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lNpegucnoene

Leny 1 nprsHyune cTadgapTyaaymy 8 Poccuitckod Senepaumn yoTawoRNeHel SegepansHiiM 3akoHom
or 27 gekabpa 2002 r. Ko 184-03 « TEXHAYECKOM DEryNHpOBaAHMHY , & NPABKNA NPWMEHEHHA HALWOHANBHEX
cTangapTor Poccrickoid denepaumn — MICT P 1.0—2004 «Crangaptraayna a Pocoubckon Segepauma.
DCHOBHENE NONOHKEHWA?

CeegoHMA o cTaHoapTe

1 NOOQroTOBNEH ChwecTeoM C orpadn4elHod OTRETCTEEHHOCTED adapucTeps (OO0 obapscTeps)
Ha OCHOBE COBCTBEHHOMD Ay TEHTHYHOMD NEDEROOA HA PYCCKAR ALK MEXIYHADOOHOM CTAHJADRTA, YEA3AHHONS
B MyHKTE 4

2 BHECEH Texumyackvm KOMWTEToM N0 cTadgapTraadmy TK 383 cCTepunuaauma MeguuMHCKSR npo-
OYELIA M

3 YTBEP#IOEH W BBENEH B JEWCTBME Mpoukazom PenepantHoro areHTCTRa N TEXHWHECKOMY pe-
MYMADCEIHKID 1 MeTponorm o 12 mona 2012 1 Me 179-cT

4 HacToRwMia cTaHoapT WOedTHYeHd MesOyHapogHomy cTadfapTy WMCO 149372009 oCTepundaa-
UMA MeguUHHCKAY npodykTos. O0wmwe TpefoBaHHa ¥ ONDenenesiKio XapakTepucTHE CTEPUNHIAYICWEND coens
CTEA W K pa3padoTee, BANMEALMK 1 TEKYLLEMY KOHTROMKD NDOUECCA CTEQMNWIALNA METMLMHCKMY WATENWA Y
(150 149372009 «Stenlization of health care products — General requirements for characierization of a
aterilizing agent and the developrment, validation and routine control of a sterlization process for medical
devicesn ).

Mpu NEMMEHEHMY HACTOALWEN CTAMAARTA PEKOME HOYETCA HONONEIOEATE BMECTO COBUNOHHELX MEHTYHE-
pPOOHEE CTAHAAPTOR COOTEETCTEVIOWME WM HALWCHANEHEE cTaHgapTe Poccrickod Degepausqy, cRadeHua a
KOTODGIX NOWEENEHE B DSNONHATENEHOM NEKNcHeHKs 14,

> BBEJEH BNEPBLIE

Mrghopsaduus of UsMeHaRURX ¥ Hacmorweny cmasdapmy Tynuyemcd @ eseacoHo uaidasaemon -
(HODMALLIOHHOM Yiazamens s Hayuonansksie cmandapmi: 8 Mekem UaMesarul U nonpasor — & exane-
CRYMD UIFAEAEMESE UNPOOMALUOHNE YRaZamenax «Hayuoransdbe cmandapmbis. B ciyYae Mepecompa
(IaMeHE] LY SiTidekibl RECIMOBLLESS amarkdanma coomaememeyiies yaedounanie Bydam onybaukoaans
& EWEMBCAYHD uadagaemon UHDODMAULIDHHOM Ykazamene sHaluosanessie cmardapmeis. Coomeemomey-
MIAA UMNGODMALLA, YEedOoMIEHLE U MaNTITE DAIMELRIOMCH MAKEE @ UHPopMaLUoREaL cUCmEMe oBlpes
MeNbIEAHUA — Ma ohuLuanebon caldme PedepanbHOe0 S2eMMCIMER Mo MEXHUYECKOMY DESYTUDDEIHUN U
MEMDOToSLY & Cemu MEmepHen

& Crangapraddropm, 2013

HacToAwmi CTaKOAPT HE MOHET BTe NONHOCTEK UMK H3CTHYHO BOCPOHIBEREH, THRAKKDOBAH K pac-
NPOCTRAHEH B KaYEcTRE OMUHMaNLHOro MagakvA Gea palpeweHia DofepankHone areHTeTEa No TEXHYackn-
MYy PEMYIMDOBAHWID W METRONOTIAN
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BeepeHue

CTepuneHoe MEdHUWMHCKOS WAOEMME — TAKOE MEOHUMHEKOE MAOENKE, KOTOPOE HE COOeRHMT MHIHECN0-
COBHBIX MAKROOpraHHImos. MexayHapogHse cTanaapTel, YCTaHaEnueawwe TpeboBaqua K BanudauHi 1 K
TEXYILEMY KOHTDOMIO NEOUECCos CTEDMNNIALAA, YCTAHABMWBAIDT, YTo KOrga HeobxodrMa NocTaska CTe P
HElX BMEIALMHCKWE WAOENMA, CNYyYaiHan MUERODHONorMYeckan KOHTAMHHALWA 00 NoOUBcoa CTEDHNHIa LMW
Oor#na GelTe CAEOEHA & MAHMMYMY. TEM HE MEHEE, MEOWLHAHCKEE HI0ENKA, NPOMIBEOEHHEIE NPK CTAHO2PT=
Hialx YyoNoBRMAKX NQOUIBOACTES B COOTRETETEMK & TPEBCRAHMAMK CHOTEME MEHEONMEHTA KAYECTEA [CM., Ha-
npdrep MCO 13485), MOoryT 00 CTEQMNAIZLWA COOepEaTk HEDONLWOE KONKHECTES MAKDIOPTraHnIMoB. TarHe
MEOHLMHCKRE WAOENWA He REMAKTCA CTEpMMNbHLIMKA. LIene0 CTEpUNU3aure SEMNASTER YHHUYTEHEHHE MEKDO-
BRONOTHYECKOTD JAMDAIHEHHA K, TakkuM oBpados, Npeodpasoealne HECTEDUNIEHEE MEQULKHCEMX MADenkh B
CTEPHNLHEIE.

KHHETHEA OTMEPaHHAA YHCTOR KYNETYD G MEKPOODTAHAIMOE DHIMHECKHME WIANK XMMUYECKHMA MeTona-
MK, KOTOPEE WCNONBIVIOTCR NEH CTERANHIALMA MEQULKHCEWMX K3OENHH, B 0SWeM NMyYe BCEMD MOKET BTk
ONACAHA AKCNOHEHUMANLHOH JABMCHMOCTREY MENTY YHCNOM BhiMHBLWME MHKDOOPTEHHAMOE W CTeneHK 05-
pAGOTEM CTEDHUNMIVIOLLAM aredToM, cORsaTene ol 0cobEHHOCTRI JaHHEMS METOSE ARNAETCA TO, 4TO Boerga
WMEETCA BEDOATHOCTL BLOKHBAHMA MWKDCODIAHWIMOB HE3ZBMCHMO OT CTENEHK NEpoBegeHHorn obpadoTir. QA
AaHHoA 0BpaBoTyl BEPOATHOCTE BLIMWEIHWA ONPEOEN2STCA KONHUYEBCTEOM M YCTORUHBOCTEHD MUKPOODTaHMS-
MOB K YCNOEMAMH WX CYLWECTECEaHNA BO BpemA obpaboTid. CneaoceatansHo, CTepHneHocTE NGoro megk-
UMHCEOTS MAOENHA B COBROKYMHOCTH HAODEMKA, NOQEEDIHYTER CTEDHNHIALWA, HE MOKET DbiTe FADAHTHPOBAMA,
W CTEPUNEHOCTE pAS oBpaboTaHHbX MAOENHA BLPAKACTEA B TEPMUHAX BEPOATHOCTH TOMD, YT0 MHIHECH-
COBHBIE MAKROODTAHWIMEl NDHCYTCTEYIOT HE MEOMLWMHCKOM HADEn M.

HacToAwrA cTaHaapT onWcelBaeT TRebopaqus K oBecneqYe ik NEOLUEcca CTEDHNHIALKMA, NPeaHAIHa-
YEHHOTO 007 CTEPHNHIALAN MEQMUMHCKHME HADEeNWA, KOTODLIM NPHCYLLE MHUKPODHONOMMYEckoe 3arpAIHeHe.
Moskmo 3ToMD, COOTEETCTEWE ToeDoBaHnAmM 0DecneduBasT, 4To MK AKTWBHOCTE AENAETCA QOCTORERHOR W
BOCIPOWIBOOKMOH, TaK 4TO ¢ QOCTATOMHOH JOCTOBEDHOCTEI MOMET GhiTe NPESCKAZAMS, H9TO NEOQYET M-
CNE CTEPUMHIALMK HMEET HKIKKEA YROBREHL BEROATHOCTH NPUCYTCTEKRA MUIHECNOCODHEIX MRKDPOODIaHHIMOE,
Onpegensdde DaHHsd BEDOATHOCTI SEMAETCA JA0a4ER YNONHOMOYEHHED OPraHoB W MOMET OTNUHATECA Ha
TERRHTODHAX PAIMEIX CTPaH (CM., Hanpusep, EH 556-1 w ANSVAAMI STET).

OBwme TpeGoBaHWA K CUCTEMAM MEHEIHMMENTa Ka4eCcTBa NO NOCEKTHDOBaHKID, pailpaboTie, npouna-
BOACTEY, BREOEHID W OGCnysMBaHKK nprseaeds 8 WCO 9001, a cneyranesHeie TpeboBaMKA K CUCTEMAM
MEHEAMMENTa KIYBCTES MEOKUWHCKOR Npogysudi — B MO0 13485 CraHpapTel CACTEM MEHEOWMENHT Ka-
YECTER NPeanonaraT, YTo A8 HEKSTODLIX NPoUECcoR, HOoNoNeIYEMbIX B NpoMaIBcacTee, J30hekTHEBHOCTE
MPOUECCa HE MOMET ObiTh NOMHOCTEN NQOREDEHE NOCREVIOWMM OCMOTROM W WCNBTAHMEM HagEndA. Cre-
PANMIALHA — NpUMED TAKOTD Npouecca. Mo 3TOR NDHYKHE NPOLSCCE CTERHNKIALMK BANKAAPYIOTCR ONA Ue-
MONBIOBAHKSE, BRNONHEHWE NPOLECEa CTERMMMAALWA BOHTROMNMEYETCA B TEKYLWEM NopAKke. a chopyaoBaHMe
MNOONERHT PErYNAPHoMY OGCNYHKBIHNKD,

MeaprneHo BANMGHUPOBAHHEIR W TWATENLHS KOHTRONMPYEMSEIA NPOUSCs CTEDHNHMIAUNA HE ABRNAETCA
BOHHCTEEHHEIM $akTopos, ODECNEYHBIIOWIMM HALSHH YD FAFaHTMD CTEPHNEHOCTA NPOOYELMKE W, B JaHHOM
Ciy4ae, e COOTBETCTBKME NPeJnaarasMony HCNonsIceanio. MCKo0s 13 aTorn cnegyeT yaenkiTe BHAMaHHE
HECKOMBHARM MDA LANEA, BRI IR

a) MUEPOBHONSIMHECHMA CTATYC MCNONBSYEMBIE HCXOOHBX MATERHANTOR WHNKM KOMIOHEHTOR,

b} panuaaumes 1 TERYIWLMA EOHTPOME NPOUECCOR CYHMCTEN M De3rHchekune M3 gena9i;

C) KOMTPONE NPOMIBOOCTEBeHHRBY YCNOBHA [OKEYHAIOWEN cpadki), B KOTODLIX NPOOYET NOOHIBOGAT, Co-
BHPAKT W YNaKoBGL RAKT,

d} koHTpOoNe obOpYOOBAHWMA M TEXHOMOMMYECKOro NpoUecca;

€} KOHTPONE NEPCOHANa M ODWEeR MAMdEHk,

fl cnocol ynakoss ¥ MaTEDHanl, HCNONEIYEMEE ONA YNAKOBKK NpogyxTa,

g} YCROBKMA, NEK KOTOPBIX XPaHAT NPOOYET.

TNk KOHTAMKHALMA MEDHMUMHCEWY WIOENWE, NOOBSPrasUUECA CTEQHNMIAUNK, MOMYT SETE Da3THEMK, 3
3TO BNAAET Ha 2D PeHTMEHOCTE NPOWECCE CTERHMMIALKMA. MedUUMHCKNE MA0ENHA, ACNONLIYI0WASCH B Y- DeH-
OEHHAX 300aBCOXDAHEHWA H HANDABNSEMEIE HA NOBTORHYEY CTEDPHNKIAUMIO B COOTEBETCTEMM C MHCT DYELIMSE MM
npodapsguTend (cu. MCO 17664 ), nomsHe PaccMaTpUBaTECA Kak ocobelil chiydad. B Takuy agenyaAx Benunsa
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BEROATHOCTE HAMUYAA GONBLUOMD YACNA AArPAIHAKWLWY MUKPOODTAHMIMOR M OCTATOYHBE HEORTAHWHECHAX
WINMK ODTAHWMYECKMY 3ATDRIHEHHA, HECMOTDR HA MCNCNBE30BAHWE NPOLSCCOR CYWCTE. CNenosaTensHo, Bam-
HO YOENATE 0CoB0e BHUMAaHWE BANAOAUMK K KOHTOOMK NPOUECCOE OHUCTHH M Ae3MHDEKLMK, HCNONsIyYeMblx
NPW NOATORHCR CTELMMMIALMKE.

TpeGoBaHKuA ABMAKTCA OBA3ATENLHON YACTRID HACTOAWENS cTAHOARTa, ANA KOTopLX TpebyeTes cooT-
BETCTBUE. PYKOBOACTES, NPEACTABNEHHOE B NOUNOHEHWA E, He ARNAETCA 00AIATENLHbIM KW HE DONKHD Chy-
HHTE B KAYECTEE MOHTPONLHOND CNUCEA ANA ayauTopos. PYEoBROOCTRED CONEMMMT ODRRCHEHMA W CMNUCAHKE
METON0R, KOTODLIE PACCMATPHBRINTCA KAK NDUMEHWUMEIE METOOWKA COOTRETCTEMA TpedoBaHHAmM. MoryT npu-
MEHATECA METOOS!, OTAMYHEIE OT NPEACTARMSHHEY B PYROBOACTRE, BCNM oMK 3chfekTURME ONA QOCTUME HKA
COOTRETCTEMA TReGoBaHMAM MEIYHADoQHO0 CTaHaapTa.

PaapaboTia, BANUIAUWA ¥ TEKYLLMWIA KSHTPOMNs NQOWECCa CTEQUMNMIALMA BEMKH20T B cebd pAD OTOENkL-
HEiX, WO BIAMMOCEAIAHHBY OSACTEUNA, HanpuMep, KanvBpopra, TexHudeckos 0BCnysHEAHKE, ONDEeReneHne
NPoOYKTA, ONDELENEHHe NPOULECEA, ATTECTAUWA MOHTANKAE, ATTECTALMA JKCNNYATAUMH 1 ATTECTALKA YCTAHGR-
nedHoro chopygosanyA. HecMoTps Ha To, Y4T0 dencTons, Tpebyemple CTAHIApToM, GbiNv COBMECTHD CIpYN-
MAPOEAHLl W NPEOCTABNEHL B ONPEOENeHHOM NOPALKe, CTaMdapT we Tpebyer, YyTobDel OeHCTEHMA BRMNONHA=
MACE UMEHKD B TOM NODAGKE, B KOTOPOM OHKM NPEOCTARNeHE. Tpefyvembie OeAcTENA He 0DAIATENEHD TOMHH
BEINCNHATECA NCCNEgOBATENLEHD, TAK KAk anropure paipadoTir 1 Band0auMy MOKeT OuiTe HT2DauUuoHHE .
OTEETCTREHHOCTE 33 BRINOMHSHAE O2ACTEMA, TReDYeMBIX HACTOALMAM CTAMAAPTOM, MOMET DAINKYATLCA OT
chydan Kk cnysak. HacToAwWd ctandapt TpebyeT, yTobel OTEETCTESHHOCTE HAa DaINvYHE) YHacTeax Beina
onpefeneda (oM. 4.2), HO He OroBAPWBAET EOHKPETHOM PAChpeneneHyA oTEeTCTREHHOCTI. MNMpunokeHne E
checnedueaeT yNpaanNeHys pacnDesena e oTBETCTEEHHOCTIA.

HacToORWWHA CTAHZAPT HMEaT ToK 0bBNacTh NpMMeHEHA:

= ONA HIMCTOAWTENSH MEJALMHCKOR NPoOYELMK B 0BNACTH 10PaB00KEAHEHHA, MENDOWIAK MOJBCDTHY T
CROK NDOOYELAD NROLBCEY CTEDAMMAALWK, NA E0TO0ONS HE CYLLECTRYET CReUMmUIeckons MesayHaponHong
cTangapTa,

= ONA KAMOTOBWTENEH ¥ NONEIOBATENER CTERHNHAIALMOHHEL NPOUSCCOR B Y4 DEMEHNAK 10 PaB00K PEHE-
HIWA, ONA KOTODGLIX HE CYLLSCTEYET CNeuudiudeckors MexnyHaARoOHOr crandapTa;

- KAK OCHOBA NOATOTOREM MNY MAMEHEHHA CTAHJAPRTOR, OTHOCALMECA K CNedsdnYeckiK cTe punvaanm-
CHHEIM NPOUSCCaN.
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HALWOHANBHBLIA CTAHOAPT POCCHMWACKOW GENEPALMMKM

CTEPMNMW3ALUMA MEOWUWHCKON NPOOYKLMK

O6iwMe TpeGopaHKa K ONpeaeneHUID XapaKTepHETHE CTEPHAMIYIOWEro araHTa W K pazpaboTie,
BANMAALMK W TOKYLEMY KOHTROMO NPOUScca CTEPWAMIALMA MEQMUMHCKWX WI0enWi

Starilization of health care products. General requirements for characterization of a starilizing agend and the
devedopment, validation and routine condrol of a stenlization process for medical davices

Data seenedwA — 201 3—06—01

1 0OBnacTb NpUMEHEHHA

1.1 BrnroyeHWA

1.1.1 HacroAwwi cTasgapT yocTadaenyeaeT oblywe TpeGopaHna K NOCTRORHMKD, BaNHOELUMK 1 TEKYLLEe-
MY KOHTRCMNKD NEOUEcca CTERHMMIZLNA MEdRLUWHCKMY MIDenui.

Mpumedadde — HeowoTpA Ha 1o, 410 oinacTe GEACTEXR HACTOAWEN CTAHOBPTE DTPEHHYEHE MEJWLUMHTEMMK
HAOENWAMIK, ONWCEHHLIE B Hew Tpabosasns moryT GeiTh NPMMEHUME! ¥ CTEQWMMZALMOHHEIM NROUSSCAM ONR WHEX mpo-
OysTOE 3OPEBO0XPEHEHMA.

1.1.2 HacroAwMiz cTaHaapT NpMMEHKI K CTEQUNHIAUASHHOMY NPOUECTY, B KOTODOM MHKDCORTaHKAME
HHAKTHEMEYIOTCR C NOMOWED (DHIAYECKME WIMNK KHMHEHEeCKnE CRegcTR.

1.1.3 HacToAwWi cTangapT NpegHasHaqYeH K NoUMEHEHD paspaloTHMEamMHy, MAroTOBNTENAMN CTEDM-
MAAALUHOHHOTS SD0DYLOBAHMA M MESMUMHCKHX HAOENKHA, ORFaHHIALUMAMA, OTEETCTEEHHBIMA 33 CTEPUNKIALKIO
MEQMLMHCKNE MATenKiA.

1.1.4 HacToAWMA cTaHaapT onpedenAseT INeMeNTE CHCTEME YRpaane ks kadecTaom [Cuality Manage-
ment System), KOTOpbe HeoSHOAHME! NP KOHTPONE XaADAKTEDHCTHR CTEPUNRAYIOWErD areqTa, paspaboTie,
BANWOALMK ¥ TEXYLLEM KOHTRONE CTERMNHIALMOHHOM NpoUecca.

Mpumeydasne — Hanwsue NoONHOLEHHOA CRCTERE! YNPEENEHWA KEHECTEDM HE RENRETCR Tpalosaqsren HacToR-
wers cTaHgapTa. Ha HeodioiumMsie 3neMeHTel B CODTRSTCTEYHILME MECTAX TEECTE HMEKITCA HOPMAETHMEHBIR CULINEY (CM.,
HANpUMep, panen 4). BHAMaH1E NPpHENSKABTCA K CTAHOSPTAM QA CHOTEM YNRESNSHWMA KaqacTeam (oM. MCD 134858),
KOTOPEIS KOHTRONMPYIOT BES STaNkl NPOMISB0NETES HIA NEpepaBoTen MEauUMHEEME uagened. HauroHaNEHBIE WHNK DETw-
OHANEHBIE HOPMETHEL M MESHLEHHEHARM MASENHAEM MOrYT NoTREb0RSaTE BHEOPEHAR NONHOUEHHOR CHCTEMEB! YPEBNEHER
KEHECTHOM W OUEHKEA TEKOH CHACTEME TRETLER CTOPOHOR.

1.2 Herknwyenun

1.2.1 HacToAwWi cTauganT He pacnpocTRaHAeTCA Ha CTEDHNHIALHOHHEIE NPOUECok., OCHOBAHHLIE HT-
KMIROHHTENBHS HEa GHIHYECKOM YOANEHKA MAKPOCDIAHMAMOE (Hanpusep, ernNeTRaumna ).

1.2.2 HacToAw«i cTangapT He onpedenseT JaTanbHe NPOoUesyDel ONA OUeHEd MAKDODHONorieeckon
HHAKTHBALMA.

1.2.3 HacroAwmit cTandapT He yeTaHaenNWeaeT TpeDoBaHKa K XapakTepucTHEaM CTEDMNMIYIoLIErs anaM-
Ta W K paspaGoThe, BANHGALKKY KM TEEYLLERY KOHTPOMD NCUecea ONA MHAKTHEALMK AMEHTOR, BEASRIEAIWHX
cnoHriopiHEe sHUe@anonatHy, Takde kaK ckpeni, ryfHatan sHuediananaTva KRyNHOr porartors cLota U
Soneads Kpehugensasa — HAeoba. CneyuprHeckye pexoMeHlaumdy paspafaTelBaioTea B CTpadax, roe npo-
UECs CTERMNMIALMK NOTEHUMANEHD MOHET DblTe DACNDOCTPaHEN HA MATEDHWan, COOeEallMh 3T areHTal.

Mpumesanne — Cw, Tacke MCO 22442-1, MCO 22442-2 w MCD 22442-3,

Wamanwe ofprunaneHoR
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1.2.4 HacToRWMA cTAHOAPT He 3AMEHAST M HE MAMEHAST ONYCENHKOBAHHBIE MEMOYHAPOOHEE CTAHOAP-
Twl 4NA CREUBEHRYECHAY CTEDURKIALMOHHLIX NPOUeCCOa.

2 HopmaTHBHbLIE CChINKK

B HACTOALWEM CTAMAADTE HCNONLACEAH L HODMATABHLIE CCBINKK Ha CNedyYIOWKe CTAROAPTE, ODR3aTEMk-
Hulg GNA NEHMEHEHWA HACTOAWETNS cTandapTta. NA JaTHPOBaHHLIX CChINOK MCNoNBIYHT TOMBEKD YEAZIAHHOE
HagamWe cTadgapta. B cnydae HeOaThposaHHbIX CCbINoK — NOCNEaHEs WinaHMue CTaHIapTa, BEMIOYAR Boa
HMAMEHEHHS M NONPaBKK.

MCOD 10012 CUCTEMBl MEHEDRMEHTS KIMEPEHWA. TPEGORAKKA K MAMEDATENEHEM NPOUSCCA M HaMe-
pHTEnEHoKY 0Gopynopawmo (150 10012, Measurement management systems — Requirements for measure-
ment processes and measunng equipment)

MCO 11138-1:2006 CrepMnuaalya MeduUurHCKon Npoaysuuin. Bronorddecsve WHOMEaTopR. HacTs 1.
Obwme Tpebosarma (IS0 11138-1:2008, Sterilization of health care products — Biological indicators — Part 1:
General requirements)

MCO 10893-1 Ouerka BUoNorM4eckan MeaMuMHCKE nagenui. Hacte 1. OueHsa 1 MCneiTauua B pas-
KAX NPOUSCCa MEHESIMMENTa prcka (150 10983-1, Biological evaluation of medical devices — Part 1: Evalua-
tion and testing within a risk management process)

MCO 1099317 OuyeHka DHonordYeckan Megqnu9-HCEX Hagendi. HacTe 17, ¥oeTasosnex e QonyCcTiissx
NEEOenos BelenaYueaessx BewecTa (150 1099317, Biological evaluation of medical devices — Part 17:
Ezstablishment of allowable limits for leachable substances)

MCO 111401 Crepuniiagis Med UHHCKON NPoaykUHyg. XMMAdYecsie MHOnKaTope. HYacTe 1. Obugue
TpebopaHKA (150 11140-1, Stenlization of health care products — Chemical indicators — Part 1; General
requirements)

MCO 117371 CrepdnEiauis MEdUUHHCKAE Wanenki. Muspobuonorneecide MeTodsl. YacTe 1. Ougn-
Ka NONYNALKKA MAKDOOPradHdasmoe Ha npogyere (150 11737-1, Sterilization of medical devices — Microbiclogi-
cal methods — Part 1. Determination of a population of microorganisms on products)

MCD 11737-2 CTepdniiauks MeddUHMHCKKE Waneniid. MAkpoGuonorieclie MeTons:. HacTe 2. Monki-
TAHMA HA CTEDMMBEHOCTE, NPOBCOMMEE NP BANKWOAYKK Npouecca cTepunuaauar (120 11737-2, Sterilization
of medical devices — Microbioktogical methods — Part 2: Tests of sterility performed in the definiticn, validation
and maintenance of a sterilization process)

MCO 134852003 WMagenwa melrurHokke. CACTEME MEHEOKMENTA KayecTea. TpebosaHun K perynu-
poaadun (150 134852003, Medical devices — Quality management systems — Reguirements for regulatony
pUrposes)

3K 61010-2-040 Tpeboeauma k GeaonacHocTH aNeKTpootopyooBaHKA GNA NPOBEOEHNA HIMEDEHIN,
YNPABNEHWA W NAaSopaTopHone KCnoNe30BaHHA. HacTe 2-040. HacTHeie TReGoBaHWA K Napdobiid 3BTORNAEAM
W BAOEYHEM BMALLIWMHAM ¢ JesuHderl kel 0nA oGpaboTed MeguiuHckus sMaTepuanos (IEC 61010-2-040, Safety
requirements for electrical equipment for measurement, control and laboratory use — Part 2-040: Particutar
requirements for sterilizers and washer-disinfectors used to treat medical materials)

3 TepMUHBLI M ONpefenednn

B HACTOALIEM CTAHAARTE NPUMEHEHB CNEOYICILME TEEMHAHL C COOTBETCTRYIOLMMI ONPENENeHRAMMK!

3.1 Guodarpyaka (bicburden) MNonynAuWa wuasecnocobHel MUEPOCDTAHHIMOE H3 WM B AI0ENAM
WM IAWMTHOR CHOTEME CTEPUNNIALKM.

[MCOTCA11 39: 2006, onpegenerws 2.2]

3.2 GuonoruqecknA WiadkaTtop (biclogical indicator) MonwiTateneHan cHcTema, CoQepmalian wus-
HECMOCOBHBIE MAUKDOCPTAKMUAME, 0DECNEYHEAINWLAA ONpaTEneH Y YETORYUMBOCTE K HOHKPETHOMY NpOoLBCty
CTEPUMAIALKA.

[MCOTC 11139:2006, onpegenexuwe 2.3]

3.3 KOHTpOnL HaMeHeHMAa (change confrol) Oueska ¥ onNpegenaHde NPpUroaHocTiv NDennoseHHong
HAMEHEHWA K NPOOYETY MK NpoUegype.

[MCOTC 11139:2006, onpegenedse 2.3]

3.4 AAMHYECKHA HHAWKATOPR (HeGHonorMYecKMid MHarkaTop) [chemical indicator (non-biclogical indi-
cator)]: MenuitatensHas cucTema, obHapyHuBalowan MIMeHEHKA B OOHOM KK HECKONLEME NPEOcnpefensH-

2
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HER MApaMeTpax Npouecca, obycnoBNeHHBIE KMMESSCHAMA WK PUIAYECEIMA HIMEHEHMAME, B3kl BAEMbIl-
MK BO0EACTEHEM NPOUECCE.

[MCOMC 1113592006, onpegengHne 2.6)

3.5 WoppexkTHpoBOUMLIe gercTenA |corrective action): JehcTera, npeanpMHuMasMele C Lene0 yCoTpa-
HEHWA NPHYHH OGHAPYHEHHOMD HECOOTBETCTBHA MK DPYTOA HERENATENEHOR CHTYALHM.

MpumedaHds

1 Momer npdoyToTEOBATE BONEA HEM OOHA MPWHEHE HECOOTBETGTEMA.

2 KopparTWpoBoHMHES OaRCTEMA NPUHHMAGTCA OMA NEE0OTERSWLEHNA NOBTOREHMA, B TO SPEMA K3k NpEOYNpeas-
TENEHBIE OEACTENAA NPUWMEHAKITCA GMA NPEJOTEREWEHNA NPOHCILECTEMA.

3 CylecTEYET Da3NHHHE MEHROY HOPDSEETHPOEROH W KDRDEKTHROBOHHEME JERCTBHR MK,

[HMCO 20002005, onpegenanse 3.6.5]
36 KoppextdpoRka (comection): delcTane ona YCTRAHEHAA OOHADYHEHHOMD HECOOTEETCTEHA.

Mpumedadne — KoppesTipoexa MossaT BhiTs BEINONHEHE COBMECTHD © KOPPEKTHPOBOHHEIMK OSACTEAAM.

[MCO S000:2005, onpegenauise 3.6.6]

3.7 paapaBorka (development): JefcTere, B peayneTare KoToporo paipataTtHeaeToq cneundgHkauma.

[MCOTC 11135:2006, onpeaenedde 2.13)

3.8 ycramoeuTk (establich): OnpegenaTe No TEDPETUYECKON CUEHKE WM NOGTEEQOATE IKCNEDHMMEHTOM.

[MCOTC 111392006, onpegeneHue 2.17)

39 owwbea (fault) Ogue wnv Gonee napaMeTpoR NPOUECcea, BeIXOOALWKA 33 Npefens CeOer
Dorycsa,

[MCOTT 111382006, onpeaenedve 2.19)

310 meguuMHcKan npoaykuHda (health care product). MearurHcEne Wagenna, BEMNCHan MEgALHHCKRE
HITEnWs Ong AMArHocT MKW 7 WD, WNK NeKapcTReHHEE CPaacTEa, BEMCHAaA DuodapMalesTMHueckie.

[MCOMC 1113582006, onpegeneHyde 2 20)

311 arrecrauma ModTaxa (installation qualification 19} MNpouecc NONYYeEHAA A JOKYMEHTHDOBEAHWA
OokazaTenecTe Toro, 410 oSopyaoRadke Gulno NOCTABNEHS # CMOHTHEOEAHD B COOTRETCTEMK C 8M0 CReundin-
KaLer.

[MCOTC 111358:2006, onpeaeneHue 2.22)

312 nacnoprt Ge30nacHOCTH MmaTepdana (npogykra) (material safety data sheet MEDS): OokysseHT,
YEAILIBADWMA CAOHCTEA BEWECTRE, NOTEHUMANLHYKD ONAcHOCTE ANA YencBeka W obopydosanyA, yonoena
XPAHEHWA W YCNOBHA YHAYTOHMEHHA BEWeCTES.

[MCOTS 111 392006, onpegenesnue 2 23]

313 MeguuMHcKkoe Wagene (medical device) WHCTDyMEHT, annapaTt, npebop, MawdHEa, npHcno-
CobGneHne, WMNMNaHT, i Vilro pearedT 1Nk KanwbpaTog, NporpamMMHBe CPEacTES, MaTepWan WNK COAIaHHOR
HIOENKe, NEEOHAIHAYEHHBLIE WITOTOBATENEM ANA WCNONEI0BAHWA YENORexom, OTOEMNEHD KM B COYETAHMM,
ONA ooHo#R |Knd Bonee onpenenesHelx LeneA:

< OMArHOCTUER, NPOEMNAKTHEN, HEBNKOEHMA, NEYEHIA MNK 0SNerYeHrA Goneamm,

- OMErHSCTARM, HaBnoaeHHA, NeYe s, oBNer<eHUA KN KoMNEHCALA N TRABMAaX,

= MCCNedoBadnA, Nepecagrn ANM MogagUEany iy, KNy NoQoemsk Opradoe MK GHIHoNorHYeckny npo-
ueccon,

= NOLOEPHAHWA HNA COBCHEHE HKE HHIHK,

- ROHTROMNA 3848THA,

< DE3AHDERLHK MEJHLMHCKRE Magan«M;

= NONYHEHAA HHOODMALKA MEIRLWHCKOMD HAZHAYEHWA NOCPEOCTROM (1 wiro Mocnegoaadya obpasyoe,
BIATLIX H3 YENOBEYECKOrD TENa W HE OHAILIBAMLUME CBOEM OCHOBHOM OEACTEMA B KWW Ha YEn0BE4YecEos
OPraHHaMe, G NoMoWsK GEapMakonoriYeckty, WMMYyHCNOMAHEcKUE MNK MeTabonHYeckny cpeacTa, Ho qyHk-
LHOHHPOBRHAN KOTOPBIX TAKKE CPEOCcTES MOMYT CNocoScTBORBATD.

[MCO 13485: 2003, onpegenerine 3.7)

Mpumesarnne — Onpegenedwe no MICO 134852003 Bwno pazpaborano CneuwansHon EOMUCCHER No rno-
Bam=HoH rapmosraauuy [Global Harmonization Task Force (GHTF 2002)).

314 artrecTtauMA JKCNAyaTauWwM (operational qualificaton OO0 NMpoUecs NONYYeHHa W O0KYMEeHTH-
POBAHKMA QOKAIATENLCTE TOMD, Y4TO CMOMTUROERAHHOE oSopyaoEaHKMe paBoTAET B 3a0aHHBEE Npeqenax napa-

METDOE NEK BM0 KCNONLIOSAHKK B COOTEETCTEMMH C B0 MHCTRYHUHARMK N0 IXCMNYATALMH.
[MEQITS 111 39:2006, onpenencuue 2 27]
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3.15 napamerTpHYecKMid BeInycK (parametric release) YTeepsoeHKe, 9TO NPCOVET cTepunel, Gasu-
PYIOWEEcA HA 3AMWCAX, JEMOHCTDADYIOLWKY HAaXoKIeHKe NApaMEeTDoB NPOUSCCa & Npeganax cneudduuypo-
BAHHBIX OOMYCKOR.

[MCOTC 11139:2006, onpegeneasue 2.28]

316 aTrecTauWs IKcnnyaTupyemors obopyagoeanna (performance qualification PO MNpouscc no-
NYHEHAA 1 JOKYVMEHTHDOBAMWA OOKAIATENLCTE TOMS, 4T0 00OPYAOBAHKME, YCTAHOBMNEMHOE W patoTanwes B
COOTEBETCTEUH © MHCTRVILMAME NO JLCNAYATAUMH, NOCTOANHS DYHKLHMOHKDYET 8 COOTEETCTEMIW C 3308 HHLI WA
HOMTEDHAMM K NOITOMY BRINYCKAET NEPOQYHUKID, OTREYAMALYH TEXHHYECKWM TREGoBaHMAM.

[MCCTC 11139:2006, cnpegenesve 2.30]

317 npeaynpefgHTenkHLIe AeMcTRWA {preventive action). encTEHA Mo yCTRaHEHAID NEHYAH BOIMOM-
HOMG HECOOTRETCTRAA WK APYTON HERENATENLHON BOZMOMHON CHTYAL M.

MprMedYyaHUA

1 Mookt nprcy TETE0EaTE DONSE HEmM 0OHE NPHHMEE BOAMODKHITD HECODTBETCTEHA.

2 MpeoynpaguransHsE DEACTBRA NPENPHHAMBHITCR QMR NPEgoTEREWEHMA NPOHCILECTEKA, B TD BDEMSA KaK KOp-
PEHTAPOBOMHEE OEACTEMR NPHHWRMaBMHTCH ONR NPEoTERSWEHHA NOBTOPEHHS.

[MCO 90002005, onpeaenedre 3.6.4)

3.18 yCTPOWCTED ONA WCNBITAHMA npouescca; ¥ (process challenge device PCDY YoTpoboTeo,
npegHaaHaYeHHoe AnA 0BecneYe A OngedenedHchi ConpoTUBNASMOCTH NEOUECCY CTERHNMIALMM 1 MCTOME-
Ve MOE 08 OLEHEM BOIGERCTBMA NpoLecca.

[MCOTC 11139:2006, onpegenaiue 2.33]

3.19 mapasMeTp NpoUecca (process parameter). YoradoaneHHOe IHFUEHKE NepetMeHH0R NpoUecca.

MpumedaHne — CneuwdHEAUMA NPOYBCcCE CTEQHIM3ALMK BXRNKO4EET B Ce0R nNapamaetpel NpOLSccd | WM
TOHHOCTH.

[MCOTC 111392006, onpegenanse 2.34]
3.20 mepemedHan npoyecca {process variable): Yonoawe npouecca cTeprnMaanii, HIMeHEHNE KoTo-
POND WIMEHRET MAKpOBoUMOHYI0 A e THBHOCT .

Mpunmep — BpemMA, MeMIepamypa, dagneHue, KOHLENMDAaYUR U SMawHoCMs, OAURE 80THEB

[MCOTC 11139:2006, onpegenanuwe 2.35]

2.27 NpMIHaAHHAA KONMeKUWA KYNLTYD (recognized calture collection), JenoadTapki B cOOTEETSTEMM
¢ ByganewTcrum gorosopos o MexoyHapodHom NpMIdadig JenoHuDoBaina MAEDCODraH|aImos ang uenai
MATEHTHOA NPOUEaYDE K DErMaMeHTHROBaHHEA.

[MCOTC 11139:2006, onpegenende 2. 38]

3.22 KOHTpONLHBLIA mukpoopradmam (reference microorganism: WTasmm MUERPOODrasmama, nony4ed-
Hibld M3 MPAIHAHHONA SONNEKLAE BYNBTYR.

[MCOTC 11139:2006, onpegeaneyse 2.39]

3.23 pearrectauua (requalification): NoETopEHWE YACcTK BANKIAUKK B LENAX NOATECDHISHKA NpOacn-
HAWEACA NEHeMISMOCTH CNeyudHUHpoRaHHCIe NpoUssoa.

[MCOTC 11139:2006, onpegenaive 2.40]

3.24 nUTawLLWe cpedkl (services) MNETaHie M3 BHeWLHAE BCTOYHWESR, Heclxogumos 0nAa obecneqe-
HHA YHELHOHWDOBAHKS 0S0pyICBa KA.

Mpusmep — INerkMpUYeCman, eoda, CRamel eoz0yx, dpenam.

[MCOTC 11139:2006, onpegenaque 2.41]

3.25 onpefenAate ([cnedmduuynpoBaTi) (specify)l: NMogpobHD ONKMCEIBATE B YTECDHDEHHOM DOKYRMEHTE.
[MCOTC 11139:2006, onpegenatde 2.42)

3.26 crepunuHeIf (sierle). He copepsawkil MUaHecnoooBHeIX MUKPOODTaHKIMOR.,

[MCOTC 11139:2006, onpegeneide 2.43]

3.27 cTepMnbHOCTE (sterility). OTCYTCTEME #MUAHSCTIOCODHEL MAKDOODTAHKIAMOE.

MpymedyaHue — Ha npasTvEe HEBDAMORHD NOXE3ATE A0CONKTHOS OTOYTCTEME MUEDOORTEHMIMOE [CM. CTEpH-
medauns (3 28]

[MCOTC 11139:2006, onpegeneqne 2.45]
3.28 crepvnuiauua (sterilization): BannoWposaHHel# NpoUece, WCNONBIYEMEIA ONA NONy4eHds npo-
OYETA, HE COQEDKaLLErD HHIHECHOCOEHbX MHUKPOODTaHKIMOR,

4
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Mpumevarnde — Mpd CTEpMNRIZLAK NPHPOOE WHEKTABRLMK MHHDOORTEHWAMOE CNWCLIBRETCH SRCMOHEHLHENE-
HEIW 2EK0HOM. CNEnoBaTenNbHD, HAMMYHME HAIHECNOCOOHEY MURDOORIEHUIMOE HE KE00M OTOSNEHDM MANENMH MOsKET
Ok Tk BRIDHEAEHD B TEOMAHEN BEDORTHOCTH, 3TE BEPORTHOCTE MOCHET GklTh CHYUHEHE 00 CHEHE MANBIE 3HSHBHWR, HO HARAr-
03 HE HEET DhITh QOBSOEHA 40 HYNR (O, YpoesHs OBECNEHEHWA cTapyneHocTy MCOTC 11135).

[MCOTCS 111382006, onpeaenedve 2.47)

3.29 aarpyaka (cTepunuaatopa) {sterilization load): Magenus, xoTopee CTERMNMIYIOT C NOMOWEID GaH-
HOTD NPOUECCa CTERHNMIALMHA.

[MCOITC 11139:2006, onpeaeneque 2.48]

330 npouecc cTepwnHdiayme [sterilization process): PAO 8RCTEHF KNA ONEpaUWE, HeobXoduMei ANA
OOCTHHMEHWA anpegeneHiky THebosanui K cTepMNsHOCTA.

Mpumesadde — PRO TEEME DERCTEMR MNW ONSpagHn Bxnoqaet B cebA npepeapuTensHyn obpabarey (npa
HEDOXOOHMOCTH |, BEOSDEEY B CTEDMMIYHIWEN SreHTE B 330dHHEN YONOBMAX 1 Neobyio HeoGaoqMayed NoChEmy Wy
obpaborry. Npoyecs CTEQMNM3ALMKY HE BENEHasT nobse onepagye 04MCTEH, JeIMHPERLMH W YNAK0ERH, KOTODBIE NpEs-
WECTEYHIT NPOEECEY CTERMMAIELMI.

[MCOTC 111392008, onpeaeneHue 2.49]

331 cTeprnuaywni aredT (sterilizing agent): PUavHeckas MO KMMAYECKEA SOMHALE WK WX KOM-
DUHALKA, KOTODAA WMEET JOCTATOHHYID MAKDOBOUMOHYIO SETHEHOCTE ONA OOCTHREHHA CTEDHNBHOCTH B 3a-
OAHHBIX YEMOBHAK.

[ACOTC 11139: 2008, onpeaeneHue 2.50]

332 KpHEan BRIXMBABMOCTH (survivor curve): Mpadwdecsoe NpeicTaABNeHkE HHAKTUBALMK Nonyna-
LA MAREDOODIaHWIM0E C YEENHHEHMEM JKCNOIMLMA MUEDCSOUHGHOND areHTa NP YEAIaHHLIX YCNOBHAK.

[MCOTC 11138:2006, onpeaenedve 2.51)

333 MCneITAaHWE HA CTEPUALHOCTE {lest for sterility), Texwwuecsan onepaywa, ocnpegeneqdHan s dap-
MAKONEE, BeNONHAEMAR HA WADENMH MOCNE BOAOERCTENA Ha HETO NPOUECca CTEDHNHIALHK N NOCNE acen-
THSBCHONS NPOWIA0ACTESHHOMD NPoULEecca.

3.34 npoRepKa cTepuneHocTH (lest of sterlity). TexHMueckas ONepaudA, BoiNONHACMAA KaK Y4aCTh
paspaSoTkd, BANKIALMA W PEATTECTALWKY ANA ONEE0eneHHs NEUCYTCTEHA WK OTCYTCTEMA MUIHECnoCoBHbIX
MAKDOORTAHHIM0E HA NROOYETE UMK Br0 YacTi.

[ACOTC 11139: 2006, onpeaeneHue 2.53]

335 panupaumAa (validation) QokyMedTupoBaqHas Npoueaypa NonydesHya, perucTpalny M HHTepnpe-
TauMM pesyneTaTos, HeobXooKuMan NNa JeMoHCTRAUNE Tors, 4TS NPOUECs HEMIMEHHD BEOIET NPOOYKT, COoT-
BETCTEVIOWKA 3apanes onpegeneHHEmM Cnegsdria i uam.

[MCOTT 1113582006, onpeaenedve 2.55)

4 JnemMeHTbl CHCTEMbI YnpagneHHWA KavecTeEoM

4.1 OokyMeHTaLMA

4.1.1 OonwHe BETE CRegdpHUnDoEIHE NDOUEYPE GNA KADSKTEDACTHE CTEDHMAIYKOWETD areHTa, pai-
paboTed, BANWMAALMA 0 TERYLWETD KOHTDONS CTEQHNHIALWOHHCTS NPOUECEA W BLINYCKA NEPOOYETa NoCne cTa-
PRIMTH3ALHM.

4 1.2 DokymesTagma 1 3anucy, TpeSyemMe® HACTOAWMM CTAHOAPTOM, OOMMHE CHTE NPOBEPEHEl KW
YTRCDWMOEHE HAIHAMEHHBIM YNONHOMOYEHHER NepcoHancom (cM. 4.2.1). JokyseHTaltio W 3ankuck cnegyer
KOHTRONUPOBATE B COOTEETCTRMN C NpHMEHHMEIMK pasnenamia WMCO 13485,

4.2 OTEeTCTBEHHOCTE PYKOBOACTER

4.2.1 OTReTCTEEHHOCTE W NONHOMOHMHA 33 OCYLWECTENEHHE W yAOBRMETEoOpEHWE TpeboRaHui, YoTaHon-
NEHHBIX HACTOAWMAE CTAHOARTOM, SOMMHE OblTe Y4€TKO ONPEdensHl ¥ onHcanbl. OTRETCTREHHOCTE JOMH-
Ha GbiTe BOSMCHEHA HE KBANWEWUMPOBAHHEN NEpCOHAaN B COOTBETCTAHK C NPHAMEHHMBIMKE DaI0ENaMA
HMCO 13485,

4.2.2 Ecnw TpeGoEadMA HACTOAWEND CTAHAARTA NPEdHasHaYeHs ONA BENONHEHMA ORTAHK3IALAAMK C
pPAZOENEHBIBAM CACTEMAMK MEHEMMERTA KaHECTEa, OTEETCTBEHHOCTE M NOMHOMOHMA KakOoR K3 TAKHX CH-
CTEM OoNsHbl BeiTe ONPEQENEHB] ¥ OMAGE HE.
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4.3 Boinyck npoaysLws

4. 3.1 MNpousoypbl 3aKYNOE A0MEHBl BeTh ONGE0ENeHEl A onEcaMbl. JadHee npouedypel GOoMsHe cooT-
BETCTEOBATE MPHMEHMMEM pazoenan MCO 13485,

4. 3.2 MNpouegypel MOeHTHEMEILUMK 11 NPOCAEKKEAHMA NPOOYETa J0N%HE DRiTE CNpegenste v onuca-
Hisl. JaHHslie NpoUsnypsl GomMeHE COOTRETCTEOBATE NPMMEHAMEIM pazgenam MO0 3485,

4.3.3 Jormema GbiTe ONPEOEneHa M ONUCaHa CHoTeMa kanyOpoekln Boern obopyoBaMMa, COOTBETCTEVIO-

Wwan npumesrmeiy pazgenam MO0 13485 wnn MCO 10012, srxnioqanwan & ceda Taoke coegoTea Mamepe-
HKiA ONA NpoBegeH s HCNBTAHHR, HCNONBIYEMBIE MR oBecnede ks COOTEETCTRMA TREGOBAMAAM HACTOALWETO
CTAMOARTA.

4.4 Mameperne, aHanna W ynydywenue, KoHTpone HECOOTRETCTEYIOWEW MPoOOyELMM

JomaHe DeTe CReuprUurpoBEaHs NPOLenyDel KOHTRONA NPOOYETA, NPMIHAHHOM HeCOOTBeTOTEYKILLKMM,
W NpOUEayDel ONA KOPPEKTHROBKW, KOPPEKTHPOBOYHEE W NPEayNpeaMTeNsHeER DeRcTori. Takue Npowuenyosl
Aon#Hbl YyOoBMETEODATE COOTEETCTEYIOWMM pasgenas WCO 13485,

5 XapakTepucTHKW CTEPHNMIYIOWEro areHTa

51 Obwme TpebosaHKA

Llene 3THs QEACTBHA — ONPeOeneHHe CTEDMNHIYIOLWEND areHTa, SEeMOHCTPaUHA e MrEpoboUHgHOR
e TMEHOCTH, HoeHTwRrKaUMa aKTopos, BNMAKLLKME HA3 MAKPOSoUMOHY0 2 ekTHEHOCTE, oueHKa 30-
PEkTa BOIGEACTENA CTEPHMWAYIOLWETD areHTa Ha Martepuant, onpegenarse Tpebosanyi BeaonacHocT gnA
MEQCOHANA ¥ 2aWKHTe oDoDYOoBaHHA. ITH JEACTEWA MOMYT GRTE BLINCIHEHE NPH MENBTAHWAK MOOEnd G-
cTemMel. B Takux cnydanx wroroeas cneundwkauqa sa obopygosande (oM. 6.3) gonsHa SeiTe COOTHOCH MO
C PESYNETATAMA IECNEDHMEHTANEHBX KCCNEQOBAHHA, BRINOMHEHHBLIX NPHA KHCNBITAHKAX NPOTOTHRA CHCTEMEI.

5.2 CTepHNHIYIOWWA araHT

CTeprunuayowKh areqT aom&ed ObliTe chneuwdrunpoead. Cneundkauqa 0onsHa BEMN0YaTE 8 cada,
B HEODXOOWMO, YCNOBMA XPAHEHUA CTEDMNMIVIOLLETD areMTa, 0DeCcneYMBaloILKME COXDaHBHNE 8I0 CEOMCTE
B CHeUMpHUMDORAHHEX NPeJenay & TeYeHHE BCEMD JAABNEHHOM CPOKa XDaHe KA.

5.3 Mukpobouywaran adpexTHBHOCTE

5.3.1 Mcocnegoeanna sukpofousgHol 2de KTMBHOCT OOM#HE

a) NpoQEMOHCTPHPORATE NeTanNsHoE OeACTEME CTERHMMWAVIOWEND areMTa Ha pAd NPegCTAEMTENHEX
MHKPOOOTAHWSMOE, OTODDAHHEX B COOTEETCTEMK C NPMNOHEHHER A,

B} YETAHOBMTE IMNUEHUYECKHE MATEMATUHECKWE CEAZW, ONPEeOenAoWKe KMHETHEY MUKPOBHOR MHAaKTK-
BALMK HOEHTHHRWUKPOBAHHEIX CTORKHX MAKDOORTaHAIM0E, STODE MOrna DelTe NEEACKaIaHa BEPOATHOCTE Bli-
HMEAHKA MUEPOOLIAHKIMA, NOARSErHYTOM: cnpeganenHon cbpaboTre;

C) ONpeOeniTe KOHTRONEHBIE MHEDOODNaHKIMEl, HABECTHLIE CBOER BLICOKOR CONPOTHENABMOCTRI CTE-
DANHIYVIOLIEMY SrEHTY,

d} onpedendrs NepeMEHHEE NEOUEcca, BNMAKWME HA NETANEH0E QEACTEME CTEPUNKUIVIOWEars areHTa,
W BIAMMOOSACTEME ATHX NEPBMEHHEY, BNWAKLLEES M3 ITO NeTansH0e OeACTRME,

2} OUeHWTE Te GakTopLl, KOTOPLIE MOMYT HEBNaroNpUATHD BNWATE Ha HPOeKTHEHOCTE CTE DHAMIVOLWETD
areTa, DaanpyIoWWecn Ha EWIHHEcKOM KNI KMMEYECKOM BIaHMO0eRCTEHH.

Mpusmeps — Braumodedcmeus ¢ MaMepUANaMy U DAinUsHEIMLU OCMaMmyE My O ApoU3aodcmea, oYU TR
wiuny deauHeryuL;

fl oueHUTE DaskTopkl, KOTOPEIE MOMYT HE0NaroNpMATHD BAWATE Ha Nogadqy WMNK pacnpeneneHue cTepu-
NUIYOLWLEN0 areHTa.

Mpumeper — Owxpysarowas cpeda, sMamepuans! 4 OCMamey oM Opouzecdcmad, OYUCMER  Wunu
dezuHgertyuu;

g onpedenkTe COeOCcTea, NPERPAWADLLWME JEACTBHE CTEDHNMIYIOWETD aranTa, Bcnk 3T0 NPHMEHHMG,
5.3.2 Metoa{sl) HCNBITaHHE, KDHTEPHH NDAEMITEMOCTA ¥ OUeHKa BeiB0pa TECTOBR MHKPOODTaHHMIMOR
Oon#eH(Hel) SeTe JoRYMEHTHRoBaH (k). PesyneTaTel MCNLITAHWA QONKHL BelTe 3andcadel (oM. 4.1.2).

&)
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5.4 BoapgeWcToMe Ha MATEPWAN LI

541 2pderTe BOIOSACTENA CTERMNWAYIOWETD areHTa Ha EWAMYeCKne WWNKE KMMHYeCcENe CRoACTRa
MATEDHANGCE W HA MX GHONOTMYECcKY 0 GE30NacHOCTE QOMMHb DEiTh OUSHEHEI.

54.2 3ddekTe NOBTOPRIOWENDCE BOAGEWCTEWA CTEPWNWMAIVIOWErD areHTa Ha CEOHCTEa Martepuana
DOM#HHE SETE HAYYeHEl C HCNONEICEAHMEM DAINMYHEN KOMBUHALWA NAPAMETEOR NPOUECEE, KOTODBIE © HaK-
DonNbLUEH BAROATHOSTRIO MOMYT OKA3ATL MAKCHMANBHOE BOANEACTEHE HA MaTERMAnN.

543 Moneryemse Mateprans W peaynsTaTel MCNBTAHKMEA oMK GeTE 3anscadsl (cm. 4.1.2) emecTe
C KPUTEDHAKH, OTHOCHTENEHD KOTODBIX SOMKHE BblTe OUEHEHL CROBCTEA MaTEpHaNos 00 W NOCNEe BO3gen-
CTEWA CTERUMNMIALMOHHOMD areHTa.

5.5 BeionacHoCTE M OKPYXAKLWAA cpeaa

5.1 OnA cTepinAayioweans arenTa, ero NpedlecTBEHHUECE (BChK TAKoBsIe ShinK) W NOOLE NOGoHHBIX
NPOOYKTOR CTEQUNAIYIOWEND AMeHTa JOMeHE BETE CNeusbulMpoBa el NAE0 NACNopT GeIonacHOCTH MaTepmu-
ana (material safety data sheet), NHE0 WHAA FHanorvdEan MHGOopMAaUWA No GeIonacHocTH. 3Ta wHopMayKka
MOMET BslTs NPESOCTARNEHA NOCTARLLMKOM XMMAYECKOND AMSHTA UK MOXET DriTe NOATCTORNEHA B KAYECTER
MNepeoro 3Tana MCNEPUMEHTANEHEY MCCNefosaHMIE CTEPIUMHWIYIOWErs areHTa.

5.2 MoTeHUHanNsHOE BNUAHKE Ha OKPYHaKWYH cpany Mobuix cyBCTaHUME, KOTODBE MOrYT ObiTe BeIOE-
MMkl B OKPYHaIW Yo Cpedy NS0 cneglansyo, NUEo cnyYanHo B X008 HCNaNLI0BAHUA KNK NSCNE KeNonsIo-
BAHKA CTERWNKIYHWLETD AreHTA, DONMWHO GhiTh SUSHEHRD, 1 OOMEHE OBTe paipalioTaqs Mepsl N0 YETAHOBME-
HMIKI KOHTEOMA 338 3THMA CYSCTaHLMAMK. 3Ta CUBHES, BENICYAS NOTEHUMANEHEES BOIMOHHOCTH (SCNH TAKOBLE
MOTYT GbiTh) W MEDLI KOHTPONA (BCNH OHW ONPpEaenets), A0MeHa ObiTe J0KYMEHTHpOBANS [CM. 4.1 2).

6 XapakTepucTWKM npouecca M obopynoBaHus

6.1 ObwwMe TpeboBaHKA

Uens aTvx O8RCTEMA — NONHOCTEI CNPedendTe CTEPRNMIALHCHHBIA Npowece ¥ 0GopydoBaHne, Heob-
XOOKMEBIE GNA 0DeCnEYeHnA CTEPUNMIALKOHHOMY NPOUeCCy GEIONACHOCTH ¥ BOCTPOMABOOHMOCTIA.

6.2 XapakTepHcTHEK npouecca

6.2.1 MapaMmeTpel NPOUBCCa BMECTE © WX JOMYCKAMKE OOMHHE GbiTe cneudduuMpoeaie. 3TH GONYoKK
DONHHE BasUpoBATECA HA IHAHMA KOMEHHALUMA NAPaMETDOE, Bbl DAk WHE MUHAMATNLEHG OONYCTHMYHD BMUKDO-
Courasyio adcherTeHoCTE, O0paboTika © TakuMa NapasMeTpasin QoN¥Ha NoCTOAHMHD Be0aRaTeE De3onacHen
H DVYHELMOHANEHEIA NDOOYET.

Mpumedanne — YOTBHOENEHWE NAPEMETROE NPOUSCSE CNEgyET 38 OnNpeSEreHuEn NEDEMEHHER NpoUESts
[lom. 5.3, napadWcrnanHde d)]. BRIOHER T8 NEpaMEHHLIE NPOUSCEE, KOTOPLIE HCKMHHEHE KTA MAHMMHIWPOBEHEl Ong obe-
CNEHaHHA 3HEs THBHOCTH NPOWBCEE CTEOMMTAZELMH .

6.2.2 CpeicTea MOHWTODHHIA ¥ KOHTRONS NEpaMEHHBIX NPOLECea QONMHE BulTe YEA3AHLL.

6.2.3 NMioban obpaboTka NpoaykTa, NpoEederde KOTOROoW TPpebyeToqR 00 BOA0eACTENA CTEDHIMAIALMOH=
HOMD areHTa OnA yeenvLeHda 30ekTHESCTH CTEDHNHAALHMOHHOND NPOoUECCa, NomsHa OpiTe cneurdHLnpo-
BaHa.

6.2.4 MNobaa obpaboTka npogykTa, NpoEegeHde KoTopol TpedyercA nocne BO3QEeRCTEMA CTepHnKaa-
UHOHHOTD aredTa gna obecnederds CeaonacHolTd NpoayeTa, onsHa BeiTe cneuwdrudpoBaKa Kak 4acTs
CTEDHNHNAALWOH HOMNS NPOUeCoa.

6.3 XapakTepucTuen cbopygoBaHua

6.3.1 Donwuo GeiTe cneynduyuposade obopyqosaqWe, NPoRoOAWES NpoLRCs DeIoNacHbIM cnocobom
B Npegenas Qonyckos, NpedyckoTReHHEX ANA NapaMeTpos Npouecca.

6.3.2 Cnegyndmeanna OomKHa BEMNoHaTe B ceba (Mo He orpaHyiYMBaTeCA

a) dwmanyeckos onvcanue obopyLoBaHWA W HE0DXoOMMEIX ECNOMOraTENEHB MAORNMA, BKNKYaa MmaTte-
PHAT KOHCTPYRLMK,

b} cneuHpERaL M0 CTERKNAIVIOWETD aneHTa (Cad. 5.2) M CPeQCcTREA, KOTODLIMK OH 0BeCnEYHBARTCA, BEMK-
qan nobee NobaBk MK NpeqBAYLLHE aredTR, HeoBXoaMMeIe ONA &M NoaaYK,
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<) onycaMie NERBODoOB ANA MOHATSPKHES 1 KOHTPOMNA CTEPUNAIALMOHHOND NPOUECCa, BRMICHAA KapaK-
TEOMCTAKA JATHHE0R ¥ TOUKH MX DATMEILEHNA, 3 TAHE HHOWUEATODHEE NPUECPE U YCTRORCTED PErMCTRaLMA,

d} HEMCNPABHOCTH W CWUKDKK, DAcnoIHABIEMbIE CTEDHNHIAUNCHHEIM ODODYEOBAHHEM,

2} deyHEuMu BeaonacHocTH, BEnoYas DeaonacHocTe EpCOMana ¥ 3aWnTy OEPYEARLWLEN cpegsl;

f) TpEfoBaHKA K MOMTaNY, BENK4as TREO0BAHKE K KOHTEDMIO BRGPOCOE W MATYHEHKENA, B NPARMEHIAMO.

§.3.3 MNporpamMyos cBecnededde, ACNONLIYEMOR ANA KEOHTROMNA WHNK MOMWTODWHIA CTEDMNH3aLMOH-
HOMS NOUECcCa, QOMKHD BblTe NOOMOTOBNEHD B COOTEBETCTEMM C TREOOBAHHAMK CHCTEMB YRDARNEHWA KaMe-
CTEOM, ODRCNeqMBaLLEN DOKYMEHTANEHOE CEBMAETENSCTEO (cM. 4.1.2) Toro, 4To NporpasmMmMHoe 0CeCcnedsHMe
COOTBETCTEYET NPOEKTHOW [KOHCTDYETOPCKOR ) KOHLETTLMA.

MpaMeYaHAe — CneayeT 00patine BHUMaHWs Ha TpedosaHnA WSO 90003,

6.3.4 HorekHs BulTe NPEOYCMOTREHEl CPEACTES, ODECMHEYHBAINLLAE FTAPAHTHIO TOM, 4T GWHbKa B dryHK-
LUKMKH KOWTpONA He NPWBEENET & CSoiD 3andck NapaseTpoB Npouecca TakdM obpason, 4To HedpdekTHaHLIA
Npouecs DYOeT oTMeqeH Kak 30ekTHEHEIA. 3T0 MONMET DuiTh AOCTAMHYTO K3k WCNONLAOBAHHE M HEIABHCHMEBIX
CHETEM YNDABNEHHA KOHTPONA W MOHRTORWHA, TaK H NEPEKDECTHBIMKA NPOBEREAMA MEXY KOHTRONSM B MO-
HATORKMHIOM, KOTODEIE ONpedenmioT Mmodsie HECOOTRETCTEHR W HHOWUKDYIOT owkbry.

7 OnpegeneHule npoaykTa

7.1 Uene a10ro AeRCTEMA — ONPenendTe NDoOYET, NoONekalliid CTepUNnIaUKK, BENOHan MuKpobuo-
NOrMYECcKoe KAYECTES NPOOYKTA 00 CTEPHNHIAUMK 1 cnocol YNAKoBKK ¥ NCGroTOEKM K CTERNMIALMA.

7.2 MNpogyeT, Nognesalyd cTepHniIagig, gonwed DelTe cnelyugMUyipoRan, BENOYaR ACnoNsIyesie
YNAKOBOYHEE MATERHMAaNL W cNocob, KOTOPLIK NPOOYKT DoMHed ObiTe YNAKOBEH W NOOTOTORMEH & NPOLSCoy
CTEDHMAIALHI.

Ona wcnonserna atans Tpebosadda soweT noTpebosaTech, YTobbl OpraHHIaUmMa, CoYLWEecTRMRIOWaR
CTepunuiadyin, Beina obecnedera COOTEETCTEY WS MHEOPMaUMER OT WIFCTORKTENA MEIWMUWMHCKOND Wane-
NKEA W AAMGTOBWTENS CTERWNKIALMOHHOMD oS0pYICEAHKA.

MprumedaHue — Cr., ranpamep, MCO 17664,

7.3 Jonssa SeiTe cnedwpruupoBana M NoLOeHMBaTECA B JERCTBRYIOWEM COCTORAH MM CHCTEMA, rapaH-
TARYIILLAR, 4TS COCTOAHME NPOOYETS, NPSOCTARNEHHOTS GNA CTEQKMWAALMK, BEMKYAA MUKPOBHONOTHYECKAA,
OPTEHHHECHHA W HEDDMAHWHECKUl YPOBHW KOHTAMWHALWA, KOHTPONWPYETCA ¥ HE CTABWT Nog yrpody adrie-
TABHOCTE CTEPHMMMIAUBOHHOTD NPOLECCa.

7.4 ApPeiTUEHOCTE CUCTEME, ONPEdaneHHOR B COOTRETCTREMK ¢ 7.3, gonwHa BeiTe gokazada. JnA Me-
OHUMHCKMAX MAO2NHH GOHOPAI0R0ND NPWMEHEHKA BeMOHCTPAUMA IHHEKTHEHOCTH DOMMHA BENKSATE GUEHKY
BrOHANPYIKA 8 cooTaeTcTEMr ¢ MCO 117371, na mecrokpatio obpataTeiBaemily MEGWLMHCKAXY HITemniA
3Ta QEsA0HCTPALME JONHHE BEMOYaTE cueHky A0ekTHBHOCT CNeuranLHoR OYACTER M, SCIM NDHMEHKMG,
NPOLECea Oe3nHEEKLN.

Lene TaxkoH OUeHEM COCTOMT B ToM, 4TOobR GHOHArDyaKka Ouina cTaBUNEHoN M HHMAKOH CyHeTom KapakTepa
ChIPLEELIXE MATEDHANCE, NPOAYETE WNW Npouegys obpaloTkn neped cTepunEIaguei. 310 MOKHD JOCTHYE,
WCMIONEAYA NPW KIFOTOBMEHAK MEeOUUKHCKHY H30ENHA CHCTEMY YNPABMNEHKA KAYECTROM, COOTBETCTRY IV
MCO 13485, wnw Noumenan Nepes cTepuivaausen opegenasHbi U KOHTECIMDYEMBIR NPOLECE CHHMCTEN C
ACKAIAHHOR 2GPEKTHBHOCTRIO BMECTE C NPOUECCoM JedrHe UMA (BCNK TAKoBoA cneuwdruHdpoBan) © no-
CNenYIOWKEM NEEASTEPAWLEHKUEM NOBTOPHOND JArPRIHEHHA MEOMUMHCEOND HI0ernya.

MpymedaHwe — MesgyHapogHee CTEHOARTE SNA O00DYOOBAHWA N0 CHMCTHE W 0E3nHGEKUAR MEDUURHTRE
wagenwd (cepus OO 15883] arny-a0T MeTogbl QEMOHCTRENNK HhOekTHEHOCTA CHWCTEN WM Qe 3nHEE RN,

8 OnpepeneHule npouecca

8.1 Uene gaHHoro JedcTeHA — NoyYedie JeTans oM cnegddrkadiid CTEpUIMAaUnHOHHON Npouecea,
MPAMEHASMITS K ONPEJeneHHBER NPoOyKTam (CM. paiaen 7), Des yxyouweHHa Be3onacHoCcTh, Ka4ecTaa | pa-
BOTOCNOCODHOCTH 3THX NPOOYETOR.

8.2 lMNpouecc CTEQHENMIALWA, COOTEETCTREYIOWME ONPEASneHHOMY WIOENKIKD, JONHeH ShiTe YCTAHOBMEH.
AT0 OOCTHIASToA:

a) eBopoM NapamMeTpos NPOUECSa K. N BOAMOKMHICTH, OeMOHCTRAUMER MY DOCTHMEHWMA NYTeM K-

W EOEH M,
8
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b} NogadYel CTEPMNBIYICLLLEMD argHTa NPM YoeNoBuAax, CoalaHHBY TAKUM oSpason, 4Tobel NpeJcTasnATs
yaendHerre 0GpaboTl, oDecnedyBaiLen MEHBL Y NETANBHOCTE, YEM PACCMATDHEAEMEIA NDOUECT CTEDM=
MAAALAA, & ACNONLI0BAHAEM OOHOM W3 NOAXONOE, CNHCAHHEX B NpUNoHEHHd B, C dnn D.

8.3 Ecne GUOnoridecsme HHOMKATope MCNoNBIYITCR Kak 4acTs ONpeqeneHqHMalycTaH0BNe A CTepHMM-
IALUMCHHOM NPOLECea, SHA A0N¥H b

a) coOTEETCTROEATE Tpetoramman WCO 11138-1 4 acemM nocnegyiowim Jacra MCO 11138, Topee
NPHMERHME K CTEDHRNHIALHCHROMY NROWECCY,

b) nokasseare CoONPOTUBAAEMOCTE CTEQMMNAIAUWOHHOMY araHTy, NoJoBHyIo GuoHarpy3ke cTepunuaye-
MOTS NPOaYKTE,

)] OeiTe paiseweHel NHE0 8 TEX YAcTAX NPOAYKTA, e YoNoBHS CTEPHUMHIALKK NDUIHAHE HaKnbones
TPYAHEIMEA, MWD B YCTPOMCTEE ONA MCNBTadda addekTHBHOCTI Npoyecca (PCDO).

8.4 Ecnd sMMUHECKHE WHOMKATODL! MCNeMNBIYHOTOR KAK YACTe ONDedeneHHA/YCTAMOBNEHHR CTERHMNKaA-
UHMOHHOMD NPOLECcca, OHM QOMEHLl COCTRETCTRORATE TReboranmam WMCO 11140-1 u scex nocnegyiolwny JacTen
MCO 11140, goTopRie NPAMEHHMB E TPOUECCY. XMMAYECKRE HHOAKATOPE O0N#HE BbiTh pajMeleHs NSe o
TEX YACTAX NPOAYKTA, MO8 YCNoBMA CTEPMNMIALMA NPHIHAHE HaWbones TRYOHEIMK, NWG0 B yCTpORcTRE ANA
HMCNeITaHWa npouecca (PCDY (ca. B.B).

8.5 EcnW NpoRepKa CTEPMNBHOCTH BRINONHRETCH KAk Ya3CTe ONpegenasH A/ yCTaH0RNEHNA CTEDHNAIaLN-
OHHOMD NPOUBCCa, TAKAA NDOBE DA A0MHH CO0TEETCTREORATE TRpeboaanuam VSO 117372,

8.6 Ecne yoTpoicTea 4na wonemadea npouecca (PCD) MononsayioTeA kak “acTe onpedensHnalycta-
HOBMEHAA CTEDRMHMIALHOHMHOMD NPOUECCa, WX NPHROQHOCTE 0MEHa GbTe CNpegenesa. Takoe yoTPOoRCTEO
DOMHHD NPEOCTABNATE TRYOHOCTE ANA CTERUNHIAUMOHHOD NPOLUECCa, CLABHMMYR MNK BONELWYID, Y&M B TeX
HACTAX NPOAYKTA, [OE YCNOBHA CTEDHNAIZLUHA NEHIHAHBI HANOOMSE TRYOHEIMA.

8.7 Bronomdeckan BeaonacHocTeE NPOOYETa, NpoWeqWerns CTERMIMIALMOHHEIA NPoUECS, A0MEHa DblTe
YCTAHOBNEHA B COOTEETCTEMKM © TpeSorarmami WMCO 100931,

8.8 OueHEy pUcka ANg a0opoBeA CNEqYeT NpoBCOWTE B COOTEETCTEMW C Tpeforaumuamu WCO 10909347
ONA MASHTREWUEALKA H ONPEIEneHHA Cneukbryeckks Npegencs GNA OCTATKOR OT NPoUecca Ha/a NpogyrTe.

3.9 Mpr HECDXOTHMOCTA A0MHEl BRITE YCTAHORNESHE CREOCTEA ONA CHAMEHWA YDOBHADSH ) OCTATHDE OT
NpoUecca Ha's NDoQYKTE HKUME TOMD (Tex), 4Te Duliik ongedeneHsl B CoOTRETCTEHK C 8.8,

810 Jonwmo GbiTe NPpOJEMMOMCTRADOBRAHD, YTO NPOOGYET OTESYAET onpedeneHHbiM TReGoRaHuam no
Ge30NacHOCTH, KaHECTEY W pabcqHs XapakTepucTHEaM nocne ero oGpaboTid onpeaneneH B CTE DN 3a0M-
OHHBIM NPOUETCOn.

8.1 CTepunyIagoHHER NEOLEce Jon#eH DelTe cheuddHUMpoBRanH,

9 Banwgauuna

9.1 D6wan WHpopMauMa

Lens samddaymy SBNASTCA JeMOHCTDALWA TOMD, 4T0 CTEPUNMIAUHOHHEIR UAKN, ONWCaHHEIR B onpege-
ned npouacca (cM. painen 8, ssoweT 3PhekTHEHD ¥ © X0POWEeR BICNPOWIBCOMMOCTLID GTE BRINSNHEH Ha
CTEDHNWAYEMOR aarpyake. Banuoauma COCTOMT KA HECKONbEHXY ONEEOeneHHB 2TAN0E: aTTECTALKA MOHTAMS
(ingtaliation qualification, 1Q)), aTTecTaywa aKcnnyaTayw« (operational qualification, O] 4 arTecTau«a akcnnya-
THpyerors obopygosaddA [performance gualification, PO).

ATTecTauwo soHTama {10} BNonHAKT GNa QeModcTpagMi Toro, YTo cTepunnaagroHHoe 0bopynoBaaHme
M Bro BCNOMOraTensHble YyoTRORCTEa NOCTABNEHL # CMOHTHDOBaHE B COOTBETCTENHA C WX cneuddrKaumen.

ATTECTALMWIO AKCNNyaTayMK (O] BeinonHAanT Ha oBopynoBandl NWEo 683 3arpyaky, NWeD & WeNonsIo-
BAHMEM COOTEETCTEYVIOWAX WCNETATENEHEE MaTEpHanos ANA JeMoHcTpagkn cnocoBHocTH o0GopyaoBaHKMA
COECHEYMBATE MCNONHEHHE PAHEE GNPedeneHHorD CTEPUNHMIALKOHHONS Npoyecca (o, paanen 8).

ATTecTauwa akcnnyaTepyesoro obopyooceanus (PO) — 270 atan sanygauui, MCNoNeIYHLMA NRPOOYKT
ONA JEMOHCTRALMH TOM, 470 obopyaoBaHue paGoTaeT B COOTRETCTRMK C YETAHORNEHHEIMK EPHTERUAMK 4 4T0
NPoUECcs BLI0AET NPOOYET, CTEPHMNEHERA M OTEEYAKWHA cneuynduuupopanismM TReboaarran.

8.2 Arrecrauua moHTama (1Q)

9.2.1 OBopynoBaH4da

9.2.1.1 OGopyJoBaHMe, MCNONLIYEMDE B CTERPWIMIALMOHHONM NEOUBCCe, BKNDYan mobse BocnomMora-
TeNkHEE YOTRORCTES, SOMKHD BbiTE CNeuddruUBpoBaHo.

89.2.1.2 CrepunusaunorHoe obopydoBaHHe QonNHHD yE0aneTeopATe Tpebosanam MIK 6101 0-2-040.
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4213 PaGodde npousdypel ANA 0BopyA0BAHKS J0NHHE BbiTh cNeyddiduMpoaanel. 3T padodye npo-
UeOyoel GOrHHE! BEMOHATE (HO HE OTRaHHYMBATLCR)

A} NoWAaroeue pagodHe MHCTRYRLLMIA,

b} yonoBus BOAHUEHOBEHMA OWKDoE, cNocobe X oTobpame A 1 ZENCTBUA, KOTOPLIS GONHMHE DETE NpM
ATOM BaINONHEHE;

CJ MHCTPYHLMKA ONA oSy HUBaHKA | kansbpoagi;

d} noppoSHYH: KOHTAETHY K HHDODMALHID MO TEXHUSECKDR NOOLEQHKE.

9.2.2 Yerawopka (moHTaM)

9.2.2.1 Mecro, roe GyQeT yoTawoeneHo 00opyQoBaHWe, BEMOYan Boe TREDOBaHWA K NATAMWAM Cpe-
Aam, Aon#He SelTe cneyrdyuuporaHs. Mobsle cNeuransHee YENoadMA 1 NEEAoCTORSKHOETH QOMMHE BoiTk
ONpEgeneHdsl [HANPHUMED, YCTROHCTES DRI0NacCHOCTH).

9222 NonsHa OeiTe B HANWYHA HHCTDYELUMA NO YCTAHOBKE, BEMKYaK0WLAR B c208 MHCTRYEL MW Mo 0Xpa-
HE 3L0PTEsA M TexHrKe GeaonacHocT ONg NepcoHand.

G223 Ecnd npukedasn, JonwHe GuiTe YES33aMHsL YyeNOBMA Be30nacHorn XpaHeqqa cTe prnMayiowend
aredTa NP CoXpaHEHMK 80 Ka4ecTEa M COCTARA COrNacHs cneundrikayma,

9224 MNeped BLINCMHEHWEM aTTECTALMA MonTama (10} HeobXog Mo NOQTECQOMTE CTATYS Kanubpos
poex NoHBopoR (BENKYEA KOHTPONbHLIE NPUG0PE ), HCNONEIYEMBIX ONA MOHUTODHHTE, KOHTDONA, HHOAKILMW
W aanncH (ca. 4.3.3).

9225 Donwuo OblTe NpOQeMOHCTOWDOBEAHD, Y70 COODYOOBaHWE, PAaNHYHBE BCNOMOTaTENLHLIE
YOTPOHCTEA M YyCTPOWCTES XPAHEHHA NOCNE YCTAHOBKH paloTalT B COOTEETCTEMM © HAIHAYEHHER,

9.3 AtrecTayWa akcnnyarauud (OQ)

931 Meped BRNONHEHUEM ATTECTALWA JKCNNYATALMIA 00NHEH BbiTe NOATEESDHIEH CTATYC KanuBpoakm
BCEMD MHCTLYMEHTA (BEMKHAA BOE KOMTPONLHEIE NEABCDE], WCOONLIYEMOrs ANS MOHWTODWMHIE, KoHTPONA,
WMHOWEALWA | 3anKck [ca. 4.3.3).

4.3.2 ATTecTaydA akcnnyataguy (D0 nomesa NponemMoHcTRHposaTe, 470 yeTadoepnenHos obopyno-
EaHME CNocobHo BRNONHATE cnednduurposadsHsi npoyece (cm 8.11) B Nnpegenax onpegenesies ana Heno
OONYCHOR.

9.4 ATTecTauWa IKCNNyaTupyeMors obopynopaHdia (PQ)

941 Ona npubopoR, MCNONBAYEMEIX NPK BRHNONMEHKK aTTECTaUMM JKCnmyaTupyenoro obopygonanma
(PO}, nomE sl GRITE NONHOCTEN BEMNOTHEHE KEANWORORIMHBIE ABACTEWA {CM. 4.3.3).

9.4.2 Cnocob NogroToREM NPOOVETE K CTERMNWIALME, BEAKYAA OpHeHTALWI0 NPoOYETa, JON¥eH ShiTk
YEA3aH.

943 MNpoaykT, MCNoNEIYEMER NP BRINONHSHAA aTTECTALME IKCNAYaTipyeMorn obopynoeadna (PO},
Acn#ed BulTe YNAKOBaH HEEHTHYHO YNAKOBKE NP DYTUHHOR CTERANKSELHAK,

844 Nomsmsl Dpime NONYy4Y4eHEl JaHHEE, JEMOHCTRHMPYIOWNME JOCTUHMEHHE BO BCRR CTEPWNIMIAL MOHHON
JArpyake CnpeneneHHex EHAHYeCkaE WIANK XMMUYECEHE YENOoBKA B NPpeaenax 3804 e GNA HKX A0NYCHOE.
Baanmocoaad Memdy YonoauAsKn, NPUCYTCTEYIOWKMMKE B TONKSX, PYTHHHO WCNONLAYEMBLIX ONA MOHWTODMHIE
MNPOUECCa CTERHMHIALUNA, A0MmEHE DblTe ONPEAENEHE ¥ ONWCaHE! (YCTAHOENEHEI). ITO AOCTHTAETCR NyTeM
ONpESENEHHA ACCTHHEHAR CNeuUgHUMPOBAHHLIX YCNOBMA B JapaHes onpeaaneHHbE TOYKaX B0 Boam obbe-
ME CTEPUITHIALUMOHHON JArpyIa,

945 MuepoDHonoriYeckHe HooNenoBaHKe, BeINONHSeMBIEe B X008 aTTeCTAUWM JKCMNYaTuDyYeMoro obo-
PYOOBAHMA, SOMKHE BENGHATs B ce0A nogaqy STEpHMHAYIOLWEND AreHTa NpW TakMx YoNoBUAR, 4To0p CTENSHb
Er0 BOAOERCTEWA GhiNa NOHAMEHA N OTHOWEHRMK K TAKOBOH B CTERMMMIALMOHHOM Npoyecce. JECTpanons-
UKD DeayNeTATOR TAKOH NOHAMEHHOR CTENEHH BOAOERCTEHA CNEOYET MCNoNE30BATE ANA NPOTHoOIMPOBAHKMA
TOMD, YTO MW BbINCAHEHKK CaMOr0 CTERMNHIALMOHHOM npouecca SyayT QOCTUIHYTE CnedwpruuspoBaHHble
TReDoBaHKA K CTEDHMBHOCTA. MoAXoas K Cnpegens ik NPCLecea, ondcanHsbe B nprnokedknax B, C u D, Tak-
e MOTYT BbiTe NPUMEHWME! NP BBINCNHEHWH MUEROBHONOMMHECKME HCCN200BaHWA B X008 ATTECTAL WM.

446 BHONOMMYEckWe MHOUEATODL!, KCTIONEIYEMLIE B TEYEHME MUEPSOMONCrMYEckol arTecTaU M IKc-
MAYATHRYEMOrD 0BODYO0BAHKMA, AOMEHEl COOTRETCTEORATE TReboBaHWAM 5.3,

947 Ecni NpoBepKy CTEDHNBHOCTA BRNOMHAINT Ha NpoaysTe, o0paboTauHoM B YCNOBKAE, ONWCAHHEIX
B 9.4.5 10 Taky NpoBEPKY CNEOyeT BeINONHATE Cornackn TpeboBaHnam MICD 11737-2.

S48 EcnK B X008 ATTECTALUMM IKCNNYATHRYEMOrD 0S0pyOoRAHKA KWCNONbLIVIOTCH XHMHYECHKHE HHOHES-
TODGl, OHA OOMN#HE COOTRETCTRORATE TRaboaanuam 8.4
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945 Ecne B X008 aTTECTALKK IKCONYATHRYeMors obopy0BaHMA HCNONeIVIOTCA YCTROWCTES QNA He-
NeTadda npouecca (PCD), odK 00MsHEl COOTRETCTECRATE TReboRaHHAM 8.6,

9.4 10 ATTecTauws akcnnyaThpyermoro obopygosanya (PO) gonwHa asniodate B et Cepuik M2 MlHK-
MyM TREX MOCNEA0EaTeNLHEX YOA4HLIK CTEMNINIALMOHHLX TPOUECCOD, BLINOMHEH HEX HA NPOAYKTE B Npege-
nax onpegengHHsy DoNycKoe, ANg GeMOHCTPAUMK BOCNPOMIBCOMMOCTH NEouecca. PeaynsTatel aTTecTaumMm
BHCNYATMRYEMOTD oD0pYIOBaAHWA, BuXOQALME 38 NPEIENs YCTAHOBNEHHEN DONYCKOR, A0M#HE GwTe pac-
CNEQOBAHE], W N0 PEYNETATAM JONHKHE GulTe CNPEAENEHE: K BENONHEHE KODPEKTUDVIOLIWE QEACTENA Nepeg
HOBOW CepWER NPoUedyD CTEDHMUIALMA.

Donsua GuiTe BINCNHEHA NOCNEIOBATENBEHOCTE M3 TREX YOAYHLX NPOUSCCOB CTERHANUIALKMK, BCNK
TOMNBKD BLIX0AL 33 NPEOans YEAIAHHLX DONYCKoE He Oy0yT ABNATECA CNedcTEMEM BOANeNCTEMA QakTopoR,
HE BNHAIOWHY HA 2DDETHEHOCTE BANAOMDYSMOre Npoyecca. Takne OaKTopl JonsHel BulTh A0y MEHTHpO=
BAKE KAK HE HMEIOWWE OTHOWEHWA K KA4BCTRY BRINONHEMUA NpoLecca.

Mpusep — Takumu ghakrmopasy Moy m Seimes, HATPUMeD: CO00 Nodaqyly JMermposHepaul, HeHadmeXalwes
MEXHUYecKoe ODCIyMUgaNue Wi ol EHEWHET MONUMODUHI0S0U CUCITIEME,

9411 YpoRud NOBRX NPOUSCCHEX CCTATKOR MNOCHE JHCTOHMPOBAHAA HA BEDXHEA MadyuUe OonyoKa
NPOUECCHEX NApaMeTpoR JonHHel BelTe HHEHKE CREUMEHUWEPOBRHHEIX NRPEAENoE, WOEHTUDHUKPOBAHHLIX B
X008 aHANKAA PHCKoa ONA 300poasA (o, B.8).

9412 Donedo BelTe NOOTESREOEHD, YTO NPOOYKT OTEEYAET cEoel cnewndmeaumu no DeaonacHocTh,
EadecTay W paboTocnocoDHOCTH NOCHE NPUMEHERHA ONPEQENEHHOND CTERUNHIAUWOHHOND NPOUECcca nNpK
BEQXHAX MEaHMLAaX ACNYCKOR NApaMeTpos Npouecca.

Mpumesanne — OnA BNONHEHHE ST TPEODEEHHE MORET Beme MCNOmLI0BaHE HHopMawwWs, cobpadHas B
cooTeETETERd © B.5.

9.5 AHAnNMI ¥ YTESDHRIASHME PEIYNLTATOR BANMOALMK

951 Uenk aTWY 42ACTEMHA — NEOaHanWadpoBaTs W ACKYMEHTUDOBATE PEAYNETATE 003008 AAHHEE, Mo~
My4YEHHEY B X002 BANKZadui, 4NA noJTEEDHOSHNA NPWEMIEMOCTA NDOUECCa CTEPUNWUIALMA 1 YyTREPHOEHNA
cneurduEa LUy CTEDHNWIALKOHHOTD NPOLEcca.

9.53.2 Mudopuagna, coSpadHan dnd nonydedHas B peayneTarte arrectagdd 1Q, OO0 w PO, gonkuea
ObiTh 3ANHCAHA W NPOBEDEHA HA NPHEMNEMoCTE (CM. 4.1.2). PeaynbTaTel OUSHKR JOM%HE DbiTe 3aMUCaHE
fom. 4.1.2).

89.5.3 Nonkan cnegudukauna NPOUEcca. BEMKYEA NapameTpel NPOUScoca ¥ #E JoNyCckk, JonwHa BolTe
NPoREpEHa W YTESDHGEHA, 3Ta cneurdduialqs TAKe JoN¥Ha BEniodare & cebA KpUTeprd 0ns paigaboTiy
HHOMBHAOYANEHLX CTEEMIMIALNOHHE NEOLUBCCOR, MCNONLIYEMLIX ANG cneyndMYeckns CTeDMINIaLNOHHbIX
IAMDYI0N Kak NOaTESDHOSHHES NPOUSCCOR.

10 Tekywwe MOHWTOPMHI K KOHTPONb

10,1 Uene TEXyLME BMOMUTOPUHIE M KOHTRONS — NPoLeMoHcCTRrpoBane, 470 npodysT Ben obpabotaM
BANWOKPOBAHHEIM B CNEUWEHUMPOBAHHEIM CTEPUNIKIALROHHBIM NDOUSCEOM.

10,2 DonwHe OwiTe B HANMYKA OOKAIATENECTED, NOAYYSHHEIE © NOMOLWEID MIMEDEHWNA, NOOOS PHAHHLIX
nNpK HE0SXoOUMOCTI BHONCTMYecKkME MeouEaTopanK (. 10.5) e xumudecamn nuguearopams (cs. 10.6),
NOKA3EBAKWWE, 4TO CTERHNWIAUACHHBIA NpoUecs Bl BeINCNHEH B NpEOEnax onpedeneH sy Qonyckos (Ca.
TaKke 9.5.3).

10.3 [aHHsie cnedyeT 3anvckHBaTe AN8 AeMOHCTDALMW HAXMEOEHWA NapaMeTpos NpoLecsa B Npeae-
nax onpegensHH kX JonyCcKoR.,

10.4 Boe 3anycH cnedyeT CoOXpaHATe cOmacks Tpebopanuam 4.1 2.

10.5 Ecnu B TEKYLUMX MOHWUTODHHIE W KOHTRONE MWoNONbIYKOTCA BHONOrHHeckie WHOWKATODE, TO OHK
OOMNMHE COOTEETCTEORATE TREtoBaHMAM 8.3, nepedrcnenna a) u bl

10,56 Ecnu B TEXYLYNX MOHHTODMHIE M KOHTRONE MCNONBIYIOTCA KMMHYECKHE HHOWKATORE, TO OHKM O0MHK-
HEl COOTEETCTEBORATE TpEbosaHuaK 8.4.

10.7 Ecnu & TeKyLLME MOHATODHHME M KOHTROMNE MCRONBAYIOTCA YETPORCTES ONA MCNBETaHWA Npoueccs
(PFCDY), 7o OHM QONHHE COOTEETCTBOBATE Tpebopanmam 8.6,
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11 Beinyck npoaykTa nocne cTepunuiauvm

11.1 Mpoueoypa BeINYCES NDOOYETE NOCNe CTEDHNHAALWA JomsHa DeiTe yEalzaHda. 3Ta npouegypa
OCM#HA DeTe ONpeaeneqda no KpUTepdan (oM. 9.5.3) oboaHadalolwiM CTEpHMAIALWOHHBIR NPOUSCe KAk Co-
OTBETCTEYIOWHH cneundrEaLiiE.

11.2 TMNapasmeTpu4eckiil BEMYCK MOMET ObiTe MCNONEICRAH, BCNW BCE NApaMeTpkl NPOUECCa YEa3aHe,
HOHTROMNWDYIOTCA W OTCRERMBAKITCA HANpRMyK. 3andcy NapameTpol NEouecca OoMkHel DbiTe COXpaHeHbl
(osa. 4.1.2)

11.3 Ecne AnA MOHWTODMHME CTERHAMIALWMOHHOMD NPOWECca WCNOMEIVIOT DHUONOrMYeckie WNH XKME-
YECKHE HHOWEATOPE [cK. 105 1 10.6), peayneTaTel oSpaboTid 3THE MHOWMKATOROR NPOUSCCoM OOMEHE GbiTe
BENICHEHE B KPWTEDAM BHIYCKE NPCOYETA NOCHE CTEDMNHIAUMH.

114 Ecnw EpuTepul, yEaladdee 8 11,1, 4e QoCTHrainTeA, NEoOyELMs 0oN¥Ha BuiTe paAcCMOTpEHa Kak
HECOATRETCTEVIOWE oBpatoTadHan B COOTBETCTEMK C QOKYMEHTHPOBAHHBIMM NDoUEOYRan (ca. 4.4

12 MNMopgpepxanne 3pPeKTHBHOCTH Npouecca

121 Obwwe TpeboBaHMA

MeogonHuTensHas a0He THEHOCTE CHCTEMBI ANA OBECNEYEHMA HY RHOM COCTORMWA NPOLYyKTa, nped-
CTAEMEHHOND Ha CTEPHUMMIALKIO (Cad. T7.3), DonsHa GhiTe NPpOOEMOHCTDWDOBEIHS (Chd. T .4).

12.2 NapekandopoBka

ToUHOCTE M HAQEMHOLTE MAMEPHMTENLHSEIX NPHECPOR, MCRONEIVEMBIX ANA KOHTRPOMA M MOHMTOPWMHIE CTe-
PAMNMIALWMOHHOrD NPOUSCCa, CReayeT NepUogMEeckd NoBepATE (o, 4.3.3).

12.3 OGcnywMBanne obopynoBaHWA

12.3.1 MpodunasTideckos 0BCNyYRHEAHWE CRenyeT NNadupoBaTs W BRINOMHATE COMAacHD YEAIAHHLIM B
OoKysEHTAUMK npouedypan. MNpoUesyDel 4NA KaQ0M0 3anfadrpoBaRHorD BHaa 0BCNyRHEIHMA K 4acToTa WX
BENONHEHKA D0N%HE DeiTe yEasaHel. 3andcn of obcnysueankn cneqyer coxpadate (o, 4.1.2).

12.3.2 OGopyooBaHve He cnegyeT WCnoNs30BaTeE ANA obpaGoTi npogyrgni, noka ve SyoyT YonewHo
BIMOMHERE M 3aN#CaHbl B yHETHRIA MYDHAN COOTRETCTRYIOWHE paloTel No OBCNYEHBAHKID.

12.3.3 Crema oSCny¥HBaAHKWA, NPoUenype OBCMYyMUBAHWMA W JanKcH O NDoBEDEHHH OOCIyHWBAHHA
OCN#HL PEMYNARHD NERECMaTPUBATECA YIOMHOMOSEHHLIM NHUCKM. PeayneTaTel OCMOTRE CNEQyeT Sanuckbi-
earte [cM. 4.1.2).

12.4 MepeaTrecTayWwn

12.4.1 NMepeaTTecTauWio CTERHUMMIALWOMHONS NPOUEcca ONA YCTAHORMEHHONA NRPOOYHLKKE # YEAIaHHOMD
0G0pYA0BAHKA cNeqyeT NPoRCGNTE C ONPedeneHHoN NepuoaHYHCCTR. YPOBEHE BRNONHEHNA NELeaTTecTa-
LKA N0mEeH ObiTh 0G0CHOBaHHEIM .

12.4.2 MNpousgypsl NepeaTTecTauMd AormeHsl DeTE yEaIHE W GomsHE DuiTe coipadeHs (oM. 4.1.2).

12.4.3 [anHeie, NomyYeHHBE B X008 NepeaTTecTauldk, AonssHel DeTe NepecMOTREHE 1 CRABHEHE! 0O
CREUMEHUMDOEAHHEIMA KDHTE DHAMK NDHEMAEMOCTA B COSTRETCTEMK C JOKYMEHTHPOBAHHLIMA MPOLEDYDaMM.
3anncK O TAKWE NepecuoTpax NepeaTTecTaudid JonmHel BeiTe coxpaHeni: (oM. 4.1 2) BMeCTE © 3anMceMy o
COENAHHBE KOPDEKLHAX W KODPEKTHEYIGWLME SHCTEMAN, BRINCNHEHHBIX B CRYYaAX, H0r0a cnelgdsurponas-
HilE EOHTEDHH NMPHUEMNEMOCTI He DiiNd JOCTAMHYTE {CM. 4.4,

12.5 OUeHKA HIMBHEHHKA

12.5.1 Ncbeie naMeHEHWA B CTEPUNHIALUKOHHOM 0DODYA0BaHKH, KOTODRIE HENOCREACTREHHD MOTYT Mo-
BFIMATE MA CTEDMMIMIAUAGHHEIR NPOUECT, OOM#HE DbTe OUSHEHE. ECNW NPWIHABTCR, YTO MIMEHEHKE MONET
NOBNKATE HA ADEEKTHBHOCTE CTEDUANAALMOHHOIC NPOUSCsa, CNeqyeT NoRTODMTE YACTH aTTECTALMM MOHTR-
wa (1), atTecTauMu aKcnnyaTauui (O0), aTTecTauMi aKCnnyaTupyemoro obopynopaiia (PO) (oK. paigen 9).
PeayneTaTel OUSHEA, BKNKOYa8 O0D0CHORAHWE NPHEATHA DELUEHHA, DoNKHE ObiTe 3anscadel (oM. 4.1.2).

12.5.2 Mbeie MIMEHEHWA B NPOOYELHK, 88 YNaKoBKe, NOOroTORKS K CTEDHAMIALNA JONKHE BbiTh OLUe-
HEHEl C TOYKK IPSHAA KX BAMAHKA HA CTERUNMIAUMOHHSIA Npodecs. [JonmHe GeiTe BuiNONHEHE OCHOBLIBAI-
LMECA HA NDWPOOE YEAIAHHBIX WIMEHEHHE YaCcTH oNpefensHnA Npouecca (cs. paanen 8) whane PG (om. 9.4),
PeayneTaThl OUEHEM, BEMOYa8 0DOCHOBRHWE NPHHATEE DELISHHE, J0MmsHa DbiTe 3aNAcaHe {CM. 4.1.2).
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MpuanoxaHKe A
(obRzaTENLHOES)

PaAKTOPL!, YYHTLIEAEMLIE NPH BLBOPE MAKDOOPraHMIMOoB ANA JeMOHCTPALMK MAKpOBoUWaHOH
tppPeKTHEHDCTH
Al Ofwwe nonoxeHAR

370 NPANCHEHME NPROCTABNAET QEATODE], PECCMETRMESEMEIS M BRG0P MWD CORTaHBIMOE, MCNONE3YEMEX SR
OEMEHCTPEUMK MWERODOUMAHOR 3gharTHBHOCTH CTEpUNMESOWED aradTa. B rabnuue A1 npuBeneHs mpWsEapsl MAEDO-
QEFEHWIMOE, KOTOPEE MOryT SRt MCRONe20BaHE: B TARWME HConenosadHuAx. Tatnumua 8.1 HE AENASTCR MoUEpNEBESHOILER,
H ONA HOBLEE CTEPHNAZAUROHHLE NPOUSCCOE HE CNEOYET NPEONnarars, 470 MHEDOODMEHAEME!, NEpEHCneHHBIE B Tabne-
u= AT, ByoyT Hanbones pEancT HEHEIMMK,

A.2 WoeHTHRMEAUNA EOHTRPONBHEE MUEROOPTaHKUIMoa

JEHHEE, NOMYHEaHHEES NPH OSMOHCTRALMH MEERDD0WAaHON 3duberTMBEHOCTI, J0NEHE MgeHTREMLMposaTs noaxo-
OALMA EOHTROMHER MAKDOORIEHNEM QNA WCNoOMNsIDEaHKA B KEYECTER NDESCTABMTENEHDN MOSENH BRCOKON CONDOTHENR-
BMOETA BO BJEMA XAPSKTE0HIALAN CTERHNMIAUMOHHOND SrEHTa 1, SO NPAMEHMMO, B HOCNSOOBEHMAR ONFA ONDESSnNEHWA
NpaUeceE.

Mpumesanne — B obwew cnyqae splbUpaceT GAKTEpHANEHEIE CNOPE.

A3 BeiGop MUEpOOPraHWIMOE

My Bwbops MUEPODPrEHHEMOE, MCNONLIVEMEN ONA AEMOHCTPALHE MHEPOGOUMOHoN athdhaekTUBHOCTH CTERMNE-
IYHLETD BrEHTA, CRE0YET PECCMETRHESTE CHEDYHILLSE:

&) MHEpODDIEAHMZME! G HIBESTHONA BRICOKOR CONPOTHENASMOCTEHY CTEQWMHIVIDLWLEMY BFEHTY MNW C OHHOSEMOA Bhi-
COROA CONPOTHEMNAEMOCTEH] COMMACHD HHDOPMEUMK 11 HIYHHOR NATEPETYES MMM M3 3HaHMA cnocofa nedcTeuA cTepw-
TNMEYHILLE D AraHTHE;

Bl MHEpOODIEAHMZME! © HEBECTHOR COMNDOTHENREMOCTER] XOPOLWD  XADEKTSDAZ0EEHHOMY  CTEMHMNHIBLMOHHOMY
NpauBccy,

C} THNBI MHEPCODEHAIMOE [B3p00Hee W aHaspoiHpe, rpauMnonornTENEHBIE W IPEMOTDHUETENRHRE BakTepuw,
DakTapHansHss cnops, mukobakreped. moubs, BEMOYEA CNOpoBsE DOPME, QPCHEN, NAPE2UTEI M SHEYoH);

d) MHEpODDIEAHNZM L], NPRCYTOTEYHILME HE MATEPWENAN KOHCTPYEUMH NPOOYKTE W B DEPY/GHANWER cpegEe, B KOTORODA
HAMOTAEMMBARTEA NPOSYET

&1 MHEPOODIAHNZME], KOTODERE Db BeIDENEHE BO BREMA NPOUECCA ONPEJensHUR DWIHAET DY, BEINDNHEHHOM Ha
TANOBEOM NPOSYETE, Nognessues abpaboTye, 1, 8CnM NDHMEHRMD, MAEDOODIEHIRIMEL, MPWMCYTCTBYE KOTOPEX BEJOATHD HA
MEHLMHCRAE HAMENHRY MHDTOKPETHOD NPUMEHEHHA B DEIYNLTATE WX NPENEADMTEMNLHOM HEMINBE30BSHUA HE NALHEHTE.

BriBpaHHBIE MUERPOORTaHHaEMEl H DDOCHOBAHME WX BeIBopA AonsHe DeITe 3anwcadsl (oM. 4.1.2) 319 Murpoapra-
HAIME MOMYT BbiTe 0D0AHSHEHE! CERNEDA HA NPRIHAHAYED KOMNEKLKE KyNETYD ANA G NOMAOLWLED KHOM HOEHTAEAKETOpRE,
NOABCMAKWEND NPOCHS0MTE HETOHHHE.

Mpumedadne 1 — MAQopMaums B OTHOWEHKKY MHEPOOOIAHMEMOE, NPHES0ERHEA 8 A, napeducnasne b),
OorsHE oDacneqesTs CPEEHEHNE © QEYTHMI CTEMANHIBLMOHHEIMH NPOUSCCAMK M rAPaHTHROBATE, HT0 B MCCNENOBSHIEA
BRIEMEHE] XOPOWLO X3PEKTEPME0BAHHEIE MWKDOORTEHAIMEL.

Mpumesanne 2 — VHAETHEALMA BUHDYCOE MIANKM NapasnTae [(cM. A3 nepeqncnedws o} SENABTCA NPEOMETOM
ocoforg pACCMOTREHNA B NPOLUBCCEX, WONONEIYEMBE ONA CTERWIMZELMN NDIOYETOE, CO08pHEIINE MaTS[ans MusnT-
HOM NpoRcRosEnaHns (oM, Taokse MCD 22442-3), rak #8, Kak ¥ B Npousscas OreA NoETOpHOA o0DpaboThm MEgruMHCEME
H3ONENHR B yHPEsOeHWAR 3008 B00XPaHEHMR.

Mpumesarnne 3 — MNPy PECCMOTREHMA MHEODMELKHK, NOMYHEHHOR B OTHOWEHAH MUEDOORrEHuIMee na A3,

NeEpe-“4AacneHss B]. CAESYET OTMETATE, HTD SONPOTWBRMNAEMOCTE OPraHAi2ns, BA0oNUpOBEHHDMD OT NDOOYVETE, WMOHaT DBIThE
H3MBEHEHA 38 CHET PakyNbTHEHALMH.

Tabtneua A1 — MNpyMEpEl BOIMORHBE HCMBITETENEHEE MAKDODOREHAZMO0E

BarTEpransHeIE cRopkl Bacillus atrophasus, Geobacillus stearcthermophilus, Clostridiom sporogenes
Bararatwarwe Daktepud Staphylocooous auraws, Salmonella choleraesuis, Pseudomonas aerugmosa
MG Trchophylon mentagrophylas (conidia), Candida spp.
fMurobakTeprm Mycobacterium tarras
HenuneoHeS BHpYCsl Hepatitis A, Parvovinus, Podiovirus type 1 [altenuated}
MUnagHea BMpYGEI Harpes simplax
MapaanTs Cryplosponidiem parnam
MNpuuwedanwe 1 — daxnan 1abmiga He ABNASTCA BCE0EEEMMOWMM CNVMCKOM MARDOODIEHWIMOE, Nognasa-
LMY OLEHKE, 1 HE PACCYATEHA HE OXEAT Bcex GEKTopoB, ONPEOSNEHHBX BRILWE SAA OTOENEHBLIX CTEQANHIELMOHHEX
npousccos. [aHHan Tabnyya RENARETEA NHWL MHDODMALKMOHHOR.
MNpumwedaHwe 2 — BHDYOHEA KyNETY RS MOKET MCAONEI0EATE MI0DYI0 NOOEOIALLYED ERETOYHYH MHHMED, KOTO-
pEfs NPOCAEXMERSME 1 ONA KOTOPOA HIBECTHO YMCND NPOXOGLOE.
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Mpwunomesne B
(obR3aTensHoe}

Megxog 1. Onpepenesne npouecea, BAIMPYHOWENOCA HA MHAKTHEALWMWA MUEPOBHOR NonynaymMM
B @8 SCTECTREEHHOM COCTOAHMM

B.1 O06wwe nonoxesuA

Metage. ondcaHHeie 8 GO 11137-2, AENs:oTeR NPMMepams« Tor, k8K onpegensHies Npousccs MokesT BhiTe Nony-
YEHO, OCHOBRIBAACE HE HHAKTHEALMK MAKDPOOHOR NONYNALMK B B8 BCTECTEEHHOM COCTORHWM.

B.2 Bnbop npogyera
Mpooyer, BeiPaHHER GNA BCCNSOBAHWA NP ONPE0SNaHny NPOLBCcCE, DOMReH BhiTe THNMHHLIM NEB0CTEEMTENEM
PYTHHHDE NPOOY RLHH.

B.3 Mpousaype!

B.3.1 MNopespranT NpogyRT B030SRCTENI CTENANMIYIOWEND 3rSHTE © 3APEHEE I30aHHEIMK YEENMHEHAAMI NDEOnD-
NATEE MO NPOLGBCCE CTORANKIAWAH. FoTanasnusasT Tpebyemele TOHHODTE W NOMEEWHSETE YEENW-HEHHA, KOHTROMHDYIT
W OTCNERWMBRHT MOGESY CTERHMAIYIOWEND areHTa, 4Tobbl DCTARATLCH B 3808HHE NPEOEnas.

B.3.2 MNotna s0308AcTEMA CTEPNNHAYKILEND araHTa BRNOAHAKT MHOMBMIYENEHYH NROSEPEY CTEPANBROCTH NRo-
OYRTOE 8 coOTRETCTEMA © TpeboaaHrAMd MO0 11737-2.

B.3.3 OnA onpenenasis CTERHNAZAEHOHHDID NPOUEsca MCNONLIYEST 3HEHKA O B3aMOCERZH MENDY QONEA npo-
OYHLIMA, HE NOXAIZELLEA POCTA NpK NPOBSPKE CTERMNEHOCTY, W CTENEHEE BOZOSACTENA CTEPHAMIVIOLWETD SrEHTa.

B.4 NMopoepxanwe agheKTHEHOCTH NpoLecca

MooTespHEOST HENDE BRI BHYED RPRMOHDCTE CTEQMMMEEUMOHHON NPOUSCCH Hepel aNpeneneHHbIE MHTERBENE Bpe-
FAEHI, MCNONLIYA MPOOYET, AENSOWAACA TANMHHEIM NPELCTEEWTENSM DY TAHHOM npodasoacTea (om, 12.4).
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Mpunoanue C
(obAzaTENLHOES)

Moaxog 2. OnpepeneHyie npouecca, GaIMpyYRWErocH HA MHAKTHBALMK TECT-MWKPOOPraHAIMOR
W IHAMMM BHOHATDYIKK

C.1 Obwan mudopmausma

3rar nogxod Gein Hazeas EoMDMHUPOBEHHEIM METOS0M BuononmHessom rHavEaTopaDroHarpyamn,. PykoeogcTea
No MENOMERI0B3HWH SEHHOM MaTona cogepsutes 8 MO 14181,

C.2 Npousgypa

.21 YoradHaaneainT Toqsy [TO4HEH ) NPOOYETE. B KOTOPOA JOCTHHEHWE CTERMNEHOCTH Hanbonesa 3anpyaHeEHD,

C.2.2 CodasasT Harpysky AN\ CTEPUNAZEUHOHHOND NPOLSCEa, CoOSpHELYH MIBECTHOR YACND MHEPOODrEaHH MO8 ©
HIBECTHON CONPOTMAENABMALTEH CTERPHANZVEOLLEMY SMEHTY. C NOMOLLKY OOHDIM M2 CNS0yHILWKE NoOXoa0na:

8] pEIMElLEHWE DRONOrWHECKHE  MHOWKATOPOE B2 NPOgyRTe B MECcTax, e Hawbones chosbo  QocCTesb
CTEQANEHOCTH;

B) MHOKYMALME KOHTPOMNEHBEIMY MAKDOORTEHMIMAME TEX MEST B NpOSyRTe, rae Hawbonse cnoso QooTeds
CTEQAMEHOCTH.

.23 YNaroBeIBAKIT HAMDYIXY TEM ME CNocoBom, 410 W PYTUHHD MPOH3E0OWEIR MPOOYET, W BXNHKHEKT 88 B CTEPW-
NAZILMOHHYHD 8 EYARR

C.2.4 DbopabateRanT CTEQHUIWEALMOHHY R 3ErPY3HY CTERHIMAYHALMM ArEHTOM NPW YONOBNRY, BeDPaHHEX GNA no-
NYHEHWA MEHEWER NETANLHOCTIE, Y&k B DY TWHHD BONONE3IYEMEBR YENOSHRE, YT00R BRimm HHAHTHEWPOBAHE HE BOE KOH-
TRONEHBIE MUKEOOPTEHH3MEL.

.25 BEonw CTEpnMIauWMoHHLIR NPpOUacs BEMOHRET B cebR chpaboTey aumu-eckdy aredtom, obecnesmeanT, 91o-
Bel &M MEERODOUMOHOE WIAMKM MUEpoBOCTaTMYECKOE SencTErE Beno Hapnesawmm oBpaIom HERTDANMIOBaHD 00 nag-
CHETA HHCNE BEIFHELIMY MEEPOOPTAHHAMOE.

Mpumesadne — Cu. MCO 111 38-1, nprnosende B, onA aHopMEalmd o Meroga: onpegsnsqHdn NReEpawmeHen
DOCTE.

C.26 DnpsganAgsT SHEN0 BLUSABLLNE MUEPOORTaHHaM0E Mo npaMeiM NOQCHETOR, MO0 C NDPMMEHEHHEM TEXHARA
OUEHEW HEHGDNSE BEQORTHON KOMAHSCTES.

C.2.7 BemMucnamT CTEMNEHE MHSKTHEALMA KOHTROMEHELY MAKPOORTaHH M08,

.28 Znan Duonarpyany [YOTAHOBNEHHYE B COOTBETCTEAW © T.4) W CTEMEHE WHEETHEALMH HOHTPONEHES MHEPO-
APrEHAIMOE, ONPegannnT crensHe obpabamed, Heolionumys OnA QOCTHHREHWA cneguduuuposaHHer Tpabosadrn K
CTERAMBHOCTH.
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Mpwunomexrne O
(oBR3aTensHoe)

Neoaxon 3. KoHcepepaTiBHOE onpeaeneHie NPOLECCa, OCHOBAHHOMD HA MHAKTHEBALWW
TECT-MHEPDOBraHKIMOn

0.1 Obwas uuopMmanun

BTOT NOgROD K ONPeOanasiel NPOLEccS WHPOoKD NPIMEHANCR 0Co0eHHD B yHpesOeHR: 30paBoaipaHarns Ons
MHOMOKpaTHo obpafaTpiEaemsx KIGENHA. ATTECTALUHA CTERHNMIALNOHHOTD NPOUBCCE ONA TEEMN NPOGYETOE KCNONe3yar
MO0, OTAWSERLWMACH OT NOARo0A, NogXoasLLers ANA Bnepeesls abpabandeasmors npogysTa. 370 CNEQCTEREG TAr, 410
HErPYIKY HE CTERHNMIEUNMOHHEIR NPOLSEE B 3TOM CRyYE8 ONpegeniTe CROMHEE W NPOUScckE NpEnEapyTansHoR obpabor-
KA. TEKME KA OHWETES, CROEHEE BANBONMPOEETE M KEOHTROAMPOEETE (O, 7.3 1 7.4} Mo 3T00 NpH-HHE CTaprHNMaEnioHHBIE
NPOUSEEhl, NPAMEHRSMEIE B 3THX CIy4aRx, 3843cTy0 Gonee KOHCEPBATHEHEIE W HCNOMNEIYIOT CTENeHE 0bpaboTin, mpessl-
LUE HILLLYHD CTENEHL, HEDDEOSMMYED AR S0CTHHEHAR CNeUuBUWMpPOBEHHBE TREDOBIHWA K CTEPMNEROCTH. 3T0T nogxan Bwn
HA38AH «NOgL0qoM Matcoeor rvbenas (overkill approach). PyroBOOCTBO R 3TOMY METOOY npuesgeqs & MG 14761,

0.2 Mpouwenypa

0L2.1 YorasasnuBawT TOHRY (TOHER] NROEYKTA, B KOTOROMI(EIX) O0CTYEHEHWE CTEPMMLHOCTH HawDonse 3a7pygHeH0.

0022 CosnamT Harpyaky ONA CTERHNMIEADHHONT NPOUStsd. CONBRMALLYI WIBEGTHOE YHCN0 MAKDOORTHHUIMDS O
MASECTHOA CONPOTHENREMOSTER CTERHMMIYHIWERMY SraHTY, C NOMOWEND OOHOM W CRESYOWME Nogranoe;

) PEIMELEHAE BHONariHEcHas MHOWESTOROE B NROSYETE B MECTAX, r0e Hawbanas cnosio QosTede CTEDMNEHOSTH;

b} MHOKYNALWMA HOHTROMNBEHEIMA  MAEPOODIEHWEMAMH TEX MECT B NPOOyETS, 09 Havbones CnosHo QocTyde
CTERMNEHOCTH.

0L2.3 YnakoewBaHT HAMPY3IKY TEM #8 Cnocobom, HT0 W Py THHHO NPOWEE0aHMERA NPOOYET, W BENKDHET 849 B CTERN-
FMAEUADHHYHD 380 PY3EE

0.2 4 Obpabarns=sadT CTEpMNHIaUNOHHEYH JArpyay CTEPRIASVIILLMM SMSHTOM NPH YOCROSMREY, NPEOHAZHEHEHHEX
LA NONYYEHAA SECNO3MLAN, NTOHWHEEHHOE N0 CPEBHEHWH © 3KCN0IALHER NEEINONarasmMond £ HEnonb308aHMK CTEMANK-
FEUMAHHOM NPOLBEcCa.

025 OmpepenAnT cTansqss oipaborm. seodxoomaysd ONA HHAKTHBALHKY 108 MUKDCORIEHNIMOE B BeOpEHHEX
MECTAN HETEYIHA.

MpyMedyaHue — CylpcTRyeT HECKONBRD NOAXOA0E SNA HABHTHGHEAUMH CTENSHK B03N8RCTENA, HEoDxoOuar
anA wHakTueagrn 108 mespooprasnanoes. Hanpusep:

1} © HA4ANEHDMA HArPY3KOR, pABHOR wme npessiwasowed 105 puanecnocoBHLE MUEROORrEHHIMOE, 378 CTENSHE
BOIAEHCTEMA MockaT BwiTe MOsHTRGMUMPOBEHE ROMCERBATHEHD sax bpaboTsa, Noone KOTOPoR HE BOCCTAHABINMEDRITOR
HHEHKHE BEISHELLME MAKDOODMEHAIME |

2} © HAaYANLHOR Harpyakol, npesswanmwer 105 jeaHecnooobHsl MWKDOOPTAHMIMOE, T8 CTENEHE BOANERCTEMRA
rCHET DeiTe MgeHTHdMyMpoeaHa sak obpabotka, nocne KxoTopod HADNopasToA B 0] CORpawEH e YMCNa BMaHecnocob-
HblE MHKDOORTEHWIMOR, K

3} © HEMANEHOA HErpyaRoR. Medswen qem 108 wuanecnocofHen MMHDOOPIEHLIMOE, 3T8 CTENEHE BOANERCTEMR
MEHET DT WOaHTROWUMPOBEHA Ny TEM JKETRANONAUMKW o7 oBpaBoTen. 0T BO3NeRCTEMA NOCNE KOTOPOE, HENPAMED, Ha-
GnronsEeTcA 4 0F CORpaEHME SHENE HWUIHBCNOCODHE X MUERDORraHAIMDE.

026 Ecnu CTepunMzaysoHHER NPOoUScs BEADYEET B cebs BragelcTers RMMHYECcKNK areHTom, obecnesqueanT,
HTOORI 8RO MAKPOEOUMAHOE WIKNKY MAPOEOCTATHYECKDE OaRcTEMS DRING HAONERAWMM abpaion HeRTRanMGoeaHD 4o
NOOEHETE HYUMCTE BeIRUELLNE MUKEDOODIrEHHIMDE.

Mpumavaduwe — Cr. MCO 11138-1, npunoskedne B, ons nHEOPpMELHK O METOLES ONPEIanaHna Mpekpaw@HH
poCTE.

D27 MNapTopReT OO CEEXAMMH HArpy3Kame oBpabatey ¢ yposHEM, onpeseneHHam B B 2.5, ka muHamMyr 0N\ ewe
nByx criy4aan.

0.2 8 Ecru weakmueauwa 1059 ymzHecnooofi MUKPOODraHMaMon BLina noOTESNs0eHE NoCNe BeINOHEHR TPE-
Gozanna DU2.7, cnpegenAlT crenads cOpaboTiy Ons NPpoReccd CTEPMNHIEUNNE MY TEM SXCTPANoNALHMK 00 pacHETHOR Be-
POATHOCTH BhiBanng 1078 unn nyuweR, NpUHAMAER 50 BHEMIHAS NPADOY BAHETHEM MHAKTHMBAUMY, HE HOTORYH BAMSET
CTERHNNIVEILLEA SMEHT, 1 HHCN0 W CONPOTHENASMOSTE MAKDOIRIEHILIMOE B GHoNoriHecromM WHOWSETOpEMHOKY NMpOBEH-
HOM NPOAYKTE.

Mpumedanue 1 — 3Tor nogaxon HaM0oNSs NOOXCOAT K CTEDANHIYVIOWAM SraHTaM, DEMOHCTDNRYEILKM TTH-
HEAHYHD WHEKTHEALUWOHHY K KMHETWEY. B Tasux chy4asx crensde oOpaborin MoseT ObiTe ONEEGENEHE ROHCSDBETHEHD
HAK YOBISHHAR cTanaH: obpadotmd, onwcanHan 8 D26, [nA crepinuayolks areHTon, HE NoKSAEIBSHILHE NHHERHOGTE
MHEKTHEALUMOHHONA KMHETHRA, NEMPOLE KHEETHEALMOHHODN KAHETWEN 00rsHE DeiTe MCCNE00BaHE ONF BRBEOSHUA B2AMMO0-
OTHOWEHWA, K3 KOTOPORD Mo#eT BbliTe CNPOTHOZMPOBAHD, H4TO CREUMEHLHDOBEHHAR BEPORTHOCTE BhIMMEBEEMOCTH MAKRO-
OprAHHEM0 HE DYOST NPESLILUEHE NPH NPHMEHEHAK NPOLSCCa CTEDIMAZALHA.

MpuMeEYaHWMe 2 — 3HAHNE WHEKTHESAUWOHHDA HAHETVEM rmoseT DeiTe nonyHeHo cormacko 5.3.1, nepeyncre-
HHE B npepons HHAKTHESUMDHHDN EMHETEH MOHET BRiTe NOOESpREHE BNWAHKK CAMOID NPOOYETa.
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Mpuanoxenne E
[cnpasoqHoe)

PyxoBoacTeo NO NPUMEHEHWD HACTOALWErD CTaHOapTa

Mpume4aHne — [INA yNPOWeHHA CORINDE HYMEPRALWR NYHETOS STOM NPMICKEHWA COOTEESTCTEYET HY MEDELMH,
HMENONBI0ESHHOA B OCHODBHOR 4A0TH CTAHOARTE.

E.1 ObnacTe NnpUMeHEHWA

P‘FNDED.EIETED. NPHEQOWMCE B ITOM MPUMEGEEHAA, HE RENRETCA KOHTDONEHEIM CNHCEOM ONA OUEHEH COOTESTCTBMA
TFI'EEDEHHHHM HECTOAWE D STaHIaPTa. e +] PYHOBOOCTED NPEOHEIHEAYEHD ONA JLE3aHKA NOMOWW B SOCTHREHWH 80 HIro
NOHKKMAHWA W 0DECTIEYEHWA MCNOMHEHMA HBCTOALWLER CTaHOAapTa NyTer NpejoCTaRnaHes pam:.ﬂr.uaum'-l W NpPESMNOEEHR
NEHeMNaMbls METOO0DE QOCTWHEHAR COOTEETCTEMA L'.I'IELI;HI*}'II'ILIH]JD'EEHHHM TpEED'E-EHHHM. B Hewm NoO4YEpEHY TRl BAEHES
ACTEETE W NpUBEEOEHE MPUAMEREL. Mﬂry'l’ BkITh KWCNOMNE30EAHB METOA L], OTIVHEHILWMECH DT NPHBESBEHHEX B PYEDBOLCTEE,
NP YOMOBAK, STO M MCNoNeI0EaHE oEECneHUBasT OOCTHHEHHE CODTEETCTEWR TFHEII:I-E‘-EH?HFIMH HECTOALUETD CTAHOSPTH.

E.2 HopmaTHBEHLIE COLINKH

T‘;IE’EDHEBHI.'IH,, NMEpHBadeHHBIE B OOEYMEHTALHA B KE4BCTEE HOPDMATHEHEIX CCRINDE, ABMARTCH T-FIEEDEEEHI.'FHMI.’I HACTOR-
Werd CTaHOapTa ToNeBED B TOHW CTENEHM, B KDTGFI'EH:'I OHK UWHTHARYEITCH B QCHOBHDR 4E0TH HACTORLWEN CTaHgapTa; pnrdra
MOWET 088dTe COLINKY HA CTAHOAPT B WSO UKW Gt DFPEHH'-IHH:HDH ONpRSENEHHEMA Pa3nenam.

E.3 TepmuHEl M onpegensHWA
Her paromeHgamnw9.

E.4 3nmemMeHThl CHCTEME! yNPEENIEHHA EAYECTEOM

Ed4.1 JorymedTayun

TpeboBaHWA K KOHTDONKD QOEYMBEHTALHA W 23NHCEH WIN0HeHE B nyHeTax: 4.2.3 1 4.2.4 MO0 13485,

B HCO 13485 tpeboedHrA K QOKYMEHTEUMH OTHOCHTER B BeINYCHY M KOHTRONI GOy MEHTAWAK [BENEHEA cnewadin-
KELAM W NPOUSOYPS) W 3anNHEaR,

E.4.2 OTEeTCTEEHHOCTE PYKOBOOCTED

E.4.2.1 TpebosaHHA K OTEETCTBEHHOCTH W NONHOMOHMMEM CheundmyHposans B nogpaspana 5.5 MCO 13485, a
TpEDOBEHHE K HEN0BEEHSCEMM PESypoan — B nogpasgens 6.2 MO0 13485,

B MCD 13485 Tpebopanna ¥ OTESTCTBEHHOCTH PYKOBDOCTEE OTHOCHTCA ¥ ODRIaTenscTeaM pyRoeonsTes, horyce-
pOBEHWH HA NoTRabuTene (IaRa34nke], NoNUTIKE B oBnacTy KaYScTEa, NNAHUWPOBESHWH. OTEETCTESHHOCTI, NANHORMIHAAM
M HOMMYHHRSUHAR, 3 TIIEE K NERECMOTEY, OCYLWECTEMNRSMONMY DyEOoa0acTEoNM.

YpoBEHE HESNMEPHKALAY, THSHWHIE KW ONsTa, Heobxoaumsi nepcosany. SyaeT 3apMceETh 0T BrNONHASMBIN WM 28A-
credd, DCHOBHDSE pyROBOOCTED NO TREHHHNY KEE H30TH B0EE CHGTEMBl HOHTPONA Ea4ecTea npreageHs g MO0 5004,

B coobeHHOCTH OOCTATOMHER KEANMBWMEALME 1 TREHWHI HEoBxoomMel MERCOHANY GO CREQYHIWMME OSH3EHHOCTR MK
MHKDCOMONOMAHECEME HCNBITEHNA, XMMASECHEHE SHANWS W PEUSNTEL MOHTa# chopygosanas, obonyrweadwe obopyooea-
HWA, BRNONHEHWE STTECTAUMK SREMMyatpyevorn abopyaoeanna (PO, pytureas pabata co crepunuzatopan, kanwipos-
K3, paapaboTha NpoYecEoR, CoCTERMEHAS cnednhrsanumr abopyQoBaHUA.

E.4.2.2 Paapabotha. 8ankDauus 1M TEXYLUWE HOHTPONE ETEPANMISLIAGHRON NPOYESEa NOHTA BOEMTHE BENHEHAKT B
CAGA HECKOMLED PA3NMHHER CTOPOH {YHECTHHEOEB], KEHMOAA K31 KOTOREY OTEEHEET 283 KOHKPETHBIM 3nemedT. HacToswmMa
CTEHNADT He Tpabyet YTobbl OTABNEHLIE AMEMEHTEI BRNOMHANKEE HOHKDETHRIMKE CTOROHAMK, HO Tpebyet. yrobe cTopo-
Hil, MPAHHMEINWAE HE CEOR OTBETCTESHHOCTE 38 ONPEJeNSHHBIE YECTH, DLl onpegeneHel 1 yTobsl 370 onpegeneHws
OTEETCTESHHOCTER DEING D0KYMEHTHEOBAHO. 370 OKYMEHTROOERHHOE ONEEaEneHus OTESTCTESHHOCTENR OOM&HD BXOOHTE
B CHCTEMY(E ] MEHEOMMEHTS HA4SCTES YHICTEYHMLHWE CTOROH M MOMET IOPMUpOBEETE 48CTE HOHTDEKTHEX OTHOLWEHWA
MEHOY HHMA.

B rafnwue E.1 neperddoneHsl SNemadTsl HBCTOAWE M CTAHOAPTE 1 TONLAD B KaYSCTEE WANKGCTREUMH — HENMEHO-
BEHKA CTOROH, HOTORSE MOYT DelTh OTEETCTESHHEIMKE 38 MOEHTHRWUNPOSAHHEIS DERCTENR, TASOVET OTMETHATE, HTO!

- MEPEYUCIIEHHEE 3NEMEHTE MOCYT BRINOMHATECR HE B YEAIAHHOA 3080k NOCNEBO0EETENLHOCTH. NOCKONELY pa3DE-
GoTHA W NPOrPaMME HCNLTEHAR MOy T DeiTe SACTHHHD MTERATWEHBIMM,

- OTEETCTHEHHOCTE 33 SNSMEHTE MOHET MIMEHATECH OT CNYYAEA K COYyYaK.

CIpraqMaaUmA, NpHHUMEKNLEA Ha cebf OTBETCTEEHHOCTE 38 ONPE0SnardHeld 3NarMeHT, 0OA3aHa nopyYETe 8o \o-
NONHEHWE COOTRETETEEHHO DEYHSHROMY W KBAMNMEMUMPOSSHHOMY NEPCOHATY.

B nopAgks MnnocTpaLEmM BEpHaHTOR BOSMOMHAM DECNPEMEanaHME OTESTCTEEHHOCTH HICES NPEOCTASNEHL TDW MpwM-
MEPHEX CUEHEDKWA. 3T CUSHAPWK HE NPETEHOYHIT HE BCA0NEATHOCTE.

Cuenapuir 1. MeonurHCKDS YYpermEHWE

B arom CUBHADHAK NOM:30BETENE CTERQHMTAZALEHOHHOID NpoUecCa — YYPEXOBHWE 10pap0lxpaHaHAA. Tpl"l CTORO-
Hil BORMEYEH: B OBSCNedBHHEe COOTBETCTEMA TFEEQHEHH:HM HECTOAWETD STaHIAUTA. MelMUyH=HTEDR YHREROEHME. 13-
TOCTOBEATENE CTERWMAZdUWOHHDITD DEﬂp}ﬂl}EHHHH M MATOTOBATEM: MEQALMHOKME W3SaWA. F-ECF‘-IFE.D.E.I'IE'H-VII‘IE‘ OTEETCTEEH-
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HOCTEA W CREOCTEI, VMCNONsIYeMss A obscns<eHdA MCNoNHEHME CooTeaTCTaEYIWNE oissadHooTed, marmy Bl Geme
CREOYHAL MM

- ZNEMEHTH CHETEMEl MEHESMMEHTE KE4SCTES: KAHOAR CTOPOHE MMEET CBOK COBCTEaHHYHD CHCTEMY MEHBIHMEH-
T4 KaqecTed. [pepans aTESTCTEEHHOCTH KERG0A CTOPOHE MEN0MEHEl B OEWUMANEHOM KOHTRAKTE,

- AApAKTEQVCTAKS CTE A3y HWETD SMEHTE ) MEgHLWHCKOE YHDEKOSHWE 03687 COrNAEcs HE SEHMHIHEHWE KOHTRaKTE
HE NpUCOPETAEHNE CTEPMNMISUHMOHHON CHCTEME 0T NPOWM3E0OUTENR CTERHNMIALMOHHOM oBopyO0BAHKA, KAOTOBMTENL
CTERHNMIEUACHHDTD 0BODYOOBEHMA MPMHAMAEET Ha CEBOA OTESTCTEEHHOCTE 38 XBPESKTEDHCTHEN CTEDMNHIY WS EreH-
T4 W 3ENMCEIBAET PEIYNETAPYIOWKE 0akHeiE. MEguuKMHCROS yHPEHOSEHWE HMEET JOCTYT K 3THM OaHHBIM W 00 NPAHATHR
PELEHAR 0 NpMoEpETEHNE CPEBHMERET OaHHEIE NMPOMIBOMATENA ¥ SEHHLIE, O0CTYMHEE W2 OMyBAWKDBIHHER HEHHEX
METOHHEKOE .

- AApaKTEMCTAKE NPOYECCa/0Bopy00BaHMAT ARMDTOEMTENE CTEDHUNTAZAEHOHHDD 0H0pYUEaHHA BRITIDNHAST XEpEk-
TepHaauWe npoustca/obopyioeaHUA, paipabaTweasT cnaywhvraumin obopyooeaHrA 1 nONy4asT HeODKOOMMEIE peTy-
NUEDYHILHE COMACOBAHMA W P3IPEWaHds ONA PAsMallEHAR NPOOYETE HE peHis. MegrumHcoe yHpesEOeHHE NPOoBomaT
oBaop creyndrEaLMY 060DYI0BAHWA COBMECTHO C M3MOTUSHTENEM CTEPWMNHIATOPE ONA NOSTEEDHOSHHA TOM, HTO MUTAHI-
LWME cpEOL ¥ MHRDPECTRYRTYRE, HEOOxOgUMER Ons pafoTs cTepHnviayMoHHon oBopy0oBsaHuR, OOCTyTIHS.

- Cnpegenes0de NRpogyrTa: MEgiUMHCKOE YHDERGEHWE MOBHTHEHLHDYET MEQWLMHCKME M30aNWA, TpEBYwWMe MHO-
rakpatHor copaborie. MHCTRyEUHA No nosTtopHol ofpaborke 3T MEDMUHHCENE HAOENHA, NPESCCTIENABMER MATOToEN-
TEMNEM MESHUMHEHAN ME0ENAR, BENKHEET 8 CobR MHCTEYRLMKE MO OoHHCTEE M geanHdanumn. Kpome Torm, 3T MHCTRYELMAR
MO TESEHOSHT NRAF0GHOCTE Npeanaraamor cnocofa ctepunUaauni. MaroToenTens MESHUMHCHAR M30SMNAR BeINONHAET
MCCHE00EaHHA N0 ONPEOSNEHII NPOLBCCE COBMEDTHO G MAMOTOBATENSM CTERHNMIELAOHHDTD 0800y 00BEHMA ONR KOHERE-
THIALMM M NoOTESPRELSHHA MHCTRYELMA No noeTopsod opatorrs. Meguumsckos yupessaHuE NepacMaTprBasT JaHHbIE
o 3dvhER THBHOCT I CEBOMX NPOLBCEOE DUCTER M NOGTESEHOSET M A0SKBATHOCTE K 0OpaboTes cnegnddeckus nagenmni
M K CTEANH3ALMOHHOMY NPOUBCCy.

- CmpagensHeE NpoUecca: MEMDTOEMTENE CTEPWUNHIBUMOHHOND 0000YO0BEHNA 1 MIOTOEHTENE MESGHLIMHCEAX HITE-
NUA COBMECTHD ONPEOENFOT CTERATM3ELUMOHHER NPOUSCC GNA cnegedr-Ecans MEIMUHHCENE WA0BENHA 1 BRMIOHE0T CO-
DTBETCTEYHILLME MHETPYHUMK B KaMODE W3 caky PYROBOOCTE N0 HCHONb30BaHA. [omHel Baimh nonmy-aHs HEoBXoOumMble
PEFYTHPYHILLME COMAacisaHHapaipeeiin. MegmuHHCHoe yHpesaeHWE NpoaoawWT oBaop QokyMeEHTaUWK M NoOTEEDH0a-
BT CHOH CNOCOBHOCTE CEsuears ST MHCTRVELMAR.

- Banwpauwa: MEQMUMHCEOR YHDEHKIEHWE 3AKMHIHEET KOHTRENT G MATOTOBNTENEM CTepHNEIauncHRar obopygosa-
HHF HA NPORSOEHAE KM COOTEETCTEY LMY aTTecTauwi (10 1w O0) 2 CoOTEETCTRMH © O0EYMEHTAPOEEHHEIMK MPOLEOYREME.
MEgHuBHCEDS YHPERIEHHE CAMOD BENONHAST STTECTALUMK IRCMNyaTMpyemara obopyooBadnA (FLO) W 3aram npoBogat
NEpECMOTE W YTESEHO3ET DEIYNETETE BERHOALMAK,

- TekyluMe MOHMTORMHE W KDHTPOMS. MEOWMUWHCKDE YHDERIEHUE BRNONHAST TEXYLUWME MOHWTODHMHT W HOHTPONE B
COOTEETCTENM C ACEYMEHTHROEAHHEIMKE NPOLSEIYPEMI.

- Bminyck npogysTa mocne CTEQMMM3aUW . MEQUUMHCKDS yHpexneHws Oeper Ha cefn oTBETCTERHROCTE 38 BRINYCE
NPOOYETE NOCNE CTEMHANAIEUNMH B COOTEETCTENN © B8N0 QOKYMEH THPOBAHHEIMA NDOUEOVPEnML.

- DhecnesaHne 3ubasTHEHOCTH NPOUSCCE: MEoHUMHCHOS yHpesaeHws DopeT Ha ool OTBETCTBEHHOCTE 38 nog-
OepEaHud sthekTHBHOCTY Npouscca. DHO 328NHHAET KDHTPEKET © MATOTOBMTENEM CTERMNUIBUMDHRONT oiopynoeaqns
HE BeiNONHEHAs npodunasriHecsorn oSonyxrneaHed 1 kanebposie. MagquMHCEDS WHDEsHOEHME ONPESENRET NROUEOY-
Pl nepaarracTaguE. MeguyuHCHOE ySperIeHWE anpedensar Nposegypsl NepraguHecEan NepecusHeE 3dderTmEHocT
NPOUECCOE OYMCSTEN 1 OS3AHEEHUMK.

Cuyexapwin 2. HaroToBMTENE MEGUUMHCKHE M3OEMHA, HCNONEIYHIYHA coDCTEEHHEI® NPOMIE0OOCTERHHLIE
MOLHOCT M

B oroMm cLeHapHe NoNL30SaTEnSl CTERHNM2ALHOHHOID NPOUSCCE ABNASTCR WADTOBMTENL OOHODEI0ELIX MaO-
LMHCHAR Maaenysi, koropeid odyctpaneaer colcTeeHHme NRpOWIBOSCTEEHHEIS MOWHOCTH ONA CTEpUnYaaumd. Boarneqed-
HbIMH CTOROHAMY REMAKTCA MIFOTOBMTENE MEOMUAHCKMY MASENWA 1 KIrOTOBUTENE CTERHNNIAUHOHHOMT clopyqoesaHys.
FPacnpensnsHde OTEETCTESHHOCTER 1 CPeOcTES, HCMOMNb3YEMBE ONA oOSCneweHns STHE OTEETCTBEHHOCTER, MomK Be
BLITAOETE TAK

- SNEMEHTH CHOTEMB MEHEIHMEHTE KEEHBECTES! KEHOAR BOBNSHEHHER CTOPOHE MMSET COOCTBEHHYRD CHCTEMY RE-
HEg#MERTE KaHecTed. MNpasens OTEETCTEEHHOCTH KAKA0A CTOPOHE! HANDEEHE! B OPHUMANEHDM KOHTDEKTES .

- AApAKTEMCTAKE CTEPHANIYHILLENI SIEHTA: MAIGTOBMTENE CTEDMNKIaToPE DepeT Ha cebs XaparTepucTRy CTEpH-
NIYHILENT BTEHTE H MPEO0CTABNAST OEHHER HWAMSTOBMTENED MEIHLHHCKAN H30anA,

- XApakTepycTies npousccal/obopyioEaHER: MAMTOEMTENE CTEPUNMISTOPE paipabaThBEET CNEUWMMEEUMID HE
olopynoEaHME . BEMOHBIO0WYH CHCTEMY YIPaAnaHUA oDopynoSaHna, ROTODYI0 MONHD 3aNpOrpaMMypiBsTe HE BeNoNHe-
HHE ONPEfsnSHHONI DEHES NPOYSssa.

- Onpagenaqis NPoOyRTa: WIDTOENTaNb MEMWLMHCHAR WIJENWA OTESHAST 23 cneydHEay9wD NpoayeTa » em
NPoHIR0OCTED.

- CnpageneHie NpouEccs: A3n0ToRH TENL METHLHHCHAY MATENWA ONpEgENAET NROUscs CTEPUNM3AUWK ONF Dhpege-
MEHHOMN METMLHHERON MANENUA, NOMSHEWANI CTEPHMAZALHA. MaroToeuTens MagyMuyMHCHAE MANENAH BEIMONHRET OUEHKY
Guanorr-acron GEI0NSCHOCTH W MCCNEOOBEHMA COBMECTHMOCTH NPOOYETE. B aTom cny4as MCcnenoeaHuA NpOeaEAT ©
MOMOL LR SHCNEMMEHTANBHIN CTEMNHIBUWIHEIN oDopyOoEaHIa.
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- Banugauwa: naroToBNTEN: MEOWUMHCEHE HAOEMWA BRININHAET BAMNMOSUMKY, MCNORLIYR CTEpANHIaumoHroe obo-
PYOQOBSHWE, NPEOHAIHAYEHHDE ONA PYTHHHOM BRNONHEHWA NPOUSCEE CTERAMM3aUWA, NOSTSEHOER, 4T 080 CnocobHo
BEIMOMHATE ONPESENEHHBIA CTEPHNMIALHOHHBIE NpoLace.

- TexyLUWME MOHATOPWHT 1 KDOHTPOMS. 3TH OSACTEMA BHINONHAST WIAMTOEBMTENL MEMHLMHCKAE WIZEMNMA B COOTEET-
CTENW © OOKYMEHTHPOEAHHBIMK NPOLESYPEMK.

- PoarmzauunA npooyEume NOcnE CTERKNMZa0NMA. 3T0 DOYILECTENART WAFOTOBATENL MEJWLWHCEME HMAOSNKE 8 cooT-
BETCTENM C OUKYMEHTHPOBSIHHEIMK NPOESSYDEMA.

- Nopoapradye e THEHOCTA NPOYBCCE: 310 OEACTENE BRINONHAST WIr0TOBMTENE MEOHLMHCKME MAZENHA B Co-
OTEETCTEAM C GUEYMEHTAROBIHHBIMKE MPOLSHYDEMH.

Cuenapur 3. MaroToBEnTens MEOMUMHCKWME H308NWA MCRONLIYET cybnoapAROYMKEa ANA NpoBE0sHUR
NpOUECCa CTEPHNHAZALMH

B 370M CUSHAPHA NONbI0DEATENEM CTEPHNAZEHHOHHOT NPOUSCEE RENABTCA MAMOTOBMTENE DOHODAZDELI MEOHLHH-
CHMX M30ENAR, MCNONs3EOWKA cyDNoopRIqMes nA BRNDIHEHHR NPOUEcca creapinuaaume. B qononHeHne § STomy Man-
TOEMTENE MEJWLUMHCEHE MIQEMHA HCNOMsIYET CTOPOHHIIK (KOHTRAETHY ) nabopaTtopii Gne BsNonHEHEA OnpensneHHBIx
HEMBITAHWE K8% 480TH NPOLEayp BenMyCEa npogyrgii. BoBneqsHHBIMY CTODOHEMA ABNAKTCR MITDTOEMTENE MEGHLIMHTENE
Wagennd, cyEnoapRaHWE No CTEMNM3EUMH W CTOPoHHAR maboparoprA. PacnpeasneHye OTBETCTESHHDCTER 1 CpEOCTE,
HEMONLIYEMBIE ONA 00ECNEHEHUA 3THX OTEETCTESHHOCTEA, MO Sul BRrNA0STE TaK:

- SNEMEHTE CHOTEME! MEHEORMEHTS K34E0TED: KEMAEA BOENEYSHHER CTOPOHS MMEST CODCTESHHYH CHOTEMY M-
HEDMMEHTS kauecTea. [Tpenans OTBSTCTEEHHOCTH KERO0H CTOPOHE. MANOHEHE 8 SEalHanEHOM KDHTREKTE.

- XEPAKTEDHCTHRE CTEPMNHIYIOWSMD BredTa: cyBnogpAaqi@e, BRnonHAKLHA CTERMNMISUAK, NONEIYETOR NHLEH-
FAPOBEHHLIM CTERHMNMIAUMOHHLIM NPOUSCCOM OT OTOENEHON CTOROHHER DRrEHWZALMN, KOTOPER LapakrepuiyeT » pazpa-
GaTEIEAET CTERMNHIAUNGHHLIA Npouace. Pa3pabomyue npousccd BeINONHAET XApaKTERUCTHEY CTERHNNIVKIWETD SradTa m
OEFEST DEaRNETHRYHIILME SEHHEE DOCTYNHBIME ANA cyBnogparisyka No CTERMNAZE0HE ¥ NPOWESOTHTENR MEOHLUMHGEA
WO S,

- XapakrépucTtisa npogsccaabopyaoaaHeA; cyBnoapRgHEE No CTERMUNMAALMK paspaboran cnagudmkagwo obo-
PYLOBSHAR, BEMMOYEA CHCTEMY yIPAENEHWE 0D0Dy00BaHWEM, KOTOREA MOMET GeITe 3ANPOTPaMMEDOBEHE HE ERINONHEHWE
IBPEHEE ONPEOEMEHHON CTERWNAALHOHHD NRoUscca. MaroToanmens CTapMnuaaTona nd EoHTREETY NPOHIB0ONT H MOH-
TAPYET CneguinuMpoeaqHos oBopyaosasme.

- Dnpepsnesde NpoOysTa: WIroTOEMTEk: MEIWLMHCEMY MIOenNWd OTEEHAET 38 CneyrdHEauwsD NpogyETa W 28 ano
NPA3SaECTED.

- DnpegsneH@e NRoUSssa: MINDTOBATENL MEOMLWHCKHY H30EnME CNESgenAeT NpoLSce CTERHNMISLEHA SNR onpegs-
MEHHDT MEOUUMHCEDTD M308nMA, NOONEKSW ST CTEPANMEELNK. MaroToBrTans MEOULUMHEKHE HAOSMMA BENDNHABT OLESHRY
Buononadeckon BE30NSCHOCT W MCCMEG0EaHHA COBMECTHMOCTH NpogysTa. B aram cny4as WoCnegoEaHny NposogAT Ha
FRCMAEPMMEHTAENEHOM CTERPHNMIALUNOHHON ohopygoearmm.

- BanagauwA: cybnoapaoue no cTepunnaaury Boper Ha cobR BRINOMHEHUE STTECTALMK MOHTREE W STTACTAUMA
arcmnyaragdy (10w Ol) B COOTRETCTENN © ODRYMEHTHROEEHHEMK MPOUSayDasa. Faromoed Tens MEMUHHCENY WASEnsd
BEINQMHAET ATTACTALMK aKcnnyarvpyamorn oSopynosadeA (PO, Mcnanszys yOTEHOENEHHDE ¥ Hem 00opyooBaHneE, mog-
TEEEHOEA. 4T 3To ofopyaoEadre cnocobHO BRNONHATE ONPEQSNEHHBIR CTEPHNKMIALUMOHERIR npouscs. MamroawTens
MEHUMHCHAX MENENAR NEQECMATPMBIET OTHET W YTESPHOSET PEIyNETAT BRIMONHEHHOA Bankaann. CTOROHHRR KOHTPART-
HaA NADOPETOPKRA MOKET BhIMOMHKTE MUKPOEHONOrHHEcEDS HCNBITEHWE B COOTBEETCTEWM © METOOEMA, COMMSCOBEHHLIMH ©
AIMOTOEMTENEM MEOMUAHCEME M30SNAR.

- TEXYLWKME MOHWTODWHE M HOHTRONE. BRINONHBOTCA CyBNoopRgHUsom No cTEpMNMIanHMe W CTOPOHHER nadopaTooe-
8 B COOTEETETEMH C QOHyMEHTIDOBEHHEM NPOUSOYDEMK, COMNACOBAHHEIMIA G MEMOTOEHTENEM MEDMLMHCMKY HANSNUA.

- Bhirmycy nNpogykTa nNocne CTEpUnM3aUm9y: BRINDAHAETEA WIrOTOBMTENEM MEOMUMHCEHE MINENKA B COOTBETUTEMM
C QUHYMEHTWPOBEHHBIMH NPOUBOYPAMM HE OCHOHE ZANMWCER, NPEQOCTABNEHHLEL Cy DNOOPAONHKON MO CTEDMMM3EALKA ¢
CTOPOHHER naboparopwai,

- Mapospradye addbaKTMBROCTH NROUSSEE: CyinoapROHHE N0 CTEMMNHIAUMK BRINONHAET obcnysueanue abopy-
OOBEHWA 1 KENWEPOEEY B COOTEETCOTEMWA © OOKYMEHTHPOBEHHEIMK npoUusnypama. MarotoenTans MeagUUMHEKNE WInBeny@
NOOOSDXHERST KEHECTED NPOOYETA G0 CTEpUnUIawae 1 Deper Ha cebn OTEETCTESHHOCTE 38 NepearTecTayMyy, cybnag-
PROMME MO CTEPHAH3SUMKY BENONHAST BCE HEOOXOOWMMBIE NOSTODE Y3CTER arrectagun, ofecneqnsast HeobXOgMMES
NOBETOPSHAR HSCTER STTECTELMH MOHTaEE W STTECTAUMK 3ucnmyarauud (10 » O0) anr nepeatTecTaumMy NAnHOGTE.

E.4.] Brinyce npoayeEuMH

Mpumesanne — B ACO 13485 TpebosaHUR K BRINYCKY MPOOYETE OTHECEHEI K SN0 HAZHEHHOMY LHKMY W3 onpe-
OEnaHuA Tpaboeannn sasaduea & paipadoTre, CO30aHiD, 3aKyNKE, KOHTROM NPpoWEE0qoTed, kaniiposse HoHTpoNEHER
H HIMEPATENEHBIE YCTDORCTE.

E.4.3.1 TpebosaHuA K 3axynyas Manosaxel B nogpazgens 7.7 MCD 13485, Cneagyer ocofo orsem™re, 410 Tpedo-
saHwA nogpaagana 7.4 MO0 13485 o sepwduEauMi Ja€yNassorg NPoOyETa NPHMEHMME! KD BCER NPOSYETEM W YoIymEamM,
NONYHEEMEM OT BHELWHWE MCTOHHAROIE.

E.4.3.2 TpebosaHHA & HOSHTHGMEAUMK 1 NPOCNEEMBESMOCTH MANHSHE B nogpazasns 7.5, WCO 13485,
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E.4.3.3 Tpebopanma ¥ kanubposks HOHTPONEHBIE W MEBMEDATENEHEE YOTROWCTE ONPaSENEHLl B nogpa3gens 7.8
WMCD 13485,

E.4.4 Mzmepexme, aHanm3 ¥ ynyyHwenne. KOHTPONE HECOOTBETCTEYHILWEN NPOOYHLMAKN

B WMCO 13485 rpeboBaHuA K M3MapEHHRR, SHANKIY W yNYHWSHHD OTHOSATOA K MOHWTORHMHETY MpOUScca, ynpasne-
HHKD HECOCTHETCTEYHILWEA MPOOYEUMER, SHAMWIY GEHHLY W YNYHIUEHAEM [BETHOHER KOPREHTHARYIOLWKWE 1 NPEnynpenEH-
LWHE OEACTBMA).

Mpousgypel KOHTRENA W YNPEENSHNA HECOOTEETCTEYFILEA NPDOOYHLMERA, 3 TSHKE HODPeETNPYRILWE JEACTEMR OIM-
CaHe B nogpaizgens B3 w nyssme B.5.2 MO0 13485 cooreeTcTREHHD.

E.5 XapakTepWCcTHHH CTERMNMIYHIWLErD areHTa

E.51 Ofwwe TpebosaHnA

Het oononHETENLHEL YESIEHWA.

E.5.2 CrepHnHayrwHi areHT

Her gononHETENbHRL YEES3EHNA.

E.53 MuxkpoboyuoHan adesTHEHOCTE

E.5.3.1 MHOrMe semaEaTE W NPOLECcoE MOTYT MPOOSMOHCTIMPORETE SHTHMHEpOGHDE geRcTere, OOHEKO HE BCE N2
HHIX OTBEHEKIT KPHTEQWAM, NPE0EABNASMBEIM K CTERANMIYIWEMY areHTy. LIens 1 HENpaENeHWws WECN8qoeaHni N0 MAKRO-
BoupoHoR ahdsEETMBHOCTH BRNIOHE0T B CA0R Chamyowes;

- pECNEYEHHE CNPESENEHMA CTERMNAZOWETD STEHTA W COOTESTCTEY WM Npogscca 1 ofapyoBaHWR, Q0cTaTod-
HB ONF YCTAHOBEMEHHA W NMOGOSEHEHWA BOCNDOAZB0OMMEN VONOBMA O08 M3yHEHE MUEDoTounaHon sdiesTiedooTi,
aTd GEACTEMR QOmEHEl BeITe Q0RYMEH THROSIHLL,

- paipafoTey M BENMZEUKRKD METOL0E [ONPEOEnaHHA] POCTA MHEPODPraHMaMOE M HE MHOKYTIALMA HA HOCKUTENK ONRA
NOCMNEQYHHLErD BO3OERCTEAR HA HHXY CTEDWMNMIBLMOHHOM SMEHTE) 3TH NPDOUSOYDLl BXNKHAKNT B CEDA BOCCTAHOBNEHWE K
MNOQC4ET MUKPOOPrEHHIMOE HA HOCUTENRY, 8 TAKHE oueHEY bpaKyi B8 obpaboTaHHLE HODHTERAN, CTABLWMY CTERNNb-
HEIMK, CABOYET YHUTEIESTE HEODHOOHMOLTE HEATPANHIAUWWH OCTATHODE CTEMMNHIYIOWETD areqdTa [CM. yralaHwA 8 5.3.1,
napeqrcnaqs e gil;

- ONpegenaHie MHEpoBogHOHOR BETWEHOCTH CTEQMNMZVIWETD Ar8HTE N OTHOWEHAK ¥ MAEDCORraHnaMaEn pas-
NHE THNODE;

- HOEHTHdHUBPOBEHKE HEWDONEE CTORRNE MUKPOORIEHNIMOE [HOHTRONLHEE MUKPODDIaHHIMOE]. NOKICOHBE 008
LETHNEHLE BARDDEHONOMAYSCRAE HHEKTESUMOHHLEE MCCNEDOBEHA;

- KEDEETEDHCTHEY MUEROSOUMOHOA SKTHEHOCTH CTERMITHIYVIOWETT SMEeHTE © TOHKK 3PEHWA 80 KOHUEHTREUMAINOTEH-
LHANE, BREMEHA BIZ0SACTEMAZ036! WANK 00YIHE NEREMEHHEL, ROTORRE MOTYT BNWATE Ha MAKRODOUMOHYED SETHEHOCTE,
C WOMONE30BAHHERM MAKDOOPTEHWIMOE © ShICOKDH PREMCTEHTHOCTEHY

- ONPSganaHHE BAHETIRA MUKPOBoUMOHoN WHESKTUBELMA,; NOOTESRHOSHNE, YTO METANBHOE QARCTENE MOMET GLiTs
SHCTPANNUPOBAHD ONA NPEOCHASEHWE BEROATHOCTY BLUHBAHMA MUKPODDraHvanMae nod B030SHCTENENM DNPEgenaHHoR
oBpafoTin © MCNONL3OBAHWEM J3HHLN MHAKTHEEUMY HANBONES PaICTERTHLN MUKDOORTEHWIMDE.

YHazaHuA, OTHOCAWMECA K 5.3.1, nepeducnedne a)

WMornyT OeiTh MCNOMLI0BEHE KIHECTEEHHEIE WCNETAHKA OSRCTEMH BOAMOMHEE CTEPUNAZVOWLMEG SreHTOE HE pRG
MUEPOOPrAHAIMOE. 3TH WCNETEHWA NPECNS0YIDT B8 UETH:

1} MpOOSMOHE TR POBATE, YT PAS MAKDOODIEHMEMOE DA3MHYHBIE THROE B ONPEOSNEHHDNA CTEMEHN Yy BCTEMTENEHE
K BO30SACTENK CTERMNWIYHIWEND SreHTa;

2} BEIDPETE DAMH WA HECKONEXD HAWIoNSe PEMCTEHTHRX MHEDODDMAHAZMOE ONA G8NEHEAWAE KOMHYECTEEHHBN
VHEKTHEEUMOHHER MCOMag0eaH A,

Ecnw B roge 3THX CCNEn0BaHItn DaKTEpMaNsHEE CNoped BY0yT NPWMIHAHE KPEAHE HEYYBCTEMTEMEHEMA K BO30ER-
CTEMH NOTEHUHENLHOM CTERMNWIYHALEND SradTa, QaNbHORLES BENoNE30BAHHE 3TOM CTERHNNZYEOLWErD areqHTa Hego-
My CTHMG. TEM HE MEHBS, 3TOT CTEQUMMEYVIOWAR 3raqT moset Geime NpUroged ans Opyrx Uensl, HanpaMen. 4nA Heaso-
YEOBHEBDN geavkdarumme,

Bones nonHan rHopmauns MosaT DeiTe HEROEHE B MCTOHHRKER, HA KOTOREE JaHel Coenke 8 Gubnnarpadimm.

YHAZaHWA, OTHOCAWMECA K 5.3.1, nepeducnadne k)

KormmHecTeaHHEE MUEROG0UMOHEIS MHEKTHBAUWOHHEIS WOCNENOEaHNA BEINONHRKNT OMA OSMOHCTRAWMA TOMD, 4710
CTEDHMAIVEOLIMA SIEHT, NPHMEHREMBIR ONPEOENEHHEIM cnocoBoM, MoMeT HaOEwHD NPYBOONATE K NOOOAWEMyCE nod-
CHETY HWEAA BEIEHELIMY MUKDOORTEHWIMOE. 3TH WMCCNEN0saHHE DONYHD BHNHHEDT HCNONsI0BaHWE DAIHLY CTENSHER
FHCNDINLMM I Pa3HLIX CTENEBHER KOHTEKTA CO CTERWNMIYHHLMM arsHToM ON8 NoNySEHAR QaHHBIE O BEOKWBEIEMOCTH,
ONPESEMNAKLLME HHEXTHBALMED paHse HOSHTWHHLMPOBEHHEN MHEDODDIEHAEZMOE © BeICOKOR CONpOTWENASMOCTRRY. NS
YECTHA KOMEDN MHEpOBHON BELSHMBEEMOCTIA, (08 OBHAPYRMBAETCH MANDE YACND BELHHMBLME MEKPODOrAHAIMOE, MCNONb3y-
HITGA OTOMUATENEHBES SaHHse thparuai. Npy BRESOEHNH TEKMX HDMBEIX BhI#MHEIEMOCTH NPEKTMHESKHA HUHMHHA npagan
DLUEHEH SPEOHETD HHENA BRIHMBLIWE MUKOopraqdanos coctaenAet 0,01, CrensHe oOpaboTey, 0D ecneqMBANWLYH BEPORT-
HOCTE BEIMUBAHHA MUHOORTEHAIMOE HMME 3TON NPESENE, ONPEgENAKT MYTEM SHCTREMH ALK,

BMNADKHECKHE BIAMMO0THOWEHWA MOTYT, HAnpUkER, ObiTh ONPE0EnaHsE! YDEEHEHWEM WM NPEOCTARNEHE! KaK Ipa-
K, OTDEMENWAR cTenade obpaboTed, “HCND W BEPOATHOCTE HANVHEA BELEEHELMN MHKDOOpraqHeamos. Baanwocenis
TAKHE MamaT BhiTe NpEgCTaENEHE KAk Tabnvua IHSHEHWA.
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B CHTYBUMAZ, HOMOS HPWBLIE BEHHBAHWA RENAKTCA NOMEpAGMEHECEH-NABERHEmMW (log-linear), Hanpyuseap, soma
TOMEM HE MONynorapusdndecion (same-log) gwarpammsol Symare 080T NpEMYH TMHWED, BhINOMHADT 3HCTREN0NALMHL.
Kprsas, BOMHYTAR OTHOCATENEHD 00K X, MomeT, Byaydm NEMBSOSHHOE K NRAMOW TMHAW, 8TE HECKONSHD KOHCEPBETHEHYH
auEHEy cTensHn ohpabor. Heclxonupol ONA JOCTHHREHWA ONPESENEHHOR BEPOATHOCTH BhIHHESHNA MHKDOODMEHNZMOE.
CREgyeT NPOABATE CCTODOMHOCTE, SEMAM HCCNEO0BSHMA MUKDODNONOTHECKDR HHBKTHBALNKY NOKAMYT PE3yNETAT, HOTORSA
HEAH MY QOpa20K NRADNMEEETCA K EPUBOH BEISHESSMOCTH, BRMYHNOE OTHOCWTENEHD OCK AL

JemoHETRALHA RETAMLHOM GERCTEXWE CTEPUMAIY WS SreHTa B UANa30He. GOCTATOHHOM SNA CHPEgensHis Kl-
HETHEM MURDODOUMOHOR MHEKTHEIUMA, TREDYET M3HEMANEHOND HANKMYEA OOCTATOHHOMN YWERE #HaHecnocoieE MHEpo-
OPFEHWIMOE, NEUCYTCTEYHWAE HE HOCHTENAR W BOCCTAHABNMEISKMBI. © HUE. B woonagoeasnny, Tpelyviowme nogoHera
BEIMMELLMY MUKDODORMEHWEMOB © HOCHTENEA, NOQES0rHYTIX rPASaUMOHHOR 0DpaboTie CTERMANIYIIWIM AFEHTOM, HI8Cno
BOCCTAHDENEHHEIE C 0DpaboTaHHEX HOCHTENER ORTEHMIMOE CREEHMBIMHT C YWMCHOM OprEHWIMOE, BOCCTAHOBNEHHEX
HEODpAGOTAHHER ROHTRONEHLIX HOCHTENEA, ONA NOCTROEHUA EPHELE SEIHHESBMOCTH & NOrapHiMH4ECEINA NPONopUWMER
COOTHOWEHWA YHMENE BLUHABLWE MAKDCODEHNIMOE K cTanaqs obpaboTm.

Mpumesarnne T — MUgpoBHONOrHHEcKas MHEKTHEALMA M HESO3MOKHOCTE BODCTEHOEMEHNA #H3HeCnOCoiHbIx
KOHTROMBHEX MAKPOORIAHWEMOR C© NMOBEQEHOCTIA WHOKYNHPOBEHHOMN HOCWTENR, NDOBEpHYTON BOIGEACTEMK CTaRMIKE-
AYIOLLEND ATEHTA, MOMYT OKA3ATECA TRYOHD OTIHYRMBIME. B 3T0M KOHTEKCTE MOMET SeiTh NOME3HEIM MCRONEI0BAHME TPAC-
CHPOE (TEKMY KBE MAKDOORFEAHMEME © DEOWOSETHEHOR METROR).

MoonenoBaHeA MUEpoBHonord4echol MHIKTWBaUMH TREbyIIT MCNOoNLI0BEHHR HCMBTATENEHBIX METOOOE, BANWOM-
PUOBEHHE OTHOCHTENLHD creywbusackoro crapinuaowers areqta. Bo apemA paspabori i BanEDEumy METOOA WG-
NeITAHHA 0CoB0E BHUMAHWE CNeOyeT YOENATE YOIOBMEM WCNETEHWA, KOTODEIE MONYT NPHEOZATE K NONYSEHAK NOHHBIR
OAHHEIX, HENPHUMED, W3-33 HE4QEHBETHEX YOMOEHA BOCCTAHOBINEHWA, NMPOABNSHWA MAEDCOOCTACKCS, & TAKKE NOXHBIX
NOAM THBHLE SaHHL. MoTEDH HUIHECNOC0GHOCTH MPEDOORTEHRIMOE CHNEOYET DECCMATRHESTE, HANPHMED, KAK CNEOCTERE
TREHCNOPTHROBEHHA HCNETYEMOND METEPHANE B KOHTRaXTHYH CTORoHEDK natoparopai. PazpaboTea MeTogoe vonwiTa-
HAH WK WE BEINGMHEHAE MONYT DT BRNONHEHB] EEK B MECTHON, TEX H B HOHTREETHOR NabopaTopuH.

YeailaMuA, oTHOCAWMECH K 5.3.1, nepeuncneHue ¢

Brifop TECTOBRRIR MWKDOORTHHMIMOE AMFA BCCHE0oBSHAR MAEPOEMONOMMHEckon HHAETUEAWAH AomeH Geime nog-
Teap#aeH. MeTogel, nognexawmwe STTECTALMM, BEMHEMT B CROR.

1) BeIpAWHEAHAE, DOCNYSHBAHME W NOOCHET BLBPaHHER MHUEPOODIEHAIMOE;

2] NnoaroToery CTORKOND MHORYMATE W3 TECTOBE MMEDDOHEHKIMOE,

31 MHOEYNALMAK MAKROODTEHAIMOE HE HOCHTENL. MHOKYMALMED HE HOCWTENM CREgysaT BLNCNHATE ONPE0EnSHHEIN
H BOCNPOWMZB0OHMEN cnocoBom. BnmAHKS BeICYILMBAHUA BHOKYNATE W XPBHEHWE HOCWTENA (B ONPEgeneHHLE YonoBss-
Ax} HE WHIHECNOCOOHOCTE OPTEHKIME M 8rd CONPOTHENAEMOCTE CTERMNMAYHILEMY SMEHTY O0NsHE BbiTe NDHHATEL BO
BEHHMEHIEE. HOCHTENA HE DONMHBl HE CHHEATE, HW YOWIHESTS J8ACTEME CTEQMMAEYVIOWED SMEHTA HE BHORYIHDOEEHHERS
MHKDOOP S HA N,

4) RONMYSCTERHHYED OLUEHEY MHAKTHBALWMY MUKDODOrEHMAMOE HE HOCHTEAAK, NOOEERIHYTEY BO3OARCTEMN CTEOW-
NAZYHOLWE D SMEHTE, W BOCCTAHOANEHMA MARDOORTEHWIMOE © HOCWTENSR, NOOSSEHYTHE BOS0SACTEMI CTEDHNMIYHILEn
ArEHTA.

Mpumesanne 2 — CM. TACHE NRHMESEHRE 1.

YiaaammAa, oTHoCAWMeCA K 5.3.1, nepeuyncnedue dj

MoonegoBaHwR, NROSOOUMEls ONA CODEETERHIELUMN CTEpHNMAYIILErD SreHTa, MonyT OuTe BRINCNHEHE Ha nado-
paTopHOoN OBoPYOOBEHEH, HE RMOSENK HNA HA OBLIMHOM DY THHHO kenoneayamon obopyaoeas. JnA gasnod caryagua
TREEYETCR OOCTATOMHOE ONPEOSnaHne CTERHNIAIVEILIEIT BreqHTa ¥ obopy0oBaHKA ANA MEPaHTHROSAMHOM abacneqeHIER
BOCAPOMIBOOMMEBLL YEROSMA.

Cnegyet yOsnuTe BHUMEHNE BOCADOHEBOOMMOCTH NOOroToEsr 1 pabors ofopygosasa, MOHWTORKHTY W EOHTROMH
NEPEMEHHEE, CNOCoDHLI NOBNMATE HA PEAYNETAT WECNEL0BAHAR MUEEPOBoUROHOR MEAETVBAUMK. Paboqua acnanTkl HHakE-
TWUBALUMOHHEN HCCABADEAHKA MEHAKITCR B COOTBETCTEMM OO CNOMHOCTER CTEPUMMEVIOLLEM SraHTa WiMNK abopy10BaHWA.
Hanpymep. MHAKTHBALMOHHES HCCNEOOBEHMA © SEOEMM XMMAYSCKMM CTEDHNMIYEOLWKEM BrEHTOM. BRINOMTHASMBIE B Mpo-
CTOW CTEENRHHDN BMEDCTH, DyoyT No ceosd NpUpOOS repaans MeHses CNOHHBIRH, S TEEHE HE HCCNS0oBaHWA G ra0acd
NNE3IM0E B KIYSCTES AraHTa.

HeagarcrmMo a1 SROsHOCTA NOQIoToRNE ANA KEHE00M0 MOCREgoeaHis DomHE DeITh JOXYMEHTHROREHE. Mobbie W3-
MEHEHWE B NOSMOTOEKE W WX BMARHWE HE PEIYNLTATE MMEPOSOLMOLIE MCCNES0EEHWA Jon#HE BeiTe OLEHEHBI 1 DOKY-
MEHTHpOBaHE. Fabora ¢ obopygoBaHuan 1 BLININHEHHE HCCNEOOEaHMA NPEgnoHTRTENEHD O0MHHE BhiTe NROSESEHE]
B COOTHETCTEMW © NPESERpUTENEHD YCTEHOENEHHEMA Npogggypamd. JadHes, onpegsnAlwme YoNoEWE BOIOEACTEMA
CTERAMAIY LS SMeHTa, QOrHel BeiTe 33NMCEHE BMECTS C MUEPOENONOrMHScEMMA 1 NOORIME O0YIAME H3MEDEHHEMA,
COAMNAHHEIME B 2008 KCMNEITAHHA.

YialaMuA, oTHOCAWMEeCA K 5.3.1, nepeyncneHue &)
HeT gononHMTensHEIE YRE3aHAN.
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YrazaHuA, oTHooAWMeoh 5.3.1, nepeyncneanuwe f)
Her aonoiHU TENLHLLE YES3EHAA .

YrazaHWA, OTHOCAWMECH K 5.3.1, nepequcnedne g)

Mepag Ha4anomM moboM MCCABA0BAHHA MUEPOGOLHOHDN HWHEKTHESLMY HeoDooouo rapadTUpoBaTs, YTo HA pae-
FYNETAT MCCASNDBEEHUA HE DHEMYT OTRMUETENEHOMD BNUAHNE MUspaSoUuoHee mnM MukpoSoctarmdsqes addsrie ui-aa
NepEHDcE CTERHNMIYIOWETD reMTE WY NEOWISOIHEX OT &M OCTaTHOB B CUCTEMY BOCCTAHOBNEHWA. Takde 3dubenTw
MOTYT Gl Th YMEHBLUEHE! 38 CHET:

1} pE3BEAEHWA CTERHNWAYIALEID BIEHTS;

2} yOANEHWA CTERWANWMIYHHMLEND BTBHTA:

3} HEFTRANWAALMK MUKpABoLUKOHROND MNH MARPEODSTATINSECHOND OBHCTEWMA CTERMNWIY BT SMSHTA NPW Bro pEaEk-
LHH C COOTESTOTBYHILLMM S0YTHM SrEHTOM.

Ecnn BTopHYHEIR HOCUTENL, TEKDH KK KMETOMHAR KYNbTYPE. BCNONEIYHOT HEK JETERTOPHYH CHETEMY ONA BRMUBLLIMY
MCMNEITYEMEY OPFEHHIMOE, OTCYTCTEME BNMAHKA NEPEHOCE HE CHEMY CUCTEMY KNETO4HOR KYNETYPR Takse jonsHo Guts
yHTEHD. KOHTROME UWTOTORCHMHHOCTH TAEHE 400mEeH GiTe BENEMHEH ONA ONPEQEneHHE BNHEHMA CTEQHNRIVIOWETD araHTa
HE CHCTEMY ENBETOHHOR KyNETYDbI, BCNONEIYERyES ONA O0HAPYVHEHMA HCNBITYEMBIX OpraHuamcs. B qononsaque & atomy,
OFA OOKS3aTensCTEE (YHELHOHAABHOCTH KONWHECTEEHHDN OUSHEH MO#aT OkiTh MCNOMNs30B83HE HArpysea 13 onpegensH-
HOHA CHETEME! KNETOMHDR KyNSTYPE, NPEgEapUTEnNsHD NOOBERTHY TAA BO20SACTENID QCTATOHHLEE YROBHER CTERMNARYRILETD
SrEHTA W End NMEHAIs0HER, BENW TAR0BRE CYLIBCTEYHIT, © HUIKMM YDOBHEM MUEDCOpraHramon (okana 10}

Bribop chcTamibl HEATPENKIAUWMK 388MCHT OT NPpMPogkl STEPHNAZYHIWE aredra. SdebestieHoCTe BelbpaqHom
HEATPRMHASYIO ST SMSHTa AoM%HE BhiTe NPOO0SMOHCTPWDOBEHE 00 H24aNa HHAKTHESUWMOHHE X MCCHBN0EaHHA.

E.5.3.2 Het SontnHITEnsHEX YHAIAHWA.

E.54 BoznencTEME HA MaTEpHaNk!

E.54.1 3707 nogmyHET pECCMATRHERET BOAJAACTEHE CTEPMAMIYIWLENI SMEHTE HE METEPWANE], HAMBANeE WHpoKDS
KECNONEIYEMEIE B NPOM3IEOOCTEE NPOOYKETE, NOONEXEWBID CTeprny3aund. JankHel BbiTe OLEHEHEI 1 EDETHOBPEMEHHEIS,
W 0OMOCpoHHEE NOCRESCTEMA BOGOERCTEMR HE Marepwans. Paccmorpenne B030eRCTEMA CTEQMNMZYEILWETD Ar8HTa HaE
NPoOyET NPUBEOEHD B paigens 7.

E.5.4.2 Paccrorpaque QonsHO BENIOYETE OUEHEY KPETHDE PEMEHHSL U Q0N CROHHLIE NOCNEOCTEWA BIMAHKA 2n&H-
Td HA METERHAITE NPH MHOMEDETHOM BO30SACTEMM,

E.5.4.3 Har qononHTensHE X YES3aHWA.

E.5.5 Be3onacHOCTL M OEPYEAHILER Cpeaa

E.5.5.1 HeT 5ononHUTEn:HE X YESIAHWA.

E.552 WCO 14001 conepsieT cnagriyEaurs ANA CHCTEMBbl MEHETHMEHTE OHpyEa0Wed cpeael. MCO 14040 co-
OEQHEWT PYROBOOSTED N0 NPOEKTHROSAHAR MCCNEODEEHIEA ONA OUEHEN HM3HEHHOM LHAEN.

E.6 XapakTepWCTHEM npouscca ¥ obopygoBaHMRA
Her aononHE TENLHEN YRS3EHWA.

E.7 OnpeneneHue npogysTa

E.7.1 B 370M NyHETE MINOHEHE CEESEHHA O NDOOYETES, KOTODBIE DECOMETDHEIRT NPH OUSHEE CTEQMNAZSLHOHHOTD
npousccd. CTEPHNMIALHOHHBIR NPOLECE S0MEEH BRIOEEBETE CTERANEHRIA, BEatnacHsM W dyHEUMOHANEHEIA NpogyeT. He-
HOTOPGIE YENOBWMA NPOUSCcCcE MaryT HEBRaronprATHO BAMATE HE LENDCTHOCTE MEOWMUMHCEHY W30SNAR W Mx ynanoess, He-
HOTOPGLIE YNAKOBOHHBLIE METEPWANLI W YCTPOACTEE MOTYT NPENATCTEOSATE HOPMANBHOMY XO00Y NPOLBCCE CTapHNM3ALMK.
MoaToMy NoANEsUT OUEHKE BNRARHKE CTERHAHIEUMOHHOM NROUECES HA MATEDWATEI, HE PACHETHEIE XAPEKTEDHUCTHER 1M HA
YNAKOBOHHEE KOHDHrypagny. Takyk aueHEY ChsMHO NPOBOOAT BO BREMA DA3paboTes NpogyyTa.

E.7.2 Npogyer momet Deime NOOBSE®EH DRANHYHBIM HAMPAXEHNAM MO BAHAHMEM QKR EIWER CREakl BO BREMA
CTERHNWIALNA, TEEMM, Ka% MIMEHEHWA JaBMEHHR, NOELIWEHHAR TEMNSDATYRE W HIMEHEHWA OTHOCHTENEHOR BNAMHOETA.
MpooyeT MOKET TAKEE BCOTYNETE B PESHUMK GO CTERANHIYHWMM BMEHToM wand ¢ nobem pacteopuranes. KosHcTpye-
LHA NpOogyRTa oornHE rapasTHEDESaTE, Y10 Gy HHUMOHENEHOCTE W B830nacHocTe HE ByayT yRygWweHs! nog BoagsicTBHem
CORMOESROND QHANS30HE YONOERA CTERpANHIaURH. DBMHD MEBKCWMANEHES IHSYSHUA YONOBMR CHMTIITCA HEHDoNBEWSR
HEFPYAROH HA NPOOYET, BRIYEA yNaKoEky. ECHW NPMMEHWRD, OUeHuBaaToR 3debesT OT MHOMKEDETHOM SB0a08RCTEWR CTe-
PHAMIALHOHHOND NPOUSECa.

[MpoeKTHRIE ODMYCHEM W HOHIHMIypau9mM
30 gHEHE BEMHD ONR obacneqeHrn ekt ueHOM BNYCKE CTERHNWIYEILLETD SMEHTE W 8ro pacnpenseneH iR,

CocTae MaTepuancs

BactHo BR0MpaTs MaTEpHANE!, OSMOHCTDRDY HILHE 30E8XBATHYH YCTOAHWMBCTE K KHMWHECENM B DHar-acEim name-
HEHWAM, BbI3LIBIEMEM BI30SRCTENEM CTERANMIYIIWEND aradTd Wand moboro pacTeOpHTENA B CHASEEMOM JHENEI0HE
YOUNOBEMA CTepAnyaauny. CeoRoTES Marepranos, teobxonmrme A yooBnNeTecpeHnA TRE00BaHA K EyHEUMOHANEHDC T
NPoOyETa, TAHME E3x (BHZMHECHER NDOHHOCTS, NDCHUUSEMOCTS, [(BW3NHECKHE PaIMEpPsl 1 SNECTMHHOCTE, OUSHWBESWT No-
CAE CTEPHNM3ALME ONA FTapaHTHE, 9T0 3TA METEQWANE NPUSMAEME! GMA HCNONBZOBaHMA. ABNEHMA OErpagaund (Tame
KK pAcTPECKMBAHKHE, NDABNEHWE XDYNKOCTH W PAZOSNEHWE HE thadkl) W2-24 BOIEACTEMA CTEPMNMIZLMOHHOND NpoLecca
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DOrmHEl BeiTe HOSHTHEHUMPOBAHL!, 8 YOTORYHMBLIE METERHANLL 40MHHE DeiTe cnaundmynposars. Matepwans Tasoke
OOnHHBl MOZE0NATE QOCTATOMHYED NEPE0AYY WNY NPOHMESHARE CTEQHIWIYEDWETD araHTE, 4Tobbl rEpaHTApOEETE CTEDMMGE-
HOCTE CTERHAMIPEMER NOBEPXHOCTEN M METERUANOE. MaTepuans J0nHEHE NOIZANATE BERNONHATE S3PAUKD {BCENA npy-
MEHMMO) 38 NPWMEMNEMOE BPEMA ¥ COXpaHRTE DuocoamecTamocTe. Matois anpeisnsHys OCTATRDE CTERANMIYKWEra
AraHTa 4amiHel BoiTe BRIOpEHE M BANKAWMPOBAHE BO BpemA pazpaboray npopysta. Ecnn npHMEHAMD, CUEHWBROT THGHE
athherT OT MHOMTEDETHOND BOANERETENA NPOLECCA STEANM3ELMK.

TpedoBaHWA E yNaKDBEES

DCHOBHAR Y HELAR YIEKOBEA TIPA CTEDMNAELHA MEOALAHCERE ME0BMHA 3EEMI0YSETCR B 0DECNEYSHMH GOXDaHEHWA
CTEQANLHOCTH MEOMUMHOEDI WA0ANHE B TEYSHWE BCEMD ONpeJeneHHorg ONS Hero Cpora ipaqeHen. Bo spemA crapune-
JALUMK YNEXDELS SOMTHHE NPOTHEOETORTE SEACTEMK CTEMMNHIALMOHHE YCNOEMA, HE OXEILEAR HETETHEHOM BMMAHKA Ha
ADLWES KIHECTED NPOYHTE (HANEHMED, BEIOBNEHWAE HACTHL].

Banes 0eTansHe=E TpedoBaHIA K yNEkoexe npueeneqs 8 MO0 11607-1 » MCO 11607-2.

Men exbBops CcTEpMNEHON BAPLEPHOR CHOTEME! ONR NPOQYETE, NOLIEKEWEN CTERMNHZELUNMH, ONPESENEHHEE Ba%-
Hels dhEKTOpE! HOHCTEYMPOBIHWA W NPOMIBOLETES DON%HE! O8iTe PACCMOTDEHE! B OTHOLLEHWH NPOUSCCE CTEMNM3ALMH,
NpegHaHaYveHHo o ans obpabori npooykta. Ecnu TpeGyatcs 0BecnesmTs NPOHWKEHWE Napa, 0cobyi BEMHMOCTE MMEST
NPOHMUSEMECTE YNEKDEEA GNA QSHHOA CTERHNM3YEIWER cpagel. JNA HENPOHHLESMBEE YNARoBOK [HEaNpHMER, nakoHoe,
AMMYN, 3NSCTHHHBE NEKSTOS] MATEPAEN W KOHCTRYELMA YIERO0ERM O0nHe ob8cneqnsan: agessarHeR NEpeHos CTEpn-
NAZYOLWE D SreHTa | NPOgyETy. ECNW YSCTED CTEANHIBLMOHHIN NPOUSCEE ABNRETCR YAANSHAE BO2OYKE, YNAKIBKE THK-
HE QonmHa obacnevueaTs YIansHWe W3 HES Boagysd Ges NoBpEsOaHIR ¥ PAPEIE0E. T8 YAC0TH CTEPHNEHDA DapLepHor
CHETEME! HNH ROMIOHEHTE. MDOOYITE, HOTORSE NESgHEIHEYSHE ONA NOOOSEEaHIEA CTEPRMILHOETH (HEnpUMep, npob),
OOMHHE APOASMOHRCTPHPOEETE CEOK CNOCOOHOCTE COXPEHATE LANDCTHOCTE B0 EPEMA W NMOCHS BOS08RCTEMR HE HHX Npo-
USEEA CTERHIMIALMIN.

DonsHa BeiTe MPOOSMOHCTPRPOBEHE CNOCOBHOCTE 38WMTHON YNEKO0EKY COXPDEHATE NPOOYET BO BREMA pE00TE ©
HIK 1 B4 BEEMA B0 XPEHEHMA W PACNPESEnEHA. ECnM 281UMTHEA YNAaK0ERa 0OmeHE BeiTe SECNOHWPOBAHE B X008 CTEpW-
NUZALMOHHOM NPOLECCE, T0 onmHo BeiTe J0K833H0, 4TO OHE cnocobHa ERgEQHETE BOIQERcTEMS Npouecca Ge3 nateapm
CEOER cNOcoOHOCTY A3WWLETE NpodyRT. Bones 1000, oMo OkITe NPOOSMOHCTRMOOBEHD, Y4T0 BIODHYHER YNEKOSKE HE
BMMAST HE QOCTHHEEHAS YONOBMA CTERHMNMIEUAM B KON BRNONHEHHR NPOUSCES CTEDMNMIALHK W 4T0 NOETODHAR CTapUne-
J3UMA, BONH TAKOEAA NOHASOEWTOR, HE NOBNHABRT Ha HAYECTED BTODHYHODE YNAKOBEK.

CnenyeT Takse YOandTe BHHMaHWE TpetoraHuam MCO 17664,

E. 7.3 Har aononHy TenbHsLe yEa3aHH.

E. T4 Har gononHw TensHss yEEaaHE.

E.E OnpegeneHwe npouscca

E.B1 Onpepsnedye NpoLScos BNONHADT G UAM: HAXOHIEHHA NADEMETPOR CTERMNMIALMOHHON NpOUesca, ko-
TOPEIE MOFBONRKT QOCTHIHYTE CHEUMMUAPOESHHB TPEGOBEHMA K CTEPUNBEHOCTH ANA ONPEgEneHBora npogykra Gea
OTOMLATETEHDID BOZISACTEMA HA Bro (IyHELHOHaNeROCTE. Tase obpaiow, onpegenaHie NpoUeccs BRIH-EET B oeln,
KEE MUHWMYM, 0B 4acTi paboms: OOHE HEaNPEENEHA HE OUSHKY BNUAHWA [BCIH THEOBDE CYLUSCTEYET) PROS BOIMORHBIX
IHEHEHNR NEJEMEHHBIX NPOLECCA HE NPOAYRT W yMEHOEKY, BETOPAR HENPEENEHE HE ONPeLaneHie NEpESMETpoR Npousecca,
XKOTOREIS OGBCAEYET YODEMETEOPEHE CREUWEHMUHDOBEHHEE TRE0OESHAR K CTEQUNEHOCTH NPOSYRTE.

Mockonesy CTEpUMMEELMA 0BLMH0 HE YMyHLUAST XEpaHTERMCTHRA NPOLYETE. BO BPSMA ONPEOSNSHAR NpOUStsa
CNE0YET TIWATENEHD BeiDWpars SHASEHMA 1 SOMYCHM LSS0 NEDEMEHHDNA Npouaccd. Kak npEerno, Te NEREMEHHEIE, ROmo-
PiE NP YEENMHEHWH SHEHHTENLHD yNyHwanT ek THEHOCTE CTERHNMIALHK B83 Yy QWEHER XBPakTEpHCTIE NPOSYRTE,
OonsHbl BaiTe MEKCHMHZMDOBaHE B0 BDEMA ONPEOEnSHUA npouscca. M Haobopot, T neapamMeHHLIE, KOTODRE NPH YBE-
NAHEHAM 3HEHHTENBHD YEYOLESNT XEPSKTERUCTHEM npoayeTa Ged nosbilueH R ek TREHOCTH CTEQANH3AUMK, JOMHHE|
Ok Th MUHUMAZHPOSaHE! BO BPEMA ONpagenaqdna npoacea. B onanHeHre £ 3momy, 8chd SyWecTayer nopor, np9 npess-
WEHHE KOTOROND HA0NKOABTCA IHEHMHTENEHOS YXYOWEHNE XEPERTEMMCTHE NPOIYETE MAM YEK0BEKN, TRHOR Nopor QorseH
Okl T AOEYMEHTAROBAH.

XOTA W HENATANEHD BRINAMNHATE DUEHKY BCEK DUHOBHEIX 1 3ELWTHED YNEEDEDK B X008 WCCMNES0EaHnin ONpeEgEnsHER
NpaUBccE, 310 HE Boerga eoasoctHo. B SonswuHcTES cny4ass cTepHNEHEA DapLEpHER CHCTEMA MOMST ¥ JONxHE DeiTh
HMCTANbE0BEHE B MOCNBOOBEHMAY ONPEJENEHUA NPOUSCCH, TEK KAK OHS MIKET BMARTE HE CHOPOCTE QOCTHMEHWA YUADEHH
CTEpIMM3aUr. Ecnm OnR 5TMX MCCNEOoBaHWA MoNONBIYETCA SHCNEMMMEHTENBHOE SCTERMMM3aUROHHOE abopyaosaHmee,
AT0 MOKET HE 43Th BIZMOHMHOCTA NOOCDpPaTE IZWMTHYID YNEXKOBRY, KOTOPEA MOMME Obl TEKHE NORMNHATE HA OOCTHHEHKES
YOoNOBMKE CTEpMNMzaLHY. bonee Tora, shthes THEHDETE CTERHAMIEUMOHHOND NPOUSEcE MOKET 38BMEETE OT ROHDWYPELMK
JArPYIHH, BE MACCHL, MNOTHOCTA ¥ T 0. [0 3TvM NpAYMHaM $ENETENEHD BRINOMHATE MCCNES08aHNA NG ONpenanaHii mpo-
USECCE, [OE 3T0 BOIMOHHD, Ha obopygoeaHen, sOTopoe B JansHeAwen DyoeT pabaraTte © 2arpyInoa. XOTA BENWAHKE CTEDW-
NNZALWOHHOR 2arpyana Gynar OusHEHD B0 BEEME BANMOELWK, PEXOMEHOYETCR MPOBSSTH 810 DUEHEY K8K MOKHD PaHbLe,
Ha cTagMe paspabore, ecnM 310 NpaETMHECKK BOEMORHD.

E.B2 Crepurm2ayraHHeR NPoUecE onpegenseTcs, BasMpyAce HE HHEKTHBALNK MAKDOOPIEHWaMOE. 3 TE MAKDOOD-
TEHIEME! MOMYT BbITh K8k SCTECTEEHHEM 387 PRIHEHWEM HA MPOOYHTE, TEK M KOHT PONGHEIMEA MAEDOODMEHA3MAMA, NpS0CcTaE-
NAKLLAMK TEEYED 38 BONBWYED HArpYERy 4NA CTERHIMIALHOHHDID NPOLBCCE, KEKYED MOMET NPESCTAEMATE BCTECTEEHHERA
BuoHarpyEa npodyeta. CyllecTeyeT, 0OHak0, ONPEaanesHosE “Heno CTagua onpeganasiis thfekTHEHOCTA NpousceH,
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HOTOREIE S0#HEl BhiTe BRNONHEHED GNA NONYYSHAR YESDEHHOSTH B MPAEMNEHOCTA BaiGopa napameTpoe npouscss. Eonr
AoM#EHE OBITh MCNOMNBIDBEHE DHOMOrHSECHHE MHEOMEATORE, 3TH CTE0MW Dy0yT BHNE-aTE B CabR apiBop Suonor-eckus
MHOMKSTOPOR, ONPEOanaHis 30H, HaWGones TpYOHD NOOSEOWWACA CTERHNMIELNK, OLEHEY NETANEHOCT B 3THX 30Hax, a
TARHE OUEHEY BIIMAHNA YNAKDEXKW M KOHEMryPa0MK 380y 38M.

Ma OManaioHa 3Ha4eHNE N3VSEHHER NEREMEHHBIX NPOUECCE QNR BOEN NPOWSCCHEIX NEPEMEHHLE, HDOME DOHOA,
Son#Ho GeiTe ONpEOSNEH0 SBAMHETEEHHOE IHEHEHNE © COOTBETCTEYVHILLMM gomycxom. DEeHH0 NPoUSCCHAR NEREMEHHESR,
HOTOPEA HE DNPEOBNAETCA — 3T0 BpEmA. [N8 Nony4eHdR KPHEOR BhIXMEASMOCTH BRINONHAKT CEQMH WMCCNEgosaHdn,
HOTOPYH SECTPANGNMPYIOT A ODECNEYEHWA NOMHOMD ONPESENEHKA NPOUecca. PopmMa KpHEDA BEEHEABMOCTH MOMET OT-
FWHETREA OT TOH, KOTOPEA HEANKAANACE B NPeQEOYLME HOCNEO0BEHMAL ANA KADELTEpAEEaLMA CTERANHIYHILLEM SraHTa.
Hanpumep, EpUBaA BRHMBSEMOCTH, NONYHEHHEA BD BREMA XEPaETEQRIEUAKN, MOMME WMETE BHO NDAMOA NRHAK. 310
rMosHD Bhing omuoars, KOrga NapameTpes NPOLSEcca HNHOCTE QOCTUIHYTE K HaYany qrasel SHENO3A0MK 1 NONHOC TR
cOpoweHel 8 KoHWE dasel creprnaaume. DOHEK0 DY M3MEPEHAN HHEETHEILMA B HaMBones TPYOHD CTEpMNHIyaMom
MESTE NPOUSCOHEE NBDAMETDE MOrYT BeiTe HE NOAHOCTERY OCCTHIHYTE B HIYENES NPOLECCE W HE NORHOC TR0 COpowets: &
BT OHOHYEHWH . 3T0 CNYYaK, THIMYHBIR 008 NPOUBCEOR, BEAHHENWME B cebi HArpes WNW BNYCE M NPOHMEHOBEHWE [E38.
B nogabHe ciyass athrheRTHEHOCTE CTERHNHIYKNLENT areHTd By08T B03pACTATE GO BPSMEHEM W KDHBEAR BeIMHEBASMO-
CTH Oy 0ET HMETE BHO BOTHYTOR KPHBOA OTHOCHTENERD OCk X, COHEKD HI B K2K0R MOMEHT BREMEHN CKOPUCTE MHEKTHEE LMK
HE wmHaET Baime Gonele TOR, ST0 HAOMKDOANACE BO BPEMA WCCMESO0SaHMA © USNs KEpakTepraauny. W HaobopaTt, acne
NPOUSCEHES NAPEMETEEl YMEHEWST IHTHEHWE B0 BPEMEHK, MHUEROEBOUHOHEIR athd=rT CTEpMMM3yHILEnD aredra Gyger
YANOWATECH W HOHEER BELEHHESEMOCTA NEMMET BHO, BRINYENLIR OTHOCATENEHD G0H X B 370M cry<as pUcK Npd npeackasa-
HHM KCHESHEIE TOHEE CTEHOBMTCR Sonsws 1 pekoMeH0yeToA DUSHATE A0V IHE 3HIHEHKA NROUSCEHENY NEPEMEHHBIX.

E.8.3 OnA exGopa Deonore48cior HHQWMEETORE CNegyaT NpoeecTy obanp GaHHE, NoNySEHHBIE NEW WCCNegosd-
HHFX MAEDODHONOMAYECKoR MHEXTAEALRN (cr. E.5.2]. Broncir-ecxiil HEGHEaT0D OOMBHEH BMETE OTHOCHTENEHD BhICORYHY
CONPOTHENREMOCTE K CTEPRIASYHILLEMY BIEHTY M0 COESEHEHMH & GRyTHMA MUEDDORTaHamanH. B QononHEHKS K aTomy Hi-
FEY3EY, NPEOCTASNASMYKS DWUONOMAYSCKMM AHONEATOROM, CREgyEaT CREEHMBATE C© DWOHANPYIKOA NPOOYETE W, SCNW 378 HE-
rpyaka Gonswe, Yek GUROHAErEYIRS NROOYHTE, BHONore-ecEdi MHONKETOR MOCHHD CHATATE NOOXOORWAM 0NA ONpenansasi g
NPOWECEE W NOCNEOYHILME BENASEURIHHEY RCCNE0OEaHNE. XOTA W HET HEOBXOOMMOCTH B CNPENanasdid 3Ha4eHMA D ons
KAAA0r0 HICNATA SMOHEMNDYIEH, BEMHO DUSHATS HarBonas pesMcTadTHY K SECTh NONYNALMK Buonorsackan karpya. Or-
HOCHTENEHAA MHAKTHBEALNA MOHET BhiTe OUBHEHE 4&pa3 CTYNSH-ETos BOINSRCTEVE CTERHNWMIVIILWErD SraHTE.

Korga BMonor4ackdl BHIMEETOD BeIDpEH, yoTaHEENWMBEHT NOQXOOALLES MECTD M0 DECNINESHNA BHYTDH NPOgyE-
Ta. ONpenensHie ¥ yTESEHMOSHWE FTOM MECTONONCHEHWA MOMyT OiTh OCHOBSHE HE SHCNSPTHON OUEHES CTERHNNMISLH-
DHHOMD NPOUESEE W QORYMEHTHDOBEHHOM A50CHOBEHWK TOM, NO KSK0A NPWYYHEE DAHHOE MECTO ABNAETOH BOMHCTEEHHLIR,
ros ByayT NonHoCTEH QOCTATHY TRl YCNOEWA CTEEHNMIEUAE. ECNK TSKO0E SOHHCTEEHHOE MECTD HE MOHET DbITh YESPSHHD
YHAZEHD, TONA CNEOYET DUSHWTE HECHONBED MECT, B EOTOQLIE MPSOnonosaTensHe Hawbonse cnosHo oBscneduTs yo-
MADEWA CTERANM3AUMY. BUONOrMYECEME MHOMKATOPE PECNONATEET B KSS00M M3 3THY MECT BHYTPN NEOSYETE W NpOgyET
NOGBEDramT BOaNSRCTEMI HECKDNENNE CTEMHANMIAUMOHHE npouacoos. Mecto, rge nocrosHeo Habnooaetcs Hanbone-
LUEE YACND BeSWELLIMA MAKDODORIEHWIMGE, S0MHH0 Beime BiDpaHo B Kka4acTee ToSEK © HAMDDNEE TRYOHO O0CTVHAMBIMK
YONDEMAMH CTERHNKIALAN.

E.B.4 Het nonanHiTénsHbE YRaZaHHA.

E.B.5 HeT nonanHuransHeE YRAZSHHA.

E.B.6 Het oonanHurensHels YEAZaHHA,

E.B.T Het ponandurensHile YEI3aHWA,

E.B8 Ecnwv ousssa pMoka ONA 30p0BRR, BRMONHABMER B COOTEETCTEMM G Tpabosanvamn B8, obhapysmeaer
DOTETEA CTERMAMIPHILERD SrSHTa, ONA KOTODOMD A0NHHE BRiTe YOTAEHOEMSHR QOMYCTMMEE NPegans, Onpensnasqe npo-
LBcodE AomsHD GhiTh HENPASMASHD HE MAHEMAZEGME CYWSCTEOEAHWUA TEXMY QUTATEDE HA NDOOYKTE WM BHYTRH HEM o
cofmoneHren cnegwdryrpoBaHHL TReGoBaHKA K CTEpANBRACTH. B QONONHEHKE K 3TOMY BOSMOEHO NOHAZ00NTER Bel-
MAMHATE ONPEgEnEHrE nocTobpaboTik ONA 0aneHaRWEerDs YMEHLLEHWR KINHMYECT B DCTATEOR © UEMNEH BOATH B cnayndim-
LMPOEAHHES Npagane. Ecnw moctobpaborka reabxonvma, 88 cnpsaennssT o BanWoapyssT k3K 48cTh CTERMNIM2aLHOHHDI
MOCUSGEE.

E.B.9 Ecnw npogykt gon#ed DeiTs CTERMMIAWS0EEH NOBTORHS NME0 B ESHBCTES YHCTH &0 MCNONbIOBEaHMA NO HaEHa-
YerkMke, NUBD NOGNS HEYLAYHOND NPOUECCE CTERHNBIALNK, NPWITOHOETE NPOOYETA W YNAK0BKH K NOSTOPHOR CTEprnMIaLme
M PEIYNLETATE B030EACTEMA NOBTOPAKILMACH SRCNOBALMA HE dyHHUWMOHANEHEETE NPOOYETE QOMkHel BsiTe MCCNES08aHEI.

E.B. 10 Har gononHuTensHs yERISHMA,

E.B Banugauun

E.81 Ofwan wHiopsauma

BaraaumoHHLe BCCNEdaBaHHR COCTORT M3 MAHHMYRM TRER DCHOBHLER SNEMEHTDE, K&K onvecana 8 E92—E 8.4,

E.B.2 ArrecTaumA modTaxa (1Q)

Ons Hogor aSopyaoEaHA BTTECTALMA MoHTaME (1] HE4HHAETCR C ONPENanasns NpOEKTHEE TpeDoeaHnE, Tpebo-
BAHME K 2auyNks W TpedoBaHi K MaHTaHy, ATTECTAUNS MOHTaE BAsMpyeTcH Ha cneundiEagHRE, HOTORRIE TEEREH Ty HT,
Yo TReSoBaHMA K KOHCTDYEUMA M K MOHTENY BeINOMHEHE, ATTECTALWA MOHTEHE S00HHE BbITs QUXYMBEHTHROSSHA. 3 DOKY-
MEHTILMA DOMMHS BENOYETE B CEOA SEETEHM 1 nOgpoBHOCT B8 ROHCTEYHUMOHHEIE MATOPHENOE, PAIMEDOE H QONYCHOE
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KEMEDEL B KOTODYH DyOaT NoMESHE 3arpyaka (aone NEHMESHAMD), NODOSPEHBREIWKME 1 MATR WML COES W BCTOHHIEDR
MATEHAR.

Peaynsrars STTECTALWN MOHTAXE OONEHE BhITe yTEEQHEOEHE NEPEN BbINONHEHWEM ATTECTALUMK 3HCANYATALMM
[0 oBopyOOEAHMA.

E.8.3 AtrecTauMA axcnayaTauns (O0)

ATTacTaguR Ikcnmyaragyn (O] cooToMT M2 SOEYMEHTWDOBAHHBIX WENBITANMA 0DopyQOEaHNR B NPESENSY 8ro
CNRUAHMUMPOBEHHEIL ¥ YETAHOBNSHHEIE PADOYNE QWANE30HO0E QMR NPOBEPEKM HENpepesHoR paborocnocobiooTr, Arte-
CTEUMA JHCAMYSTIUAW ZOMHHE Beime DOKyMEHTUPOBEHE W YTESPRGEHE NEped BeINONHEHNEM STTECTEUNH SHCMNYaTapy -
soro obopygoeasms (POL Joky MaHTan@ma QonsHa BENEHATE NOOpoEHocTi PRDOTEl CROTEM TRER0, CHCTEM MOHWTORKHNE
© QONYCHAMKM HE pEakyvn @ tpebopasnamg £ TodsocTi, padodrs npenans Bood HpUTWSBECHHE NEQSMEHHEN NPOUSSsa W
NpOESpEY YOTRONCTE W iy HELMA BEaonacHooTA.

E.B.4 ATTecTauMA aKCnAyaTHpyeMoro obopygoeaduA (PO}

E.8.4.1 Her pononHuTensHbls YEIIAHAE,

E.9.4.2 ArTecTaywa SLcnnyatipyemMoro abopynoearvA (PO cootonT 913 OOKYMEHT HDOSaHHER MCNETEHWA, BeINan-
HREEMBIX AMA NONPHEHRA YEEPEHHOCTH B TOM, “TO KOHEYHBIA NPOSYET, MPOMIBSNEHHEIA CneuathiUMpOBSHHEIM NROUSSE0mM
Ha cnagudMyWpoBaHHOM OBopENoBEHMN, OTBEHaET TPEDODBAHEARK DEIONECHOCTH, KEHBCTEY W PEDOHIM CaparTEPMETHEAM.
MononsinsaHes B HENBITAHURY NPOOYHTE, BENONHABMOE TEM 3E CNOCoGom, 4T M NPH PYTEHHOM 8r0 HEnoNbI0BSHNM, RE-
NABETCA BEAHLIM AEMEHTOM 8T TECTALMW 3KCNYaTMpyesmaro obopygoeasns [PO). B gononHeHye K npagyety mMoryT OeiTe
HCMONBEI0BEHE! 1 GOYINS MATEDWANE, YTODR MosHO Beno COCTAERTE CTEQHNMZALHOHHYH 38EYIKY.

E. 843 MpogyeT, MCNons3vess@ Npe STTECTAUMA 3ECANYATHRYaMorD ASopyO0BaHIUA, YNESKOBRIBAETOA TEM HE Cno-
cobomM, KOTOPBLIR J0M#EEH KCNONEIOSATECA B PYyTHHROW paboTa, HO QpY e MATERHANL], TEKE HCODNBEIYEMEIE NDW 3T TECT-
LM SHEAMYSTHRYVEMOD O00DYOOEEHWA, MORYT HE TREODEITE YNAKDELIBAHMA TaiM cnocoam. MaMeHaHHE nepemMeHHBbIx
Npouecea, CcrocobHsR NOSNWATE HE KES4ECTED YNEK0BKA NPOOYETE, GOrHHD DT YECTED HENBITEHHR,

E.89.4.4 Her nononHeTensHbE YEA3AHAR,

E.8.4.5 Her pononHuTensHbls YES3aHHI,

E.89.4 6 Her nontnHeTensHbiE YEAIAHNR,

EB47T Her pononHuTensHble YESIAHAI,

E.Q9.4 8 Her nontnHeTensHbi YEA3AHNR,

E. 949 Her gononHuTeneHes YEAIAHHK.

E. 8410 Har gononsvTansHsx yEEaaHw .

E. 8.4 11 Her oononHUTENEHBE YES33HA,

E.84.12 Har gononsvTansHsxE yEEaaHwd .

E.8.5 AHanui v yTESPHOEHHWE PEYNETATOE BaNWOaLIMK

HeT gononHMTensHEIE YESISHHA.

E. 10 Tekywre MOHUTOPHHI W HOHTPONR

E. 1001 TarylwHe MOHHTORHHN 1 KOHTDONE CTERMMMIALHOHHEIR NPOUSCCOS OCHOBAHE, B NEPEYVHD O4SPedb, HE WaME-
PEHWMH DCHOSHEX NAPAMATI0E B #0458 CTEQUMM3BUMOHHON npousced. MomeT noTpedoBaThcH NOOOSPEEA 3THR HAMBDEHWA
NYTEM HENONEI0EAHMA DUONOIMHECKHE KM XUMAYSCERS AHONLaTOR0B.

Mpouenyps TEKYLLEEN MOHWTORAHIE W KOHTRONRA HeoBxo0umel ONA YEEREHHOCTH B TOM, 47O NEpaMeTpbl CTEDMNM-
JAUMOHHOND NPOUSEoa HAXOOATCH 8 YOTAHOENEHHEIR NPSGenas B TEYEHNE STTECTALUMA SKCNnyarmpyamom abopynosaHrA
(PO 39 npousoypel A0NEHE CNHCHEATE MENBITAHAR W NPOESEEK, W NEPALOWYHICTE, © ROTOROR 3TW HCNBITAHAR A npo-
HEPHA CREgyET BRNONHATE.

E.10.2 B o0n0nHEHHE K CRAZAHHOMY DNPESEARET TOHEH HENOOPEACTEEHHEIE ASRMED0E ANA TEXYLLET MOHWTORWHIE,
TAKME BE, HEK MBECTA DACNONOHKEHNR BRONDIMHECKE HNE XMMPHBECEHE MHOMESTOpoB. TpasMnesocTe Bxbopa Toder Tarny-
LEED MOHWTOOWMHIE W MR HENanbIyes yOTRONCTE ANA MCNETEHKA NPOUScES qonsHa DuTe goxadada (o, 9.4.4)

E.10.3 Het gonanHWTensHelx YEAZAHHA.

E.10.4 Ecnw npogykT CTERMNMInEEH NOETORHS H23-38 TR, 4T0 HEYANEHDE BOYeAcTERE CTEpMNMIELADHHDTD Npo-
UBGoE BRDOOAHNG 38 NPEgensl e cnagsdueaund (o, Tarse E.8.9), 3anMce 0 NEPEMHHOM CTERANMIBUMEHHOM NROLSsE
DorekHE ObITh BHECEHS B J8NKMCH & CTEQMNHZAUMA PHD0 HE HES 0onHE DeITe COENAHE CORINKA.

E. 1.5 Het gonanHWTensHels YEAZAHHA.

E. 106 Her gonanHWTansHels YEAZAHHA.

E.11 Bwinyck NpooykTa NOCNE CTEPANTAIAUNK

E.11.1 Ecrm CTEpMnMIgauMoHHER NPOUSEE, OSACTEYIWNWA 8 NPESENa) yEa3gHHEN QONYTHOE, NPOOSMOHCTDHRoBAN
CEOH AP HERTHEHOGTE M BOCNPONIE0IMMOCTE, TO NOSTEERHOSHNE TOMD, 4T0 NAREMETPRl NPOUSTEE HAKDOWMHCE B CNEUM-
HMUMPOEaHHBLEE NPESENEE, NPUHUMAETCA KAK ODKS3ATENRSTED ANEKEETHOCTH NPOUSCCE.

PaanwsHea dhapmaroned cneuuhuUPpysiT ACNETEHWA HA CTEPHNBHOCTE, EO0TODRIE MOTYT ObITh NPMMEHEHB ¥ ab-
DA3LEM, MFLATLIM K3 NAPTHM NPOOYETE, NOOBSPIHYTOR STERANHIAUMDHHOMY Npouaccy. LaHHOCTE BRMONHEHNA TEHAX npo-
BEP0E HE CTEQMMLHOCTE CIDEHWSEHE Mo NPWSAME Yy BCTEMTENEHOCTH MaTona. Hactorwmia crasgapt Be Tpedyar npume-
HEHWA MPOEEP0K HE CTERHNEHDCTE. DIHEXD, S0NH HAMDTOEHTENL CrauMdrurpoBan TaKy NPOBEQKY KESK HACTE KDHTEDMA
ON# BbIMYCHA MPOOYETE NOCNE CTERANHEEUAMH, NDOOYKT PACCMETPMBEANT W 00pabaruiaamT kg HeCOOTESTCTEYHILLMA, E6ITH
KPHTEDHA NPOSEEEH OKEEYTOH HEOOCTHAMHY THIMH.
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E.11.2 MapameTpu4Ecdi BeNyCE SEMASTCA DSKNEPEUHER A0EKEETHOCTH CTERMNHMZALME NPoOyETa, Basvpyowen-
CR HE HEMOCPeOCTESHHDM HEMEPEHHA 1 OUEHES Napamear pos npouscecd. JnA napaMeT pHHEckong esnycka He Tpabysoros
KM oOpa3us NPOgYETE, HA HHOWEETODRL

JonycTHMOCTE NEPAMETRHSECHONT BRIMYCKE O0N#HE DhiTe NPOOEMOHCTPMPOBEHE B X008 paipadoTe ¥ Bannaaume
CTapHNkIaumoHHoro npousced. AnA Toro 410be GeiNG BOZMOMHD NpUMEHEHWE NEPEAMETOWHECKDND BRNYCKE, BCE Napa-
METHE! MpOUSCCE SOM#HE ObiTe onpegensiel ¥ OelTe O0LEXTOM MOHMTORWHIE; ONA BEMYCKE NPOOYKTE 3HE4EHWH Napa-
METPOE NPOUSESEE OADMTsHL NEHETs B NPEaenas cnaywd iusposaHHsx gonyckos. MNMapaMet pdeckei BenycE MoseT Buims
NPUHMEHEH TONBKD TOMGE, KOTOE BCTe GONEWOR ONbIT HCNONBI0ESHWA NMPOUEcca CTeprnuagund. OBeMHD BOZMOEHOCTE
NApAMETPHYSCKOND BEIMYCHE OUEHHEAETCA BONbLIER YACTLH GNA ONPEgEngHHON CTEUMM3ELWOHHOM NPOUBCCa W onpe-
OENEHHOND NPOOYKTE, Y8 ONR 0BLWEerD NpUMeHEHHR.

E.11.3 Ecnu gnA BeINYCEE NPOOVETE O0NEHE BT MCNoNsaosaHel BADNori4ecks HHGHEETODEL, 33NHc O GHan-e-
CHHX NapaMeTpas MpoUScca W PezyNETaTE NPOBEIKA MHOMESTOPOE CNEOYET CPABHMEETL OMA SEMOHCTREUHA 3ddbeKTie-
HOGTH MPOXGHOSHAR CTEQWNHMEEEHOHHOIT NPOLECE.

PyroeogoTen no BRB0PY. MCMONLI0BEHKH M HHTEPRMESTEUWMH PE3TIETATOR BHONari4Eckny MHOHKETOPOE NPUBESEHD
g MCO 14161,

E.11.4 Heyaa4a B QOCTVHEHNA NPOUBCCHEIE CRELREHEEUMA MNK HECNGCOOHOCTE HHOHEETODE YIDENSTRORHTE &I
cnegudmuUMpoeaHHLE TRefoBaHMA OONEHE NDEB0OWTE K NOMEWEHAK 38T ROHYTEID NPOOYETE B KBPEHTHH 1 NDOES0EHWH
pACCNEQDEEHMA HEYOSHOM npougcca. JeRcTERS, NPEgnpuHAMEEMBIE BOD BDSMA PECCNES0EEHHR, J0MHHE DhiTe O0KY-
MEHTHPOESHE!, 8 pe3yNLTaTs PECCNEgOBaHWR 3anHECaHs.

EcnW napamarpel NPOLScca HEXDOATOH 38 NREDENEd 1 cnEyud UM OBEaHHSS JOMYCHOE. NPOOYET HE NOOEHAT
ermyCky. [MPooysT NognesaT OUSHRE B COOTBETCTEMH C Npousoypasa obpaboten HecooTseToT By KMLERA mpogyku#w, Pewe-
HHE OTHOCHTENEHO PEIMELWEHIEA TAKOM NPOJYETE SONEHO ORiTe 3aNHCIHD.

E.12 Nopgepsanwe adpexTMBHOCTH Npoyecca

E.12.1 Obwume TpeboBaHuR

Her aonoAHU TENBHLL YES3EHAA.

E.12.2 Neperkanubposka

Het oononHUTENBHER YEI3EHWN.

E.12.3 Obcnysueanwe obopyooEaHMA

HeT nononHUTERABHEN YES3EHAA.

E.12.4 NepeatrecTauuA

E 1241 OAns 38wuTel OT HEYHTEHHEIX KM COYSaMHED MAMEHEHAA CNEQYET NEpHOOQAHEcEE NOSTOPATE BeNONHE-
HHE STTECTALMA YCTAHOBMEHHOM OBOpYSOEEHWA, IHCAAYETALMH, JKCNNYETROYEMOND 0BopyODBAHMA YECTHYHD WO Non-
HOCTEHY. MHTEPEAN MEmdy NEpUoOaMy NEPEATTECTALMM aorsked OeTe ONPensnsaH MocxXoos Wl NpUponbl CTERHNIRIELINOH-
HOFD MPOLEcca 1 HONAHECTEE OOCTYNHLL QEHHEX NRPOUSCCH. MIHTepEan MOMET MEHATECH C YHETOM WCTOPHHECENE JaHHLIX,
SEMOHCTRADYVOWAY BOCNPOMEBOQHMOCTE NPOUECCE M COOTEETCTEME NAPDEMETDOE NPOLECcE YOTEHOENEHHEM cragudm-
KAYMAR. DBRMHE NEPEATTECTAUMKY CNEdysT BRNONHATE MMO0 &0 cnegrdmueposaHHOR CTEQMMTM3ALMOHHON 3a8TPYIRaE,
nWdo & ONpegEnSHHEIM NPOAYETOM WNK 8rg MMuTatopon. DOHER0, 8cny NapaaTracTauHA abHapyHUEEET MIMEHEHNE B
NPOUECCE, MOMET NOHAN00HTECH BRINOMHEHWE BTTECTALWW JRcnnyamipyeorn obopygosasas (PO).

E.12.4.2 Peaynerarts npeQsayUdy BANMOSUMA 1 NEREaTTECTAUNR O0NHHE BeTe PACCMOTEEHEI NPH NPEHATHA pE-
LIEHMA O NPOLE0YPEe NEPeaTTECTEUNMH.

E 1243 Jandeie nepeattacTauwy Qon#Hsl BhiTe CRABHEHEl © JANWHCAMK MEDEWSHOR BENMSEUEY (4 mobeix no-
CABOYHILME NEPESTTECTAUWA) 4NA NOSTESEHOSHAA COXPEHEHHA HEHANEHEE DAD0HHE XapakTepucTye. 370 CPaEHEHWE
cinerqaeTon HenoneoeaHneEM obwars (yHuuurposaHAon ) OpMETa ONA OTYETDE O BANKOSUHKE W NEpeaTTEcTanMm.

E.12.5 OueHra HIMEHEHMHA

MprmMeYaHWE — CHCTEMY HOHTPONR AIMEHEHHE HCNONL3YEOT DA ONpESENSHWA HEoBEoaMMoCcTH NOBTORHOR
BTTECTALMH BHCNAYETALMA KWNWM STTECTALUMH SHCNNYETHDYEMDID oDopyOoBaHns. ATTecCTauwA reobxonwma, ecnw crepn-
nuaauMoHRoe oGOpYOoEaHHE NOOBSRMOCE CYLUSCTEEHHER H3MEHEHIAM (SNNAPETHEIM WNH NDOCPAMEAHEM ] ANH 80N B
npousce (o, E1Z2.5.1) npogykr wnn ynakosey (ca. E.12.5.2) Beind BHECEHE! MEMaHEHHR, CNoCohHLE NoBMATE Ha 3d-
PEHTHEHOCTE CTEQIMMHZELNN.

E12.5.1 Hume npHeafeHs NpHMERs (B8 00R38TENEHD BOA0XNES TRBSHLUME | HAMEHEHHA, KOTORRE MOryT notpabo-
BaTL BhINONHAHWA STTECTALMW SHCNNyaTHRYeMom ofopygoeanus (PO), CnW OTCyTOTEYIOT QEHHER, OEMOHCTRHDYIILME
PHEHOIHAYHOCTE G0 W OGNS TAKMN MIMEHEHHR

a) OGopyA0BEHNE. UAMEBHEHWA, KOTODEE BMNHANT Ha cnocoBHOOTE nogoepameaTe coagwehryrpoBaHHEe napa-
METPE NPOLACCE, MMM WIMEHEHWA CTERMANKIY LA BreHTa WHNK BIo NpS0cTasnaH R,

b} Mpouscc: MaMEHEHHR B NPOUSCCE, HOTODEM MOMYT CYLWBCTEEHHD M3MEHNTE CNocoD, KOTOpEM OOCTHIENTCA W
ROHTRONMPYIOTCA NAPEMETIR NPOUSCES (HANDMREE, WIMEHSHAR B NDOTREMMHOM 0BECNESYeHd CHoTEME! YNPEsNaqns
NPoLUSCooM ).

) JArpyIka NpogyrLMe WM NROTHOCTE, HAMEHEHMA B NPESBARMTENEHD BAMHMMPOBAHHLE 385 By30HHB KOHGY-
PHUMAL. KOTORBIE MOMYT NOBAMATE HE NPOHWEHDEEHAE CTEQMMTMIYIOWEND SreHTa B8 Jarpy sy
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E.12.5.2 Hume npyBeeneHs NPMMEDPE! (HE OBAZETENEHD BOE0KBATEIBARLHE | MIMEHEHAR, KOTORBIE MOryT naTpedo-
BATE BRINOMHEHWA STTECTALMM SRCANYETWRYeMora abopynosaHnA (PO), Bony OToyTCTEYKT OSHHBIE, BEMOHCTRRDYHILLHE
PEABHOZHAHOCTE 00 W NOCTE TAKAX H3MEHEHWA.

a) MpogykT: M3aMeaHaHns METEPUANOE NPOOYRTE, K COCTABE MK TONWWHE, cnocoboB chopkk nponykTa, KoHGCT pyk-
UMDHHELX MK PECHETHBIX QOMYCKOE, KOTOPBIE MOMYT NOEMHATE HA 3EDEKTMEHOCTE CTERMNMIBUMDHHOMND NROUETCS.

Bl YNaEkoBKA: MIMEHEHWA B KOHCTRVELAKE YNEKDEKA, KOTODLIE MOTYT CYLIECTEEHHD NOENMATE HE A3nHeckne ceal-
CTES YNAKOEKA H ODCTYEHEHAE YONOBWA CTEDHEIELHM,

TaGnuua E1 — 3neMeHTs XapakTERHCTIE CTERHIMIYEILEID STEHTE, pazpaborsn, eanegaynn 1 TERYLWETD KOHTRONA

CTERAMASEUMOHHOND NPOUEcca

CTHEA CTeHANH-
AYHELEND BreHTa

NUIYHILWMAR ArEHT W ero
rMHEpoBounoHye 3
HERTHEHOGTE

AreHTa;
- M urpoboynaHas
HOGTE]
- BrmAHKE Ha mMaTepuan:

adebarTe-

DnErAHTE Hasnsuanne B NaHEHTE D TERTCTREHHEE CTOHOHE
Cucrama OBecnaqnTe  CTRYE- - MapeoHan 1 TREHWH, Boe cTOpoHbl B SECTH, Ka3CdH-
MEHAHMEHTE TyDy ONA KOHTEONA BOEX - DokyMEHTaUMHA: LWEHCH BhINOMHASMBIE SEEMEHTOR
KEHECTER STAMNCE CTEMANHISULMDH- - danwce;
HOM NpoUssca - NapacumoTp npowegyp;
- HoppegyWs
XEpasTopu- Onpenandte  CTEpN- - ONpagenesHe cCTEQRMAYEIWETD Paspatoraus CTERMNAIYHWERD

BIEHTA HIAMA CTEFANHIaUWMOHHDM
npoUeccd

ahcbsEK THERG W BOCIPO-
WIBOOWMD BO3MSRCTEO-
BATe HA CTEpWAHIEUWN-
DHHYH 3arpyasy

poopyooBadnA (PQ);
- AHANKWA ¥ YTESPHOSHNE PE3yk-
TATOE BNWOALHNA

- BEGOMACHOCTE W OREPYHALLER
cpeda
Xapakrapu- CnpenaniTe BECE - JrvcaHne npoueccd,; Maroroewrens  CTEpMnMaaUms-
CTHES Npoyecca’ | cTep nuEs WAoHHLH - Cneuntukays obopygoeaHueR; | oHHom oOopyguesaHds B COTpYg-
abopYOOBSHNA NpoUess W obopymoea- - Onpegenesne  BCMOMOMETENE- | HIHBCTES © paIpaboTHesom CTe-
H¥ie, Heobxooueeoe ans | Hom oBopynoBEHIA 1ty sk PHAMIBLACHHOM NPOUSCCE, BONH
B0 BRINANHEHKR Haobzoaumea
OnpegenaHmne OnpeaanThe mpo- - CneuahEALMA MpOOgyKTA; Marorosurans Npogyesa, mog-
NpogykTa IYRT, MOONEREILHA CTe- - ¥NARDSOYHLIE METERUARLL NERSLENT CTERHNBIELMA (1 W3-
PRI - KaqeoTeo npogykTa 00 cTapd- | MOTOBUTENs  CTEpWNWzaTtopa. B
MEMZEL W ZHEMCHMOCTH o7 TpefosadMA K
CTEpMNHIALMoHHaMY obopynoBa-
HHH)
Onpagenesme OnpepaniTe  CTEp- - Paapaborxa; HMaroroeurans NpOOyeTa, mnog-
Npauecca NMUIBLMIHHER  NpOLec: - Branorw-<eckan Be30nNacHocTe, | NEXEWEN0 CTEDHNM3ALHK. B Co-
C USMNsH  OOCTHREHARA - Qorated OT Npouesca; TOYOHWSECTED © WIOTOBMTEMNEM
CTEPMNEHOCTH  Onpene- - COBMEBCTMOCTE NPOOYHTA; CTEPMNEIATONE W, SCNM  NRpAMES-
MEHHOM  NPOOyETa o - Mpepenst AN\ NOBTORHOR CTE- | HAMOD, © MEOWMLUMHCKEM yHpeHne-
nogoepsaHres  BE30- | prandsagmm HHEM
NACHICTH ¥ XApEKTEpW-
CTHHE MPOOYKTa
Banwaauwa MpooamoHcTarpo- - ATTECTHUMA MOHTEHA (0] OpraHnzaua. OTea-aiUIan 38
BaTL, YTO ONPESENEH- - ATTECTAUMA FRCMNYETAUMK | CTEEHNMIZLMIG npoaykTa  (mabo
HEM  CrepanqzauwnoH- | (00 WIFATORMTENE  NROOYETa,  nuba
HLI  Npouacs  MoseT - ATTECTAUMR BRCNAYAETHOWEMOID | MEOUUMHIKCS YyHPEROEHHES ), B CO-

TOYOHWHBECTBE ©  WIrOTOEMTENEM
CTEQANAIETORE, BCNH NPAMEHAMD.

Haroroedrans nNpogyeTa wWnm
MEOMLWMHCKDE  yHDERGEHHE  CO-
BMELTHD © OpTEHUIAUMER, CTe-
PHNMIYICWER NPOLYET, W CTOROH-
HER KOHTREKTHON naboparopyei,
BGMH NDHMEHRD
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OwouaHue mafnoye E. 1

Tineeen TE

Haimasenns

Komnonanre

CTsercTREAMHEM CT0 by L

TERYLLME MOHW-
TORHHE M KOHT MR

MpogaMoHCTRAPOBRETE, HTO
CNPESENEHHLER BENMIADOSaH-
HEIH GTEEMNMIEUAOHHLIR Mpo-
wecs Ben BeiNOnHEH B Npeoe-
NAX ONPEOEnEHHBIN Qonyckos
CO BCEMH NPOOYETamMeE, BiogR-
LWAMH B CTERANHIELMOHHYD
ZATPYIKY

- KoHiparyDauWn - CTeprna-
JBUADHHON JBTEYIHN;

- Mo TOpHHN npouscoa;

- Coanaqws sanicen;

- CogpadeHre Janwcan

Haroropdrens  npogykTa
HIK MEOAUMHCRDE  yHPE#RDLE-
HWE 1 CTOPOHHAR KOHTRAKTHER
natoparTopHA, SCNH NPKBEHHE-
(T

Beanyck npogye-
Ta NOLAE CTERMIM-

MepecMOTRETE JAMACH NPo-
LESYE TEXYLWET KOHTROMA W

- MepecmoTp 2amMcen,
-MNposapra WHOWMEATOPOE

HaroroBrrens npogykTa
HIM MEOMUMHCEDE  YYPE#DE-

SELKH CNPESENHTE  PECNONOMEHME | (BCNK CYWECTEYHIT) HIE
ONPESENEHHOR  CTEQUINEELK- - Pacnonowesrs npogykTa;
CHHOA ISPy asH - HoppsrTypysowwse aea-
CTEWA (2CNH CYLUSCTEYHIT)

Moasepxsande MapaHTHMpOBaETE HENpEpLIE- - KayaoTen npoaykTa nepeg, Hararoaurans NpPOAayKTE
aehEETHEHDCTH HyH NPHEMMEMOCTE BANWMOK- | CTEQMNWMZELHER; W MEOWMLMHCKOE  YHPEROE-
MooUScCd POBSHHOID CTEDWNM3ALHOHHD- - KanmBpoeka; HWE COBMBOTHO © OpraHnzs-

ra Npouescca - DBcnyspsaHre oGopyao- | UHEH, DCYLWECTENRRIWEA CTe-
BHHHA PAMH3ALMH, SCIA NEAMEHWO
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NMpunomesns 0A
[cnpaBoyHoe)

CeegeHWA O COOTEETCTEMH CCLINOYHLIX MEXOYHAPOOHLIX CTAHOAPRTOR HALHOHANLHLIM CTAHOAapTam
Poccudckod Pegepaunm

TabGnwua O0AA1

OfsanaseHie CopnauHDID Crenene DEOIHAEHANE § HARMERDEAHAE COOTHRETCTHYILUE T HEYRDEL NEROrag
B Y RS HANT CTAHAAPTS COOTEETSTEHRA cradgapra
WO 10012 o7 MCT P WSO 1004 2—2008 «MaragsmeHT opradmnaauni. SHoTems

MEHEMMEHTA MaMapaHA, TpeboBaHuA K NPOUSCCAM MEIMEPEHWRA 1 13-
MEpATENEHOMY oSopyooaaHI

WACO 11138-1: 2008 —

HCO 105831 DT MOCT P ACO 10993-1—2009 «Mapanus mepnguscinge. DusHea
OHONDrEHECKoD QEACTEMR MEOMUWHCKHE Hagandid. Yacte 1. CueHea
W HECTEBOOBEHMAR

ACO 1098397 10T MoCT P OMC0 10983-17—2008 aMagenwA megnueHoEne. COusHea
DIUONOrAHECKDND SEACTEMA MEOWUMHCEME nagensd. Yacte 17, ¥oranos-
NEHFAE NOPOTDSEE IHAYEHAR ONA BuMEEARMEIL BEWECTAS

ACO 1114041 0T M3CT P BMCO 11140-1—2009 2Crepunqagued MEQMuHHCEOR Npa-
OyHLAH . XHMHBCEHE HHOMEaTOPE. YacTs 1. 0bwwe TpebosanuAs

ACO 17T 0T M3CT P MG 11737-1—2000 «CrepunyiIaunMn MednUHHCERE 1a-
nenad, Mugpobyonarisackde MeTagel. Macte 1. Ouanka nomynaLe
MWEDOOPTEHMIMOE HE NPOLYELEHAD

ACO 1M7AT-2 107 MCT P WSO 11737-2—2003 o Crapunyasuiys MedWUMHCERY H3ga-
man. MuspaBuanorr-aceie MeToge. YacTs 2. MoneITaHns Ha cTepdiib-
HOEThE, NPOBOGHMENS NPH BAMMOSUWH NPOLSCCOE CTEMANWIELAN &

WCO 13485 IDT MZCT P HCD 13485—2004 «Manenen maguuyHokne. CAcTambl Ma-
HEQHEMEHTE KaHesTeEd. CUoTeMHmE TpeloaaHiA QN UEnen parynvpo-
BAHWAR

EAZK 81010-2-040 — ‘

* CoOTeaTCTBYHILMA HALWOHANLHEIA CTAHOAPT OTCyTCTAYET. [0 810 yTEEDHOEHWA DEROMEHIVETCR HCNE2OBEATE
MEQPEE] HE PYCCHAA ALK QEHHOID MEHOYHAPDOOHOND CcTaHgapTa. [epeson JaHHOM MERTYHEPOOHDID CTAHO3PTE Ha-
xoguTesE 8 DenspansHomM HHpopManMoHHOK HoHSE TEXHHHECEAR PEMNEMEHTOE W CTARZAPTOE.

MpumedaHwne — B HacToAweR TabNMUE KCNONEIDBARD CNEOYHOWES YOROEHoE oO03HaYEHWE CTENEHW COOT-
BETCTEWA CTAHOEPTOR:
- DT — vasHTHHEE CTAHOARTRL
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