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MOCT IS0 16037—2014
Mpeaucnoeune

Liend, 0CHOBMEE NPHHLWE] 1 OCHOBHOA NOPALOK NDOBEAEHMA paboT No MEMIOCYIAPCTEEHHMON CTalgap-
THaaund yotasoanens 8 MOCT 1.0—82 « MewrocygapcTeeHHaA CUCTEMA CTaHAAPTHIAWWA. DCHOBHLIE NONOHE-
HARD W FTOCT 1 2—2009 «Mesrocy0apcTeeHHSA CUCTEMA CTAHAARTHIALWA. CTaHOARThl MEKTOCYOADCTREH HBIE,
NEABHNE H PEKOMEHTALMW N0 MEKIOCYOADCTBEHHONA CTANAARTHAAUWKE. MpaEuna palpaboTid, NPHHATHR. NPHae-
HEHKA, OOHOBMNEHWA W OTRMEHEI

CoeaeHHA 0 CTaHOapTe

1 NOOAMOTOBRNEH PegepansHEM MCYyIapcTEEHHERM YHATIDHLIM NPEONPHATHEM « BCepoCCHRCKHE Ha-
YHHO=MCCNEOOBaATENLCHKA UEHTE CTAHGARTHAALWH, HHOpMaLHK W CEPTHHRMEALMK CHPEA, MATERHAN0E W BE-
wectas (BN «BHAUCMEx), TesHd4eckHsd kOMHTETOM no cTaswgapmdaauds TH 180 «Mpogysums
HEETEXMMAHEBCKOTD KOMNNEECar HA GCHOBE AYTEHTHYHOM NEREBoOa Ha PYCCKHIA Rk YRAIAHHOM B NYHKTE 5
MENOYHAPCOHOMD CTAHOARTA, KOTopEA BenonHers O «CramgapTundiops s

2 BHECEH deaepankMbiy argHTCTREOM MO TEXHHYSCKOMY DEryNHpOoBaHMIN W MeTponordd [(PoccTaun-
AapT)

3 MPHUHAT MewrocydapcTEeHHBIM COBSTOM NO CTAHAADTAIALNA, METDONOMMK W CepTUMKaLHE (NpoTo-
kom ot 20 cktabpa 2014 r. Ne 71-I1)

3a NPAMATHE NPOTMONoCOEANA;

HPHTKDE HAMMEHDESHEE CTHIHES P:DFI CTpakb 'I:DKPELLEEHHDE HAMMEHDEZHHE HREADEINEHOM DPTEaHs
o MK {MCO 311684} D04—57 ma ME (WSO 31667 004—87 I CTAHAAPTHIALHH

ApMeHHA A MMHIKOHDM i Pecnybndid ApMed A

EBEenapyck B FoccTaHaapT Fecnylingkd Benapyce

KazaxcTan ki FoccTaHgapT Fecnybneky KaaexcTas

Kuprizua KiG K ipTel 3CTEHOERT

Mongosa MO Monaoea-CTangapr

Poccun RU FoccTasaapT

Tag=ukdCTaH Td TagHHKET a=aE0T

4 Mpukaion TeNepansHore areuToTea N0 TEXHMYScKOMyY PeryNUpORIHKIO 1 METRoNoOMNM oT 19 mas
2015 1. Ne 381-cT mexrocygapcTeesHed ctawgapt NOCT IS0 18037 —2014 speged o geicTBME B kaHeCTEE Ha-
UWOHANLHOM cTadgapTa Pocckackon degepadys c 1 wana 2016

5 HacroAwmia cTakaapT MOSHTHEEH MExdyHapoaHonMy cTanaapty 150 160372002 Rubber condoms for
clinical frials — Measurement of physical properties (MpeaepaaTiisl PEIMHOBEE GNA KNAHHYESCKAX WCNETaHWNA.
Onpegenesmwe OUINYEckMX CROACTE), BEMNOYEA wameserre 1 150 160372002 Amd 12011,

MewayHapooHel cTasgapT paipaboTad TexHWYeckdM KOMWTETOM N0 cTaWjapThaadkWs 1SOVTC 157
#MexadrdeckHe KOHTRAUeNTHER» MexoyHapoaHoH opradydIag|y No cTasgapnTyaann- (150,

Mepapod © AHMWACKOND AdkEa [&n).

OibMumMansHple JKIEMINADLN MEKIYHAPOAHCID CTAKGANTA, Ha CCHOBE KOTOPOrD NoOroTORNEH HacTos-
WM MERrocyaapcTREHHEIA CTAHZADT, W MEXIYHARPOOHEIX CTAHOADTOR, HA KOTODLIE OAHEl CChIMKK, MMEKTCA B
PegepansHomM WHPoODMAUHCHHOM DOHLE TEXHHYECKWK DEMAaMEHTOR W CTAaHJARTOR.

CeefeHHR O COOTEETCTERM MERTOCYIADCTBEHHEX CTAHIADTOR COBNOHHBIM MERLYHAPOAHbIM CTAHOAD-
TamM NPUBELEHBI B SONONHWMTENBHOM NPUNoHEHEH 045

CTenevs COOTEETCTEWA — WaeHTH4HaA {(IDT)

6 BEBEJEH ENEPBLIE
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HrbapMauus of UaMeReHUAR K RacmoalieMy cmandapmy MySnukyemch @ exe2odHom uHooMauuan-
HOM YRaSMEns « Hauuouanb ele cmandapmie s, & KoM WaMerReHul U TORDSeok — & CWEMECARYHOM WHihoo-
MaLUoHHOM yradamens sHayuonansHele cmandapmes. B ciyuyae nepacmompa [(SaMedsl] uny omseHs
HACIMOAWESD CMaNIapma CoomagmomaEyiaiies peedomrnerue Sydam ony BRUKoaaHs 8 CXSMECAYMIM Uhap-
MayLoHHOM yica2ameana s Hayuonanenee cmasdapmery. Coomeamomeyaiyan usghopMayus, veedomaekue u
MERCME! PRIMELLSIOMCA Makse 8§ UWDopMaluoHHol cucmene obwa20 NONL308aHUA — HA OBULUATLHOM
calime TedepansHos0 A2eHMCTEA MO MEXHUYSCKOMY DESWILUPCEAHIID U MEMDCNoaUL & Cemu MumepHanm

@ CradaapTiHdopm, 2015

B Pocowickod $egepaumn HacTOAWMIA CTAHOART HE MOMET DblTe NONHOCTEG MK H3CcTHYHO BOCNPOM3EE-
OEH, THPEMWPOBAH W PACTPOCTREHEH B KaYBCTEE PMUMANBHOM WANAHWA Hea paipelweHWA DeaepansHon
ArgHTCTES N0 TEXHWSECKOMY DEMVITHDOEIMMIO W METDOMOMAM
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EeepeHue

KNMHAYECKWE KCNBITAHKE NPEIGDBEATHROE BEMNKHAKIT DAS NOKSIATENEA, B TOM SHMCNE HX NPUMOOHOCTE M
HAOEHHOCTE, KadeoTaeHHLIE NCNETAMWA TReDyIoT BonEWore KonMYecTea o0pasuoe ¥ QoporocTORLWNE MaTe-
prancs. KNaHHYeckde MCNbITAHWMA YacTo HE B NONHOW MERE OTPaMadT 3aBMCHMOCTE Ka4eCTEa NpeaspeaTHROD
OT (PHAKHECKHY CBORCTE, NabopaTopHble MENBITAHMA KOTODBIX SHAYMTENEHO Jeweene, THIMHeCcKHE CRBORCTRA
MIOENKA CO BREMEHEM MOMYT MEHATLCR, OTCYTCTBHE NONHOA WHRCPMALWH O MADKS M NADTHH MOET JHaYM-
TENEHD CHAZHTE UENeconbpasHocTe NPOBEIEHHA KNTHHMSECKHXY MCNBITAHKWA N8 NoOOTESLOEHAA KaBeCTES M
3B EKTHBHOCTI HENONBI0BAHHA NP3 PBATUBOR.

Hak npasuno, BCe YHacTHHEK MCNBTEIBAOT NEEIepEaTHELl C O0MHAKCBRIMA PUIMYECKMK CEOACTEAMM,
ORHAKS ANA OTAENbHBLIX WCMEITAHWA NPEARCHTHTENEHE NPEIePEATHEL, BebpauHbe ydacTHrKaMK. OGelHHG
NP K20 ENAMAYSCKOM MCNBTAHWA OUEHKMBAI0T NPEISREATHRL] OO HOM ANK HECKONLEHWK TUNoE. QN8 nonyqye-
HKA SOMHAKOBBIX DHIHYECHHE XAPAKTEDUCTHE HCNbITYEMEIE NDEIEDEATHEE KaX¥AOND THNA ODBIMHO DEKOMEHTY-
eTcA oThupaTe OT OgHod napTud. [Npu HeobxogumocTv onpegeneqds ocobblx CRBOACTE HEI3EMCHMLIS
HMENBITATENEHBIE NAGOPATODHK MOMYT PEKOMEHACBATE NAGOPATORMH KNM MAOTOBHMTENEHA, K KOTOPLIM CHEayeT
oBDEWLATECA 38 NOMOLLBK.

B DONbWWHCTES CNYY3es ONgenenaH e QUIKYECkiE CEOHCTE DOMKMHO SETE YACTRE NPOrDEamibl WCNkE-
TamuiA. Moy 2T0M NOMOLWE MOMNYT OHAIBIBATE HEKOTOPLIS HEIABMCHMENE NafopaTopHik M MAMOTOBMTENH NEeIen-
gaTHecs. NMabopartoprid OOMsHb ObTe HOMOETEHTHLIMK W ArEpedMTOBAHHLIMK Ha NPOBEIEHWE HWCMEITAHWA
NEEsEpBATUB0OE HA COOTRETCTEME TPeBoBaHMAM OBWenpHIHaHHbIX CTAHIARTOR.

MpHHATS CHUTATE, Y9TO aHANHI MAKCHManeEHoro obbera WHOPMALKK O (DUAMHECKKK CRORCTRAX NDeIen-
BATHEDD SENAETSA QOCTATONHON MEROR NEPEIOCTOPOXHOCTH. Kak npasnno, PUan4eckde CRORCTREA Npesepaa-
THBOE ONpEQenAmT B Ha4ane WMCnbITaHue, 3 HEKOTODWE NOBTOPAKT B KOHUE WonTaknA. [Npu npoeedeHr
MENBITAHMIA 8 TeHeHWe Bones & MEC MOMHD PACCMATRWBETE BONPOC 0 SONGTHUTENBHEIX KENbITAHKAK A8 moy-
YEHWA KAQEKTEPa HIMEHEHWA QHIMYECHHX CROHCTE B TEHEHHE BCEMD WCNRITaHWA,

MpH NPOBEAEHKK HECKONBERX KNAHMHSECKHE MCNBITAHKA Ha NPATGOHOCTE NPESEDBEATHR0E TONEKD HEGOME-
WOE KONWHECTED HCNLITAHWE CMOMNS NONHOCT b MOEHTHRHUMDOEATE HIMHECKNE XapakTepUcCTHEN MCNbITaH:
Heix NEe3epBEaTHREOR, [MOITOMY CNOMHD CPABHWBATE PEIVNETATEl DPAIHEX HCNLITAHAA WK NPOrHOIMDOBATE
KOHCTRYETORCKHE WK NEOWIB0ICTESHHEIE DakTopR, BNHAWKe Ha 3P ekTHEHOCTE HCNONLIGEAHHE NEeIep-
BATHEDA,

Mocne paspadortin 150 4074, yeTavaenMealers TRESORAHWA W METO0R WCNbITAHKWA NPEIepBATHEOR M3
HaTYypaneHorD narexca, |S00TC 157 avHTepecosaH B 0ansHeRWLer KNEHRSECKoM NoaTaeae e franac-
KMX CBOACTE 1 NpH HE0DXO0OUMOCTH MoTOR BHECTH HamarediA 8|S0 4074 a CooTRETCTEMKM C 3amMasaHiARIA.

HacToAWWA CTaHZapT yoTaHaaNKBEaeT METOdL! ONpegenaHis MHIKYEckkx CBONCTE NPEIepBEaTHB0E MoK
KMAHHYECEIAY MCNbITAHMAY. PEKOMEHACBAHHLIE CTAHGARTOM pAIkMEeDbl 0DpaIUcE ANG NAaGopaTOpHLIX MCNMTA-
HWFA B HEKOTOPEDX CNYYARX CNEUMansHo NPEBELLRINT PaIMaDsl, YCTAH0BNEHHEE [S0 4074,

HacToOAWKA CTAHOART B OCHOBHOM NPEOHAAHA%EH ANA HCNbITAHME NPEIEDEATHEOE W3 HATYPANEHOMD Na-
TEKCA, HO YCTAHOBNEHHEIE NPHUHLANE TAKHE NEUMEHKME K NPEISBATHUEAM 13 OPYTHX MaTepuance. He cnedy-
BT OHKAATE, YTO SHAYEHWA OTHOCWTENLHOD YOMHHEHHA ONA CHHTETHHECKME MATEPHAN0E W HATYRaNBHOMN
narekca ByoyT o0 MHAKGRGIMIA.
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M E M o CcC ¥y O APOCTUBTEMHHB H C T AHOAPT

NPE3EPBATUBELI PE3UHOBLIE ONA KNWHUYECKHMX UCNbITAHHMA
OnpegeneHde PHIHYecKMX CBONHCTR

Rubber condorns for clinical riaks. Determination of physical proparties

Nata aeeneHsn — 2016—07—01

1 OBnacTe NPUMEHEHUA

HacToAumWi cTaHnapT pacnpocTRAHAETCA HA PEIMHOBLIE NPEIEPEATHBE GNA KNMHNUSCEHME WCTLTIHRA
{panee — NpeIepEaTHER ) M paspaboTad b KaYecTDe PYKOBOOCTES ANA ONPegenaHis WX HINYECkHE CRORCTE.
CTaHgapTomM NpegycMoTREHS CeprA NabopaTopHEY MCNETEHWA, KOTODLIE NPOBOOATCR HE NPEIEPEATHEIX NPK
OGO ENAHWYECHOM WCTRITAHKA NEW CRABHE WY KOMCTPYELWM ¥ KAYeCTEa NpelepEaTHEDD,

HacToALUMA CTAHAAPRT HE NPWEEHAKDT NEM MNSHKO0BEHHK KNAHYECHIAY ACTEITSH WA

2 HopmaTuBHBI® CCLINKK

Ona nprsMeqeHka HACTOAWETS CTAHSADTA HEGSXOOMME! CNE0YIOLWE COBNOYHBIE A0KYMENTRL na Hena-
THPOBAHHEX CCRMOK NPHAMEHRIOT NOCNE0HEE MIGAHHE CCRUMOHHOND JOKYMERTA [BENKYaA BCE Br0 HaMaHeHHa ),

IS0 37 Rubber, vulcanized or themmoplastic — Determination of tensile stress-strain properties [Peansa
EYNEIHWA0BAHHAA W TEPMONNACcTHE. ONpeneneH e yNpyronpoYHOCTHEE CBORCTE NPK DacTAKEHHHA

IS0 4074 Matural latex rubber condoms — Reguirements and test methods (MpelepeaTheel M3 HATY-
paneHoro natekca. Tpebopanus 1 METoOE MCHHTAHWA)

3 TepMHHbLI M oNpegeneHuA

B HacToAWEM CTAHZADTE NPHMEHEHE TEDMKMHE No 150 4074,

4 OnwuHa

4.1 OThdpaT oT NapTvi 13 npesepeatveoe. MaMepsioT W perdcTpupyioT OnvHy Npeacpeartkmecs no
IS0 4074, BRYHCNRIOT COegHEapuDMEeTHYECKOe IHUSHWUE OMNMMHE 1M CTAHOADTHOR OTKNOHEHHE [MNKW QOBepid-
TEMEHBIA HHTEPBan).

4.2 MamepaT ONuHy 3 WHPKHY HEEoNWTENA (oM. Takcke 5.2).

5 Wupuna

5.1 OTbhapacTt or naptyu 13 npeasepeatuece. Mo IS0 4074 uamepaioT ¥ parvCcTRUPYROT LWIMDMHY MNOCKo-
CRKEHHBIX NPEIENBATHEOE Ha YYACTHAX, DACTIONOMEHHBX YeDed Ramisie 10 MM, HadHHaA © DACCTORHMA
30 MM OT 3aKPETOND KoHWA 1 00 30 MM OT OTHPLITOMRD KOHUS (BeHYdEa) npesepaaryea. JNA Kasgoro yYactra
BESHUCNAKT CPEIHEADHDMETHYECKDE IHASEHHE WHDHHE W CTAHOAPTHOE OTKNOHERWE (MK OCBEDHTENBHER
HHTEPESN).

5.2 MowHD NocTponTe NPoddie NPEIepBaTHEE OTOKONHPOBIHWEM YHMCTRIX, ONYIPEHHEE W pasrna-
WEHHBY 0DDEIL0E PAOOM C NPOIDaYHOHE NAHSAKOA.

HinanHe opMUHANBHO®
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6 TonwwWHa

6.1 ONpeqensiT TONWHHY NPEIepBaTHEa B J0HE NEpeXoda OT LWNHHIDHYecKol YacTii K HAKOoNKTEND
(MM 3AKPEITOMY KOHLY, BCAM HET HAKONMTENA ). BRINONHAT WAMEREHKXE KaK MOMHO BNHMKE K 3a8DaITOMY KOHLY
C YHETOM BOAMOEHOCTH PACNPABKTE NIEHKY HA NATKE MEKPOMETEA GE3 HADHTOMHOMD HATAKEHHR.

6.2 MameprioT no SO 4074 42 meses Y4eM 13 NpeIepEaTHREOE MAKDOMETROM C MNOCKOA NATESH C MHOH-
KSTOPHOA KN WAhpoBoA WEAN0A ¢ ToSRoCTe 40 0.001 MM c gaeneHnen naTed (22 1 43 kMa; pekomedgyemsia
OWAMETD NATEA MHEDOMETPA (5 & 2) s,

G.3 TonwuHy TAEe MoMHO oNpegendTe MeToaom mace no |50 2074 wa yyacTee npelepeaTHEa C napan-
NENeHBEIMA CTOROHaMK, PEIYNETaT TAKOND ON PEOEne R MOKHD HCNONbLICEaTE GNA CLABHEHHA C PEIYNETATOM,
nonyHaHiEM No 130 4074, a Tamke npr HeobxoduMoCcTH ONpeaeneHda BIAWMOCEAIN MERY A8YMA METOSaMMA
MaMEDEHHA.

7 BeH4YME

OTEMRaT oT NapTHK 13 NpeaepRaTHROR, OTDEIANT BEHYHK HOHHWLAKMH HNA OTDBIBAKT W DaIB0pEYHES-
KT NpE3IepEaTa.

MamepaioT W PEFMCTRDUPYIOT QRNHHY KERO00r0 BEHYHMER C TOYHOCTEES 00 T M M TONWKWHY B TReX TOYKaX C
ToHHOC TR 50 0,01 s, Bul4ucnawT cpegHeapidMeETHHECKDR IHIHEHME ONHHE M TONWHHE BEHYMER 1 CTaH-
O3pTHOE OTENOHEHHE {WNK QOBSPATENEHEIA HHTEPBAN ).

8 CpoMCTBa NPW HANONHEHHWM BO3AYXOM

HanonusioT Boigyxor He Mexes S00 npesepeaartie0s oT NapThd B COOTRETCTEMK C IS0 4074, MameprioT
W 3a3NMCL BA0T PA3PRIBHON 05bas 1 Jaanesns Ana kawaoro obpaiya. PekoMerdyeTcn 3andceIBaTe peayneTa-
Thi C MAKCHMANBHGA TOHHOCTER, KOTORYED obecnedveasT oSopyloBaHWE, HE OKDYITAA, KAk NPEayChMoTpEHD
IS0 4074, Bei4cnawT cpegHeapidmMeT HYeckos IHaYeHe JaenaHus, obbena i CTAHJAPTHOE OTKNOHEHNE
(MM JOBEPHTENEHEIA MHTEREEN) W YyEATLIBEINT YHWCNo NDEISpEATHECE C dedesTami (00pailkl © BHOWMON
YTEYKOW BO3OYEQ HNA PAIDLETOWHECH MoK MAHMMaNLHOM DABReHrd wine obbemae no 150 4074),

Mpumesasne— PeiyneTaTs MoryT GelTe NREACTAENEHE B BHOE MECTOrPAMMEl HIW ORarpasMel «cTebens —
AMCTEAR. L|ENEH O3HAOID WCNETAHEA RENASTCA HE TONBKD ONPEeOenesde COOTEeTCTEWA NPEe3epBEATHEOE TReGoBaHHAM
150 4074, 3 Takse NONYHEHRE QOCTOREPHOA OWEHKA CREAHSADHEMETHHECROTD IHEMEHHA, OHANAE30HE, CTEHOBRTHOND OT-
KENOHEHHA M KONEHECTEE HecodTESTCTEVIOW Y WagenvA. Ona Gonee QOCTORSPHOA CUEHEW Q8PSKTHOCTH PRROMEHYETCA
MEMETHEATE HE Mexes 2000 NpeIspBEETHROE OT NAPTHR.

9 PUIMKO-MEeXaHHWYEeCKWe CBOWCTEA NPH PACTAXEHHWH

9.1 O7hupaseT 20 NnpeagpeaTMeCE 0T NapTHK. BripybawT 0Spazuel ANA HCAkITAHKA U3 CEpESMHE! Npe-
IEQBEATHEA B COOTBETCTAMH C 150 4074 ManepRioT ¥ 2anKce BAKT ONA Kaxgoro obpasya oaxdH 13 cnenyiouliug
NAPAMET DO

al) ONAHY C TOMHOCTER 00 0,5 M8 W TONWKEY B HeTeIpex ToYKaX C© TOUHOCTR a0 0,001 e, Mnu

by wHpdHy NNoCKoCnoxeHorn ofpaila ¢ To4HoCTe 00 0.5 MM 1 MACccy C TOMHOCTEO 00 1 M

MCNeiTeiea T oBpasubl Ha DAIPEEHON MAWKHE B COOTRETCTEME C 150 4074, MaMepRioT i DETHCT DHPYIOT
c ToyHoCcTese 0o 0,1 H mogyne ynpyrocTs onA kaxgons obpaaua nps yonuaesss 100 %, 300 % w 600 % 1 yow-
AWE NPW PA3PLIBE, 3 TAKEE YANHHEHWE NP DAI0LBa [K3K NPOUEHT OT NMEPEoHA%ANLHOH QNHRH ).

9.2 BeMWChAKT cpaqHeapidMeTHYeckos aHaYeHH e MOoOYNs ynpyrocTi ofpasyos npW YOnNHHEHAK
100 %, 300 %« 800 %, younue npu pasapsige v yanuHese (gedopsaunrio), 3 TARKe NPOYHOCTE NP pacTane-
MK CO CTAMOAPTHEK STEMNOHEHHEM (MNK GOBSONTENEHbIM MHTEDEANOM ).

B cnysae 9.10) vanpaserme o MMa, inM NpoYHccTE MoK PacT AEEHKK BESMCNAKT No dopMyne

o= 0,935 F wim, i1}

rge F — younue npe paspese, H;
W — LLIKPWHA, M,
1 — MACCA, M.
9.3 [ONA aHHIoTRONHBE MaETERWANOE CBOUCTES NDH DACTAMEHWA HEoEX0OWMO TAKKE ONpedensTe Bask
ONUHHOH OCH NPEIENBATHEA. DTH MCNBITAHKE NPOBGOAT Ha obpaaue B QODME QEYKCTODOHHER NONATHA, By -

2
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neHHos Homos THna | e Trna ll no |30 37, WapuHa veneimyesoro obpaaya (HomaHaneHo 20 Mm) onpegeana-
ETCA WHPHHONA CRMEHHA BolipyEHOre Howa. MIamMepaiT |1 3anUcHER 0T TONWHHY Kaxgoro obpaiua B YeTelpex
TOMEAY C TOMHOCTRI Ao 0,001 M.

10 Cmazka

OTEuMpaseT 32 NpeaspEaTHBEa oT NAapTHK. MamepaioT no 150 4074 | pericTprDyIoT Macsy CMaakd QNA Kak-
foro ofpaua 8 MHOWBMOYansHoR yNakoske | Bea Hee © TOYHoCTERIe 40 10 M BeidionawT cpeagyeapadiMetia-
HECKOS AHAYEHWE MACCH CMAIKH NPEIePBATHED B MHOWBEKOYANEHOA YNAKOBKE CO CTAHOADTHLIM OTENGHEHWEM
{MNK ACBEDUTENBHER HWHTEREANOM ).

11 OTcyTCcTBME OTEEPCTHA M BMOWMbIX O0edeKToB

11.1 O78upaweT He medes 315 NpelepEaTHECE OT NapTHA K MCNETEBaKT No 130 4074 Ha ecgonporuya-
EMOCTE, PEMMCTDUPYIOT YHCno oDpaiucs ¢ OTEESPCTHAMK (Ha PACCTOAMMK Bonea 25 MM 07 BEHYMKA) W pacCToA-
HME OT 3aKPRITON EoHua 0o moborn ofHapy e HHorn OTBEPCTUA, MAMEDEHHOE © TOUHOCTRM A0 1 M.

11.2 Ha atol #e BeiBopke NPOBEpAKT Ka%GEH NpeIspeaTva Ha Hankske aedekToR (BKnioHan OTazp-
CTHA), ONpedensemsx BUayansHo. PeracTpipyioT yucne ofpasuos ¢ aedekTamy, onpeiensemsma B Ivans-
HO, PACTIONOME HIME W XApaKTep Kawgoro gedesTa.

11.3 Ona Gones JO0CTOBEDHOW OUEHKW COOTBETCTBMA NARTHH N0 OTCYTCTEWIO OTREDCTHA KW JederTos,
CREeqenAensy BHIVANEHO, DEKOMEHIYETCA HONLITEIBAT: He Memes 2000 npelepeaTHBos.

12 WHdopmauma H3IroToBMTENA

MaroToBr TN gon#es BeiTe NPOHHEODMARCEAH O NDCBEOSHWK KNAHKHECKWY WCNETadKnA. Cneayer aa-
NPOCHTE Y MATOTOBHTENA CNeUMBHEaU Ha DACCHMATRHBAEMEIR THN NPEIEDBATHES, COOSEEALLYH BhllUeyKa-
AAHHEE DHIHYECKHE CROACTEA, NOOTEEDMEEHHE CTADWNEHOCTH (DHAMKO-MEXAHWIECEWY CRORCTE (00 M NoCne
TEDMHUHECKOND CTAREHWA B TEDMOCTATE UMW COCTAPEHHLIX B BCTECTEEHHLIX YCNOBHAR), a Takme weopsaumHio
O BELECTEAX, HCNONEIVEMBIX ONA 00a00TEM NOBEPXHOCTH (BENKHEA CMAIKY, DaspyWaIOWyI0 CnepMaToang-
Obl), O TOKCAYHOCTH, ANNEPFEHHOCTH, ATy WAFOTORNEHHA M T. 0.

13 JononHUTeNbHBIE HCNBITAHKA

CTEMPEDT M MCNBITLIBAKT NPEIEDBATHBE 00 NPOBEOEHHA KNWHHHECKWE MCNEITaHWA. ECnu npogonsm-
TENEHOCTE KNHHHYBCEHMY MCMRTAHWA NPERRILAET 6 MEC, MCNBITAHKR NPK HANONHEHAK BOIOYNOM ¥ NpKW DacTA-
MEHHW NPOBOOAT KaMALIE G MEC W NPY J2BEPLUESHMA KNTHHWYECKME WCNLITAHWA. TTPH NOBTOPHEIX MCNETAHWAK
NpelepoaTHeon ofbem BLGopKA MOKHD CORPaTIATE.

I PAMBYEHWE— Ecnw NPpA ENAHAHEDEOM HCNBITAHAA HCCNe0ysaT 388HWCHMOCTE La498CTEA UNA KEATEZWER NDKH-
Snkd 0T I 3IAHRCKW Y CEORCTE NPE3eDEATHER, BAKHD OTENEKMBATE HAMEHEH WA 3THE CEBOACTE B X008 KN MHEMHECKOND BCNsITa-
=HRE W NP HeofxonnmM oo Ty NPRAHAMATE COOTEETCTEYRIUWME MEDR . Ecmm fpW HCNBETAHAM PACCHATRBEANT HA AOCTOAHROS
cooTaeTcTane Tpeboeasnan 150 4074, sakHo yﬁEnr:TuI:FI. MTO [ WIWECKHE CEOACTES HE YXYQWHNHCE 00 TAKDA CTENSEHA,
HTR COGTARETCTEME TReboBasuamM NogaSprasaTcs DUCEY.
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NpunoseHue OA
(cnpaBoYHOR]

CeeqeHUA O COOTBETCTEMH MERTOCYAAPCTEEHHLIX CTAHOAPTOR
CCLIMOUHLIM MEXLYHAPOOHEIM CTAHOAPTAM

Teénaua O48.1

OHo3HAYEHME W HAHEEHOSEHWE CCRMDYHOR CrEnetE DEaHAYMEHNE M HIHE BEHODAHAE CROTEETOTEYRIUIEM
RS T D OO HOTD CTaH DTS COOTEETCTOMA MERPICY DA DCTEEHHAND CTAMIAA DTS
150 372011 PeivHa ayNEEsHI0BAHHARA W TEp- 1o FOCT IS0 37—2013 PeidHa #iM TEoMOAN&C-

Tui. Onpegenasne YyAPYIONPOYE0CTHRIX CEORCTE

MONABCTHYHAR. ONpeasnaHUe YNpyronpoeHoc-
Mpe PRCTRHEH M

THEIX CESACTA NPY PACTANEHHW

150 40F4:2002 MpegpeaATHER W31 HATYDAN=HI- —
ro natesca. TpetoBasMA 0 METOO HoNsITAHWA

* COOTEETCTEYOWHA MEXrOCyO2pCTESHER CTEHIADT OTCYTCTEYET. o 8ro yTEeDHOEH A DECOMEHLYETCA HGNENE-
S08ETE NEQEEB0] HE DYCCKWA A3slk JaHHoro cTadgapra. Nepeaod AasHoro CTAHAA0TE HEXOAWTCA 8 DelepaNsHOM HH-
POPMELHCHHDM HOHOE TEXHRYEDEME DETNEMEHTOE W CTEHABRTOR

lTpuMmesasdne — B #acToAWweA TAENHWE HoNONB30BAHD cnefywiwes YyCnaeHOg ofoasaueHne CTEMEHM CooT-

BETCTEMA CTAXOA0TOE.
-I0T — MEEHTH-HBEIS CTAHOAPTE
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BuBnuorpadiua

1] 150 109931 Bizlogical evaluation of medical devices — Part 1: Evaluation and testing within & rlsk management
process
{BWONOrdYeckan OUEHKS MEJMLHMHCEAE M30endi. YacTs 1. DUSHKA W UCNBITAHUA B DAMEEY NpOYEc-
Cd MEHELHMEHTA pUCEa)

(2] 150 10993-10 Biological evaluation of medical devices — Part 10: Tests for irritation and ske sensitizaton
{BHONOrdYeckan OLEHES MESHUMHCKME Hatensid. HacTe 10, MCNeITasMR H3 DEIJPEMEHHE W CEHCH-
GUNAIELMD HOHE]

13 150 14158:1886Y Clinecal Invesbgabon of medical devices
{KNHUHAYECEME WCCNSIOBEHMA MESHYMHCEAR WaZen@i)

la) 150 144971 Medical devices — Appilcakon of fak manegement to medical devices
{Meg@uRHCEWe Wadenss. NpHMEHSHEE MEHEOHMEHTE DHOKE K ME0HUMHCHEM HEOENHAM ]

K fedcrayer 150 141552071 Chinical iInvestigation of medical devices for human subjects — Good clinical practice
{KN@HAYECKRE HECNE00BAHHA MESWURHCEME MIOENUA ONA N0GeA. Hagmesaw a0 KN4HAYECKanA NPAKTHEER ).
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YK 615.477.86:615.038:531.7:006.354 MKC 11.200 DT
Knicueesle cnoga NPesepoartvikl DeIMH0BLEIE ONA KNHHUYeCcEMy WCNETAaHWA, onpedencHie @uaddeckiy
CAOACTE
6
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Papacrop Q4. Cmosrcaskar
Texnwuackuid pegaktop 3.M, Tpyraroos
Kopperkrop MM, Mposegheena
Eounemrepnan nepctea BH Mpuwesko
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