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MacT P 57386—2017

MNpeaucnoewne

1 NoOroToBNEH O6WwecTROM © OrpaHH<eHHoR oTeeTCTEEHROCTEIS «UMTOnpoesTs (OO0 «LIMTO-
NOOEKTH ) Ha OCHOBE coBCTREHHOMD NEPERONE HA DYCCKMA ALK SHINOASEY HON BEDCHKA OOHYMEHTA, YHalaHHo-
ro e nyHETe 4

2 BHECEH TexHr<eckis KOMWTETOM Mo CTanaanTraayxMu TK 453 «MMnnadTatel 8 xWpypriam:s

3 YTBEPHIOEH ¥ BBEOQEH B OEMCTBWE Mpukasom PegepansHoro areHTCTEa No TEKHUHECKOMY -
MYNADOBEIHKIO M MeTponoriy oT 22 deapana 2017 r Me 53-cT

4 HacToRwMi CTaHaapT WIsHTHHEH MexayHapogHony qokymedTy [S0TR 142832004 aamnnanrare
ONA XAPYPridd. DCHOBHBIE NpMHUANB e (FEOMR 14:283:2004 «implants for surgery — Fundamental principles .,
IDT}).

MK NPHMEHEHWKA HACTOAWETD CTEHZAPTA DEKCMEHOYETCA MCNONLI0EATE BMECTO CoLINOYHEIR MENTY-
HARCOHBIX CTAHOAPTOR COOTEETCTEYILME MM HAUMOHANLHBIS CTAHOAPTE, CEEIEHWA O KOTORLIX NPUBeasHb: B
ACHONHATENEHOM Nplnosesil A

& BBEOEH BNEPBLIE

Mpaeuna NMOUMEHENUR HECMOAWE20 cMardanma yCmanoaTess! @ cmambee 26 PedepanbHosc 2aK0Ha
i 29 wewa 20715 20 Ne 162-03 «0 cmandapmudayuy & Pocculcokol Pedepayuus. Mughopmayua of
LUSMEREHUAK K HACMOALLEMY cmardapmy nyEnukyemc & exeaodto (N0 coomaanun Ha 1 AHSaRR MeKyLLESs
coda) uMgopMaULISHROM YEazamanes «HayuoHaneHse CMandapmeis, 8 GPULLANEREDT MRS UIMBHEHLIT
U RONDAsor — 8 ENEMECAYHOM UNOpMAayUORHON yHazamene «HayuohansHee cmandapmes. B capuas
(TEpECMOMPE [FaMens) WL omMessi HECMORALYE20 cmardapms coomaamemayiowes yaedounesue Oydem
amyGrukoeana @ BNuWadiles ewiTyCcKE GMEMECAYHOZD UHDODMALUOMMOSD yHasamens sHayuonNanb b
cmaNdapmls. Coomeemomaioan UHdopMaylun, yeodoMinenue U Mescitibl DATMeLUSImca Makwe &
LIHPOpMaLLICHROD ClUcmame oblyeso TTLI0EaHUA — Ha MPuylansHoM caime PadepankHoso aseHmomes
10 MEXHUYECKOMY PESFILDOEaHWD U Mempanoaud 8 cemu Memepsam (www. gast.ru)

E Crangaprandgopn, 2017

HacToAwmi CTAHASPT HE MOKET BEiTe NONHOCTER WK YECTHYHO BOCTDoMIBEREH, THRANKMPORAH W pac-
APOCTOaHEN B KAYECTRE GpHMUMANEHOrD waganra Ged pazpeweHHMs CenepansHone areHTCTREa No TEXHUYeCkD-
Ry DECYTHADOBAHMIO 14 METAON0MIAL
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Beenenue

HacToAWKE CTAHOAPRT YCTAHABMHMBART, YT0 TREDOBAHWA K CUIAAHY, MITOTOBMNEMMES W DYHELWOHHPOBA-
HIAID MMONAHTH DY EM . MEOWLMHCKKY YCTPORCTE paspabaTBEoT PasHeEMY CNOCOBaMKY B paINMYHLIX CTRAHAX
W operosax. NMockonexy NPoOWIBSOCTED MESMLWMHCKME YCTROACTE yKE CYWECTRYET Ha rMmofanksHol oCHOBE ¢
CTAHOBWTCR BCE AKTHEHEE, PACTET 03afoueHHOCTE NO NOBOOY HEODXOOMMOCTH MENTYHADOIHEX M BIZMMHO
APAIHAHHBIY CTAHAADTOR 8 OTHOWEHWH QUAARNE W QYHKLUAOHWDOBAHKRA MOOoSHE HA0EnNHE.

Ona toro 4706 CTAHAARTE M 3BKOHOLATANEHEE WA HOPMATHUEHBIE TPpeboRanKs SeINM COBMECT MMB
OpYT © ADYIOM, OHW AOMEHE OBTE OCHORAHE HA NOHUMAHKKA OCHOBOMONATZIOWMY NEAHLKNOE, KACAIOWMXCA
MMnnaKTartos. HacToAwwi cTaHgapT NpeacTaBnNAeT coBol KOMMAMTALWED 3THX NDUHUMNOE. CTRYETYDa HacTo-
AlUErD CTaHOapTa Bsl@efeda M nepepafoTada vl ocHOBHLI TPefoBaHKi, NPEOCTARNEHHBX B OWMPEKTMBAX
EBponeickoro CORETa, KACAOWHACR MEQWUMHCKWY YCTROWCTE,

HacToAwwia cTasaapT npeacTaenAeT coboi CNpaBodHoE WanaH ke,

B HacToslem cTaHaapTe NPOREOEH AH2NWE HMNMNAHTATOE HA NPEoMEeT MUHMMAIILAA BOIMOMHEE [DI-
CHOR NPH WX HCNONEICBEIAHAK ONA NauWesTos, COOHAKD aHanka pUCKoR HE Boarna cnocoled BeHARMTE BECk
CMEKTE PUCKOR. TaKkas HeonpeieneHHOCTE MOKET ObiTh NPHEMNeEMOl B CEETE MPEanonarashey NpedmMyLECcTE
ANA NauyeHToR, PAccMOTReHME MTOMDE NOCNenyIowernd HabnooeHHA MOoReT NRPeaocTABMTE KHgODMaALKIO oNA
NeATEEEHOEHNA NDHSMNEMOCTH UK HENDHEMNEMOCTI DUCKOB.

CoOoTReTCTEME OCHOBONONATALME NPHHLMNCE, CONepMallWKCA B HACTOAWEM CTAHOADTE, Ve CyLLe-
CTEVIOLWMM HALMOHSENEHEM WK DervoHaneEHEM TReGoRIHWAM NDENCTARNEHD B NPUNoKe M A Bubnwo.
rpadhMa COOep¥MT Nepades CTAHOARTOR, KOTOPGLIE MOMYT GhiTe WCHONBI0BAML], YTOOL CRAIATE 3TH OCHOBOD-
MNONAranwHe NoHELANsl G0 CTAHOAPTaMKE, B KOTOPEIX ONMCcaHsl TREGORAHKMA & NDOOYELMK, ¥ DYROBOACTED Mo
AHANWIY PUCKOR, CEAIAHHBIL C HCNONLICBAHHEM HMNNAMTATOS,

Mpumed4aHve 1 — HatToAWWA CTAHOART NPWEBAH CTATE OCHOBOA AnA COFMACOBaHHBX CTAHOERTOR, OOHEKD
HOHEPRTHER @OpMyNMposKE, NPHESOEHHEA B HECTOALLAM CTEHIE0TE, MOKET MpOTHECDEYMTE eopmynrpoBre nnw cnpane-
FIEHWH, MCNOME3yEMbIM B CYLUSCTEYILWLAY HAUWOHENEHER JOKYMEHTEX, 0CobaHH0 B 0BnacTRx, CEAZEHHE C ONPEgenadi-
AN KCpOK CryHORe, CPEOnanarasoe MERONLIOESHNE:, CHOPMANEHBIE YCNOEMA HCNDNE30EEaHMAR U T. O

MpumesaHne Z — Ecnu CTAHO3PTbI, OCHOBEHHEE HA HBCTUALLEM CTAHOAPTE. NPAEHANTCR HAUMOHENEHEBIRE
CPrAHAMIA, DTESHEHLWMMA 38 00050SHAE KOMMEEHECKDID NPEMEHEHAR TAKAX YOTPORCTE B 3TAX CTREHAY, NUHBNASTER BOd-
MOHHOCTE DALMOHANTHZALAM W COMBCOBAHMA NOSOGH0A SEATENEHOCTI M0 O00BpReHNKS, STO NOMNOHHTENEHD CHEXETCA HA
nocnegyiees obuen CORPALYEHHA PACIOG0E B MHTEPSEEN BCX CTOPoH, OCoBeHHD NALKMEHTOR, NECTESWMKOE MESHLKH-
CHHE YEIMYT 1 CTREX0ERIE KOMIAHWA.
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HALWOHANbHBIA CTAHOAPT POCCHMWACKOW ®EOEPALUMWM

MMMNAHTATLI ONA XUPYPTUW
OCcHOBHLIE NPHHLMALL

Implants for surgary. Fundamental principles

HOarta egenenuns — 2018—01—01

1 OBnacTe NpUMEHEHWA

HacToRLWKA CTaHOaPT ONWCEIBAET GCHOBHLIE NPHWHUWALI OM8 pa3paboTeM W NPOMIs0OCTES aKTHEHBIX HITH
HEIKTHEHBIX MMONaHTaTOR.

1.1 HopmatHBeHkIe CCbINKKA

B HacToAwen CTaHIapTe WCnoNeIoBaikl HOPMATHBHLIE COBINKK HA CREOYIOWWEe CTAHOADNTL, HOTODkE
HEOBXOOQWMD YUWTEBAETE NPW 8M0 MCNoNESOBEAHKA. B cnyyas cohiNoK Ha OOKYMENTE, ¥ KOTODBIX NpMBEOEeH:a
garta yTESL#ASHWA, HeoDxeouMo NoNB30BATECA TONRED YERIAHHOR peaaklKel. B ToM cnyyae, Koraa nara yT-
BEHOEHWA HE NPUESNEHA, CREOYET NoNEIOEATRCA NOCNEJHe R PEOAKLKEN CoBINOHYHBIX O0KYMEHTOR, BEMKYARA
NOBEEe NONDABKK M WAMEHEHKA K HABM.

130 31 (all parts) Quantittes and units? (BenwduHb W 8aWHALBL

I50 13485 Medical devices — Quality management systems — Requirements for regulatory purposes
(MegnurHCERE NPUEDPEL. CHCTEMB MEHEOMMERTa Ka4YecTea, TpeboraHka ANA Uener peryndpoBaH|a )

IS0 14630 Non-active surgical implants — General requirements (HEakTHEBHEBIE XHDYDTHYECKHE HM-
nnaxTaTe. O&WwWe TpebosaHwA)

IS0 14708-1 Implants for surgery — Active implantable medical devices — Part 1. General require-
ments for safety, marking and for information to be provided by the manufacturer (MmnnasnTate gna suepyp-
THA. AKTHEHEIS HMNNAHTHEYEMBE MEQHMUMHCKHE YOTPORCTES. HacTs 1. O0wWe Tpefopalna no BEannackocTi,
MAPKHMPOBKE ¥ ONA WHOODMALKK, NOANEKALLEN NDESOCTIENSEHWID MIMITOBUTENEM)

150 14971 Medical devices — Application of risk managemeant to medical devices (MeguuMHckoe obo-
pyaonamke. MouMeHEHKE YIDABMNEHMA DMCKIMIA K MEOMLMHCKMM YCTRORCTEAM)

2 TepMuUHLI M oNpegeneHHA

E HacToAWEM CTAHOANTE NPHMMEHEHE CREOYIOWWe TEpMKHE G COOTBRTCTEYIOWMME ONPEOensHAMN,

2.1 akceccyap: ¥agenwe, KoTopog, He ByayHd MeduUHHCEMM YCTPORCTEOM, NpedHasHaYeHo nponaad-
QUTENSM CREYWansHo ONA KCNoNEICRAHKA BMECTE C YCTPOWCTROM ONa Torg, YTo8sl 040 iy HELMSHHMpOBano
TaK, KaK NPeLyCMOTREHD Bro NPOUIBOOMTENEN.

2.2 aKTHEHOE MEOWMUMHCKO® yoTpoHcTBO: JGoe MEQWUAHCKOE YCTPOWCTRED, paboTa koToporo aa-
BHCHT OT WCTONHKKE ANEXTOWYECHOR JHERMHK MK MoBoro Apyrors MCTOMHHES JHERMMA, WCHMEHEA IHEQTII0,
FEHEpPUpYEMYH HEMOCPEOCTESHHD YenoBedackiy OpraHH3Mom N GeRCTBMEM CHMbl TAMECTH, W KSTOpOES
JedcTEyaT NyTeM NPeopazoBaHiA ITON IHEDTHI,

I PAMEHAIHKE — aanuEHCEHE Hagenia, NpegHaiHavyeHHbIE ONA nepedaqe aHeprEl, BelWesTE AN DT
SAN2MBHTOE MENDY AKTHMBEHEIM MEOWMUMHCKHRM }T-TWI:’!ETEUM W MALEHEHTOM, DE3 KaHHE-NAG0 IHAYWTENEHBIE H3MEHEHNNA, HE
CHATAEITCH SETHEHEIMA MESJHURHCEARMIA :,I'C-TF-UI-'!IC-TH-EMH.

2.3 Uenemsos HAIHAYeHWE: TAKOE WCNONBEICEAHWE YCTROWCTED. 017 KOTOROMD OHO NPEOdHAIHa%eHD oo-
MMAacHo GaHHbIM, NPEACCTARNEHHEM HIFOTOBWTENEM H3 MAPKHWPOBKE, B HHCTRYELIMH WHNK B PEKNaMHbIX Ma-
TEpHAaANAX.

Wanauue oduHansHoR
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2.4 MapkMpoBKa: Boe NMCEMEHHER, NEYATHEE WK IPagHYeckHe MaTeprans

- MDKKPENNEHHEE K MEQWLPHCKOMY YCTRORCTBY WNK MoGoMy H3 8ro KOHTERHED0E MK YNEKoRKe, Wi

- NOWNAr0WReCcA K METHLHHCHOMY YCTDOWCTEY, OTHOCALMECA K MOSHTHEMKaLUWK, TEXHWYECKOMY OnWca-
HHRD B HCMOMe30BEaHHID MEDHUMHCKDTD YCTPORCTES, MCHMKYaR TRaHCNODTHO-CONDOBOOMTENsHBIE AORYMEHTE.

M PHMEYEHAE® — HEHI}TGFII:IE PEMMOHANBHEE W HEWWOHANEHEE NPAB0ELIE HOPML! DECCMETRHEINT € MdDRApOR-
LR = L) EHHI:!JDFI-M.!LI.H!EI, MpenocTanNAerMyH RAroToOBM Tanak .

[HMCO 134852003}

25 nponanoAMTens: DUaMyecEos WK INDMOWYECKOR NWUS, OTBEYAIIEER 38 NPORKTWRORIHNG, KArD-
TORNEHWE, YNAKGEKY W MADKMDOBKY YETROWCTRS, NpEwas YemM M0 NOCTYNHT 8 Npogaxy nod coBcTredHsm
HAaIEAHHEM, HEIABWCKUMO OT TOM, BLINCMNHEHAS ITHX ONEPALMA OCYLWECTENAST JAHHOE MWL WKW TRETEA CTO-
pOHA OT BF0 HMEHH,

2.6 megmuMHCcKoe yoerpoMeTeoe: MI0D0R MHCTDYMENT, aNNapaT, YCTROWCTED, MaTepran Mk Apyroa |i-
DEnve, ACNONeIVIOWWMECH OTOEMSHG WA B KOMEKHALMY, B TOM Y4CNe NPOrpamMmHoe obecnaseHme, Heshxonm-
MOE ONA 8rs HAQNEXaLWEH IECNNYATALHK, NPENyCMOTDeHHoN NEoOKIB0IMTENEeM, KoTopoe ByleT WononNb30Ba-
Mo ONA HEN0oBEKa C UaNbio:

- OHarHOCTHRA, NEOEHNAKTARA, MOHETOREHIE, NEYEHKA WNW OGNerseHnA 3at0nepanna;

« OMArHOCTHEN, MOHMTODKHTE, NedeHA, obnerdeHna WK oMNeHcanmd TDaaMEel WM MHEANNDHOCTH,

= MCCRBOODAHIA, 3aMEHE WA MOOWEMEILWN AHaTOMUYECKOMRD ANEMEHTA MAK DUINOIOMAYeckors npo-
Uesca,

M KOTODOE HE PEAnMIYeT Co0e OCHOGHOE yHELKMOHaNEHOR HaiHadeHue NyTesw aplakonoryecko-
o, WMMYHOMOTWNECKorD KNK MeTabonWLseckons BoI08RcToHA Ha OPraHuam YenoBess, Ho MOKET NoMOYE &g
DYHELUWOHKPOBAHWD © NOMOWEID TAKKE COE0CTD.

Mpumesanna — Texct aganTeposad comacHo WCO 13485:2003.

2.7 nekapcTeeHHoe cpegerea: [oboe BEWECTED MMM KOMEWMHALMA BeWECTE, NpWMEeHASMEE GNA
NedeHta WM NEodUnakTyeK 3abonepaqdui y NIOOed “nd KUBOTHEY, C UENED MOCTAHOBEN MESHUKHCKSTD
OWarHoda WM gns BoCCTaHORMNEHMA, KODPEKLWA T WIMEHEHMA DU IEONOTHUECEAN hyHELIME YEnoRera WM
HHBOTH .

2.8 XHMpypradeckdi MManadTaT: YoTpo#cTao, NnpeoHasHaseHHos 0nA NoNHers BEcIeHWA B TENG Yano-
BEKS WM 38MELLaNLIEES IMHMTENHA WK NOBEDXHOCTE IME3a NYTEM XMDYETWSECKSND BMELUATENLETES, W OCTa0-
LWEesa B OpraHH3Me NOCHE NpoUeIypb.

MNpurevyaHne — M0BoE MEQMLMHCKOE HENEMIE, NPESHAIHSHEHHOE ONA Y8CTHHHOMN BEBENEHUA B TEND Yano-
BEHE NYTEM XHDYOrWHECHOND BMELUATEMLETES W OCTANWSESCA B ORraHKaMe He menee 30 OHel, THCHS PACCMATOWMBAKT KaK
EMPYPIAHETHEA WMITTEHTAT.

3 ObwKe NpUHUMNLI

2.1 Mmnnanrartel AoeHsl SelTh CKOHCTRYHPOBAHE W MATGTORENEHE TaKMM CDDaaoss, 4TO NPW HX MCNoNk-
I0BAHWK B JOMHHES YCNOBWAK 0 N0 NPeIYCMOTPEHHOMY HAIHAHSHWIO OHW HE NOCTABAT NOE YIPoay KNMHuYa-
CHO2 COCTOAHME MM BEAONACHOCTE NAUKMEHTOR NWMBo DeIoNAcHOCTE M A00P0RRE NONLICEATENEA WK, 8Cn:
NPHMEHKMO, OPYTHY ML, NPK YCNoaMd, Y9T0 Mo0ue PUCKK, KOTOPEIE MOMYT BulTe COAAAHEL C MX MCNONEI0B3-
HHEM, JOM#HE OblTe B MTOMNE NPUEMAEMEIMK NPA CONOCTARMNEHKA 1 BRIFTOOHBIMKA ONA NayWMEHTa 1 ARNATECA
COBMBCTHMEIMIA C BLICOKMM YPOBHEM 33LMTLH 3G0P0ELA M BE30NACHOCTIAL

3.2 PelweHns, NOAHATHE NPOMIBoSUTENEM NPK NPOSKTARORAHMH ¥ MIFOTORMEHAH MMINAHTATOR, SO0H-
Hil COOTRETCTEC8ATE NPMHLWNaM DBEJonNACHOCTH C YYeToM OSWenpuHATOS COBQEMEHHOMD TEXHWUYSCKOro
YPOBHA.

Mpk BeiGope HAWBoONEE NOAXOOALMY PEIEHMA NPONIA0OUTENE KOMKEH NDMMEHATE HHHENEDEYHCE H-
HEIE MEHHLANE B CREgyIOLWLEs NODAgKE:

a) YeTPaHKTE WNK YMEHBLLATE PMCKM, HSCKOMBKD 3TO BOIMOMHO (Deaycnoeqo CE20nacHbe OWIadH «
KOHCTRYELASA )

b} NPUHATE COOTRETCTRYROLLME MEPE JALMTE B OTHOWEHWA DUCKOR, KOTODLIE He MOrYT BLTE YCTDaHE-
Hisl, B TOM YWCNE CHIHANMIKPOBATE B CNYYAE HEOOXOOQUMOCTH,

C) MRPOPMUPOBAaTE NONBI0BATENSA 0 OCTATOMHLIX PUCKAX NP OGHAPYEEHKK HEJ0OCTATEOR NEMHATEX
AAUMTHEIE MED,

2
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3.3 MiMnnawTaTel Q0MeHbl COOTEBETCTROBATE NOKAIATANAM, NPESYCMOTPEHHEIM NDOHIBOGWTENEM, 0=
Hbl GbiTk paIpaboTaHbl, MAFOTORMEHSE! M YNAKOEAHLI TaKKWM obpaio, YTode COOTEETCTEOBATL OOHON MMM HE-
CEONbEWM SYHELWAR, YIOMAHYTRIM B 3.7, KaK yE3IaH0 NpoHaIBoarTEnem,

3.4 Korga MMnnaHrar NnogeeprasTeh CTReCccam, KOTOP.IE MOTYT BOIHMKATE NPH HOPMaNeHBX YoNoEUAx
ILCANYATALAK, XADAKTEPUCTHEN W NOK3JaTens. ynoMadyTee B 3.1, 3.2 4 3.3, He JonsHbl NoORSpraTecA He=
MEMATENEHOMY BOIASHCTEMIO 00 TAKDH CTEMNEHH, 4TO ENHHAYECKOS COCTOAMWE WM BE30NacHocTs NaUKeHTOR
W, BCTH NPWMEHAMO, GPYIHMX MAY OEA3LBANTCR Nog YIPO3oH B TeHeHHe BOEMD Cpoka cny#bel MMNnaudTara,
YEAIZHHOM NPOHIBCIWTENEM.

3.9 MunnadTtaTtel JonHHsl GeTe CHOHCTEYWRORARE, WANSTORMNEHE W YNaKoBaHbl TAKKM oBpaIom, 4Tobk
KX XAPAKTELHCTHEM K NOKAJaTenk NpW WCNofbI0BAHMK N0 HAIHAYEHMIO HE NOOBEDTANNCE HEXENATENEHOMY
BOANENCTENID BO BPEMA TOAMCTIORTHPOBAHHA M XPaHEHKA, NDHHKMaEA B0 BHMMaHWE HHCTPYELMK W MHDOpMa-
LW, NPEACCTIRNEHHYRS HAFOTOBMTEMNEM.

3.6 oboi HemenarensHeid oboYHeEIA ekt gon¥es NpeJcTagnATe CoDoN NpUeMieMelit PHCE NpK
CONSCTABNSHAN © NPE0YCMOTREHHEME XapakTePUCT K M.

4 Ocobble NPUHUMNLI, KACAOWMWECH OW3ANHA W KOHCTPYKUWK

4.1 XumuAdeckde, pHIAHeckre W BHONOMHYSCKAe CBOHCTEA

4.1.1 VmnnauTaTel 40meHsl ObiTe CHOMCTREYMPCEAHE M H3roToRNEHEl TakdM obpaaom, 4T1ob ofecne-
YHTL XAPAKTEPHCTHER W NOKS3aTeny, yNoMAHyTEIE B paagene 3.

Cecoboe addmarie cneayeT yOenTk.

a) BB0py MCNoNE3YEMOND METEpYana, oCoBeHHD B OTHOMWIEHKK TOKCHYHOCTH W, BCNW NPHMEHWMD, BOC-
NAasMEHASMOCTIA,

bi CcoOBMECTUMOCTH MENTY WCNONbIYEMBEIMA MaTepHanamd i SHONCTMHeckHMA TRAHAMA, KNeTEKaMKA W
HWADKOCTAMK OPrEHWasMa, NPHHMMEA B0 BHAMAHHE MPegyCchor DeHHoe HAIHAYEH K WMNNaHTaTa.

4.1.2 VMnnauTaTe OoMsHsl BTy CEOHCTRYHPOaaHE, MITOTOBNEHL! 1 YNakKoBaHe: Takks oOpasos, 4To-
Disl CBECTH K MUHUMYMY DHCK, CEBAISHHEA C 3ArpAIHEHMER ¥ OCTATOYHEMKM BRUWECTEAMK, GNA WY, yHacTay-
DL B TPAHCHOPTHDOBAHKK, XPAHEHWA W MCNONLAGEAHKK HMINEHTATOR, W ANA NAUWEHTOR, NPHHMMAR BO
BHHMMaHKE NpegycMOTPEHHOE HazHaseHWe kMnnanTata. Ocoboe BHMMAaHWE CnegyeT yOen|Te TEaHAM, nog-
BEQrAOWMMCH HEHENATENLHOMY BOIAEHCTEMIO, 3 TAHE NPOSONMHTENEHOCTIA W YACTOTE BOATERCTEMA.

4.1.3 MuannauTaTe GoNKHe BelTe CKOHCTRPYWPOBAaHE! M MAMOTORNEHE TAKMM oBpaios, SToDsI oMK MOrnK
DEIONACHD WCNONLIOBATLCA BMECTE C MaTepHanamd, BeWeCTEaMK W ralamd, ¢ KOTOPLIMA OHW BCTYNAKT B
KOHTAKT 8 NpoUBcoE W HOPMANLHOA IRCIAYATALMA WNA Bo BpemMs 0DwiHHBIX Npodedyp. Ecnn MmMnnadTat
NpeaHaIHEeHE: O0NA BEESEHAA NeKapCTERHHLX CPEaCTE, OHIM GONHKHE ShiTk CIPOEKTHPOBaHL! W H3MOTORNEHE
TaKkmM 0Spasom, 4ToGE BeITE COBMBCTHMEIMA © COOTEETCTBYIILWMMH NEKAPCTEEHHEIMA CPEOCTAaAMA, COMMACHD
NOMNGHEHWAM W NPEBUTaM, PeryMpyiowKM 3TH CREACTES, W TakkM Chpados, 4Tobl WX YHEUHOHWDORAHWE
NOQASE*HEANOCE B COOTEETCTEMW © NPEANcnardembiM HCNonLI0EIHMEM,

4 1.4 Ecnu smnnadTaT MMeeT 8 CECEM COCTARE BRLECTED, KOTOPOE NEK OTOENEHOM NEMMEHEHKM KO-
HO PACCMATPHEATL Kak NeKapcTEeHHOE CPEeOCcTa0, KakK 3To ONpedeneHs B 2.7, W KOTOPOE OKaskiBaoT Ha op-
ra3HMaM BCNOMOMATENsHoE JeRCTRME MO OTHOLWEHMKD K AMIAEHTaTY, Ge30nacHocTs, K3YacTao A NoneiHscTh
ATOMD BEWECTEE ACMHHEl ObiTe NPOBEREHE C YYETOM NPEdYCMOTPEHHOID HA3HAYEHWA KMONaHTATa.

4. 1.5 VsannauTare Son#He BulTe CHOHCTRPYHMPOBAHE M MArOTOBNEH Ll TAKHKM oSpaiom, 4Tobe CRECTH K
WA HEMYMY BHCHH, CBAIAHHLIE © BRLUECTRAMW, BEIENRI0WHMACA W3 KMANaHTaTa.

4 1.6 VmnnanTaTel Gon#ke OolTe CKOHCTRYWMDOBAHL ¥ HAMCTORNEHE Takum obpaiom, 4Tobsl yMeHb-
WHTE, HACKONLKD ITO BOIMCHHD, DHCEW, CEAJAHHEE C HENPEAHAMEPSHHEIM NONAJAHNEM BEReOHLIX BEWECTE B
HMNNEHMTAT, YHMTLIEAA CREUWGWEY HMMNNANTATA @ XapakTep OKPYHAKWEeN cpedsl, B KOTOPOH NpELyCMOTREHD
M0 MCMONE3I0BAHKE,

4.1.7 VimnnawTaTe JomsHs BulTe CHOHCTRYHPORAKE M MATOTORNEH B TakwM obpaiom, 4Tobkl CEBECTH &
MAHHMYRY PUCE GNA NAUWEHTa WM NoNE30EATENA B OTHOWSHAA NEOrPaMMRpDOBaHWA ¥ CHCTEM YIPABNeHks,
BEMK4AA NPOrpamMMEce obecnede Ie,

4.2 Mrdhekura M MUKpoGHaA KOHTaAMMHALWA

421 VannauTaTel W NEOWaIB0OCTEEHHEE MPOUSCCh J0MHHE OwiTe paspatoTade Takim obpaios,
YTODE YCTPEHKWTE WNH YMEHEWWTE, HACKONBKD 3TO BOIMOMHO, DHCE MHDEKLWK ¥ NaUuKeHTa, NoNLI0OBATENA 1
TPETEHY NWY. KoHCTEYELUWA SOMMHA NpedycMaTpeBaTs, B Cly4ae HechxcoWMocTd, nereyin obpaboTsy -
MAaHTATa O0A MAHUMRISLAK Bro JarpAEIHEHHA NALMEHTOM NDH KCNoNEI0BAHMM.
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4.2 2 Thauy ¥HBOTHOM NPOACKOMAEHHE NOMMHE BEiTe NOMYYEHE OT KHBOTHEX, KOTODBE HAXOOHUMMCE
Nad BETEPAHAPHEIM EOHTPONEM U Habmonesuen, ¥ BeNd AganTUROBaHE! K NPEONONarasMony Kenonea0sa-
HAKD THAHER,

Muchopmauma o rearpaduyackom NPoUCEos e MHEOTHEIX AOMEHS BeiTE COXPAHEHA NPOWMABOTNTENEM.

Mepau4HyIo NepepafoTy, xpades s, TeCTUpaRame W obpaloTky THaHed, KNETOK M BELECTE MHBOTHD-
ro NPOMCXONMOSHMA CNeqyeT NpoaoaduTE TakMMm ob0paiom, 4Tofbsl 0GECNEYMTE ONTAMANBHYI0 BE3I0NACHOCTD.
B wacTHoOCTH, Ge10NacHOCTh B OTHOWE HHIA BHEYCOE M ADYTHX Nepeaaswknkcd BoneIHeTEODHB AreHTOR DOnH-
HA BbiTE CDRCNEYeHa NYTEM PEANKMAALMA BANHOWNDOBAHHEE MATONOA MHKBHOALMA WA MHAKTHEI LW BUDYCOR
B Npauecce NPoKIBDAcTRA,

4.2.3 MMnnanTatel, NOCTABNASMEIE B CTEDHMBHOM COCTOAHMK, GOMHHE! DBITe paipaboTaHel, MaroTos-
Neksl 1 NOMELLEHE B JaWWTHYIO YIAKoBKY, koTopad obecnequaast mMukpobieil Sapeep, 4ToG0 rapadTHpo-
BATE, 4TO OHA SENAKTCA CTEPWNEHBIMA MDA NOCTYINEHAW 8 NPOJAKY W OCTANTCA CTEDMNEHLIMA B YCNOBMAX
KPAHEHUA W TRAHCNODTHROEIHMA, NPSOYCMOTREHHbBIX HIFCTORMTENEM, NOKA HE NOBDEXMOEHS MM HE OTKDLITA
FALMTHAA YNAKOEKE.

4.2.4 MMNnadTaTsel, NOCTalNASMBIE B CTEDHUNEHOM COCTORHMA, OoMaHE BETE WArOTORNEHEI M CTEPUNK-
A0BAHLl COOTEETCTEVIOLMM YTREDROEHHBLIM Crocobon.

4.2.5 AMnnadTaTel, NoOSNEMalMe CTEPHUNHIILMK, A0MEHEl DeTe WArOTOBMNEHLI B KOHTRONMEYE MK
OoMeHbIM 0Dpaans YoNoBKax (HANPHUMED, YCNOBWAK OKDYHAIOLWER COREm ).

4.2.6 ¥NakoBoHHbIE CHCTEMB ANA HECTEPHNbHEX MMIMSHTATOR O0MTHH bl COXDARATE HAgEenHR Gea yRyg-
LWEHMA Ha MPEOYCMOTREMHOM YOORHE YWACTOTh M, 8CIM MMONAMTATE O0MWHE DelTh CTEQMNWI0RAHL NEpED
HMCNONBANBAHMEM, CEECTH K MUHMMYMY PUCK MAKDOGHON KOHTAMAHALWMK . YNAKOB0YHAA CHCTEME J0MKHA DTk
COOTBETCTEYIOWEN, YYMTHIBAA METOO CTERUNHIAUMHE, YEAIAHHBIA NPOMIBOOHTETEM.

427 ¥YnaroBKa WHNA ITHKETHE WMNNAHMTATa J0NKHA OTNWYATECA OT YNAKOBKA WNH STHEETHE WOBHTIAY-
HiX WK NOXOKKE WAOENWA, DEANHAYEMBIX KIK B CTEDMNEHOM, TAK 1 B HECTEDKNLHOM COCTOAHMA,

4.3 KoHCTPYKLWWA W CEORCTEA OKPYHADLWEA cpeikl

4.3.1 Ecnd WMnAaHTaT NpedHasHa4ses Jna NpdMesH e i CORMBCTHO C OPYIHMK YCTDORCTBAMM MNK 0&0-
PY¥O0BAHWEM, TO TAKOE COMBTAHWME B LENOM, BEMIOYAS CHCTEMY COBOMHEHRNA, GOMHHO DETE ORI0NacHEM KM HE
OOM%HD HAPYLWATE YoTAHORMEHHEE IKCANYaTALKMOHHBIE KAPAKTERUCTHEK BMNNaKTaTa. Boe orpadnesmMa no
COBMEBCTHOMY NPAMEHEHRID JOMHHE BbiTe YEAZIaHLI HA ITHRETHE MW B HHCTRYELHWHA N0 NDAMEHSHIAK,

4.3.2 MMNnanTatel JoM#Hbl BeiTh CHORCTDYWDORAHE M HIFOTOBNEHL TAKMKM 0Bpas0M, YTODR YCTPAHKHTE
WItH CEECTH K MUHHMYMY, HACKONLED IT0 BOIMOEHD, CRedyiowes;

a} pHCE NOMNYYeHnA TRaBsE, CRAIAHHON C WX DHINYECKMMI XADAKTEDUCTALAMM, BEMIOYAR CODTHOLLIEHHE
OfuEMa/0aBneHds, PaiMepsl, M, [0e NPAMEHAMG, IDMOHOMAYECKNMA XapaKkTEpHCTHEAMA,

b} pHCKW, CEBRIAHHLIE C JOCTATOMHD MPEOCKAIYEMBIMA YCNOBWAMK OXDYVAIIOWENR CPe0bl, TAKKMMME KaK Mar-
HATHEE NCNA, BHEWHEE INSKTDHYOCKOE BOIDEACTBWE, INEKTROCTATHYECKHWA PA3pAa, JasneH e, TEMNepaTyna
WK HAMEHEHAE OABNSHAA W YORODEH KA

C) PHCKM BA3HMOOSHCTEHA © ADYIWMK YCTPORCTEBAMK [HANpUMep, JephHBDHNNATOPaMM WKW BEICOROYE-
CTOTHEIM XMPYPradeckii oBopyDosaHHen ), obEYHE MCHONBIYEMEIMIA B ACCNEO0BAHHAR HIA NEHEHIAN,

d} pUCKH, KOTOPLIE MOMYT BOIHMKHYTE, KOrOa oBcmyMMBAHWE W HACTPOWKE HEBOIMONKHEL, B TOM HUCEe
(BT NPHMEHMS])

- HPEAMEDHOE YBETIHYEHWE TOKA YTEYKK,

- CTAPEHKE WCNOMNBIYEMBIX MATERHANOE,

- MADHTOYHOE TENMND, BEANSEMOR MMNITAHTATOM,

- CHIAMEHWE TOYHOCTIA NI0BONe WAMEDKTENLHOTD WK KOMTPONBHOMD MEXaHHIMa.

4 3.3 AMNnandTaTel Oon#Hbl GWTE CEOHCTPYHPOBSHEl M MArOTORNEKHE! TaKWM 0bpasom, YyTobkL CBeCTH K
RMHMMYMY DHCK BOIFOPEHAA WA BIDEIBE NPKH HOPMaNLHEX YOAOBWAR M 30a0WRHLIX Yoropkax. Mg «puckamuE
NPH HOPMANLHBIK 1 ABAPKMAHBIX YCNOBKMAX: NOOPEIYMEBAINTCA Te, KOTopuIe Ghiny ONPEIeneiLl NEW aHanyae
pyckoB. OcoBog BHWMaHKE CNegyeT OGpaTHTL HA WMNNZHTATEL, NPEONoNaraesmos WCRoNE3TEaHHE KoTOPEIX
BEAH4AET B cefA BoI0eRCTEME BOCMMAMEHAIOWWECA BEWESCTE WNH BEWECTE, KOTOPLE MOTyT BLI3RaTh MOpeHue,

4.4 MmnnanTtartie! ¢ GyHEUHMER HIMEPEHARA

4.4 1 UmnnanTatel ¢ QyHELKEN MIMEpeHns O0MEHbl GbliTh CKOHCTPYHPOBAHE W WATOTOANEHE TaKkmM
OGpaIomM, YToDL ODECHEHHMTE YCTAHOBMEHHYID TOYHOCTE W CTA0WNEHOCTE B 330aHHBIX NEedenax ToHHOCTH
C YYETOM NPegnonaragton KCNoNEIoeEaHns WMnnadTara. Npeqens) ToYHoCTH GONHHE GhlTe YCTAHO0RMEHE
NpOUIBCTUTENEM.

4
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4411 Wekans HaMepeHda, KOHTPONE W WHGWEALWY DOMEHE OblTe paspadoTadbl B COOTEETOTEMMA C
MPMHUMNEME J0MOHOMKAKK C YYETOM NPEANCNaragMord MCnonsI0BsaHHA KMNNaHTAaTa.

4412 EcnE Ha MMNNAWTATE UMW 80 COCTABNAKLLWE NEMBEOeHEl MHCTPYRELHK No paboTe © MMNnaHqTa-
TOM, MHOWKALWERA 1A N2PAMETRAMK HACTDORKK C NMOMOLLKY BHAYANLHOH CUCTEMEI, TO 3Ta MHOOMAELWA BOMHHa
ObiTh YETHOW, ACHOA H TOHATHOW,

4.4.2 VMamepaHua, OCYWUECTRNASMBIE © NOMOWELMKD MMANaHTATOR, CHabEeHHbE hyHEKLMER HaMEDEHNA,
AONHHE! GbiTh Beipa¥eHbl B 84UHMLAK, COOTBETCTEYRILLME NONOMEHWAM Capun cTadnaptoe MCO 31

4.5 3alunTa oT Many4YeHHA

4.5.1 OBwre ceegeHHR

HMmnnadTaTel Qonwkel DT CROHCTRYWPOEAHLI W WIroTOBNEHEl TaKWM 00palomM, YTobk BO3OEACTEWE
pafHalMd Ha NaukWesTos, NoNLI0BATENEN W OPYTHE MUy DLNG CoKpalEHs HACTONLKD, HACKONLED BOIMONHD
B COOTEETCTEWA © NPEgnonarasmoli MCNonb3IcBadnen, He orpaqydEan Npd 3ToM SO03MDoBAHKA Ha CoOOTRET-
CTAYIOWHX YDOBHAY B TELANEBTHYECKAN H QWUArHSCTHYECKHMY LENAK.

4.5.2 MNpeaycMOTPEHHOE HINYYEHAE

4.5.2.1 EcnW KOHCTPYELWA WMNNAHTaTa foapaiyMesasT HaNyUeHWe ONacHsix YOORHER DagkuauyK, He-
ohxagMmol ANA KOHKDETHOMD MEOWUMHCKONS HAIHAYEHWA, W NPUIHAKD, 4TC NoNb3a NEPELSWMBAET PHCEM,
CEAIAHHEIE C MANYYEHAWEM, KMNNAHTATEl GOMHKHE GbiTh paipaboTadbl M MAFOTOBNEHL TakkuM obpalomM, YTobk
CBECHEYHTE BOCNPOMIBCOWMOCTE W NEPEHOCHMOCTE COOTBETCTEYIOWHMY HIMEHRIDWWACA NapaMeTpop.

4.5.2.2 ECnW AMNNAHTATE NPELHAIHAYEHE DNA ACNYCKAHKA BOTEHUHANBHD ONACHOTD, BHONMOND WKW
HEBMOMMOTS HIMNYYEHWA, OHH GOMKHL BkiTe NO BOIMOMHDCTHA CHITWEHLI BAIYANEHLIMA JHCTINEAMA WM
IBYHOBLIMK NPEIYNPERJeHHAMK O TAKOM Way-HeHHK.

4.5.3 HenpegyCMOTPEHHOE HWANy4YeHWE

HrannautaTel gomsHsl DeTe CKOHCTPYHPOBEHE! W MATOTOBRNEHE TakMM oDpaizom, YTo0k MEKCHMaNsHO
CHHZKWTE BOIOEACTEME HENPEQHAMEDEHHOTD, NOBOHHONS MK DACCESHHOID HAMYYEHKA Ha NaUKERTOR, NOMTsa0=
BATEMNER W OPYrHs ML,

4.5.4 WHCTPYKLKMK

B WHCTDYELUWAX MO IKCNNYaTaUWMK GNA WanydaoWwdx HMINaHTaros ACMsHa ColepsaTech nogpotHan
HHDODMALME O NPHPOGE HCNYCKIBMOTS MANYYeHWA, CPEOCTREAR JAWKWTEl NESUMEHTE H NONLIBATENA, 3 TaoKE
o cnocofar WabewaTe HENPABWNEHOTD NPUMEHEHHA W YCTPIHHTE PUCKH, NPWUCYLLWE MCHOMB3I0BaAHWIO.

4.6 Honnanpyrowee MInyye e

4.6.1 VsnnauTaTel, NPeaHasHaqdeHHBE GNA HCNYCKaHWA WOHMIWMDYIOWErD WanydeHdha, QoMsHe BT
CEOHCTPYWPOBAHE M WIMOTORASHE TAKHM 05pa3om, 4700k rapaHTHDoEaTE, YTO, KOMRGA 3TC NPaKTHYeckH BO3-
MOMHO, HOMWHECTED, TEOMETPHA W KAYECTED MANYYEHAA MOMYT WAMEHATECH M KOHTRONWMPOBATECA © Y48TOM
NpPEanorarasmMorg MCnonsInEaHHA.

4 5.2 MannanTare, MCOYCHAIOWKE MOHAIMDYIOWEE WanNy4$eHne, NpeLHasHaYeHHo: 0NA peHTreHano-
rM4ECKOR OUANHOCTHEM, DONKHE ObiTe pazpaGoTaHdel @ HArOTORMEHE! Takkm COpaaot, 4TobE MoMHD Bilino
NOMy<4HTE COOTESTCTEYIOW S M300pameHWe AIHMNH Ka4ecTEEHHER BuXOOHOW CHrHan gna npedqnonarasmoro
METWLAHCKOTO HAIHAYEHWA NDM MAHKMaNsHOM PASMALROHHOM OBMNYYeHMH NAUWEHTE W NONB3IOBATENA.

4.6.3 MmMnnadTarel, MCNYCKEKLWHWe WOHHMINDYIOWES MaNyYeHe, NpeOHAIHaYEHHoEe ANR PAgWOTEDanHH,
OOM#HE ELTh pAIpaboTads! ¥ HAMOTORNEHLI TAKHM CBpalom, 4Tobe OBeCnEYTE HADEEHEIN MOHWTORMHT 1
EOHTPCE OOCTABNSHHOR 0030,

4.7 OcHOoBHLIE NPABHNA ANA WMANAHTATOR, NOOCOEONHEHHLIX KNH OGORYAOBAHHLIX
HCTOYHMEDOM JH@PIAM

4.7.1 OBwwe cBoaeHWA

4.7.1.1 MmnnadTaTel co BCTROEHHBIMWA INEKTROHHLIMW NDOTPaEMMATYEMEMHE CHCTEMAMW JOMKHE DbITe
CROHCTPYWPORaHe! TakHK oBpasom, 4100k 058 CTIEYNTE BOCNPOWABOAHMOCTE, HAOEKHOCTE W IDMDEKTHEHGC T
ATHX CUCTEM B COOTEETCTBMA C WX LENEELIEA NEMMEHEHHEM. B chny4ae BoaHMEHOBEHWA PUCKOR [CHCTEME),
ONpEASNEHHEIX C NOMOLWLEEY 2HAMWIA PHCKOB ONA KOHKPETHOM YCTPORCTES/CUCTEMEI, SONMHE BbITh MEHHATE
COOTRETCTRYIOWKWE MEDE OMA YCTPAHEHWA MM YMEHBLLEHHSE DUCKOB, HACKOMNSLED 3T0 BOIMOMHD.

4 7.1.2 MMNNanTaTe, NoM MCNoNsI0BAHKK KOTOPEX Be30NacHOCTe NALKWEHMTOR IABKCAT OT BHY TREHHErD
HCTONHMES NMTAHWA, O0MHHE BLiTh OCHAWEHE CREACTEAMA MHAWKAUWA COCTOARMA MCTOMHAKE NUTAHKA.
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4.7.1.3 Ha ¢4MnnaHdTatax, Bcid 210 BOIMOGKHD W HE0GX0auMo, DonweH DhiTe HaHeoEH KOG, © NOMOWbLG
KOTODOND THI AMMMNEHTATa M 2ro MROoM3BsMTeNs MOTYT BeiTe OGHOIHAHHG HOEH THPWUHPOBAHE (B YACTHOCTH,
B COOTRETCTBMW © THNOM WMONAHTaTa), NpW HeoGXogWMOCT KOQ ACMEEH BhiTk HWTaeM De3 XMpYpRriYeckons
BMELLATENLCTEA.

4714 0Ona nmnnadTaTtos, Nod HcnoNeEIoBaHKK KOTOPEX GEIcnackicTe NAUKEHTOR 32BUCHT OT BHELL-
HETD MCTOMHHEA NWTAHWAA, 3TOT MCTOMHWE NMTAHKA Jon#eH SuiTe CHAGHEH CUCTEMOW CHIHANMIALWA, CnoBe-
LSIOWERN o NGO CEOR NMTaHKE.

4.7.1.5 BHEllHWE YCTPOWSTEA, NpeOdHaIHaYeHHLIe ONA MOHWTORWHTA OOQHOMD MMM HECEONLEMK KNdHKk-
YECKKE NApaMeTPoB MMITaHTaTa, JomeHs GhiTe OCHALEHE HAGNEKIALHMA CUCTEMAMA CHIHANWIaLWA ona
OACEELLEHMA NONSI0BATENA O CHTYALWAX, KOTOPBIE MOTYT NPMBECTA K CMEDTH MK CELLEIHOMY YXYILLEHAMN
COCTOAKHKA I00P0BRR NALMEHTA.

4.7.2 33WKTa OT NOPAKEHHA ANSKTPHYECKHM TOKOM

4.7.2.1 MmnnadTtatel JomsHEl ShiTh CHOHCTRYHDOBAKE # HAMOTORNEHE TakuM oSpasomM, HTobel wabe-
#.AaTk, HACKOMNEKO IT0 BOIMEKHD, PUCKS CRYYARHOMD MOP2MEHWA SNEKTPAYSCEMM TOKOM NPH HOPMankHE yo-
NOBKAY W ABAPMAHBIE YCNOBARX B TOM CNy4as, acnd WMNNEHTaTel YCTAHOBNEHE NpaBUnedo. MNMog s prckom
NP HOPMANBHE YCNOBMAX 1 ABADHRHEI YCNOAWAKD NOADATYMEBRIOTCA TE DHUCKH, KOTOPRIe Bk onpeiene-
Hisl C NOMOLBK AHANAIA PUCKE ONA KOHKPETHOMD YCTPoNRCTEa.

4722 AKTHBHLIE MMNNAHTATE JOM#HE BETE paspadoTadel ¥ WIMOTOBMNEHLI Takns 0BpaloM, YToGh
CEECTH K MUHAMYMY PACKKA, CEAZAHHEIE © MCNONBI0EAHWEM WCTOYHHKDE JHERMAW, BCNK B KA4eCTRE WCTOYHWES
IHEDTHMM MCNOMNbIYETCA INGKTPMYECTED, CNE0YET YIENHTe BEHMMAHKE WIOMALKK, TOXEM YyTEYKR W Neperpeay
YoTpOHETE.

4.7.3 3aKTa OT MeXaHHYECKHY BO3IAeRCTERA

4.7.3.1 MnnnadTatel JomkHsl ObiTe CHOHCTPYWDOBAHE W HW3MOTOBNEHL! TakKMM obpasom, 4Tobe Jaum-
THTh NAUMEHTE KM NONLICEATENA OT PUCKOR MEXAHWHECKOMD BOAOERCTEMA, HANPWUMED, CER3aHMBIX C© CONPOTHB-
NE8HHER, YCTORYABOCTEIO M MOOBEUHHEIMA Y3CTAMM.

4.7.3.2 MmnnadTtatel GoNKHE BuiTe CHOHCTEYHDOBAHE WM MATOTOAMNEHL! TAKUK oBpailos, Y4Tobbl CBECTH K
MAHIAMYMY DHCEN, CBR3aHHDIE ¢ BMBpaUKEH, réHEpUDYeMOR MMNNEaHTATOM, YYHTLIBaA TEXHWYECKWA Nporpacc
W AMEIDWWECA COROCTEA ONA OFPAHWYEHMA BHOpPaUMK, OCoGeHHD HCTOYHWEA, Bcnd BMDpaUWA He ABNAETCA
YACTbHs YEa3aHHDd paboqel xapakTepucTHRNA.

4.7.3.3 WimnnadTatel GoN#KHE ObiTh CHOHCTEYWDORAHE W MITOTOBMNEHE TaKHKM COpaios, YTobLI CBECTH K
RAHMBYIY PHCHH, BOIHMEAIOWMWE OT MCNYCKIBMOrD WYMA, © YHETOM TEXHWYSCKOND NPCrPeccd W MMEWwHMsca
CPBOcTE GNA CHUHMEHWA YDOBHA Wyma, CCoDRHHO WCTOMHHES, BCMM MCMYCKIEMEIN LWUYE HE ABNSETCA YaCTh
YEAZAHHOE DAGOHEeR XapakTepHUCTHKK.

4.7.3.4 KoHTakTel ¥ paseeMbl ONA 3NEKTPHYECTER, M358 MNK MOPARNHYECHHE KW NHEBMATHYECKINY HETOY-
HAKDE IHEDTHA, C ROTODbIMA padoTaeT NonNbL30BaTENE, GoNHHL DeiTh CROHCTRYMPOBAHL W HITOTOBMEHE TAKKM
OBpa3oM, 4ToELI CBECTH K MAHHMYMY BC8 BOSMOWHDIE [HCHH.

4.7.4 33UWTa OT HCTOMHMKOR 3HEDTHM MKW BeWecTs, NPELCTARNAKWME ONacHOCTE ONA NalKWeHTa

4.7.4.1 MMinadTaTtel SOM#HE ObiTh CKOHCTPYHEROBaHLI M MITOTORNEHL TAKMM 0Bpa30M, HT0GE Hagne-
wAlEe DYHELMOHAPORIHWE ABTOMETHIMDORAHHEY CHCTEM W CUCTEM YNPARNEHWA, BENHMEA NPOrpaMMHOS
OOECNEYEHWE, HE CTAEMNG NOG YIpo3y GEaonacHoCcTs NALMEHTa @ NONBI0BATENS, C© YY4ETOM NPESNONaras Mo
WCNOMNBI0BEHAA,

4742 MnvnnadTatel, NPeadazHa4eHHBE ONA NOSa49H SHERMMA WA BESIEHHA NEKaPCTREHHEX BELWECTR,
AoMsHbl BbiTh CROMCTRYWDOBAHEE M MANOTORNEHE: TAKWM CDPAIoM, YT00R CROPOCTE NO0AYH YCTaHABNHBANACK
W NMogae EErBaANacs GOCTATONHD TOHHD, YToDk CEECTH K MAHKMYMY DHCE 0M1A NagWeHTa.

4.7.4.3 MMnnadTatel, NpeaHaIHadeHHBEE ANA BESOEHHA NeKapCTREHHBX CPEACTE, oM HL DBiTE OCHA-
WiEHbl NOAXCSALMMA CPECTEaMA ONA NPeJoTepalle WA WIANK ONpedene i Kakux-Nnias cboes B CROpoCTH
BEEIEHHS, KOTODBIE MOMYT NPEOCTABNATE ONBCHOCTE:

4744 MMnnadTaTel, NPeOH3IHaYeHHBE GNA NOOA4E IHERTHAN MNY BEEOEHHA NeKapcT BeHH R BELeCTE,
O0M#HE GbiTh CKOMCTRYWDOBANHE! W MAMOTORNEHE TAKMM 00paI0M, 4TCDs MMENnch NOJXOJAWWE CPEOCcTEa GIA
RMAHAMUIA LW PHCEA CNyHaRHoMs BRbpoca oNacHo s KoNWHEecTEa IHEPIVK WNH NEXARCTREHHOID BEWECTRA.

4.8 MudopMauma, npegocTasnAeMan NpoUIBoguTenam

481 K kamgosy MMNNaHTATY CNenyeT Npunarate dqdgopMau-n, Heofxoarmyse ona BeacnacHor 1e-
NONEICEAHKA MANENHE W MOSHTUMKALMKE NTPOWABOOKMTENA, C YYSTOM NOOrOTORKM M IHAHWE NOTEHLMAMEHEBIX
NONEI0AATETSN.

B
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37a MHPODMALKA BEMOYAET CEE0SHMA HA ITHKETEE ¥ JaHHBE, NPHBEAEHHEE B AHCTDYELMM N Nps-
MEHEHHKD.

Ecnd 370 BOIMOMHO W Uenecoobpains, WHDopMauWa, HeoDxoowman anA BeaonacHo o NpiMeHe A
HMNNAHTATa, OOMEHa OkiTe HAHELEHS HA CaM HMNAAHMTAT, WHNA HA YNAKOBKY EAMO0MD WMMNAHTATA, WK,
NpK HechX00UMMOCTH, Ha TOBADHYH YNakopky. EcnM MHOMenDyans-ad yNakoeka OnA Kasaors MMINadTaTa 4e
MOMET OkiTe MCNOMLI0EaAHA, ZAHHAR MHGOPMALMA 0onsHa DelTe BHECEHE BO BENAOLIW, NPANAraoWHMACa K
OOHOMY WK HECKOMEKMM MMINTAHTATR.

HMHCTpYELMA MO NDHMEHEHHKD SOMKHE GhiTe BROKEHS B YNAK0BKY KAMO0TD MMNNaMTaTa.

4.8.2 MNpy HeobxoaMMocTi, aTa vHdopMaU ke gomkHa BeTe NpeacTasneda 8 Brae cimeonoe. Boe we-
NOMNE3YEMBIE CAMBONGT W LERTORAA MOSHTHMMUKALUMA OOMMHE COOTBETCTEO0BATE MEXOYHADOOHEIM CTaHgaD-
Tam. ECnK cTAHGapT OTCYTCTRYET, CHMBCNE M LBETE ACMTEHEl BEITE ONHCaHBl 8 A0KYMEHTALKK, TOCTIEMRASMOR
BMECTE C MMNMAHTATOM.

4.5.3 Ha aTvreTEe Son#He BulTe CNeqywuke CEREZEeHHA.

a) HaaeaHMe MNK TOProBas MapEa ¥ AApec NPoWIB0IHTeNS;

bl uadopmatna, HeobxooumMas Ans NoNeEICAATEnd, YTobH WIEHTUEHULHMDOBATE WMINAKTAT W CO08 DMHH-
MOE YTTAKOBKH,

C) Npk HEOGXOOMMOCTH, YEA3aHWE, 4TO COQeDMMMOE YNaKoBKW CTERWNbHD.

Mpumepr — «CTEPHMLHO.,

d) npe He0BXOOMMOCTH, HOMED NALTHH MK CEPUAHBIR HoMep SN C COOTBETCTEVIOWMEM 0BCIHAHEHHER.

o) Mpumep — «LOTy unu «SNy» coomasmeinaaiie,

I P HEoOXoOWMOCTH, YRAZAHWME KOHEYHOR JaTel HCNONLICBAHWA MMMNAHTATA,

Q) YEIZAHWE, 4TS MMNN3HTAT NPEgHaIHadeH GNA oQHOEPaTHOMS MCNoNBI0BAHWA;

R} BCAM NPMMEHAMO, YE3IHKE CNeUMansHOTe HasHAYEHWA [HANPUMeR, CHIroTORMNEHD HA 33Ka3n WK
S TONBKD ONA ENMHAHMSCKUE HCNuITaHAR);

i) noGele CNelnansHile YCNORKA XDaHeHHR WK 0DDaLLEHKA,

i} niofsle cneynaneHble Patode MHCTRYRLKK,

k) niobele npedynpesgeHda WIMNK Mepel NpeqocTOpOMHOCTH,

I] ONA SKTHEHLIX KMANAHTATOR — MECALY W M0 WaroTOBMEHHA,

M) BCd NEAMEHAMG, METOE CTEPHMRIALMHH.

4 5.4 Ecnu 4ENEs0e HAIHAYEHWE HMNNAHTATA HE SENAETCA OYEBMAHEM ANA NONBEI0BATENA, NPOoWMaRo-
LATENE GOMKEH YETHO YEAIATE 3TO HA ITHEETEE 1 B WHCTPYELWMKA N0 NPMMEHEHMIO.

4.8.5 Moe 210 wenecooGpazHD M BOIMORHS, HMINAHTATE M ChEMHBIE KOMNGHERTE D0MEHbE SbiTE W EH-
THHWULMPOBaHEI, ECIA NPWMEHHMO, T NOMOLWBID CEPRAHBIX HOMEDOE MNK HOMEEOE NARTHA, 4TOGR SEECEHTE
NPMHATHE HEODKOOWMEIX MED NPK CEHADYHEHWK NoBOTS NOTEHUWANEHOM DHCEA, CEAIAHHOMD © HMNMaHTaTa:
M W ChEMHBIMIA KOMMNOHEHTAMM.

4.8.6 MHCTpYVELMA NO 3ECnnNyaTaluye JoN¥Hsl COQep#aTs CReqyiwse CEeeHHA;

a) HHDOPMALWK, YNoMAHYTYIO B 4.5.3, 33 wokmodanden d), &) 1 K,

b) nokazatend. yNoMAKyTee 8 3.3, 1 vibopsauio 0fo BCEX HERenaTenbHes NobodHbx adderTax;

C) BCAW WMNAANTAT DoAMeH DbiTh HCNONLICBAH BMECTE G OPYTHMK MEJALHHCKIME YCTRPORCTEAMK Witk
obopyooBaHden, YTob dyHELMOHWPOEETE B COOTRETCTOMK C 80 NPRMbLIM H33HAYEHWEM, JOCTATOYHO Nog-
POy AHEOPMAELMIO O 8N XaparkTepucTHiax, 4700k ONPedendTs CoOTEETCTEYHIULME MMMNaHTaTL N1 obo-
pyOoBavke OnA Hx BeasnacHol KoMEHHaLWKK;

d) BcA MHdopMaUWA, HeoBxoO0WMan ANR Toro, YTobsl YEOCTORSPUTLCH, NPABKNEHD MM KCNONLIOEAH Hi-
NAAHTAT ¥ MOHMET NH OH paboTaTe YETHE W S8I0NAacHo, a TAKNME B CNYYae HEoDXOOMMOCTH, HHODMaLKI, No=
IBCMAKKWYI0 YCTAHDBMTE CROK CMYH G5 HCTOHHUER SHERIAM,

@) BChk HEoBHOOMMO, MHBOPMALMID O TOM, £8K MAGEKATE yRAZAHHBIX DHCKOER NDH YCTAHOBKE MMNNEH-
TaTa,

) MHDOPMALKWA O PHCKaX BIAMMHBLIX NOMEX, COX0ABISMLIX HAMWYWEN WMMNAHTATE BO BPEMA CNpeae-
MEHHEX HCCNEOCBAHKA WA MEHEHHER

0) HAaANewalWe HHCTRYELMK NEW NOBReEIeHAH CTEPANLHOR YNAKoEsd W, B Chy4as HeoGXogumocTi,
CAapOeHWA 0 COOTRETCTEYIOWWY METOOAX NOETOPHON CTEDHAMMIAALNA,

h) @chiM NpegyCcMoTpeda CTEDHMEMIaUWMA NOCTABNASMEX WMNNAHTATOR MEped WX WCNOoNBI0BIHWER, WH-
CTOVELMH NG OYHCTES W CTEQMMTMIALMK DoNMHE FelTe TAKAMIA, YTO, BCMH WA HEYKOCHUTENERD CIB000aTE,
HMNMaHTaT ByYOeT No-NpexHeMy COOTBETCTEOBATE NEWHUKNaM pazgena 3,
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i) MEchopManKMA o Nnbod gononHUTansHor oGpaboTke WNK NOOroToaKe, TPeBYeMon 00 UCNONLI0BAHKMA
HMBAMNaHTaTA.

Mpumep — Crepumuiauun, oroHYamensrad chopyka v m. m;

) ECIA MMNNAHTATEl WCNYCKIIOT HANYYeHBe B MEQMUWHCKWE WEnAxX, NogpobHyd MHDODMAaUKMKD O xapaks
TEDE, THRE, HHTEHCHMBHOCTH K DAcnPeaenaHiii 3TONS MamnyYeHH A, MHCTPYELHE Mo NPAMEHEHEI0 O0MEHEl TAKHE
BENICYATE B CebA coBOeHWA, NOSEONAKWME MEIMLWHCKOMY MepCoHANY MHEDODMHPORATE NEUMEHTS O Nobix
MNEOTHEGNOKEIAHMAY W MEpax NPeJoCTORMKHOCTH, KOTODEE HEeoBxXoDMMO NpHHATE. 3TH CEZEHWA OOMNMHE
BHMINATE, B YACTHOCTIS

kY mepui NpEACCTODCHHOCTH, KOTOPBIE HE0GXOOHMO NPEaNEKMHATE B CIyHasE WIMEHEHWA B diyHKLMOH K-
pOBaHMNA WMMNaHTaTA,

I} mEpsl NPEOOCTORCHHOCTH, HOTOpEIE HECEXOOMMO NDMHATE B OTHOLWEHMKW BOANSRCTEME DOCTATOUHO
MEEOCEaTyeMED YONOBMA OKPYHaKHLEN CPenki, HANPUMED MATHNTHED NOMEH, BHELIHAY JNeKTRUYECKHE BOd-
NEACTRUA, ANEETOOCTATHYECKOND PAIpASE, QARMEHWA KINH KIMEHEHWA CABNEHKE, YOKODEHWE, MCTOUHKEDR Te-
MEOBOMD BOCTNAMEHEHWA W T. 4.,

m} gocTaTtoqHaA MG OPMaUKMA O NEKADCTEEHHOMIBIR] CRERCTEE(aX), KOTOPOE{RE) BROGWT JaHHEIR Has-
MAHTAT, B TOM YHCNE OTHOCHUTENLHS OTpaHMYe il B BRIBOpE BELECTE, KOTODEE HEODROLMME BRECTH,

N} MEpE NPEQOCTOPOMHOCTH, KOTOPLIE HEoBXOOMMO NDMHATE B OTHOWEHKMM 0C086d, HeoblUHLIX DH-
CHOR, COAAHHE C YTUNHIAUWER WMinawTaTa;

O} NEKAPCTEEHHBIE CPBOCTEA, BKMIOYEHHEE B MMNNAHTAT B KAYECTAs COCTARHON 4acTH B COOTRETCTRMM
cd.1.4;

Pl CTeneHs TOHHOCTI, YTESDHOCHHAR ONS WMINaHTATOE © HIMEDHTENBHON diyHELMER.

4.9 KnuHH4YecKan oueHKa

Ecnu coOTBETOTEWE SCHOBHBIM NPHHUWAAM ONA AMANAHTATOR J0MEHHD BETE OCHOBAHO HA KNAHWYECKMX
AAHHEX, TAKKE OAHHLIE GOAHHE DbiTh YCTARORNEHE! C NOMOLYEKI

a) noghopkk CoOOTERTCTEYEIWER HAYYHOM NUTEPATY R, MMEKILLEWCA B HACTCALWEE BpEMA NG NPEQYCMO-
TEEHHOMY NPCHMABOOMTENEM HAIHAYSHAK, UKW

b} pesynuTaToB BoEX KAMHMYSCKWUK WCCNEaoBavni, NpoBEedeHHbX Takum obpaios, YToGb 3BWHTHTE
YUACTHHKOE MCCMEdoaaHii 1M ODECNeYnTs HaYUHOS NDCEROEHWE KCCNEDoBaHNA.
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Mpunomedne A
[cnpasounos)

CooTeeTcTEHe onpeaeneH LM HOPMATHEHLIM OOKYMEHTAM

A1 Obwwme nonoMeHnA

C'I'I[_'IE,IIE‘]'IE'HI-IHE MyHETH, PACCMOTREHHBIE B CYIBCTAY MUY HEUWOHENSHB X PEFHOHANBHLL QOKYMBHTAXY, ROTODES
MOryT, B Ya2CTHOCTE, HMETE HUFIMETHEH'HFI NADAKTED, HE MONYT it PECCMOTREHB] B HACTORLER CTEHA80TE B ClNY CECEMI
abLeMa, I!::.I'IE.l:l.'f.l'H:ILIJHIE' MYHETE GBEACHAKT HERDTODEIE M2 TEQMUWHDE AN B COEDAWBHEOM BdpHaHTE.

A.2 Epponencran IHOHOMW4ECKARA 20Ha

a) Oupektvea Cosara B3M2EEC o1 14 woda 1953 r. o meguumHcEry npHbopax; oduurane-eiR aypHan «Eaponaa-
caws coabwectean, Vol 36, L. 1649, 12 wions 1983
k) Ouperrvea Cosara SIESEEC or 20 wiodr 15990 ¢ o cONWsEaHiW 38k0H0E Moty Q80oaT B-4NeH0B, OTHOCRLLMACE K

AKTAEHBIM MMINRHTHEYEMERM MEQMLAHCKHM YOTPORCTBaEM,, tdbHUMANEHEBIR &ypHaNn «Esponencsnae coobwecreas, Vol 33,
L. 188, 20 wonA 1980 1.

A3 ApcTpanwma

TapaneaTiHecEne TORAPE. TTPasHNa oTHOCHTCA K TERANSETHYSCKAM TOESPaM [WIGEMMAM MEOWLIMHCKDIT HaaHaYE-
Hid), 2002, pacnucadee 1.

A.d Kanana

#3FHOHD DTHOCKTER K 33X0HY O KBHBOCKOM KAYSCTES MWWUEERIX NPOOYETOE M NEKEPCTEEHHEN COBOCTHE.

#MDR# orHOCKHTCR K MToNoHEHNE RO MEgMUHHCEO MY 0DopyaosaHnie Kanage. S orHecrTeR K rpadmwiy [ Megmugmes-
CEOMG NPABANE YUTPORGTEE, HOTOROS NPEOHAIHAYSHE ANE OOHOM THNE SKTHEHOND HMNNaHTETE — HapOuocTHMYyNATOpa.

#30MIOR» oTHocuTeR | pykoBogcTey «Mpenctagnedye MY e, vacTs WV [Yncna oTHOGATCR K padnany 3 wnu & OoHO-
My M2 NpANOKEHWE B pYROS0OCTER NDEOCTARNSHWA ).

#CAMNCSAY orHocwTes ® CARNCSA CZ22 2 601,1 - M30 (oo 13 AueapA 19894 r anedTpoMennUHHCERE YETRORCTES
By oxEaqeHs npanosadesn VI Kadancens npasen. 3artes npanoxedes Deino oTMmededo. B HECTORILES BREMA TEKDE
QGopYOOBSHWE NONHOCT B DErYNHEYaTes KAaHaookie HAUHOHANEHEIM SNSRTRAYEckKM koaskcam (S22 2], raTopsi Haxo-
OATCA B BE0EHAN NEOBMHLMANEHEIX NpasmTanscTs. C22.2 Me 601.1 no cywectey maedtasen M3 60601-1, Z- waganua}.

A5 KuTan

YOO GTHOCWTER § MMINAHTATAM 4NA YHOAMEHTANEHOE SDYERK.

Yy 0E40-2002, npodaccHoHaNEHBIR CTAHSADT ONS MENWHE, HOeHTHHEMA MCOTO 142831585, ¢ 1 anpena 2003

Y0341 aTHOCATER & CEWMM TEXHONOMMSSEAM TRpEDOBaHKRR.

YY0341-2002 . npotheCoHoHSENEHE CTARHAENT ORA MEUUHHLL NEPECMOTEEHHOE Wapganuwe GB 12417-80, ectynvn
& cuny © 1 anpana 2003

Y30 oTHOCKTCR K MoNcewaHnio N 34MAHHCTEEUMA, B TAIZHS K MHCTPYEUMH N0 NPEMEHEHHKD MEQNMUMHCHE nprbopos;
BCTYMMN B cany © 1 man 2002 r,

A.B Anodwnma

#3aKOHY DTHOCWTCR K 38K0HY O (hapMEUSETAYSCKOR DEATENLHOCTA, JONOMTHEHHAMY W onyBNMKOBEHHOMY B BHIHE
2001 r

AT T4 2 06 yTeapsOeHMd ANA WIraTOENEHHA NEKAPCTEEHHEY CPESCTE, HAOEMMA MEOMUARCKOTD HE3HEYSHAR W 0D, %

JaroH 18-2 06 yTESDAEHAK ONA WAMTOBNEHAA MMMEOPTHER NPSNERETOS, WRTENWMA MESWLMHCKOT HESHSYEHUR M Opua.

Akt 63 oOnwcadre. Bonpoos N8 NakaTa MEmHUMHORHE YOTROACTEY,

JaroH B3-2 «Onucaqme. Bonpodw ans afy-§eHnA MEGHUBHERNX HI0EnHns.

BT B4 clAHCTRYELEHAD

JaxoH T4-2 « AHHYIMDOSAHNES NEKAPETESHHEIE NPENAPATOSE, MEQMUHHCEAX NPHBopOE v ap.s.

JasoH TH-2 « AHHYMMDOSAHNE AMNORTHOYEMEY NEXEPCTE, MESHUAHCKKMY Npudopoe W ap. k.

JaxoH 77-5 «TlogoToeka M Belanne 1aNkeei QNA CoauMaibHblx MESHUMHCEHE nprEopass,

JasoH 7T-6 «PyroeogocTed Ans nporIsoduranA. QucrprBsoropa i MEdPUMHCEO NEpCoHanas.

#GMPs OTHOCHTCA K pEMYNMPOSSHMID MPOMIB00CTES W KOHTROMNA KS4YBCTES MEJHLMHCEHE WTENMA.

#UNOPHEE TOYRA S STHOCATCR K STEHSSDTY O7A KITMHRYSCENE MCMsTaHNE MEOWLHHEERD AZ0SNMR,

O 3.1 go 3,6 — 3axoH: at 14, 19-2, 74-2, ¥5-2, T7-5, 774. GMP.

Cr4.1.1 0o 4.7.8.4 — 3axoH: axr 14, 19-2, 74-2, 75-2.

Cr 481 oo 4.8.6 {n)— 3awox; akr 14, 18-2, 74-2, T5-2, B3,
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Npunosenwe JA
(CApaeo4YHoe)

CEoAeHWA O COOTEETCTEHN CChLINOYHLIE MEHOYHAPOOHLIX CTAHOAPTOE HAUMOHANLHLIM CTaAHOAPTaM

Tabnuua OAA1

DBOIHEUSHWE SCRMOYHIN:
MEROYHADOAHDID CTAHGAPT

Creness
COOTBETETEHA

Ofocarauen i W HAMMEHOBEHHE COaT BETCTEVHUETD
HALWIHANLFOND CTaROAPTE

150 13485: 2003 o7 M2CT P ACO 13485—2004 «MagefuR MEORUAHCKHS . THETEME! MEHETH-
MEHTA KadecTea. CTHCTEMHEIE TReloesaHna ONA LENSE peEryNMpoBEHIAD

150 31 {Boce yacTw) — g

150 14630 oT M2CT P W20 14830—2011 aHeasTHEHEE XMEYOrHHECHHE HMNNEHTATEL.
CiBuma tpedoBaHuAn

150 147T08-1 107 M2CT P 20 14708-1—2012 skManadTats supypriHecsns. AKTHBHBIE
HMNPAHTHRYEMBIE MEORUAHCKMES ninenwn. Hacte 1. OBwws Tpabosadns
v DE3ONACHOCTH, MEPIEAPIERE W MHRDOPMELNH, NPEODCTEEMAEMOR MaroTo-
BHTEMEM N

150 14871 107 MOCT P ACO 14897 1—2009 «MegauuHcroe cBopyaoeadie. NpuMeHeHne

YOPEEMEHAR DECKEMA K MEOMUAHCHM }'ETI:IDH-EI’E\':IMH-

OTEETLCTEBHMA CTAaHOARTOE!

Y COOTEETCTEYHILLMA HEUMOHANSLHEIAR
NepeBn HE PYCCHMR ASLIE MERIYHApOOHoMD cTasgapTa 150 31,

- IDT — ngeHTHHRE CTaH0apTel.

CTAHOAPT OTCYTOTEYET, ﬂ,l: 2rd NPPHAETAR DEE0MEHOYETCHE HCNBE3I0DaATE

Mpumeavarwe — B HACTORWEN TADNALSE MENONBIOEAHD CNEOVIOLWEES yoNoEROE DDOIHAYEHNE CTEMNEHN C0-

10
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Bubnuorpadina

150 31 (all partsy Quandities and unils
150 13485 Madical devices — Quality managamsan] systems — Reguirameants for regulstony purposas

150 14630 Mon-active surgical implanis — General reguirements
IS0 14T08-1 Implants for surgery — Active implanlable medical devicas — Part 1: General requiremants lor safaty,
marking and for mfcemabion o be provided by the manufacturar Guidance on tha analysis of risks associated with b
uze of implants can be found in the following docurment
150 14871 Medical! devices — Application of risk management lo medical devicas
11
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YOK 620.171.2:006.354 KIS 11.040.40 OKIM 93 9300

Eri4essie Copa; MMNNanTaTel N8 XMPYETHK, K3OenWa ONA OCTe0CHHTEIE, MPHHLMNE CO3OaHHR WMMONaHTa-
TO@

Pepakrop H.C. Magprnwsenko
TexHmetkwd pagartop B.H. Mopcasoea
Koppextop MM, NMapwuns
HomnesoTepran eapoTra JLA. Kpy2oeod

Coamo o waBop 2602 2017, Nognecano s neyars 0203 2017, Sopmar G0 3M1.'E TapuaTypa Apwan
Yo fesi. o 1 BE. Y amag. . 1,848, Tupas 30 5K, Taw. 415
MogroTopnesa K OCHOEE JNEKTPONEIH BEQCHN, NS0Tt TEENEHHAW paspad oTIMEDM CTARGEETS
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