMs YaMEDS, cdHoanay-
woe offozHeueHUE U Salime ADKPHERMUETSaKRA.

A.1.3 MameHeHWe TeKETANpOSETA

Kogda npoesm mpedyem uononsI08sHUA HECRONAXUY BO0M U HEROMODEE 13 Hux domxHal BaiMb 38 MEBHEHE U13-38
UEMEHBHUA & MaxcmeMpoekme, donxHa CyUecmaosames doxyMeHmuposanqan npouadypa. 08ecnsuyes0WaR IGMEHY
HenpuaodHsix GOpM U coxpareHue dpyaux cpedome & komnnesme. Mexodasia @opis nodRassm noamopH ol voeHmy-
hukaLUY.

A 14 BepuduKkayMa

A4 Ofwme nonoseHWa

BepughukaUus Nooesma no coedocmean FONYHSHUR NEYEMHABIE ommuckes A0NFHE npeacdumeca & Repuod nodaa-
MoEKy X padonte NEVAMHOS0 CIanKa U 40 Moy MeHUR DEF0SWEHUR HE BRIAYCK Mpod pkuyuu.

A 142 KapasTHH H yHHYTOMEHKE

OpasHUzayUA JOnNHE LikeMe!

a) AokpMesdmupoesHRya apogedypy, ofecheuuasl ye Hadnesawe oo DMTEHHPE UEBNAYUY cpedoms nodao-
MOSKY MEYAMHOE0 QEUAELHENE & NeMSMaHUA NP0SRME, NGdE8pEEM W E20CA MEDECMOMpD |,

b} doRpMeHmUDCBEHEYY CUCMEMY, SMENUIUD W KD Mermodury FMUNUIELLL HERYRHENY cpedome modzomo sk
NEVEMHO0 BPYEUHAENE U Moy YeHUA TEYAMHEIN GMMUCH0a; oXU omsHal Npus0dumech & HENPUAOAHDE COCMORKUE U
FILTY 3 U@ B T CR MOHIT DONUL YEME M U HEDeW HE W ciocofom.

A.2 Mpoueccbl NEYaATaHWA W npespasoBaHnA

A 21 Hanapka (negroToexa K paBoTe) neYaTHoro cTaHHE

A2 11 NepaoHBaaRed Y0 NO020MoaRy § MEYSMEHUS cnedyem Npoecdums & UCT0NEICESHUEM YUCMEY KOMPO-
HEHIMOE WAL M2MEUST08.

A2.1.2 Mpw modeomoske ¥ RoCNedoi UM TDOHECCeM MOXHD UCTONe30EaME MAMEQUAR U3 UAHAYARBHDED TP0-
Weccd NevamaHua mod e cepuu.

AL21.3 MsnavaneHsil npunpagoyHsil MAMBDUan MOXem NoamopHD UENonEF088MECA 8 Xode nod2om o U mens-
HOED MpoUBCca QMR MONYYEHUA NPAaUREHIED UBEME.

A2 14 Mamepuan, uenonsiyered dna npunpeeny, dormes Guima G3ONULOEEH, 8 3AaMEeNM YMUTUZLHD0BEH KAX MDO-
uracdcmesHH e omxodar

A22 MepexofHele CHCTEMEL

fepexodhaie cucmems!, npedHEZHEMEHHAE DR COXDALBHUR BQEMEHY, I8MPAYUSESMOZ0 HE NOAE0MOSKY (HAMDL-
MED, ASMOMBM URLHDOBSHRAR CMEHE (PODME ) 4 HE NOISONAKMLLE Tposodume FONN YR vucmyy muyol, nodressm doxy-
MEHMUDCBSHHON OUBHKE PUCKOE U JonNaHe UCRONMLI0EEMe cpedcmea ynpsenesur OnR ofecneveHyd 38WUMe
npodyryuy. Boe neysmaee uadsHUR, nonpveHHse 8 xode npederdywel onepsyuy, domxHal pIEGNRMECA C AUVHUY do noy-
WEHUA DUUYENEHOED PASPEIIEHUR HE SETYCH mupaxa. Boe cpedomas ynpsenelul domsHel pEENCMPUDOBEMECR
[cw. 4.2.4).

A 23 CoxpaHAemMble obpaiue

A2.531 BeecoxpaHREMAS TEVaMHLE chpaids A0nKHE Gaima vemyo 0803aYeRE 4 donste rodnexsme Hadex-
HOMY XDEHEHLKD,
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A2.3.2 DEpaays, ucRoNsiperas R UHBY Yered (Hanpusmep, adMuHucmpupoaasue npodara), donsHal YHU-
MOoMAMBCR, 8CAU0 OHU SO0NLLYE HE ROHMpONUDPOMER 0paaHyFaLUed.

A.2.4 JanacHble MEYaTHLIE CPEACTESR

A2 4.1 B xode npousecdomesd, 8ond 3EANGCHNE DODME UIE0MASNVESHOM L3 (DURCLHDOEARHEY DSIDEWEHNE X
UCHOdHLN MBMEQUSN0S [HENDUMED, HEZAMUS0E WY NOWSS0ERIE CHUMKDE € NCTONBITEERHUEN MEXHONTIUY KOMTEH-
mep-hopua). oMegayya Moxem Gaime nOd0NKERE MOCRE NpogedeHUR HOAOD NPOSE PR NBDE0OT DEDMUL.

A2.4.2 BaMeHASMBIS NEYETHRIS COEGCTES

A2 4.1 B xode npousaodcmas, BCiU FaMENASMES ODME WIZOMSBNUEAM 43 GurCupoBaHREY cdofpe e X
ucr0dHLX MBMEQUSROS [HEMDUMED, HEEAMUS0E WY NOWSS0EEIE CHUMKDE § NCMTONLI0SERNUEN MEXHONDIUY KOMME -
mep-hopMa). onegayya Moxem Suime n0A0NNEHE MOCRE NpoaedeRUR HOSOO NEOSE KU NELA0T NEDATUL.

A2 4.2 Bxofenporzsodcmsan. ol oMl co3Rasm Ul HOas X MEMBDUEN0E, onepayur donwHs Beims omMeHe-
HE, SEMEHRE WIS HopME R0 SREIUMO DECCMEMPUSEME K8 HOBRIS OpUEUHANGL. MTocred perw e npodyrus Renbrod Mo
PACCMEMUEaME KA HOBYK CEpUM. BaedeHue Boex IaMEHASMELY MEYaMHBLLY cpedome Heolxodumo PEEUCM DUDSBEM A
fon. 4.2.4).

A25 MevaTh EOMNNEETOE

Mesames roMnresrmos (Npouece revamaxur Gonee odHoeo Marema Ha nodnoxke a xode odHozo npouseodemesH-
HD20 YUATA) He dOMYCRESMER U3-35 DUCKA NBDERDECMA0E0 2a80AIHEHUR.

A2E6 CepdiHOBNPOMIBOACTEO W XPAHEHHE JANACOE

A2 61 Cepudnos npoulgadomas & xpaqedie noodpsyuy Ha cRnasde OCpyecimananm, ecnu Smo 02080p0eH0
AOHMpaRMOM.

A2 6.2 Opearulasyun donkya yrpeaname xpaqesues dna offecreverur 0830MBCHOCIY U YEROCIMHOCMU Mpody -
LUY U COXQEHAME S8 NOOCAEKYEEBMOCME 00 APOUISAUITENA U UCNOMEIVEMALE MM BPUanos.

AZT UndppoBas neyvaTs

AZ T 1 Tufdue 802MORHOCIYD UUgpoaod Neyvsmy sHEARROM Hodk e 84 Akl AERMENEHOCM U, XOM ok Healixadu-
MO pRpasIRmE ¥ doXYMEHM UpOSamE AR 088 cNeusHua MouRecmy U S830MacHosm o Nevamuod npodysuuy.

A2 T2 Npuderehue gudpoaod Neusmy U Apyeuy cneyuanoRars mpeSoeabud k npodpsyuu donwyo Seimes coana-
COEAH0 C NOMpaGymananm.

A 2T 53 Opesnulasyur donxnds pazpalomame Hedexdpe cucmesy docmyna & gradnam, npednasHausHyy OnA
npedomEpsiEHUR HeMpedRaMe PERHO20 UCNONLI0BSHUA HECOOM SEMCME 0w Ux vcxodsex dadnog.

A2 7.4 Noka anemepHEMUEHAR cucmemMs Besonachocmy He pazpsB0mana KoHMPOTULYR WS KOMNE0MEeD, C8AR-
FAHHLIT ¢ yughpoeol newsmy ol MawuLol, donxer codeprams monaxe odus voxodue d gralin & caosd mamAmU dNR mesy-
weao npoussodcmaesHo20 LukRa, U ydamerue smoso gaing donxHo Swme Yacmes SOKFMEHMUDDIEENHON DULCIINL
AUMLIL.

A2 TS Palovue napadMempe ANA oM UKEHUA FOLUBMDEMIE0 Heama HeoSxoduso yomanasnuesms ¢ suds odiu-
LHUEMEHOSD NMPOYSCEs U DEEUCTDUPOESME (oM. 4.2.4).

A3 CHcTeMel B230nNacHOCTHA C NPMMEHEHHEM WTPHE-K008

A3 OCHOBHBIE NONGEEHHA

Ana offecnavelur Sezonackocmy npodyryuu o npedomapa iesus NeperpecMHoat Fa20AGHEHUR WMDUK-wadai
He30NsCHOCM U WO P GLifs AKTAOYEHA 8 MEREM NEYATHLY FISK0S0NHALE MEMEDUEN0E & UENAM BEDUHUKELEU GDESHU-
Fayuel a npoge coe MpoUlsodcmas wny nompedumenar g TDOUBCES ONEDALLLY YTANGERGaHUR.

Opeanussuus Moxem dofisaumes cofcmasitae vdaimudussyuonias kode & Mavam npodyruuy, ecnu smo npad-
FOMOMPEHD KOHT ST,

Tam, 2de 0p2aHuIaLUA OMERMCMESHHS 38 onpedenequs wmpux-roda fesomackocmy, kaxdel yeem Maxems don-
¥EH SeiME aRMRYes a8 wmpux-kod. Jns ecex wmpux-godos, SCU UBEM HECOBMECMUM ¢ MPpeBoBEHUAMY CRENUDYIILEZD
oloppioesHun, Heolfsodusmo yeedomumes nompeSumena.

£.3.2 MetTogsl Beprdviauds W oBopyAcBEHHE ONA BEPHgMEALKEN

A3 2.1 Ecfiusmo npakmuvecky aosMonHo, kaxd e e 0UHULY npodyRyuy oo Wwmpus-sodor S83cnectocmu Heod-
redumo nodaepeame aepu ULy NocpedoMaEns HENONBE0EARUA CHNGHN chakup powean coppdosaHun, dnR odecne-
WEHUA BO80 9mo xodal dumasriel & npouzasdens HeoSxoduman npodyayuA. CRaqupoeasee wmpus-koda Ba30mscaocmu
dOrMHD AENOTHRMASR 8 MeueHUs nocnedneas domyCmuM o020 MpouzacdcmasHR0E0 MPOUBECa.

A 5.2.2 Konchuaypayua npoepsMdsHozo cldecneseruf/RORMPOna cRadupyowezo oiopydosadun donsyHs zazpy-
HAMBCR U3 HEZESUCUMOED UCMOVHUKA [HARQUMED, MBXHUNBCKUE YoNOeUR Wi ogruyranasos nodmespxdanue). Mocne
mozo kar kod Bydem agedeH v NpoEBpeH, CHaHUPYRL Be ollopydoassue donxHo Beme sednorupoeano (Hanpussp, npu-
MEHEHUE MEXSHUNECROED FAMKE UAL 351 UM S Napones) dNR NpedomapsLeHUA HECARKYUOHUPOSaHR020 docmyna.

A53.2.5 Qonxws Saime paspalomans sfgesmMueHar cucmessa eafparcernaarur nofoae npodysms, He npowed-
weao Apoyece crarlposanur, Mool npodysm, aafpakoesHHall OHAS0H CUcMerol CHEHUDOSANLUR, doRKer Same Npo-
geped dnA onpedensyUR Npuyudel asBpskoasy, 8 Henpuacdies KomrodeRms enocnedomeuy donwes Gsime
ymunuavposank. Brigoda donxwHal Snime 3a0&2UCMPUP0SAHE U NDOAHANYILDOSANE A0 Sk TYCHE MDO0VELLU.

A 324 DHNE0H crRaFUDPOWSe ofopy00a5HUE & CEAZAHNED & HUM WMEXsHUAM ealdparteny donmHE Nodaepeamech
UCNLIMEHUAK & xode npouzscdemas MR NpOSeprU MOS0, JEDERMUBHE Y OHU 8 DBHED EEHUL U pIEReHUL MEMERUETO8
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& HECOOMESM oM By UL wmpux-kodamy. possdenus MEKDED MONUIMOPUHES JONKAD YMEME MBSO 8 HEYENE Npo-
Wecca Yepes 35NNaHYp08sHHLIE UHMEDEEE BpeMenl b Bsime sapeaucmpupaeans fom. 4.2.4).

A22SE Mobar npodykuus, npu npowzecdomss komopol onpedeneyo NEUMEHEHUE SNERMPOHHOS0 CRANUDOES-
HUR, O BKMUYECHL BHD HE B6INOTHABMCA, donkka Suime ododpeqa u ompaxeHs 8 3anucAx o xavecmes. Mompedumene
donxed Oaime yaedomned of smou, Y monyusHo dosyMeHmanesce cdofperue do exnyoka Rpodyryuy.

AZ2ZE Qor pyMOHHOS0 MEODZONORNOCHO20 Npouiecdomas ace ULy donwHe NodRexsms aepudussyuy qpw
noMowu wmpuk-koda. Tawm, 2de amo sLiNomHymEe HES0IMIRHD, NpU coenecoearuy e nompedumeneu monsse oduHe
NUHUA Moxem NodespasmasR 880 UHURaLLLL

AT Donswo Soimes NpedyoMompato aaiNCAHEHUS UIMEREHUL aHE MEXHONCELNECN020 RPOLECCa WU S8DL0-
QUKELHUY 080a3L0E WMPYE-KO008 HE SCEE TUHUAK.

A.3.3 ToBapHBIA WTPHE-KO0A

B mowm cnyuse, koeda mosspHard wmplux-god ermoner 8 wavem [EAN, Code 38, PZN um. 0.}, e meveHue ecesn npo-
yecca npowzesdomea Heolxod UM SER0NHAME JORYMERTUDOESHHY M MposeDAy ofpasya.

A3 4 PynoHHbl2 MATEPHANKI H NPOSYELHA

A3 Ecnuuwos HeE yra3aHo mompefiumensu.

a) cunelxs donwHa Beime Mpoulagedena c UCTONbI0EaHLEM CRITEUE MW 80 NEHM B ADKUY HEEMos Ha ofeux cmopo-
HEX NONQMHE, U donFHa Selile NpoesDeHs 088 CMopoHal cxrelrd. AR 08ecneuaHYA Moed 4MD UOEHMUYHE S MEME0UE-
Nl cogdUHEHE! U FA0EBNCMOUDTBSHL.

b} Momem Seime onpedensd Npaden MERCUMENEHOZ0 KONUYACITAS CRITSBEK.

A34.2 Konuwesmeo MamMepuana (AnuLa, a8, SRChenHocmes) dnr npouzecdemea xaxdoan pynoqa donwno Seime
onpedeneHo 8 MoYHE X MDE0enay, cO0ANacoasHHbE C NOMPe iy Mancm U YREZaHHEY HE DyNOHE.

A3 A3 HomMep cepuyw, HOMBD BENods o J5mE U2aom oaneyuR donmHal Saifs PRAIGHE HE BHYMPERHE D NOBEDXHOC-
i AnA kasdosn pyToRa.

A3 44 Oor npedomepraly BHUA NEPeLpecMACED F820REHEHUR moncemyo donxdo Suime eaipsfomano do norans-
HUR YUCMO20 MAMEBQUSNE § KOHUE MPOouIS0ICMEEHHOA0 YRS, ymols BEpasmuposams OMCyMomEUs Hamaepuansa e
NEVAMHOL MAW UHE.

AZAS Tam, zde Hecxodumo ocmsasume mevamusil mamepuan & ofopydosaruy Mo nepepalomss 8 CERU C
MpydHOCMEX BOCCMEHOBNBHUA HENOCMAOCMY DYNOHROED MEMEPUENE (HENDUMER, NpodonsHO-Ipe2e DHED CIMEHOR),
donaxa Same paipsiomesa doxyMBRMUpOSAHHSA Tpoyedyps dnA pdansHus U Fm URUISUUY MSMEDUETE, UCTOTEI)e M-
20 AR NpoeedeHYA HOS0E0 MAKEME YEDEF MALULUNY.

AZ46 Ecnu cywecmeyem a8 p0RMAOCIE ME0LIE0dcMEn MAMBQUSTA C MPONYCKSMU NEYEMY M0 MPUYLHE MaKe-
ma winl paelfiomes nevamAozo ofopydoBaHUA, DD2AHUFSLUR JOMNKHE UMEME Se30onackyn cucmeny AnR oSHapywerun, ydsa-
REeHUA W omdeneHuR npodyRuuA, Npoulge AeRHON C NPONYLIL BHHEML LEEM OM WL MERCMoM.
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MpunoweHne B
(enpaBoYHoe)

MeToauuyeckHe YEa3aHHA No TpeGoBaHUAM K BeprMKALMM M BANWOALMK
NepEMUYHLIX YNaKoBOYHLIX MaTepUanon

B.1 Ofwse nanoMeHWA

B HecmOoRLISM CROES04HOM NpLUR0RE HUY onuces Rodxod npu HeelxoduMecmy nposedeHur agmudayuuy, texoda vs
DOMYLLSHUA, YO MAa LWL UHAR (RoDME BED U URaLNT Scesda Moxem nompelosameca.

HarHbie Memodirieskye YRAZEHUA OMHBSCAMER K mpedosasyam no aanudayuy, nprasdenyoiv e F.52 0 7.52.1, a
manxe & MpafoasHUAM RO NLOSKMUDOBEHU U paspalomre, fpuaedetHsiM g 7.3,

K npedMemad, FOmops e Mo2ym nompeliogames Aagnudiuya Jua's anudegus [aHENWE DUCKS NORAZAN. 4mo odHo
geputhurayur HedoCMEMoNHO), DMHOCANCRA!

- MEXHUMYBCKLE CUCTTBMES, MBXUE K8K CMEHKY U NYHUL ARA Mpou3a0dcmeas N8 pausHELY Y TSR 0S0WHALT WM aM 8puance;

- ucemamensxos ofopydosaqsue, ycnonesyemMos ANR onpademerul NOUSMISMOCTTIY SCRODHE X MABMEQURTOS,
morypafpuramos unu somodod npodyruuy, gasksix AnA ofecneveruR KEMecmas;

- ganudayuR omodensHo20 UadenuR, Bcny 3mo HeodxoduMo LR COARACO88H0 ¢ nompeSumenau.

Lersxw ganudayuy renpsmor nodmespadenys cmalufeHO20 UM OBTEHUR U YNSA0SKY Mpodpsyuy 8 coom-
aemcmeuy ¢ mpefogaruAMy & npodysyuy. 3mo cpedcman nonyyesuR JORYMERMUPOESHHOZ0 CErdeManscmas moao,
umo ofopydoaayrue o NPoUScoal, UENOALIYeMEe ANR APOUISDACMES & UCNLMEHUA NEDEUNHELY FTSNDE0WHALX MEMepua-
Aog, ofecmeyyasmnm cralumeHs 0 aenyoy Npod KUy, DMEeyva el 2a05HE8 YoM AKOSNSHHEM MeXHuveckum mpeto-
BEHLAM.

Banudayus mpalyemeR, & mex coyvary, koada op2aqUIayuA yomaroeuna, nudo nompefumensa pewun, smo
odyod monsko sepudukasguy Redocmamoune. Npu vcnonezodasuy odhed monexo espudhuxayuu donxes Geime
AOMMTERM AOXFMEHMALYL C YREZEHUEM KRLUMEDUEE MDUEMEN U DEFWILMEMOE MPUEMOUHE ¥ UCHAIMaRUD H8 MBCIE W3E0-
moaneHuA (oM. B.16). komopei yemasasnuesem mpeloaguua K MOHUMOPUHEY U W3MEDEHUW § TDOUECO8 NoecedHEEHDED
npouidodcmas.

B.2 DakTopsl, HOTOPLIE HEOBKOAHMEO YUHTHIBETE

B.21 OfiiWe NONOKEHHA

B coomsemeomal ¢ 7.5 2 obuyLansHed Resnwpukayua‘sanudayey mpelpemen UCKMDYUMensH0 dNR OuaHK
onpedeneHHLlY NEDSMEMI0E. SaMHEY GNR OBBCNEVEHEA KAVECIMEE, KOMOpLIE HE MO2ym Saime BEQUDULUDOEAHE ©
MOMOWLH OCOaIMHOED MOHUMOPUHES UL LEMepeRuR. B HEoMOAEW pasdens codepmamch Wemoduvackys YNaiIsHUR
OMHOCUMENEHD MOao, K020e MLxem nompefoeamec eanudauuR.

Hanufposxs npoecdymer omJans o om eanudayy.

B.2.2 ®akTopbkl, KoTopsie HeobSXoQMMOo YyYMTEIBATE A0 NPOEESEHAR BepAgUEauMu/EBannPUkaymuiBanu-
DALHMA

Ho nposedenua esputhurkayyl. keanuuRALUIL Ll danudayuy npoyecca, mpedyeMo2o R UZ20MOBNENUR N8P~
BUHHEY PTAK0BOWHEY MAMBpuancs, Heolxodumo yuumarsame cRedyouue graxmope

- COCMEE W MENHUNECKLE X80 SRME0UCMURL MEMEDUSN08,

- offiopydoEsHUS, HE FOMOKCM OHU FDOUISOMAMCA U YNSH08LI8SOMCA;

- anpedenerue GyHgul U oSazarsocmel fopEaRUIELLY U nompeSumens);

- nomeHyraneH0e gosdelicmene MEpaUYHEY YTANOEOYHLEY MaMEepUsnos #E De30MacHOCmE NEXEDCMEE RGN
cpedocma W mALLERMOR;

- onpedereHUe KPUMYNSCKUY REDEMEMpod nooLecCa;

- TpefoEaHMA & YPORHID NOATCTORKY [ONePaTOPL, CNELWENUCTE N0 KEYSCTEY, WHMEHEDE M T. N.);

- cmandapmywe padovue npoyedyps dRA NonyveHUR caederul o MoM, KER U320MSMUSAM L/ SHCANYamMUpoasm L
u codepxame ofopy doasuHue.

B.3 BepvdurayvalBanM0auMA NporpaMmHons obecnedaHa

Ans BEQWDUNAYLLT NEOEDSIMMHOED ofecneusHUR MO3ym Ucnofbi08aMLCA MAEX HEILBGEMLE HYHELVOHENLHL S
wenaimEHUA. Banwdaugur NPXEDEMMHIE0 affecnavaru He ASAAEMCA 0JRFAMENLHEM mpﬂ'ﬂ:l:lﬂ&HIJEM dna WFe0mMosnNeHUA
MeQBUYHEN YTAXDEdYHEX Mamepuande, ecny amMcyMomeym UhLIe yEaIgHUA.

B.4 DyHHEUMOHENEHLIE MCALITAHWA

MpozparwHos DBECNESYSHLE, VCTONEIYEMOS 8 RPOUBCCAY, KPUMULREy Ana ofecneverur kauecmea, danwqo nod-
B8028MLCA (yHALUOHANBHBIM UCIAIMAHUAM 8 OCMAMONHOM KONUNEcMEas 4 § COOMEsmMomB 0 uLx yonosuRy dNA Bepu-
URAYYLT TPOCAEMUEAEMOCMY, MOodkocmy mepedauy paimeps edukuybl GuUILVECKOS Eenuvude, o8palomeu U
coxpaHeHUR darHely. CUcMera AonaHa Np0ASpRMLCA, HEMDUMBD, NFMeM 85008 SEPHEN U H8S8PHLIX DaHHaIx, ANA onpe-
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AeNerUA NPOCNERUSESMOCIU, MOUKOC MY Nepedayy paveps edUHYUE HUILYecKol a8 NUYUNE ¥ COXDEHEHUR JaHHEX U
agnucel. Chedyem peaucmpupoBamE DEIYNLMAME SMUX UCAHMaHUE U npogepok.

8 xode yHKMEOHANEHE ucnamarul cnedyem nposoduine MOSMopHE & TPOEEDKU KOUMUYECKUX 3Manod U nfapa-
Mempog.

B.5 ¥YnpagneHie HIMeHEHHAMH

ObuywsNLHoE A0NPMEHMUSOS SHHOE PROASNSHNE U IMEHEHURMU D0RKHO Dalma WSCML0 NpoYeccs aanudayu, om
OROHUEHUA KEENUUKELYLE nposkma (oM. B.13) U Ha APOMAMEHUL acesn cpoke anyw e ofopydosasnur. ¥npasnesue
LEMEHEHUAMY HE 3MAanay aepuduray Uy ey & xede npogeccod sanudagyy Jomxye SRMe Ya0MERD TOTUMUKY FRpsana-
HUR UAMEHEHURMU O02RHUASLLL.

B.6 Mocneays wan AEATENLHSETE

fonwuve Suime APUHAME MEDL M0 SLIOFHSHUKN HEZGEEDWEHHLLY OeOCMaud, HENPUMEep, COCmasnesus
deghermusiy S8A0MOCMED N0 PEIYNLMEMEN KEANUDPUKSLLL EYHELUWOHEDOBEHUR (oM. B.15) U KeanubuRaLEU 3KCNAYE-
maue [oM. B.1 7).

Boe npuHusMSeMeae Meps donsHE DORYMEBRMUDOSSMECR.

B.7T NoanepsaHwWe CTATYCE BAMWOALHM

Cnedyem noddepwuweames cmamyc ganudaguy oSopydosasur ¥ npoyecca. Toles vsMenesun, Jaxe HETHEWY-
mensHag, dORRHE DUBHYBEMAECR HE NpedMEem Uk SNUANLR HE cmamyc sanudayuur oSopydogsHuRr uro npodyryud, U e
capwas ReoBxogdumocmu domkHa npoecdumack nodmespx A80MW SR MDOBENKS, INGUESTEHMHAR KEANMDH UKS LU 3KCINYE-
mayue [om. B.1T).

H e RUR ERYYW BHUR NpoUedyp sanudayuu domare maswe neoxodums oueHsy ANk onpedenaHua Heolxodu-
Mocmy moamoprol asnudayuu.

B.E MNogxon s BanNWAaUHE

B.8.1 MepcnesTHEHLIA NOAXOL & BANKAALHHE

Barnudsyur donxua npescdumecs do HaYaNa ApouIS0dCmas 8 MpoMENLUNSHH X Macwmalax y credpsame nep-
cnekmueHoMy Nodxady. AnsmepRamuersie Nodxods @ eanudauul npresders marse a B.271.

Ha pucyyke 8.1 npueadexn BRoK-cxem s, deMOHCM DUD YA LYSA MURTYHEE 3T anal SAnudEUuY.

B.6.2 Pond # oBAIAHHOETH

Ha pucyHie B.1 nokszads MOMEHUUENEHLE CchEes OMESMOMBEHHOCTY. B paMysy amus gyukyul do Havans
patiom donmHe Seme onpedenatal UCTOAHUMERD, oMAasMoMasHHaie 38 Npoasdeue NpOYECcoos SapUDURALEL Wiy
SANUISLUL U CRHEYLUOHYDOBEHUE DEFHNLT GMOE.

Cnywa KaWecias HECEMm M BaM CMEBHHOCME 38 DAL BHUA, CBATSHHAIE & BLIMYCKOM Npodpsuy L.

B.6.3 MNnaHuwpoBaHue

B.£.3.1 Ofuwue nonoseHEa

Bee cmadud Rpoyecca espub urayus o (ung) eanydau oy donsRal TNGHULPEEAM BCR U JOKPMEHMUDoESMAcR, Pews-
Hug o gude mpelyemMod doxyMeHmayyy doNMHD NPUHTMEMECA 8 HEYENEe NEOUECca, HEMDUKMeD, xozda eapubuKauwUuR
RAERAEMCA COANACOSEHHLM NodxodoM, WORYT UCTONLI0BEMECR NONEF0EEMENECKYE MexHUweoKue mpelfossHuA dne
damanuzaguu npodeccod, mpefyesmas dns ofecnayerun aepud UKa YL,

Uenen sanudsyuy ASIREMER YEMaSHOETEHUE bl NONRBHYA Mpeloaarul NoME30§8MENA, TO3MoMy oHL J0ANHE
Haime vemy onpedansHsi.

B.£.3.2 MacTep-nnaH Bannaaunu

Ol mrodxod & aanudayiu U ingy ee NposedeHyR doNNHE codeiamLCA @ MECMEen-MNaHe aanudaguu.

Imo doKFMERN, & KOMOpoM anucargaemcn, kay Sydem ocpwiacmanamescs eanydauur ofoppdosadya U (umu) mpo-
yaccd, MepevuciAKMER CoHOSHae OFRIANHOCIU U NopRioK asnanHesuR dermentHocmy. B nRake yiaasH nodxod &
sanudauy, ydenAR OCHOBHOE AHUMANUE SCNSNMEM, KDUMuYHEM AN ofecrevelun kavecmas ofopydosadud U funa)
npoyecca.

OH, k8K NOAELAG, SKNNYAEM CNedyOijue JTeMEHTE!

- ingH Apogederdur aanydayi;

- OPEEHUIALUOHHER CMBYEmMypa padom no eanudayuy — pony U ofRIAHHOCMU]

- onucakue cpadomae, cucmes, ofoprdoasHUR W Mpoyeccs,;

- hopmam doxpmermaduy — mpetfyerarl yoosers JoKyMEHMULOEHUR,

- MNEHUDOEENUE U COCMASNEHUE EDaMURA;

- COBIMAL HE CYWECMEYOWue doXyMeHTE, Boy 3mo Heolxodusmo;

- ¥IPEENEHUE WIMEHEH LR,

Kogda mpelfyemer aanudayun pasHol RpodyRYLy WY pRANUYHO 2D 0B0Dyd0EanuR, KOMOPoE Do GEIYNEMam s
SHANLIE PYCKA CYLMAeMCR DEBHOLEHNE M, MOXam NoHad08umecA SDakemuH 2 o (Wu ) sam puykard nodxod ¥ eanudsyu.
DS0cHOBGHYE MAK0ED pewenuR donwno Beme dokymenmuposado & nnade sanudaywy. Jonxes Beime docmamasidul
YOOESHs SHAHUD 8 CMADWEHEY NTDOYBcCE U Apodykyuu ANA 080CHOBSHUA DAWEHUA 08 UCNONE30S8HUY MAMDUNHOE0 Nod-
xoda u funu) Gpavemubas. Npu SpadeMyHese GCNLMaIEE0MER MOMEAD KPaUHUE FHEVEHUA aRdBRaHHEY TADEMEMDoE.
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Hpu MM DUYHOM nodxode MOXEM UCTONEI0CBEMELRA TSN JKCTepUMERMOEN anA LoKpalyaHuR Komuyecmea mpeﬁy‘euux
BEMUABLUBHHE X cEpul.

B.9 AHanW: pecEa

AHANUIS DUCKS ABNASMCA HEOM kB MASMO D YACIT BT TDOUWECCE NPUNAN UR DELWEHLD U WO0XeMm UCcnone30a8mecA dna
ongedensiur Heolixadusmormy npoesderud espaburanuy & (wru) eanudagey. O MOXEM MAKKS UCNONEIOSSMECR &
rode xaanughuxauuy npoekma dTA onpedenerus Nl IOMEHYYENaHE X ¥ap03 A 0N8p&M o008 UNY OKD KA e0 Wed coe-
de. Cda omeocumeoR decmyn ¥ cmanky (Dapaxderus), deuseHue Mamepuanos, sozdeldcmans naiepoa & m. n. Ha
pucyrie B. 1 nokazars das cmaduu, koeda mpeldyemcr npoeaderls BHANU 35 DUCKS.

B.1A0 TexHu4ecede TpebSoBAHHA NONL3I0OBETENA

Cmadua NREHLOESH IR BKROYEEM Da3pER0MEY MEXHUNSCHUY MEalogaRud nonsaosamens. Texduieckus mpeatha-
BEHUA NAMEIOSEMENA — 3M0 pmaspxdaemal JOKPMEHMN, 8 ROMOPOM PEEIAHE S08 D FHELYOHENEHEE, pafouue o (unu)
mextudeckie cecdemes efoppdossHuR unl Rpoyecca, Heclixodumeaie dra npoulssdomas mpefiyasMozo Wamepyana.
Curds MOXEM OMHOCUMECA cXeMa xoMnoroesy ofopydoasquRr, npedycMampuasi s docmamouHoe TpOCMPaHcmen
R JELUABHYA MAMBDYEANOE U OMTE0AMOLOE, HEMUSMUE ISMTECHEY YECMED u neasocms docmyns dnR ylopry U oNLCmEL
Aukiy, KaK SapUaHm 2msa uHh0pMayUyR Moxem npedocmaenAmecA @ dppeold doryMeRmaLuL.

B.11 YocnoBWA EOHTRAETA/3AE00CKHE NPHEMO-COATOMHBE MENLITAHWA

Amo wpuduiecil OfO0DMTEHHDS COSTALBHUES, IGHNNHEEMOE MEXdy 0peaduIayued 4 MOCTEeWUKoM, Nodnycaaa-
g0 ofeuMy CMOpOHAMU O OE0SSQUSEXLSS ponoeuR nocmaesy. Moy Resdxodusocmu nposedsuus 2asodcrul
npreMo-cdamavaLy ueraimaneld a dokpsdedme JonkHel SeiiMe 020800EHE MpelySidaie GENLMAHEA, 208 U KeM OHU
npoacdRMCA.

B.12 3Tansl BANWAAUHHM

CHLSCMERHM BaINUTYHE S G03M0NHOSMU MDosede UR KEaRNUDUES LUY Npoekm S (oM. B. T3], jemanosowHol Kagnu-
murayin [or. B4}, ssanuursyul @pRRgUoHYposanuR for. B8], npueso-cdamovdsiy poraimasul Ha nrowadse
foad. B.16). keafud UKSULYE SKERRYaMaLUL (oM. B_1T) 0 aHANNTE BUCKE NOCMEELW UKOM U (Unu) apaaHuzadued. 3ma pato-
m& donwHa Suaime A0OKYMEHIMANLHD OEODMIEHE, HENDUMED, 0D2EHUZALNA MOKEM S0CTONLITEAMBER DL OM NOCME8-
wuka npu npoge deduy Kocmedn saRUIONM UMY SSLULTDYeMO-CAaMOVHENX UCNaImARWG Ha nrow sdxes.

fMocne cocmaaneryn nrars npoasderun aerudayuy Moxem Sems HBYAM NpoUece keanubyraguy. Keanubuxks-
UuR doxaIaigaem, WMo MpodyKULR MOXEM CUCMEBMaMUNEcil ERNYCRAMBCA 8 coDmesmemauy ¢ mpedyemaiu cmaddap-
mon oM. B.16).

B.13 KeanvdMEAUMA NpoeKTa

Jmo MpoNBCs S8 pUEUKSL LY TPUE0dHOCMU MpoBXMma. OH Mo em BRMeYMams COOMAasmomay DLl BHANLIE pUCKE,
pazpalomey NOTER0S8Meneckuy mexruseckuy mpeSogsarul, yonoeuld KOHMPEKMA (BosMONHD. & 0AHOM doxyMeHme],
Fas0dcrUS NpUes0-cOBMONHAIE UCAAITIARUR GNA onpedene Ul E0MOSHOCMY OMApasry 06oppdosanuR 0mM NOCM SeWUKE
8 OPESHUZAYUA U UCAaIMaHul 48 amane paipafomau/onmuM Uz YUOHRBLX SCTEMEHUE do npuemo-cAaMowHalx Uomsma-
MU He mrowsdre (ou. B 16).

Haanughuxauua npoexms we mpefyemca daa ecmandepmuiupogaqiozo 0SoppdosanuR, Ui2oMmoaReRHO020 HE HE
FAKEI.

Fagoderue NpueMo-cORMOUHBIE WEREMAHLA MO2YM ApoaodUMLELA ¢ PYemoM enewiHLy aoldedoment, m. 8. Hezpe-
a5, WyMG, Ceama. N

B.14 YcraHoBOYHAA KEANWEUES LHR

Amo pmaeprdednos JoKyMEHT NeH0 D opMIeHHEE Caudemenasmes Moaa, Yma odop pdosasue CHOHMUBDSaH 0
8 COOMBsMEMEeUL ¢ NUCEMBRHEMU U 00080EHHAIMY MEXHUNBCELMU MPefoSaHUAMY & YEDIMEXEMU U S0 NOCHE MOHME-
¥ 8 OHO COXDAHAEM a0 CAOUCHES COSMALHD MPOSKMEOMY 38084, Kanulposaso 8 cryvae veotxodumocmy U cHallxeqo
BCEMU UHCM OYHULUAMY 10 3KCINFEMEUULY.

B.15 KeanvhMEAUMA PyHELMOHHPOBAHKA

Amo nposedeHys UCNEIMEHYET HA DCHOES FHAH UG NpoWecca U cocmeu, wnofe yHedumeca 8 Mo, Wm0 OHU i ML U-
OHUP M, KEN U TONONEHD, HE BEOXHLK U HUNHUX 3KCINYaMAayuoHHelX npedenas ¢ yuemou xonedanul 8 celpes U yoroau-
Ak, 4 komopeix pelomaem ofopydosarus.

Mpoyess 4 pesyNLMams VCMEMaHud donxshar Saime ofpuyuaneHo dokyMermuposars ¢ ododperel, & MO2)M
feme omdensqee JOKFMBHME, MEKUE ka8 ARas ApoesdeHquR ucnammasyimpomoren voneEmasud fos. B 19.3.2),
omYemizanuce o Rposedeniu onsmaHud for. B.19.3.4) v agrmoyesus oM. B.19.3.5).

Kaanughurauud hyHRYUOHUD088HUR JONKHE OKONYAMBNLH onpadanrme Npoyedypal kanubpoaky, anegupoaa-
HUA (GKTMHER X80AKMTE0 U NepUadyIHOCME NEOSE 00K 8 NpOYsCes Npouldodcmeas), 04LUCM KL, NO20M 0erU BNEDEMODoE U
Mo UTARMUNECAOA0 MEXHUNECK0E0 0B yMUEEHUA
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fnR ppocmoze efopydossHuA nRad Rposederur  yonsimadwdinpomoron ucnemarad (oM. B.18.3.2) w
amyemfaanues o nposedenuuy Bonaimadui (o, B. 19, 5.4 moeym Geima o0dus oxyMeH oM, 8 FAKOE0M CRYYRE AOUSMOY-
Halg KOUMENUN YOMBHAENUBEHTCA MU QOKYMEHTOM.

B.16 MNpeemo-coaToMHBIE HCNBITAHWA HA NNOWaAKe

Npusio-cdamoykale UCNEIMAHUA HA Towsdke Mogym nodmespduie YOMEWHOE SENTORHEHUE YOMEHOSONHDE
KNP UKSIULY 4 KEANUPURBLEY G YHELUOHUDOEAHUA & NOMOW B UMUMLS0SEHHE20 TpoUIeodonEs ¢ UCNONEI08aH IS M
DEaNEHBLYE TDOUIG0ACMESHHAEIY MEMEpLANos. Brxod Nodnexum MOHUMODUHEY U UIMBaHUK, 8 PeiyNLMaMmal J0AMHE
UEMONLICEEMLCR ANA onpedenalun nompelHocmy & k85U UKE YUY SRCAAYSMELUY. Fpuamo-cdam ouHse UCReIMAKLR
HE RO EdKe Wo2yn Beime SKaUaareHmyel odRol BaenU UL UL SKCORYEMayuL.

Npusio-cdamoysRais CNEMaSHUA a8 NP0 E0Ne MO2)m makke nompaloeamach dnA yonemameansHdoaa afoppdo-
SAHUA, BUTHYNER S80UHLHRSUUN ranuBpoery & nonyYeHUA cmalunsHeiy DesynLMamos.

B.1T Keand@iHEal@a SHENNYATALMHE

fnA xganugbuEE LY SRCIAYSMEULY UCTOMEIYHMCA NO0aSf0MHLe HCMEMaHUR obwed padome Muauy ANA mod-
mespadesyR Moo, vmo ods cnocofra cmelunero Npouzecdume Npodysinm ¢ o0 UM O MEeM Me yposHesm kavecmas. Tpy
LCAEMAHUAX ANA KEANUEUKSLUL SRCONYAMaLN LT UENOAEIYHNT CA Npousesdomes e MEMapLans: dna nodmespx deHuR
CcmaluTEHOCMU MEOUECCE U BOSMONHOCMU CMafunasoed annyoks NepsUiHaIX FNSK0E0uHEY MEMEDUANoe 8 olaivHeix
npouiecdomesnkedx yoaoeuas Mpowecs U pERyMEMAME UCIAIMEHUT KEK MUHUMYM Mpex nocnedodamensses cepul
adguereH 0 JDKFMEHMUDFMCR U pmes DB meR.

Hoxnmmuerus U3 UCNOMBEI0SAHUA Mpex nocnedosamensyely cepul BOIMONHO & chyuse ANUMEeREH0E0 NPOWS-
S0dCMEERHOA0 MPOUBCCE, HAMPUMBED, Ha Banyex odkol CEpUL MEMEDUANE Maxem mompeloasmacs HBCKoTERD Hedens
HenpepuieHoan npoulaodocmas. B amon cayvae KeanuurksLUR akcrayamayuy Moxem Seme npogedens Ha mpex mod-
REDMURE, HE BAINYCK REMADD U3 KOMopLIX MEelysmoA He Mesee odroe0 dHR.

B.18 BanHAaauMa npoayEnn9

Banudsyus npodykyie FRenfemca neofazamensqod qulo 8 pezyieMame eHyMPEHHEAD PEWBRER DDEAHE LU,
nuldo no mpefoaasus mompedumenn (oM. pucyHokr B.1).

B onyuse orofaiy mpefoasHud peroMasdyemes nooecdume BnUdayyH 3MEN0e NDoWBCCE, Kpumuikary dan odec-
REyYBHUR Kavecmas, dnA omdensHoao TEQBUNHDAD FNBR0SOVHOED MAMBDYANS. KpUmuYHES 3MTaRal Npoyaces J0ANHE
UEMEMEEEMECA HE KPUM USHE S RE0AMEN Ok, biBDEHALE & DB} IEMANMe 0UeHKY pucks. Banudayya npod yruuy SKNaYE-
am anpadensHue B0IMOMHOCMeld ofopyd0aasUR U NPOYSCCE U REANUDURALLD Coedems yNpasneHuf NONHOCTM LD &
QHAGEHOB0M DN LME,

B yenoM cwumasemed ToUSMTEMalM, Wmolal FOAUYECMED MTOCH80088MBNsHEE MASMUG/CeUl © OROHYEM ENEHD
COZNAL0EEHHEMU MADaMEMPEMU COCMEanANe ganudantn npoueccs (oM. pywogodcmen EC mo GMP, npunoxedue 15).

B.10 JoxyMaHTAUMA No NPOUECCaM BEPHPHEALNE A BANWAELWE

B.191 Ofwre nonoxesMA

Paxomerd yemor peeucmpuposame nodyod  npoyscey eepudurayuuisanudsuuy o kaxdyo cmadue npoyecca, 8
MTANKE MONYYEHHEIE De3YNeMams: (cx. 4. 2.4).

B.10.2 BepudHrkayns

fng doxpsenmuposaHUA 3Gecdokyx NpLeMO-CAAMOYHEK VCNEMEHUE U NPUeMO-CAAMONHEIY UCHBIMABRUL HE NA0-
wiade MOXNEm YCNonE0samMecA edurel dorymerm. Ow Moxem codepxams ace uny vma-nulio s cnedywuean:

- HCIOQUH DaFENMUA Lo npedadyl e ueneaRuR/BeD b WRaYLREeRnd YLK,

- ofoCHOASHUE UCNoNLIyemoen nodxods;

- MPUEMOYHES KDUMEDL L]

- mpalyauEE UCRBIMAHLRA]

- OUEHKY DEIYNLMANMOS U 3800 YeRLD WCNEMaHLE;

- danpHedwue dadomaun;

- YREENEHUE WIMEHEHIRMU]

- ORYYSHUE DEIDSWEHLA.

B.10.3 Banwoauwn

B.19.3.1 Ofbem Q0EYMEHTELHA

OoHoaHaR dONYMERMEUUR M0 BEMUdaYLT JosHa SHITYEME:

- @HENU3 DUCKHE;

- MNEH ApoaedeHUR UCRAIMaHYI/TDOMmOoRon YTk MEHLD (TNaHMpomoken kaanudrussuun);

- YEm o YeMEMSHUAS [(FANUCE UCNEIMaHuiE),

- FAKMHYEHTE U 0S00oeHUE.

B.19.3.2 MnaH npogegeH«a MCNETEHNAN POTOKON HCNEITEHEE (NNERMPOTOREA KBEN M K3 LHE)

Carda axodam odus WU HECKONE KO AOKFMEHTIOE & ONUCEHYEM UCNaIMAanyd /e cmadun pasps SomKU U SRCNAyama-
LU SKMDYAR RESAUEH URAYLNOREEE UCTEMaRus. 3my dory e imal donxHa codepxans:

- OCHOEHEE 3MANal, ¥0MOpLiE CHLUMAMMOR KDUM U yHE MG Ane offecreveHUR KaNecmaa;
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- RERandUMAS WCTEIMEHUA W UCNOTET YEM y0 WMamodury,

- NpUSMOYHAIE KPUMSEULY,

- OPUHTEREHKID SURY AR ARENKEE 4 yMaspwdeHUA.

B.18.3.3 KoHTponeHse adnk (8 cnyyae HeoBxoQuMacTsH )

Pays rdem of oO0dosM WL HECKONLKUR GOKYMBRHMER ¢ ONUCAHUSM U NDOMOKONUDOBEHUEM VENEMAasUD He cmaduax
pazpalomau ¢ SKCARYAMALUL, SKIYER KBENUAUXEYLUTHNEIS UCNEIT aHUA. 3my doxyMenme domsHa COJBDNEMES

- DEIFNLMAME NE0s0d UMb BCTE MEHUD U ONYCaRYE UCAONL IFeMol Memodusy u Ucnoneiye Moo ofoppdoeaHun;

- NPUSMOMHENS KOUMEgUL;

- ORUUUSREHKD SURY ANR AHANYEE U yMaspxdeHU A,

B.19.3.4 OTueTt/aandcs o NPOESOEHHH HCNEITEHWA

Pays rdem of odHom wnld HECKoNEKUY JOKYMBHIMEX C ONUCAHLEM U MDOMORONUDOBEHLEM NCTEMANUL HE CMEuAx
pazpalomiul & SKCORYamMmayuu, SKNKYER KEENUEUAE YLOHNRIE UENEIMaHUR. Fmu omyenma donate codeprame.

- DEIYNLMANE ADOS00UMEY UCTEManulb;

- NOUSMOVHAIE KDUMEegUY,

- ORUHESREHYH SU2Y IR BHANLIA U YMaspRdSHUA.

B 3aucuMociu om CAOAHOCMU SLMNamHABMOl palomal CYLBCHE yem aoiMoNH0cme odbeduHesyn Mpomokana
UCNamaHyl, peiynamanos ucnaimaned u omvema o npogedesuy venemanud 8 odusr doxpsenm no xaxdod crmaduu
REENUHUKELLIL.

B.18.3.5 Jaknioqesde

FaxmwmuieHue npedomasgnmem cofold KEaME0e ONUCEHYE DT YNLM AN AE KaanuguxaUuy. JaLToYeHUue omHOCUMCR K
zadawe v mpeffiogayuRM, KEX OHY BINOXEHAEI 8 TDOMORONE Keanupurayrr/saredsywy. Heolxoduwo dokazame coom-
gemomene 2adgvuimpefogasul ToRyIeHRaIM peIpnamaman. Omyeroredua donwke Saime ofocHoaaHE.

B.10.3.6 WMTOroBRW OTHST MO BEANAGSLAK

Hmoeoas i omyem No 388 eHUY BCeX CMadul KSanuura LUy (REGNWEH UXaYLYA NQOEKME, YCMAHDEOYHER Ka51Y-
MURALNGA, FEANUHURBLYA Y REYUCHUDDESHUR, SE8NUHUNELUA IMCRTYAMAaYUTU), xomop sl 2868 DWW sem NpoWecs ganuda-
u. O codepsum.

- MEPERDECMEY CORNTKY HE NDOMOKOTE, PEEFTEMSMsi U DeroMmes dauyiu;

- LUIMEHBHUR 8 NRaHaR U of0cHoEARYE NG00 WIMEHBRUR!

- ofwhuanssoe ododpeHYe U S8 0WEHLE.

B.20 ApxuBauMA

Sanucy o eeputhukayuy U sanedaguy JONKHE COXPENAMECA & MEYSHUE BceE0 cpoka cnywiBe ofopydossqur u
fuwmul npoyeccs U 4 meverue deyx MM NOCNe SRUCARUR.

B.21 ANBTEpPHATHEHLIE NOAXOAL! K BANMLALWH

B.21.1 O6wse nonoMeH WA

Memoduveckue yiaiavur @ B.1—B. 20 racenmed, npexde sre2o, neponekmusHioan nodxods & eanudayuu, m. 8.
aarudauns o HEVETA XOMMEQYECHOA0 MPoUIE0dCMmas, MOCKONEEY 3MOMY 8 HACMORWEes epeMA omdsemea npednaume-
HUE & (f80MBLBEMUNECKOE MD0ME! LTS HH DEM L

Opeanuisyuy Mosym pewams, kerol nodred k esanudaguy Sonsiwe aceas ydoanamaoprem mpefoassuRu C yye-
MOM 820 MOEUMPLBCHITE. AMEMERHS MUEHE MU Nodx00amy RENAKMCA CRedy Ly e:

- COAMECMHAER anudayuR;

- pPEMPOCABXMUEH SR danudayua;

- fpskemuHe (MampusHan eanudayya).

B.21.2 CoEMecTHaRA BANWYALMA

DA gxroyvasm Kesmug uka yum U (wiu) sanudsuus, Reos0duMEe MapannslbHo C BBITYFCH DM MDOM IS HHO mpo-
Ry, koeds NPoMELNSHAAR Tpedy iU R eenycksemod Ao agespwerun eenudayuu. CoaMecmyan aanudayun donwuHa
UCNoIEI0EAME TOUHLUTE U Rpoyed ypel. OMHCCUMLE £ Tepocnesmusqold sanudauuy. CoBMecmyaR 8aNUdSYUR CIMHOCUM -
CA WCKTIDYUMENsHD ¥ KESMUE UK LU SKCAMYamayuu npoyecca.

B.21.3 PerpocnekTHEHARA BAN KL BUHA

PampocrekmugHss sanudsyus modps syMessenm, 4mo NpoMeiwReR aRr npod pxuun Seing eainyiesa do 2aespie-
HUR Npoyecca sepudureyuw/asmudayu.

Jmom rodxod ceAZsH © NoNyWsHUEM ODORYMEHMUDDSANHOR0 ceudemenscmeas Mmoo, 4mMo YomeHOSNeHRoe U
IRCANyaMupyemos oBoppd0sanue auMyckeem npodyEuen cCmalureH020 KEVECMEE, NFMEM Np0sedaNuA PEMPOCTEs-
MUBHOED SHANUZS dAHHELX, NOITYYBRHEX N0 GENoMy PADY GyHELUORANEHAE TADAMEMDOE U ChipLBSE Y WAMBPURTOS.
Tarod sHaNLI MoXEM DECNPOCMPEHRAMECA HE FANUCY MEXHUNECKD20 DDCNYRUSAHUR U WHEEHEDHEIE 28NUCY, JBTUCY O
FAMBCMES U Mpemenayy nompaiumened. 10 3a88pWeHLL PEMPOCNERMUEHDE AANUISLLY ZAKNOVEHER, OMHOCRLUECA
A0 BCEM OCHOBHEM (iYHNUUORENLHLEIM TepaMempan. domsnal Beme dONPMERMAnsRD ogioprMness € sude omvema o
aamud ey
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B.21.4 BpIkeTHHT, HNH MATPHYHLIA NoaXon

flocme nodmes pxde HUR IEUEETEHMACCIU MPodYKLUY UNY ADOUEECE CYWECMAEYEM B0IMONHOCME COXDEW BHUR
KOMUMECMEd aanudayUoHN Bl CEDUE WU KONUYNECTTEE MEXHLNECRU LdeHmMUYHAIY CMadkoefusul, nodnexaw ux aanudsa-
Wul, ¢ WemoRs30eaHues SpSHeMUNER & (UL} MampuyHo2o nodsada.

B.22 JononHATENEHLNE YEa3EGHWA

Kegnuguxauua npoysccoe, NpousxodAL iy 8 xode XeMMaHLG, ASMREMEA cnequgd uueckol ocoleHHOCMERD NPOWE-
S0ACMEa MEPAUYHEX YTEA0S0YHELY MEMEepuaNoa. B omAsnsHaE CNPHEAX CMarRuNUHEY YCToRe3ymed ANk NRasoen-
nepuoduveckoad npousgodcmes, B amuy cApvans cosMesmAan asnudayus Moxem Seime Mpepeans (Hs doaonsq o Ary-
MenLHoe §0EMA) U a0300H0ANEHE C HANARNOM HOE0H MDoUIE0ACMEs DT KEMIBHUL.

OBRIaHHOCTH Npouecc HosseHTapuw
Opraquzaums MNaHHpoBaHWE
CIpraHiaauesNoCTaELWYNE AHANWS pAcEa
TexHuuecxss TpeboBaHHA HBEHI:;QJKZM
MO bACENTERA npoesTa
YonoBWA KOHTREKTa
‘JaBOOCKME NpHeE M0~ PalueHws
GOETORHESE MEMETAHWR o fhopmare
OiprasmaauMs YoTasoBOMHAR KBANWIWES LR
IL YacTe
DN oBOBAHME OMTUMUAALIAOHHL S
MEMEITAHAA una::?::::wm
Eeamadwkauna fyHEUMOHIPOEIHUA
MEHERHO -CAETOUH b Banugauwma
MCMNBEITAHMA HE MNOWa0Es AEOLYKA®
Brinycs npoMaBogcTassEHan
CH0RYASESHUA
AHANWI pwcEa fa
[NOOMEmUT N BEDWWHAL — = Buinyck
BLINGS NOOWSCca 7
Her |
K Banugaunan
BANMPHKALMA JKCNIYETALMA nmww“n

# KK BApWaHT: NPOSELEHWE BANKGALHE NPoLYRLMA:
= MOCNE BHYTREHHEND DELLEHWR GDIaHAIaun9 1N
- N0 TpeGoEEHED noTpeGuTEnR.

PHL‘-‘]I'HI:I-H B.1 — CxeManocnedosaTensasocTH OMepauHd No BEpUpHEaYHER/BanEiauHy HOEOTD uﬂupynn BaHHAA

ar
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MpeunoweHne C
(enpaBoYHoe)

MaTogW4yecke YHAZAHKWA N0 MeHEIHMEHTY PUCKA B CRAIM C HCNOMNbIOBaAHWEM
NepErYHLIX YyNnakoedYyHeIX MaTepManoe

C.1 BeegeHHe

B vecmoAmes NoUNoMeHyU codspaamoeR MemodUNEChUS YESIEHUR, MOZEOARKNWLYE O0DAGHUTANNY onpedenyma
ONECHOCMY, CARFAHHLIE ¢ NPOBXMUPDEEHUEM/DEIDEE0MEOD. VAE0OMOSNSHUEM U NOCMaBK00 NEPALNHEIX FNEGK0804HE X
Mamepuancs, dame KONUNSCTIESHHYD & KANSCMEBRHYID OUBHKY DUCKOE, YRDSENANE IMUMY DUCKEMY & KOHMDONLUpo-
B88M& DE3YNLMEMYBHOCTE MAKOED YROAENEHUA. DHO He codepsum DeroMendayud mo NQUSMITSMEIM FDOEHRM BUCKOE 8
CcaAIY ¢ BONLWTM ACCOpMUMEBHMON MeDEUYHEY FTAKOEOWHEIX MAMBONANDE U WUFOKUMY S0ZMOXHOCITAMY UX MDLYWE-
HEHLRA.

Hacmorwes npunoxesye cnedysm paccMam pUsame ka8 ocHoey ANA 3giDerMUBHO20 MEHEdAMEHTA ODEAHL 35~
yuel pUCKOBE, CEASGHNE X € NDOEXMUD0asHUSH/ D308 00MEQD 4 NEOYSCCaMUY UZE0MOSTEHUR U NOCMEBKU TEPELUNHE K ¥T8-
AOS0MHLLE MEMepuanos. CodepwalyuecA @ HEM MemodUNEcKUS YEAZanuA co3damm cmpyEmypy, 8 DaMKay Komopod
CHCMEMAM UNECAL TDUMEHROITICA CNLIM, MOAUMSHYE U CUSHOuKoS cpadenue R Mened KMBHM a3 3MUX QUCKOE U UHEop-
MUDOEHLA O HUX.

Tepumune u onpedenssun codepramen ¢ MCO 14071 o Pyxoeodomes HOOMIK 51,

C.2 DEWMe aENeKThl MEHEQHMEHTE PHCKOA

Konyenyua pucks clfinadsem 08de OCHOBHE MY SIS M amy .

- SEQORMHOCHTE G0HUKHOBSHUA OMACHOCITIU, . B. 8K S8CMO MONEM S0IHUAENE ONBCHIGM B,

- nocaedcmeyA oNacHOCIU, M. &, HECKONAKO COPASIHLIMLU OHL MOEYM BBME.

Ha npuaMnes oo s pUCKS aRURONT 3MY SNSMEHME U S0CAPURMUE DUCKS.

MeradwMedm DUCKS — 3Mo KOHYSTUWA, co30 5100 87 DcH0E F 00 HA pwHELY peweHul, Bydyvd uHmespupossHRol &
cuCIrEMy Mesad KMBHME kave omes unu dpyeue SuUIHBC-NOOYECTR.

Momanpednovmumenes cucmesyed nodxod § Meredsuenmy pucka, He ecesds yemecoofpasso uny veofxodumo
UENQAEF088ME OMULHUATEHE T MDOUECe MeRedMEHM 8 DYCAE, U HopMansHocME denanezyesoao nodxads donxaa Gaime
YARIGHA OO CAONHOCMBM U [UAY) XOUMUSHOCTIBN BRCOMEMBUEasMoL NpolnGMe.

Puck MeHedxuenms, k8K on npedcmaenes wa pucyske .1, cocmoum U3 aWENUIA PUCKS, OUBHUBAHLUA OUCKE,
¥AODGAABHUA DUCKOM, CHUMEHUA DUCKE & KDUMUYBCcKo2D aHanuia. Mo saeepweniy Raxdoen 3Mana NDouescs Maxadm-
MEHMA pucKd OOAXHbE JOKFMEHMUDOEAMBLR AOUMAMED nodxod, NDUHAMBIE DEWEHUA O KOHEWHED ge3yRemam.
Kounrnaxm dokpdesmoe J0RKEH COCMOAME, KAK MUHLMYM, U5 cnedymw esn!

&) ONWCAHUR APOAYELYLU WU MD0MEcCa;

b} ciiUcKs OMEeem cMEsHHLE UCNOTHUMENS 0 URY emadensyss MpoLeccs;

c) damel 3588 DWEHLR M ENS MPOYSCCE.

Jeamensiocma 00 MEHSAXMEHMY PUCKDR, KBN NDASUND, OCYLECMBRASMCR MEK D YHEUUOHENBHE MY BDFTTEMU,
OpUEHMUPOSSHHLIML HE BRToNHEHUE onpadenerol 3adavy. B apynay Moaym ex0dume MEXHUYECAUS CTeLUanuChTel
MOMUMO CTBYYENYCMOA 10 MeHeHMEHM ¥ pU KA.

Pyxogodomen domxHo HECIU QMESMCMEE HHOCT B 38 MDSBLTLHOE TDYMEHBHUS NDOYECCE MEHEAMEHTA DUCKDS.
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C.3.1 AHanHI pUCcEa

W

— OcHoasue 3Tans Npousces, MasHTedEiayna
— MgesTidiMEALR CRACHOCTA
— KOnMUBCTEEHHAA OUSHES PUCKE

I

QueHka pHcka

C.3.3 OueHMBaHME PUCKE

— OEHNBAHWE O NPUEMNSMOCTH PUCKS

|r
C.3.6 Ynpanmense pEcKavu

= [E@CTaNA, HYHHENE NA MUHHMAIALMY pUCHS
— AHanNus BApMaHTOR

¥ = Qe ks CYWLBCTBYHILWE MED ROHTRONA

3

MeHeAHMEHT PHCKOE

C.3.7 CHHBEHWE PHCKE

— Peannaauma

= MOHUTOR M PEXYAETATHBNOCTH
— OuEHHBAHWE DCTATOMHOM PRCHS
= [MEMHATHE PUCEa B LENaM

[ 1
C.3.6 Kpuruueckni aHanui

= MEpHGy MOCNE PEanaIaL i
— AopaloTka 4oKyMEHTELMH
= MWopreaLisn, NONYYEHHARA O NOTPEt«TENA ¥

P'I-IE-"Q,I'HI:I-H C.l — CxemaTmYeckos npeQcTaeneH«Ee NpoYsccs MeHEQEMaHTE PUCKDBE

C.3 Npowece OUeHHH PHEKOE

C.34 DOBwHe noMoMEHWA

Oyenks pucka npedemeansem cofol cucmeMemusec kol RpOYSCs opesHUIa UL UHBODM WL Y 8 neddepxry Dewe-
HUA, KOMOPOe TOUHUMEEMCA 8 xode fpoyecca MmededMenma pycrog foM. T.5.2.2).

flpoyecc oueHKY PUCKDE COCMOWM U2 BHANNEE PUCKS U OLBHUEAHLA PUCKS.

OyeHks pucrod dommHE VENONLI0eaMeCR QMR YOMAaRCene UuR MO20, KSKUE MDOUELEL ARMRKMER KDUMUYHEIMY AnR
ofBcneveHUA Kavecmas, i angadenesus obbena patiom no aanudauyuy, HeodyoduWey dNA deMoHCMPELUL YIDESENEHUR
AMUMY MpoUeccaME. AHARUS pucks donmes Bems CARIEH © NOKEZAMENAMU KEVeLMas npadyrauy fow. T.5.2).

C.3.2 AHanws: puceEa

C.3.21 OfwKe nONOKEHA

AHSMUEE DUCKS MOKEM Duime KOMUNECT SEHHEM LAY KEYECM SEHHLIM.

C.3.2.2 BeABNEHWE CCHOBHEIX 3TAN0A NPOYSCCa

fpoyece DUBHND pUCK08 dOMEeH OXEEMLIB5Me 808 IMANL] LENOUAL TOCMAS0K, KOMOPES KOHM DOAUEYRIMCA 0pag-
HUIsUUed (RROC CARIY © NOCMESWIUKSME U ToMpelumenMy), SKNOYAR NPOSRMUDOEEHUE, UIZOMOETEHUE U NOCMEAKY
(cw. .1 0 F.5.2). Coedyem masse RpURLMEME B0 BHUMSHUE HENUIYE COaMEcMAT] ONTESM oM BSHAOCITY © doyeusM aped-
nouRmMues uny dpyeol 0pearuIsgUel, HAMTQLUMED, MEXHUNECKUS FLToguA, nodeomosKs NTeVAMHD20 0PUEBLHENE WY 8-
COQCLHA.

HEASNeHUS OCHOGHELY 3MANod dOMEHD OXBSMAIEANE UCTONAIYEMES MEMEDLANa!, TORyHaIpuKamE: U B0Moa )L
REodyRUUA U Npou3soduMals MAmMepUanE!. 8 MAEKKE KOHKDEN Ha'E MEXHIVecKUe yonosuR u funu) mpefosasur nompebv-
mens udonwyo maswe ofecnevusame peay emamuaHsl olses UHPopMEYLED.

C.3.3 BoiABNEHWE ONBCHOCTEA, HOTOPLIE MOTYT OTPAZNTLCA HA KAYECTEE NPOAYHLHN

Cradyem pleduMEecA 8 MaoM, M0 UISCMHLIE J0HE NOBLIWEHNDE0 pucka, xanala nompefumensl o yAIGUMES
veoma Fpodykyuy eRneseHs g ddesmuburayun orackecmead. Modxod Moxenm Saima DEFHLIM & 23SUCLMOCTT 0 Nog-
O@UMENM o8 002 AHEISULY O uHdLardyanrst e MosfoasHuld K npody UuL WY NpoUSCCy.
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Hns udermugurayau onacHocmed HeofroduMo NDUHUMANE 80 BHUMSHUE CTedyrWue G axmons.

G.3.3.1 Depysamwan cpens

Duzuseckue oidedcmeun yorosud ofpaffiomyy @ xpaneHya (meMnegamyps, SpeMA, snaxHocme, donds, dasne-
MUz g0adyxa, ceem, audpauua um. n.), ;apaxerHocms apedumenaMy, MEpERPECMH0E SREPRIHEHUE U Yiepl om noxapa
LY HERodHEHUA.

£.3.3.2 DfopygoeaHne

Tun, FOHCMDYRUUA, COCMOAKLE, S0FMONHOCIL, MECMORAX0ONABHIE, PEMARHOEKE, MBXHUNECKOS OHCNYRUBEHUE U
ranuipoera.

G.3.3.3 NporasogeTaeHHsIEe MOWHOCTH

KoMmoHO8Ks, CUCTBME UHFEXBDH0E0 OfeCTedenUR, mexyuveckos oAy uBeHLE, COSYUSTUZALNA 4 CARLMaD-
HO-ELAWEBHUYECKLE YENOSUA.

5334 YnpaeneHHe MeNONsI0EAHHA M IHAHHA

HumennesmyansHan cofcMEBHHOCME, COXDEHEH LS OCHOBHEIX HASLROAE.

C.3.3.5 JakoHO0BETENECTED

Momexuusneroe Hapywenye delcmeyoeso 3akon0damenacmas.

G.33.6 Matepwans

TomdecmeaHHOCM B, AOKMPONs COCMOARKLA, RODUYECTaD, ofpawexue, mexHuseckue mpelossHur, Mepe Beso-
MACH DG, KOHMPOTE RORMPAH ST 1 COCMORHUE Mamepuanos.

G337 Nepcodan

Kawecmas, ypoesHs Nodeomosky, ofpDaI085HUE, NOMIEMEHMHOCME, NTOMUUHEHROCM S, O0MEH UHDODMEIUELD,
MaRUNYNALLL, S000SCMEn & NodMeHa.

£.3.3.8 MNpouyeccw M Npoueaypsl

Mpoaepsy, codepManye. YIMEHEHUR, pEocnpademerUe, UCAONLI0EEHUE, COCMOAHLYE, YIDSENEHUE WIMEBHEHLRAML,
XpBHEHUE, MexdeH LU, MPSHCIORIM UDOSaHUE, NTAH0SEE NEDE0RIEE U SHOMENLHEE COBRIM UA [BmDyas nepedenyu).

£.3.3.9 TexHonorur

Cucmesal YHPOpMEBLLORHDE mexkonoauy, 0bpafomea 3NesmMpoHLE X OBHHLIY, UHOpMaULORHaR Selonac-
HOCME, 32U daHHE X.

G344 OueHUBIHHEE PUCKS

Homxde Bedme onpedensse Delisie Mepsl, APUNTMSEMEE DA KOHMPONLPOESHUR kaxdol onscaocmu, » JonsHa
fEdME DUEHEHA LY PE3YNLMEMUBHOCTE, HEMDUWED!

- SHAAUI KOHMDSRMAE;

- KOHMPOME 8 NPOWBcce Toouisodcmas,;

- PADASNSHUE UIMBHEHUAMY,

- SHAAUI PRIYNEMAMod NE0Seg0x 4 Nocredemeud roppesmupyowuy dedomeud;

- ¥pBEynupOasHUE NpemeHaul nompefumansad;

- NOK83AMENU KEY8CMmEn;

- ofpaMHEA CAASE C NENCOHANOM.

C.3.5 OueHHS PHCHE

B omrowsruy xawdold onscHocmuy, no Komopold omoymMomeyam Meps! HONMpORA. JOMEHLI OUENUSAMECA
nocredcMELUR U S8p0RAMHYOCIE SOZHUAHOSSHUA (MORYYSA GHODMALLH 0m Rompebumensd no Mmepe peolxadusmocmu).

OnacHoCTE MoTEHYHANBHEIE NOCNeaCTERRIPHCE
HeHagnesawes spadesme Jarpranssne
HeEspHaR MERKADOEKE MNepegpecTHOS JarpAIHEHHE
ZHMASECEDE, SUINHEIDE WK |:> B noTRefuTant nne nauwseHTy
MU OBHONOTWY BCHOS JAMPAIHEHHA Mpofnensl © WAEHTHDWKEUWER

NoBpexrEHwE MApEpos HecTabuns0cTe NEKapCTEEHHON:
MogMeHa NpOLYEUMW METEDWANE npenapara

FucyHox ©.2 — Mpumeps PUCEDE 4 NOTEHUMANEHE X NOCNE0CTERA

Cnedyem oysHUME 08 0L 3HOCME NoCBdCMEUS U S800AMAOCME BOTHUKHOEEHUA HE2AMUSHOED colbimua C yye-
mon MHOGsX NDUHLMEBMEX MED KOHMDOR.

Mpocmol nodxod K U USARYH CpEE3RO0CMU Nocnedemaud Moxam Sems credy .

Heoffixoduma dnaccud uLepoBEMa mocnadomeun kaxdold oNGcHOCMU KaK aHeIHEYUmENLHEEe s, aCpedHuse u
# JHEUUMENEHLE » U 0npedenume 88 00RMAOCTE BOZHURHOBEHUA oMecHDemuy & Bannax. Banns coedyem NegeMHORLmM
AR NOMYYEHYA OLUEHAL DUCKS 8 BANNAY ¢ PREFAHUEM YROSHA DUCKE.
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PRy MeMamsi OUSHEY DUCKS MO2yM OuiMa HEHECEHA! HE RADMY U (UAU) sAHECENE 8 MalnuUy, K6K NOKAZaH0 HE
pucyrse C8.

AHAH TRk MW 3 B 9
2 Cpegsme ) 4 B
2 HegnaunTenssme 1 pl 3
% ManossposTHENE BpoRTHEE
] —_ =
BapoaTHOCTE

PucyHox C.3 — PesOMEHOSLWA NOD HAHECEHUID HA KAPTY U (MNK) 33HECEHNRED B TABNMLY PE3YNETETOR OUSHKM PHCKA

Mampuys Moxem Oaime TodocED pAIMEDE, HACKOMERD 2Mo mpefyamocR opasHulayuu. Baxree aceen crocod-
HOCME KRECCUTULLDOBSME DUCK RO MQeM KM BE0PUAM. MOm, kKomoped mpedyem Hemednery020 sosdedomeun, mam,
xomopsid mpefyem gozdedemaun Ha onpedenesHoOM 3MENS, U MOM, ¢ KOMODeIM MIRLT YRUMECA U KOMOopsT He mpedy-
2iM HUKER020 BoF0eicmaun.

HonoaHumensrs i npusep Madfuysl ONBHEU DYCRA npuasdes Ha pucyHie T4,

C.3.6 Opyrde MeTofLl AHANKWIE PHEKE

C.36.1 AHENWI BWAOE W NOCNEACTEMA NOTEHUMAENEHEE 0TRa30E (FMEA)

FMEA npedcmasnfem colol ¥548cmassHy Memediky NRaHupoasHUuR DYCKDE U HefinasonpuaAmHas hakmopos;
daHHEIL NPOYECC CMOBMUMCR | ONpedensHurD MECIT BEDOAMHEY DM KEF08, NOUCDUMUFELYEU WX SHEVUMOCTWESDOAM-
HOCMU, & 38MEM & COCMEENSHUR MISH0E CHMAZHEHUR OMPULSMensHEE NOCTeJcmEUd NpU E03NUNHDEBHUL 3MUX DMKE-
aoa.

C.3.6.2 AHanui gepessoTeasce (FTA)

FTA — amo & nepeyn ovepede cpedoman SHEMUES omackocmel, BaIRENSHARE ¢ RoMowsm dpyeuy wemodos.
Pesynemamar sHancis npedcmasnfomca #aenAdao g eude depess pewuvod omeazoa. FTA ensedes olpasod uchons-
AYEMCR oY BHANLIE DUCKA KK COS0CMED OUENKL BEDOAMBOCM el omeasce. Haenadwoe npedcmEsneHye MOMOEREM &
FAQOLBHYL NOHYMARUR MTOSedBHUR CUCMBME! U RPUC YT CMEyow Uy raxmapos.

C.3.8.3 AHENWI DUCKOE W SHCNNYATAUMOHHLIY BOIMORH0CTER (HAZOF)

HAZOP awanceuvey FMEA. HAZOP ocHOSaH HE MESDUL, XOMOpsR Ucrodlm w3 domyleHUR, Wimo N 0U Clw ecm un
SE 2RI SAKMCA OMATOHEHURMU OM NPOEXTNE LU ONENEMUEHELX FAMLICN08. 3MO CUCMEMHER Memodura BaIRBN8HURA ONAC-
rocmel u npofinesd pefomocnocafiocmy. HAZOP npuMasiM, HENpUMed & npoysccy uny clpaliomes (HanpuMepn, cre-
DUNUIAULL), VERONsIyeMod Moy WE20MOENEHUN NEPEIYHEY FNERDS0NHELY MEMEPUEN0E, KOMODEA MOREM OXEI0S8Mb
CYLULECMASHHOE SMUARLE HE BYHELUORTDOBEHYE NEDEUAHAL PNSR0S04HEL MEMEpUSM0E.

Lenfmu danHod Memoduxy RERAKMCR NOMyYeHLE MONHOA0 OAUCEHUR NE0SUNKALL FTEKOS0NHE X MATMBDLEN0E U WX
RpednofEaUmensH0E0 UCMONEI0EAHUA, NPOSEJEHNE CUCTMEMHOE0 BHANUEE Kaxdod vacmu npedronaeaeMoen UCTONA-
A085HUAMPEdNonaasEM020 HEFHEYEHUA AR onpedBNeHUA MOED, KK MO2YM BOTHUKSME ONTKTOHEHURA OM HODMETEHLX
AKCAMYAMAYUORHEX YCNoawl o MISH0E020 Npoexm a, dnA eslReneHUR nocnedcmaud marux omenoresul v dns onpedens-
HUR MOS0, MO2YM DU 3MU NocAedcMauR NpUSECHIU K BOFHERHOBEH UK orackocmed wru mpodnen pafomocnocofrocmu.

C.38.4 AHENWI DUCKOE W KPMTUHECKA X KOHTRONBHE X ToWas (XACCN)

XKACCN npedcmsenrem colfiol cusmMeMamuNsckuld modxod K BLIRBRNEH UK, OUEHRE DUCKOE & UX CEPBSIHOCMY, KOH-
mpord UonoeUveckyy, XUMUSMECHLY U QUIIYECKUN DUCKOR, CARFAMHEN C KOHKDEM LMY TPONECCaMy U NREXMUKEMY.
fMocne aeaanesud cmeduld npouecca, 208 BOIMONHD BOIHULHISERUE SHAVUIT ENaHEIX DUCKDE, onpedenfomca Kpumuvac-
KU KOHMponsHeie moven (KET) Jonssed Goime YoM e H0SMSHE KPUMUYe CEYE ApaHuysl (npedans) dnaxasdod KKT u ocy-
WECManAmMecA MONUMODUHE © UEAEN enRansquR nobox omenosesuld. Kawdoe emenosedye npedycuiampuasem
ROUMSHEHUE KOppexmupyouiny dedomand, domsro Geme JokyMERMUPOSaND, 8 Marwe JONXeH OCYWECMENRMACR
MOHUMOPLHA PEIYIEMAmos.

C.3.7 YnpagneHWe pUCEaMM

¥rpaansHue pUCRAMY ONUCEBE8M delicmaus no aHedDe UK DEWeHT WeHBdRIFEHME JUCKOE,

Npedadyuue cmadoy JonaHe ERREUTE HERUvUe podais cralisix cmopoX. B omAowenyy smux craliss cmogok
donxxe Semes paspafomans npedynpexdsmnuide & ROpPesMUprRiyue dedomaun.

Npu ynpsereryl puckame Jonses TOUMBRAMBCR KoMNiekcHal nodxod, yuumsigamyul 00N LIU HECKONLKD UZ
caedpmiuy dedcment! 8 nopAINE NPLUOEUMEMROCTG.

a) Oe30nacHocme SOHCID KLU,

b} PpoeRMEDOBEHLE NPOYECCa Npouzecdomea;

¢l RORMpons € npoyeccs npouzacdomes;

o} PoOMEMYMOYHER LU 3BROKYEHHER 3NCTE0MULE MO H08.

flnR cHUMeHUA pucks domsHal Saim s cnpadenedb 803MONHOCM U AR AeMONHUMERBHOS0, BNbMEDHSMUAHGED AL
FAPHIBHNOED KOHMPOTR. ECmu 3mo §03MoEH0, NDoBedeHUE MOS0 WKW UHO2G Uds RONMPONR JONKHD UORTMSLME PUCK
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BOIHUKHOBSHUA ongcHocmy. Tam, 2de amoao docmUaRymMe HES0AMOKHE, QA VCKTKYSHUR DUCKS SO3NUKHDEEHUR ON80-
HOSM U NQUMEHRETCA MDAl XOXMPONR WAL 088 cneyyeaemMor SalRenesus Nodo 2o SOZHUKHOGSHUA ONacHoc U dnNA moza,
wmnfsl MomHs Semo npednpUuHAMmE CooMasmomeynwes dalcmeaus,

BosdoxmHoomy dnA donontumensHo20, aNsMepHamueHnas Wil YRYYIWEHHOS0 MORMPORA oMEHE SHARUILDO-
gamach, a delomeun donmus Geime o ULEaRes0 00 08PEHE ¢ FHEMOM.

- HACKOMEAD SA0MHO UL TEENG BHEADUME ME DB KOHM DR,

SEQORMHOCHTY DEARUISHLY MED HORMDONA;
CEpEEIHOCTIE Tocnedomaeyl, @ciU ONacHOCIE HE KOHMDOTUD e CA;
SEPORMHOCHE SO2HURHOBSHUA OTACHOCMU MPU NPUMEHABMELX MEDAX KOHMDOTRA.

Modmaepxienue mozo, Yma dedcmaws RerAmeR mod o AALUMUCODMEBNEM S 0w UMY, Wosem Jaime onpede-
nAeHo nocpedontecs CO0SHUR HOBDED UCMOYHUKE PUCKS, NPUHUMSAMONYCAER, WMo NPOSBLOYHEIT KoHmMpone Geun ooy-
wecmenessaedensredpen.

Mouopumem donwes BeMs 0MOGH CHUNXEH UM ONECHOCMY MANE DALY Rocnedcmaud LIl KormM DoRU posanim anac-
HOGMED, B8DCAMHOCME S03HUMAHOSEH LA KOMOPE X O4UEHE BRICORE.

TaM, 2de oUBHKE BUCKE HESERCOKE LURH HESORMOXHO onpedenume dedcmeve dNA CHUMSHUR PUCKS, HU odHo
dedcmave He Moxem Gama Yeneconipasses. 8 maKus cnyusax donaqo Geima NpURAMO DEWEHYE HE MToednpuHLMEME
Hukakux dedcmaud, v oHo donxdo Geme ofocHoearo, JoKyMeRmMUpDoOBEHO U, mas 2de smo weolxodumo, odobpeno
nompefumenss.

C.3.8 CHAMEHHE PHCKE

MaogHe Mo exedperue HOoBLE sudoe KOHMPOns donxuae Bemes hopManuzosars, cofepxams COENEC0SEHHE S
dame FASEQWEHUAOKONYGHUA U pacnpedensnue omeamomasesrocmy. JQonues 0oyl ecmenAMecA MONUMOPUHE TR0-
2OECCE N0 IMHOWEH UMW & daHHOMY Maasy J0 820 35880 WEHURTNOHYARUA. Jonxes Maxws oCywecMmamRmats MOHUMO-
DUHE PEIYNLMEMUBHOCTIU YAPNWBHHE Y audg KoHMponA AnA nodmespudaHya UX 083y NeMaMmyBHOCT L.

Magne Moaa, kek Hauvfonas 5HEVHMLES a0Npocsl BedTU HCKNKYEHET, MpOHess domweH BLima TOSMoped ANR cnedym-
Weas A0 MpUSPUMEMyESCmy YpoaHA pucKa. dankail npoyece domwer Beims nogmopes Noxs ANA Acey oNacHOCMED He
Bpdpm onpedenaHal Coomaemomaywus dedomaua.

C.3.9 Ananwuia

PaipnamamusHocms smeHedxmerma puckoe Jonmuaa nepuoduysecky 0UYeHYEaMECA U npedcmaanamecs AR sHA-
MU3E CO CMOpoHAl pykceodemea.

Maran- Eanne L enamm-
. Takywwue | Mocnegor- | Beponts Oara
Homep LM T el B prGEa TEMEHE B OrasrcTs
Cragun Pucx Mt frhd LT HOETh OOCTMHEHMA
PHEKR naGAEqGT- . 1, 2.3, 4, MeEpb BEHHOC T .
KOH TR {1 me 3) {1 aa 3} : L
A B, B EAHTRENA

PucyHok C.4 — OUeHKS PUCKDE
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Mpunoxedde OA
[cnpaBo4YHoe)

CeefeHWA O COOTRETETEMMH CCLINMOYHLIX MENOYHADOOHLIX CTAHAAPRTOR
CELINOYHEIM HALNOHANLHEIM cTanaapTam Poccridckol Pege paumu
M ASACTRYIOWMM B ITOM KAYECTES MAKTOCYAADCTESHHLIM CTAHAADTAM

TaBnuwya QA1

OIfaImayEmse CoRNPMHOM Crenans OBoIHAYSHAE # HEM B HDBAR A
MERIFHIPOOHOND CTaHAA DT coarmsToTaMs SOOTESTSTEYHIL BT B3 ULROHRANLGHONT, MEXMICY QADCTRIHHONE CTAaNAa 0TS

WCO 9000:2008 oT FOCT 150 9000—2011 sCHCTEME MEHEZHKMEHTE Ka4uecTaa. DoHoE-
HEl® NOAOKEHHA W CNOBARED

WCO 9001:2008 0T FOCT IS0 9001—2011 aCHcTeMel MeHeaxmedTa gaqecTea. Tpaldo-
ECTE

WCO 9004:20048 10T FOCT P NCO 9004—2010 eMeHe JHMEHT GNA A0CTHESHHA YoTORYH-
BOTD YCNEexa oprasnzaysi. Moaxon He OCHOBE MEHEIMMEHTA KB4ECTER #

WCD 14644-1—09 10T MCT MCO 14644-1—2002 sMUCTeI® NOMEWEHWA W CEAIAHHKE C
HHMH EOHTRONMpYSMEE Cpefbl. Y4acTe 1. KNaccH@MEELMA MHCTOTR BO3-
OyxEs

WCO 14644-2—32000 0T FOCT P MCO 14644-2—2001 sYncTeIE NOMELEHEA W CBRZAHHLIS O
H#MH HOHTRONUpYeME e cpedsl. YacTe 2. TpeGoBaHWA K KOHTPOM W Mo-
HUTOPMHTY GNA NOOTESpELEHWA NOCTOAHHOMD cooTEeTcTama FOCT P
MCO 14644-18

WO 14644-3: 2005 0T FOCT P WMCO 14644-3—2007 «YncTeie NOMELWEHHEA W CBRZAHHLIS
H#MH HOHTPONMPYSME e Cpedbl. YacTe 3. MeToasw nenu TaHRAS

WED 14644-4: 2001 10T FMOCT P MCO 14644-4—2002 s MyucTHEe NOMELEHHA W CERZAHHEIS C
H¥MH EOHTRONWPYEMBE Cpefb. YacTe 4. [MposkTHpOBaHWE, CTROM-
TENECTED W BBOO 8 3KCNNYATAL W+

WED 14644-5: 2004 10T FMOCT P MCD 14644-5—2005 e YducTHE NOMELEHEA W CERZAHHBIS C
H¥MH HOHTRONUPYSMEE Cpegel. YacTe 5. JkcanyaTayuas

WCO 149712007 oT FOCT P ACO 14971—2011 alznenva sMegdunscise. NprMeseHHe
MEHEGHMEHTE PUCKA K MESWLUMHCEWM HILEN@AMs

WMCO 1495372009 0T FMOCT F MCO 14937 —2012 «CTepuanMigusn MeJHUHHCEDR NpoOyE-
Uk, Dfwme TpeBoEaHHA K CNPEJeneHMD LAPaKTEQHETHE CTERMNM Y-
Wers AresTa W & paipadoTee, BANWOALMHM W TEEYLWEMY KOHTROMD
NpoOUBCoE CTERMNMIAUNA MEIHLWHCERE HALENHA

WCO 14688-1:2003 0T MOCT P ACO 14698-1—20058 «YHcTeE NOMELISHKA W CBRAIBHHEIE C
HEMH EOHTRONWpYSMee cpege. HonTpone Buosarpaasednd. Yacte 1.
O ELHeE NPHHYMNE 4 METOSE

WCO 14688-2:2003 1oT FOCT P ACO 14698-2—2005 «YncTee NOMELISHRA W CBRIEHHLIE C
HEMH EOHTRONMpYSMER cpagel. YacTe 2. Axansi JadHswx o GuosarpAzHe-
HFRA %

WCO 11135-1:2007 —_ y

WSO 11137-1:2006 oT FrOCT 180 11137-1—2011 aCTEpUNAZEUHWA MEMUHHCHOR Npoaye-

U, PagwaunoHsas crepindiaumna. YacTts 1. Tpefosadua & paszpabor-
K2, BENUOSUAM W TEEYWEMY KOHTPONK NPOUECCE CTEPUNMIALHA
MESHUMHCKHE WIgenni s
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Owouvadue mafnuya 441

CrEoasausHAE COMNOUHGTD Crenens DHaIHAUEHSE N HAWMEHOBS HEE
WEEIYHAPOOHOID CTAHgApTa CODTOETETRMA CAOTBETCTAYKNWETD HALMOHANEROTD, MERIOCYOAPCTABHHDIO CTARGApTA
MCO 11137-2:20086 DT FOCT IS0 11137-2—2011 «Crepanqaay«a MefuUAHCESR npogys-

UK. PEgWEYHOHHAR CTEPMNHA3IALWA. Y8CTs 2. ¥oTaHoRNEHWE CTEPRHNMIY-

HILEA A036ID

EBTCTEMA CTAHQAPTORE:

- 1DT — WOSHTHSHEIS CTAHOSQTHI.

E CDDTBETGTE}'HJI.LI_HQ HAUWOHANEHRIA CTEHOSPT OTCYTCTAYET. Oo ero YTEEDHOSHHMA PEEOMEHOYETCA MCNONEIDRATE
NepeEn] Ha PYCCKMA A3LIK JAHHOID MaxXayHapoaHors cTad0apTa. MNepeson AaHHIMD MEEOYHAPOOHOMD CTAHgQapTa Ha-
ROOWUTCA 8 ¢EJ:I'E'FI~EJ?E|HI:IH HHP oM B UHAGHEDR lill'.'lHﬂE TEXHWYELEHY PErmMaMmeHTOE W CTEHOBRTOA.

n pPUMEY BH®WE— B HacTofAwed Talnuys McnonsiloBaHo cnenysiues YyoCNoEHDS oficasaseHne CTENEHN COOT-
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IS0 9001:2008 Quality management systems — Requirements

150 9004 Managing for the sustained success of an organization — A guality management approach

IS0 10007 Quality management systeme — Guidelines for configuration management

150 10012 Measurement management eystems — Requirements for measurement processes and measuring
equipment

150 11135 Sterlization of health care products — Ethylene oxide — Requirements for the development,
valldation and routine control of a sterllization process for medical devices”

150 111537-1 Stergization of health care products — Radiation — Part 1 Requirements for development,
validation and routine contral of a sterllization process for medical devices

150 11137-2 Sterdization of health cere products — Radiation — Part 2: Establshing the sterllization dose
IS0 134852003 Medical devices — Quality management systems — Requirements for regulatory purposes
150 14001:2004 Environmental management systemsa — Requiremsants with guldance for use

150 14644-4 Cleanrcoms and associated controlled environments — Partd: Design, construction and start-up
150 14644-T Cleanrcome and assoclated controlled environments — Part 72 Separative devices {cleen alr
hoods, glovebaxes, [sclaters and minl-environmenis)

IS0 14644-8 Cleanrooms and associated controlled environments — Part B: Classification of airborne molecu-
lar contamination

150 14698-1 Cleanrcoms and essoclated confrelled environments — Blocontamination controfl — Part 1:
General principles and methods

150 14688-2 Cleanrcoms and essociated confrelled environments — Blocontamination controfl — Part 2t
Evaluation and Interpratation of biocontamination data

150 140372009 Stenlizaton of health care producis — General requirements for characterizatlen of a
sterilizing agent and the development, validation and routine control of a sterilization process for medical devices
150 1408712007 Medical devices — Apptication of risk management to medical devices

150 19011 Guidelines for guality andior environmental managemant systems auditing

IS0ONEC 900032004 Softwars enginesring — Guidelinegs for the application of 150 20012000 to computer
software

ISONEC Guide 2 Standardization and related activities — General vocabulary

ISONEC Guide 51:1999 Safety aspects — Guedelines for their Incluaion in standards

IEC &0601-f-4 Medical electrical equipment — Part 1-4: General requirements for safety — Collateral
Standard: Programmable electrical medical systems

IEC 80812 Analysistechniquas for systam rellabiiity — Procedure for fallure mode and effects analyais (FMEA)
IEC 61025 Fault tree analysis (FTA)

IEC &1882 Hazard and operability studies (HAZOP studies) — Applicaton guide

International vocabulary of basic and general terms in metrclogy (VIM). BIFM, IEC, IFCC, 150, IUPAC, IUPAP,
OIML, 1893

EU Gukdelines to Good Manufacturing Practice for Medicinal Products for Human and Veterinary Use,
http:ffec europa . euhealth/documents

US/FDA Code of Federal Regulations

GAMP 5 A Risk-Based Approach to Compliant GxP Computerized Systems, http-lhwww lspe_org

PIC/% Guide PE 008-3, Explanatory MWotes for Industry on the Preparation of a Sike Master File,
htp:ffanaw. pleacheme argiplcs_ php

ICH QF, Good Manufeciuring Practice Guide for Active Pharmaceutical Ingredients, http:iwww ichoorg

EU Guidelines to Good Manufacturing Practice for Medical Products for Human and Veterinary Use, Annex 18
Good Manufacturing Practice far Active Pharmaceutical Ingredients Reguire ments,
hitp:flec.europa. ewhaalth/docurments/

Global Harmonlzation Task Force (GHTF)— Study Group 1 (SG1), Document No. MOZORA1S, 2005,
hitp:ffghtfongl

" Under preparation.
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