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rMocT IS0 16037—2014
Mpeaucnoeue

Lians, ocHOBHEE NPHHLMIE @ GCHOBHDR NOpALOK NDoEE0EHKA paboT Mo MekroscylapcTBEHHDA CTalgap-
THIAWKWA yCTawoeneHe: 8 [OCT 1.0—582 «MeswrocyDapcTaeHHan CHCTEMA CTaHdapTHIaWMN. OCHOBHEIE NONoHE-
Higs W TOCT 1. 2—2009 « MessrocyapcTReHHAA CHCTEMA CTAHOARTHIAUKK. CTaHOAPTE MEMMOCYIADCTEEHHEE,
MEAEKNE K PEKOMEHTALMA N0 MEXTOCYIADCTESHHON CTaKgapTHaauxK. MNpaewna pazpaboTiu, NPWHATISR, NPHLE-
HEHWR, CBHOBMNEHWA W OTMEHBI®

CeoaeHWA o cTaHgapTe

1 NCOrOTOBNEH ®egepansHeM rcyapcTREHHEM YHATAPHLIM NPEONPHATHENM «Boepocchidckmi Ha-
YHHO-MCCNEO0RATENLCHHA LeHTE CTaHDapTUIALMH, MHEOPMALMK W CEpTURWEALNA CRIPLA, MATEDHANDE W BE-
wecte: (OIYT «BHUAUCMB»), TexHMYECKAM KOMWTETOM MO CcTadgapTylauud TK 160 «fipoaysusn
HEDTEXHMAHECKOrD KOMNNEKCar HA OCHOBE ayTEMTUYHOTO NEQER0OOA HA DYCCKUA B3kl YKAAZHMHOMD B NyHKTE 5
MEXOYHADOOKOrD CTAHAAPTA, KOTOPEE BenonHed Py «CTavgapTeHdopss

2 BHECEH degepantHbiy amgsTCTEOM N0 TEXHWHECHOMY DEryNUpOBRHWED W MeTponordy {PoccTak-
AapT)

3 NMPHUHAT MewrocyoapcTBeHHBIM CORETOM NO CTAHIADTAIAUMA, METRONOMHK M CEPTUDMKSLAY (NpOTo-
kon or 20 oxtabpa 2044 r. Ne 71-IM)

3a NpUHATHE NPOrONCCoRRNA:

HPHTEDE HAAMOHADER RS CTERIHE I‘:I.'!FI CTREEE 'E-DEPI":I.I.-;EHHDE HAIMMEHOEZH HE HAEHDEINBEHOrD |:||.'-r.1H:||
no ME (HCO 3186} 004—57 ma ME (S0 3166) A0d4—Aa7 N CTANOAPTHIILHH

A pMEHUA A MitHE KD HOMAEE PecnybBnuen ApMednn

Benapyck BY MoceraHoapT Fecnyiineky Benapyce

KazaxcTan [ FocoreHoapT Pecnybnuin Kasadcras

Kupruana LA ] KEprel3cTEHOERT

hongosa MO Mongose-CTavgapr

Foccua RU FocoeTasgapT

TansukHCTaH T TanHHKCTaRIB0T

4 Mpurazom PeaepanssHore areHTcTEa MO TEXHHYECKOMY PEMYNHMDCRAHKI0 KW METPoNomMK o 19 man
2015 Ne 381-cT MmexrocynapcTeeHHelE cTangapt NOCT IS0 16037 —2014 prageH 8 QERCTEBHE B KAHECTEE Ha-
UHMOHANBHOM cTadaapTa Poccuidckod Senepauyi © 1 mana 2016 ©

5 HacroAwwWi CTARAART KOBHTHYEH MexdyHapoaHoMy cTardapTy 150 160372002 Rubber condoms for
climkcal trials — Measureament of physical properties (Mpeaepaatvesl PEIMHOBRIE ONA KNHHHYECENY MCNBTAHKA,
COnpegeneduws QUIMYECKAY CROACTR), BEMDYaA Wamasenne 1 530 16037 2002/48md 1:2011.

MexayHapooHeld cTaddapT pazpaboTad TeXHWYECKHM KOMMTETOM No cTaHdapTuaauuW 1ISOVTC 157
ahdexaHideckite KOHTPauenTyBR» MesdyHapodHold opraHraalyy No cTasdapTyaannd (150,

Mepepon ¢ aHMAACKOND A3wiEa (en).

OdbuUMansHBIE AKIBMNNADL MEKOVHAPOOHOMD CTAKOAPTA, HE CCHOBE KOTOPOMd NOOTOTORNEH HACToR-
LLMA MERTOCYQAPCTREHHLIR CTAHDADT, W MEROYHAPOOHEIX CTAHOADTOR, HA KOTODLIE OaHEl CCLINKK, MMEKOTCA B
PeaepansHoM MHEDOPMALMOHHOM (DOHSE TEXHWYECKMX DEMAMEHTOR 1 CTAHAARTOR.

CBEOeHHS 0 COOTEETCTBMI MEMIOCYIAPCTEEMHLIX CTAHOADTORE COBIMOYHLIM MEMOYHADOAHLIM CTaHOaD-
TaM NPUBEQEHLI B OONCAHMTENBHOM MEMnodeHH s J4

CTenexb COOTRRTCTEMA — naeHTusHan (IDT)

6 BEEMEH BMNEPBLIE
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rocTISO 16037—2014

HMrohopsdalua of UaMaHEHURY K HaCMoawemMy cmandapnmy nyENuKyemcs @ exe20dHom uHBoDMauuoH-
HOM FRASATENE « HaUUOHANEHEE CMaNdapmess, @ MEKCTT UIMSHERUD U TONDaask — & BEXEMECRYHOM URibop-
MalonHon pradameans sHayuonamnskbie cmaddapmeis. B oiyyas NepecMompad [(3aMedi)) Uiy omMess
HACINOALLIE20 CMaKdapma CoomaememEriowes yeedornerue Sydem onybAukoaas B SxeMacayHon bap-
MALLDHHOM yiazamens cHayuoHansHse cmaqdapmsiy. Coomeememeyioilas usghopuayus, yeedomaasieg u
MERCME! DEMELLAMCE MAKKE B UWIopMayuoNHol cucmeme oo NoABI0THUA — HE OQILUaTEMOM
calime PodepambHo20 a2EHMCMEa M0 MaXHUIYSCKOMY DESYIUSOEaHLI0 U MEMPQIoaul & Cemy MumepHen

€ CraHpapTuHdopm, 2015

B Pocowicsod Qegepadli HacTORWWE CTAHAAPT HE MOMET BulTe NONHDCTED MK HacTHYHO BOCHpOMIEa-
O2H, TUPaMWPOBEAH ¥ PACTPOCTEEHEH B KAYECTREE SpHUMansHOMn nigaxna Bea pazpewersva Pegepanesoro
ArGHTCTEA MO TEXHM4ECKOMY DEMYNHPOEAHMIO H METDOMOMAM
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rMocT IS0 16037—2014

BeegeHue

KNWHAYECKHWE KOTNBITAHKS NPEISDBATABOE BEMKYSAKT PAL NOKS3aTENEA, B TOM HWMCNE WX NPWIogHocTs M
HENEMHOCTE. HadecTeeHHbIE UCnETadua TpebyioT Boneworo KondYecTea obpasyos ¥ AopOrICTORLLMX MaTe-
prancs. KndHWYecsie MCNbiTAHKWA YacTo HE B NONHOR MEPE OTPEXEI0T JaBMCHMOCTE Ka4eCTEa NpeIspRaTHROE
oT PHAMHECKKE CBORCTE, NabopaTopHbIe MCNbITAHWA KOTOPLIX 3HAYWTENEHD JeWwesns. THaW-eckkne CBORCTEa
W3OENHA CO BEReMEHEM MOTYT MEHATECH, STCYTCTEHE NONHOA WHPOPMALUWK O MApEe W NapTHK MOEET JHIUH-
TENEHD CHUIHTE UENecoolpasHocTeE NPOBEOEHHA KNHHWYBCKHY WCNBITaHWA ANR NoOTEESpMOEHWA KaYecTEa W
3 KTUBHOCTI MCNONE30BAHMA NEEEPBEATHEOR.

Kak npasuno, BCe YYACTHHEKN WCNBTHEBIIOT NPEIepRATHRE C OAMHAKCEEIME (DUINYECKIMK CEBOACTERMM,
OGHAKD ANA OTAENbHLIX WCNBTAHKA NPEgnoYTHTENbHE NPEIEDEaTHEL, BLbpanibe ydacTHREaMK. OhulHHo
Mk E2HO0M KNAHAYECKOM WCNBTa R CUEHW B30T NPE3IepeaTHBL SOHOM HNW HECKONLEWX THNCE. [NA nonyYe-
HIXA OO MHARKDRLIX DHIMYECKHN XAPAEKTEDWCTHE HONbITYEMES NDEIEPEATHEE KaMOOND THNE OOBIMHD PEROMERTY-
eTcA OThMpaTe o7 OaHoH napTud. [NpW HeolxXogMMocTh onpedenevds ocobblX CBOHCTE HEe3dBMCHMLIE
MCTBITETENEHLIE NASOPATORMH MOMYT PEKOMEHICEATE NAaBopaTOPHKA MW MArOTOBKTENEH, K KOTOPEIM CREOyeT
oOpaWATECA 33 MOMOLLEBI.

B SonbwWHCTES ChyYaes onpedeneHue HUInYecsx CBoACTE GoNMHO SeTE YaCTe MPOrpamabt MCMibk-
TaHui. MNpd 3TOM NOMOLWE MOMYT OHAILBATE HEKOTOPLID HEIEBWCHMEE NabopaTopKK W KANOTOBMTENK NDEelep-
gaTHEoE. flabopaTopki OoMMHEl DbTE KOMOETEHTHLIMA @ AKKDEIWTOBAHHLIMK HA NPOBRAEHWE WCMBITAEHWR
NpesEpBEaTMBOE Ha COOTEETCTEME TPEOoBaAHMAM OBWENDHIHAHHLIX CTAHJARTOR,

MpHEHATS CHATATE, 4TO AHANAI MakcHManeHoro obbera WHopMaUWMKd 0 EHINHeCHHMY CBORCTRAX NDe3ep-
BATHEOE RBNASTCA JOCTATONHON MEDOR NPpeQOoCTOPOMHOCTH. Kak Npapnno, HInYeckie cBOUCTEa Npesepea-
THBOE ONDEZenasnT B Hadane WohbTaHki, 3 HEKOTOPEE NoBTOPAMT B KOHUE WCNBTaHWMA. NpK NpoRedeHmMm
WCNBITaHKE B TedeMHe Bones § MEeC MOXHO PACCMATRHBATE BONPOC O BONCNHWTENEREIX MCTBITAHKMAX AR mosy-
YEHMA XARAKTEDA HIMEHEHNA DHINSECKHN CEOECTE B TEHRHHE BOEFD MOMETaHWA.

MpW NpOBSOEHHK HECKONLEAE KNAHRYECKME MCNBITAHWA Ha NPHMOOHOCTE NPE3EpBaTWE0E TONMBKD HEG0Mb-
LD KOMAYECTBD WO TAHWA CMOIMS NONHOCTER MIEHTWEHUHDOBATE (WIHYECKHME X3PaKTEpHCTIEN MENBITaH-
Helx Npe3apEaTHBoE. MMoaToMy CNOMHS CRABHWBATL PEIYNLTATEL DaIHBE MCMNBITAHWE WK NPOrHOIWEOBATE
KOHCTRYETORCKME WK NPOMIB0ICTESHHEIE EKTOPE, BNWAKLWWE Ha 3Phe THEHOCTE WCNONBIOBAHKA NpE3ep-
E3THREOE.

Mocne paapaGoriw IS0 4074, yeTavarnMaaowere TPEGoRAKMA M METOOL! MCNLITAHKEA NDEEDEATMEOR 13
HaTyganeHoro narexca, |SCOVTC 157 aausTepecosad B AanbHedLEn KNEHRYECOM NOJTESDMae MM dranyec-
KHX CBORCTE W NpH HEOBROOMMOCTH foToR BHECTH HameHerna B 150 4074 8 cOOTBETCTEMM © 3aMESaHMAMI.

HacToAWKWA CTAHOAPT YoTAHABNMEIST METOOLI ONpegenaHis HaInYeckiy CBONCTE NPEISpEaTHBOE NDW
KMWHWYECEAX WCTLITaHWAY. PEROMBHACBAHHLIE CTAHGADTOM paiMepsl obpaiuoe Ans NatoparopHsiX MCNWTa-
HHF B HEKOTORER CNYYanRs CNEUMansHo NPEBLIWAKNT PAIMEDsl, YCTaHoBEMEHHBIE |30 4074,

HacToAWWA cTAHAaPT B OCHOBHOM NDEOHAIHASEH ANA WCNBITAHAE NPEIEpRATHREOR HI HATYPANEHOrD Na-
TEKCA, HO YCTAHOBNEHHEIR NPWHLWNE TS MPAME HMMBL B NPEIEDBATHBAM M2 0PyMx marepuancse. He cneny-
BT OHWAATEL, 4TO JHAYEHWA OTHOCWTEMLHOTD YONAHEHKA ANA CHHTETHYECKHMX MaTepWanos W HaTypanwHorD
narekca ByayT oo MHAKDD LM,

I
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rocT 1S0 16037—2014

M E X I OcCY 0o APC CTUBTEUHUHB H C T A HDIOAPT

NPEZEPEATHUELI PEIMHOBLIE ONA KNWMHWYECKHMX MCNbITAHMA
Onpegenedie PHIMYECEWY CEOWCTE

Rubber condoms for clinlcal riats. Determination of physical properties

Oata eeepnenns — 2016—07—01

1 OBnacTe NpUMEHEHKWA

HactoAwxi cTaHoapT pacnpoCcTRAHASTCA HA PEAMHOBRIE NPEISPEATHEL SNA KNHEHWSECHAE MCNbiTaHKE
{nanee — Npe3epRaTUER) W pA3PA0OTaH B KAYECTEE DYKOROOCTEA AN ANPenEnaHka UX HIMYSECKHE CRORCTR.
CTaHgapToM NpeqycMoTReHa Cepua NabopaTopHEIK MCNETAHWA, KOTOPLIE NPOB0OATCR HA NPEISPEATHEIX NPK
mofok ENAHAYECHOM HCTRITAHKIA NPW CPaEHe MY EOHCTPYELWMA ¥ K2UECTEa NEeIepraTHESE,

HacToAlpi cTaHaapT He NPHMEHAKRT NEMW MN3HUpOoDaHAH KNAHKYSCKAX AT ETaH M.

2 HopMaTHBHbLIE CCLINKA

OnA NpusMeHelRa HACTOAWEND CTAHOAPTA HEOEXODHME! CNE0YIOWKE CORNOHHBIE AoOKYMENTE. Jna Hada-
THROEIHHEIX CCRNOK NPUMERRAKT NOCNE0HEE WITAHWE COBNOYHOTD GORYMEHTA | BEMKYaA BOE &ro HaMeHeka].

120 37 Rubber, vulcanized or thermoplastc — Determination of tensile stress-strain properties (PeanHa
BYNEIHAI0BAHHAR W TEPMONNACTHE. ONpefeneHse yNEyronposSHOCTHEE CEORCTE MPW DacTAMEHHA |

120 4074 Natural latex rubber condoms — Requirements and test methods (MpelepeaTibiel W3 HaTy-
paneHoro natexca. TpeboBaHHs M METCOR MCNBEITAHKMIA)

3 TepMmHHbI U ONpegeneHua

B HacToAweM cTangdapTe npiMeHeHs TepsMnHel no 150 4074,

4 NnwuHa

4.1 OthrpaoT oT napTik 13 npesepeatveos. MaMEpRIOT W DEMTMCTRHPYVIOT ONWHY NPEISpBATHEDE MO
IS0 4074 . BRuMCNRIOT coegHeEapipMeTHYECKOS IHaYEHME OMNHHE KW CTAHOAPTHOE OTKNOHEHHE (MM QoBapK-
TEMLHLIA HHTEPBEN).

4.2 WasepaT ONdHy W WHPpKWHY HARoONATENA (CM. Tamke 5.2).

5 WupuHa

5.1 OthupaoT o7 napTys 13 npesepeatieoe. No IS0 4074 amepAoT ¥ PErHCTRHPYIOT LWIKMPHHY MNOCKo-
CROWEHHEIX NEEIEPEATUEOE HA YHACTKAX, PECNONOHeHHEX Yaped kawdse 10 MM, HaYMHEA C PACCTORHWA
30 MM OT 23KpRITOND KoHMUWA W 00 30 MIA OT OTEPRITOMD KoHUEa (BeHYMEd) npezepearkea. Ana kaxkgor yYactea
BRIYUCIAKNT CPaaHeapUgMAET MYBCKOR IHAYEHNE LWHMDHHE 1M CTAHOAPTHOR OTKAOCHEHWE (UMM AOBEDMTENEHEH
HHTEPEAN).

5.2 MoMHO NOCTPOWTE NpodMie NPEISDEATHES DOTOKONMPOBIHMEM YUCTRIN, ONYIDEHHED 1M pa3rna-
HEHHEE 0BpaILoR PRASM C NPoIpadHol NAHEAKDN.

Hanaxwue o PHUHANBHOE
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6 TonwwuHa

6.1 OnpegensdT TONWMHY NPEIEPEATMEA B ICHE NEPEX0Sa OT LWIHHIPHYECKoR YAcTH K HAKONUTEN
(MK ZAKPETOMY EOHLY, BCAW HET HAKONWUTENA]. BENONHAINT MIMEDEHME KK MOKHO ONMKE K 3aspeIToMy KOHLY
C YYETOM BOIMOMHOCTH PACTIDABWTE NASHKY M3 NATHE MHEPOMETPE D3 MIDRITOMHOMD HaTRMEHA.

6.2 HMameprioT no ISO 4074 4e Medes yem 13 NDEISPEATHESE MUEDOMETPOM C NNOCKOA NATEOH C MHOM-
KATORPHOA WKW WWdporod wKkanor ¢ TosrocTen 00 0,001 mm ¢ nasneHrem NATEA (22 L 4% kMa; pekoMeHgyemMsIA
OHamMeTp NATEA MAESoMEaTpa (5 L 2] M.

6.3 TOoMNWWHY TARHE MOKHD ONPEgendTe MeTodoM Mace no 150 2074 Ha y4acTie NnpelepeaTyeEa G napan-
NEfbHBIRA CTOPOHAMK. PEIYNBETAT TAKOTD CNPESENEHHR MOKHD HCNONBI08ATE GNA CLABHEHHA C DEayNETATOM,
nonyHerker No 130 4074, a Tanke npr HecbXoguMocT ONgeqEneHHMA B3anUMOCEAIN MEXDY NBYMA METOIIMHA
HEMEQEHAA.

T BeH4yuk

OTBwpaioT oT napTiik 13 NpeaepRaTMEOR, OTPEIAI0T BEHYMK HOMHULEMM WM OTDEIBAKNT ¥ DalEopaYueEa-
0T NpEISpEATAE.

MamepAioT ¥ PEMACTRMPYIOT GNdHy KE00M0 BEHYMER C TOMHOCTEM A0 T MM 1 TONWAHY B TREX TO4KaX C
ToHHCCTRID 30 0,01 M. BreliducnawT cpegHeapidiMeTH4ackos IHSHEHKE DMHMHEL M TONWKMHE BEHYMEA ¥ CTaH-
O3pTHOE OTENOHEHWE (MK DoRepuTENEHLIA HHTepBan ).

8 CeoiicTBa NpW HANONHEHWM BO3AYXOM

HanonHsT Boagyxom He medes 00 npesepaarieos OT NAPTHW B cooTeeTcTEMM ¢ IS0 4074, MameprioT
M 3anKCLIBAT FaspeIBHOR 0Gbes W Qaanewns ans kaxnoro obpasya. PekoMesdyeTeA 3andceIBaTeL peayneTa-
Thi C MIKCHMANEHOA TOMHOCTERD, KOTORYID obecnedveasT 0SopydoBaHWE, HE OHPYIMAR, KK NPeayCMOTPEHD
150 4074, Be4McnaKT cpedHeapidMeTMEECckoE JHaYeHWe SaBneHus, obeeMa W CTaHdapTHOE OTKNOHEHWE
(WMWY A0BEPUTENEHBIN WATEpBAN] W YKaTLBIOT YWCNO NPEIEPEATHEOR © g@daxTaMi (oBpalik C BHOWMMON
YTEHKOW BO3OYXA MK PAIDEEAIOWMECA NDH MUHUMANSHOM J3BNeH Wiang obbene no 150 4074 ).

MpumMessarne — PeaynsTaTel MoryT GuTs NPEACTAENEHE B BHLE THCTOMPAMME! MOH ORATREMME sCTebens —
AMCTEAs. LENken O03H=0M0 HCTHTEHWA ABNASTCA HE TONEKD ONPEQENesWe CODTEETCTEMA NpesspeaTheoE TpeboBaHHAm
150 4074, & Takse NONYYSHRE QOCTOREPHON DYBHKE CRPEAHSADNEMETAYECHOD SHAYMEHWA, QHANA30Ha, CTRHOSPTHOMND OT-
HNOHEHHA W KONAYeCTEE HECOOTEETCTEVIOW@E Wagenni. Ona Gonse AoCTOBEPHORA CUEHKM AS8EKTHOCTH PakEMEHAyETCA
HENBTHEATE HE Meses 2000 NpelspEETHECE OT NAPTAM.

9 PuanKo-MexaHW4YecKWe CBOWCTBA NPU PacTAKEHMMK

9.1 O1SomrpawT 20 NnpeaspeaTMEce OF NapThi. BeipyBaT 0Gpaiusl ANA BCNeITAHHKA U3 CEpegWHE Npe-
IEPEATHEA B COOTBETCTEMA C 150 4074, MamepaioT ¥ 3anKcelBAICT ONA Kaxgoro obpasua onxe K3 CIEen yiou|s
NapameT pos:;

a) OnM|y C TONHOCTRD 00 0.5 M 1 TONWHKY B YeThIpex TOMKAX C TOYHOCTR A0 0,001 s, 1unu

b) WrpHy NROCKOCNOHe HHOM aGpaua c TOYHOCTERID 00 0,0 MM 1 M3cCy © TOUHOCTRI0 00 1 MI

MonbiTeiBaKT 0Bpailbl HA DEIDEEHON MALMHE B COOTRETCTEMM C |20 4074, MaMepRioT ¥ perdcT pupyioT
C TOYHOCTR 00 0,1 H mogyns ynpyrocTi GnA kawgoro obpaada np yondaedds 100 %, 300 % 1 600 %% 1 you-
NAE NPK PAISLIBE, 3 TAKHES YONKHEHAE NPW DaIgLBEe (KK NRoUeHT OT NepEoHaYansHod OnkHb ).

9.2 BeivMcnawT cpefHeapuMeTHYeckoe IHAYEHWE MOOYNs YRpYIocTh obpazuoe npW YONMHEHAH
100 %6, 300 % W 600 %, vounue Npy papsige v yanuHesse (Jedopsaldio), a TANKe TPOYH0CTE NpH PacTake-
HIW CO CTAMAARTHBM CTEMOHEHKEM (WM GOBEDWTENbHbIK WHTEDEANOM).

B cnyyas 9.1b) vanpAasede o MMa, Mnd NpoYHccT NP PACTAMEHKMK BRSWCTAKT No fophyne

o=0935 F wm, (1

rge F — younWe nps paspese, H;
W — LLIMpKHE, KM#;
M — Macca, Mr
9.3 [OnA aHA3cTpONHEIX MaTEpWanos CEORCTEa NpH DACTAMEHWK HEoEX0aMMO TAKKE ONpeaensTe BOC b
ONMHHOA OCH NPE3epBaTHBA. JTH MCNBITAKKA NPOECAAT Ha obpaaue B hopme QRYXKCTOROHHER NONATKH, BeIpy -

2
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nedHoM HoMoM THRA | unk Trna |l o 150 37, Wapkaa uenoiTyesmoro obpaiga (HomadansHo 20 mm) anpegeana-
ETCA WHDHHOA CaYaHHA BRIDYBHOrS Howa. MaMepaiT M 3anvckBa T TOMWMHY Koo 00oasna B YeThlipex
TOMKAK © TOHHOCTRG a0 0,001 M.

10 Cmaska

Or1GupaseT 32 npeaepRaTvea oT NapTHK. WamepaoT mo 150 4074 M pEMMCTPUDYIOT MacCy CMaikd GNA Kax-
goro obpaiya B MHIWBAOYANLHOW YyNakoeke W Bea Hee © TOYHOCTRIe 40 10 M Bei4donRioT cpegHeapudmati-
YECKOE IHAYEHWE MACCsl CMalk NPEIEpBaATHES B WHOHWBHAYANEHOH YNIAKOBKE OO0 CTAHOADTHEIM OTKNOHEHWEM
{MNK QoBEDHTENBHEM WHTERBAN0M ).

11 OTcyTcTEME OTBEPCTHUA M BUOMMLIX OeeKToR

11.1 OTGupawT He mexese 315 NpeleppaTHEOR OT N3PTHW M MCNEITEBaKT 1o IS0 4074 Ha ecgonporrya-
EMOCTE. PErMCTpHPYEDT YHono obpaiuos ¢ OTEERCTHAMK (Ha DAcCTORHKM Bones 25 MM OF BEHYWEa) M paccToA-
HW@ OT 3aKpeITon eoHua 0o moboro obHapyseHHorn OTBEDCTHA, MAMEDEHHDE C TOMHOCTE 00 1 M.

11.2 Ha arol ®e Belifopke NPOBEPAKT KEMOLIN NPEISpEaTHR Ha HanKMYKe nedekTos (BENKHaR OTRED-
CTHA), ONPE0enfemMBl BUaYansHo. PErHCTpMpyT Yicne obpasuos ¢ aederTamy. onpaiensembiMg BrIyans-
HO, PACToNOHEHKWE W XapakTep Kawgorn JedexTa.

11.3 Ona Gones O0CTOBEDHCH OUEHKW COOTEETCTBMA MApTHKA MO OTCYTCTEMWID OTEEPCTHA W aedekTom,
ONEEOenAeMBEX BUIYANEHD, PEXOMEHIYETCA HCNLITHIEATE HE medes 2000 npelepearreob.

12 Wudcpopmaumna waroToBUTENA

MaroToBdTeNE gonses SeTe NPoMHEOpMUpPoEaH O NQCEETEHNA KNHHEYecEvy ACNBTaHua. Cnedyer aa-
NPQCATE Y WITOTOBUTENA CNEUREHMEILMD Ha DACCMATPUBIEMENA THI NPEIEPBATHER, COOSPMALIYID BhlLLEYKa-
JanHke DMIHYECHME CROACTEA, NOATEEpKAEHHE CTAbHUNLHOCTH (PHUAMKD-MEXAHKYECHWMY CRCHRCTE (40 ¥ Nocne
TEFMWUHECKOMD CTAPEHAA B TEPMOCTATE WKW COCTAPEMHBIX B BCTECTREEHHLIX YCNOBKWAX), 8 Takws HHipopMaU o
O BELWECTEAX, HCNONbIYEMBX ONA obpaboTei NOBEPXHOCTH (BKNK4aR CMalKy, PaspyWamnwyio crepMaToion-
Obl}, © TOKCHHHOCTH, ANMEPIEHHOCTA, GaTY WIroTORMEHWA W T. 4.

13 OononHWTENbHbIE HCNBITAHKWA

OT6MPET W HCNBITHBAKT NPEIEPBATHRE AC NPOBSOEHWA KNWHKYESKMXK WCNETaHKWE. Ecny npogonsm-
TEALHOCTE KNHHHYBCHAY WCRETAHWA NPEERILAET § MEC, HCNLITAHUA NPK HANONHEHMK BOS0yX0M W NPW pacTA-
MEHWIA NPOBOOAT KAaMOLIE G MEC W NDM 2BEPLUSHNA KTKHMYECKHY MCNbITaHA. TPY NOBTOPHEE HCNETaHMAX
NpeaepeaTHooR OFLEM BLIGODKA MOMHE COKPaTHTE.

I pPHMEY BHWME— Ecne NPKA ENWHAHECKOM MCNBITEHAKN WCCNa0ysdT 3ABHWCHMOCTE £a48CTEA UNA KPHTEDHER NDW-
Sk 07 W IWHECEME CEORCTE NPE3aDEATHES, BEHHD DTLNEHMEATE HAMEHEHAA STHE CEOACTE B X048 £NHHHSECKOTD WCNeITa-
HAR W Npu Heofxon MMoCTH NEAHRMATE COOTEETLTEYRIWMWE MEDE Ecnu Ape HCARTEHAK PACCHATEBAHNT HA NOCTORHHOS
COCTESTCTEME Toadaeasnan IS0 4074, saxHo yﬁEnﬂTu-EF!. HTO EHAMACKHS CEORACTES HE YRYQWWNWCe 00 TAKDA CTEMNSHA,
TR COOTERTCTEMS TpeforasHamM ROgASpragToA DUCEY.
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rMocT IS0 16037—2014

NpunoxaeHne OA
fenpaeoyHoe]

CEeOeHMA O COOTEATCTEMH MERTOCYAAPCTEEHHLIN CTAHAAPTOR
CCLINOUHLIM MEMOYHAPOAHEIM CTAHAAPTAM

Tabnaua J44

DEsanaveHAE i KO HEEHIIAHAE CODTBETCT EYHOLgEM

OECIHAYEAE M HAHMEHOEAHAE CORMOMHOND Cremneis
PASHIOCY D DOTREHHONS CTAMAART

MEFAFHA FLOHIID CT3H 2Ty COOTABRTOTAMA

107 FOCT 150 37—2013 FeadHa #and TEDMOAN&C-
THK. DnpensnesHe yApYIONPOYMH0CTHS X CEORCTE
NP DRCTRHEH Wi

150 37:2011 Pe3dHa aynN<LEsHI0BaHHEA W Tep-
MonnEacTHHHaR. OnpedensHue yNEYronooeHoo-
THEIX CEONCTE NP PECTAREHH
150 40742002 Mee3epeaTHEH U3 HATYPANSHD- —
ro naTerca. TpEBOBaHMA W METOOR MCNEITAHWA
* CooTaeToTEyWMA MEXIOCYNSPCTESHHEA cTaRaaRT oTeyToTEYeT. o ero YTEeDMOEH WA pOROMEHIYETOA WENoNE-
028TE NEQE80] HE PYCCHKMA A3k JaHHOrn cTanaapra. MNepesos 0asHoro cTAHAapTa HEXCANTCA B8 DelepansHoM MH-
FOpMELACOHHDM HOHOE TEXHRYEDEMY DEMMAMEHTOE W CTESIEPTOR.

I pPAMEBEYEHHWE — B macToAWERA Talneue HoNons30EaH0 Cnegysdiwes YCNoeHDE ofioasasesHe CTAMEHY COaT-

BETCTENA CTAHIARTOR:
-I0T — WOEHTH N HBIS CTEHOAPTE.
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rocTISO 16037—2014

BrEnuarpadiva

(1] 150 10993-1 Biclogical evaluation of medical devices — Part 1: Evaluation and testing within & rlsk managemeant
process
{EMONOrA4ecian OUAHKA MEdMUMHCKAE HIOENHA. YacTs 1. DUSHKA U MCNBITAHWA B DAMEAX NpOYSL-
Ca MEHEIHMEHTA PUCEE]

[2) 150 10993-10 Biological evaluation of medical devices — Part 10: Tests for irmtation and sk sensitizaton
(BHONOINAYesEan OUaHKS MESWUWHCKHE HALen«d. HacTe 10. MCNeITaHMA HA PAIOPEMEHHE W CEHEH-
BUNAIALND KO

(4] 150 14155180861 Chnecal investgation of medical devices
{KNMH@YECEME UCCNBI0BEHMA MEIHLUHCEAE HILEnKd)

fa) 150 14971 Medical devices — Applicaton of riak manegement to medical devices
{MeguUAHCRWE WagensA. MpUMeEHEH®E MEHSQHMEHTE DHCEE K S0 HUWHCHEM A30ENHRM ]

n Hedctayer IS0 1415520711 CHnical investigetian of medical devices for human seubjects — Good clinical practice
(KN#HHYSCKkHMe MCCNEN0BEHMA MELMURHCEMX MEAENNA AN NG, HEonesat an KNWHEYeCKaR HRPaKTHEE ).
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rMocT IS0 16037—2014

¥OK 615.477.86:615.038:531.7:006.354 MEC 11.200 IoT

KnicdeBsle CNoBa. NPesepBarTHesl DeIMHOBEIC ONA KAWHWYECHKME WCNETAHAR, ONPpeaseneHWe HIddeckis
CAOMCTE

&
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