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MNpeaucnoewne

1 NoOroToBNEH O6WwecTROM © OrpaHu<eHHOR oTeeTCTEEHROCTEIS «UMTOnpoesTs (OO0 «LIMTO-
NPCEKTH ) HA OCHOBE CODCTREHHOMD NEPER0Ia Ha DYCCEMM A3k AHMMOAILIYMHGR BEDCHH CTAHAADTA, YHAIAHHOID
B MyHETE 4

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

3 YTBEPHIOEH ¥ BBEOQEH B OEWCTBWE Mpukasom PenepansHor areHTCTES N0 TEXHUHECKOMY pe-
MYNADOBEAHKIO M METpONorM oT 22 deapana 2017 r Me 61-cT

4 HactoAw«i cTadgapr WasHTH4eH mMexayHapogHomy cradgapty MO0 14830:2012 «MmnnanTtaTel
XHpYDTHUecEHe HEakTHERBe. Obwde Tpefosarnax (150 14630:2012 «MNon-active surgical implants — General
requirementss, IDT).

MpH NEAMEHEHWA HACTOALWEND CTAHOARTA PEROMEHTYETCR HENONEIORATE BMECTO COBINGHHEBIX MERIYHI-
pogHEss CTAHGAPTOR COOTRETCTEYIOWME WM HALWMOHANEHEE W MEKMOCYJADCTEEHHBIE CTAHAADTEl, CREAEHHA O
KOTODSIX NPHBEOSHE B AONONHATENEHOM NRpKMNcHeE AR T4

& B3AMEH MOCT P MCO 14630—2011

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
ASpECMOMpa (FaMesbi) UL KMMeMHsl HACMAaRiyeso cmandapma coomaamemayoiiese yaedounaxue 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

HacToAwui cTannapT yCTaHasn«BasT Mertod, DCHOBAHMBIA Ha yHOaMEHTANBHEX ODUHLWMNAY, NpR-
BogeHkisx B ISOTR 14283, KOTODBIE NPMMERSIOT B GTHOWEHHA HESKTHEHBIX XMPYDIHMHYECKHX MMINAKTATOR,
B HacToAwem cTAMJARTE TAIOHE NPEOCTARNEH METOA, NPHIBIHHEIR NpOIeMORCTRHPOBATE COMacoBAMHOCTE
C COOTBETCTEYIOW MM OCHOBHEIMA TPEDORAHKAMK, KOTODLIE ONMCAHLI B NPUNOMEHHA | QupexkTHEsl EBpones-
croro copeTa 93M2/EEC o 14 mioHa 1993 © 4 K3c3KTCA MEQULWHCKHMX HADENWR, NDHMEHAIDWKWYCA 8 paboTe
C MNACCHEHBLIMIA XUDYRTMHECKUMA MMNINAHTATAMW, YTO TaKKe CcnocoBCcTBYET NPoUecsy COrMactBalna NpousBo-
OWTENAMN COOTEETCTEWA TReboBaHuAM JpyTHY DEryNATORHEX CRraHdos.

CywecTeyeT TPM YLOBHA CTAHOARTOR, B KOTOPRLIX PACCMATRUBAKTCA HEAKTHEHBIE XWDYETAYECKHE K-
MAAHTATE W COOTBETCTEYIILLMA MHCTPYMEHTaDWA. CTAKOAPRTE OANA UMNNAHTATOR NEPEYHCNeHBl HAME, CPEaW
KOTODBIX YROBREHE 1 ABNAETCA HAWMBEICLLIMM!

- ypoBeHs 1 — Obuwke TpefoRaHWA & HESKTHEHRIM XHDYDIMYECKIM MMIIaHTaTaM,

« YpOBEHE 2 — HYacTHele TpeGoBaHWA K rpyNnam HEaKTHEHEX XMPYRrM4eckx MMINanTaTos,

- YpoBeHe 3 — Ocofiie TpefoRaHKMa K OTOQEMNLHBIM TUNAM HESKTHWEHEY XNDYDIMHECKKE MMITaHTATORE.

CranpapTel ypoaHA 1, TAKME KaKk HACTOALWMKA CTAHZADT ¥ nNpMeefeHHEe 6 [4], cogepwaTt TpebonaHda,
KOTODEIE NDHMEHMME] KO BOEM HEAKTHBHEIM XHDYDIAMECKHM AMINaNTaTaM. OH- TaKe NpEnyCMaTpreanT 4o-
NOMHUTENEHEE TREEOBaHHA B cTAHAAPTAX YRORHER 2 1 3.

Crangaptel ypoada 2 {cx. [&], [6], [71. [B] # [2]} npuMeHrME £ Bones orpadHYeHHON MYNNe HESKTHEHLIX
KMDYOTHYSCKEHX MMMMAKTATOR, HANEUMER NPEOHAZHAYEHHEIK ANA HCNONEICSAHKE B 0GNACTH HERDOXHMDYRIM,
CEROEYHO-COCYIMCTON XMPYErMK “NKk ONA NpoTeIMpoBaHMA CYCTaBO0E,

CtadgapTel yposuA 3 {cm. [10], (11], [12] » [13]) npdMedsMesl K ocobieiM BUOASM HEAKTHEHLIX XMDYETAwa-
CHMX WMNNAHTATOR, TAKMM KAK MMNNAHTATE TAI0SE0PaHHOTD CYCTARA MMM ARTEPWANEHEBIE CTEHTE.

Ona Toro Y100k OXEATHTE Boe TREGORAHMA K KOHKDETHOMY WMNNAHTATY, PEKOMEHOYETCA BHAYaANe pac-
CMATPHEATE TpeboBaHwA CTadgapTon Haubonee HMIKOro YpoBHA.

Mpamesadue — TpefoBaHWA HECTOALIBID CTAHOSPTE CODTESTCTRYEIT MEOyHAPOOHLM OOFDRBOPEHHODCTRM, FiH-
OUBHOYAMSHEIE MW HEUADHAMGHES CTAHOAPTE NMEE PEMYNATORHEIS ORTaHE MOTYT NPETEABNATE Spyree TPeSoBaHKA.
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HALWOHANbHBIA CTAHOAPT POCCHMWACKOW ®EOEPALUMWM

HMMNAHTATEI XMPYPITMYECKWE HEAKTHEHBIE
OBuwme TpeboBaHMA

Mon-active surgical impiants. General requirements

HOarta egenenuns — 2018—01—01

1 OBnacTs npUMeHEHWUA

HacToAwwit cTakoapT yoTanaenkueaeT obiyne TpeGoRaHMA K HEaKTHBHEIM XMDYDIAYECEMM MMINaHTaTam
[Danee — MMNNAHTATE). HACTORLWWA CTAHOAPT HE PACNPOCTRAHAGTCA HE CTOMATONOTHYECKHE WMNNEHTATE
¥ CTOMATONOTHYECKWE BOCCTAHOBMTENEHEIS MATEDHANL!, TPAHCIMIOOOHTHYECKME W TPaHMCPAamMKyNApHEIE
HMINAHMTATEl, WCHYCCTREHHE® XPYCTAMWKW Ma3a ¥ WMONAHTATE, CODEMMALIWE MWIHECNOCOBHLIE THAMW
HIABOTHEIN.

B oTHOWEHWK BeaonacHocT HACTOAWKMA CTAMOAPT yoTaHapnueasT TpeGopaHWMA K NOKasaTenAmM Ha-
IHAUEHMA, CCOBEHHOCTAM KOHCTPYELMW, MaTEpManam, OUBHEE KOHCTRYELMK, NDOM3RCOCTRY, CTERMMMIALMIA,
YAKOBKE ¥ UHopMALHY, NPEOOCTARNARMON WATOTOBMTENEM, 3 TAICKE K WCNBITAHKAM ONA AEMOHCT DAL M
COOTBETCTEMR JaHHEM TPEGaBaHrAM.

JononHuTenbHEE WCRETIHMA YHEaHs!, WNH K3 HWX NPHEE0EHE CCBINKK B CTAHOADTAX YPOBHER 2 1 3.

Mpumevarwe — B HECTOAWEM CTEHOAPTE HE YCTHHOENEHD HANMHKE ¥ WATOTOBWTEMA BHEQPEHHON CHETEMBI
MEHEHMEHTE KavacTed. DOHAKD NDWMEHEHHE CHCTEME! MEHSQMMEHTa HSYSCTES, NpHES0sHHoR B MICO 13485, momeT
BeiTh YMBECTHRIM AN NOBLLWEHHA TAPEHTHH TOTD, Y9T0 MMINEHTAT DOCTAREET CBOMX SECMNYATAUNDHHEY XapaKTepcTH.

Z HopMmaTHBHbLIE CCbINKK

B HacTOAWEM CTaHZApTE WCNONLISGEAHLE HOPMATHEHLIE CChIMKK HA CNEAYIOWWe CTAHOADT, KoTOPLIE
HE0OXogQUMO YYHTEIEaTE NPK &M MCNoNE30EaHMY. B cnyyae cCuiMOK Ha JOKYMEHTE, ¥ KOTOPSIX NPHEEOEH3
garta yTESL#OEHWA, HeoDxXooMMO NoNB30BATECA TONRED YERIAHHOR pefarmel. B ToM cnyyae, Korna gara yT-
BEHOEHWA HE NPYBEOEHA, CRGAYET NONLICBATLCA NOCNEAHER PEJAKUMEN CObUMOMHLIX A0KYMEHTOR, BEMO4AA
MG NONPABKE W WIMEHEHWA K HIAM:

130 8601 Data elements and interchange formats — information interchange — Representation of
dates and times [JNeMERTH JaHHBX W opMaTe ana ofseHa nHhopagked. OGmes Hdopmayked. MNpea-
CTABNSHKE 03T 1 BDEMEHH)

IS0 10993-1 Biclogical evaluation of medical devices — Part 1. Evaluation and testing within a rizk
management process (BUonori4eckan oUueHES MEIRLWHCKWE H3gendR. HacTe 1. DuaHka W MCNBITAHKWA B Dand-
E3x NpOUScca yNDAEReHAA DHCEaMM)

IS0 10993-7 Biological evaluation of medical devices — Part 7: Efhylene oxide sterilization residuals
(BHONOTHYecEan CUBHKa MEQWUMHCKHE KWanenui. Yacte 7. OcTaToOdHOR COQEp#aHME ITHNEHOKCKOA NOCNe
CTEDHNHIALNA)

150 111351 Sterilization of health care products — Ethvlene oxide — Part 1: Requirements for devel-
opment, validation and routine control of a sterilization process for medical devices (CTepHNU3aUMA MEOKHLINH=
CHOW Npoayegdd. OecikD aThneda. Hacte 1. Tpebosawks k paipaboTse, EanNHOaUHK W TERYWEMY KOHTDOMIo
MPOoUSCCa CTERMAMIALME MEQWUMHCKMX MATENMA)

IS0 111371 Sterilization of health care products — Radiation — Part 1: Reqguirements for development,
validation and routine coentrol of & sterilization process for medical devices 1S0 {CTeprnMaauna MeQdLMHCKOA

Wanauue oduHansHoR
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ApCOysELKK. PaguausorHan cTeprnuaauws. Hacte 1. TpebGoearnAa & paipaboTtie, BANWMOaUMKH W TEEYLEMY
KOHTROMKD NEPpOUecca CTEDHNHIALNA MELHMLMHCKAX MADEMA)

120 1M137-2 Stenlization of health care products — Radiation — Part 2; Establizhing the sterilization
dose (CTepUnMIaLkma MeQHULHHCKDA NpoOyELMe. PagsaumorHan cTepunisadua. Hacte 2. YoTadoaneHue cTe-
CHMMAIYIOWEA D03k ]

122 11607-1 Packaging for terminally sterilized medical devices — Part 1. Requirements for materials,
sterile barrier systems and packaging systems (Ynakoaka onA MEQMUMHCKHX WADEMAR, NOSQNEM LMY dHMLL-
HOH CTERpHNHIaUHY. HacTe 1. Tpeboaanda k marepdanan, Gapkepam CTEPMNBHOCTH W CHCTEMAaM YNaKoBRKH )

150 13208-1 Aszeptic processing of health care products — Part 1. General requirements (AcenTkywe-
ckan 0&paboTEa Wanenyil MWL MHCKOrD HasHadexua, HacTe 1. Obwwe TpeboraHna)

122 14155 Clinical investigation of medical devices for human subjects — Good clinical practice (Pyko-
BOACTEO MO NPOREEHAK KNAHMYECKAN NCNLITAHWA MEOWLAHCKME A0S, Haanewawan KNMHdYecan npak-
THEA)

150 14160 Sterilization of health care products — Liquid chemical sterlizing agents for single-use
medical devices utilizing animal tissues and their derivatives — Requirements for characterization, develop-
ment, validation and routine controd of a stenlization process for medical devices {CTepUNMIALKA MEQWLHH-
CHOR NPOOVELMKA. KHOKKE XMMUYSCEME CTRDMNUAYVIOWHE CO80CTEA ONA OOHODAI0BEIX MEJHLMHCKHE HADENMHA,
COOSPMAWMY TEAHW MHBOTHOMD MPOMCEOHMOEHNS M HE NponapodHse. TpeboBaHKMA K XapakTopHUcTHEamM, pas-
paboTEe, BANMAALWA ¥ TEKPWaMY KOHTRONK NPOUSCEa CTEQMMMAALINH MEIMUWMHCKHY MaA0endin)

150 14837 Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine controf of a sterilization process for medical de-
vices (CTEpUNMaIauHs MEQUUMHCKOR Npoavkund. Chuwe TpeboBannA K XapakTeprCTHEAM . CTEPINTH IO
CPeOCcTs W K paspaboTie, Bankngayydid M TEKYLUEMY KOHTPOMNK NPOLECca CTERHITHIALNA MEJWLHHCKAX H3Jen®n)

1270 14871 Medical devices — Application of risk management to medical devices (MeavuMHCKKE K3-
envd. NoMMeHe HMe CUCTEMBL YNDAENEHAA PUCRAMH ONA MEOHLMHCKHAE MAnenui)

152 17664 Sterilization of medical devices — Information to be provided by the manufacturer for the
processing of restenilizable medical devices (CTeprnusauds MedHUHMHCKOR Npogyrdkn. MHgopMagka, npego-
CTARNARMARA MITOTOBMTENEM OnA cOpaboTKM NOBTOPHO CTEDMNMIYEMBIX MEOMUMHCKIAX MITEmNMit)

132 17865-1 Sterilization of health care products — Moist heat — Part 1: Requirements for the de-
velopment, validation and routine control of a sterlization process for medical devices (Crepunuaauna Me-
OAMUHMHCKOW NpoayEuds. Ctepdnuaadna napem. Yacte 1. Tpebosadka K paipabotie, BAnHMOSUMM 1 TERYLLEMY
KOHTROMKD NEPOLUECCE CTE PHNMIALNA MELKMLMHCKAX MAOeNHA)

150 22442-1 Medical devices utilizing animal tissues and their derivatives— Part 1. Application of risk
management (MeasurHcKne Wagenna, COOepwanwe THAHN MUBOTHOMD NDOMCXOMORHNA M WX NDOMIBOOHEIE.
HacTe 1. NpUMEHEHHE CHCTEME: YTIPABMEHHA PHCKaMM]

130 22442-2 Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on sourc-
ing, collection and handling (MeoMUWHCKEWE WIDENWA, COQEDMALLME TEIMK MMBOTHOMD NPOMCKOMISHEA W WX
NPOHIBCOHBIE. YacTk 2. KOHTpONb #oTo4YHKKDE, chbopa M obpaboTis)

120 22442-3 Medical devices utilizing animal tissues and their derivatives — Part 3. Validation of the
elimination andfor inactivation of viruses and transmissible spongiform encephalopathy (TSE) agents [Me-
OHUAHCKAE KAOeNHE, COOepHallle THAMK HHBOTHOM NPONCEOMISHHA M WX NPOU3BEoOHEE. HacTe 3. Banwoa-
LHA YHEHTOMEHWAR WHNK HEETHRALMK BUDYCoR ¥ poabyaMTEnel TRAHCMMCCHBHCR rvByaTol sHuedanonatHi
(MTSE]]

122 80000 {all pars) Quantittes and unitz (Bendddbsl W @OMHELL HIMEDEHAA)

3 TepMWHbI M oNpeneneHuns

B HacToAwesM CTaHJapTe NPUMEHEHEl CNEdysiLKe TEPMAHb C COOTBETCTEVIOWWMIA ONPegenaHnamMM.

3.1 novpeITde: Crnol Martepiana, NoKPeIBaWWE Mt 43CTHYHD NOKPEBAIOWHA NOBSPKHOCTE MMANaH-
TaTta.

32 mmnnanTabenbHocTh: COCTOAHME WMMMAKTATA, NOQMOTORAEHHOND AN8 UMIMAHTALWH YENoBEKy,

3.3 yTedka: HenpedyCMOTPeHHOE NepeMEeLlEHRE MUOKOCTH, BEMOYaR SKOKOCTH OpraHkaMa. BHYTDE
WK HARYNY WMONaHTaTa.

MpumagaHne 1 — HAanedds HENPEQYCMOTEEHHOR Onddiysry RENRETCA NDUMEPOM YTEHEA B DEMEEE HACTOH-
LB STAHIAaNTAE.

2
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3.4 NpoCTPaHCTES MarMmuTHoro pesoHanca (MP npoctpancTes), MNpoCcTRaHcTESG B NDEGENAX NHHKK
0,50 mTn {5 Tavee, T cHCTEMBl MAMHKTHO-PEAOHAHGHOH TOMOTpAgHK, KOTODOE BENIOYAET BCE TPEKMERHDE
NEOCTRAHCTED, OKDYHEHLLEE MarHMTHO-DE30HAHCHER ToMorpads.

Mpumayanue 1 — OnsA rax cnydass, goraa naHes 0,50 mTn HExoauTos B npenenay NposTpadcTea, 38iperarg
JawuTon Papages, BCS NUMELWEHWE paccrarpreart kak MP npoctpadcreo. Ons mex cnyyasa, korda nuHea 0,50 mTh Ha-
XOOWTCA 38 NPESEnNaMA NpOCTPEHCTEE, SaHPETOND ZaWAToR Papafen (HanpiMep, B COCe0HEM NOMELEHAK MM TepauTo-
DRKY, PEROREHOYETCR, “To0K BCE COCEOHEE NOMELEHME MNK TEPPHTODHA PACCMET PHMBEARNCE XaK 4acTk MP npocTpadcTes.

[ACTM #2503-05, 3.1.7]

3.5 MarHMTHO=peaoHaHcHaa Tomorpadwa; MPT. MeToouka BHayansavpyiowerd HCCnenoBannag, o
KOTOPOA WCNONLIYIOTCA CTATWHECKKE W NEDEMEHHBIE MATHWTHEIE NoONA ANA DOPMADOBaHHMA WIoDPDameHnA
TEAHEA NYTEM MArHWTHOMND PEIOHAHCA aTOMHBLIX AOep.

[ACTM 291807, 2.1.4]

3.6 HEAKTHEHLIA XHUPYPrAYecCKMA MMMMANTAT: XUDYRIMHECKKA MMNNaHTaT, EyHELROHWDORAHWE KO-
TOPOMD HE FABWCHT OT IMEKTPHHECKOR IHSRrMa Wy Mehoro Gpylord MCTOYHMEA JHEDIWH, 38 WCKMIOSEHAE
CHIME TARECTA MW IHERMAA, HENOCEEICTEEHHD MEHEDUPYEMONA TEMOM YanNoBesa,

3.7 BE3oNACHOCTE: OTCYTCTRME HENDHEMIEMOrD DUCKA.

[MCOM2K Pyrkosogetes 51:1599, 3.1]

3.8 XMpyprudYeckdia nmananTaT: Magenwe, npegHazsadesHoe GNA NoNHCMo BREOEHWMA B TENo Senoae-
K& MRG0 GNA JaMELLEHHA ANHTENKA KK NOEEDNHOCTA Mala MyTeM XNMpYPriHeckoro BMEWaTENsCTEA, KOTOPOR
GON#HO OCTABETECA B OPraMuise Nocne JapeplusHWA Npoueaypkl. 8 Tawke moboe MedWUMHCKOE Wagenkde,
NPEeaHAIHSHEHHOE ONA YaCTUYHOMD BEEESeHHA B TeNO YENOBEKa NyTEM XHDYRrHHEcKorD BMeWATENLCTES, KOTO-
FOE DOMMHD OCTARATECA B ODTaHKMIME NOCNE 12BEPWEHWA NPoUBAYPE HE MeHes ye 30 JHei.

4 ﬂpnexTthe TEXHHYEeCKHEe XdpakTepuCcTHEN

B OoKyMEHTALWA Ha MAOENKe A0MeHE BbiTe NPHBELEHE CREAYIOWHE NPOEKTHEE TEXHHYECKWE KapaKkTa-
PACTHEW MMMNanTaTa, YAenAa Npy 3TomM 0CcBoe BHMMaKKe GeIonacHocTH.

aj NpedycMoTOEHHDE HATHAYEHWE,

b OYHELHMOHANEHEIE X3pakTepHCTHRM,

C) NpeoyCMOTPEHHLIE YCROBHA NEXMEHEHHA,

d} NpenycMoTREeHHER CPoK CNy#GkI.

Mpumevarwe — Mpy ONMCAHNE NOXKEIETENEA HEIHAYSHVA DEXOMEHOYETCR JENatk BxUEHT.
- HE ONYENUEDBRHHED. CTEHSROTAX;

- DNYENMEDBIHHON HEHOR W ENBHEHBSKDA DHTERETYpS;

- BANMAWPOBEHHEX PEIYMETATAX HCMLTAHAR.

5 OcobDeHHOCTH KOHCTPYHLMMK

CoobeHHOCTH KOHCTRYEUWA AN obecnedyeHna Nokalarensd HalHadyeHia DonHb YHATRIBAT:, NO MeHb-
Weh Mepe, cnegyiled:

a) MaTephankt ¥ Mx BUOCORMEBCTMMOCTE {CM. paagen &),

b) DHIMHECcKKE, MEXAHHYECEME ¥ XMMUHYECKHE CRORCTEA MaTEpHANos, BENI0Yan sapakTepHUcTHRK YoToM-
YHBOCTH K BHELHAM BOIOSACTEMAM WM CTAPEHAIO (CM. painents 6, 7);

C] XapaKTepHCTHER HIHOCa MaTEpHancs W BENWAHKE MIHOCE W ero NPOOYKTOR HE WMNNEHTAT W OprasHKIm
YencEeka (CM. paigens G, 7

d} ®apAKTEPUCTAEN Jerpadaddi MaTepHancos M BNWAHWE Jerpadalin, NpogyrTos Gerpadauki M Dhlle-
MAYMBIHAA HA WMIFIAHTAT ¥ OPFAHAIM YenNoBeka (Ca. Daigens 6, 7}

&) 0fFsEM W BNHAHKE yTeder (M. pasgensl &, 7

f) BEA0NACHOCTE B OTHOWEHKWA BARYCOB W ORYTWX MepelaiowiHxch DoneaHeTE0DHLX areHTon (HEXNRCoK-
PHUHADOBAHHER NATOMEHHLIX MHEDOODraHWIMOE, TPAOHGE # NoQ00HEX MAKDCODraHWIMOB), 8 TaKKe TEaHeA
HABOTHBIX MNH WX NPOUIBOOHLIR, NPEMEHRIOWHICA B HMNNAHTATE MNW NDH 8ro WIroTORNSHIAW {CM. paigen §),

0] BMHAHKE MPOMIECOCTEEHHEIX NDCUECCOR (BRMTINHAA CTEDHMAIALMG) HA XADaKTEPUCTMKM MaTepruanos
H IKCINMYaTAUMOHHLIE CEBONCTRA (CM. paanenes 6—9);

hj BCasMOHHOE BIAMMOGEACTBNE MATERHANOR HIMNNEHTaTa C ADYITWMK MATEDHANaMK W BELLBCTEIMK {Ch.
pasgens 6, 7
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i} BHYTDEHHHE COROMREHHA B WMONAHTATE KM WX BOMAHAE HA JKCANYATALMOHHEIE XADakTERRCTHEN [CM.
paagen 7).

MpumedaHe — PesoMeHOVETCR NPHHMMATE B0 BHHMAHWE hopMy W PaIMEpsl MINNEHTATS, SOTYCTAMBIE
CTENOHEHKE BHYTPEHHRE COSOAHEHAA, 8 TAKXE NOTEHUAENEHER HAHOC, Darpadans, KOppoau W 3Nk pomaTHEcke

b ar TR,

¥ BAAMMOOSACTEHE MEKOY HMINAHTATOM W TEAHAMK ODraHyama, B ocobeHHoCTH B OTHOWE MWK DuKca-
LMK, COBOWHEHMA M YCNOBHE Ha NOBEDXHOCTA WMNNAaKdTaTa (Cy. paigen 7);

K} hapma 1 pasMeps MMNNAHTATA, BIMIOYAR WX BOIMOEHOE BAWAHKE HA THIHW M HAOKOCTH OpraHiIma
{Cs. paznen T,

I} BUCCOBMECTHMOCTE MMMINAKTATA B BM0 WMNNARTHDYEMOM COCTORHWKA (CM. paznensl &, 7);

M} PHINYECKOE H XMMUYECROE BOIOEHCTENE OPraHHama HENOBEKA ¥ BHELWHME akTOpOE CRPYHKaIWER
Cpedsi Ha WMNNAaMTaT (CM. pasgean 7}

N} BAAAHKE PAOMALNK, ANEETLOMATHUTHED W MArHATHER NOMNEH Ha MMNNaHTaT 4 erc paboTy ¥ nnbsle
NoCNeqyolMe BNHAKKA H3 Opradnam wenosexa (cuM. paagene: 6, 7).

Mpumresanwe — Ocobos BHUMaHMe ODPAWRABTCR HE NONA, ACNONEIPEMEIE B MATHATHO-JEI0HAHCHON TOMO-
rpachkn (MPT ) 8 oTHowe WY Be3onacHooT naywedTa. Maroge veneirassi, npeeageqHHgs 8 ACTM ©2052, ACTM 221149,
SCTM D218Z 1 ACTM ©2213, moryT BelTe MCRONEINBAHE ANR DUSHKKH BEIONACHOCTH uMnnaqHTata & MP npocrpadcras;

O} BOIMOMHOCTE KMNMAHTHPOBATE W, SCITKW NDHMEHHMD, MIBNEKATE KW A3MEHATE HMINEHTAT {CM. pa3-
nen 7,

P} BOIMOMHOCTE ONPEOENATE NONOXEHWE M CPHEHTAUMIO MMNMAHTaTa NOCPEACTE0M DaaHoOMHEcKx
W OpyTHE CRAHWPYRIWKE NpoUedyp,

) YPOBHW IArpAIHEHHA MUKDOODIAHAIMAMA ¥ YacTALaMK (C8. pasgene 8—10);

Il NpEroaHocTe ¥ ek THEHOCTE YyNakoBkK (CM. paaaen 10);

S} 8CNK YMECTHO, AHTDONOMETDHYECEME W AHATOMMYECKWE OCOBEHHOCTH YEN0BEKa, 0NA KOTOporo npea-
HAIHAHEH WMNNAHTAT,

1) COCTOAHKWE K NaTONCTHA TEAHA pEUHNHEHTa,

U} TpEbYEMLIE ONEQaTHBHLIE METOOL W HAONSWALWMA YXO0 ¥ 0CDaLLEHHE C MMANAHTATOM, YTODL! YMEHE-
LT PHCK OWWEOK MPW #CNoNBICEAHMA, NPK 3TOM HE HAPYLWAA NPedyCMOTpeHR0e NPUMEHEHHE W dyyHELIKO-
HADOBAHKE KMONAHTATA;

W) BCTIA MPHMEHAMO, XapakTep d TIN Mobbix pAOHoaKTWEHEIX BEUECTE, BENIOYEHHEX KNA WCNONbIye-
MEE © HMINAHTATOM GNA OOCTEEHWRA NOKSIaTenad HasHaYeHa, Npd GOHOBDEMEHHOM CHIHEHKHA WK YCTRE-
HEHHIK PHCKS HENPEIBHIZEHHOTO SENYYEHWA NALKEHTOE, NONBIOEATENSA | GPYTAX ML,

OcobeHHOCTH KOHCTPYEUME WMNNaHTaTa JomsHsl GbiTe OTPAXEHSl B J0EYMEHTALUWK. ECnid 4To-Ta W2
MEDEHMCNEHHOND HE MPUMEHENGCS, NDWYAHE 3TOTC GOMTKHA BeTe 000CHOBAHA ¥ OTPANEHA B JOKYMEHTAX.

6 Marepuansi

MaTeprank AnA KMINaHTATOS BeIDAPaINT C YY4eToM NpEIyCMOTReHHBIX HAIHEHEHMEM CBONCTE, HE0tXo-
OWMEX ANA NQESYCMOTRPEHHOND HAIHAYEHHS, 3 TAKKe NEHHWMAA BO BHHMaHWE BNWAHKE NDOKIBOACTREE HHBIX
npoyeccon, obpaleHMe © MMNNAHTATAMA, TAN CTEPHNAIAUMA, YCNOBMA xpadeHwa, mobyio obpaboTiy (xm-
MAYECKYRD, INEKTROXUMAHECKYHE, TERMANEHYI0, MEXIHWSECKYID ¥ T N.} NOBEQXHOCTA MMIASHMTATa WK 43cTH
C LBMe0 AaMeHEHrA a8 CBORCTE. [JontHe BalTe paccMoTpeHbl BOIMOEHLIE BIGHMOIEACTERR KMNNAHTaTa C
TEAHAMA W #HWOKOCTAMM OpTaHKaMa, OQPYyTHMA MaTepuanaMi. WMNINaHTaTamy, DelecTeamMe 1 razamu. Bos-
MOWHOE BNHAHWE HA MATEDHAN PASHOIETHBHOID WIMNYYEHHR, MArHHWTHEE W ATEKTROMarHWTHLIX NoNeR TakHe
Aon#He OslTe PACCMOTREHD.

EcnK coCTapHoR YacTuid MMMANAKTATA ABNRETCA NEKAPCTEEHHOE CPEOcTED, TO OHD AWTEHD GbiTh oue-
HEHD B COOTEETCTEHM C TREDoBaHWAM, NPEOLABNAEMBIMK K (DapMaLSBTHHECKON NpogyEUEn. FIMNINaKTaT He
OoM#eH BNAATL Ha XapakTepHcTARM NeKapcTBeHHOM CPeacTeEa, HETONBIYEMOrD B KOMOHHALIKK © HUM, WIATH
HaobopoT.

MpumedaHve 1 — COOTESTCTEYVIOWMS METOOE OUSHEY DEIOMNACHOCTH, KAYECTES W NONb3R NELARCTEEHHOTD
CPEACTSE, AENARKIYErDCH HEOTRAMIMEMOR H3CTeR MMNNEBHTATA, MOMYT OblTh YE238HE B HEUWMOHANSHBIE W PEMAOHANHEX
py=oB0ACTEAY (HANnpUMen. B Esponsicxod gupektaes 200183EC).

Mateprank, BEn4an BACROrMYEcKWE, HCNONBEIVERMEIE AR WMINEHTATOR H ME TOKPBITAR, DONKHE ST
B O0CTaToYH0R CTENeHW CORMEBCTHME! © DUONOrMYECKRMK TRAHAMK, KNETEaMK 1M KWOKOCTAMKM OpranKaMa, C Ko-

4
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TOPEIMKE OHK KOHTAKTHEYIOT B MMINAHTARYEMOM COCTOAHUM. MX COBMECTUMOCTE C BOIMOMHEIMA NPOOYKTaMA
MIHOCA M DEerpagauin TAKKe OonKHa GeiTe NpHemMnemoil. BHonoriHeckan NpHesnemocTs ONA KOHKPETHOR
olNacTH NoUMEHEHMA JoMwHa BulTe NDOGEMOMCTRPMEGRAKE CREaYIOLWMM 0BpaaI0mM.

a) NMvTen JoKYMEHTANEHD GPopMMEHHOR OUEHKW B cooTRETETEMK ¢ MCO 10993 wnu

b nocpencTRom BRBOpa Ha MaTEPUANOE, KOTOPRIE OOKAZANH CBOK KNWHWYECKY IO NPWIOOHCGCTE NP aHa-
NOTHYHOM HCNONEICEIHMIA,

Mpumavanwe 2 — HekoTopbie CTEHZADTE YPOBHA 2 COOSPHET NEPEHHA MATEPWANDE, KOTOPLIE Guinm NpraHa-
HEl MPHEMIEMLIMA ONA SNPSOANEaHHEX YCIOEHA NPHMEHEHAR.

Ecfd B WMNNaHTaTax codepmaTcd HEMWIHECnocobHsle MaTepKHans! MHBOTHOMD NPOHCXOROEHWA WITK
CHK BuINiK NPAIHaHE HESWIHECNOTOOHERME B CAMOM AMONARTATE NWG0 NPK 8ro MIroTOBNEHKM, JaHHBE MaTe-
pHanNLl AonEHE BeiTe CLUEHEHE B COOTEETCTEMK C TReOosaHnaAMK MCO 224424, MO0 22442-2 W MCO 2244 2.3
€ TOMEW 3pEHA BE3I0NACHOCTA B OTHOLWEHWH BHPYCOR M OpYyTWX Nepegaitillnsch BONeIHETBOPHEY AreHTos.

Mpuumevanwe I — DNpaOosnsHWH TERMUHOE S3HMBOTHOES W (TEEHES NPHEESEHL B WMCO 2244 2-1.

7 OueHKa KOHCTPYKUMK

7.1 O6wwe TpedoBaHWAa

HMmnnauTaTel JOMmKHE DETE OUSHEHL INA JEMOHCTPaUWM TOTS, HTO0 KX NOKSIATENH HATHAYEHWA A0CTHr-
HyTel (M. pasgen 4). CTenede COCTRETCTEME NOKAIATENER HAAHAYEHHA ZONMHE BblTe ONPedeneHda v OoKy-
MENTANBHD OdopMneHs. Be3onacHocTe W NOKAIATENW HAIHAYEHWA J0MmEHbl GhiTh NOOTES P LEHE MK O0KNH=
HIYECKORN M ENMHAYECKON OWEHKE W NOCNENPOOaEHomM HabnogeH9K, BENI04an CoOTRETCTEYVIOWES YIPARNEHNE
PHCKAMK HA BCEX 2TANAX MHAHEHHOMD UMKNS MMNNAHTATA B COOTEETCTEMM C Tpebosansamn MCOD 14971,

7.2 JoknuHAYeCKan oueHKa

MIMNNaMTaTel QONKHE! NDCRTIA DOKFMHAYECEYI0 OUEHKY, OCHOBAHNYH.

) HA OAHHED HAYYHOR NMTERaTYDE, OTHOCAWEACA K GRIDNACHOCTI, AKCIAYATALMOHHEM W KOHCTDYETHME-
HEIM XADAKTEPUCTHIAM, 8 TAKHE K NPEOYCMOTOEHHOMY NDMMEHEH0 MMINaHTaTa;

b) aHanuae PMEeINLMXCH NDOTHOCTHYRCKMX U MTOMOBEY DaHHBD KE TAKME WCTOUHMKOR, KaK HALWOHANk-
HE/E W MHEIE DEECTPE] BHANMIE DAHHEIX, NONYUSHHEX B PE3YNLTATE WCMNEITAHWR, B TOM YUCNE CTEHO0DLIN, W
NYTEM NPHMEHEHWA NPOBEPEHHEX METGACE, CUEHKK BR30NACHOCTH MMANANTATOR M NOKAIATENER HATHAYEHWA.

B ofbeme QOKNMHALECKON OUEHKH CNenyer YUuTLIEaTE CYLIBCTEVIOWKE JaHHEE B OTHOWEHWH Nogob-
HED HMNNBHTATOR WM KOHCTRYKTHMEBHED OCobeHHOCTRN.

JOOKNHHAUECHAE KCTEITAHHE HMNNAHTATON JOMHHE MOOENHPOEAT L YCNOOWA NDegyCMOTREHHOTD NDMME-
HEHUA. MeTook MCBITAHWA W COOTBETCTEYILLME ONDaHUYeHWA 0NA KOHEDETHEX TUNOS MMMANaHTATOE SONMHE
ObiTe ONpegeneqsl W 0BOCHOBAHE MATOTORHTENEM W BRNIOYATE, NPW HEOBXOOMMOCTH, IKCNNYATALMOHHBIE KC-
NEATAHKA i Wiro GNA NpPOBEpKK NPELNoNaragmMors B3aUMoleRCTEMA MESTY UMINEHTITOM M annaparypoi 1,
LA NDAMEHKMO, MEXNTY CMEMHEIMME MMINAHTATaM.

B Tex cnyd4ans, Kor0a MMNNaHTaUMA |, NpM HEoBXOOWMOCTH, YOANSHWE MMNZHTATA HE MOTYT BeiTe OUE-
HEHE MYTEM HENOCPESCTEEHHOIS CRABHEHWA © CYLWECTEVIOWMMK YCTRORCTEAMM, O0NMHA BhiTe BRINONHEHS
NOCMEDTHAA JXKCHSOTAIA, BCNM BOAMOKHD.

B TOM Cnyyas ecni 0nA OUSHKK WMONSHTATS SKTYaNsHE CTATHYECKME WWNK OWMHAMUYECKUE Harpy-
IOHHLIE MCNETAHUA, TO JOMEHL NPUMEHATE NHED NPUHATEIE CTAHOAPTE: MCNLITaHWE, NPKE KX HANKYAK, NME0
KHOHEMAYANEHEIE TECTOREIE MOJENH, YHUTHBANWNWE XAPAHTEDUCTHEY MMNnanTara. Bougy Goneworo pai-
HODBPAIMA UMNNAHTATOR ¥ WX OCOBEMHOCTEN CTAHAAPTH HCTBITAHKIA MOTYT OTCYTCTECEATE WK MOTYT Dbty
HIMEHEHE! NO HE0EXOOHUMOCTH,

Tare MoryT ST MCNONEI0EaH | FUOMDUINYECKME UNK MMNTALWOHMEIE WCCNea0DaHHA ONA OeMOHCTRE-
LHK TOrD, YTO NPEaYCMOTPEHHBIE JKCNMYATALKOHHLIE XAPAKTEPUCTHKA WMNNAHTATa QOCTUMMYTEL

MCNeITaHAA QONHHE! YUUTEIBATE O4MAAEMYI0 HATPYIKY WANK YCROBUA CKPYHAIOWER cpeaesl. Kpome Toro,
KCNBITYEMEE 06 DAL GOMKHES C MAKCHMANEHOR TOUHOCTED MMUTUDOBATE MCNONEIYVEMBIE WMINAHTA T

MeToob MCMBITAHMA ¥ OrPAHKYEHWMA ONA KOHKPETHEIX BROOE KMNMIAHTATOE MOTYT GhiTh ONUCAKE B Opy-
WX COOTBETCTRYIOWMY CTAHOARTAN, HEKOTOPRIS W2 MUK NepeYkcneHel B BuBnuorpadime.
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7.3 KnuHW4Yeckan oueHKa

MmnnauTaTe AormeHsl NDOATA KNMHMHECKYIO OLEHKY, OCHOBEHHYH!

a) HA KPWTUHECKOM 3HATMIIE JAHKEX HAYHHOR M KNUHUHECKDN NMTERATYDb!, OTHOCAWKXCA ¥ GesorackHo-
CTH, JECINYATALMOHHEIM M KOHCTRYKTHEREBM XaDaKTEQMCTHRSM, 8 TAKKE K NPERYCMOTDEHHOMY NDMMEHEHI
ATOMD MMNNAHTATA HNH SOKAIVEMD AHANOTHYHBIX MMINAHTATOR, KNK

b} peayneTaTax BCEX NPOBEAEHHENE KMAHAYECKHE WCTBITAHMA, MK

) KOMBKMHALKWK ENMHAHECKIRE GaHHLIX, NENYHEHHEIX W3 NEPEYHCIEHHEY BbIWUE MCTOHHAKDR,

Ecnv nposoaAT KNAHEYECKKE WCNBTAHUA, OHl QONKHE BelTs BRINONHEHE B COSTRETCTEMM C TpeboBa-
HuAMHA ACO 14155,

1 FHMBYEHWAG 1 — TF"\EEH:IE-EHHH B FNAHAHSCEAM HCNBITAHAAM KODHEDETHEIX THNOB WMNAdHTATOR MOYT Beime
BEMHIYEHE B COOTRBETCTEYHILLME MEXOYHAPOAHEM CTAHOAPThL

MpumedaHwe 2— BHMCO 14155 yoraHoENEHD BENK4EHME & NNEH KNUHWHECKOTD MCNEI TEHWA YEA3aHHA CROKE
NacneqysHLers HABNgeHMA QA EDHKPETHRY NALHEHTOE — YHACTHHEDE KNMHUYECHHE HCNLITAHRAR — C 050CHOSAHNE M
araro cpoxa. Peromeqgyarcd, Y4robel cpog nocnegyiwers HabniooeHs Noseonsn npogeMoHCTRHDOBETE hyHELIMOHMW-
pORSAHHME B MEpHOE BPEMEHN, OOCTATOMHEER SNA J0CTOBEPHOMN NMPSOCTHBNSHWR XAPAHTEPMCTAE WAOENWA, 8 TAKKE Ons
MOSHTADMEALMK WM OLEHEA DUoEa Modsx HexenaTenbHsl 3hesToR, CERIBHHLLE C BCNONEI0BAHHEM MMINEHTATA, B 370T
napHog.

7.4 MNocnenpofasHbii KOHTROML

DonxHa CyWecTEOBATE CHCTEMATHIMPOBANHAR NPOLEOYPA ONA AHANKAA NOCNENDOAARHEIX JaHHEX 0F
WMNNBHTATAX.

EcnW adan#a pucka, NpoBedeHHuld WAraTOBMTENEeM, NOKAILBAET, 4TO NPWCYTCTEYET CYWEeCTBeHHLIN
PHCK ONA NAUKEHTa B CNYYAe OTHA3a UMNNAHTATE WNM HECOBMECTHMOCTH MENOY WMNNAHTATOM M ODraMuMi-
MOM NALWeHTa B TEYBHUE NedyCMOTPEHHOMD CPoKa chywbel, KIFOTORWUTEME OOMMEH NEHHATE MEpL], YTOGLI
yEEOUTECA B TOM, YTO YHKLWOHHPOBaHHE 1 GeI0NacHOCTE MMNNAHTATE COXPaHAINTCA,

MpumedaHna — MNogXoaFALME METOOR MOHUTODKHIE GYHEIMOHWPOBAHKMA 11 BREIONACHOCTH MMMNaHTATOR

BEMHYSHT BHANWS BREMBEEMOCTY (& PEBHIMEN B KSHECTES HOHRTHHOR TOHKA), KRMHAYECKHOS nacnanyimas rabnoosHne
MALHEHTOE MKW ODYIAS METOOMEY, OCHOBRHHLE HE HAYYHD DEOCHOBAHHBIX pyRosogoTeEs (oM. [3]).

8 lNpownasopcTeo
MrannauTares OONHHE DETE HATCTOAMNE HE TAKKM Uﬁﬂﬂ&l‘.‘ll‘-‘l. YTobbl BeinK OCYIWEBCTENEHE YRATAHHEE OC0-
BEHHOCTH KOHCTDYEL AN,

1 PHMBEYdHA® —TPEEDEEHHH ENPOHIB0DOCTEY HEHOTOMEX THNOE WMNNEHTATOE BEMOYEHE B Q0¥ MMe CTaHOE Pk,

9 Crepunuzauusa

9.1 Obwue TpeBopaHKA

HMaroToRdTEnk JOMHeH NogTeepdHTL, H4T0 NPHMEHAEMEIE METOOL CTEPUNIHIAULKIA WK, ecnd Heobrogk-
MO, MOBTORHOA CTEDHMMIZLWA MMNNAHTATa HE HAPYLWADT erg BEaoNacHOCTE MK IKCNNYATAUMOHHBIE Kapak-
TEDUCTHYA.

9.2 Magenua, NocTaBNAEMEIE CTEPMM L HIMA

Mpouecc CTEPANMIALKA GONKEH BbiTe BANWAKPOBAH W PEryNARHD KOHTPONMEORaTECA.

OnA dMNNadTaToR ¢ @UHHWIHSHE CTepHNAIaYHWER, MapEHpoEaHisE Hagnicen « CTEPHINBEHD:, Teope-
THHECKAA BRPOATHOC T MPMCYTCTEMA MMIHBCNOCoDHEY MREDOOPTEHKIMOR BHY TP M3OENHE KK HE HEM DOMN#H-
Ha BeiTh He Bonea 1 - 1078

MpumwesarHne — TpeboBAHKA K OPYrAM YDOEHAM KE4EGTEE CTERMNEHOCTH SNA HEROTODEIX MMIREHTATOE D8HE
B COOTESTCTEYEOWMY CTaHSapTAY yposHar 2 w 1.

MaroTopdTen MoryT MCNonNeB30BaTE APYITKE YPOBHW Ka4ECTEa CTEPWNEHOCTH, BCNWM 370 0bOCHOBAHD O0-
KYMEHTANEHO OPOQMNEHHOR OUSHKDR PHCES. ECNKW UMNRAHTATE CTEDHAAIVIOT ITHRSHOECMAOM, DYROBOGCTRY-
KTca MCO 11135-1; ecni ofinydenmen, To — HCO 111371 1 MCO 11137-2; ecnn napom, 1o — WCO 176651,

B
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BN MMNNAHTATE, COOEDHMALIME MaTERPUANE MUBOTHOID NPOMCXONOEHKA, CTEDHMAIYVIOT XAMMYECKMME HMa-
KCCTAMK, nprmenAnT MCO 14160, ecnm niobeiM Jpyrdm MeTonomM eHHHMWHON cTepdnuaaumy, — MCO 14937,
ECnd HMNNaHTaTel HATOTABNKEIIDT B ACeNTUHECKHE YOoMOoBHAX, npymenanTt MO0 13408-1.

9.3 CTepAnMaIaLWa NoTpebuTere M

9.3.1 Wagenwa, NOCTABNASMLIE HECTEPWHMNEHLIMA

AnA MuMnNNaHTaros. NOCTABMAEMENX HECTEDUNEHEIMA, HITOTOBHTENE AOMKEH YEAIATh N0 MEHEILER MEPE
COWH NOSXCSALKA METCOO CTEQMNWIALMK C TAKMMK NADAMETDAMK CTEPKINIAUNOHHONS UMkNa, 4700w 1y bea-
OMAcHOCTL M AKCMINYATAUVMOHH S XaPAKTERHUCTHEN He YXyIWanack, ECnm MEOMOKDaTHLIE UWKNGLl CTepHNnaa-
L HEOONYCTIMEL. 3TO JOMKHD DTk YKaI3Ho B MHEOPMELIWMK,. NPEOOCTARNAEMON NEOWIBOOWTENEM [CM. pad-
gen 11).

9.3.2 MNoaTopHan CTEPHUNAIALWA

B wHdopMauud, NpeaocTasnAemMod naroToBaTenemM, JomsHa OuiTe yKalaHa BOIMOEHOCTE NOBTODHOR
CTEDHMNHIALMH HMNNAHTATA ¥ METOOL M NADAKMETDEl CTESHANAALWOHHOMD UMENA B COOTRETCTaMK ¢ MCO 17664
HarocTopuTens OoM+eH YEa3aTk MaKCHMANBHOE YWCNG UMKNOE NOBTORHOW CTEDWMNMIALNA, KOTOPRIE MOTYT
ObiTe BLHMONYEHE B8 HapyWeHdA GEIONACHOCTI W IKCINYATAWMOHHLIX XAPaKTEHHCTHE HMNNadTaTa.

9.4 OCcTaToOUHLIE BRLWECTES NOCNE CTEPMAKIALIWM

McneiTakke Ha oCTaTOYuHLIE BEWEecTEa NoCNe CTEPWTHIaUMH ACMEHD COOTBETCTREOBATE NPHHLANaM,
yCTaHoOBNEHHE B MO0 108093-1. OcTatousoe Co0e paaHie ITUNEHOKCHOA HE AOMEHD NPeELIWATE NPeaenos,
yeAIaHHeR 8 MCO 10953-7.

10 ¥Ynakoeka

10.1 JawmnTa oT NOBPEXASHKA NPH XPAHEHKW W TPAHCNOPTHPOBAHMA

YNaKoBKa KaWOorn MMINaKTata aommesa GuiTe TawoR, YTobk B yHaIaHHBN HITOTORMTENEM YEMOBMAK
KPAHEHIA, TPAHCNODTHPOBAKKMA W OBPALLEHA C HMINAHTATOM (BHAKYAA KOHTRONE TEMNERATY Db, BNEXHOCTHA
W ATMOCHEPHOMD GARNEHWA, ECNH NPUMEHAMO ) 0BECNEMMBANACE B10 JALMTA OT NOBDEMOEHWA 1 YXYOLIEHWA
CHOMCTE, 3 CaMa YNakosKa He oHAAkIBaNa BRedHors BOANeACTENA Ha HMANaHTaT.

Mpumadarwe 1 — MNPy HEOBXOTAMOSTA MOCYT BETE HENOMBIDASHEI METOOEI HCAWTIEHWAR, NPEOCTARNSHHEIE B
MK GO0GE-2-27_ M3K 60068-2-31 nnw M3K GOOEE-2-47.

Mpumadanue 2 — 00 NPHHATHR ONRESENSHHOMN CNOCODa YIIZK0BHA PEROMEHIYETCH NPOBOQMTE OUSHKY &M
COOTEETCTERA NPEIyCMOTREHHOMY NPUMEHEHNK, 3T0 MOHET ObiTh BRMNGMIHEHD NYTEM WCMRTAHEA NP TRaHCNOPTAROES-
HIMH B ONACHOR CREOE, MOOENAPYHILER YoNoBHMA, ROTOREE MOFYT BO30SACTEOBATE HA YNAKOBRY.

10.2 CoxpaHaHie CTEPMNLHOCTH NPH TRAHCNOPTHROBAHKKA

MMnnasTaTel, MapkpoaaHHsie Hannucess « CTEPMNEBHOD », nomsHs GeiTh YNEKoBaHE TaAM chpaiom,
YTODB! COXPAHANCA WX KCXOOMbIA YROBREHE CTEDMABHOCTH NPW YRAIAHHEY YENOBMAX XPAHEeHHMA, TPAHCNOPTH-
OBAHMA 1 COpaWEeHIAg, 33 MCKMKHeHHENM Tex CNYYacs, korda ynakoaxa, obecneYrBaiowan cTepuEHOCTE,
NOBPEXEEHA MM BCKPRITA. YNakoBka OoMMHa CooTReTSTE0BEaTE MOCO 11607-1.

11 WHdopmayma, npegocTagnAeman NPoOMIBOOMTENEM

11.1 OBwme TpebopaHKA

HMadopmaywa, NpeaoccTaBnAeMan HIrOTORMTEMEM W NPEOHAIHAYEHHAA 07 HENCCPEICTEEHHOMD BK3Y-
AMNBHOTS BOCNDAATHR, QOMKH GbiTh MEMES YMTAREMOMA M YETEOHR NPH NPOCMOTRE NPW OCBELWEHHOCTH 215 Nk
MONL30BATENEM C HOPMANLHEIM WK CHOPPEXTHPOBRHHSIM 00 HOPMANLHOID JPEHMEN C DACCTOAMWA, ONpEae-
MEHHOMD © YYEToOM gOpMEl M PAIMEDE KOHEKPETHOMD WMMNAKTaTa.

r PAMaYHaHKe 1— PHDMEHA}'ETEH }'E'HﬂHTbEﬁ B TOM, 4T0 NpE00CTa2naamsr HHdJD]JMEuHH NOHATHE NOTEHUE-
AlNLHIMY NONLEIDESTEINRY W HNW AL TAR NTALER, NPJ HEOBEDOMMOCTH.

Ecny Ha xoHTelHepe WI0enKA HeO0CTATO4HD MECTS, COOTRETCTRYIOWSA HHopMalMe MomeT Bl T NpM-
BEOEHA BO BNOEEHWA, B CONPOBOOXTENEHOM OOKYMEHTE WK HE CNESVIOLEM CI0E YIaK0nKA.
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OnA pacnolHaeaHvA onpegens ol MapkMpoBKK Ha Manbs WAW CNeUWandavpoBaHHblx MMOnadTarax
MOryT ROTPeBoBaTeCR OpYIMe METOodbl, NOMAMO BRIYANLHCID, HANPWMEaD INeKTPOHHLIE METOObI.

MW HeobXoOWMOCTH, B MapivpOoBKE M CONMPOBOAMTENBEHLIX OCKYMEHTAX WMONZHTATA MOMYT BTk WC-
MENBI0EAHE CHMBO0NE, ab0peEEUaTYDE 4 UBETOS3A HIeHTHpUEauWA. Nobbie WCnoNsI0EaHHBIE CHMEO0NE,
achpepraTypsl K UBETE WEEHTAgMEALKEKY SOMHHE COOTEBETCTROEATE ONYDNHMKOBAHHLIM MEXIYHADOOHEIM
craHgapTam (Hanpusep, MO0 7000% B cnyyae Wx OTCYTCTEMA KWAMOTOBWMTENE OONKER ONUCATE CUMBONL, ab-
GpeBWaTYDE KK UBETA WOBHTUWDHESUWK B CONPOBOAMTENBHOA OOKYMEHTALMM HA KMNRaHTAaT.

MHropMaUMa, NpegocTaBNAeMan WaroToBUTENEM, J0MHHA BkiTe NPE0CcTABNEHA TakH 0BPa3oM, YToSkI!
HEBOIMOKHD Buino @& NepenyTaTe ¢ OPYToW BamHOR KHDopMauken.

Broe eavHMUb AAMEREHHA oN#HE DblTh BepaxeHsl 8 eduHnuax G, kak yeazano a MCO 80000, Suek-
BANEHTHEIE EOMHALE MOMYT BLiTe NPUBEOEHEL B KPYIMbIX CROBRaX.

Mpumesanwne 2 — Cnagyar cbpartute BHMmadne Ha WSO B0000-1, 8 kotopom Q3Hs ADNCNHATENBHBIE YEE38-
HHA OTHOCHTENLHD NPUMEHEHAA 89uHIaL T,

B cny4yae BOIMOMHOCTH W LeNecooBpasHocT, MHOPMAaLWA, HeoBXoguMan Ana GelonacHoro NoUMEeHS-
HHA WMNNAHTATA, ONMKHE BhiTe HAHBOEHA HA CAM MMINAHTAT, WIANM HE VWIAKORKY EANO0M0 MMNNAHTATA, WM,
npd HeofxoOUMOCTH, Ha NOTPEDWTENLCKYID Tapy. Ecny MHOMBKMOYANEHMAA YNakoaxka QNA Ka0oro MMnnadTata
HE MOMET DTE WMCNONLAI0BAHA, WHOPMaUMA O0MEHa ObiTe NPHMBEOEHA BO BKNALELIE, NPHNATAN0WEMCA K
KAMAOMY UMIFIAHTATY MM YNAKOBKE .

Ecnu NpHMEHMMO, DEMYTIADYEMBIE NONBEICBEIATEMRSM YALTH HMNNAHTATA O0N#HLl HMETE YETKOR YEIIAHME
CEOMR yHELIRA.

Niobule ChRMHEE YECTH, NPEAHAIHAYEHHEIE MATCTORKMTEAEM ANA MCNoNEICEAHMA OTOQEMEHO OT CAMON
HMMMNNAMTATA, AoMsHbl DbiTe KOeHTUMUWDOBAHE KOQOM MAPTHH KN J0YTMMK cnocobami.,

Boe gatel gomtHe GETE npeactaanets B chopmare TTTT-MM-00, wnu FTTT-MM, una ITTT & cooteer-
cTern c MCO 8601,

11.2 HaHeceHWe ITHKETOK

Ha aTHkeTRe GON#HHE GbiTe yEaiaka cnedyknilas nHgapMagna:

a) ecn« ynakoaka codepHnT pagUuoakTHEHEE BEWECTRA, TO OHa GOMHKHA WMETE MAPRWDOREY, YEATLIBAID-
LL{YHD THIM 1 CTEMNEHE AKTHBHOCTH DAIMOAKTUEHEIX BELWBCTE

b} HauMeoeaHie W agpec WIrcTOBHTENA WNW, BChkW HaobXOOUMo, YyNoNHOMOHEHHOMD NPeIcTaBMTans,
BKNIOYAA, MO KPaMHEN Mepe, Mopod W CTPaHy,

C) ONHCaHWE MAOen A (HanpuMep, CepdeqHBR KnanaHd), oboaHaqder e MOJenH HINenva 1. NpH Keobxo-
AWMOCTH, HOMED MNADTHK WNK CEPMAHLIA HOMED WIASNKA C COOTRETCTEYIL MM OD0aHAYEHHEN.

Mpusmep — «LOTe, «5N», HOMED MApMUL LMY CEPUEHLIG HOMep no HCO TOO0-2492 uw MCO TOO0-2498
COOMERMGIMEaHHD;

d) ecni NpegyCMoTPEHHOE HAIHAYEHHE HMINAHTATA HE O4EBUINHG ANA NONLIOBATENA, YETKOE YEAZAHWE
NPe0yCMOTEEHHOM HATHAHEHWA;

€) BCIA NPMMEHWMO, YKAIAHHE, YTO COOEPAMMOE YNAKOBK CTERHUNEBHD, ¥ METOO CTERHUMMAALMA.

Mpusmep — Cnoeo «CTEPHUINBHD:, vnv cimecn cTepuneHocTd no WCO TOO0-2499, 4Ny OgMH W2 CHMBO-
noe #CTEPHMNMI0BAHO © WCNONLIOBAHMENM...» cormacHo MCO 7000-2500, MCO 7000-2501, MCO TOO0-2502 nwGo
WCO T000-2503.

f} BCNK COWMHAROBLIE WNK NOXOHEAS WMNMN3HTATel DPEANWIYIOT W B CTEPWNEHOM, W B HECTEDUNLHOM BMAE,
HETEOE YEQ3aHHe, 4T0 COZERHHMOR KOHEDETHOK YyNAKOBKW HECTEDANBHD.

Mpusmep — Cusmaon vHecmepunsnoy mo HCO F000-2603;

Q) BCIA NPHMEHMMO, OATS CFOOEeH O0.. .5 (Tog 1 MecaL).

Mpuwmep — Cumaos vaoden do...s no HCO TOO00-2607;

|'I:|I WHEIAHHE, UTO WMNNANTAT NPeaHa3HaY e ONA OOHOKPETHOM HCNoONbLIZEaHHA.
Mpusmep — Cumaan vHe UCRONLICEamMe NoamopHos no OO 7000-71057;

i) CNEUWanbHee YCROBHA XpaHeHHA wiind obpaleHna;
) CNEUWaneH e DaGoHHE MHCTPYHL WM,
k) npeaynperaeHus v NpeaocTepemsHnA No MPrMEHEHHIO.
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11.3 MHCTPYEUMH NO SKCNNYATALMME

MIHET PYRLMIA MO 2KCNNYATILWA SONHHE COOePHATE CReayIow Y dHopMaLmo, oy NpUMeHrsn:

a) ecnu YNakoeka COnepsMT PagWMOAKTHEHEE BRLUECTEA, THN W CTENEHE SKTHOHOCTH PagHOaETHEHLIX
BEWECTE K NoapodHan MHEOpMALKA O NPUPOOEe MANYYEHUA, CPNCTEAX 3ALWUMTE NALWEHTA, NONLIGEATENA W
TRETEHX MWL, & TAKKE O NYTAX NPE0OTERALEHKS HENPABSMBDHOMD MCNONEIDBIHWA,

b} HAMMEHCBAHKE M AOPEC MATOTORMTENR, BKMOYAA ropod. CTRaHy 1 HoMeap Tenedona;

C) ONHCAHKE WMNNAHTATA [HanpWMEeEp, CepaaedHLlii Knanan) ¥ oboadadende Mogend WMnrIadTaTa;

d} ecnu npeaycMoTpeHHOE HAIHAYEHUE MMMNNANTATA He CYEBMOHO ANA NoNLI0OBATENA, YETEOS YEAaHKE
MPEAYCAMOTDEHHOND HAIHAYEHHA!

@) NOeOYCMOTReHHEIS JKCNMYATALKOHHEIE XADAKTEPUCTAEA, ONWCAHHLIE B pasnens 4, 4 BCe Hewena-
TEMEHEE NOGoYHBEE adperT;

i MHDOPMaLWA, NO3R0NA0Was NoNeEA0BaTENC BRBpate NOOX0JAWKA MMNINaHTaT {BKMNoYad Npasuis-
HEA pazmep). NPUHaGNEXHOCTH K HEMY W ODYIWE COOTEETCTEYIIWME HWAOeNKA, © Lenkn obacnededus bea-
OACHOMD COMETaHHEA,

g} MHOPMAUKA Mo NPABMNEHOA HMNNAHTALWA W METoOamM WiDamanWa Nk MAHWMAIAUWH cneguduHe-
CEMX DWMCKDB, CEBAIAHHE & HMONAHTALKER,

h) wHbopsadks, HeoBXooKMan ONA NPoBREDE NPaBHNEHoND K BesonacHoro oy HEUMOHMPOBAHKA K-
nnas«TaTa,

i} yHaIaHWe, 4TO CONEDMMMOE YITaKoBKK CTEPUNEHD, W HCNONLIOBAHHLE METOD CTERMNHIALMM.

Mpumep — Crogo «CTEPHMLHO, unu cusaan cmepunsHocmu mo HCO T000-2439, unu odud us cumeonos
SCMEBPUTNI0EaH0 ¢ UCMonsIosaHuen... » no HCO FO00-2500, HCO TO00-2501, HCO FO00-2502 wau HCO T000-2503;

1 BCnK 0AWMHAKOBEIE WK CXOMMHE WMNNAHTATE PEAMKIYIOT W B CTEPHUNEHOM, W B HECTEPMNBHOM COCTOR-
HIAAK, MHCTPYELKIO NO CTEQMAWIALMA COOBEEWMOND, SCIMH NDHMEHWMO,

k) noapobHan MHpopMau«a o noGol obpabtoTke WNK NOSroToBK:, TPeSYeMoR 20 MCNoNLIoBAHKUE Hi-
nnaMTaTa.

Mpumep — OROHYaMenLHan cOOpKE, OYUCMKE, CIMEPLUIUIAYUS U m. n.;

|| MHCTRYKUMA NO METOOY CTEpMNNaaLMK © TpebByemelMi NapaMeTpamin LMKIa ANA UMANaHTartos, no-
CTARNAEMEIX HECTERINEHEIMW, UMK QNA TeX CNYLSAcE, KOrGa ynakoeka Beina nosgeineHa Wk Dases oTKpLITa,
H MaKCHMAaNEHOE YWCND UWENOE NOBTORHOR CTEDWNNIALNH, KOTOPOE MOMET BkiTe BLNONHEHD:

M) YKasaHWe, YTo MMNNAHTaT NpegHaaHadeH GNA OOHOKDATHOMS MCMNoNbLIOBaHWA.

lMpurmep — Cusmeon dHE RCMONLI0EaMs noemoproy mo WCO FOO0-1051;

n) mobee cneUdanstsle YenoBra XxpaseHna diind obpawerna,

0} NPEOYNpERIeHMA MNH NPENCCTEDEMEHHA N0 NPUMEHEHHIO, BKMIOYARA OMPaHWHERMA Mo KMMIFHEcEH M
BELECTEAM (HANPWMED, CIMET), BOZASACTBNNG EOTORBIX WMNNAHTAT MOEET NOGBEEPIETECH B KMAHWYECKIN yC=
MOBHAX,

P XapaKTep HeXWIHECTCCODHEE THIHE N MUBOTHEIX ANK KX NPOWIB0OHEIX {HANPKMED, HENOBPEKASHHDE
TEAHK, BEICORGOHAWEHHEYE MEOWMIB0AHLIX), BCMN WMNNAHTAT COJaPMNMT TAKWE MATERWATL,

qi npegynpexieHya 0f onacHocTAX, BO3IHHEIOWHWE NPW BIAMMOSeACTEBRKM MMNINaHTaTa i Apyroro obo-
PYOCBEAHKA, KOTOPOE YACTO NPHMEHSIOT NPM NPOYHE KTMHUHECKIE MTPOUSOYPax MK NeYeH i,

r} yEa3axwe OTHOCHTENEHO BeIonacHoCcT wMmnnaktata g MP npocTpancTee W, NpW HEeoGxXogHs0cTiM,
HHdopmadka of apTediakTas MP M3obpaxesua B UENAX COJSRCTENA BPaYan B HHTEPNPETALKK MCKEEEHHA 1
NoTepk cirdana g MP wachpameHy, BEIaaHHEY MMNNAHTATOM.

fMpoumep — Tepmunel U cusmedns! no WP Geaonachocmu damner € ACTIW $2503-05.

MNMpumadarue — Cnagyar oEpatuTe BaMMaHKe Ha ACTM 21159, B paTopom YEEIEH METOD MCNLTEHEA gMA
ouygHmd apTedartos MP wa00pasedsn, Bei3BEHHLE HEAKTHEHBIMKA MINEHTETaMH;

2] MHCTRYKLMA NO NPABMNBHOMY HMIDNEYEHHIO M YTUMWIALMWA HMINaHTATA.

Mpumavanuwe — Cnegyer oOpatiTs BHAMAHNE Ha MICO 12881-1, B voTopoM D&SHE SONDNHATANLHES YRAIGHHA
N0 AZEMEHEHEH H AHANKIY MMINEHTATOR;
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t) NoOpoBHoCTH, NOIBONRIOWAE MEOWLHHCKOMY NepcoHany WHOOPMUEPORATE NALWEHTa ob0 BCEX Mepax
NEeqoCTOROMHOCTH, KOTOPRE HEoBXOOMMO NEUHATE, BKMTIOYAR!

- DEACTEXA, KOTODLIX CNEAYET MaberaTe,

- BOAMONHLIE MEpLL NPEOOCTOROEHOCTH, KOTOPEE CNE0YeT NPegnpMUATE NP HOPMAaNsHONR NMOBCE ] HeE-
HOM QEATENEHOCTH.

Mpusmep T — Habezame MeCmMHAUL, HE NDUHLMEME 03y 2AyfoR020 NpUCESdaHuR;

- MEDSL NPSA0CTOPOMHOCTI ANA NPEACTERALLEHUA HEMENATENLMLI AENEHUR B CORAN C MIMEHEHHAMIK B
YHKLMOHWPOBAMAM MAMNTAHTATS;

- PEKOMEHOALWN NALMEHTY O HEOBNOOMMOCTH MBIHUMHCKOH KOHCYNETALWH NPM BOIMOMHOM BOIHHKHOD-
BEHHK NOTEHLWANEHD HEBNATONPUATHEX YCIOBWA, KOTORLIE MOMYT NOBMWATE HA HYHKLMOHWPOBIHWE WMMNaK-
Tara.

Mpumep 2 — IMexMPpoMazHUMHEIE [TOTH, 3RCMPEMansHaR MeMnepamypa, nepenadsl dagmenus;

= WHPOPMAUMA O NOTEHUKANLHEIX BISHMOOEACTRMAR C OETHMK TEPANSETHYECKMMM MMM OWMarHoCT G-
CHMMK NPOUEIYEaMHE MIMA H30EMTAAMA.

Mpumep 3 — MPT;

- muchopMauma ofio BoeY NEKapCTEEHMLY BRIRCTEAY, COASMMALLMECH B MMINasTaTe (M. pasaen &);
U} OaTa BRINYCKA MNW NoCNegHel penarMi MHCTRYKUNK MO TIPAMEHEHMI0.

11.4 OrpaHvyeHHa NO COBMBCTHOMY NPHMEHEHHHD

Ecnyn uMnnanTaT NpesHaIdaded 4na NDHMEHEHKA COBMECTHS C ADYFUMK MMMNAHTATAMH Wy '!.I'I:Tlli}ﬁ-
CTEAMM, TO TAKOE COMETAMME B LEMNOM, BENIOYAA CPEOCTRA COROMHEHHSA, JONKHD DRiTE GEI0NACHBIM 1 HE HapDy-
LWaTE YOTAHOBIEHHEE IKCMNYATAUWOHHEE XADaKTEDHCTHEY MMNNaHTaTa. Boe orpani4etiia Ne CoOBMBCTHOMY
NpAMEHEHWKD GOMN#KHE BelTh YEA3AMHb H3 ITHKETKS WNH B MHCTPYRELMK N0 NDHMERSHKE0,

11.5 MapkvpoBKa ¥MNNanTaTOR

Ha uannasdtatax gomsHa OelTe cNeqysowas Mapiupoasa;

a8} HAMMEHOBEHHE W3MOTORMTENA MMM TOBADHEE aHak;

b} koo NapTHY (HOMED NEETHH] MNK CEpHUHER HOBMED.

Ecnuv MapkMpoBka Dy0eT BNWATe H3 NDEZYCMOTREHHOE SVHELAOHUPOBAHWE, WKW MMONEHTST CIuLLEoM
REEN, WM Gro DHIMUECKWE CROACTBa He NOIBOMAIOT HAHECTH paibopunoyio MapEHMDoDKY, TO Tpebyeman WH-

hopMaLMA 00MHa BbiTe NPMBEELEHA HA ITULETKE MNH C NOMOLEID QPYTHX CPEOCTE 4nA o6ecneqesn oTChe-
WABABMOCTH.

11.6 MapkvpoBKa cneuHansHoro HaiHavye KA

EcnK WMNNaHTaT NpegHaadaqdes OnA cNeunansHbx Weneid, 3THEeTEH W HHCTPYHELUMA NG NDHMEHSHARDY

OCMHHE COOeHEaTeE CNPeaaneHHBE YES3aHHA (HANPHUMER, sMArSTOBNEHD HA 3AKa3s WNA CTOMKS ONR KHHE-
UECHME MCNBITAHMA).

Mpumuedadne — Ha cneyRansHYH MEDEWPOEKY MONYT DECNPOCTPARATECA HEUMOHAMEHES NN DEFHOHANEHBEIE
HOpMATHER, TaEne kax pazgen 21 CFR B12.5 ceoga epepansHorg aarakogarensctsd CLWA wnn ocHosHee Tpatosaqus
13.3 g} w 13.3 h) aupakTeen Cosera Espons 8342/EEC.

10
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Mpunomxerae 04
[cnpaBoyHoE)

CeefeHHA 0 COOTEETCTEMN CoLINOYHLIX MEMOYHADOAHLIX CTaHAAPTOR
HAUMOHARNEHLIM M MEXFOCYAaAPCTEOHHLIM CTaAHAAPTAM

TaGnwus JAA1

DEosHAMaHWE ©os NaY Hara TR HE DORaanaseie B HAMMEHOBIHHES CAOOTERTS TEWKILL D MEUAOHAN b

MEXOYHARAOHOID CTHHRGEETI CooTEETOTOHA B MOHIaIcyQUuEpCTASHEDID CTHH gt

IS0 8501 IoT MOCT WCO B501-2007 «Crecrena cTangaptoe nNo weigopmagnn, Bruinmo-
TEHHOMY ¥ MINaTENBCKOMY neny. MpegcTasnedne gar o epewars. OBwwa
TpabosaHMR

IS0 1095%3-1 1oT FOCT MO0 10993-1-2011 «Magenes megrunHcxwa. DusHea Buononade-

CHOMD Q8RCTEMA MEOWLAHCEME Az0aman. Hacte 1. 0ueHkE 1 woonagosaqs »

150 10953-7 0T MOCT MO0 10953-T-2011 «MagenwA megrusHcswa. CusHea Snononide-
CHOMD JEACTENR MEOWUMHCKME Wapanui. Macte 7. OCcTarm<Hoe CoOspHEaHMa
STHNEHOKCWAE NOLNE CTEQHIMIALMIY

IS0 1113581 IoT FOCT MCO 11135-1-2007 « Crapunuaauds MedvUHHCHDN NPOgyRLM. 3T8-
neHokoKug. Yacts 1. Tpabosasua ¢ paspaborte, BANKOALMA W TEEYLLEMY
HOHTPONK NPOLEECE CTERMIMMZEUMA MEAMLMHCKHY MIOENWA s

150 111371 ioT MoCT HO0 1113712011 «CrepunuaaunA MEOMUWHCKOR  NPO0OyYELMK.
Macte 1. Tpaboeanwws K paspabotia, BANMOAUMN K TEKYLIEMY KOHTROMD
NpOUECEE CTEPUNMZALMN MESULMHCEHY WISENKAD

150 11137-2 o7 MaCT OO 1M3F-2-2011 «Crepnd3adqdd  MegiuMHCROR NDOoOyYELIHK.
PagrayworHan cTepennzaywn. Yacte 2. YOTEHOBMEHHE CTEDHMMIVEILWEA
Ooaeds

IS0 116071 10T FOCT MCC 1M607T-1-2011 «¥nakoexs MEOQWUNHCKME WIOSnWR, Nooness-

WEx PHHAWHOR creprnyzagnn. Macte 1. TpeboBaHwA K matepHanam,
DApEEPHIM CHCTEMEM ON5 CTERKTAIELHN M YNAKOBOMHER CHACTEREMS

150 13408-1 IoT FOCT P WMCO 13408-1-2000. «AcenTHHEckis NEOHIRGNCT B0 MEOWLMHCKDN
npogysuae, Macte 1. ODwesa rpedosadiAsn

150 14155-2 oT MOCT P CO 14155-2-2008 «PyroponocTed N0 NPOBESEHED KITMHHHECEHE
WEN TEHWA MEOMLEHHCENAE H20arnmi. YacTe 2. MNNaHupoBEHIKE KiHHYECE Y
MENEITEHKA B

IS0 14160 IoT FOCT 130 141602011 «CreprnMaguns GOQHOPAE0BSE MESHUWHCKRE Wa-

OEnniA, CO0aEHALLMY MATEDNMANRL AHMBOTHOM NpQRIKOHOSHAR, BanwngauwA
Ll TEH}'LIJHﬁ EQHTPOM: CTERHNBIEUAN C NOMOLWEED HHOKHE CTERANHIYHWAX
CPEOCTE.

ISC 14937 IoT FOCT P ACO 1458372012 aCrapyne3aums MegMyMHCROR npogyEung. O6-
Wire TREbOSaHA K ONPESENEHWH ¥EPaKTERACTHE CTERHNMIYILWIEND BreHTa
W K papafoTea, BANUOALME W TERYLUSKMY HOHTRONM NPOUEces CTapriwaa-
LMH MEOMUMHCKHE MaOENnis

150 14871 ioT MOCT P WG 1487 1-2009 alaganus megaundcne, NpumeHeaHiE MEHEDN-
MEHTE PHEHE B MEOMLWHCKAM W30ENHAM S

120 176E4 o7 FOCT P MCD 17664-2012 « CTEpMAMIGUWMs MESHUMHERHWE Hagandin. Ks-
@OpMALHA, NMPEJOCTARNAEMAR WIMOTOBMTENSEM ONH NpOSegeHis MoeTap-
HOW CTEPANHIALMHA MEDMLMHCEAY ME0Ennis:

150 176ER-1 IoT MaCT P MCD 176E5-1-2008 «Crapriniauds MEOdnUMHGEDH NPOayYHLKMK.
Enaxroe ranno. Yacte 1. Tpebo=amms k pazpalfoTia, BankDALMY 1 TERY-
LAY KOHTROMK NPOUSCCE CTERANMEEUME METNLHHCHAL HADari s
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OromvaHue mabnuye: J4. 1

Ofcanaee e copnodHDrs
WEEAYHAPLGBOMD CTAHIA0TS

CrarsHe
COOTRETITERE

DEoIMIuEHAS W HAH M EH I AHWE CODTRETE TEYIOWSnd Bl UAdHAT aHaro
M MERTDOAARCT MG STANgapT s

150 224421

o7

MOCT P OO 2244 2-1-2011 sMaganis MEQMUNHCKWES . MCIOMLIVEILLWE THE-
HEA 1 M MPOM3BOOHLIE BHBOTHOM MPOMCEGEHOSHWA. HacTe 1. MeHegsmedT
PHCKS 0

150 22442-2

0T

MOET P MO0 2244 2-2-2011 aMaganus MegnUMHCKNE, MCIOMbLIYEILWE THE-
HI W HE MPOMIBOOHEIE XABOTHOND NPOMCEoekdeHns. Yacme 2. KaHTponks aT-
Bopa, chbopa 1 obpabaoTens

150 22442-3

0T

MCT P OO 2244 2-3-2011 «M3ganis MEQMUMHCHWE. MCIONLIYEILIME THE-
He 1 ME NPOHIABOOHEIS HABOTHOMD NPOMCAHOeHNA. Yacte 3. Banviauwn
YHAHTOMEHMA MAK OJS38KTHESLHN BMOYCOE W1 APEHTOE HAERLMOHHDA ry-
YaETOH SHUEDONoNE TN S

IS0 BODOD {all parts)

10T

[T P WMCO BOADD-1-2009 aKa«acTBD O8HHBIXD

BETCTEWH CTHHOADTDE.

- 10T — ngauTHHLIE CTaHQapThI.

mn PAMBaYHaHWME — B HacTromwsad Tabniue Monoms0B8aHn Chalyiles YLIHFEHOR OEOFHENEHNE CTENEHA COOT-
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Bubnuorpadina

ISOTR 14283:2004, Implanis for surgery — Fundamental prnciples

[SOVEC Guide 5119849, Salaby aspecis — Guidelines for thair inclusion in slandards

MEDDEY 2.12-1, Madical Devices. Guidance document, Guidehnes on a medizal devices vigilance system
CraHpapTel ypoBeHA 1

IS0 160661, fnsirumentabon for use in associalion with non-active surgical mplants— Ganeral reguirements
CraHmapTe! ypoBHA 2

|50 5840, Cardiovascular implants — Cardiac valve prosthesas

50 14802, Mon-active surgical implants — Implants for osteosynthesis — Particdar requirements

|50 21534, Mon-aclive surgical implants — Joint replacement implants — Particular reguirements

150 25538-3, Cardiovascular implants — Endovascular devices — Part 32 Vana cava filters

EM 12006-2 + AT, Mon-active surgical implants — Particular requiremeants for cardiac and vascular implants —
Part Z: Vascular prostheses including cardiac vahva conduils

CraHmapTel YpoEHA 3

[10] 150 7197, Meurosurgical implants — Sterile, single-use hydrocephalus shunts and components

(11} 150 14807, Mon-actve surgical implants — Mammary implans — Paricular requirements

{12] 150 21535, Mon-active surgical implants — Joinl replacement implants — Spacific requiremenis for hip-point replace-

ment implanis

[13] 150 21536, Mon-aclive surgical implants — Joint replacement implanis — Specilic requirements for knee-jeint

replacement implants

DononHKWTENEHEIE CTAHOAPTE], WMEHILLME OTHOWEHME K OAHHOMY BONPOCY

[14] 150 7000, Graphical symbols for usa on equipmenl — Registarad symbols

18] 150 128811, Implants for surgary — Retrieval and analysis of surgical implants — Part 1! Relrieval and handling

[16] 150 13485, Madical devicas — Quality managemeant systems — Reguiremants for regulatony purposas

117] 150 18425, Implants for surgery — Measuremeanis of opan-circuil potential 1o assess cormosion behaviour of meatallic

implantable matenals and medical devices over extended ime peficds

(18] |EC 80088-2-27, Environmental testing — Part 2-27: Tests — Tesi Ea and guidance: Shock

[1%] IEC 60068-2-31. Environmenial testing — Part 2-31; Tasts — Tesl Ec: Rough handiing shocks, primarily for

equiprmant-type specimeans

[20] |EC 6O0GE-2-47, Environmental iesting — Parl 2-47: Tesl — Mounting of specimans for vibration, impaci and similar

dynamic lasis

[21] 1EC 60801-2-33, Madical elacirical equiprmant — Fart 2-33: Particular requirements for the basic safely and aessential

parformanca of magnetic rasonance equipmant for medical diagnosis

[22] ASTE F2052, Standard Test Method for Measurement of Magnetically Induced Displasament Farce on Medical

Dewvices in the Magnetic Resonance Environmeant

23] ASTM F2118-07, Standard Test Method for Evaluation of MR Image Artifacts from Passive Implanis

[24] ASTM F2182, Standard Test Method for Measurement of Radio Frequency Induced Heating On or Mear Passiva

Impdants During Magnetic Resonance Imaging

[25] ASTM F2213, Standard Test Method for Measurement of Magnatically Induced Torgue on Medical Devices in the

Magnetc Rasonance Ervironment
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[#6] ASTM F2503-05, Sfandard Practice for Marking Medical Devices and Other tems for Safely in tha Magnedic
Rasonance Environment

MNpasoBEble HOPMEL ONA CADAEKA

[Z7] DHrechve 200HENEC of the Europsaan Parliameant and of the Councll of 6 Movembar 2001 an the Community code
relating to medicinal products for human ussa

[£B] European Councd Directive 934 2EEC af 14 Juns 1953 concerning medical devices
[£8] U.5. Code of Faderal Regulations, section CFR E12.5
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¥OK B20.171.2:006.354 OKC 11.040.40 ORI 93 8300

KnioueBkle CNOsa; MMNNAHTATE ONA XKPYDTHA HEaKTHBHEE, 0bWwKWe TpebosaH«A
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