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MNpegucnoene

Llenu, ocHOBHENE NEMHLEMTE M NODALCK NPOBSOEHWA PABOT N0 MEXNoCYIAPCTEEHHOR CTAMAANTHIALWA YETa-
Hoaneres M2CT 1.0 — 52 «MewrocygapcTBeHHan cUCTemMa cTaddapThaaymi. OCHOBHEE NOMACHEHWAD M
MOCT 1.2 — 2000 «MesrocyoapcTReHHAA CHCTEMA CTAHIADTHAALMWK, CTaHOARTE MERTOCYLADCTREHHLIE, NPaRA-
Na W PEEoMEHOALKH MO MERTOCYIA0CTBEHHON CTAHAADTHIALKA. [TpaBKuna paspaboTel, NDHHATHA, NEHMEHEHHA,
OBHOBMEHMRA 1 OTRGHE 2

CrogeHWA o cTaHaapTe

1 MNoAQroTOBRNEH ®eqgepankHEM rocyQapCTREHH bR YHUTADHLIM NDEONPHATHEM ¢ BCRDOCCHACKMA Hayy-
HO-HCCNeqoBATENLCEAA MHCTUTYT CTAHIARTHAZUANA M CePTHGHEALMM B MAWMHOCTRO2HWA: {BHMMHMALLL

2 BHECEH TepepansHsiy areHTCTROM MO TEXHUHECKOMY PEMYNHEOBAHKIO M METPoONOnH [PoccTangapT)

MPUHAT MesxrocygapcTeeHHbl M COBETOM NO CTAHLAPTHMIAUWA, METDONOMKM W cepTrdMkadh (NpoTo-
kon Me 40 o1 29 woaGpa 2091 1)

3a NpUHATHE CTAHAARTA NPOTroNOCOSand:

Kparooe napMEHOBaHEE CTPAHE Kog crpans: no ME CORpRLYSEHHOE 1550 H EHDRARHE

no ME {(MCO 3166) 004—497 (MCO 3186 004—87 HAUMOHANRKDID SREIANE 10 CTAALAET A 3208
Benapyce By Moccrangapr PecnyBrven Benapyce
KazaxcTad KE Moccrangapt Pecny@rmen Kazaxcrad
KuipreiacTan ] Kedprel3cTaHgapT
Pococwickan denspagywA RuU Poccranaapr
WaheKnoTaH (1l WacTaHgapT
Tam#HEWMCTEH Td TagsuecTaHoapT

4 Mpueaiom PegepansHors areHTCTEa No TEXHHYECKOMY DEMYNMPoEaHKIO 1 MEeTponcriK oT 13 gexkabpa
2001 r. N2 1381-cT mexrocygapcTeerHsi cTasgapt MOCT S0 11137-1—2011 eeeges & gekcTare B KA%ECTES
HALWOHANLHOTO CTaMdapTa Poccinckod Pegepadni o 1 Avsapa 2013 1.

S HacToAwMi cTaMgapT WOSHTHYEH MEKOYHADOOHOMY CTasgapTy IS0 1113712006 Sterilization of health
care products — Radiation — Part 1: Reguirements for development. validation and routine control of a sterilization
process for medical devices (CTepunraIauMs MeguUMHCKOR NpogyEUdd. PagdaunosHan cTepunkaauxda. Yacte 1.
TpefosaHa Kk paipafoTke, BANKMOanMK 1 TERYLLEMY KOHTPOND NPOUEcCa CTERHNMAaLMKI].

CTeneHe CooTRETCTBMA — noeHTH<HadA (I0T).

CrangapT NearoTOBMNEH Ha GCHOBE NpWesenua FTOCT P ACO 11137-1—2008.

Caegenka O COOTRETCTBMM MENIOCYLAPCTREHHLIX CTAHOARTOR CoBIMOYHEIM MERIYHAPOOHSM CTAHGARTAM
NpUBE0eHs 8 OCNONHETENLHOM NDHnoEEHad 04

& BBE[IEH BMNEPBLIE

Minpopradus o aeederul & deliomaue [Mpekpaletul delcmeun) HacmoaLlead cmandapima myanukyem-
CA 8 EXEMECAYHD UITEEFEMOM UHDODMAUYUOHNOM PEA2AMENe «HALLORANEREIG CMaHOaDMsE.

HMybopmauus of LaMeHeHUAY K HacCmoaiyany cmasdaomy nyinukyemos & axesoduo uadaeasnond ukchon-
MauUoHHIM ykalamens sHauuoHanbibe cmandapmibls, @ Makcm UIMeserul U onDaeck — & GREMSCcAYHD
urdaeacnblx UHIDODMaLUOMKLIX  YKasamenay «Hayulonanstbie cmaddapmeis. B ciyyae nepecwomga wil
NTIMENE! HACMOALLIEas CMardapma coomeemMemEyioLllan wghopwauud Bydem amyEnukoEaHg & BweMaciuHo
UIdaaaeMon DHboDMALILIOMHOM YRaZameannse «HauuoHanbHele cmandamimibie

& CTasgaprindeops, 2013

B Pococricroi Pegepauii HacToAWMA CTaHAAPT HE MOWET BbiTh NOMNHOCTEID MM HACTHYHO BOCNDORaREe -
DEM, TWDEKKPOBAK W DACNDOCTRAHEH B KASECTBE OMUWANBHOTG MA0AHKA DES DAIDELEHAA De0epaNEHONT ATEHT-
CTEA MO TEXHWYECKOMY DerynMpoBaHMsg M MeTpononM
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BeegeHwne

CTepHnbHOE MEOULWHCKOE KITENWE — ITO WA0ene, CBOD0OHoS 0T MAIHECNOCOGHEIX MUEDOO DraHMIMOE.
MpK NOCTABKAX CTELHNBHEL MEOMUKHCKME MIOENWR MEXOYHAPOOHLIE CTAHOADTE, MHMCHEIOWWE TPEGOBAHKA K
BAMNADALMH W TERYLLEMY HOHTROMO NPOUScCos CTEQUMMAALUMK, TReGWIOT, 4ToEkI CNYyYHaRHad MUERoBUMONord4eckan
KOMTAMMHALMA MEQWULIMMCKOTD MIOBNKA TePEd CTEDINMIALWER Dblna MMHMMIAMpoBaHa. Ho gake B aTomM cnydae
MEQULMHCKNE MAOENKMA, HITOTORMEHHENE B CTAHGaPTHE NPOMIB0GCTREHHLIX YCNOBKWAK B COOTRETCTENM C Tpedo-
BAHMWAMK CHCTER YNDABNEHHAA Ka4eCcTROM (Hanprmep, 130 13485} MoryT nepen CTEpUNHIALWER COOe0HMaTE MIAK-
POODIrAHWIMEL, MYCTE M B HEGONBLWMX KONWYECTEaX. TAKKWE MEQMLKHCKHE WILEMNMA ARMNADTEA HECTE AN b BIME.
Lenei cTepunUIanmMy SENAETCR MHAKTMEAUMA MHUKRODHONOMMYECcKAX JArpATHeHIMA 1, TakuM 080asomM, nepeson
HECTEDHNEHLIX MEJHUHHCKMX MAOENWA B CTERHNBHBIS.

KiHeTika WHaAKTMBALIMIA YHCTON KyNBTYDE MAKDOODTaHMIMOE (RA3AYECARE MMM XAMAYSCKAMA SreHTaMM,
MPAMEHASMEIMEA BNA CTEDANAIILMH MEIHLMHCEKWY M30eN KW, B oDLLLEM CNYYae TOUHEE BOEMD ONWChIBASTCA JKCN0-
HEHLUAANEHOR SAEHCHMOCTRI0 MEROY KOMHYECTRE0M Bbi#WBLLHX MHAKDOODTAHKIMOB M CTENEHRID BOATEACTEWA CTE-
prnMayowero anesdTa. M aton enabes o cneqyeT, 4To BCerda cyWecTeyeT HEKOTOPanA BEROATHOCTE TOM, YT
MMEDOODTAHWIM MOMET BEEKWTE, HEJARWCHAO OT CTENEHK NPUMEHEHHOND Bo3JeHCTRMA. [INA onpenena el obpa-
GOTEM BEDOATHOCTE BRKMBLUIMX ONDeQENARTCA KCXOOH bl KONWUECTEOM W YCTORYMBOCTRI MUKPOODTAHHIMOE W
OERYHAIOLWAMM YCNOBMAMK, B KO0TODLIX OPraHdaMel NpetslBanT 0o Bpema 0bpatoTid. CnegoaaTensko, CTEpMME-
HOCTE MoDors OTReNBHOMS MELKLMHCKOND M30ENMA BIATOMD W3 MRYNML HAGEMAA, NPOWSGLINE CTERHMMIALNOHHYR
0GpaboTEy, HE MOWET DhiTe rAPaHTHROBAKA, 8 CTEDWNEHOCTE 0GpaboTAHHON TPV BRDAKAETCA BEDOATHOCTRES
HaMWHA MH3HECNOCORHEX MAKDOODTaHMIMOE Ha MEOWLKHCKOM W3,

B HACTOAWEsM CTAHIAPTE CONSp#ATSA TReDOBAHMA, BbINOMNHEHHE KOTODEIX 0DRCNEYHBART HEODRO UMD
MAKLODAMLMAHYED AKTHEHOCTE NOOLSCCa PASMALHOHHONR CTERKNAIAL MK, NPELHAIHAYEHHOMS ONA CTERUNHIALMA
MEOMUMHCENX Manennin. Bonee Toro, cOCTRETCTEME TReDoRaHnAM 0DeCneyYBaART HAOEMHOCTE M BOCNPOMIBOL M-
MOCTE 3TOH AKTHAHOCTH, TAKYTO MOKHO C A0CTATOUHON YESDEHHOCTEK NDEACKA3ATE HHIKHNA YDOBEHE BEDOATHOC-
T COXPAMEHRA HIATHECNOCOGH I MAKPODRrAHKIMOE B NPOOYKLMA TOCNE CTERMMMAaNWMA. KonWJecTREHHLIG Xapas-
TEDMCTHEM 3TN BEDOATHOCTH YCTAHABNMBANTCA PEMNAMEHTHRYIOW MM ODraHami BNacTH 1 8 PaiHeX CTRaHax
MOMYT GhlTh PEINMHHEIMA (Hanpyasep, EN 556-1 1 ANSUAAMI STET).

Dbwse TpeBoRAHKA CUCTEME YDARNEHWA KAYECTEOM NP NPOEKTHROBAHKM 1 paspaboTde, NPOMAB0OCTRE,
MOHTaHME W OBy HEIHHA Npreegersl B 150 9001, a vacTHee TREBOBaHUA CHCTE Ml YIDABNEHKA KAYECTROM NEH
NPH3IESOCTEE MEWUMHCKAY MAnendit npraedeHs 8 150 13485 CTaugapTel CHCTEME! YIIPARNEHWA EAYeCTROM
MAIHAIAT, 4T APBEKTMBHOCTE HEKOTODGIX NDOUSCCOR, NEHMEHSSMEX B MPOM3BOACTRE, HE MOMET BaITh NONHOCTER
O0KATAXA NOCAEDYHILLMMA MHCTISKLMEHA M MCTBITadde Npogyyin. CTEpUnWaanmna ARNASTCA NpMMEDoM Takoro
npodecca, Mo 370 NpEYUHE NROUSCEH] CTERMAMIALKA NEDEL NPUME HEHWEM NOANSHAT BANALALMM, KX XAPaKTa-
PHCTHKIA — TEKYLLEkY KOHTROMD, & 060pyooBaHke — oBcnyHBaHIA0.

Hagnemawm 00paiom 8anvaMpoBaHHb i, TOYHD KOHTRONMPYEMEIR NPOLECT CTEPMIMIALWA ABNACTCA HE
EANHCTESHHEIM CaKTODOM BANUAICLWAM Ha HAOEMHOCTE TOM, 4TS NPOAYKUWA ABNSETCR CTEDMNEMOR, W B 3TOM
OTHOLLEHWAA NRUroOHa OnA NPpeaHasHaYaHHOR0 npdMederna. Heobxoaumo obpaTHTe BHUMAMHKE Ha pRA ApYTAx
BONPOCOR, CLE 0N KOTOREIX:

a) MHEPODHONOrMYECE0n COCTORHME BXOOALLETD ChIDbA HANK KOMNOHEHTOR,

b BankoauMa ¥ TeKy WA KOHTROME NKG0H MCNONBEIYEMOH METOIMKM O4HMCTE M BEAUHDEKLHMH,

C) KOHTPONE OKPYHAIOWEN CPEakl, B KOTOPOR NEoaykLMA NPOMAR0LMTCA, CODMPaeTeA M yNaKoRLIBARTCA,

d) EOHTpONE CE0pYI0BAHKA W NDOLECCOR,

&) KOHTDONE e PCOHANG M 8M0 NANAEHE;

fl cnocof M MaTeprans, B KOTODEE YNAKDBEIBAETCA NEOGYELKA,

g) YCNoBKUA XPAHEHMA NDOOYHLHA.

HacToAWMA cTadgapT coqepHnT TpetorannA, 0BecneYuBaLIME HAANEXALEE BeINONHEHKE GERCTEHA,
CEAIAHHLIX C NPOLECCOM PANMALMOHHON CTERMUNKIALMA. TAKKE DeRCTENA ONUMCaH B QOKYMEHTNDOBRAHMEX NEo-
rpamsay pasoT, paspaboTaHHbix ANA JeMOHCTRAUWK TOMD, 4TO HE BkiXCOE pPaIHaUWoHHoR obpaboTh Qo3ami,
MNONAOA0LWAMK B 3APDaHeE ofpefeneHHbIE Npenenkl, By aeT NoCTOARMO NOMYYaTECR CTEDMMEHAR MPOOYHLWE.

TpeSoaaHMA COCTARMNAOT COAATENLHYIO YACTE HACTOALEMD CTAHOAPRTA, W COOTROTCTRME MM DOMEHD DeKna-
pHOCBATRCA. PYROBOOCTES, NPHESOEHHOE B MPHMNOHEHHA A, HE ABNASTCA 00AIATENLHEIM M HE HMBET XapakTepa
MHCTPYELMK ONA ayJMTopos. PyWoBOACTED COARDMIAT NOACHEHWA M METOOMEN, MPHIHAHHBIE NRASMIEM BIME ONA
NOATEEEMOEHHA COOTRETCTEMA TpeboaamyAn. MOMHD NPUMEHATE M ODYTME METOOMEM, TOMHMD YEITZHH B B Dy-
KOBOOCTEE, BCNH OHM AhPEKTURRO NCOTEESLH AT CODTEETCTAWE TREGOaaHMAM HACTORLLEND CTANOapTA.
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PazpaboTra, BanHIauHa ¥ TEKYLLMA KOHTROMN: NDOUECCa CTEDMNMIAALWK BENOHaI0T B cebA wensii pag oT-
OENbHBIX, KO BIAHMOCBRIAHHLIX JERACTEMA, HanpHmep Kanubpoeky, ofcnyuBanMe, onpegene He NPogyELKI,
OnpaaeneHue NPoLecca, aTTECTALMID YETAHOBNEHHON 080Dy A0BaHKWA, ATTECTALWD DEACTEYILETD 0By QoRa-
HHA W BTTECTALMIO JKCINYATHRYeMore 0BopyaoaaHua. XoTA AehcToMA, TpebyIoWMecs Cormacko HaCTORLL Gy
CTAHOARTY, CIPYNNMPORAHL M NpedcTARNEH B ONpedeneHHOM NOPALEE, CTaRgapT e TpedyeT, 4rolsl OHK1 Bencr-
HAMWCE MMEHHS B TakosM nopAgee. TpebyemMole IERCTEMR He OGRIATENEHD JOMHHL BRMCNHATECA NOCNSG0EaTa k-
HO, MNOCKONBRY NPOrpaMiel pEIpaGoTiE W BANKIALAA MOMYT Gl Th NOBTORAIOLWWMKCA. BOIMORHS, 4TO Bion He -
HIAE PRANMHHEX AEACTEAA NOTREBYET NDUaNEYEHMA PRGA OTIE MR HCMHOMHMTENER WIAMHA GOraHWIALIMN, KacsbIH
W3 KOTOPBIX OTEEYAET 33 BLINCNHEHWE OOQHOTD MW HECKONBKKK A8 ACTERA. HacToAW KA CTaHZART HE CoOgepmnT
MEPEYHA KOHEPETHELE ACTOMHMTENSA KMW OpraHW3au«qi GNa ssnonHeHWR 3T JeRcTBRE,

Cepua cTangaptos [S0 11137 nog obiwmam Haiaadtes «CTeprNUIagMa MemnUpMBcKoi NpoaysL9My. Pagxa-
UACHHAA CTEPUITHIAUKMAD COCTOMT Ma CNegyoWMy CTaHlapTos!

= HacTe 1. TpeGopauua K paipadoTie, BANUOALWA W TEKYLLEMY KOHTROMNK NRoUecca CTEDWIHIALMA MEanH-
LIMHECKHX MATenaid.

= Hacte 2. YoTaHoBNe e CTEPHNKIYIOWER 003k,

= HacTe 3. PYKOBOGCTEO NO BONPOCA M DO3AMET DK,

FOCT rocCTIsSO 11137-1-2011 Crpanuua: 5/36

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-11137-1-2011
http://GostExpert.ru
http://GostExpert.ru

FOCT rocCTIsSO 11137-1-2011 CrpaHuua: 6/36

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-11137-1-2011
http://GostExpert.ru
http://GostExpert.ru

rocT I1so 11137-1—2011

M E X T OoOCVY O0APTGCTUBEHHB # C T AHOIAPT

CTepHNA3IALUMA MEOWUWHCKOR NPpOoOyELMHM
PAOMALUMOHHARA CTEPHNM3IALMWA
YacTte 1

TpeGopaHua K pazpaboTre, BANWOALAA K TEKYLEMY KOHTDOMH
NPOUGCCa CTEPUNMIALAM MeOWLWHCKHE WI0enui

Sterilization of health care products. Radiation. Parl 1. Requirements for devalopment,
validation and routine control of a sterilization procass for madical devicas

HaTta eseassua — 201 3—01—M

1 OBnacTe NpUMEHEHMA

1.1 HacToAWMA CTaHOapT coOepsnT TReGopaHuA K paipabo e, BANMOALMH # TeKYLLEMY KOHTROMKD Npouac-
CA PAMALMOHHON CTEPHMMAALAK MEOBLMHCKIAX WIS,

Mpumedad e — HecwaTpA Ha To, 9T0 0ONACTE NPHMEHSHAA HECTOALLED CTAHOAPT OIPaHWHEHE MEgMUMH-
CHAMH WIZENAAMK, COOAPHEWWacs TpeboBasMa 1 PYRDBEOOCTEO MOMYT OWTh NPUMEHSHED 1 K GEVTHM BASAM NPOOYHLAH
w 0DopyacESHWH.

HacToAwmi cTasgapT OXEATRIBAET PAIHaLMOHHEER NPOUECCs © 0BNYyHaTENaMA Ha OCHOSE!

a) paguosykniaos “"Co wnn ¥ Cs;

bl redepatopa my«Ka ANesTpoHoE,

C} PERTTEHORCKON YCTAHOAKN.

1.2 HacToRWHE CTAHOAPRT HE COOeRUT TPeboeaHWA K paspaboTEe, BanMOau e W TEEYLLesMY KOHTROMIo Npo-
UBCCa MHAKTHBALUMK 8reHTo8, Bbi3blBaloWKy CRoHiibopsibe IHUedancnaTiy, TakKe Kak cpend, iyGHaTan sHye-
hanonaTia KpyNHOND pOraToro ceota W Goneads Kpelydensta-AroGa. B oTaensHex CTpaHax paipatoTaHsl aco-
Bz peEoMEHIALWK Mo CEpaboTie MaTEpHUaNoa, NOTEHUWANLHD 3APAREHHEE ITHMIA areHTaMK,

NMpwmeyadua—Hanpumep, 150 Z2442-1, |50 22442-2, 130 22442-3.

1.2.1 HacToRWMA CTAHOapT He COOepsuT TpeboBaHri AnA 0BOIHAYSHWA CTEPUNEHEE MEORLMHCKNE
WM3TEAA.

Mpumesa Hue — CM PEMDHANEHEE WNA HEAUWOHANEHRE TpefosaHEA NO OB0IHEYEHNKD CTERMNEHEIX
MEOMUMHCEE Maganui. Hanpumep, EM 556-1. ANSIAAMI STET

1.2.2 HACTORAWWA CTEHOADT HE YTOMHAST CHCTEMY YIIDARMNSHAA KAYSCTEO0M Ha BOEX CTAOWAX NPOWIBCOCTRA
R ML LA GO MATE A,

Mpwrwmeyaduwe — Paapaborea NoMHOA CUCTEMEl YNREEMSHAR EE4ECTEOM NPW NDOW3E0OCTES HE ABNABTOR
TRe0OBEHVEM HACTORWETD CTEHABATA, HO B TEKCTE B COOTBEETCTEYHILME MECTEY NpHeaneHsl oiRaransHme rpeboBarmn
K TEM 3MEMEHTAM CACTEMbI YNPESNEHHA HEYECTEOM. HOTOPLIE NPMZHEHE MAHMMAENEHD HEODXOOAMEIMK ONS HOHTRONRA
NpOUSccd CTEQWMA3ALMHE (B HACTHOCTW, oM. paszgen 4). DOpawasm BHHMEHWE HE CTAH0APTE CHETEM YyNPSBNEHWA Ea4a-
creos (oM. IS0 13485), KOTOPLIE HOH TRONWPYIT SO CTAAMK NPORIBOAGTED MEOWMUNHGEHE KIOENWA, B TOM HHCHE NpaLecs
CTEpAnuIanae. PErMoHEnsHEIE 1 HEUWOHANLHERE TRe0oBaHMA No MEJMUWHCKHM MIOSNAAM MOIYT YOTEHABMMBETE OCY-
LWECTENSHAE NONHOE CHETEMB! YIPABNSHWA KEHBCTHOM W OUSHKH 3TOH CACTEMbl TPETLEHA CTOPOHOH.

1.2.3 Hactoswsi cTasgapT He TpebyeT obRzaTensHoNs NEHMEHEHNA SHONOMMYECKME MHOHKATOp0E ONA Ba-
MAASLAA MK KOHT RONA PAOMALKOHH 0@ CTECMNWIALNA, 3 TAI0HE He TpeyaT NpoBafeHdn DApMAaKoned s HeNsTa-
HIAA Ha CTERWNBMOCTE ANA BEIMYCKa NPOOysEUAK B 0GpaleHne.

HMaparne ohuyHaneHoe
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1.2.4 HacToAWWA CTaHOART HE COOepwnT TpeGoBanmil K DEaonacHoCTi HACRNEHHWA, CEBAISHHGH © KOHCTRYK-
LHEH # paboToR pagHagKoHHERR YCTAHOBOK,

MpamMeyadue —B HEX0TopEIX CTRaHAR CYWBCTEY KT DETTNAMEHTEI, YCTAHABMHBAHILHE CERIZHHEIE & pAgHALHER
Tpefosakka GERIONACHDCTA ONA HACENEHHA,

1.2.5 HacToAWWA CTAHIADT HE COQepHHT TPED0EaHHA K CTEDHNKIAUMH HCNONLIOEAHHEX WK NnepepaboTam-
HislX W3OENMHA.

2 HopMaTHBHbIE CChINKK

B HACTCALLEM CTEHOADTE MCTNONEA0BAHEl HODMATHBHGLIE CChIMKA Ha CREOYIOWWE CTAKOADTI.

150 1001 2-1 Quality assurance requirements for measuring equipment — Part 1: Metrological confirmation
gyatem for measuring equipment (Tpebosadka obecnedYeHWa KAHECTEA 0NA WAMepWTenEHore odopyaoaaH|a.
HacTk 1. CHCTEMA METDONOMMYECHOTD oL TR PHAEHHA ONA HAMEPUTENLROMG 0800y O0BaHUA)

150 11137 -2 Sterilization of health care products — Radiation — Part 2: Establizhing the sterilization dose
(CTepunUaaUHMA MEMLMECEOR Npo0yELKK. PaguadrodHan cTeprnnaadd. HacTs 2. YCTaHOBNEHWE CTEPIENEayIo-
e 003kt )

50 11737-1 Sterilization of medical devices - Microbiological methods — Part 1: Determination of a population
of microorganisms on products {CTeprnvaaumsa MeQHLHHCEAX 3gendi. Mukpobuonoriieckss MeTode. HacTte 1.
CHyEHES NOMYTEALMA MEKDOORTAHKIMOS B MPOLYKLIMA)

20 117 37-2 Stenlization of medical devices. Microbiological methods — Part 2. Tests of sterility performed
in the validation of a stedlization process (CTepinHIanms MeJHUHMHCEAX Magendid. Mukpobuonorsaeckse MeTodsl .
HacTe 2. MCNeITaHua Ha CTEDHNERCCTE, NPOBSGHMMEIE NEW BAMMAALK NPOUECCOE CTEDHMNMIALINA)

150 134852003 Medical devices — CGuality management systems — Requirements for requlatory purposes
(Hagenaa meguumHcEe. CHCTEMBl MEHSLEMEHTA KAYECTEa. CHCTEMHEE TReGoBaHWA ONA WeneHd perynupo-
BaHWA]}

3 TepMuHBI K onpegeneHuA

B HacToflen cTaHdapTe MeNonedyioToA CNEOyIowMe TePMUHEl © CODTBETCTRVIOW MMM ONDEDEnSHNARIA,
3.1 nornoweHHan noaa, aoaa (absorbed dose, dose): KonydecTEO 3HSPIAM BOHWZMDYIOLWLEMD WInyJaqua,
NEpEOaHHOTD @4MHWLE MACCH ONDE0EnEHH0D MaTepMana.

MpuMesadra
1 EguHBUed NornowaHHoR gozw renserca Mpar (MR 1 Mp = 1 O
2 B HAacToAWEM CTEHZAPTE TEDMMH CO033% NPWMEHABTCOR ONF 0003HEHEHWMA 4N0MOWEHHOR 0036 %

3.2 Guosarpyaka (bicburden): NonynRuHA HUaHecnNocoBHBIX MUEPOORraHMIMOE B Ha NEOOYKLAH WIRNA
CHCTEME CTEpHNbHOrG bapeepa.

[IS0/T3 11138:2006]

3.3 Sronorvyeckuid nagueatop (biclogical indicator): TecT-ckucTema, codepwawas wusHecnocobnsie
MHEEOOPrAHMIMbI © ONDEDeneHHON YCTORYY BOCTRIO K yRaIaHHOMYy NEoLSccy CTERRNHIALKA.

[ISOMs 11138:2006]

3.4 kanubporka (calibration): HaBop onepauki, NpK onpe e nesdb YENoBUAY yeTAHABNHBAI0WMK Baa K-
MOCEAE MEHOY BENWYWHON, NOKIIAHHON HIMEDWTEMNEHER NRPWBODOM WK MAMeDMTENLHON CHCTeMOM, Mwko pen-
HHHOW, NPEacTaEneHHon MIMeEHREM MATEPWANa MW 3TAN0HA, W COOTEETCTEYIOWER BENAYHMHON, NPeacT aBMEH-
HOH CTAMOADTOM.

[WVIM: 1993, cnpegenaHre 6.11])

3.5 KOHTPOMNL KIMaHeHKA (change control). CuaHia K ONpedenedne CH0TRETCTEMA NDELNTReH oD Hasme-
HEHHA METOOY W NPOIYELAR.

[IS0OiTS 11139:2006]

3.6 koppekuna (correction). JeRcTEME C UBNL YCTRaHEHWA COHAPYHEHHOM HECOOTRETCTEMA.

Mprmradadne — Koppesyns MosEeT DoylEaCcTENATECH BMECTE C BODPEKTHRYIMLHM JedcTaman (oa. 1.7,

(150 9000: 2005]
3.7 koppesTApyoWes gedcTare (cormactive action). JedcTene ¢ Uens YCTPaHEHWA NPAYMHBl 0GHaDY-
WEHHOTD HECODTBETCTEMR WM GEYIOnD HEMENATENLHONS COCTOAMKA.

2
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MpumedaHus

T MpHYWH HECOOTESTCTENA MOMRET DLITh HECKOTLED.

2 KopperTHpyHoWwes JedcTErE NPegnpHHAMEETCR 008 NPEJOTEPSWEHWA NOBTOPEHWA TPOMCIEMECTERA, B TD BREMA
HEE aNpEOyNPeRIaiuEs geacTemes (ca. 1.24) npeanprHnsasTcs onys NPpeacTEpaBHIA NRPOHCLUESTENR.

3 Mesny KOpPEHUMER B KDPDEETARYEILLML QERCTEME M SYILESTEVET PaInu-u0a.

50 9000:2005]

3.8 BenNWYMHA OeCATHKPATHOMD YMeHBWEHWA D, penwyuHa Dy, (D value, D, value): BpemMa |Wne goaa
pagMalrd Np« onpedenedHdblx YonoBWAx, TPedyoWKRecA N8 yMeHbEHWA NoNyNALAH MHEROODraHdIMos B
10 paa.

Mpumedanwe — B cradgapras cepad 150 11137 eene-uHa O oTHOCKHTCR K Qo8 pagnauae, Heobxoaumal gns
YIMBHBWEHWA NomynAgKHy 2 10 paa (qa 80 ).

[I50ME 11139:2006]

3.5 paapaBorka (development): JedcTEHE NO COZOAHM TEXHUHECKH TReb0BAHMA.

[I50MS11139:2006]

3. 10 ronorpathMpoBadne Aoakl (dose mapping ). Masepeqse pacnpedenasida 005k 1 ee OTENOHEHKA B
RAATEDHANE, OEMyHEHHORM NP ONDELENEHH bIX YOMOBKAX.

3.1 poaumeTp (dosimeter). YoTpolcTeO, AMEI0WEEe BOCNPONIBOIAMYI0 DeaKL MK Ha PAGHMaLWMID, KOTopoe
MCHET BbiTh MCNONBI0BAHD GNA WIMEDEHAR BOMMNOWEHHTE 203kl B GAHHOH CUCTEME,

[ISOMS 11139:2006]

3.12 poaMmeTpua (dosimetry): Mastepesde nornoWe HHoA 003k C oMo B0 D03MMETDOR.

3.13 onpegenedne (establish): PacdeT C NOMOWEID TEOPETUHECKON CUBHEN W NOOTESDKOEHNE JKCNED-
MEHTANEHBLIM CBpaxom.

50MS 11139:2006]

3.14 otraa (fault). Beixog oguorc wnd Sonee napameTpoB NPOUecca 3a Npegensl ero/Mx yralasHong
AonycKa.

50MS 11139:2006]

3.15 npoaykura agpapooxparenyn (health care products): MeguurHcEre #30eNKA, BEMOYas JHarHoc-
TUHECENE MEOHUMHCKAE H3ZENKA /1 Wi, W NEKARCTESHHAA NPOOYELWA, BENHHaA BHodapMaleaTH Y.

[IS0Ms 11139 2006]

.16 atrecTauna yeTanosneHroro obopynosanda, AY O (installation qualification, 1Q): NMpouecc nony-
SEHHA W A0KYMEHTUDOBAHWA QOKAIaTENCTE, YTO 0000yYI08aHWe NEHCGRETEH0 M YCTAHORNEHD B COOTBETCTRMM
C TEXHAHECKAMA TREGOBIHIAMA Ha HEro.

[I50M3 11139:2008]

3.17 kouTerHep anA obmydeHnAa {iradiaticn container): Tapa, B K0TORoR NDOOYELWA TRAHCNODTARYETCA
BHYTRW o0my4aTena.

Mpuewayadwe — TApoW MoxeT BuTe TRPAHCNOPTERHPOHWTERH, TEMEHWEE, NOOS0H, KOpobBxa, nanneta \unM
OPYTOHR HOHTERHED.

3.18 onepatop obnyyatenn (iradiator operator), KomMnakdna vk Nuuo, oTEeTCTeeHHoE 3a obnyweHie npo-
OYELMIA.

3.19 makcHmMmansHO AONYyCTHMaA aosa [maximum acceplable dose): Joaa, yEazaHHAA B TEXHWHECKKE
TPEOOBAHMAX NPOUECEa B KAYSCTRER HaMGONBLLIER D03k, KOTORYKD MOKMO NDHMEHATE KON DERenaHHoR NDoaYELR-
Bea yxyoweHnA ee BeIonacHocT, KaYeCTRA UK TEXHMHYECEMX X3 DaKTEpUCTHE.

3.20 megruMHcKos Hagenwe (medical devica ). MHCTRYMENT, annapart, NprHaanesHoCTe, MawvHa, No-
cnocobne ne, MMNNAETaT, PEAreHT K| KENUBpaTop i vilro, KOMNRICTERHAA NDOrpamMmMa, MaTSRMan Mk OpyroiA
MNOACEHLIA MMM POOCTEEHHEIN NPEOMET, NDELHAZHIHE HHEIR NPOMIBOOMTENEM D8 NDAMEHEHWA, OOMH UM B KOM-
BHHMALMK, M8 YEN0BEKS ONA OO0 H0A MNK SonNes 1 Credyiowniy CrelranbHLx Wenesi:

= AWATHOCTHEW, NPEO0TEDEWEHHA, KOHTDONA, DEYEHKA MMM oBnerde A 3abonesanng;

= OMATHOCTHEW, KOHTRONA, NEYEHWA, 0ANerseHta WM KOMISHCALMA DAHEHHA TDARMb |

- MCCANEA0RAHKA, 3AMEWEHER, HAMEHEHUA K COXPAHEHMA AHATOMAN UMK QUIMONOTMYEcKoro NpoUecea,

= CONpAHEHMA W NOOASDMHAHWA MKIHIA,

= HOMTPONA 3A4ETHA;

= AeINHESKLMA MEJWLMHCEAX W30eNHR,

- NPeJCTaRNEHAA MHDODMALWA B MEJULHHCERX UenNAX NOCpencTaosd in wilro MCcneqopa ni obpaisos —
MNPOM3EOGHER TENE YEN0BEKE, HKOTOPLIE DOCTHIRIOT CROEND MAHAYAMNBHO NREAHAIHAYEHHOTD QeRCTEXA BHYTRW MNH

3
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Ha NoBEDXHOCTH TENa Yenoseka Bea npiMeHe A (hapMakonorM4ecEdx, UMMYHONOTHHECHHE Mk MeTabonudec-
KWX CREOCTE, HO MOMYT CONpOROMIATECA NPMMEHEHMEM Takux CpEOCTE B NPOUECCe padoTel ONA YCUMEHMA
OSHACTEMA.

[IS013485]

Mpumeyanue — Onpeganedus vz ctadpapTa 150 13485 Deino pazpaboraqo Paboqan rpymincH no Boam npHars
raproHdIauae [GHTF 2002).

3.21 MHKpOOpradKam (microonganism ) CYILecTs0 MAKDOCKONMHECEMY pasMepos, Bxno-an Dakrepru, rprbs:,
MPOCTEALLINE H BHEYCEI,

Mpumadadwe — CnayvansHsil CTEHOSPT MOMET He TREGOBRETE DBMOHCTPaUMK 3HhRSEETHEHOCT MPOUBCCa
CTEQMMIWMIALNA B OTHOWEHWK MHEKTHEALMN Boex hops MAKDOODraHnZMoE, NepeqBoianHBEIE § ONPeQaneHi BeIlLE, Nnpw
BAMHIALMK MIMNA TERYLLEM KONTPONE NPOYScca CTERMNMIELMKE,

(50T 11139:2006]

3.22 arrecTauwna gercTeyowero obopyaosasia, ANO (operaticnal gualification, 00 ) Npouwece nony-
HEHMA 1 O0KYMEHTADORAHHA OOKAIATENECTE TOMD, YTO YCTAHCANSHHOE 0DODYAOBAHKE, ASHCTEYHIWEE B COOTBET-
CTEMM C DaGoHMB MHCTRYKUWAKMK, paBoTaeT B NpeLenax 3a0amHHE X OTEIOHEHIAA.

[S0OTS 11130:2006]

3. 23 arTecTauMa AaKcnnyartupyeMore obopynosadna, A30 (performance qualification, PQ): MNpowecc
MOMYHEHUA KM DOKYMEHTHPOBAHKA JOKAIATENLCTE TOMD, YTO YCTAHORNEHHOE M 3KCINYaTHDYEMOE B COOTRETCTRIM C
ALK HHCTRYEUMAMA 0B0DY0B3HWE NOCTORKMHO pAGOTAST B COOTEETSTENM C 330 3HHEMW EDWTELHAME W No-
ATOMY BLIMYCKAET NPOOYKLWK, OTREYAMLLYK TEXHHHECKEM TDeboBaMMAM.

[S0OTS 11139:2006]

3.24 npeaynpexaaolles gedctade (preventive action): JelcTame ¢ UBNLI0 YCTREHEHWA TRPAYWHE BOS-
MOMHOr0 HECOOTRETCTRMA MM JPYTOH HEMENATENEHON BOIMOHHON CHTYALMK.

MpuMmBEYaHHUA

1 TpEyMH BO3MOMHOID HECOOTESTCTEMR MOXET ObiTh HECKONBEO.

2 Mpagynpeskganlss QeRcTENME NPEgNpHHEMEETCR NS NPEIDTEPSIEHWA NPOVMCILSCTENS, 8 TO BREMA KaK aKDp-
PEETHMPYEILES ORACTEMS: (M. 7] NREONPHHNMASTCA ONA NPE0OTERAWE HAR NOBTOREHMA NROMCLISSTEWR.

(150 9000: 200:5]

3. 25 nepBHYHLIN NpoMIBoaMTeNns (primary manufacturer): Nkyo, OTEETCTREHHOE 38 NPOEKTHDOBIHKE K
WIrOTOBNEHWE MEGQWUWMHCKOMND HIOENWa, a TakKe erc §e3onacHoCcTe W patoTocnocoSHOCTE NEH BENYCKE B 0Gpa-
LyEHAe.

3.26 npepeiBaHMe npoyecca (process interrupfion). Mpedqamepesdan Uy HeNPegHAMEDEHRAA OCTAHOB-
Ka B Npoyeccs obnyYeHHn.

3.27 napameTtp npouecca (process parameter). 3a0aHH0e SHAYEHWE NEPEMEHHOR BENHYHHEI NpoUscca.

Mpuue-aHdna— TexHAHSCHME KEPaRTERHCTHER NPOUSCCE CTEPHNMIALHA BXNHHaKT B cefin napamerpe
NPOUSCCE MK AOTYGHEM,

[IS0TS 11138:2006]
3.28 nepemMeHHan BENKWYMHA NpoUecca (process variable). XapakTepyoTiEa NRPOUECca CTEDHMMIALNA,
HIMEHEHWE KEOTOPORA BAKMAET Ha MAKPODUONoraseckyko 30xe KTHEROCTE,

Mpumedadwe —MNpUMEpEMH MOMYT CAYHATE BREMA, TEMNSPATYDE, DEENSHWE, KOHLEHTPEUWNA, BNAMHOCTS,
AMMHE BOMHE.

3.20 kareropwa obpaboTeM (processing category )l Mpynna paann4dey NPpoOyETon, KOTORRIE MOMHD CTE-
PHUNAI0BATE BMECTE,

Mpuuayadne — Hararoprn obpaboren moryT BelTe OCHOBEHE Ha TPEDDBAHWAX K COCTARY, NIOTHOCTIA WA 003,
3.30 npoaykuna (product). Peaynetar npouecca.

MpywmedyaHde —B CTaHOapTax HE CTEPANHISUAKD NPOOYRUAKN AENASTCR METEPWANLHDE TEMNO — Chipke,
NonynpoOyETel, CoOUpaeMsa YECTH MAW FOTOEER NPOgYELMA 30PEs00apaHEHAE.

(150 9000: 2005]
3.31 cemedcTeo npoaykumn (product family): Mpynna na pasnuusHbix BUGos NpoayELHK, KOTOPEE MORHD
OAMYYaTE SOWHAKOE0N D030H CTEDIANMIALKM,

4
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3.32 noaTopHan arTectauda [requalification): MoBTopeEHKE YACTH BANHOALMK C LENEI0 NOATEEDHIEHHA
BOCMPOMIABCOUMOR TEHEMITEMOCTI ONpegene Hors Npoyecca.

[IS0ME 11139:2008]

3.33 KOMMYHHKALMH [Services ). CHabMeH e OT BHELWHEMND MCTOMHKKS MW TR0, Heobxoaumere AN pato-
Thi 0BO0YASEAHAA [HANPHMED, INEETPOIHEPMAR, BOOA, CHATEIA BOAOYX, KAHANWIALKA).

3.34 TexHuYeckre TpeboBanMa (specification): YTeepsaeHHb i Q0KYMEHT, OroBARHEAIOWMA TReGoBaHHA,

3.35 yecraHaenvBaTte (specify). OrosapueaTs o geTanax 8 yTEEpOeHHOM JOKYMERTE.

[ISOMS 11139:2006]

3.36 creprneHkid (sterle) CeofoqHsii OT MASHECNOCOBHB MAKPOODTaHWIM0E,

[I50ME 11139:2006]

3.37 cTepUnLHOCTEL [2lenlity). OToyToTBME MHIHECNOCoDHEEE MUKPOODTraHnIsoR,

MpumesaHdne — Hanpasmiie HEBOIMOIKHD OOKS3ETE YTEERHOSHME b ABCONTHOM OTCYTETEHA MHEPODDIE-
HHMOB (o, 3389}

[50TS 11139:2008]
3.38 ypoBoHb CTEpUNLHOCTH, ¥C (sterility assurance level, SALY, BepoATHOCT HAXOHOEHHR SO0HHYHOM
HMAHECNOCODHOTD MAKDOORTAHMIME HA HIGENN NOCNE CTEDUMAIALMK.

Mpumevyaduse —¥C 0asT KONMHECTESHHYID XapanTepucTiky, oBemsc 1075 wma 10°%  MpusmessTensHo
K 0BECNEYEHMN CTERUNEHOCTH. YT = 1077 nmBaT MeHLwye BanM4MHY, HD NOKSILERST GoNEWes O0BECNE4YEHAE CTEMAML-
HoETH, deM Y3 = 1077,

[IS0MS 11139:2006]
3.25 creprnuaauna (sterlization): BanvoWpoBaHHsIR NDOUECE OCEOSOROEHNA NEOAYKLWK OT RKHIHECNo-
CODHEIX MHUKDOODTaHMIM0R,

Mpumedanne — B npougcce CTEEMNKIAUMKE MAEPOBMONOrHHackan MHAKTMBEUMA NOOHMHABTCR 3RCHOHEHLN-
ANLHOMY 38HO0HY, NOSTOMY BLIHHBIEMOCTE MAHPODPrEHMIME HE MHOVMEMOYANEHOM HANENMH MOKHD BSPAINTE HEpei
BEQOATHOCTE, XOTH 3TA BEPORTHOCTE MOKET BhiTh CHUHEHA 00 O4EHL MANDID 3HAYEHHA, OHS HHEOTDE HE MOSET CHY-
SMTEECA O0 HyNA (o, 3.38)

[ISOMS 11139:2006]

3.40 crepunmayrowan goaa (sterilization dose): MerrMansHan 0oaa ANA QOCTHHEHWA YCTAHOBMEHHEX
TPeDOBEIHMA K CTEDMNBHOCTH.

3.41 npouece cTepunuaaumu (sterlization process): NocnegoEaTeENsHOCTE JEHCTEAA WNH CNEpaUAE, He-
O0XCGWMBEX A JOCTHHEHWA YCTAHOENEHHER TRE0oRAHHR K CTEPUNEHOCTH.

Mpumedadwe — MNocNBOOBRETENLHOCTE JEACTERA BENCHEET B ceba npageapuTaneHy 0Dpaborey npoayelam9
(MpW HEODXOOMMOCTI), BLGEEHKY B CTERMNMIYHILEM BIEHTE NPK ONPEONaneHHsx yCNoBMAL W iy HeoGxogmmyse noc-
neayiowyk obpabotxy. MNpoysco CTEpMAM3AUMK HE BENHHBET 8 CA0R nobme onEPEUMK DHMCTHH, JR3nHGBEUHMA MK
YNAKOEREEHNR, MPEIUSCTEYHWHE CTEQMTMZELMA.

[IS0Ms 11139:2008]

3.42 crepHnHayloWwME aredT (sterilizing agent): PHIMHeCKan KN XMMASECKAA CYLWHOCTE, MK COYETaHrE
CYLUHOCTER, MMELWAR NpW ONpeLenaHHLX YENoBWAR MUEDODWUKGHYI0 BKTHEHOCTE, ADCTATOHHYKD BNA DOCTHHE -
HIAR CTEQMNEHOCTH.

[IS0MS 11139:2006]

343 MCNLITAHWE HA CTE PUNLHOCTL (test for stenlity): Npopoarman Ha NpoaYELKKA TEXHWYECKaA onepa-
u#A, ongegeneHHan 8 cdukansHon apmMakones, cneayiolwan 3a BEgepHkci B NPOLUECCE CTERHMMIALMH,

[IS0MS 11139:2008]

3.44 nenbITanne cTepUNeHOCTR (st of sterility ). Texnwdeckan onepayns. NPOBOJWAMAA KaK YacTe paipa-
BOTEK NPOUECea CTEDUNHIALWM, BANHLALMH WMWY NOBTOPHOR aTTECTAUWW © Uenkio ONpeaeneHing NDHCYTCTBHA HiKa-
HECTOCOOHEX MUKRDOPTAHWIMOR Ha NPOOYELMA WNH 88 SacTH.

[I50MS 11139:2006]

3.45 nepaxoaMan goaa (transit doze) Joaa, nornoWedHan B0 BOSMA NEDeMELLEHWA NPOIYELMH |-
WCTOUHMES M3 HEOSNYUYIEMOro NONSEEHMA B oBNy4asMos WK HaodopoT.

3.45 HeonpeaaneHHOCTEL HaMepaHKA (uncerainty of measurement): MNapaMeTp, CEA3AHMBIA C pEIYNETA-
TOM WIMEDEHWR, XAPAKTERHUIYHILMA JACNEPCKI0 AHAYEHWA, KOTODYI0 BMOKHO OTHECTH K M3MEDRAEMON BENMYHHE.

[Ind:1853]

FOCT rocCTIsSO 11137-1-2011 Crpanuua: 11/36

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-11137-1-2011
http://GostExpert.ru
http://GostExpert.ru

FoOCT IS0 1113712011

3.47 panvpaaumA (validation) JosymedTpoRaHHaA NPOUEDYDE NOMyeHMA, PEMICTRAUWA # HHTEDNDeTaUHH
pEayNLETAToR, HEoDXoOMMaR ONS NOATEEEHOSHIMA TOrD, 4T0 HA BRX0OEe NpOoUecca BYOeT BOCNpOMInon MM NOoy-
UYATECA NPOAYKUKME, COOTEETCTEYIOWAR 3apaHes ONpenenaHHeIM TEXHUSSCKHMM TPeOoBaHKAM.

[S0MS 11139:2006]

4 3nemMeHTbl CUCTEMbI YnpagneHHA Ka4ecTeoM

4.1 JokymeHTaLHA

4. 1.1 NMNpodeaype: paipatoTeW, BAnUOaLKE, TeKYLero KOHTROMNA W BEIMYCKA NRPOOYELWK NOCHe CTepUnMag-
LIMM BOMKHB] GbiTh YCTAHOBME M.

4 1.2 TpefysolHecH COrNAcH HACTOALLEMY CTAHGAPTY DOKYMEHTE 1 NPOTOKGNE 0NHHE AHANMIMLOEATE-
CA W VTBEDENA TRCA HAAHAYS HHEIM NEpooHanon (oad, 4.2 1), DokyMes Tl | NpoToKoNkEs O0MeEHE KoHTEoNMpoRaTRCA
B COOTRETCTEMK C NPHMEHAMEBIMK paaganami 150 134585,

4.2 OTRETCTEEHHOCTE YNPABNEHHA

4.2.1 Jonsmel GblTe YCTAHOBNEHEl CTRETCTEEHHOCTE M NEQOOHANKIA 33 COOTRETCTEME TREGoRaHWAM HACTOR-
LWars CTaHAapTa M WX NpUMeHeHKe. OTEETCTESHHEIM JONHEH HAIHANATECA KOMMETEHTHEIA NEPCoHAN B COOTBET-
CTEHAM C NPHMEHHMEBIKA PA30ENaMKA |S0 13485,

4.2.2 Ecnn geRcTEMA No Tpebosax9AM HACTORWEND CTAKGAPTa NoednpruHWMAITCR ORraHMIauxAmMK c oob-
CTEEHHBIMA CHCTEMAMK YyNIDABNEHKA KIYECTEOM, TS OTEETCTBEHHOCTE H e PCOHAMNKW B2 00R W3 CTODOH JOMNHHbI
BisiTh YCTAMOBMEHEI.

4.3 Peanwaausa npoayxumm9

4 3.1 MNpoueayosl NPAcGEETEHKA ZONKHE BolTh YCTAHOBMNEHE! M COOTBETCTROBATE NPMMEHHMER DAILENAM
150 13485,

4 3.2 Npoueaypist WOEH TAGMESLHH NDOLYKLKA W NDOCHEEHBAEMOCTH 88 NEOMIBOACTEA J0NKHEl BETe yeTa-
HOBMNEHE M COOTRETCTREIBATE NPHMMEHHMER paagenam |S0 134835,

4 3.3 CHcTena, CoOTEETCTEVIOWAA NprMeHHiisM paagenan 150 13485 anm 150 10012-1, gonsHa GeiTe
YVCTAHOBNEHA GNA KEanubpoBkk Boero oSopyIoBaHMA, B TOM YHMChe NpUEopos ONA HCNETaKKWA cornacHo Tpebosa-
HHAR HACTOAWEND CTAKRgApTA.

4.3.4 JoavMeTprA, NpHUMeHAelan NpW paspaboTie, BanMOauny i TeKYLLEM ROHTPONE NpoUecca CTEpHMkaa-
LA, oN#HA 00ECHeYrBats 80HUHCTED MIMEDEHHA, BINOTE 40 HAUMOHANEHOMD MMM MEXOYHapOgHOro ITanoHos, M
WMETE HIBECTHEIA YROREH: HEONPEIENEHHOCTH M3MEDEHWIA.

4.4 HamepeHde, aHanKW: M HCNpaBneHdye. YnpagneHWe HecooTEETCTEYVIOWEA NPoOyHUWaA

Moouamypsl BOHTROMNA NPOOYEUEK, TEHIHAHHOH HECOOTESTCTBYIIWEN, 3 TAKE NPoUeayDsl KOPPEKLAW, Kop-
PEXTHRYIOLEND W NPEgyNDesOaUe s J8ACTENR D0MEHB GhiTh YCTAHOBNEHE W CO0TBETCTROBATE NEHMEHH MR
paigenam [0 13485,

5 CocTaBneHue TeXHUYECKUX TPeDOBaHMA HA CTEPWNMIYIOWMA areHT

5.1 CreprnrayioWME areHT

5.1.1 Jonwes BeTe YCTAHOANEH THN DASMALKA 0NA NPUMEHEHER B CTEPUNWIaduonnck obpaboTie.

5.1.2 0N\ anekTpoHoE WA PEHTIEHOBCKME NyHeld QonweH DeiTe yCTaHoRNEH YEOoREH: IHEDTAN ANEKTPOH-
HOMD Myska. Eciv ypoBREH: IHERMWA ANeKTPOHoE Npeakiwast 10 MaB wnk yposeH: INEKTEOHOE ANA réHe prupoBa-
HHA PEHTTEHOBCKHE My4el npee:waet 5 MaB, gondHa BulTe NPOBEIEHA OLEHKS BOIHKKHOBEHHA HABEDEHHON
pAgMOAKTHBHOCTIA NPOAY KKK, PeaynesTar oueHim 1 0G0cHOBaHME NPUHATER PeLlesAl Aon#Hbl SbiTe QOKyMEeHTA-
pOBaHI

5.2 MukpotounaHan 3ppekTHEHOCTL

PaguaunoHHEA MHAKTHBALUMA MAEDOODTAHWIMOE W NPWRMeHEHHE DASHMALWA B NPOUSCCAX CTEDMNIHIALKK Boa-
CTOPOHHE OCBEWEHL B NATEDETYPE. M3 NHTepaTyDbl MOMHS NOUYEENHYTE 3HAHWA TOTD, K3k 00paion Nepeset-
HilE BEAWYAHE NPOLECEa BIWAINT HA MUERODUONONAYecEyI0 HHAKTHEA LK. HAacToAW WA CTAHOADT HE COOEPKAT
TpeboaaHHil CouINoK Ha Tawie ohUWke MCCNeQOBAHHA MHEPOBHONOrHHECHoR MHAKTHBALLMK,

&
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5.3 BnuaHKe MaTepUdanon

BAWAHKE LAgMaLHAK Ha LWPOKMA CREKTE MATEDHANOS, MDAMEHSEMel ON8 HEMOTORMNEHHA MEHLLMCEAK 13-
OEnii, BCECTOROMHE WAYHEHD, 1 WTOMDBAA GOKYMEHTALUMA HEoTX00MMa TEM, KTO SAHMMASTCA NDOEKTUPORIAHMER KW
paapaboTEON MeqUUMHCKAE MI0aNWA, CTERUNHIYEMBLIX PAOHALWIHHLIM CNoc0bos. HacToAWWA CTaAKOADT He Tpe-
ByaT NpOBEaaHHA HCCNEOORAHKA N0 BAMAHKIO HA MaTepKansl, HO TPEDYET NPOBEAEHKE MCCNEBORAHIA NG BIHE-
HAK PASHALMK Ha NPOOyKLsMe0e (oo B.1).

5.4 Bonpocil 0Xpak ki OHDYHAK WEH Cpemkl

Oorwsia GelTs NpODEIEHS OLEHES NOTEHUMaNLHOM BRWAHXA paBoTe yCTaHOaHA paAWaLMOHHON CTEpKNNaE-
LMK Ha OEDYRE0WYH COBOY, 8 TAKE NEPEYHCNeHE MEPE N0 e 3aWWTE. TAKAR OUEHKS , BEMIOYRI0WERA NOTEHLM-
ANLHOE YOAPHOE BOIGERCTENE {BCMK OHO BOIMOKHD), 0ONHHS Gl Th GOKYMEHTHDOREHE, 8 MEDEI NPEO0TEDE LLE-
HA (BCIA OHW ONPeganeHbl | GomkHel BT YCTAHOBNEHE M BEEOEHE B A8HCTEWE.

6 CocTtaeneHue TexHu4eckux TpeboBaHWA Ha npouyecc W obopyaoBaHue

6.1 Mpouscc

Oonwsl GLITE NepEYHCNEH bl NEpEMaHHbIE BENWYHHLI TPOUBCCa W YCTAHOBNSHE CREaCTES TEXVLILETD KOMT-
PonA | YNDaeneHna 1aa.

6.2 ObopygoBaMKe

6.2.1 DonswHe: BulTe YCTAH0BNEHE 0CNy4aTanNs M METog ero patoTel. TexHudecsme Tpebopanus Ha obnyya-
TeMk, NPW HE0GXOOMMOCTH, J0N#EHE AHANKWAIMDoORATECA (CM. 12.5.1) W XpaHMTLCA B TEUEHWE BCEID COOKA Bro
CYLeCTEROBAHWA (Ch.4.1.2).

6.2.2 Mcnoneayesmos GNA yNpaBneHts /Ny TeKYLWErD KOHTPONA Npouscca NporpamMmHoe checneyeHne
O0EHD GblTe NOAMOTOEMEHS B COOTAETCTEAM © CHCTEMON YyNDARNEHHS KAYECTEOM, NPEOCCTABMAKLLEN JOKYMEH-
THPOBAHHCE NOOTEELEASHWE TOMD, 4T0 NPOrpamMMHoe 0Secnedaqre OTREYAET NPOSKTHRIM 380a4aM.

6.2.3 TexHuueckne TpeGoBaHWMA ANG rasmsa-obnydartensid AonsHb BENIOYATE, N0 MEHbWeR Mepe,
CHEOyHILEE !

a) HAWMEHOBAHWE OONYATENA W Bro XAPaKTERWCTHENA,

B THN pagHOoHYENKGE, 870 AKTHEHGCTE M Me0METpr TasMMa-ucTo4HkKS |

C}NNAH NOMELLEHAA, BKTIOHAA DACNoNoweHWE oBny4aTens,

d) Mepsl, NPEANPMHMMAEMER ONA PAIOENeH WA He0BNyYeHHoH 1 obmyeeHHol Npoayrgre (oM. 10,3 1 10.4),

&) KOHCTEELMIO W ondcanne paboTel Boex QERCTEYIOWMWE CORMECTHS C OBMyYaTana KOHBENEDHbIX CACTEM,

fi onUcarke KOHBEASPHOA NAHAF (MdHEE ]} 4 ARanaios ee (Mx) CRopocT e,

q) paamepsl, MaTEpHUans! ¥ CCODEHHOCTH KORCTRYELMW KOHTEAHEDO0E 0NA abmny-eHnA,

h) cnocod ynpasneHna o0myYaTenei ¥ BCemMs OEACT By IOLLIMIA COBMBCTHD C HAM EOHBRARDHLIMIA CHCTEMA-
Rk, @ TAKHE WX OOCMNyMHBaHWA,

i} CpEOCTER MHOMEALUM K NONOKEHHA TAMMa-MCTOYHHES,

jl cpEOcTEa BOABPATA FAMMA-WCTOYHKMKS B NONOHEEHHE XPAHEHWA M ABTOMATHIECKOTD NPERPALLEHHA JBHHE-
HIA KOHBEREPE NPK GTEA3E TARMEDE YILAENSHWMA NDOLUSCCOM WNH KOHBEREDHOR CHCTEMON,

k}cpeOcTea BOIREATA rAMMA-UCTONHMED B NOMCHBHNE XDEHEHHA ¥ ABTOMATHHECKOMD NPEKPaLLEHIEA GRHHE-
HWA EOHBEREDA MOKW CPEACTEA HAEHTHGMEALKEK TOJBEPIUEACE PRAMALKKA NPOIYELMM, SCNH TAMMa-ACTOYHIE Ha -
KOQWUTCA HE B NpegHAHA%SHHOM MECTE,

6.2.4 Texuideckke TpeboBarHA oNA oSNy4aTenei © AaNekTROHHLIM MyHKOM DOMEHE BENDYaTE, N0 MEHELEA
RS DE, CIIEOYHOLLIEE

a) HAWMEHOBAHAE OONYATENA W Bro XaPaKTEPUCTHER,

b XApaETEPCTHARIA JNSKTPOHHCTD NYYER [IHEDNAR INEETPOHOB 1, BCITH 3TO NPWMEHRMO, CEEgHWR TOK My-KEa,
LIMPKHHY W PABHOMEDHOCTE CRAaHWPOBAHKWA),

C} NNaKH NOMEWEHWA, BEMTIOYaA Dacnonowesne oSnyd4aTens,

d) MEpkl, NPEANDMHMMaSMBIE OMA PAAOENeHRA HE0BNYYE HHOR W obmyYeHHoR Npaykud (oM. 10.3 1 10.2);

€1 KOHCTRYELMIO W ONdcanke paboTsl Boax QeRCTEYIOWWE COBMECTHE & OGNy YaTENE KOHBSASDHEIX CHCTEM,

fi onMcaHme KoHBERASPHOA NAHAK {TAHKRA ] 4 QRanaiaos &2 (Mx) CRopocTen,

o) pasMepbl, MaTEpHaNs W SCOBEHHOCTH KOHCTRYELME KOHTERHED0a ONA 0By-HeHInA;

n) cnocod ynpasneHnAa oOmy4aTenei ¥ BoeMu OeACT BY IO COBMBCTHD C HWM EOHBRASDHLIMIA CHCTEMA-
Rik, @ TAKHE WX OOCNyHMBaHKA,
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i} cpeQcTeEa HHOWKEUWK paboTol MyHEa W KOHBEAE DA,

i) CpROCTREA ABTOMATHYECKOTO NPEKPALWLEHMA 0GNyYaHHA NP NIoGoM 0TKAZE KOHBRBEDE, BNHAIOWEM Ha
noay,

K} cpeacToa NpespaleHna AaM#eHUA KOHBEREDa MNW COeOcTEa MOeHTHMEILMK NoOBRRTUEHcH PaaMaLMH
MNPCAYELAK NP 803HHEHOBE HHWA MIoBOro OTE33a B Ny4KE.

6.2 .5 TexHmsecskde TpebosaHda AnA peHTrEHOBCKMX QGNyHaTEned GONHHE BENKYATE, MO MEHLLUEH MEDE,
CRe Oy owee:

a) HauseHoEaHKe DONYYATENA ¥ BM0 XapaKTepHUCTHEN,

b xapakTeprUcTHIE JNEKTROHHEMO MYYES [DHE DI INeKTEOHOR WK PeHTTE HOBCKME NYYaR M, BCIIM 3TO Np9-
MEHMMS, CREOHHA TOK MyHES, WHDHHY M PEBHOME DHOCTE CHAHWMDOBAMKHA ],

C) pAIMEDE, MATEDMAMN M 0COBEHHOCTH KOMCTRYKLAA DEHTIEHOBCKOID KOHBEPTORE,

d) nnad NoMeWEHHE, BENK4aR pacnonoseHue obnysaTtens;

2] MEDEB, NPEONDHHRMaSMEBIE 0NA DAIOeneHKA He0STyUeHHON 1 oDmyeeHHOE NpoOyELME (oM. 103w 10.4);

) KOHCTRYELFES W ONMCaHKe PaGoThl BCEX ASRCTBYIOWHWX COBMECTHS C SONYyHaTenem KM BEHaDHLIX CHOTEM,

G SNACAHAE KOHBEAEDHOH NAHMA [TMEAAY 1 O4aNas0H 88 (Mx) CHODDCTEH,

h) paamepsl, MATEPHANL! W CCOGEHHOCTH KOMCTRYELM K ECHTERHED0R ONS 0BNyHeHHA;

i} cnocob ynpaanesdya obnyYanenes W BCei J8RCTEYHIUMMHA COBMBCTHD C HMM KOHBSREDHEIMM CHCTEME-
M, 8 TEIHE WX 0BCNYEHBAHKA,

il cpeacTeEa HHOWKEUWK PaboThl MPHES W KOHBEAERA,

k) cpeacTea asToMaTWHECKOrD NPEEPALLEHKMA OBNYSeHAA NpM NoGoM oTEAZE KOHBRAEDa, BRAAKLLEM Ha
003y,

m) CpeacTsa NEeKpaleHMa OBMEeHN KOHBERE DA UK CReacTRa MOSHTHEMEAL WA NOLEE PriueAca paga-
LIHi NPOOYELUHAW NRWA BOIHHEHOBEHW K MoDoro oTEaIa B my-mne.

7 OnpegeneHne NpoagyKuWMM

7.1 MNpoaykuKs, NpedHaIHaqeHian AnA CTePUNK3aU9H9, BEMNCYSA YyNakoBOoYHbIE MaTeDoHank, 00N+ Ma DTk
YCTAHOBMEHA,

7.2 Don#He: DEiTe yCTAHCRNEHE MAMEBHEHKEA B NEOOYKLKK, B2 yTEK0BKE MK B NONoEEHH NPOSYELMKE BHYT-
pH ynakoerd (oM. 12.5.2).

7.3 Jon#ua BeiTe YCTAHOBNEHA M BEEOEHE B DEACTBME CHCTEMA, 00eCNeYMBaKIWAR KOHTRONE COCTOAHMA
NPoaykLie, NDeQoCcTARNSHHON ANA CTEpUNNIaUMK, B TOM YMcne &a SoHanDy 3k, YTobk addesTHBHOCTE NpoLUec-
C:A CTEQMMAIELME HE MO BeiTe yXyawesa. ek THEHOCTE CHETEME GOMHHA GbiTh NOKA3aHA, W JONHHA BKI0-
4aTk onpegdeneHse Duonarpyasi e cooteetcTend o IS0 11737-1.

7.4 Ecnid TpebyeTcA yCTaHoBHTE CTERHMMAYIOWYK 003y ANA CEMERCTEA NPOIYELMK, TO A0M#HL BLING-
HATRCA TPEBoBaHMA K CeMaRcTEY NPodykUMK, NprBesdertbe 8 IS0 11137-2, pasgena 4.

7.5 Ecnwn ana yenaid TexyWwel obpatoTi HecbXaqMmo NorMeHnTE KaTercprio 0BpatoTid, To gonkHa BeTe
MPOBEJEHA OUEHKE NPOOYKLKKM HA CODTRETCTEME O0KyY MEHTH PORAHHLIM KPUTEPHAM H TRPMHATO PELWEHWE, 0oMN#Ha
N NPoAyHLKHA BbiTe BEMIOYEHE B KATeropi oopaboTe. DUeHKa AorTEHa BENICHATE DACChMOTPEHWE NEpeMEHHEIK
NagaMeTHos, CBR3AHHLIX G NPOGYELWER W BAMAKILWKE Ha HEOBXOOMMYID J03Y M Ha TeXHWHeckHe TpedoBaHWA
oGpaboTrd. BalBoasl NPO8E eHHDR OLEHEA ZOMHHb BETe Q0KyMERTHDOBAHE (O, 4.1.2).

7.8 NMeprogs<ecs DoMmeeH NPOB0aUTECA AHAMMI KPUTEQHMER OUEHEM MRCGYRLMA ONS BKICYEHHA 88 8 KaTe-
ropK oSpaboT 1 KDATEDHEE OUEHKN MPYNNE NPOOYELKK, COCTARNADWEN KaTeroprio obpatoTm. Boleons Tako-
Mo AHANWIA SoONHHE BbiTh J0KYMEHTADDBEAHL (CM. 4.1.2).

B Onpegenedne npouecca

8.1 OnpegeneHie MAKCHMANLHO OONYCTHMOHR 003k

8.1.1 0na npoaykuymK 0omkHa BelTe onpegeneHa MakcysaneHas qonycruman gosa. Nocne oSpaboTid mak-
CHMANLHD GONYCTHMOA Z030WA, NPOSYKUWA J0MHa COOTRETCTEOBATE YCTAHOBMEHHEIM hYHELMOHANEHEIM TREE0-
BAHWAM Ha NPOTAMEHKA BCETD ONPEdeneHHors Cpoka Chy#bel.

8.1.2 M pw onpegeneHdd MAKCHMAaNsHD SGoNYCTHMON 0036 HeoSX00 M0 oEecneYnTE:

a} NPWEMNEYEHHE YYPEXMOEHWA, CNCCODHOMD NPOMIBECTH OUEHEY NPOOYHUHH © TOYKM IPEHWA ee
HAIHFIEHIA,

b) penpeigHTaTHEHOCTE NTEOOYELMM — 82 COOTBETCTBME TOW, KoTopan GyaeT 00pataTeBaTLCA B TeKYLLEM
npoUacos,

g
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G} COOTRETCTBYIOLLMA MCTOYMME DAJMALAA, CNOCODHLIA ME0METDAYECKKR M EONWYECTREHHO TOHHO oDacne-
YuTe TpeDvenMy ooay (cm. B.4.1).

8.2 OnpogeneHWe CTOPUAWIVIOLWESH 003k

821 0ns npodyEuiva SomeHa GelTe ONpenaneHa CTepn|ayiowan qoaa.

8.2.2 0nA anpeaeneHda CTERHMMAYIOWEH SO NPUMERAETCA OOMH M3 OBYX NOAX0A0E.

a) nony4anT QaHHEE No KONMYECTEY SUOoHATEYIEM WM 22 YCTORYMBOCTM K PA0KaUMK M MCNoNs3IyIoT My
Ang oNpeaeneqng CTELHMUIVIoLLEH 0%k,

Mpuewmeyaxswe — MeTogs CNPEgEnsHIA CTARANKIVEOLWEA 0036 1 YCOODEMA, MPW HOTORBIX OHA NPAMEHME,
npeesgeHel 2 nyssta 6.1 150 11137-2;

D) cTeprnMaysawyio 003y BelBdpaloT M3 sHasedrid 25 unKn 15 kMp » obockoesaaoT Bebop. Mpr obockopa-
HHK Bl BpaHHoR 003kl NEDRMHHBLIR NEOHIBCOHTE L JONKEH MMETE JOKaIATENLCTES TOMD, YTO oHa cnocobia obac-
MEYHTE GOCTHMEHME YCTAROBNEHHEX TREGOBaHKMA K CTEDHNBEHOCTIA {Ca. 1.2.2),

Mpwwmeyanwne —Marage VO % 1 W0, " 0BOCHOBEAHHA CTEDMNMIVEOWEA O0GE! 18 YCNDEMA, NP KO0TOpS
OHK MPAMEHNME, NpUEBENSHE 2 nodpaspane 6.2 150 11137-2. 51d metoom HANPRENSHL HE OOCTHHEHWE yPOBHA
crapuneHocTie 1075,

8.2 3 Mpw onpaaeneHind CTERMMMIVIOWENA Goak He00xKoOMsM0 OSaCnaunTE:

A) NPHWENEHEHHWE KOMMIETERT KON MUEROOMONOMMYECKSH NABoDaTopHK ANA NPOBEIEHWA HakMepeHri GuonHar-
PYIEA B COOTBETCTEMH C 150 117371 W HCNBITAHWA CTEDANEHOCTA B COOTBETCTEMM C 150 117372,

b) penpesgHTaTUBHOCTE NPOAYELKMA — 88 COOTRETCTRHE ToW, kKoTopad GyneT obpabaTeIBATECA B TERYLLEM
MpoUecoe;,

CHCOOTRETCTRYHILLKA HOTOY HHE paa-ac e, CRocoGHBIA MEOMETRASECKIA M KONWSBCT BEHHG TOMHO 0BECNeYnTE
TpeGyemyo goay (cm. 8.4 2.

n PAMEYEHME — F"g,I'EDEID-,'_'IETEID No QOZAMETRHYECEANM BONpOocaMm FE,D.HELI.HDHI-I{IIﬁ CTEpnAIauMe MOsHD HEATH
B 150 11137-1

8.3 YeTanHoBNeHHe MAKCHMANEHO OONYCTHMOW 003kl B CTEPHAMIYIOWeH A036I1

MakcHmankHo JoNyCTHMAaA 4038 W CTEPUNMEYRLLAAR 0038 ANR NPOAYKLWY A0 kbl BaiTh yCTAHOBNEHE B
OOKYMEHTALN.

8.4 MepeHoc 2HAYEHHA MAKCHMANLHO QONYCTHMOW, NPOBEPOYHON W CTEPHAMIY KOWEH 003 kLI
C OOHOMD HCTOMHMEA oDNyYeHWA Ha Opyrod

8.4.1 NepeHod aHAYEHWA MAKCHMANLHO OONYCTHMON QO3

MW NepeHoce 3HA49EHAA MAKCHMANEHRS AOTYCTHMOR D03k HA MCTOHHHE, OTNWHAKIWKECA OT TOM, Ha KOTC-
pon Ac3a Geina cNpegeneHa NegeoHa%ansto, JonsHa OeTe NPoRedEHa CUEHES DAINAHKA NapaMeTpoa obnywe-
HHA ITHX J8YE HCTOYHWEOR, NOEAILIBAWAR, 4TO 3TH DAINMYKA HE BNHUAKIT Ha 0BoCHORAHHOCTE A036 . OUEHEa W
BEBOOE JoM¥Hsl DRITE QOKYMEHTHpoEaH:! (M. 4.1.2).

£.4.2 MNepeHoc aHAYEHKA NPOBEPOYHOR 00261 HNKW CTEPHANIYIOWEeR 00361

8.4 .2 1 NepeHoc aHaYeHHE NpoBeDo-HON 00351 ANK CTEDANMIYOWEA O03E Ha MCTOYHKK, OTARSI0WWACA T
TOMD, Ha KOToPOM 0033 Owina onpegensHa NepeoHadankHo, DonyCKasTea TONLED B CNYyYanx, Korga:

a) NonydeHsl GAHHEE, NOKA3LIBAI0WWE, 4TO PAINWYAA B paGoYNE NaDamMeT Rax Aeyx MCTOYHMKOE 0bny-easHMa
HE BAWAIOT Ha MEEDOOHUWIHYHD 30 0e K THEHOCTE,

bl nprmMesidmel yonoekra 8.4 2 2unn 8.4 2 3.

8422 [InA npodyELMe, HE COOBPHALLEN BOOY B #HORKOM COCTOAHMK, NepeHos aHaYeHMA NpoRSpOYHOR
003kl ANM CTEQMMMAYIOWENR 003kl GONYCKASTCA!

a) ¢ OOHOro raMMa-oonyJaTend Ha OpyroE;

b) ¢ ogHOro redepaTopa ANeXTROHMOND MyYa Ha apyrod;

C}CogHOTo reHepaTopa PeEHTIEHOBCKHY MyHed Ha 4oy ok,

£.4.2.3 OnA npooykyii, CoO0e pealen BoOy 8 OO M COCTORHMK, NepeH0c aHaYEHHA NPOBERoHHOA 003k
MM CTEDHMAIYIOWLER 003k OONYCKaeTCA!

A) ¢ OOHOro rasmMa-oconyYarens Ha Jpyroi;
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b) ¢ oAHOrG reHEpaToRa INEETROHHGTO MY4a HA ADYIOR NPH YCNORWK, HTO OHK PASOTAKT NPW OOMHAKD Bk
NapameTpax;

C) COOHOTo MeHepaTopa PEHTTEHOBCKAY NYYEA HA ADYIOR NPW YCNOBKK, Y4T0 OHY paBoTaloT NoM 0OHHaKo-
Bl ADaMETEN.

9 Banwpauwa

9.1 ArTecTauWa yCTaMOBNOHHOMD oB0pY DoRaH WA

G 1.1 Ona obnydaTtens o CEAIAHHON © HM EOHBEASDHOA CHUCTEMEl OBl BhiTh YCTAHORNEHE! paboymnea
MOLEY .

5412 Obopyooaanwe ona obpaboTeid 1 BCNomMoraTeneHoe b0pyA0aaHKE, BENICHAA HEoOX0aMMOE NPOpamm-
HOoe oDecneweHe, DoMmekHEl Gl Te MCTRITAHE C UENED NOOTESEE 0EeHHA X pA00TE B COOTRETCTEMM C NPOEKTHEIMM
¥ALAKTEDHCTHEAMM. METOOE WCNBITAHWA W PEIYNETATE JOMNMHE ORITE JOKYMEHTHROBaHE (M. 4.1 .2).

S1.3 NMiobbie HIMEHEHHA, BHECEHHEE B ODNy4aTE Nk B0 BOEMA MOHTANME, NOMEHE GhiTe JOKYMEHTHPOREIHBI
(caa_ 6.2.1).

9.1.4 Ana rasma-obny4arena JomiHs BolTe D08y MEHTHD0EaHE SKTHBHOCTE MCTOHHWKS M CNKCaHWE pacno-
NOHEHWA OTOENEHEN EOMNOHEHTOR MCTOYHKWKS (8. 4.1.2).

9.1.50nA anesTpoMHons 0BNyYaTens JomiHe ObiTe JOKYMEHTHPOBANL XapakTepucTHEW Nydka {IHep-
FHA INEKTPOMORE, CPEOHMA TOK NyYKa, 3 TAKKE WARKHA W 00HR0POAMOCTE CEaHMPOBAMKMA, THE 3TO NPEMEHKMO,
ch. 4.1.2).

$1.6 Anga peHTreHoBCcKoro obnyYarens OomHe BulTe JOKYMEHTUPOBAHE! X3 DAKTE PHCTHEA NYy4Ka (JHeprHn
INEKTROHCE MM DEHTTEHOBCKMN MYySed, CREOHMI TOK Ny4Ka, 3 TENKE WHEPHHE 1K 0OHID0OHOCTE CKEHWPOBaHKA, TO8
ITO NpHMeEHEMS, ca 4.1 2}

9.2 ArTecTayna AedcTEYOWero obopyaoBaHMA

4 2.1 MNepan npoaeJeHdess aTTecTaukry DercTeyiowero obopyooeandwd (A00) gonwHa GeTe NoaTeemEneHa
KanMBpoRKA BoRE NPUEDPOB, B TOM YYCne NpUBopos ANA HCNLITAHKA, NPUBMEHASMEX ONA TEKYLWE NS EOHTRONA,
YNEAENSHAA, AHIMEILNA B DEMACTPaUMA (oM. 2. 3.3,

G 2.2 A00 noreEHa apRINonHATECA MyTemM ChmyUe A MsMoreHHoro MaTeprana, penpeasHTaTAaHo No OTHO-
LLEHY K CTEDMMAIVEMON NEOOYILHK, C UBNLK NOKAZATE, 4TS o00pYyooBaHME oDECneYraaeT TpebyemMeli Quana-
30H 003k ONA NPOREEHKA YCTAHORNEHHITD NPOUSCcca cTeRHMM3aUKK (oM. paagen 8). AOD oomeHa NoKaaaTe, 4To
ofnyYaTENL NOCNE AABEPLLSHMA MOHTaEMA cnocobeH paboTaTk 1K 0BECNEYMBATE COOTBETCTEYMILMWE A0k B NpEE-
Nax YCTAHOBMEHHEIX KD TEDAED MPMEMIEMOCTH.

4 2.3 AnA onvcansA oonysaTend © TOUEA AapeHMA NPOCTREMCTBEHHOM pACNBenensHda Dosk (oM. 9.2 411 ea
HEPABHROMEDHOCTH (CM. §.2.5) O0MEHO BRINCNHATLCR TONOTPadMpOBaHRE TGOSk,

MprmMay adwe — PyrmeoacTeon No Tonorpadmposansdo 0o npuesgasa g 150 11137 -3

9.2 4 Tonorpadiv poBaHMeE GO3k QOMKHD BeINGNHATECA C MCNONEI0BAHMEM KOHTERHEDA ANA cOny4Ye s, 3a-
MOTHEHHOS 0OHOPOAHEM MO NNOTHOCTA MaTEPHaNoM B0 BERKHErs NPedena COrnacHs NEoexTHON JOoKyMEHTALLKMH,
B koHTeRHene QNa onpedenatis G036l B TONKAX Ha PaankdHely onpedeneHblx ryBdHas sHyTpW MaTeprana
ACMEHE NPHMEMATECA 03HMET P,

TonorpadupoBaHne So3kl JOMEEHD BLINONHATECA NDHM 30hekTHEHON MMWTAL WK NONHOCTRI0 3arDyEeHHor
OENy4aTana, 4nd aTorg B obmy-arens yoTaHaBNHueaioT JOCTAToHHOE KONWYECTES KOHTERHEDOE, 3ananHeHHbIX 00
BEQXHETD NPeOana TemM ¥ MaTepManct, 470 W KOHTERHED © G0aNMeTRaMH,

4 2.5 KonW4eCcTRO KOHTERHEDOE, MPHMEHAEMEX ANA TONOrPaupoBaHKA BO3kE, BOMHHE Dbl T A0CTATOMHEM
ANA BEABMEHKA PACTDELENEHNA M HEPABHOMEDHOCTH J036| MERIY KOHTEHHEDAMK.

426 Ecnui onA ofpatoTim Npogykuvik Nprse HAI0T Bonese oOHore KoHBEAEDHOD MapLURYTa, TO TONorpadoi-
poBaHre goakl GOMEHD DETe BREMCNHEHD GNA KMO0Ns MapwpyTa.

9 2.7 BnvAHHe NpepBaaHyA NPoEecca Ha 0oay QONSHO DeTe CNDegeneHo i J0EyMEHTUpoBRHO (ch. 4.1.2).

9,28 NokymerTay«A No ToNorpadiepoBaHKID G03k JONKHE BEKNKHYaTe B ceba onucaq e KoMTEAHEepoR anA
ofny4eHnA, paboduy napasmeTpos 0SNYYETANA, HENONLI0OBAHHLIK MATEPHANOE, KAMEPEH KA 003 M COSNaHHBIX
BeIBOAOE (Chd. 4.1.2).

4.2.9 OnA ramsa-ofnysateneid Qoresda BelTe ONpeqeneHa 83avocEsss MEROy yCTaHoBKOR Talmepa,
CKOPOCTRID KOHBEREDE W Q030N .

S 210 Ona anexTpoHHO=-NyY4eBGLIX 1 DEHTTEHOECKY 0BMy4aTanzi oTKNOHEHWA XapakTepHcTHE Myda (cwm. D15
Wi 9.1.6) po BpeMA TONOrPadUupoBaHKA 003k JONMKHE DRITE B Npegenax AoNyCKOR TEEHAYECENY XaDaKkTeprcTHE
oGnywaTtend (om. 6.2 4 1wnn 6.2.5).
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9.2.11 Ona anekTRoHMO-NyYSeE R W PEHTIEH0BCEMY 0bny4aTanai 0omeHa SeiTe ONpedeneHa BanMoCcBith
MEREDY XAPAKTEDUCTHEIMK Myda (ca. 9.1.5 1w 9.1.6), CKOpOCTRIO KOHBEREDA # J0301,

9.3 ATTECTAUMA IKCANYATHRYEMOro oG opy 00BaHMA

9.3.1 TonorpadpoBEasie 0036l J0MKHD SETE BEINCMHEH0 C HCRONB30BARXEM NPOAYELMK, ZarPyHEHHDR B
KOHTEAHED GNA oGNy4eHWA B COOTEETCTEHK C YCTAHORMEHHOM CREMON Jarpyard, YTobe!:

a) oNpenerdTe IHAYEHAA MAKCHMANBHONA B MEHMMANEHOR 03581 4 MECTA WX PACNONOME HHA,

B onNpeEoenKTE BIadMOCEAIL MERDY MAKCHMANEHI A MAHMMANEHOR 0030 1 0030# (003aMM) B MeCTE (Mec-
Tax) TEKVLLETD HOHTRONA.

9.3.2 MNp# aTTecTawui ascnnyaTdpyeMons ohopygoeanka (A0 gonseH GhlTe OMNWcaH cnocob NnpedocTas-
NEHHA MPOOYELAA HA CTEPUNMIALM0. B Hero GomiHe BX00UTE!

a) pEIMEpE W NNOTHOCTE YIAKOBAHHOA NEOOYELAM,

b) opMEHTALNA NPOOYKLMA BHYTDMW YTIAKOBKK,

C} ONMCAHME KOHTEAHEDA 0NA 0GNYYeHWA [ECNA BHYTDW OSMydaTena MCNOnsIYKITCA KOHTEeRHEe Dbl PaanwdHEE
TINOB];

d) onucaxKe KoHBEAEPHOND MapWPYTa (ecny BHYTRM obNy4aTena MCNoNEIVIOTCA DAIHLIE KOHBEREDH:IE
M3 DLy TR ).

9.3.3 Tonorpadmpo BaHBE 003k QOMEHO GbiTh BRNONHEHD DNA KEM00A EaTeropud obpaboTin (oM. 7.50.

9.3.4 Ecnu npi Texywel obpaforre 1esbXoqMMo HCNONEI0BaTE Y4ACTHYHD 3aN0NHEHHBIE KOHTERHEDEl ANA
OGNYYEHMA, TO A0NHHD BeiTh YCTAKOBREHO W OOKYMEHTHRDEAHS (CM. 4.1 2) BNHAHKE YACTHUYHOMD 3aN0MNHEHKA Ha!

a) pacnpemeneHne 003kl BHY TR KOHMTERHEDoa ONA 0any-esHa;

b) goay 1 ee pacnNpefeneHMe 8 GPYIHE KOMTERHepax, HaXoQALMXCA B 0GnyJaraena.

9.3.5 TonorpafiipoBaHHWE 000k J0NHHD DhiTh BINCAHEHD C HCNONbA0BAHREM DENDEIEHTATHEHLIX KOHTEHHE-
pOBE AnA oBMyYeHAA B ACOCTATOYHOM WX KOMWHECTRE, YTo0k ONpEeaanid Te OTEMNOHSHAE 000610 MENIY KOMTERMERaMH.

9.3.6 TonorpadHpoBaHHe Goak A0MBKHO GhiTe BRMONHEH0 ONA K000 KOHBEAE DHOMD MAPLWIDYTA, BoNoMk-
ayesoro OnA obpaboTek onpedeneHHON NpogyKLWA.

9.3.7 OnA ramma- 1 pedTrescBornx obnydatenei Tonorpadrpobarke 0o0akl GOMKHD BelTe BENONHEHD C
UENkK ONpedeneHda NPoOYKLKIA W EATeropiii 00paboTEW (8Cnii oMM NPWMesARTCA ), KOTODRIE MOoryT BTk obpa-
BOTaHE BMECTE C NDOOYELMEN, C KOTOROH NDO80OMNocE ToNorpadkpoeanke. JonsHo BbiTe ONpeqenaHn Dacrnpe-
OeneHye 0ok B NPOoSysLMKM PEINMHHOM NOTHOCTH, HAXOOALWERCA B 0GNy4aTane, © Uenksio Onpenene-ya NoogyK-
LI, KOTODYIO MONMHS 00padaTeBaTL BMECTE.

9.3.8 JosymeHTadHa No TONOrPacdd BORA HE A03 kL A0MAHS BEAYATE B Ce0R; 0NMCaRKE KEOHTERHE OB 3NA
OONyYEHUA, CXEME JAMDYINM, HOMBEREDHOTD MaApWRYTa, pabouny NapameTpos 0bNySaTens, MIMEREHHR o3k 1
COENAHHBX BBOO0E (CM. 4.1.2).

9.4 AHANKI ¥ ¥TREPHOSHHWE BaNUOaUMH

9.4.1 MudopMauda, NoNyYeHHAR B0 BPEMA BCeE BWOOE ATTECTALMK (YCTAHOBNEHHOMD, O8RCTEYIOWETD W
IKCMMyaTUpyesorn oBopynoBaHEA), A0NHHa BT NpoAMANMAIKMDoBaHa. BeiBnn No DeaynsTaTam SHandaa qormes
BuiTe 0KYMEHTHRORAH (oM. 4.1.2).

9.4 2 Ha oCcHOBRAHHM DACCMOTREHWA WHEDODMALMKA M 82 aHANKa JONKHL DbiTe NOOrOTOANEHSEl TEXHHHECEAE
XApAKTEPHCTHEN Npouecca (cam. 4.1.2).

9.4.3 AnA ramma-obnyHeHna TEXHWHECKME XapaskTepHcT KK NPOUecca JONMKHbl COOepHart:

a) ONUCAHKE YTAKOBAHHON NDOOYELWA, BRNOYAA DAIMEepisl, MNOTHOCTE W OPHEHTALMEY NEOOYELHH B YNAKOB-
ke (cr. pasaen 7, 9.3.2), 1 WX QONYCTUMBIE OTKNOHEHKS,

D) cxesy VENaOEH Npogykuiy BHYTPH KoHTaRHeDa ana oSnyweHna (oM. 93,10

G} MCNONEIYEMEIS KOHBEREDHLIE MADWRYTE (ca. 9.3.6);

d) MmakcrManeHo onNycTUMy: 003y (Cw. 5.17,

&) CTepUNHay oWy goay (e, 8.2

f1.anA NpomyELMA, NOOSEEWBAIOLWEA DOCT MUKDOORraHAIMOE, — MEKCHAMA NMEHLIR WHTEDEAN BOEMEHIA RMEH-
Ay NPOMABCACTEOM NPOSYELAM H 3RS0 IUeHWeM 00nydeHua;

) TOSKY (TOUEW | TEKYLLEMD JOIMMETIYSCKOTD KOHTRONR [KOHTROMLHGIE TOHKK]

h) p3aMMOCEATE MERDY 030N B KOHTRONBHOR TOHKE (TOYKAX) M MAHHMANEHOA M MAKCHMANEH0R GO03aMHA
(oM. 9310

i} ONA NDOOYELMA, KOTODAA SOMMHA MOOBEPraTECH MHOMOERATHEM JECNOAVUHAM B PAOMALWOHHOM none, —
BOE HEODXOOWMBIE MIMEHEHKA &2 OPWEHTALMIA MENTY JKCM0AALIMAMIA.
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G4 4 [NA anekTROHHS-NYYHeR0TS W DEHTIEH0BCKOMD SBNyHeHWA TEXHWYeCKWE XapaKTepUcTHER NEouecca
ACMEHEl COABDMaTE!

a) oNACIHWE YAKSBaHHOA NDOGYELANM, BENHHAA DaIMEDL, NMNOTHOCTE H ODWEHTALM IO NPOOYKLHK B yNakos-
KE (CM. paanen 7, 9.3.2), 1 X QONyCTAMBIE OTENOHEHA;

b cxemy yENagkk NpoaykurK BHY TR KOHTeRHE DA ONS oGny4YeHna (oM. 9.3.1);

C) MCNONB3YEMEE KOHBEREDHLIE MaDLL YT {Ca. 9.3.6);

d) MAaKCUMANEHS OoNYCTHMYI0 003y (G, 5.1,

€] CTEPUNMIVIOWYID goay (oM. 8.2),

1 ans npogysus9, NoQoepEHBaWwel pocT MUEPOOPrAHNIMORE, — MaAKCUMANEHEIA KHTEDEAN BDEMEHI MEH-
Oy Mo IB00CTEOM NPOJYHLHK ¥ 330epLUeHuan onyyaHua,

G ) TOHKY (TOYEA ) TEKYLLETD BOSMMETDHYECKOND KOHTRONS (KoM TRONBHBIE TOYKK),

h) BE3arMOCEAIE MEXaY O030H B KOHTPONBHOH TOYKE {TOYKaX] 1 MAHMMANSHOH # MaKCHMANEH0R 003amMA
(cw. 9310,

i} pabodne napameTpsl OGNYYaTensa M WX JONYCKd [HENPWMED, XADAKTEDWCTHMEM MyHa ¥ CKOpOCTh
KOHBEREpA),

jF onA NpooyRLAW, KOTODan GONMHa NoJSepraTECA MEOMOKPATHEIM JKCNOANMUHAKM B PASHALWOHHORM None, —
BoE HEODKOOHMEEE MIMEHEHNA B8 ODHEHTALMA MESTY IKCNOIALHAMIA.

10 TekywMuu KOHTROML W yNpaBneHue

10.1 Npouegypel 0BpaleHAA © NPOOYEUAER A COXpaHeHWA &8 UeNOCTHOCTH Neped, Bo BoeMA | nocne
OBy HEHNA OoMKHE BeiTE YCTAHORMEHEE.

102 CucTeMed CHETA NDOOYELWA M NPOBEDKH 28 KONWMYECTEa OONNHE STE BCTPOSHE B LENOYKy NoMyYe-
HAA, JArpy3Ke, Beirpy3kk, 0GpallieHa M BeINYCKa Npogyrukbd. Boa packowaediii B KONHYECTaE QOMEHL GbiTk
YVOTpaHEHB Neped 0GpaboTEod WHMK BNy,

10.2 HeolinyYerHan ¥ obnyYeHdHan Npoaykuks oN#HHe BeiTs paaenaHsl.

10.4 HYyBCTEHTENEHERE K OGNYHeHMED BHIYANBHEIZ MHEWEATODL HE JOMEHbl HCNONEIOBATLCR B KAYSCTRE
AoKAIATENLCTES OOCTATONMON pagMalnoHHol 0GpaboTkM WNW B KaYECTEE BOMHCTEEHHOMD CPEACTES DaZNHYMA
MEXDY OBNYHEHHOH 1 HEOGNYYEHHOH NPOOYKLE A,

10.5 NpogyrEuKMa gon¥Ha 3arpy#ansch B KoHTalHep 4na ofny4esia 8 COOTEETCTEHW © TeXHWYRCKMMK Xa-
PAETEDMCTHEaME NpoUecca (oM. 9.4 3unn 9.4 .4).

10.6 BoanmeTplbl) AomEeH]Hil | GolTe NOMELLEH(HEl) B KOHTRONERYRD TOHKY (TOYKK) 0NA TEKYLWEro KOHTRORA.
Mocne oBny4YeHKA NoOKAIaHa JCaMMETRal0n) A0n#HEl GBiTE HKIMEDEHE], A DeayNLTAT oKy MaEHTHRORaH (oM. 4.1.2)
W NPOAHANHAKMPOEAH.

10.7 HactoTa KenonbIoaaH A GO3KME TEOE QoNkHa BeiTe A0CTATOUHGH ANA Toro, 4Tobb BBiTh yBEDEHHEIM,
YTO NPOUECE HAXOOMTCA NOO KO TRONEM. 3TA 4acToTa M 22 050CHOEAHWE N0MEHE! GhiTh YCTAHOBNE Hb.

10.8 nz rarsia - obny4arensi;

a) YCTAHOBKA TARMEDS WIMNIA CKOPOCTE KOHBEAEPE 0MTEHE BoiTe OTPEMYNKDOBAML] C YHETOM PaDUOHY N M
HOMG PACNANA B COOTRETCTAMM C OOKYMEHTMPOBIHHON NDOUED YoM,

0] OCMEHE KONTROMWPOBATECR M J0RYMEHTHPOBEATLCH [CM. 4.1.2) NONDESHWE WCTOHMHMES, YCTAHOBE TanmMe-
P WA CKOPOCTH KOHBSAE DA M ARAMEHHE KOHTERHE 0B ONA obryYeHIa.

10.9 AnA anexTROHHO-MyHEELIX 1 PEHTIEHOBCKME 03Ny HATENER DOMTHHB| EOHTPOMWMPORATECA WM oKy MEHTIPO-
BaTLCA (CM. 4.1.2) XapasTepHCTHEN ANeKTROHHOS Myda (oM. 9.1.5 1 9.1.6) 1 CKOpPOCTE KOHBEHEPA.

10.10 MNpH BOAHMEHCBEHAW NDEQRIBAHWMA WHNKM HECDOTESTCTEWA NPOUSCCa OHW A0NHHBEl GBiTe DOy MEHTHPO-
BaHe BMECTE C HoDbIMK NpeONpHHASTEME GERcTEHAMKA (Cm.4.1.2).

10,11 JokyMeHTauus o paguausoHHsd odpaboTe JonsHa COnepsEaTs Qary obnydeHna ¥ MMeTE CEAZL C
OCKYMEHTILWER & NEPTAA (CM. 4.3.2).

11 Boinyck npoAyKUuWK nocne cTepunMiauvm

11.1 MNpekne 4o BENYCTHTE NPOOVELMED NOCNE CTERHMIM3aWA, HE0BX00HMD BLINONHHTE BCE CNEUMans LI
MEPHUOJAYECKIE MCNBITAHWA, KEANMBR0aKK, MERONPUATHA Mo o0CNysMBaHKMKD ¥ HEODX0OEMYH NOBTODHYIO ATTECTa-
LiHiD, 3 TAKKE QOKYMEHTHDORATE BulBOT0 (Ca. 4.1.2).

11.2 Heofxodums YCTAHOaHTE NPOUSIyDE aHANK3E O0KYMEHTILMA W BeINYCKa NDOOYELWW NoCNE CTEpM-
aauiiE [ch. 4.1.2) 3T npoueaypel GoMHHE CO0ep#aTe Tpebopaqqa (Hanpamep, 9.4 3 1 8.4 4), noasona iowHe
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NPMAHATE NPOYECe CTEDHNWMIALKA COOTRETCTEYIOWMM, CYHETOM HEONDEJENSHHOCTH WAMEDHTENEHON CHCTE M
(cucTes ). Ecnu ati TpeGoBaHMA #e coBnogers, NpoaykyMa GonsHa SeTe NDMIHAKA HECoOTRETCTEYIIWEN, ¥ C
HEl HEoDXoOMMo OGpalaTeECA CornacHo 4.4,

Yrofbl Npogyidus Geina BeINyWEHa KaK CTeRMNEHEA M NOCTYNWNE B obpalleHde, MORET NoTPeSoBATECH
AoNCNHETENEHAR OKYMERTILUWA 0 NPOMIBOACTEES W MHCTIEKUMA NEDTYELMK COMMAcHs CHCTEME YNPABNEHWA Ka%e-
cTeo (CM. S0 134835).

12 NoppepxaHue 3dheKTUBHOCTH Npouecca

124 demoHcTpauvA coXpaneHna MpgeTHEHOCTH
1241 OBwme caegeHKA

Coxpanranuanca 2phekTHEHOCTE YOTAHDBNEHHOR CTEPMNHIVIOWE N 0036l QOMKHA BETE NOKAIaKa NYTERM
MpopeaeHiEn.

a) onpenenetisn DHOHaMEYIKK C LENBD KOHTEONA KoMKYecTBa MAKPOORTaHnaMos, NpKCy TCTBYRWWX Ha npo-
AYKLKA, B COABHEHHK CIA0aHHbIM KONHHECTEOM COMMACHD TEXHHASECRMAM KADAKTEPUCTHERM,

D) ayauTa CTepMNMIVIOWER 003k C UeNLI0 HOHTPONR pagualdoHHOd YCTORYWMBOCTI GWOHANDYaky Ha
NP OOy KL D,

Mpyvmeyssne — Marogdea NpoBEgEHEA 3YOUTE CTERHNAZIOWER 003, NpHeageqHHas 8 150 11137-2,
BEMHOYEET DYHOBOOCTED NO OnpegsnaHAED ﬁl.-'I'I:IHErp':.I'JKH.

12.1.2 YacroTta onpegensHif GHOHArpyaKK

12.1.2.1 A npogykuii oo coeaieh BRoHarpyakon He medes 1,5 MakcHManoHLA AHTEDBAN BREMEHN MEH-
Oy 26 ONpegeneHuams SomueH Bul Te TpHM Mecaua.

12.1.2.2 Ana npogyiuMK oo cpeaHed GuoMarpyakoi MaHes 1,5 MakcranhHnid MHTEpBan Memxgy e onpe-
OEnNeHARMKA QONKeH BelTe TDW MECALA, BCNW;

a) CcTeprnUayiowan goaa Gena yeTadosnesa no sMetogy 2 (om. 150 11137-2),

b Brina pLIBpana cTepunuayowan goaa 25klp (oM. 8.2 2).

12.1.2.3 Ons npogyeukia oo cpeaHed Buosarpyakol meresa 1.5 MakcHmanbHsid HHTERBAN MEMOY B8 ONpe-
OENEHAAMKM DorEes DeiTE OOMH MECAL, 8T

a) CTePHMNWAYIDLLEA 0033 BeINa yeTadoRNeHa No metoqy 1 (cm. 150 11137-2);

b} Beina seibpada cTepunuayiowan goaa 15 klp (o, 3.2 2).

12.1.2.4 Ecnu ueTepean Bpemeni Mesdy NpoMIsodcTaomM NapTHA NPoayYKLMK NPEREILAET TRH WK OgIH
MECAL COOTEETCTREEHHO (o, 12.1.2.1 — 12.1.2.3), onpedeneHie SUoHanDyakK oM HD NpoBo I TECS HA Kan Do
MPOMIBOACTRENHORN MAPTH.

12.1.2.5 EcnW peayneTat onpegeneHdA DuoHanpy Kk NpesbiwasT HOpMUPoaaHHsI npegen, meobxodumo
MNpoBEcTH HCCNEQoBalke B cooTeeTcTeMir © IS0 11737-1. Ecnikv B pesyneTaTe MCCNegoBaqyA BolACHWTCA, 4To
ONPEIEnaHAE THOHATPY KM GaNo NPARMNLHBLIA DEIYNETAT, J0NKHE DbiTh NDEANDHHATE QRRCTEMA B COOTRETCTBAK
Ccd.4d a Tame HEMEQNEHHD NPOBSOeH aYOWT CTEPUIKIVIOWENA 003k, B 330MCHMOCTI OT pesyneTaTa ayouTa
CTEDHMAAVIOWLEN 003k HEODXO0AMO BuNONHHTE CNenyLe s

a) ecn peaynsTaT aynMTa ARNASTCA HEYN0BRNETEOPUTENEHEIM, HEOBKOOUAMO NPEONDMHATE OERCTBMA Co-
rmackHo 12.1.3.5;

b)ecny pesyneTar ayauTa ARAAETCA YO0RNETESRMTENEHEM, 3 BUCHANDYIES NEOOOMKAET NPEREILLATE HOR-
MEpOBAHMBIA NpEQEn, CTePMIMIALKMI0 CRedyeT NPpOoBOEWMTE, WCNONbIYA O03Y, NDHMEHABLIYIOCA OO ayouTa.
Kpowme aTor:

11 BcnK CTEDHNRIYHIWAA Goda Beina yeTaHoeneHa no mMeToay 1 (oM. 150 11137-2), 70 4on#weH NpUMe HATREA
TREXMECAYHBLIA MHTEREAN ANA ayOMTa CTEpMAWIYIOWER N03k0 00 Tax nop, Noka OWosarpyIka He BepHeTcs K
HOPMWPOBAHHOMY NEE0emy, NMEo e ByOeT NepeycTaH0RNeHa CTePUNKIYIOWAA 0033,

2] 8o CTEDHNAIYHMLARA Go3a Bhina yCTaHoRMEHa Mo MeToay 2 (oM. 150 11137-2). To 4on#weH NpUMe HATREA
TPEXMECAYHEIA MHTEPRAN ANA 3y OMTa CTERMNMIYIOWEN O03k 00 Tex Nop, noka ie ByneT qoCTIMrHyTo CooTaaT-
crewe 12.1.3.2,

3) ecnu Beina puibpanda gosa 25 ¥ p c oBockopakken no meTagy VD %%, a cpegHAn BuoHarpyaka cocTas-
naeT mesdee 1000, To cnegyeT NEoQONHHTE avQMT 4036 C NPEKHER YacToToN,

4} ecnu Geina euGpana gosa 25 1 p ¢ ofockopanken no metagy WO %% a cpegHAn GuoHarpyaxa cocTan-

M
naeT Gones 1000, To CTEpHNUAYIOWYID 003y HesDRogQUMS YETaHOEW Te © MCNCNBI0EAHWEM JDYToro MeToda,
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5] ecnu Being peiGpaqa ooag 15 kp ¢ obocHoBaKken No sMetody VO 1% & cpeaHAA BHoMarpyIka cocTan-

ik
nAeT Mexee 1,5, To CNeayeT Npooon¥MTe 3YOMT 003 C NpEHHE R YacToToR,
6) ecnu Beina ewGpama goaa 15 kMp ¢ obockoBanmen no Metogy VD '%, a cpeaHas BMoHarpyaka cocTas-

naeT Banes 1.5, TO CTEPNMAIYIOWYID O3y HEOBX0OMMO YCTEHOBKTE C HCMONLIOBaHWEM QDYIOr0 MeToda.
121.3YacToTa ayouToB CTEPWUNHIY OLWEH 03k

12.1.53.1TpW NepECOHAYANLHOM ONPE0ate WK MHTEDBANE BPEMEHH MOy NPOEEOAHWEM 3YOWTOR CTERWMM-
AYIOLLER 003k HEODXOOWMS WCNONE30BATE OOMH U3 HHHENEDEYUCNEH HbIX NOJXO00E!

a) BLGMpAaTCA TPEXMECAHHEIN HHTEDEAN BLEMEHH MEETY 3y AMTaMIA 003k

Bl npu BIGOpE NeDBOHAYANEHOM MHTEREANS BRAsAEHK MEXTY SV IHTAMN 0038 FOTORUTCA W DoKYMEHTUDYET-
ch ero obockopanye. Moy nogroToeke 0B0CHOBAMKMA HEOBXOAMMO YH4ECTE H AOKYMEHTHUPOSA T AHAMKNI CRegyio-
LM BONPOCOR W COENAHHEX M3 HEMD BRIBOOOE

1) YCTAHOBMEHHEBIN NPeOen BUOHANDY I,

2) HMEIOLWWECH DaHHEN No CNPelenaHdio BRoOHarpgyaky, BpaMa, B TEYEHWE KOTOROrD 3TH JaHHLIE Dhirn
MOYSEHE, A ONMCAHKE MAKPOORTaHHIMOE, COCTABMAIOLAY 3Ty GHADHANDY 3Ky

Mpumedadse — Onueadue moxaT BeTh DCHOBSHO, HENPUMER, Ha MOPROnore KDNOHAR KM ENETOK, CE0RCTE
LUTAMME WM CENEETWEHON EyNETHBMPOBEHER,

3} MMEICLWKECA QaHHEIE No YCTOAYMBOCTH MUKDCORTAHWAMOE, COCTABNAOWKY BroHarpyasy;

4] METog, MCNoNEI0EAHHEIE ONA YCTAHOBNEHWA CTERPANHIVIOWEH 1036, ¥ CEAIAHHLIE C HHM CTRaHK4EHKA,

3) paanuyue MeXGy Jo30R, NPHMEHASMON NpK Tekywen 00paboThe, W CTEDHAMIYOLWER GO30W, OO BCEMA
OMPAHAYEHAARMIA, CEAIAHHLIMW C ITHM DAINMAYRER,

6] MaTepHansl, BXOLELIME B COCTAR NPOAYKLMK, 0cofes o MaATEpHans NpWPogHOro NPOMCKOELEHRNA, W
KOHTEOME MAKPOGHONOMAHeCKOrs KaHecTEa MaTepranos,

T NpoM3pogcTeEHHLE NPoUECcsl, GC0BEHHD NPOVIBEOACTEEHNEIE CTAAMW, BNAAKWNE KA BHOHAMDYIKY N
28 YETOMHMBOCTS,

B) npoUgdypbl KOHTRCNA W CNEMEHWA 38 NPOWIBoOCTES HHBIM NPoUSCCOM,

L) MHTEPBAN BRSMEHK MEXTY NPOMIBOICTEOM NAPTHA NDCL YKL,

101 NpOMaBOOCTESHHAA OKDYHAILWAA Cpeaa, SCobeHHD CTENE He MU EDOSHONOMASECKOND KOHTDONA W CIexe-
HHA, H WM BIOWWECA DaHHEE O CTAGHNEHOCTH NPOMIB0ACTEEHHOH OKDYHAKILLEN CPe 0kl B0 BOEMEHH,

11} cpenoTea KOMTRONA 30000BRA, YUCTOTE M OOEKAL NEPCOHANE B NPOHIBOACTBEHHON J0HE,

12} MMBIOLWECH DaHHENE NS MAKDODWONOrAYEcKoM Y KAYeCTayY ODYIoHR NRoOy KLY M3 TORD #Ee ceMeicTea.

12.1.3.2 YEENW-EHHE HHTEDBANA MERTY NPOBELEHUAMA AYIWTa CTELAMNMIYKOWEA 4036 BOIROHKHD TOMBKS B
Chy4ans, Bcnu.

a) HE MEHEBE YEThIDEX NOCNEJ0BaTEMLHEN 3y EHTOR 003kl Bbin NPOBEGEHE NDW DaHEs BeiEpaHHOM HHTEpSa-
NE MEXTY HHMEA W WX PEIYNETATE HE NoTpeDoRan: MK YEEMWYEHNE 003k, HHY HOBOMD ONPedeneHnA CTERHMMIYIc-
L@ 03k,

b MaseoTCA AaHHBIe, NOATAEOHAAIOWWE CTAGKNEHOCTE DMOHAMPYIKK B PE0Enax TEXHW-ECKAX TReGoaaH A
B TEHEHKE TAKOMD ME NEEHo0a BREMEHA, BAK 8 NEpeYHCnedve a). JTH JaHHBE BRHHanT B ceba;

1) peayneTaTel ONPEdeneHta BUoHarpysH, BeINoNHeHHOR HE DeXe OaHOTD Ra3a B TPH MeCALa;

2} onucanke GRoHArpyakik (HanpuKep, Mopdionorian KonosHER N9 KIETOK, CBOHCTE WTaMMa WK CenesTra-
HOMD Ky NeTHBMPOE3HAA |,

C) BUaHATDYIEa NDW NPOWIB0ACTEE NDOOYELKK KOHTRONKMPYETSA, M ahPerTHEHCCTE TAKOMD KOHTEONA Nag-
TEEQ#OIETCA NPHMEHEHWER IMEMEHTOR CUCTEME! YNDARANEHHA KAYECTEOM ONA CTERHNEHELY MEJNLAHCKMX M3ge-
neino 150 13485,

12.1.3.3 Ecnm He npuesaeTcA Tpebosadme 12.1.3.4, MAakChManbHsii MHTEREAN MEXTY 2y aHTAMA CTERUMK-
IYIOLLIEA 003k JOM#eH CoOCTABNATE 12 Mec.

12.1.3.4 Ecnii MHTEDBAN BREMEHA MEXOY NEoUIB00CTROM NEpTHE RO YLK BONblLE MHTEPEANE, YCTaHos-
nedrHoro B 12.1.3.1 whamia 12.1.3.2, ayauT CTEpMNHIYEILEN D03k JOMHKEH BRNONHATECA ONA 2XA0H Nporaaad-
CTEEHHOH NApTHK.

12.1.3.5 Ecni peayneTaT ayquTa cTeEpMIHIYIOW SR 003k HEYOOBNSTEORHMTENEH, J0M#HL SblTe NPpegnprHETh
OSACTEWA B COOTBRTCTEMH ¢ paizgence 10 150 11137-2. MNpu 2T0M 4aCTOTa aYQMTa CTERHIWVIOWER 0036l JOr#Ha
GhITe HE PEXE OOHOMD Pasa 8 TP MECALA O0 TEX NoP, NOEA He Sy0yT:

) BEIACHEHA NEUYKHE HEYDOBNETROPH TENLHOND PEIYNETATA ayOuTa CTEPHMITHIYHILLE R 0036 MK YEEMM4E-
HIAA SHOHATEYIEA W NP2 ONPWHATE KOPPERLMA W ROpPEXTHRYIOWIE ODeRcTRNA;
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o) nepecHoTpEHS DBOCHOBAHKE (8. 12.1.3.1)1 MMTEDBANA MEXDY NPOESOSHWEM 2y AWM TOR CTERMNHIYIOLEA
0036l W, NEH HEoDXOOWMOCTH, YCTAHORNE M HOBRIE MHTepRAN;

C} BRINONHEHL] KPAUTERNM YRENHNSEHHA MHTEDBANA MENDY NPOREJEHHEM aYOWTOR CTEDMMMIYIOWE R 003k
cornachs 12.1.3.2.

12.2 NopTopHan KanKWBpoBKa

CpeacTea HIMepEHa, NEHMEHARMBIE OMA YIPABRMSHWS, MHOMEILMA UNH GOKYMEHTUDOBAHMA NRoLeCca oTe-
PAMEIALMA, DOMKHb TERPHOOHHYECKR NOBEPATECA B COOTBETCTRKMM C 4.3.3.

12.3 OGcnysrBanWe oSopy0oBaHWA

12.3.1 NpodrnasTvYacsos oSCNyEMEAHE SQOMHHD MNAHNDORATECA W BRINONHATRCA COrMEcHD SOKYMEHTIA-
pOBAHHEIM NEoWEOypas. [NpoToRoNGL GBI RKMBA KA D0MHHE XPAHWTRCA B COOTEETCTEMM C 4.1.2.

12.3.2 Moadme, Npouedypr 1 NPOToOKONE OSCyHMEIHKA QON#HEl C YCTAHORNEHHOR NEPUOOAHHOCTERY SHa-
NHANPODATRCA OTRETCTEEHHEM MIHLOM, 8 PEIYNETATE AHANWIA AOMKHE BOKYMEHTHEDBATRCA.

12.4 NoeTopHan aTTecTayWwa oBopyoOBAHWA

12.4.1 NoeTopHas aTTecTauna NPOLECCa CTEDANHMIALKMK D0MHHE BeINONHATECA C ONPESENeHHOR NDoOyKLI-
B 1 © 330aHHEN 0S0RY A0SaHWEN, SHA DOMKHA NECEOOKTECA © CNPEeOENEHHON NEPHOIMYHOCTRIS W NOCNE OUEHEM
MoDEX MIMEHEHHA (CM. 12.5). O0bem NORTODHOM ATTECTAUMK Dom#eH DT CDOCHOBAH.

1242 Mpousgynsl NOBTORHONR STTECTALMA SONMHE SbiTh YCTAHOBMASHSE, 4 NPOTOKONSE O HEA XPaHUTeCA
(cm. 4.1.20.

1243 DaHHbe NOaToEHDA aTTECTaUKM HeoBRaOMMO CRaEHNTE C YCTAHOBNEHHLIMA KRHTEDHAMNA NDWEMIEMO-
CTH MO JOKYMERTHDOBARHBIM Npoyeaypas. NMpoTorsne CRaBHEHNA QOMMHE XPaHUTLCA [Ch. 4.1 2], Tas Me Kak |
BLIMSMHEHHLIE KODDEKLKKA W NpegnpHHEAaTHE KOPPERTHPYIoLWWE O8ACTEWA B CNYYae, GCNd YCTAHOBMEHHBIE KDHTE-
[ NPAEMIEMOCTIA HE DOCTMIHY T,

12.5 OueHka MaIMeHEHHA

12.5.1 Moboe warmeHeHHe B oONYYaTens, KoTopoe MOMET NOBNWATE Ha 003y WY &8 PAcTDEOeneHse, qorm-
HO CTATE NPSOMETomM aueHEn, ECnii oUSHES BEuIABHT TAKOE BRHAKKE, TO HEODOROGUMO BRINONHATE HacTHYHO 1A
MONHOCTLES BCE Bl aTTecTauyuy obopyJo8aHMe — YCTAHORNEHHOMO, QERCTEYVIOWED W IKCNITYaTHDYEMoro
fom. 901, 9.2 wnwr 9.3). PeayneTaT ougHKK, BEMOHYan 0G0CHOBAHKE NPUHATEIX DELWEHAR, JOMMaH JoKyMEHTHpO-
BATLCA B COOTRETCTEMKM G 4.1 2.

12.5.2 lameneHne B NPOOYELMH, 88 yNakoBke MK cnocobe ee NpesocTaBneska ANA cTepMnHaagWn Heob-
KOQHB0 OUEHITE © TOYKK 3DEHMA MX COOTRETCTEBKWA NDOUECSY CTERHNMIALMA. Ha OCHOBAHMK CYLUMOCTIA HIMEHE-
HAR HEOTX0AMM0 ONPEOENHTE T YACTIA ONWCaHHA NDOUScea MW aTTECTALMA IKCNNYaTHRYemMars obopy 0oRaHH A,
KOTORbIE HEOTXOOKMO BENDNHWTE. PeaynsTaT OUesHKA, BEMKSaA 050CHOBAHKE NPUHAT B DELWUEHAR, OOMHEH oKy -
MERTHPOBATECA (Con. 4.1.2).
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Npunoweswe A
{peroMaHOyeMoE]

Pykopoacreo

MpumeYaHws

1 MNpueeaEHEOE B HACTORLWEN NPANOHEHAH DYHOBOOQCTED HE REMNASTCH TEXHONOMMHECHONR KEAPTOHA N0 OUSHEE CO0T-
BETCTEMA HACTORWEMY CTEHSARTY. PYROBOOCTED NPEOHAZHEHEHD ANA NOMOWA 2 O0CTHREHAH BIHHoOBpaHom noHnma-
HHA W NPMMEHEHWA HACTOAWEM CTAHOARTa My TaM NPaj3ocTasnaHHs NOACHEHNE M NPUEMNEMEX METOTZOE O0CTHHEHHRA
COOTESTCTEHAE YOTAHOENEHHEK Tpabosadnam. MoryT nprMeHATECA ¥ ODYrie METOgE, OTAWHHBIE OT NEYBESEHHLIX 2
HACTOALUEN PYEOB0OCTES, 0OHAKD WX SHPekTHBHOCT: B QOCTHMEHWH COOTEATCTEMR HACTORWEMY CTEHOAPRTY OOIUHHE
BLITE NOOTESPHIEHA,

2 Ons oBneresms YTEHKA COLINDE HYMEPAUKA B HBCTOALEM NPMNDSEHEHN COOTBETCTEYET HYMEPALMA B HOPMETHE-
HOR HECTA CTAHOARTA.

A1 06nacTe NPUMEHEHWA

A1 PysoeogorBo OTCYTOTEYET

A2 Pywoeogomen OTCYTCTEYET

A2 Pyroeagore OToyToTeyeT

A122 OnA paapaboTid, BAMOEUAK ¥ TERYLLETD ROHTRONA NPOUWSScE  CTERMMAZEUMA MEDWLHHCHAY Wagenni
Haobxoguema atfelTreHOE NPEMEHEHNES ANPEOENSHHBIX W QOKYMEHTMROBEHHBIE Npogegyp. Tame npousaypel oSbHHD
CHATAKITCH ANEMEHTEMN CHETEMEl YNPEENSHWR KEEHECTEON. HECTORWMA CTEHSART NEPEYWMCIRET W YTOYHABT TAKKME ane-
MEHTE! CHCTEMS YIDABMEHHR EEHECTEOM, CYWECTEEHHEE A 3feberTMEHOrD SOHTPONA CTEpUNNIELMY, Yepel obAza-
TEMNEHBIE CObIAKA HA cTaHgApT IS0 13485 cucrems yNpEEnsHdR EEHECTEOM 4R MEgUUMHCEMX wagsnuld. HacTorwmi
CTHHOAPT HE TPebyaT HM NONHOMO NDUMEHEHWA CUCTEMBI YIPAENEHEA gaqacTaow no |50 13485, Hn ougser atux yoTaHoe-
MEHHLIE SMEMEHTOR CMCTEMEl YNPEENEHWE KE4BCTEOM TRETEER cToposoE. DOpawEaeTcn BHMMEHNE HE CYLYECTBOBAHME
HEALWOHENEHEX H PEMOHANBHBIE HOPMBTHEHLE TRE00BEHMA K CHCTAMEM YNPEENEHUA KEHECTEOM NP NPOHIs0gCTee
MEQMLIMHCKAE M3OENHA W K OLEHKS TAXMY CHOTEM TPETEER CTOPOHOR.

A1.23 Mononeaosate SRonona4eckle MHOMESTOPRS ONA BANWO&EUMY M EDHTPORA NPOUSCCE pagMalMorHoE cre-
PHIWIEUMKY HE PEKOMEHOYETCA, NOCKONBEY BIEMMOCEA3L MEXOY MAKPOGHUMSHOR BKTWBHOCTEID W Q030A oOmyYEHnA
EOPOWD ONPEganeHa.

A1 2.4 PyroaodacTeo OTCYTOTEYET

A 1.2 5 PyroeogocTeo OToyToTRYET

A.2 HopMmaTHEHBIE CoBINEN

Tpebosanns, NPHESOEHHEIS B HOPMETWBHLL CCLINEAX, ABNAOTCR TPE00BEHMAMKH HACTOAWESTD CTAHRDAPTE TONEKD
B TOH CTENEHA, HTO OHN UMTWEYHITCA B ODAIETEMSHOR Y8CTH 3TON DORYMEHTE; UMTHEOBATEEA MOMET LENLIA CTAHLAET nnu
OTOSMEHLIE Pa3gEns.

A.3 OnpegenedHnA

PyroeancTan oToyTeTEYET

A.d FnemMEHTEI CHCTEMBI YTPABNEHWA KEA4YSCTEOM

Mpumevyanve —Cu. A1.22

A.4.1 DowyMeHTaumA

TpeboeaHWA K HOHTRONED JOEYMEHTOR W NPOTORONOE YyOTAHOENEHE B nyHETax 4.2.3 v 4 2.4 130 13485 coorear-
CTHEHHID.

B 150 13485 1pabosaHnA Kk QOyMEHTALMKE KACAKTCR DEAPE0OTEN W KOHTRONA JOKYMEHTALMKA (B TOM YMCRE TEXHH-
HeCkKe TpeBoBarMiE K npousgyD} W NEOTORDNOE.

Ad.2 OTEETCTEEHHOCTE YNPaENeHWA

TpeDOBEHWA K OTBETCTEEHHOCTH W PYROBOOCTEY YOTAHOBNEHL! B nogpaanens 5.5 150 13485, a tpebosadns K
COTEYOHHESM B nogpaigens 6.2 150 13485,

TpabosaHua K OTBETCTEEHHOCTH  YNDABNSHWA ONMCEBEKT HBOENEHAS NAONHOMOYARMK  YIP3ENEHHR, 33WATY
NaTpebuTEnA, NorMTHEY Ka4ECTEE, NNSHWPOBAHWE, OTBEETCTESHHOCTE, NOMHOMOHMA W CEBAZL, 8 TSKRHE NEPECMOTR
YIPABNEHNA.

E paapabory. Banugaunio M TEHYLLHA EDHTRONE NPOUBSCE CTEPMNWZALME ROTYT DbiTe BOBNEYHEHE HECHONBED
OTOENEHLY YHACTHAEDE, KEMOLIEA W3 KDTOPEA HECET OTHETCTESHHOOTE 33 ONPESENS8HHEE  snesedTel.  HacToAwmi
craspapt Tpabyet, JTobbl yHACTHRE, NPHHAMSEOWHA  HSACTHYHYID OTBETCTEEHHOCTE, Db ONpEgEnsd, a chepa e
OTEETCTEBEHHOCTY DWna gQoeyMeHTHpoBEHa. TaKoe ONPReSENSHsE NOMHOMOHMA W OTEETCTEEHHOCTH OOKYMEHTHEYETIR
B CHCTEMAX YNPESENaHWA EaHSCTBOM YEAISHHLIE YHACTHHEOE. 07 y4ECTHWES, NPHHHMEHILErD OTESTCTEEHHOCTE 38 ONpege-
NEHHLIE SNEMEHTE, TRE0YVETOR NODYHATE 3TH SNEMEHTE ROMNETEHTHOMY NEpCOHANY, HbH KOMMETEHTHOOTE NOOTESDHOE-
HE COOTEETCTEYIOWMM abydeHram 1 keanufaLag e,

B pagqaumoHHIEA CTEQMMM3EaUNE MoryT OeiTe Ba OCHUBHBIX BOEMEYEHHLIX YHECTHHEES NEPEHHHEIR NEOKIBOAHTENE
w oneparop abnyyarens. Oneparopos ofnyuatens woser OeiTs CNEUMENHIADOBAHHEIR ROHTREMEHT, NPES0CTEENR-
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LKA YOIYTH N CTERHNA3ALHA,. MDD 43cTe gWApMEl NEPEXHHOID NPOWEBE0OWMTENA. B 3T Cnyqanx NaperdHER npoda-
BOOWTENE W ONERETOD OBNy4aETENs wMenT cofcTEEHHRIE CHCTEME! YNDEENEHWR HdYSCTEOM, 3 NONHOMOHKA W OTEET-
CTEEHHOCTE ONPEgENSHE B KOHTREETE MM TEXHAHSCHOM COrnawseHan. Hieks npueageHsl HEHOTOPEIE [NEEHEIE BHOE
OTHETCTEEHHDCTA, HOTOPBIE MOMYT GbiTh HANOEEHL! HA NEPEMHHOMD NPOMIBOOWTENA W oneparopa obnyqatenn:

a) A nepedqHore NpoMABoOHTENR:

- ONpEOSNEHHE CTEDEMASYHIWER N0dsL;

- PAIpAbOTEA CeMAaBCTE NPOgYRLEHN.

- DNPESENEHAE MAKCHMANBHD DONYCTHMOA Godkl;

- BTTECTAUMA SHCNNYBTHRYEMOrD 000Dy OBAHHA,

- YIPABRNEHWE NDOWIBNACTHEHHLIMH NPOUSCCEMY, BHMHYAA COOTEETUTEME NPOOYHLMH, NPEO0CTSENASMON anapsa-
TOpy ODNYHETENA, TEXHAHEDKEM TREDOBSHARM, HANPWMEE, NS MNOTHOCTH NPOOYELWK, 8 OPWMEHTAUHN, DaIMepEm;

- MpPOBEPHEA TEXHWHBCKMY TpedoBaqwl, NpEgocTaeneHHb aneparopy obmp-arana;

- HOHTRONE 23 M3MEHEHMAMH B NPOOYELAM W WX BENKMEHHE B OTHET O N3PaMaTpan NPOgyYHLNA, KOTODEE BrNUEHT HE
HATEroEWMH 0DpadoTeu;

- KOHTRONE MPOSYELMHE © Mapsupoeral « CTepuneHos nepan NpoESgeHHERr CTapHNMIa0Hm9;

- BhIMYCH MPOOyELHI.

b) Ons oneparopa cBnyyaTanA:
ATTECTALUMA YLTAHIBNSHHDMD CHOpyO0BEHUA:
aTTacTauMA paboTanwea ohopyooBaHAR;,
HOHTRONE Mpougcca obmeeqrn;
EOHTRONE HAMEBHEHWA B oOmysdrans;
- CEpTHIMKALMS Aoasl abny4sHng;
- pazpaborsa karerapua obpabotrd.
A4l Peanuzauva npoaykuyK9

Mpumayadwe — B IS0 13485 rpebopadns K pPeannIagHn NPpoOyELME DECCMATIWBRHITCA NPWMEHWTENEHD KO
BCEMY HAZHEHHOMY WY NPOOYEUWH, BENK4YER onpegsenedde Tpebosanmi noTpebuTenn, KDHCTRYWPOESHWE W paapa-
GOTHY. NOKYMEY, KOHTPONE NPOOYELEAM, Hanwipoeky CpeacTe MaMapaHis.

A.4.3.1 Tpeboeanus K nokynee npHesnass B nogpaagane 7.4 150 13485, B wactHocTy. HEoGKOQWMMD OTMETHTE, 4TO
TpebosaHWA B nyHeTe T.4.3 150 13485 k npoeépze npuodpeTadHOR NPAOYELME NPAMEHRME KD BCER NPOOYELMH W
YOITYTEM, NOMPSEHHEM OT STOROHHIE OPraHWSEWAR.

A4 3.2 Tpaebosarwa K nged T Eanun M HETOpHE NPOM3B0OCTEE NPOOYELEMH NPHES0EHE! B nyHETE 7.5.3 1530 13485,

£.4.3.3 Tpebosanvs & kBNWMBpOBKE CPencTE KIMEDEHWA NPHEASEHEl B nogpasznens 7.6 150 13485,

A.4.3.4 PyropogcTBo N BONPOCEM QOSMMETPHMK B PASHALHOHHDA CTEpUnMaauwy npresgaqa & 150 11137-3.

Ad. 4 Mzmepedne, aHANH3I M HCNPaBNeHMEe. ¥NpaBNeEHNE HECOODTEETCTEY KILLLEN NPoay KUWEH

Mpousgyps YOPEEREHAR HECODTESTCTEYVIOWENR NPOAYEUMER W KOPPERTWRYIOWME QEHCTENR NPHESOSHS B MyHETEX
8.3 852 150 13485 cooTeaToTEEHHD.

B 150 13485 rpeboBanms K namapasne, BHANNIY 1 MCNPEAaNeHWD PEccMATDWBEEHTEA NPHMEHUTEMLHD K TERYLLE-
MY KOHTRONK NPOUBsca, YyNPRENEHAD HECODTESTCTEYKIWER NpOgyrEuwar, SHANW3y OEHHEIX M MCNPAEENEHNK [BXNHYER
HOPDEETHREYHLLME ¥ MPEgynPEaMTENSHEE JEACTEMA).

A5 CocTagneHne TEXHWYECHHE TPEOOBAHKMEA HA CTEPWUNTMIYHILME 3reHT

A.5.1 CrepunuayWWA are T

DEHKEES BOAMOMHOCTH 3NEKTPOHOE WK PEHTIEHOBCHME NYHER © YPOBHEW IHEQDMA BbilUE yEAIEHHOMD oipaiossl-
BETE B O0Ny4EHHOA NPOOYHLKA [PEOHDEKTWEHBIE] PEAHOHYENHOER QO0HHE DbiTe OCHOBAHES HE WMEHIWBREH NMTaparype,
MAMBPEHHN HABSJEHHOR PEOVOAKTHEHOCTH MIMNK MOSENVPOBEaHHA HABEOSHHON PEOMOEKTHEHDCTA.

Mprrsép QUBHKM © HCNONEI0BEHWEM HEE IHCNEQMMEHTANEHONG, TAK M TEOPSTAYSCKDMD nogxona oM. [21] B nax-
HOR pEGOTE NPUBSIAHS MIMEPDEHHEIE H DAECHETHRE BEMHYMHE HESEOEHHDN PAOACSKTHEHOCTH B0 MHOMME METEQKANEY,
WENDNEIYEMEIE B MEOMUWHOEAL W30eNna: 0 oBny<eHHEN PEHTTEHOBCKHMK NYHEMH, TEHEQWPOSEHHEMA 3NEETPOHHEM
NyHEDM © 3HERMMER snekTporoe 7.5 M3B. ¢ pozamn abnysasns oo 50 wp. Tawime marepranane RENRKTCA:

A] METEDRENL C KPAAHE MANDA CNoCoOHOCTEH CTAHOBMTECR DEOWMOAKTHEHEIMA [[HEMETENNMHECKWE | METEPNENE
HA OCHOBS YIMEBOOADPOOOS, HANDHMED, NOMWATUNEH W NOMMCTHRoN];

b} marspuanel © JAMBETHEIM, XO0TH W MaNbLIM, BOSMOGEHEM YPOBHEN HEESOEHHOR PEOMOEKTHEHOCTH (HANPUMEp,
HEpHEBEHLWER CTanNe W Gpodzal;

Gl METERMANE CO CREEHKTENLRHD BEICOHWM BOIMOMHEM YPOSHEM HABEOSHHOR PAOWOAETHEHOCTH, TpEbyowwme
OETAMLHOA OUEHEN (HANpUMep, TaHTan).

Maraprans, HE HCCNEOOBEHHEIS & YyEA3aHHOR padbore MpEropd, MoryT NnoTpeboeate QeTansHoMD MI3yHEHHA Hase-
SEHHOE DROMOARTHEHOCTH (Hanpuuep, cepebpo w aonaro).

A5.2 MukpobounoHar ek THEHOCTE

FyROBOACTED OTCYTOTEYET.

A.5.73 BnuAHME MaTEpWANDE

FyROBOOCTEO OTCY TOTEYET.
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A.5.4 Bonpockl oXpaHbl CHPYHAHUER CPeEOk

MEMHLKAE CHETEME! YNPEEMEHAR DXPEHOH OHPYSSI0WEN CREgbl MOMHD NPHMEHATE W K MPOLSCCY PaOMELMIHHOR
CTEpHIMIALNN. TaxHr4eckwe TRabosaHna K CHCTEME YNPEENEHNA DXDEHDN OKDYHAKMLER cpage npuasaares: 8 150 14001,
Pyroeogcreo no paspaborke OUBEHEM MWIHEHHOMD UWENE Wanendd npreegeso 8 150 140400 Cuskka ponsHa Doime
BRNCNHEHE © yHETOM BOEX BANsIBOONSCHEIX W MOpHHKE CEOACTE ohmy<4asmMblx MATERHANDE,

A6 CocTasneHye TEXHWYSCKWXY TREDOBAHWA HE NPOUECC W ODOpYOoBaAHKE

Mpumesadws — LEnswn HACTORWEr D DEAZENS ABNRETCA DNPESENEHNE MPYMEHASIMOND B NPOUSCCE CTERMmH-
2auwd abopyaoeaHnE W ero paboTe.

AG.1 PyroBoacTea oToy TOTEYET.
A6.2 PyroBoncTeo OToy TETEYET.
AT OnpegensHWe NPoOyEUAE

r PEeEMaYd HHEBE — LEE]'IbHJ HAaCTORWBErD paidgena ABNRETCH OnpeasenaHie I.'.TEIPI.-'I!'IHE:"E'MDI-"I NPOSYELRA 1 ag
MHHF‘JE'HU!'IDI’WEEHHH CEBONCTE A0 CTERHANIELAN.

AT PynoBoOoTEO OTCYTCTEYET.

AT 2 PyroBoOocTEo OTCYTCTEYET

AT.3 Uenesi: ABNRETCH QEMOHCTRALMA TOMD, 4T0 YPOEEHE DWOHIrDYIne HAZ0E W CTADHNSH, © yHETOM CROBCTE
ChIPLA, YNEKOEKA NREOOYHUME 1 NPSOCTERMMA3IEUMDHHEE Npouaayp. Kae npaeuna, 370 OCTURasTeR NPUMEHEHBEM CHG-
TEMEl YNPRENEHHE RENECTECM Na 150 13485 Ha npoTRdEHAM BOEM0 EHENE NPOWISOCTEE MELHUHHCKOMND HWAZENAA.

AT Cwm. 150 11137-2, pasnen 4.

AT.5 B pasraug oHHON CTERHNIMIALWN EDHTEDHH OUSHEK NPOSYRYMA, QA 88 BEBIHEHMA B KaTeropuk abpabotia,
MMEIT CHOH CCODEHHOCTH W HE BCEMOE NPHMEHKME B DY HX METOEEX CTERHIMIELNAN [HANDKMEE, ORCHE0M 3THNEHE KW
BNEAMHEM TEIMOM j.

Famma- v peHTraHoBcEMS obnyy4anen gnA Tenywar obpabotem npogysune o0be4HD NpeEORENara:T Hammus Gone-
LUCID KOMMHECTEE KOHTERHEpOR OnA abnysasma. BnuAsve npogyrye, HEXOOAWERCH 8 COCEOHME HOHTERHEDAX, Ha 003y
CNpEOEnRETCH B0 BPEMA TONS pAdupORaHMA Qo3 MpK ATTECTALMM DEBCTEYOWErD o00pyqoedaHiA 1 NPEOOCTARNAST
WHEOPMAEUHID O BAGEY NPOSYHUMK, KoTopee Momko obpabateiears ogHospemesdo. DOBeMHG WHEBOpDMEUWA. nOnyyeH-
HAR BD BPEMA TONOTPAEHPOEAHWA 0035, NPHMEBHRETEA THOKS ONA OUSHEM NPOSYELHK © UENED 88 BXOHYEHAR B KaTaro-
pPHED ODpaDOoTEM NpH NNEHAPGEaHAY obpaboTid  mpooyEu@y onaparopom obayyatans.

Ons ramma- ¥ pEHTrEH0EcEME CONyYETanen GBYMA MESHEMH EDHTEDMAMK MNP OWEHKES NPOOYyELHA QNS 88 BRNHE-
HHA B KaTarcpri obpaboTe ABNAKITCA ONYCTHMOGTE OOMHSEDE0A Q03 [CTEPMNMIVIDLWEN 0038 M MEKCMMANEHD D0my-
CTHMOH 00361] M XApaETERMCTHIA NOCNoWEHAR 30360 (HANEHMEP, NOOTHOCTE W1 cierd Jarpyase). B obweam cnyysae, npo-
OYHLMA BENHHESTCR B rataropun obpabomse, ecne eoamomia @8 obpalboTra npy OQHOR M TOR B8 YOTEHOBKE TAAMEDE,
W NPM 3T0M HE HAPYLWEKITCA YOTAHOENEHHLE NPEOSnbl Q03 BHYTPY kaTeropun obpatorim. Heobxoguma nposscte
TONOrPafMpOBEHME 00261 GNA NEGOR NpOOYEWAMK, NPESNonargemMod £ BEMIDYEHKKD B kEateropkn abpabatie, scne rakoe
TONOTPafMPOEEHNE HE MpOBOOMNGECE NPH ATTECTALMH JeRcTEYRWE obopydoBaHnA.

Ons anekTpaHHo-NyHEBERE abnyqETensn 80 BpEmMA STTECTALMH SHCONYAaTWpyenoro obopydoBaHUA BeINONHASTER
GOnsLE WECNEA0EEHAA MO TONOrpahUPOBEHII Q03 ONF MHOWBAGYENEHREIX BASOS NPOOYHLME, HEM ONA PEHTREHOS0ENS
WM rammME-oSnygarensn. OgHAKD, ONA YMEHBWEHAR HEA0X0OMMons ofsema TonorpadipoOBaHAR G036 NEO0YELAK
MOEHD CrpYNNHpoeaTs B kareropar obpabomey. Mpynneposaqee NPOSYHLMH B HETEMOPHH BOIMOSHD TONLED B TOM CHy-
YEE, S0AM NPOOYELUMA, 98 yNasoekd ¥ COEMa Jarpysse B HOHTERHERL 4nA ofnydedur noaeonAoT obpabarsieats npogys-
LHH MPH OOMHER0ELE NEPSMaTpEy nposeccs, 003 NpessWeHTR NPEGEN0E 0036 YOTAHOBNEHHE ONA ONpEOEngHHOR
rararcpun abpaboria. Heobxogumo yUATHEETE KONWYSCTED, PECNPEOENSHAE 1 OPHMEHTALHED NPOOYELMN B KOHTEHHERE
ANA CONYyYEHWR, 8 TAKS 88 MNOTHEETE W PACNPEOSNEHAE Macckl.

HameHeHne nepEMEHHBIE NEPAMETRDE, CEAZEHHEIX C MPOOYELHER 1 BNMARILLY HE D03Y, MOmy-SEHHYED NP0y RLWEr,
M HE TEXHAHECEWME CAPasTEpHCTHER NPOUBECE, MOMET MIMEHWTE DOCHOBEHWE OMA BENHMMEHHA NPOSYELHA B TY HAH BHYID
kararcpus obpafoTer; ecnM ato cny4aeTol, HEODeoOuMD YETAROENTE HOBYH Kateropun obpadorer. MNpuumepamy Tatux
NEPEMEHHEE MEDEMETHDE, CERISHHEL G NPOOYSLHER, MOMNYT CIYHWTE

a) pazsepel opobie;

b} BeC kOpOGOHA © NEOOYELASR;

C) OpMEHTIEWMA NPoOyELAE B8 sopobee;

d} KOAHYECTED BONHAL NPOSYELMY B xopobra;

a} CTEpHNMaYIWER 0038;

T MErcHMansHD SOMYCTHMEA 50343,

ATE MNepwogw+eckas akcnapTyia kararopwid obpabotsy abbidHD NpOBOOWTCA SaeroaHa.

A B OnpepeneHnde npouscca

NMpume+adwe — Lenson onpegenssdn Npogescs AENAETCA YOTEHORNEHWE MEKCHMANEHD OONYCTHMOH 003k
W CTEPWANESVHOWER O0dsl NPOUSCEA CTEprnEIanny, HeodzoguMorg Ons onpesnsaHHOR NPoOyELEe (GW. pazoen T
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A DnpaoeneHHe MAECHMANEHD OONYCTAMOH 003k

A.8.1.1 Obecnevanne kaqecTea. BRaonacHocTi W paborocnocoBHoCTY NPOOYHLEK HA NPOTAMSHAKW ONpegansHHo-
ra cpoka cnysbs QomeHD HAYMHETECA © Bwbopa nogrogrwme satepuanoes (o, [16]). OSe<no, npw paipabotee npo-
Moakss HENBITAHME HE0DZDOMME QUBHUTE CHNEyHWME NepeMerHee QakTopb:

- ChIPBE;

- NPOAZBOOCTBEHHBIE NPOUSCCH

- Aoda paaAaUEe,

- THN pASHALHA:

- WENOBMRA XDEHEHWA NOCNe abnyYeHuA.

Mporpawmma oomeHE BXnOYET: GUEHEY IVHELHOHANBHGETH 1 DEI0NACHOCTA, 8 TOM $Mone DuanoreHecsod Bazo-
nacHocTd [oa. [3]]. © NprMBREHHEM CODTEETCTEVIOWME MCIBITAHME GO GNELWANEHEIMN KPHTERHRMHA NDHEMEN,

Ooza, onpegensHHaA B DEIYNETATE NPHPEMMEl HENETEHAA, MOCRONSIYETCA ONA ONPESENSHHA MAKCHMENbHD
BOIMIHHOH 003k ONA MDOLYELEH.

Cnegyniumm HecBxonussiM WEros NPOrpamMdbl BoNbITEHWA RENASTCA NONYHEHME DOCTATOMHDM NOGTEELMHOE HHA
Targ, H4To NpogyEurs ByoeT oTEEHETE EPMTERHAM NDWEMEN HE NPOTAMEHUH ONPEQSNEHHOND Cpokd Be cnywbs. OowH
METO, paspaboTardHelid ¢ Uenes Gonese BRICTROrS NONyYEHNA 3T0A MHDOPMELHA. 988 NP ONeiTE SKCMMyETaune B
PEENEHOM BEEMEHN, JENMIOHABTCA B NPAMEHEHH MpOMPaMMEel yoROpEHROra ctapedds. HeGnaronpuaTHes sthektel B
NpOAyELAK MO0 BO030EACTEHSM PEOHALNY PaIBHEARTCH DcTpes NpH NOBRILUSHHLL TEMRNEDATYDEN, 1 WMeToH padoTe,
CERILIBEHIWME WIMEHEHAR MDY NOBRIUEHHER TEMIERETYREY © HAMEHEHHMAMY, BOZHHESHILHMY B DEanbHOM BOEMEHH
{caa. [16]). Team HeE MeHSE, YOROPEHHDE CTAREHWE HE RENRETCR JEMEHOR CTADEHUH B PEENEHOM BREMEHW.

JononHMTeneHos pYEOBOOCTED N0 QO3MMETDMK MOMHD nony4nte & 150 11137-3. paagan 6.

A.B.1.2 PyroeoncTen no Q03MMET PWHECEMM BONPOCENM PASHALHOHHDA CTEPWIM3EUMK npeesgeHo & 150 11137-3

A8.2 OnpegeneHne CTERHNMIYIOWENA QO3]

ABZ G 150111372

A.B.2.2 Mo vacasrch B.2.2 nepeqpcnenne a). AN\ ONpeEOSnsHdR CTEPUNMVIOWER 403kl B COOTEETCTENH © 3THM
NOOEOO0M MOKHD NDEMEHNTE CRE0YHLESa:

1} AMA ONpEOEnBHWA CTERMMIMAVEILWLER 03 NPOOYRLAW CO CPEgHNM JHEYEHNEM DRroHarpyarn He medas 0.1
MOBHD WCNONBIOBATE ZHEHWE KOMAHECTES W YOTOMYMBOCTH  MHAEDOODFAHMEMOE, COCTEENAKLWEY  DWOHIIpyaRy
feea. 130 19137-2, paspen 7):

2} AnA oNpEgeneH s CTEPANEIVHWEA 0036 NPOOYELHY © NnobuiM cpegHAM IHE4eHMe BUOHEpYIEN MosHD
WOTIONE30ESTE IHAHHE YOCTORHMEDCTH MUKPOCDrAHH3MOE, COCTaRMAKYME Bnonarpysxy (cm. 130 11137-2, paagen B)

Yo kacaetcs 822 nepesucnedwe b)) to B paszgens 8 150 11137-2 npreenedsl CODTERTCTEYVIWMWE maToaw obo-
CHOBAHWA goskd 25 klp onA Npogykyka co cpegHed GuoHampyaeod He Bones 1000 wnn gosw 15 wlp onA npogykuwa co
cpegHer Dworarpyakor He bonee 1,5

A8.2.3 PypoBoacTan oToy TCTEYET.

A.8.3 YoTaHoBNeEHHME MAKCHMAN BHD BONYCTHMOH O03R] M CTEPHMTMIYHILEN 00361

PyroBOgCTED OTCY TCTEYET.

A.8.4 MNepeHoc 3HaYE8HWR MEKCHMANEHD ONYCTAMON, NPOEEQOYHOA M CTEDANHAIYHILWER Q03kLI C OOHOMD MCTOY-
HHES COMyYeHUA HA OpYroW

A.8.4.1 MNepeHoc HAYEHWE MEKCHMANBHO OONYCTHMOMN 0036

OuaHka 0BoCHOBIHHOCTA MAKCWMANEHDR OONYCTHMOR O03kl ANA MHOM HCTOMHHER WINYYEHAR, Y8M TOT, HE KOTO-
pom OHE ObINE ONPe0sneHd NEQECHIHANEHD, JOMEHE NPMHAMATE BO BEHAMEHINE MOWHOCTE 0036 MINYHEHERE W TamMna-
PAETYRY NPOSYEUMH B0 Bpams obnyseHiR. Hanpusep, 98m BRILE MOWHOCTE G038 HAMYHEHWA, TEM MEHLLIE HERENaTaNb-
HOE BOIOEACTEWE HE Npogyrdw. NpoayrlyeA. 8TTECTOSEHHEA NP HA3EDA MOWHOCTH Q036 [FEMME- WA PEHTTEHDECKOE
MANYHEHWME ) ODOBMHD TREDYET MUHMMANEHOA STTECTALMA ONA NOOTEEQHOEHHE COEMACTHMOCT MATEpHANG npy Gones
BEICOROE MOWHCETH 40361 (JNEXTROHHBIE Nyqok). M Haabopor, marepyan, STrecToESHHEIR NEW BbICOKDH MOWHGETA J0dk
WANYYEHAA, MOET naTpeboeare Gones 0OCTORTEMEHOR ATTECTALMKY NPE MDMMEHEHHA HAZKOA MOWHOCTA 3036

Eony mMowHocTe 003kl MINYSEHAR 4 TEMNEDATYDEl NPOZYVELHA B MCTOSHMKEY HINYHEHUA OO HHEK0SE THMOE 3KEW-
BAMEHTHEL, T3 NEPEHOD IHAYEHWA MIKCAMENEHOA SJUNYCTHMOR G036 MEXIY HAMH RETASTCR YMECTHsm.

AB4 2 MepaHoc ZHAYEHUA NPOBSPOYHON HAKW CTERMNK Y HLWEW 00351

A.8.4.2.1 CnosHeld BONPOCoM ABNSETCA NEPESHOD MEMOY WOTOMHMESMA HANYHEHMA PE3HBRE TANOE © CAMLHO PEI-
FIMHAHMLMMACH MOLWHDCTAMW 0361 M3NYHEHNE, PEIYNLETATOM Y8 MOMET CTATe HEOOWHAKOBEA MAKDODUUAIHER Shies-
THEHOCTE. 70061 neperoc Gein oBoCHOBaH, HEODXDOMMEIM YONOEKEM ABNSETCA QOKA3ATANLCTED TOM, YT0 MIMEHEHME
MOLHOCTH G0dkI HEMPHEHHA HE BNWRET HE MWERCDUUMSHYKD 3deberTMBHOCTh.

A.0.4.2.2 ZHECHeEpHMEHTANEHBIR ONBT NOKBILBASET, 4T0 BCMH oNyYSHWE NPOBOOWMTCA B Gy XHXS YENOBMAK, MUKRO-
EryroHER 3hherTHEHOCTE HE 3EEACAT 0T PaboHux NAPEMETDOE MCTOYHAEOE, NOSTOMY NEDEHDC BOIMOMHEH.

o kacaarcA nyseTa B.4.2.2 nepasucnedse b)), To NpH NEpEHOCE MEXRGY HCTOMHWEAMK PRIHLIX THNOE PAZMNMYHME
B MOWHDCTA 0036 WENYHEHMA MME8T DOMbLIoE IHSHEHHE — MOWHDCTE 30361 MOCHET WIMEHHTE MARDOOWMUHOHY D
AEETHBHOCTE. TAKOE CREABHEHWME MOWHOCTER 003k HANYHEHWA G USNLH NOEEIETE, 9T0 NEpBEHDE HE BRMAST HA
rMHEpOEMUOHYD aidERTHBHOCTE, JON®H0 GbTe QONONHEHD NPOSESEHWEM YONEWHDM SECTIEDRMEHTE G NRoOBSpoq-
HoR goacd [cm. IS0 11137-2) Ha MCTOHHWKE HAMPSEHKA, ONA KOTOROND PECCMATPMBASTCR NEREHOC.
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AB4.2.3 Yrobw neperod Dein obotHoBEaH, HEOEXOOMME YONOBHENM AENASTCA JOKAIATENESTEO TOM, YTO Mame-
HEHHE MOWHOCTH G03k1 HENYHEHHRE HE BNHAET Ha MApobvgnoqyn shesTvBHocTe. MMewmich sonepimedTans-
HEIH OMBT NOEE3RIBAET, “4TO BCNW DENYHEHEE NPOBOOMTCR B NPMCYTOTEMM HAZKOR BOORl., HE MuEpoSnumaryi adebertve-
HOCTh  MOrYT BAMATE DEDCHWE  XEPEETEPWMCTHEM  MCTOHHWEOE  HANYHEHWA, NOSTOMY BO3MOSHE  OMDEHAHEHAA HA
NEpaH0c. YEEIaHHoE OOES28TENLCTED HEODXOgHMD JONCNHUTE NPOSESEHHERN YONEWHOM SHCNEDMMEHTE © NPOBSRIY-
HOWM 0030 HA HCTOYHHEES WINYYSHWR, ONA KOTOROrD pacCMaTpHEasTsh nepadoc (oM. 150 1113725

A9 Bannoauywmr

MpumeyaHus

1 TIpMMEHUTENEHD K HBCTORWEMY CTEHOEPTY, BArMOSUWMA BEMOHEET B CEOR HE MEBHSE TREX DCHOBHEX
ANEMEHTOR — ATTECTALHM YOTAHOENEHHOrD, JERACTEYIIWEND 1 SKCNNYaTmpyemors obopyaoeasir.

2 B cnyyae, scnd yorakosxs 000pyoosaHnR MNW BEEOEHNE HOBRIK 80MHHY O0pynoBEHEA AENATCR CYILBCTEEH-
HEIMK, CHEHANE ONPEQEnET 1 ODEYMEHTHEYHT TPEGOEEHWA noneaosaTend. MNoone onpegSsneHnya NoTEHLWAMLHEX no-
CTARWHEDE COOpYQOESHWA 8ro TEXHWHECKINE XapATEHACTARA 1 CXEME DECNONOHEEHMA DHWUWMENEHD BHENWEMPYHITCA HE
COOTESTCTEME TReGOEaMHRN NONEI0BATENSE 1 H2NWYKHEe MoOLE BRRENEHHL NPOTHEODEYAR. 3T0T npouecs ofkMHD
HA3ILIBANT 3TTECTAUMER npoakTa (AN} HacTorwua craHgapT He cogqepsut Tpeboeanmi ¢ AL

A1 ATTeCcTauMA yocTaHoBNeHHoro oGopy QoEaHUA

ATTECTHUMA YOCTEHOENEHHOM ohopyoosanvs (AY0) BeIMONHAETER ONA OSMOHCTPEUMH TOMD, 4T0 CTapHnNUIsumoH-
Hoe obopyaosasre 1 Nobsg BCNOMOraTansHLE MANENAR NOCTABNEHE 1M yCTEHOBNEHK B CODTEETOTEMN C MY THEHW-SECHH-
M TpebosaHKAMK,

AYD HAMMHEAETCA C pazpaboTEd JORYMEHTALMW, ONHCEIBARILIEN NPOEKT 1 TReDDBaHHA No MaOHTaMy (oM. Takse AD,
npymesaHpe 25 AYD OormEHE OCHOSRIBATECA HA NHCBMEHHEX TpedoBaHaRx. KOHCTRYELUKMA W MOHTaH Qon#Hbl OeiTs
DUSHEHE HE COOTEBETCTEME 3TM TpeDoeaHHAK, B pokymedTagnn AYD nonsHe Bems BRNE-EHEI HEPTERA H ABTANWPOB-
KA BOEX KOHCTRYELUMOHHEIX METEQWENDE, PEIMEPOE W SOMYCEDE HE abOpyOosadne, ROMMYHARELUHA H SRERTRONHTEHWA.

AYD pompHa BeiTe 3HESPWENHE 10 HE4ENE NPOSSSEHHA STTECTALMM OSBCTEYHWEND 0DopyOoesHNA.

PaorauwoHHEE 3880461, koTopwe padotany go nydnueawan 150 11137, MoryT He uMaTe NpOTORaNoS KIMEHEHWMA
B oimp4ETans, COSnaHHeElX B0 BREMA MOHTEHE. PeTpocnarTeedan pazpadores tamix npotokonoe #e Tpedyarcy.

A.89.2 ATTECTAUMA QEACTEYHILWErD cOOpy0oBEaHMA

Mo Qo3anMeTpUHECKMM BONPOCAM DRONMAUWMOHHOW cTepunuIaume ow. |50 11137-3.

A.9.3 ATTECTAUMA IKCNNyaTUpyeMoro obopynoBaHmA

A0 RENASTCH CTASMER BANWMSALMH, WCNOMLIVKOWER ONPEOSHEHHYED MPOOYELAED ONF NOSTESEHOSHMA Tom,
Yo obopyaoBaHHE NOCTOARHKO paboTasT COMMAECHD I8PAH9E 3A03HHBIM KDUTEDUAM. obecnedweaaT abnyyexne Oo03amMn
B YCTEHOEMEHHDM OMANE30HE 003 W NOSTOMY BLNAST APOOYELMED, OTEEMSHLYH YOTEHOENEHHEM TpE0oBaHMAM K oTe-
pPHIEHOCTI.

Mo goavmerpyHEcKrM BONPOCaEM DROMAUWMCHHOA CTepunuiaume om. 150 11137-3.

“Yro kacaartcA 9.3.2 mepevncnadna b, T OPMEHTEUMA NPOOYEUMK BHYTEW YOHEDBKM RAENASTCH EPATHHHOR Npue
ANEXTPOHHO-NsEe0R o0DpaboTke. Bones Torg, opREHTIUME MOHEET BhiTh KDUTHSHOHR THEGHS NPW F&AMME- 1 DEHTTEHOBCKOR
obpaboTre, ecnv NNOTHOCTE MOMET BNWATE HE DECOPEOENEHHE 003kl [HANPUMED, HOHTEAHEDE © HUIKDCTAMN AW
METANMMHECHHE MMNNEHTaHTE BaapeasHoR KocTH ).

“ro kacaeTcA 932 NepeEqMcnEHME C), BN CHCTEMA NDUMEHABTCR ONA GDMECAUMH NPOOYELMA B KOHTEHHEDE
AnA ofnyqeH R, B TexHw<seckre TpedoBaqHuR HEOOXOOMMO BRNOHATE ONWCEHME WCNONSIYEMEE MATEQWENO0E ¥ METOSE
hHKCELNN.

AS4 AHANWI W YyTESEOEHWE BEANMOALNA

[aHHER CTEgNA BENi-asT B cebA SHANME D2HHBIX BAMWAEUNMH W 8rg JUKYMEHTHROEEHWE © UEMLH NagTEEREIEHIH
NPHEMMNEMOCTA NPOUSCEE CTEQWNMZELHA ¥ paIpaboTiy 1 yTESEHOSHWA TaXHMHEcHax TpedoBaHn npousecca.

A 10 TeEy KA KOHTPONL W YNpaBNEHKE

MprameyaHse — Lsnso Tadylert KoHTRONR 1 yNPRENeEHMA RENASTEA OSMOHCTRELMA TOM, ST0 Ha TROOYELAK
CHERIAN BOASEACTEMS BANMOMPOBAHHLIA M YOTAHOBNSHHEIR NMEPOUSEs CTEQMITAZELMA.

A 101 PysosaacTBo OTCy TETEYET

A10.2 150 13485 copspsnT TREODEAHHA K COXPEHHOCTH NPOGYELHKA WU oOpawaHeD © HeA.

A 103 Mpw paznensHi NPOOYHUAKH MOHHD NESSyCMOT RS TS

A} IMYBCHDE paRIENEHE NPOOyHUWK;

b} NpHMEHSEHNE HEOEKHOR HHEEHTADWIEUMONHON ROHTRONEHDA CHCTEMEL. “E0TE0 3T0R NPoUSOypE MoseT Beils
WCNOMLI0EAHNE STMEETOE MANME LWTSEMN0E.

A 104 PysoeaaoTeo OTCy TETEYET

A 105 Ecnw npogykuMA B0 eperA oBpaboTed MOomaT HENpedsamMEapeHHD NEPEMELLATEEA BHYTHA KOHTEAHERE ONA
ofmyyeHrA ¥ TakeM oOpa30M BNMATE HE DRCTPEOEnEHNS Q03 T0 Q7R Brg NPesoTERaWEHHE NROOYHLMA OormHE Dures
3AHUHCHDOEAHE © NPUMEHEHUEM YIEKDBO4HOM METEpHANE.

ATDE AHENWE pEIYVNETATOE TEKYIWETD KOHTROMNA NEDEMETROE NPOUSCCE W TEKYILER ODEWMETDHH MCNonbIyeToH
ANA NOOTESPEGEHWA TOrD, Y70 npooykums Bwna obpaforaqa 8 coOTEETCTEMM © TEXHMYeCKMMM TpabosaHuAMEe. Eone
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PEIYNETETh BIMEDEHAA BRILLAY 38 YOTaHOBRNEHHEIS NPESENE, TO B AHANKMA 4ormsHse GsTe BRNOYSeHsE D8RCTENA, BOTOPLE
HaobEoOHMD NPEaNpUHATE.

OnA pasynETaTos MaBMepEaHHn, BeIUSOWME 38 YETAHOENSHHBIE NPSgans, OonsHs BeTe JoEyMaHTUPOBaHE ¥ Bbl-
NanHEHLl NPOLEAYDEL, OMHCEERHOWME HEoEXoOWMEIE B TakME CNYy4aR: QEACTENR [HANPAMED, NOBTOpHaER oDpaboTs=a,
NpOESpKE HAEOEMHOCTH HEYJORNETEODHTEMSHEN NMOKA3EHMA, BRIFPYIKE Npoayruae, HeodxoquMocTe QononHATENEHON
cOpaboTrr).

CIENYHETENA C 3NEKTROMHEM NYHEOM PA3NWMHEHTCR N0 CEONM TEPEkTapHETHEEM ¥ N0 cnocobam Tesyllend KoHTR-
fA. OTHOCKUTEMEHERA BENEE KOHTPONA padoqux mapameTpos M BeINONHEHEE TEXYWEd qoavaTtped B oecneqeqws cra-
ENEHOCTH B030ERCTENR CTERMNAIYHIWLER 403 HA NPOOYELAK DEINWHEH 4MnA paadex abnysatensd. Onaparop obny4a-
TEMA JUTEEH pazpaborate Npousnypy TEKYLLErD KOHTERONA, BEMOYSHILYH TERYWAR EoHTpoN: pafdoqus: napamarpos W
BEINONHEHRME TEEYLLEA OO0IMMETRHE, HOTOpRR o0ecnesuT Heobxogumos nogTEEEOSHWE TOr, Y10 NPOUSCE CTERUNMaE-
LMK BEINOMHRETCH GOnNEHeM obpaiom.

A 0T Mo ozameTpidEcian Bonpacas PaaymalmoHHOR cTepumzagwd oa. |50 11137-3.

A 10UE PysoeaacTen OTCyTCTRYET.

A1009 PywoeanoTen OTCyTOTEYET.

A 1010 AxEnu: peayneTEToE TEKYWLEND KOHTRONA NApEMETROR NPOUSCCE W TEKYILER O03MMETPAE HoNONeIYEToH
ANA ROOTESEAEHWE TOMD, 4To npogyeuds Gena obpaforasa 2 cooreeTorarn © TedHWHECKMMY Tpabosadnamn. Ecnu
npousce OkIN NPEPEEH, TO B AHANWI QoriiHel Beime BEMDYSHE JEACTEMA. KOTOPEIS HEODL00WMD NPEONpHUHATE.

COTENOHEHWA 0T HOPMANEHEX pA0o<HE YyONOEMA (TAHWE, KEH OTHNMHEHEE 3HEEMAKM MMTA HENPDREMNEHDS EMMHMEHAE
HOHERRAEPE) OOMHHBLl NPHEIGUTE K HEMEONEHHOMY NPEDLIBAHWK NPOUSCCE M SETOMETWHMECKOMY NEPEEaTY ACTOMHMEE B
peurn GeaonacHore cpasdedin. JonsHe GeiTe QOEYMEHTHPOESHEl TPMSAHE NPEPRBAHAA NPOLESCE M 8ro SnMTENE-
HOCTE, @ TAKHE DOHYMEHTHPOBAEHE W BRINOMHEHE NPOUSNYPE NOESTORHOND MyCEa.

B cryqas otkaza obnydatens ing KOHESHEHDA croTemsl Heobxogumo cneqosaTs QOEYMEHTMPOBEHHOW Npoysny-
pa. HTobe pEayNETATOM NOCOSIYIOWLAY OBACTEMA GTAEME NPOOYELMA, NOMP-HELLAR CTEQMMIVIOWYD 003y, W 41abel npr
ATOM MEKCMMAMEHOD QOMPCTRMAER 0033 He Being npeBeiusaHa.

Ecnu npepegaH@ue NROLSCCE NPOMCROOAT © NPOOYELUMER. HE cnocobHod nonospsnBaTe MyKpobnonor-eckii
POCT, M NpK 3TOM OBMEEHWE NPOgyRYMn B obny4arens nparpalggaTcs, T0 THKoS npapeiBadwe obe4Ho He Tpebyer qen-
cTewid. Tem HE MEHBS, TEEWME NPEPLIBEHNA NPOUECCE JONEHS BeiTe QOKYMEHTAPOBEHE W NPOEHANKHIHPOEEHE, YTobe
yEBROMTECA B QUCTOBEQHOCTH SOAMMAETOMHECKME MIMEEEHWR.

Ecnu npepeBaHKE NPOUBCCE NPOMCXOOWT C NPOOAYHLWER, CNoCobHON NoOoepenBaTe MUKpoDronormecosl pocT,
TO B TEXHHHECKOA DOHyMEHTAEUWMK HE NPOUSCE YHAILBAKITEA:

- MEKCHMANEHDS BREMA, KOTOPOES MOKMET NPoRTH MEKOY 3HSE0WEHHEM MINDTOBNEHNA NPOOYELMK M 3858SuEH0-
EM 88 CTEPHNMZALHOHHOR O0paboTen.

- YCNOBEMA XPEHEHUA W TREHCNOPTHPDEEHKWA, KOTOPEIS HECDXOOMMO NOOOSpEUEaTE B TEHEHIE 3TOM BPaMEHI.

PlarcHMAanEHDE BpEMA M YENOEKMA BROMPATCR TEEMMK, 4To0E MUKpODRONOIMHEcHOS KAYSCTED NPOOVELHA HE
YEPOLWEND 88 CTEPWMEHOCTE. Ecny npepessHve NpoUScca NPoHCXOaET B0 BREMA CTEPWMTHIEUNN ¥ ONHTOR SONbLIE
YOTAHOENEHHOID BREMEHK, CNEOYET PACCMOTRETE B0 BAMAHWE HE MUEDOTNONOrAYSCHOE EAYEETE0 NPOgYRLME W BEINGN-
HHTE COOTEETCTEYHILME QERCTENR. 370 MOEET NOTPES0BATE BRIFPYIRM NPOOVELMH.

Ecnd OTHNOHEHKE B NPOUSC0E NPWMBDEFT K yMEHBLWESHNED NOMySERHOR 0361 N0 CPEEHEHMI © TREDyEMOHR, NpogyE-
LHA MEHaT DeiTh CONYy4EHE SUNONHATENEHOW OO030H, 0N

a) Deina NpYHATE BO BHMMAHWE CNOGODHOCTE NPOOYELAW NOSGEMHABATE MHEPOEHONOrHHEckMil pocT;

b} obmy<eHne QoNOoRHATENEHGH GO030A BoIMOHEHG Takam obpazoud, yrobe obecmesmtTe B CyMME QOCTHHEEHKE
FMHEMENLHDR 0036, HD MPW 3T0M HE NPEBLICHTE MEECHMMENEHD O0MYCTHMEH) D0y

HononHurenssos pysoeogores oM. B 150 11137-3.

Mo goaumeTpryeckam Bonpocam o, 150 11137-3

A.10.11 PyroeoncTBo OTCYTETEYET.

A1 BeINYCE NPpoayElMKA MOGTE CTERpANMIaUME

FyYROBOSCTED OTCYTOTEYET.

A2 NMopoepxadke IGERTHEHOCTH NPoUECca

A2 deMoHCTpaWMA COXPaHEHWA 3P eTHBHOCTH

A12.1.1 OBwwe ceeasHMR

Yrobel CTepMnHayHHMYasR 0033 0CTESEENA0E QENCTENTENEHOA, NPEOOYHLMA JOMEHE HAroTAENMESETECH B HOHTRONMRY-
EML YONOBWAR, OJaiwWwHs STabaneHyn No HONHYECTEY W THNEM MURpOCpraHwamos Guodarpyzey. [ne GeEMOHSTRELMH
NOCTORHHOR DEACTEMTENRHOCTH CTERFMNAAYIILEA 003k NPOBCOATEA SYauTel CTEPWMNMIVIOWER 003 SEPE3 JApaHes on-
PEOENSHHEE MHTEPSANE BEEMEHA.

YOTAHDENSHHEIS MEBXCAMENEHLIS WHTEPBANLI BREMEHM DUHOBAHE Ha!

a) oneima, NPAoEpETEHHOM B SKCNEPHMEHTEE NO yCTAHOBKE 003k,

b HecbxogumocT obHapyRMEATE MIMEHEHWA B NPOMIEOOCTESHHEY NPOUSCCEE W MATSPWANEXY B HE NPUHATAW
HOHCEHOYEA O CTENSHN PUOHE, CERIEHHOID © YSOTOTOW NOWCKAR THEHX MAIMEHEHWA,

C) BOZMIMHOCTH CEIOHHEIE AH QPYIME M3MEHEHAA MEERODHONOTWHECRITD KEHBCTES MAETEDWAN0E MNH NPOW3IE0g-
CTEEHHEIX YENDEWA;

d] oOWSNPHHATON YACTOTE NOBTORHOE SANWOALEHA NPOUSCCH CTERHNIMIELHA.
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A12.1.2 HacToTa onpegenaHWA DUOHarpy3E9

A12.1.2.1 PywoBoncTeo OTCYTCTEYET.

A 12.1.2.2 PywoBoOcTaD OTCY TCTEYET.

A 12123 PywoBoOcTED OTCYTCTEYET.

A 1212 4 PyroBoacTao OTCY TCTEYET.

A 12125 Tpw yocTaHosneHWH Npagend SWoHEPYIER © WENsH J8MOHCTRAUMY NOCTORHBON 3dubesTiBHOCTH CTE-
PHAMYEOLIEA 00361 STOT Npegen JonseH Seime YOTEH0ENEH HE OCHOBE CHPMW ONBITOE C NPEELILLBHHEN Npagena SuoHar-
EYaHH 00 QOCTHHREHWA YOTAHOBNAHHEX TPEDOBAHWA K cTapHNeHoCTH, o, Takse 8 150 11737-1 wachopaauwie o crabunm-
ZAUMA MPEgENtE DUAOHErPYINA ONA ODYIME Uenan.

AN2.1.3 HacToTa ayQUTOE CTERPMNMIYHILEN 00368

A1213A

a) MoTopyHessn cnosnnote, ST0 TREXMECRYHBIA HHTEREEN MCNONESYIOT ONF OMPEQEneEHMA CEI0HHB OTENOHEHNR
B Buonarpyzee. [NpogyryyeA, NpOMIEESEHHER B KOHTROMMDYEMEX YUNOBHAX MOMET HE NOKA2ETE CH30HHEX OTHNOHEHWR
B BoHarpyars. Ecny ROHTPCNE DOHErPYIRA MO EOAMHEcCTEY 1 TWNEK MARDOCDrEHNZMOE NOKE36IBAET OTCYTETEHS CEI0H-
HE1X OTKNGHEHAR, TO MOKHD DACCMOTDAT: BONPAC O CHVHEHHK HSCTOTE yOWRTOE 4036, TAK0W BHANWE DONHMEH BENOHETE
BONpocs obpaboren v TERYIWEND KOHTRONA, yeTawoenedHee 2 12.1.3. Cneayet oTMamTe, 4T0 HECEROgMMD PRECCMATRETE
BOE OTMEHEHHEE BONDOCK, XOTA HE oORIATENEHD BCE W3 HMX noTpelydr anpegenedHes QERCTERR HNK SyayT HMETE
DOVMHAROBEA 280 (T &, By0yT OWMHAKOBED BEMHEI).

b} PyroBogoTeo oTCyTCTEYET.

A 12132 Mo mepe HAKOMNEHAA ONEITE pEG0TEI C NPOSYELHER W 88 WArOTOENEHKWA NPOREI0OMT YEEMNHHSHWE KH-
TEQHAMNS EPSMBHM MEXLY NDOEEOSHWEM Ay QWTOE CTEDMAMZYVOWER 003k (CHEYENE © MHTEDBANDM 8 TPW MECALE, 38TEM
WECTE MECALEE M, HAKOHEW, NBSHAJUATE MECAUEE])

CragyeT NOHHMETE, HT0 YMEHEWEHWE HECTOTE NPOEESEHMA 8YaUTE CTERHMNMIYLWER D03k CO BREMEHEM NPHED-
OWT H YMEHBLWEHAH BO03MOMHOCTH BRIREMEHAR WIMEHEHMA B NPOH3IBOACTESHHOM Npouscce. CNegoearensHa, HE TaT
adeberT Bcarns Heohrogmo 00paWATE BHUMAHHE 00 TOMD, HEK VMEHEWNTE HACTOTY SyOWTa.

A12.1.3.3 PywoBoOcTed OTCY TOTEYET.

A12.1.3.4 PywoBoOcTED OTCY TOTEYET.

A 12135 PywoBoOcTed OTCy TOTEYET.

AA2.2 MoeTopHas kannSposra

PyHOBOOCTEO CTCYTCTEYET.

AA2T OScnymweaHwe 0SopyQoBaHWA

Mpw ananuae nporTokonose obonyswearas ero rpadive ¥ NpOLEOYDE OOMEHE NEJECMBTOMEITECA B TOR MEDE,
yrode nonydsHHaA ob obopyaosaden WHEOpMALKs BeNa NpUMeHaHE N0 HAZHEHEHW.

A 124 MoeTopHan aTTECTAYMA obopynosaHWA

MHTEDBANE MECKOY NOETOPHEMA STTECTAUMAMKY obny<arans QomeHel Se0UpaETecA Tagumn, 4Tobw obecnaque
nactasHuy paboty obnydartens g npeganax rexdeHeckdy Tpebozasni. 0o ramma-ocbny4arensad nosTopHaR arracta-
LHA 00BN MOOE0OATCR BMECTE C NONOMHEHKEN BCTOHHBKDE. [INA 3NekTpoHHo-NyHESLIX U DEHTTEHDECKKE abmy4arensi
NOBTOPHAR STTECTAUMA 00BIYHD NPOBGOWTCA EXETOOHO, HD HEXDTOPSEE HACTA ATTECTALMM NPOBOORTCR © Gones kOpoTE-
MM HHTEDBANAME BpEMEHH B NPEganas ragoeord UHEna. Ecne mamaeperus npd AY0 1 ADO nosasand, 4To CoCToAHWE
CEMyHaTENA WIMEHANDCE, TO MOMET NOTPEOOEATECA NOBTORHAaR A0,

AA2E5 OueHra MIMEHEHHA

AZ2.5.7 OnA ramma-obny4arenst NpUMEpanME HIMeHEHHA, Moone  HOTOp:E  OonsHE DeiTe BeNOnHeHa A00,
AEMAKITCA

- MONQMHEHAE WETOHHAEE

- WAMEHEHWA B FEOMETOAK A NONDHEEHWH MCTOYHAKE;

- HIMBHEHWA B KOHBSHEpE:

- M3MEHEHHE MAPLWPYTE MPODYELHEL

- MEMEHEHHE B ROHTERHEpEe anA obmyseHHA.

Crenede npoagsqds ADD 3aeHOAT OT TANE M CTENSHK HAMBHEHKA (CM. Tabnagy A1)

ONs SNekTposHHo-NyHEE6lE OENMyHETENSA NPHMEPaMKE HAMEHEHWA, NOCHAE KOToPEIE AonHHEa BeiTe Benonqeaqs AQD,
AEMNAKITCA

- HIMBEHEHWA B KDHBEEHEDE.

- VEEMNWYEHHE MEKCHMENbHB NPOSKTHEY DEIMEDDB ROHTERHEPE AnA obmy4aHus;

- DEMOHT WK 33MEHE CHEHWPYHILWEND MArHATE [MErHuTa paigspiia);

- DEMOHT WM 38MEHE OTENOHAKILWETO MArHATA;

- DEMOHT WNW 3AMEHE MErHHTa, 00BCNEYHEAKIWETD NADENNENEHOCTE My=a (oORyCMpy LS |;

- MEMEHEHWR B 3NemadTax ohny4artann, coanaouwny sthdie kT paccer .

Crenede npoBegeHuA A0 I381BcnT OT TUNE ¥ CTENSHA KIMEHEHEA (Ca. Tabmeuy A2). Hanpusep, yesnudeHng
MEKCHMANBHBIX MPOSKTHEE DEIMEPOE ROHTERHERE Ons oBny4eHrA noTpabyeT NONHOW NOSTOPHDA aTTECTauwd, B TO
BPEMA KSH NOCNE 38MEHbl 43C0TH KDHEEASDE MOMeT NoTpEfoBATECH TONLEO NOOTEEQEAEHWE HAANSMAWER paboTe

HOHEEAEDE.
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OnA pEHTEHOBECEME DONYyHATENEA MPIMMEREMK MAMEHEHWA, MOCHE #ROTOPRX QankHE BeiTe BeinonHeHa AO0, sana-

HITCH:

- HaMEHBEHMRA B HIJHEE'FIE‘DB.

- YEEMHYEHHS MAKCHMANLHEY NPOBHTHLIX PA3MER0E KDHTERHERa AnA oOny4aHus;
- PEMOHT MMM 33MEHA CHAHMEYHILEND MarHATa [Marduta pazssprim);

- PEMOHT WK 3EMEHE OTEACHALWSN MATHATE;
- PEMOHT WA I8MEHA MEFHHTA, 0DECNE4HEARILETD NADENNENEHOCTE MyYKE;
- HAMEBHEHUA B 3M9MaHTax 00Ny4atana, coaganiyus shipesT paccerHns;
- HAMEHEHWA B MHLIEHA PEHTTEHDECKAL NyYel (B aHTHEATO0E PEHTREHOBCKDA TRy DM).
Crenede nposegeHed A0 33EMCAT OT THNA W CTENEHK HaMEHEHUA (oM. Tabnuay A3 Hanpumep, yBsnudeHne
MEKCUMENEHER NPOSKTHEX PEIMEPOE KOHTERHERA Ons obnyqaddAa noTpalyar NonHoR NOSTOPHOA aTTECcTauuMd, 8 70
BREMA KEK NOCME ZAMEHLEI HECTA EOHEEASDE MOSET NOTPE0oBATECR TONBKD MOQTEERHIEHKE HAONEHAWER paboTw

HOHBERERE.

A12.5.2 PyrDBogoTeo onsy TOTEYET.

Tagnwuya A1 — Pyeos0SCTEO NO ATTECTALMME HEMEHEHHA B FAMMa-00Nyanans

B0 aAno
HameHsnne MoHTamHe e
Menwmranee | KanuSposes Tenarmadia
B oGnyysrtane HINETRIFEAE # 4 o ol 1 i -
4 P e ofopynona POBAHAR Tun ronarpadrposismma
.'J:l:j"-ll."llli]i.'\,ﬂﬂ I.PF s FTET ] daded
SERE e L £
Rt ShopyaAcna cBnywarans
HHE
DobaeneHna, yOosneHne " Y MamMorasHsR MaTepuan oo
MW NEREEIMOOHOEKA pa- NEOEKTHBIE MpEgencg
OHOHYKNWAOE
MEMEHEHNE KOHETRYHLAK g v g [OMOreHHEA MatTepuan  go
HOCWUTENA/KOHTERHERA ONF NP CEETHEE MPEgEnog
oOnyHEHKA
CHATHME MNK NEpamews- '1. '- 3 MomoraHHLR MaTepdan oo
HYE MOOBECHDM HOHERREDA NpOEKTHBIE NpEgEnos
BHYTOH Eamepel abnyqeHms
CHATHE MNK NepamEs- g Y ) MaMoreHHLIR MaTepdan oo
HHE YOTPORCTE GOTAHOBKA HE NPCEKTHEIE MPEgENGoE
HOMTHHBCHDM MaPLWPYTe Npo-
I ELKH
CHATHE MNK nEpamawsa- g
HWE YOTERORCTE OCTAHOBEY BHE
KPMTHYBCEDOMD MAapwpyra
MY LA
JameHa kabensn 8 MoTod- g
HMHKE
MameHaHrE NPoeKTE CW- g 3 MepexooHan goza
CTEMEl  OBHWMEHWA  WCTOY-
HIKA
MameHeHWE nposeTa, g o 3 [omMoraHHLER MaTepHan oo
BIMAKILEE HE PACCTORAHKE OT NECEKTHEE MPEgBnNog
MCTOHHAMEAE 00 MROOYELLHM MepexooHan oozs
MzmeHaHrE NPOBKTE CH- g Y Y MamMoraHHELIR MaTepuan oo
CTEMEl LUACCH MCTOMHMER NpEEKTHBIE NpEgEnG
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QupnyaHus madnuuer A7

AY0 A0
FaeeHanne MaHTasHE B _ R
—— wenstarms w | VEnETanne | Kanufpoesa Tonorpadi .
onydETaEn Ml TR b e g T -
oo 3 I poBanHe W TonarpabnpossHBe
ASEYREHTALNA phapyaces o pyAoEa ol A0
- R HAR HEAR il
e vEnyuarsna
Fia
Mamararie TMna Taime- y
P uMEng 2 obny4arsns
MzmaHasie Tana npabo- Y W y
pUE TERYWEND KOHTPOMA pa-
OUALWOHHDA DeIaonacHoCTA
obryHaTens
MzmaHaH1e THRE Npabo- Y
poB TEEYWSrD KOHTPONA (SC mpw-
BOOR B pE3SpBEyape obnyqa- MEHWMD
TENA

MprMe<“4aHNA

1 Dobasnase pagnoHyENeaa Ge3 HIMEHEHEA ME0METDHA MCTOMHUKE MOXET NOTREGOEATE BRINONHEHME TONERD
YACTH MMOMEHHDID TONorpadMposaHA 4o0sk61 © USNsH NOATESPHOSHAA DEIYNETATOE MATEMATHYECKOM MOOENWPo-
BAHWA WMMNH USMNEA WIMEHEHWA, B TO BPEMA KK O00ARMEHHE DEOWOHYRNWMOE G HAMEHSHHEM MEOMETRWM HCTOHHNES
WCHET NOTREGDEETE NONHOND FOMONEHHOM TOROrpatMpoBEHVA J038 C NOSTOPSHNEM BOEX KANT 003k, 3 THHHE HEHD-
TOPEIE BCAOKMOrETEMNEHLIX MECNBOOBEHMA, TEXKE KEK 38TPY3KE N0 USHTRY WK 4ECTHHHER 38rpyakE.

2 Oo nony+adda pesynetatoes AO00 (HENpUMER, NPOBSPEM NONGHEHWE BOTOMHIKA ), NOCHRE 3aMads kabaned
WMCTOHHAKE MookeT noTpefoearscA TonorpadwpoBaH@e 003k obmy4arand.

3 Peaynurars TonorpadipoBaHnA Do npd A00 MoryT npyBEsT K nOETOpaHD A3,

TaGnvua A2 — PysoBOgcTes no aTTecTaume M2MEHEHHA B SNEKTROHEO-NYHEBOM abnydaTens

AN OO
WameneHwe MoHramuse T rats o
- a t 4 arpadem
B pEnywatena HOHEHTAHHA W Henuranue r:l"'_'"“ﬁpuu'i" P— Tun ranorpac epoBaee
. o peAcranr | ofopyaana
OATyMeHTAL AR |.m= ABIk Qoak
Ha obopyaosa ohnyyarens
HBE

MexaHuacEas parynM- g L FagHomMepHocTe CRaHuposa-
poExa YOKOPWTENR HUH B HENPEBMNEHWN CHAHKPO-
BHHWA Ny4iEa 1 ”'I:"EHHHE IR -
HOEEHWA 003 B HAMpaaneH|

ny4Ea
B cuocTemax ynpasnAx- N Y PasHOMEPHOCTE CHAHWMPOBE-
L 1 hOsyCHDYIIL M MEr- HUH B HENPAENSHWW CHAHKPO-
HHATOE BHHWA Ny4Ea 1 H'I:p'EIHHE MRGH -
HOEEHMA 003 B HAMpaanedH|

ny4Ka
B cucTermax oTEAOHA- % Y % PasHoMEpHOCTE CHAHWMPORA-
HHMAIWE MAEarHWTOE HMH B HAMNPaBnaHWE CEaHMDO-
BHHWA Ny4Ea 1 H'I:p'EIHHE MRGH -
HOEEHMA 003 B HAMpaanedH|

nyyKa
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MamaneHna
B abnyuaTena

A ALD
MEHTARH S Tonarpads
S Honurianae | KaneBpossa ! _
" - DEAHKE MM TONOrpadgs preaH9ea
A n peactonn | oBopygona F
OUORYMEHTALUHR P Loak

Ha ofapyaons
HHE

HHH

phnyuwarena

CHoTema TEEYLWETD KOH-
TRONA ToHd Ny4YEa

FPagHOMBEPHOCTE CHaHKWpDEE-
HHA B HENPEENEHAH OB HEEHUA
MpPOOywL WM

B cHCTEME MATHWTOR
CHAHHPOBAHWMEA

F'-':'IEHDMEI[.'IHI'_'IC I'b CHEaHWpOBEd-
HHA B HANpaENEHAW CEaHADD-
BHHWR Ny-Ea

B cxemOTEXHAKE Taky-
LUETD KOHTRONSE AIANM yNpas-
NMEHAR CHOPOCTRED KOHBEH-
epa

FAagHOMEPHOCTE CHAHKPDEH-
HHA B HEMPEBNEHAH OEHEEHWA
MPOOYELHA.

VMoneimTaHue © npepeisaHven
npouacca

B osuratense, peMHAx
M PEOYETORER KOHBEREDHOR
CHMOTEME

Mpumayadwae — Peaynerats TonorpahWpoBaHA 80ael npr AO0 oryT NPHESCTA K NOBTOREHW AZ0,

Tabnvua A3 — PysoBOoOcTED MO STTECTALMW HIMEBHEHMA B DEHTIEHOECKOM OONySarens

Hamererne
B chnysatene

HHAE

AN AQD
MonTamHee _ T . i
. Menwranee | Kanabposga | [9NRIPAER -
WEME TARKE W oBopyachs- | oBopyacma AaopaHNE MR TONCIPAS S NAHMA
aDKYMBEHTALNR " - 4 DGR
B eny HIARA HER AO:E
L afnyuartenn

MaxaHndsckan perynu-
POBKE YORODWTENA

PAsHOMERHOCTE CHAHWpPOBA-
HKIA B HENPABNEHAK CHAHWERO-
BAHHA Ny-Ka W rmybnda npo-
HHEHOBSHHA 003k B HANpae-
MEHHA NYH4EE

B clCTEMEN YPaETARILEAY
W DOy CHP Y LA MErHATOR

PassomMBpHOCTE CHAHWMPOBA-
HWA B HANPASNEHAN CRAHHPO-
BaHWR Ny-ka w roybuea npo-
HHEHOBSHHA 0036 B HANPAEE-
MEHHA NY4RE

B cwoTeEmMa OTEROHRHILLMY
METHHTOBR

FaeH0MEQHOCTE CHAHWPOBEA-
HWFA B HANDHENEHAK CHAHHDO-
HEHWA My<Ka 1 rnybvsa npo-
HWHHOBEHWA 003k B HANPAE-
MEHHA NYHEE

CHCTEMS TERYLWSM HOHT-
POMA TOKS My-HHES

PAsHOMEPHOLTE CHAHWROBA-
HAA B HANPABNEHHH SBHHE-
HIA NPCOYHLAR

B cucTame MardaToB cea-
HHPOBEAHWS

F'EBHLI'MEFlHI'_'II'_'_-I: CHaHWpOBa-
HHH B HENPAENSHAW CHAMHPD-
BEHKH My-Ed
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Oronvanue mainuyer 4.3

Aamerenae
B ofinyuarens

M0 P¥ils
Mok TEHe e ~ - )
e e w | HEETANRE [ Kaanfposka fanorpadgis _
) L 04 z - FoDE Ten ronorpadid poBd A
ofispypoea- | ofspygosa oD & HME
A0KyEEHTALAA
I - HIAA HWH fafak i ik 5]

wa ofopynora
Hide

ofnyuatenn

B CHEMOTEXHHEE TERyLE-
M KOHTROMNS WIAMA YNpagns-
HWA CKOPOCTERS KOHEEASpA

F":'IEHI:IMHPHIJL'.TE CEAHWPOEd-
HHA B HENDaABMEHWKW O2KHB-
HHA TEOOY ELE.

MineiTadua o npEpbIi2dHAERM
npouecca

B newrarensy, pemMHAL W
PEAYETODER KOHESRBRHOA CW-
CTEME

HzmeHaHNE HOHCTRYRLHA
HOCWTENAKOHT ERHEPE gNA
00N y<4EHUA

FasroMapHOcTE CKAHWPORE-
HMA B HENDABMEHAM JEKHE-
HIA TIPOOy KLAR.
MyBuHE NPOHUEHOBEHWSR
A03kl B HANPABNEHNA OEN%E-
HKA MPoOYELAN

CHRTHE M NEpEMEaLye-
HWE KOHEEREPE BHYTOW HEME-

F'HBHDMEFIHEIETI: CHAEHWPOEH-
HHR B HanpaBnadHne Oeue-

pel OGMy-EHWR HIWA MO0y KL,
MyBuHa NpPOHUEHOBAHKWSR
003kl B HENPARMEHHN OENHE-

HHA NPOOYELMN
Hamenanue npoosTa, Y Y Y FasHoMapHOCcTE CHKAHWPOEE-

BAHALWLEE Hd pACCTORHAE OT
HCTHAEE 00 NPOOyHELHE

HWA B HENDABMEHAM OEKHE-
HIA TIPOOy KL,
PasHomMepHOCTE CHAHWPOEE-
HKA B HANPEBENEHWA CHEHWPO-
BEHWA Ny4EE.

MMyBuHE NPOHUEHOBAHWSR
003kl B HENRARNEHAN OENHE-
HKA MPOOYELMN

HarmereHrs Tana npuibo-
POB TERYLLEN KDHTDONR pagm-
auwaHHOR BeaonacHocTy ob-
IyarenA

JdamaHa, HIMBHEHNE
KOHCTRYELME HIA PErYIHDOE-
KA PEHTTEHOBCKOW MALWEHA
[aHTMKEaTOOA)

FagHOMBEDHOCTE CREHHPOBRH-
HAR B HaMpABNEHWAY CEEHH-
POBEHWA NYHES W LBAHEHAR
My-KE.

FagHOMBEDHOCTE CHEHHPOBRH-
HAR B HENPDaBNaHWAE OEWHE-
HAR Mooy HLMK.

MyBrHE NPOHHEHOBAHWE
O036 B HBNPEBIEHMK Ny-ES

MpuMmedaduwsa — Pasynsratel TONOrpEhHpoBaHEA gose npd A00 MoryT NPUEECTI K NOSTOREHAK: AZ0.
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CeeAcHUA O COOTEETCTENKM MENTOCY 0APCTEOHHLIX CTAHAAPTOR
CCLIMOYHIM MENOYHA DOOHLIM CTAHZAPTAM

TaGnwuya O.a1

OBpasausHda N HaH BRI AHNE
MEMOYHAPOAHIIO CTAHGANTA

Cranste
CODTESTCTAMA

OHAIHAUSHEE H HANMEF OB HBE
MEKIDCYLANCT IEHHOMS CTRHA8 [T

|52 10012-1:1952 TpedoaaHwR 0DECNEYSHMA Ka-
HECTEE ONA WIMEDHTENRHOID OD0pYOODBaAHKA.
Hacte 1. CHCTEME METRONOMAYSCRON MOOTBEEH-
HOSHMA ONA WIMepPHTENEHOM obopyS0eaHuRA

52 11137-2: 2006 CTepunqagun MeQMuyHHCHOR
NPOoaYKUMK. PAgWaunoHHAR CTERMIHIELMA.
MacTe 2. YoTaHOBRNEHWE CTERHMNWIYHHNLENA 000

0T

FOCT 150 11137-2—20711 Crapunyzagns Meam-
UMHEKDH Npogysusd. PAgmaumodHan crepune-
2auMA. HMacTe 2. YOTaHOBNEHNE CTERHNA3YRILER
A0akl

IS0 11737-1:19895  Creparm3aumus MaguuiuH-
CEAx Magenuid. MugpobuonormHecErse METOOR.
Hacte 1. OueHEa NONYNRLMKY MAKDOODEEHAIMOE
B TR0y KL b

DT

FOCT 150 11737-1—2011 Crepurmzagmnn mene-
waHckE wagendEa. Mukpobwonoriseckns meTo-
O Macte 1. OuBHEE NONYIALMM MAEDOODraHNna-
MOE B MPOSYKL A

[S21173T-2:159498  Creparm3auwn mMeguusH-
chx Magenvid. Muepobnonorm4acErs METOOR.
Macte . MonsiTaHWs HE CTEPANBROCTE, NEO80-
OMMEIE AP BAMMAEUNE NPOLACCOE CTEPMNMa-
UMK

IoT

MOCT IS0 11737-2—2011 Crepurnmzagns Megw-
unHCckrx wanernaE. Mukpobnonorsackns MmeTo-
Ast. HacTe 2. WoneiTAHWA HE CTEQUNLHOCTE, MPpo-
BOOMMEIS W BRMMOSUEK NPOUSCO0E CTERMNM-
=N

|50 13485:2003 MapanuA meguupHckne, CKc-
TEME MEHELHMEHTE KBHECTEE, CHCTEMHEE Tpa-
GOBEHKMA ONA LENEA peEryNvpoBaHng

ioT

MOCT 150 13485—2011 Mananms medmunHCERe.
CutTeMs MEHEOHMMEHTE KE-ECTEES. CHCTEMHES
TpEfoBaHMA ANA UENER peEryNMpoBaHns

CODTBETCTEXA CTAHOARTA:
- I0T — MOSHTWHHES CTAHOARTEL.

CoOTEETCTEYKALHA MEXIDCYOAPCTEEHHEIR SCTAHOAPRT oToyTeTEYeT. [0 &ro yTERQHOEHNA DEROMEHOYETCA HG-
NoNE3ICEaTe NEPEE0S HA DYCCKMA R3bIK D3HHOrD MEMOYHIp0OHors cranaapta. Nepesog DEaHHIrD MERDYHARDOHOD
CTRHOEPTE HAXOOMTCR B PaseEpansHoM BHBOPMAUMOHHDM SOHOE TEXHIHESEMY PErMAMEHTIE M CTAHOARTOA.

Mn FHMEYMdHHE — B HacToAwes CTaHOAPTE MCNONeEZIBAHD CNEOYEDWEs YONDBRHOBR AGO0AHEHEHME CTENEHK
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BuBnuorpadgin

Quality managamant systems — Fundamentals and wvocabulary (Cacreme ynpasne-
HHA KE4EcTEOM. (JCHOBHLE NOHATHE W CNOBEPE)

Quality managemant systems — Requiremenis (CHCTEME  YNPDEENEHWA KE4BCTRORM.
TpehoaaHAR]

Biological evaluation of medical devices — Parl 1: Evaluation and testing (Byomarksac-
HAA OUSHEE MEgHUMHCHAY HAnenwi. Yacre 1. CUSHEE 1 MCNETEHAR)

Slerilization of health care prodocts. Reguiremenis for validation and  rmouotine
confral. Radiation  sierilization  [Crepaneasuns meaguuaHcEsR npogyedae, Tpetosa-
HHA K BESNMOALHE W TERYILEMY KOHTPOMD. PEOMEUMOHHER CTERHNMIELHR)
Stenlizaton of healh care products — Radiation — Part 3: Guidance on dosimatric
aspects [Crapynuiauns MegHUMHCHDR npogyegdE. Paavauws. Yacte 3. Pysoson-
CTED NG SO0ANMETPiM )

Slerilization of healih care products — Vocabulary (CTepemmzausa MeQMUAHCEOR Npa-
AyKUeH. CnoBape)

FPackaging for ferminally sterilized medical devices — Part 1 Requiremenis for
matarials, sbarle barmar syslems and packaging systems [(Ynawoska gns dwH@WROR
CTEQHNNZALMA MEQWUMHEKAY Manenyi. Macte 1. Tpebopadwms | MaSTEpuanam, cuora-
WMEKM CTEpANLHON CApEEPE M CUCTEMAM YyNEHDEBEHEHA ]

Fackaging for terminally sterfized medical devicas — Parl 2: Validation reguiremants
for forming, sealing and assembly processes (YnawoBa ons hHUWHOR CTEpKNnEa-
LM MEOMUAHCKIE N20enyd. Macte 2. TpefosaHwA k eaneaagde npoysccos duapsnpo-
BEHWA, CHNEMEaHWA 1 cBapsm)

Emvircnmeantal management systems — Reguiremends with guidance for use (Carore-
Mkl YIPEEMEHAA OXPEHOE ORDYHAKNLEA cpene. TpabieadnA ¥ pyROBDOCTAD N MPEME-
HEHHES |

Emvirenmantal managament — Life cycla assassmen! — Principdes and  framewark
{¥NpEAnEHAE OXpaHoR DERYHAKLE A Cpeas. Duaqxa cpoka crymOel. MNpMHELANe n cToys-
Typa)

Intermational Vocabulary of Bsic and General Terms in Metrology (VIM). BIFK, IEC,
IFCC, 150, IURPAC, IUPAR, DIML. 2nd ed., 18983 Geneva (15893) (MexayrapoaHes cno-
BApb OCHOBHBIX W OB TEpMHHOE 8 waTponorud [VIMLE 2-8 wag., 19593 Henaea)
kladical davices ubilizing animal lissues and their denvatives — Parl 1: Application of
risk managamanl (MeouuMHCEME MEOENWA, COOBEKALKE MWBOTHRIE TEAHK M WX NpO-
WasnnHse. Macte 1. MNpuMeHEHne yNpaBnEHAA pHoCKomM )

Bladical dewvicas uofiizing animal tssues and their derivatnes — Part 2: Contrals on
sourcing. collection and handliing {MeguuMHCERE W308NWA, COQBQHMALME  HHBOTHEIE
THEHA W WX NPOH2ECOHLIE. YacTe 2. HoHTpone MoToqHuEDE, cBopa W oDpawsHng)
Madical dewvicas ufilizing animal tissues and iheir derivatives — FParl 3: Validation of
fhe  elimination andlor inactivation of vireses and fransmissible  spongiform
encephalopathy (TSE) agents (MeguusHokene MaganuA, CONSpHalMe HABOTHRIE THI-
HH M WX MPOM3IBOaHEE. MacTe 3. BanmaauwA yOAneHHR WM AHAKTHEALUNE BMPYSOE W
ArgHTOE TPEHCMUCCHEHDH rybyaTod aHuadanonatim TSE)

Slerilization of medical devices — Raguiremants for medical devices 1o be designated
STERILE — Part 1: Raguiremants for ferminally sterilized medical devices (CTepunm-
3EUMA MEOMUAHCEME n3nenyl,  Tpabosasna ¥ MEOVUMHCKMM  MAOENWAM,  KaTEropue
acTepineron, Hacte 1. TpeboBSHWA K MESHUWHCHHM M30SMMAM, Rognasawmm dm-
HHILHOH CTERNNMIALHAM}

Radiation sterilization — Material qualification [FaowauwosHar cTepimuagune. ATTrac-
TAUMA MATEpPHENOE)

Slerlizabion of medical Devices — Reguirements for  producis Labeled «Sieriles
(CTEpUnNUIgUWA  MESUUWMHCKHE  wagenwd. TpeGoEaHHE B NpOOyELMY © MEpEHposroR
AT TERHNEHDS )

Safe Desgn and Use of Panoramic, Wel Source Storage Gamma Irradiators {Category
1] and Dry Source Storage Gamma Irradiaiors {Category 1), Health Phiysics Society,
BicLean, WA, 2001 [BoionacHos NPOSETHROBEHHE W NPHMEHEHAE NAHOPSMHSL FAM-
mME-0EnyHaTENEN © BNEMHEIM KpEHEHHEM WCTOYHMEE (Kateropus V) W ramea-obnyya-
TENSA C CYXAM XpaHesmen HoTosHues (Hareropan (1. ODwecteos dwansy agopobes,
Mlarmn, BawameHr, CLUA, 2007)]
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M1 45GET). Dowyment WNO2SR16:2005 — MeopmauwoHHEN QORyMEHT, PACCMETH-
BAKALHA ONpEOensHde TEpMAHE obeaguuEHcaos nansniens)
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