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MacT P MCO 14607—2017

MNpeaucnoewne

1 NOOroTOBNEH OfwecTeomM © OrPAHAYEHHDR OTRETCTREHHOCTEID «UMTOnpoekTs (D00 «MTO
NPCEKTH ) Ha OCHOBE CODCTREHHOID NEPERO0a Ha DYCCEME AakiK AHMOAIEIYHOR BEDCHH CTAHAADTA, YHAIAHHOID
B MyHETE 4

2 BHECEH TexHW4acKMM KOMATETOM MO CTaHdapTHaaunn TK 453 clmMnnantare: B xMpyprddn

3 YTBEPX¥OEH W BBELEH B AENCTBVE MNpukazom $enepansHoro areHTcTea no TEXHWYBCHOMY -
MYNADOBAHKIO W METPOMROrAW oT 22 despana 2017 r. Ne 64-cT

4 HacToawWi cTawdapT uaeHTHSeH MeRayRapogHony cTadganty PMCO 14807 2007 aimnnantare xm-
CYErHYEckHE HEaRTHEHES. FIMNNAHTATLl MONoqHBX Henes. YactHue Tpebopanqax (120 146072007 «MNon-
active surgical implants — Mammary implants — Particular requirementss, [DT).

MK NPHMEHEHWKA HACTOAWETD CTEHZAPTA DEKCMEHOYETCA MCNONLI0EaATE BMECTO CoLINOYHLIY MENTY-
HAPCQHLIX CTAHGAPTOR COOTEETCTRYHILME M8 HAUMOHAMEHBIE CTAHGAPTE, CEBEOEHWA O KOTODLIX NPHBEISHE: B
OONONHATENEHOM NRAnoseHsa 04

& BBEOEH BMEPBLIE

Mpaeuna NELUMEeNSHUR HaCMoRWE2D cmardanma Yomanoaness @ cmamee 26 PedepansHosa 2akoHa
o 28 woms 2015 20 Ne 162-03 « 0 cmandapmuzaguy @ Pocculcnold Pedepayuus. Mugropmaum of 1a-
MEHAHUAX K HACMOALWaMY crmaqdanmy NyanuKyemes @ exeaodqoM (M0 cOCMoaHLI Ha T AN8a0E MEKYLLE 20
20da) UNBODMALUOHHOM WYERIAMEne «HaUuoHaNsHEE CIMandapmes, 8 CEULUANEREIT MERCITT UIMEHEHLLT
U [oNpEsoK — & EMEMECAYNOM WhopwalLoNNOM Ykadamene «Hayuonansdee cmandapmes. B cnyuae
eLECMOMPa [FaMetsbl) UL KMMeMs HECMoRWE20 cMandapma coomasmomeroiies yaedoumnexue ydem
CAYENUKOaHD 8 BNUNalwes BRITYCKE WEMECAYNOZD LUHGODMALUOMHCED VRAJAMENa sHauuoHansbbwe
cmandapmeds. CoOMBaMomeyian Uaghopmanus, yeedomnatue U MEKCTh! DATMELISKIMCH MaKwe 8 UH-
PooMaUUaRRON clcmems obiyeso NoNLINEaHUA — Ha OPUyUansHoM calme GedepankHNo20 SSeRMCcmMeEs Mo
MEXHUYECKOM) AS2WTUHROEFHLIC L MEMPOnozuny @ cemu Mumapham [www.gost.ru)

E Crangaprandgopn, 2017

HacToAwmE CTAHAIPT HE MOKET BeiTe NONHOCTER WK YECTHYHO BOCNDoMIBEREH, THRANKMPORAH W pac-
APOCTOaHEN B KAYECTRE GpHMUMANEHOrD waganra Ged pazpeweHHMs CenepansHone areHTCTREa No TEXHUYeCkD-
Ry DECYTHADOBAHMIO 14 METAON0MIAL

i
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Beenenue

B #acToAwen cTAHOARTE B GONGNHEHWE K TREOOBAHKAM, NPWBEISHHEIM B CTAHGaPTe ypoRHA 1, Npea-
CTARNEH METOO NEMMEHEHHA HEAKTUBHLIX XMPYDTHYECKAX MMANAKTATOR, OCHOBAHHEIN Ha dyHIaMENTAMNBHEX
npMHylnax IS0TR 14283, a Tasde MeTogd. B KOTODOM COMMacoBarsl CoOTBETCTEYWME obwMe TpebopaHHa
OTHOCUTENEMO MCNOMEI0BAHUA MEOWLMHCKMY MIOENKA B KNMHWYECKDN Noakmuke (cyM. NpUNnoxedre | oupex-
Tuesl 2342/EEC o1 14 moHa 1993 1, a TAKe A3MEHEHWA, BHECEHHbIE JMpekThEol Komuocua 20031 2/CE).

DononrurensHan MHDoDMalka No HMNNaHTATAM MONOYHBIX Henel npuesieHa B JupexTdiee 93420
EEC, nagawHol WHhopMaLnoHHeEM oTaencr EBponeickoi KOMWCCHHM No ODWEeCTEEHHEM H HALWOHANEHEM
BONPOCAM NPHMMEHEHKE WMINAHTATOR MONOYHED MEnea.

CywecTayeT TpW YDORHA EBRONSHCKUY CTAHOAPTORE, B KOTOPRIX PACCMATPWEAKNTCR TpebDoBeaHWA, NPpek-
ARMNASMEIE K NACCHBHBIM XHDYDIMYECKMM MMINaMTaTam (VooREHL 1 ABMNAETCA HAMBECIIMM)!

- ypoReHh 1 — ODwne TpeBORAHWA K HEAKTHMEHLIM XMDYDIASSCEHM MMNTaHTaTamM,

- ¥poBEHL 2 — HacTHwie TpeBoBasHa K rpynnam HeanTHBHLIX XHEYDIMHackiy MMnaqTaToe,

- YPOBREHE 3 — Ocobiie TpeDOBAHWA K OTOSNEHEM THRAM HEAKTHRHLIX XMDYETWUSCKHUX UMINAHTATOR.

HacToAwuri CTaugapT ARNASTCA CTAXOARTOM YDOOHA 2 M COQEPMKMT YACTHLIE TpeloRaHMA ONA rEYnkl
MAMMANTATOR MOMNOYHEL MENaa.

CrawgapT ypoasda 1, MCO 14630, yeravapnueaeT TpeboBaHWA, NoMMEHHMBIE KO BCEM HESKTHEHGIM XK-
pYprv<eckdd MumnadtaTas. B MCO 14630 takse NpiBegeHa MHDODMALKA O A0NOMHATENEREE TPeboBaHnA,
KOTODRIE OTPpaMeHE! B CTAHOARTAX YRORHEA 2 W 3.

OnA cooTRETCTEMA BCEM TPEBCEIHMAM HE0BXOSUMO HAYMHATE PACCMOTPEHME CTAMAAPTA ¢ Hawbonea
HHIKOTD YOOBHA.

")
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HALWOHANbHBIA CTAHOAPT POCCHMWACKOW ®EOEPALUMWM

MMMNaHTaTL XMPYProYeckde HeaKTHEH LIS
WMNNAHTATEI MONO4YHBIX MENE3

HacTHiie TpeSoBaHHA

Mon-acliva swegical implanis. Mammary implants. Particular requiremants

HOarta egeoedns — 2018—01—01

1 0OBnacTe NpUMEHEHHA

HacToAWWA cTAHOAPT YCTAHABMNWBAET YACTHELE TREBOBEAHMA K HMANZHTATAM MONOYHBIX HENe3 B KNAHK-
HECKOH NPaKTHEES.

B oTHOWEHHH Be3aonacHoCT HAacToORWMWA CTaHGapT YCTAHaENWBaeT TRehosaHHA K NoazaTenam HaaHa-
HEHIA, 0COTEHHOCTAM KOHCTRYELMMW, MaTEPWanan, OUeHKE KOHSTRYKLWA, NPOMIB0ACTEY, CTEDMMMIALAM, yia-
KOBKE, @ TAKe WHDOPMaLWH, NPeOoCTABNASMON HArCTORMTENEM.

2 HopMaTHBHbIE CChINKW

B HacToAWEM CTaMZapTe MCNONbIoEaHEl HOPMAaTHUEHBIE CCLIMKA H3 CNEAYIOWWE CTaHOADTel, KOTOPEIE
HEOBXOOQWMO YU TRIBATE NpH WCNONLIOBEAHWA HACTORLWEND CTadoapTa. B cnydae cochiMok Ha OOoKYMEHTH, @
KOTOPLIX NpHBEdEHa 0aTa YyTREDMOEHWR, HeobX0OMMT NONLI0BaTECA TONEKD VEasaHHoR peaakuner. B Tom
Chy4aa, korga JaTa YyTEepwOeHHs He NpHBEgEHa, cnedyeT NoNk3oEaTeCA NOCNEdHER PEGEKUMER CobNOHHBIX
BORYMENTOE, BEMCHEA MOTLIE NONPAEKA W HAMEHEHWA K HWAM:

150 34-1:2004 Rubber, vulcanized or thermoplastic — Determination of tear strength — Part 1: Trouser,
angie and crescenl tesl pieces (PeiuHa ByAKaHKWIMpDOBAHHKASR WKW TEpMONnacTki4Haa. OnpegeneHue NpoYHo-
CTH Ha paapble. YacTe 1. PAinpoeHHee, YIMoBsIE 4 CEpNoBMOHbIE 0BRaaLE)

150 37 Rubber, vulcanized or thermoplastic — Determination of tensile stress-strain properties (Peauwna
BYMHIHHIMPOBIHHAR WK TEPMONNacTHYHan. OnpegengHie ynpyronpoHHCCTHEIY CRORCTE NDH PAcTREaHHK)

IS0 10853-1 Biological evaluation of medical devices — Part 1: Evaluation and testing (Bronorideckan
CUBHES MEQWUMHCEAX Wanenni. YacTes 1. OueHKa i MCNeTanKka)

IS0 14155-1:2003 Clinical investigation of medical devices for human subjects — Part 1. General
requirements 150 (PykopoocTeo NO NPOBSASHKAID KMHHYECKHYE HOTBITAHHA MEQKUAHCKME Hagenyd. YacTe 1.
O&wme TpeboeaHHA)

IS0 14155-2:2003 Clinical investigation of medical devices for human subjects — Part 2: Clinical
investigation plans {PykoBoacTeo Mo NOOESSEHMI0 KNHHHMYECKHX ACNETAHME MEQULKHCKAX HI0enuid. YacTe 2.
MNAHKPOBAHWE KNMHAHECKHE WCNBITaHHEA)

IS0 14630 Non-active surgical implants — General requirements (HeakTHBHEBIE SHRYDIHYECKME KMNNAH-
TaTel. Of6WWe TpebopaH«A)

MF S 99-201:1984 Medical devices — Silicone elastomer of medical grade (MegWUHHCEME YCTPORCTEA.
CHNHKSHOBN INACTOMER MEOWMUMHCKOrS Knaccal

MNMpumedasne — B Bubnuorpadsie NEUBS0SHE MBGODMATHEHEIS CORMKK HE APYTME CTAHQARTEL

Wanauue oduHansHoR
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3 TepMmuHEl U onpegeneHnuA

B HacroAwes CTaHJapTe NpWMEeHeH:! TepmMuHbl, npueegennse B MCO 10883-1, MCO 141551,
MICO 14155-2 w MCO 14830, a Takke cneqyselKe TEDMHHL C COOTRETCTEVIOLWMAMIA ONPESENeHHAMK.

3.1 nepeaHAan npoekumMA: MaKkcuManeHan BelCoTa MMINARTATA NDH PAIMELeHHE 20 SCHOBAHKWA Ha
AMOCKOA MOPUIOHTANBLHON NOBEPXHOCTH MPM 870 HOMAHANEHOM 00haME.

3.2 OCHOBHES pasMepsi: AnkHa HMNNadTara no BoNeEWoR 0Kk W GNHHEE O Manod OcH NP pasMele-
MW BM0 OCHOBAHMA Ha NNOCKOE MOpPMIoHTANLHON NOBEDXHOCTA NEK Bro HOMUHANEHMOM 00beMe.

3.2 audpdbyara: MepeMeweHle MaTepUAana BHYTDE UMK HADYIKY MMINAHTATA YEPes HenoBpemseH-
Hy o oSonaHKy.

3.4 UHBLEKUMOHHLIA NOpPT: HacTeE MMNNaHTATa, NPeaHAIHAYSHHAA ONA BEEOSHWA MMMkl C LeNs Make-
HEeHMa 0DReMa MMANanTaTa.

3.5 mnnanTaT MonoYHoW Meneakl: Munnantat ¢ obono4koin, paipaboTasHslidl © Uensio YEEMnHeHHA
WK BOIMELLEHHA O0BEMa MONCOYHON MENadkl 1 HENONHASMEIA NDOWABOOMTENEM NHE0 KHOYDToM.

3.6 knanad: KoMnoHentT obonoHEn, B KOTOPbLIA BOTAENASTCR NDWCNOCoSne e GNA Haka|4uBeasHiEa 1e-
MNMEAHTATOR C DErYIMDYEMBIA ODBEMOM,

3.7 obonouka: OGonoYKa MMNNaKTaTa.

3.8 cpapcTEa opMeHTaUMK: MOMETEA BHYTDHM MMM CHARYIKI MMNNAHTATA, NOMOT3I0WAR XMPYDIY Nod3H-
LI¥OHUPORATE MMONAKTAT,

3.8 yreuyka: BETekaHye M2 AMNNANTATA BEWECTEA W3 HANSOHWTENA WK 0DoNoHKM WM BewecTes, ob-
PAlIoEABWETOCA B PEIYNETATE WX BRaAUMONSACTRNA.

310 wom: YNNOTHEHWE B MECTE COROMHEHKA CNNABNEHHLIX UMW CKNEBHHER MATEDHAN0E.

41 pegnonaraeMoe HCNonNbL3o0BaHKWe

MeumensioT TpebosanKA pasgena 4 MCO 12630,

DOcobol BHMMAHKE cRegyeT obpaTHTe Ha TO, YTOBLI HE KNUHWYECKOM COCTOAHKA K BEa0nNacHOCT Nau K-
EHTA HE OTPAIUNOCE ORHACTEKRE YCTPOHCTEA B TEYEHWE CPOKa ero CNywbed ¥ NpW YoNOBKAX &M HOPMATNLHOTD
HMENOMNEI0aaHHA,

Mpumeda e 1 —HHhopwagns o NPoIoNHUTENEHDCTIE NPEIRDNaraaMorn fyHEEHOHWPOBAHUSA NPESCTARNEHE
e 11.6.

Mpuumedvadnwe 2 — MrbopraykA O NONL3E NPMMEHEHEA WMNN3HTETOE MONOHHOR MENE36! NPESCTAANEHE B T.2.

MpuamedaHue 3 — Muoprauan O cneuativ-EckrE DUCEEE. CERISHHLIX © MMIANAHTETAMA MONOYHOR REMEES,
NpeOcTHENSHA B pasgenax 5, Gu 7.

5 OcoBeHHOCTH KOHCTRPYKL WK

MpuMersoT TpetosankA paigena S MCO 12830,

B yenax yaocRNeTRopeHHa TpeoRaHui, NpefLARNAEMbIX K MEeZNonaraeMomy QyHELMOHMPOBAMMID, Xa-
PAKTERMCTHKIA KOHCTPYKLMM SOMHHE YYRTLIBATE BOIMOEHOCTE OBHAPYHEHWA PaIpLIBa WMNNaKTaTa.

Kpose Tora, QONHHO GbiTe H3YYEHD BNUAHKE CTADEHWA MaTepuanon.

6 MaTepwansi

MpumensioT TpebosankA paagena 6 MCO 14530,

Kpose Toro, npu WMChoNe30BaHAR CHAMKOHOBOO anacTomepa NpuMeHsKnT Tpetosauia MF 5 90
401:1994, Ocoboe BHUMaHWE CNEnYeT YOenKHTL:

- BUCNOMAYECKDN GUBHKE WA0ENKA ¥ 2ro KOMMOHEHTOE B CNY4YaE HEWCNPIEHOCTH WMMNaHTaTa,

- CTAGKNBHOCTA Martepiana (8 oCoGeHHOCTIA HANONHATENA).

7 OueHKa KOHCTPYKLIMM

7.1 OBwwe TpebosaHua
MpeumensioT Tpedosanua 7.1 WCO 14630,
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MMNnaHTaTel MOMNOYHORN Meneisl 0onHHel SeiTe CKOHCTPYMPOBAHE! ¥ MATOTOBMNEHL TakuM 0GpazomM, 4To
M MCNONEI0EAHNE B HOPMENLHED YCNOBHAX ¥ COMMACHD NPeanonaraemonMy Ha3HAYEHUID He NOCTARMND Nog
Yrooay KNWHWYeCKoS COCTORMWE, BEIcNacHoCTe WNKM 300p0BLE NalWenTa. NMbble OCTATOMHBIE ABMNEHWA MIK
HEMENATENEHER NOGoYHEE MPEeKTE, KOTODRIE MOMYT BkiTe COAIAHE! © WX NDUMEHEHAEM, 0MHKHE NDeLCTan-
NATE OG0 NPUEMITEMBEIE DUCKA B CPARHEHAN C NONLI0R ONA NALWSHTA, NPUHRKMEA B0 BHUMAHWE TOT (hakT,
YTO NOMb3I0R CHATARTCA NPEMGE BCETO NPEMMYLYECTEA ICTETHYECKOND M NCHXONOIMYEckoro XapakTepa, Gyds
TO NPHUMEHEHHE B DEXOHCTRYETUBHEIX MIMNK KOCMETHUECKUY LENAN.

AMANWT DUCHOE W OUEHKS COOTBETCTBMA OOMMHE BblTe BRINONHEHE B OTHOWEHKK HANCNHWTENA, obo-
AOYKN M HMNNZHTATS MONOYHCR Henedkl.

7.2 JoknuHAYecKan oueHKa

7.2.1 OBwre TpeGoBaHMA

JokNHERYSCcKan OUEHKS MMIMaHTITOR MONOYHOR Meness JoMmsHa CooTEETCTRoEATL 7.2 MCO 14630,

B Tex crydasy, K003 WCNLITaHWe He NPHBSJEHs B HACTOALLEM CTAHGAPTE MW WMELWEECA HCNBITAHWE
HE NpHMEHWMMO, NDOWIBOGWTENE OONMEH NPEJOCTABMTE ONMCAHKE ANBTEDHATABHOMD YTEEDMOEHHOID METO=
Oa WCNETAHWA W NOOroTORKK WCNoNBE3IYeMbIX 0DpaILoE. ADEKBATHOCTE KPWTEPHER COOTEBETCTEHMA/HECOOTBET-
CTEWA, MPAHATLIX QNA OUSHKM, JomsHa BeiTe NpoaepeHa Neped Nposale HKesM MCNHTARKA.

Boe WoneiTaHya cnegyeT NpoBsdWTE HA roToBLIX CTERMNUE0BAHHLIX MAJENKAK WM KOMIOHEHTAX,

BuiGpanHsid pasmep obpaszua OCHOBAH Ha CTATACTHYECKMK PACHETaX, KOTOPBE NomEHEl BelTe oBocHo-
BAHE M 3A00KYMEHTHPOBRHI

Mpume4arne — B OTHOWEHMY YTESPRIEHHLL METODOE MCMBTAHWR, DOCTYNHED 0A JOKMMHEHECKOR OUEHEM,
HECTORALWME CTAHLADT CTPEMAET COBJEMEHHLIA TEXHWHECKHA YPOBEHE.

B cnyJyae yYMECTHOCTH, OMA Oy THX MaTEpHancs NoMWMD CHNUEOHE MPOMIBOOUTENs OOMMEH PacCmMo-
TPETE 1 pa3paboTaTk MCNbITAKKA B COOTEBETCTEHA C 7.2.2.

7.2.2 MexanvyeckHe HCnbITaHnA

7.2.2.1 Obwse TpeboraHus

MexadHnieckws MCNETAKWA CNanyeT NPoBoOMTh B COOTEETCTEMA C Npunoeeddame &, B, C, D« E, pe-
IYNETATEl KOTORLIX LONMHE YOOEMETRODATE YCTAMOBNEHHEM TPEeB0oaHHAM.

Liensi MeXaHUYeCkUY HCNBLITAHKA ABNRETCA NOOTEELKIEHME HAIK0H YAcTOTul PA3PLIEA WIZENWA NPA
HOPMaNeHLIX YONOBREK JXCINYATIUNA.

7.2.2.2 UenocTHooTe oBonNoHEM

7.2.2.2.1 Obwue Tpedosanua

CnegyeT GuEHNTE LENoCTHOCTE OBonodsm.

HMcneITanMa xapaKTepuc THE 0D0NoqEY M3 CHNMKOMOBOTD 3MacToMapa on#Hsl GbiTk NPOBEEEHLI B COOT-
BETCTEMK C NpUNoderren B ¥ YOORNETRODATE YCTAHOBRNEHHBIM TReDoBaHrAM. Kpome TOro, CReqyer paccmo-
TRETE MPEOnoRoHEeHRS 0 HANKYOLWIEM CLEEHADMWN.

Ona gpyriax MaTepuanos MoMyAMo CHNMEQHOBOMD AMACTOMERS OONMHE BTe paipafoTadkl CcOOTRBETCTEY-
IOLLYMAE ORI T,

7.2.2.2 2 YonuwaeHue

Meneimanne yonAHe s 0Gono4YkK Ka CHNAKCHOBOIS 3NACcTOMEDE CNEdyeT BeINONHATE B COOTBETCTAMM C
B.1, peaynsTaTel KOTOROMD AOMEHE YEORNETEODATE YCTAHORMEHHSEIM TREGORIAHMAM.

7.2.2.2.3 NpoMdHOCTE H3 pasphiB

HMeneiranme NpodHOCTH Ha paapkln CNEQyeT NEOROONTE B COOTERTCTRMM ¢ B.1.

7.2.2.2. 4 NpodHoCTe COBOWHERRA, WEOE WK CRagy

Meneitande 0edekToyoTORYMBOCTA COBAMMEHHA, WBOR M YANOTHEHWR cnegyeT NooRoOWTE B COOTRET-
CTEMM ¢ B.2, peayneTaTsl KOTOPOrS GONMKHE YOOBNETBOPATE YOTAHOAMNE MHEIM TPeBoaaHMam.

7.2.2.2.5 Nhaaidn oBonodkd

CneqyeT TWAaTeNsHe NoOXoOMTe € BLGOpY MaTepanon, WCNoMNBAYEMBIX ONA WITOTORNEHWA 0GonaWiA.
MNopepEMoCcTd Kak BHYTEW. Tas @ CHADYHKA 0G0N0o4KE Jon#Hsl MAHHMUIKMPOBATE WKW NPeOoTEpalaTE DpHE-
UHOHHOE MCTHRAHKME W MEXOY NOBERXHOCTAMM ODONOYER, 3 TAKKE MEXOY NOBSLXHOCTRS OSONOYKK 1 Me-
CTOM YCTAHOBKK MMNNEMTATA. ECNK 8CTe BEPOATHOCTE, YTO TAKOE DMELMOHHOE UCTHPAHKE DYOET CEPREIHOR
Npofnemoi, HIroToBMTENE JOMKEH YKalaTk BCE CODTEETCTEYHILME MCNLITAHKA, NPOSEIEHHEE B LENSY nog-
TESWOEHWA NEMOQHOCTI CDONOYKK ONA MMNNEHTALRK.

7.2.2.3 MenpasHocTe KNnanaxa WK MHeEKUROHHOTS Nepra

McneITanua Ha NpagsMeT WCNPagHocT ENanaqHa wid MHsEKLMOHHO NopTa cieayeTt npoeoauTe B CooT-
BETCTEMA C NPUNOMEHan C, peayneTaTk KOTOPEY 0MKHEel YO0BAETA0PATE YCTAHOANEHHEIM TPEGORAMNAM.
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7.2.2 4 HanonH«Tenk

7.2.241 OBwme Teebosaq«a

DHIAMYECKAA COBMBCTHMOCTE MEKOY HAMONHUTENEM KM ODONoYEoH O0MEHA DeITh NEOOeMOHCTRMpORaHA
nyTeM NPeaocTasneHud JoNrocpodHEX AaHHEX O PYHKUMOHMDOEIHMNA 0 LENOCTHOCTIA OD0noden.

7.2.2 42 MonNsiTaHke KOMeanaHsly CECHCTE CUNKKOHOBOND M2na

Ecnv B KauecTEE HAMONHWTENR WCNONBIOBAM CHMMMKOHDBRA TNk, CREOYET NPOBOAMTE WCNBTaAHWE B
COOTEETCTAMM © NpUnoweHKes D Ha KOreaMBHeE CBONCTEA ANA OUEHKH KaK DECNOfMYeckhy CROACTE, Tay ¢
YHUCTOTE rend. Monemasda DonsHel YOORNATEORATE YCTAHOBMEHHLIM TPEGOEAHMAM B LWenax OnNTHMHAIZLMM
ENHHAYECKOR 30 OeRTHEHOCTH W B830NacHoCTH,

Ona gpyrkx HanonMUTEN2H NoMMMO CUMRKDHOROND MenA CnegyeT NPUMEHATE COOTEBETCTEYIILLEE 1 YT-
BEQHOSHHOE MCNETAHWE KOMEIMBHEE CBOACTE.

7.2.2.5 NpoqdHOCTE MMORaHTaTa

72251 O6wwe TpeboaamHHA

CTATHYECKME MCNBITAHMA MNQOYHOCTA Ha PAIPHE, YCTANOCTHOM NPOYHOCTH M yOAPONDOHHOCTI 0N HE
NPOBROOWTE B COOTRETCTEMK C NPHNOMe e E ¥ yIoRNeTEOPATE YETAHORNEH HElM TREB0BaHWAM.

T.2.2.52 MenwiTanue YoTanocTHON NPCHHOCTH

HMohBiTaqye yoTanocoTHOR NPOYHOCTH CNeayeT NpoBoSHTe B cODTRETCTEMH ¢ E. 1. MNocne MonBTasuA nox
OCMOTRE © OECATUEPATHLIM YEENHYSHHMEM Ha 0DONCHEE MMMNANTATA SONKHE OTCYTCTBOBAETE PAIDLBR, TRE-
LM MLl M pA3peakl.

7.2.2.5.3 Meneimakue yoaponpoHHocTH

McneiTaume yoaponpoddocTi cReayeT NPOB0AMTE B COOTBETCTEMK ¢ E.2, pRaynkTaTk KOTOPOrg AomsHe
YOOBRMNETRODATE YCTAHORNE HHEIM TREEoBAHMAM.

7.2.2.54 CTarWuyeckoe WCNTAHWE NPOYHDCTH Ha paapkie

CTaTHYSCKOS HCNLITAHKME NPOYKOCTI Ha DAIPHE QOMEHE NPOBGOKRTE B COOTRETCTEMK ¢ E.3, aro paaynk-
TaTki CNEOYET OOKYMEHTHPORATE.

7.2.2.6 DGwem

Ofbem NEELBAPUTENEHD IANCNHEHHOTD HMINAKTATaS J0MEeH GelTe B Npedenax £ 2.5 % or obwema,
YEASEHHOMD Ha ynakoske (o, 11.3). Ofbem gonked BLiTe yEasad B eguHduax Cl.

7.2.2.7 Paamepk

CrheayeT QoKYMEHTHDPOBATE OCHOBMLIG PAIMEDE] NPEONONAragMond JMIaRHa ¥ NepeaHeld NDOSKUWKM 1 X
OOMYCTUMBIE OTKNOHEHME.

7.2.2 B NopepRHotTE

EcnK noBepxHOCTE cieydansso obpaGotana, 91obe copMUupoBate GNPegeneadHysd TEKCTYRY, Wonki-
TAMHWA NOBRDXHOCTHEE XA0AKTEPUCTHK OOMMHLL DelTe NPOBE0EHEl B COOTRETCTBMM C NPWNOMEHHAeM A, 3 KX
peayneTaTkl I3dMECHDOBIMEL,

7.2.3 OueHEa XMMHYECHHMX CEBOACTR

7.2.3.1 DEwwre TpeboBaHKA

CReayeT NRpoaoaTE CUEHEY XHMHHECKME CROACTE 0S0N0HKA 1 HAMNONHUTENS.

1.2.3.2 Marepuan oGonodki, CUNKKOHOBRIA 3NACTOMED MIMA MATaPWank! C MOKPBETHEM

Ona Toro yTobe OUeHUTE BeI0NaCHOCTE YCTRORCTEE, HeoDXoaMMo NPOBOAMTE AHANKI JKCTRATHDYEMEBIX
WA BEA8TARMblX XMMAYRCKIX BRIIECTE (OCo0RHHD Onpedenaque XapakTepUcT v M KONMHECTEEHHBLIA aHanUy
MATERHANOR C HAIKGH MOMEKYNEPHON MaccoR).

7.2.3.3 Mateprans AnA HancnHWTENs

LonsHD EeiTe BRINCMHEHD ROADGEH0E ONPeOEneHts XMMMYeCEMY XaDAKTEDHCTHE HAMOHMTENM,

Oon#He EBulTe NPEAOCTABNEHL AONMOCHOYHEIE DaHHBIE O CTADMAEHOCTIA B QHIKONITHYECEMY YCNOBMAK
W pEayNkTaTkl MCCRBO0RaMHWA YCHOPEHHOMD CTADEHWMA, YToR: NpeOeMOHCTDUPO8ATE BNYAHHE BREMEHN 1 TEM-
NEgaTypel Ha QUAMYECKHE W XMMAYECKHE XADAKTEDHCTIEM YCTRORCTRA.

7.2.3.4 Monemadde Ha yTedRy

CrhenyeT QUEHKBATE YTEYKY M3 Lenord HMnnaHTaTa.

MpumedaHue 1T — B HAECTORWES BOEMA OTCYTOTEYET YTESEHMOSHHBIR METOS MONBITAHMA. JNA HMONEHTETOR
C CHAMKDHOBOA 0D0NOYKOA W CUNHEOHOERIM HENDMHNTENEM HEACHD, Eakad 4ons yTedkd NPoMcxod T wa obonosin, a
HEHEA — W3 HanonHeTens, Meamogs wconegosaddd i TpedoBaHuA No SaHHOMY HANPEBEMREHWH HEXOOATCGH HE CTaOWK
PACCMOTREHWA.

Mpumedadve 2 — B HBcTOAWLSE BREMA MWMEKTCA QB8 METODE MCCNEO0BEHMA. KOTODLIE MOTYT NPEOOCTARNTE
BE#HYH MHDODMEUMN OTHOCHTENEHD YTEYHN HENBTEHWE Ha yradry 2 ATTM D703-96 1 HENbITAHNE B NPANCHEHAH H.

4

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 8/28
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-14607-2017



https://gostexpert.ru?utm_source=pdf&utm_medium=57956
https://gostexpert.ru/gost/gost-14607-2017?utm_source=pdf&utm_medium=57956&utm_term=page

MoCT P UCO 14607 —2017

T.24 OueHka GHONOrHYeCcKWE CBOWCTE

Byonorvyeckan DesonacHocTe HMNNAHTATa JONKHA OpiTe OUEHEHA B COOTEETCTEMK ¢ TREGOBAHNAMA
MCO 108931,

CnegyeT OUEHWTE MECTHYID M CUCTEMHYID TORCUYHOCTE MOSOro BEWEcTaa, NoNagaiowers B OpraHmAIm
MNOCOESCTECM MMIMaHTATOR MONMAYHONR MEneds. ToOKCMKONOMYEcKad OUeHKa GON¥KHa OplTh OCHOBAHA Ha XM=
MEAHECHIYK XBPAKTEDHCTHEAN 1 TOKCHKOKAHETHES MATEDWANOE, Ha UMEKLWKICA HAYHHEX A3HHEX, KACACLMNCA
TOKCHECMOMAYECKMY ONACHOCTEN W DHCEOR, W, B CNyYae HeoBXoguMocTi, Ha CnedruYeckus MCneITAHUAX.

KpoMe Toro, cneayeT 0aTk OUeHEY BOIMOEHBIX KDATKOCPOUHE M O0NMocpouHe dddakTon, Brmoyan
UHTOTOECHMYHOCTE, PA3NpaMaHHe, TeMOCOBMECTMMOCTE, MEHOTOKCHYHOCTE, WMIORAHTALMIO, HMBYHOTOKCHY-
HOCTE W ARYTHE DOopMEBl CUCTEMHOR TOXCUYHOCTH, PENPOOYKTUEHON TOKCMYHOCTH W KaHLEepore HHocTI. Kpome
TOMD, CNESYET OUEHATE BNHAHKE TEKCTYDEI NOBEDXKHOCT A OBONOYEM HA OKDYHAIOWLAE TEAHW. PeayneTars oLeH-
K AOM#H Bl OBTh NQHEATE BO BHEMAHKE NEE aHANKNIE PACKOE. CEEOEHMA O TOKCHKOKHHMETHKE NOTEHUWANEHO
TOKCHYHBIX WA XMMHASSCEM AKTUBHEIX MHIDEQWeHTOR MK NPOOYKTOR DAINoHeHUA HeolxonumMel, Tak Kag 80Ty
BEPOATHOCTE, YTO MOCAE MMIMAMTALWMN OHK MOMYT NONSCTE B OPradMas B aHaYNTENLHEX KonMdYecTeax. Mo-
X00A 43 aToro, TpefyeTcA MHGOopMaUKA O pacnpefenesyd, NpeodpailosaHml ¥ BHBEJEHMH, MPUMEHHMIR
NYTH BOINEACTEMA.

MpodapooMTens DoMEad CRpedendTe # oDoCHOBATE, BCTE MW HEODXOAMMOCTE B NOOBELEHHH KCNbLITa-
HIEA N vivo.

mn PHMEa4danHne — Ch.I.EIHKE. MORET EXNIOHETE WOCNEgOBaHHE COOTBETCTEVHILWBID CNbiTa WY HCNRTEHWE B pe-
ANEHBLIX YCNOB AN I'I-:n,qnﬁu-:-r-:- PO EHEE NOABONAET CRENATR BRBOT O TOM, “TD HP'DEEI,QEHI-'H ACTRTAHWA HE T[.?B‘E}I‘BTEH,

ACNK MATEPHAN BMTINAHTSTE, HINOTOENEHHEW TAEMM e obpasoM, Ras ¥ MaTepHan NpoBETHPYSMOND yOTROACTEE, MMEsT
HETOOHE NENCEATELHOM HENONBEIOBAHWE B YEaaaHHol ponwy (MCO 10853-1:2003, paznen 6).

7.3 KnMHMYecKan oueMKa

MpusenaoT Tpebosawws 7.3 MCO 145230,
Ana KNHHMYECKKE UCCNedoRaHMA NDMMensioT Tpedoeanmua MCD 141351 » MCO 14155-2.

Mpumedadne — JomonHMTENSHAR MHBOPMAaUKMA No NUTepaTypHeM OadHe npsgotaEanesa 8 MCO 14155-
1:2003, npunoeskandes A

Liensi sNuHAYECKON OUeHKW ABNRETCA OLUEHKS KOMWYSCTES M YacTOoTkl MECTHRIX OCMOMHEHWA, B 4ACT-
HOCTH KANCYNAQHAA KOMTPAKTYDA M DAIPRIBEICTAJEHME MMONAXTATA MONOHHON RENeds, NOCNa NPasuibHon
HMNISHTALKN,

KpHTepud NpHeMnemecT (T, 8. BeaonacHacTd ¥ 3G ekTHBHOCTH) KNHHMSECKOR OUeHEM J0MmsHEl DalTe
YETED ONPefene sl 4NA Toro, YTobe 0EeCNewnTs NPORESEHHE OUSHKH DHCK/NONEIA 1M NPENOCTARMTE QOKa33-
TeNECTaa GeaonacHoCTH KU 3MMEKTHEHOCTH KMNNaHTaTa.

OnA nomyHeHna ToHHoro aHaniaa peayNsTATOR KNUMHHYECKHE DaHHEIE A0MHH L GbiTh OCHOBAHS Ha Onpe-
SENeHHOA NDOSONHHUTENEHOCTH NOCNESVIoWEro HAGNIKASHKE 38 NALMEHTAMKA ¥ Ha JOCTATOYHOM KONHHECTEE
PENPEISHTATHEHEX NALKEHTOR,

KNMHHYeckre DaHHbE, NPeaotTABNASMBIE NPOWABOOUTENEM, A0MEHE BbiTE NeNYYeHil !

a) no peaynsTaram NPOCNEKTHEHEDX KNHHMYE CRMXY HCCNEOOBAKME PACCMATDHEASMEX MMNNAHTATOR MO-
NOYHONR MENEIL!, KOTORRIE NPOB0OKNMCE N0 COOTERTCTAVIOLEA NpOorpamMe;

b} Ha Gaze NMTEPATYDHLI QaHHBX 0 NPEOWSCTEVIOW MM KNHHWYECKMM MCCNanonandiam W OanHeiM, oc-
HOBAHHBEIM HE ONBITE MPHUMEHEHHA HIANNEHTATOR C TEMY XE NAREMETRaMM KESHCTDYEUWA M Y HELWOHANLHBIMK
XADAKTERUCTHKAMM, KAK M OLEHMEASMbIE MMNANAHTATE MONOYHOR Mengak.

JamHeie, NONyYeHHBEIE M3 NATERATYDHEIX WCTOMHMKOE MNKM NPAKTHENM NDHMEHEHNA DY Magendii,
GOMHEHE! OTEEYATE CNE0YIOLMAM KPUTEHIEM:

= MOEHTHYHOCTE OUEHHBAEMOTD MAOENNA M MANENWH, KOTOPBE RENSIOTCA NPENMETOM OTHETOR, SGOMHHS
ObiThE NPOASMOHCTOHPOBEHA C TOYKH 3PEHWA OCHOBHBIX KOHCTDVETHEHEX NBPAMETROB W IKCNNYATALMOHHEIX
HADSKTEPUET MK,

< BOE MCNONBEIYEMLEe NaHHEE O0NKHB! BblTe NOAYYSEHLE W3 KOHTROMWDYEMEIX KNHMWYSCKMX WCCneao-
BAHMA, J0MeHEM OBPaI0M paIPAEOTAHMEY W NDOBENE HHEK KOMODTHEX WCCNeqoBaAMWA, MCCNEO0DaHWA TUNE
S CNYHARKOHTRONEY MK W3 TDAMOTHS JANCNHEHHBEIX HCTOPWA BonesHd. KNHHKUYeckke JaHHsle QormsHbl Dol Te
MOMNYyHeHe!, JOKYMEHTHREOBaHE B EPHTHYECKH CUEHEHLI CNEUWanvcTamy, oEnadaiow vy COoTRETCTEY DL M
ONETOM W AHaHKAMK. TpHYer gaHHBE BOMEHE OeiTe oNyENKKOBEHE B DELEHANDYEMBIX #ypHanas. Jokaia-
TEMNLCTEA, NONYUEHHLIE OMA HAYYHOMA OUEHKM W D3IHLIX OTUSTOR 00 OTOENkEHED CMYYAAX MNM K3 HeoBosHo-
BAHHE AXCHEETHBXK IAITICHEHWA, ARNAKNTCA HEQOCTATOMHEIMI.

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 9/28
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-14607-2017



https://gostexpert.ru?utm_source=pdf&utm_medium=57956
https://gostexpert.ru/gost/gost-14607-2017?utm_source=pdf&utm_medium=57956&utm_term=page

MacT P MCO 14607—2017

7.4 MocnenpogakHibid KORTROME

MpumersioT TpebosannA 7.4 MCO 14830,

B pamkax npeanpofdadHex TpeboBaHHA NPOKMIE0OWTENE QONKEH TAKKE NPHHATE Mepsl ans Gyaywed
KNHHUHECKOR GUSHKN ADNTOCROYHOMD (OYHKLMOHADOBAHUA W YACTOTE OCNOHEHHA. 3TH MEDhl J0MHHE NDeT-
YEMATOHEATE AHANWE SACTOTE CNYYARE KANCYNRPHON KOHTDAKTYEE, DAIPLIBA/CNASEHWA M CHCTEMHBE 20 dhek-
TOR M0 KCTEHEHWI I3PAHEE YCTAHOBNEHHEX NEPUOACE BREMEHL.

8 NpouzeoncTeo

Mpumensiot TpebosankA pazgena B MCO 14630,

9 Crepunuaauma

MrnnauTaTe: 4okl NOCTARNATECS B CTEPHUNEHOM BUEE.
MpurersioT TpebosaHuA 9.1, 9.2 1 9.4 MCO 14630,

10 ¥nakoBKa

MpumensioT TpetosankA paigena 10 MCO 12630,

11 MHcpopmauma, npegocTaBNAEMan NPOUIBOOUTENEM

11.1 Dbwme Tpebopanka

MpeumersioT Tpeboeanks pazaena 11 MCO 14630, NpreegeHHan ke MHQopMayka goneHa GelTe vEa-
JaHa NPOWMABGOHTENEM HA ITHKETHE MK 8 cOopHMKe MHQOoPMaUKKH, NPEIOCTARNAEMON NPONIBOORTENEM,

MpumedaHwe — JaHHeE OTHOCHTENEHD BONPOCOE OTCNEXHBASMOCTH MpwBsdeHs B MO0 16054 » TR 14060,

11.2 MopTopHan CTEPHAKIALMA

Ecni noBTOpHAR CTERPUNMASUMA HEDONYCTME, 3T0 OONMHD GbiTk YyEAIAH0 B HHDODMALWA, NPELOCTAD-
NAeMOoR NpoMasoaMTened. MpY BOIMOKHOCTH NPOBEOEHHR NOBTODHOR CTEDUNMAALIWY, NpUMEHADT Tpedona-
HuA 9.3 MCO 14630:

MprMeEYa HWE — Maganue, TpebyOWES NDETOPHOA CTEMANHIEUAK, PACLEHUBAKT KaK HECTERWNEHDE.

11.3 OcHoBHLIE PazMepk

Ha atveeTee gonmke GxTes yEa3aHs OCHOBHEE DEIMEDE, NEPEAHAR NPOEKLMA W HOMUHANEHBIA OFbEM.

11.4 Bnuadne OWarHocTHHECHME METOOOR

OonmHn SulTe YEAAAHO BENAAHME HA WMONAHTAT QUATHOCTHYECKN METOAOR, HANDHMMED MAMMOrpadHM
MM MBrHATHO-DeAsHaHCHOR Tamorpadmm (MPT).

11.5 MaTepuankl gnA HanonHUTE A

Ons HanonHASMslX MMINAHTATOR NPOMIBOIHTENE JOMGHEH YKalaTy pEKOMEHOYEMbIR MATEDWAN ONA Ha-
MOMHWTENA W WHCTEYELAM MO HaNonHEHKIo.

11.6 Mudropmaumna of oxMHOaeMoM CPOKE CRYHOLI

MpoMasoaMTENE AOM¥EH NEen0CTARMTE MHPOPMALMID 00 Ce0ae0oil PO TENEHOCTH MCNPaAREHOM
EYHELUMOHRDOBAHWA HWAOEMKWA, NPEqNoHTHTENEHO Bl DAKESHHYI0 K3K OTHOCHTENLHAR DOMMOBEUHOCT B MMM H-
Tata g Tederne 10 NeT 1N MeHes, B COOTRETCTEMM C© MeTogom Kannada-Melepa wnu OpyrHm cTaTHCTHYE-
CHHM meTonos. Takas MHDORMALKMA BEACHAET NepeHHMcnerke DarkTopoB, KOTOPRE MOMYT CKASLIBaTE CVLLLES-
CTEEHHOE BNHAHKE Ha DasTUHeCkui cpok cnysbel OTOENLHOTD KMINAHTATE.

MpumedaHue 1 — Ha npakTwse HE NPEOCTARNRETCR BOIMOHHEIM TOHHO NPEQCKAIETE HaKTHHECHANA GROK CNYH-

Dbl OTEENEHOM MMINEHTATA. NOHRTHO, 4T0 HA HEKCTOPLIE PAEKTOPEI MPCMAE0ONTENE MOEMNRRTE HE MOKET. 3TH GagTOps
MOTYT OHAZLIBATE 3HAYWTEMNEHOE BIAMAHHE HE CROK crymbs OTOENEHON HE0ENHS 1A BEMDHAT KOHEDETHYRD NPOLBgYRY HM-
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MNAHTALHE, SHETOMEHECKHE OCOBSHHOCTI W COCTORHUE SO0E0BERA NAEKMeHTd, 870 NOBEJEHWE W CIEiF}EE HHIHH I:H.':iI'IpHMEFI‘.
JAHATHAAR EI'ICIPTEM:I. 3 TakHE NPpegcrazyeMble ¥ HENPeOCKazyaMele BHELWHWE MaXaHHYaCkma BOABACTEMA.

Mpumedadne 2 — Mpod3aeoaETens MoHET BEpGpaETeE NpPeqnoyTUTENLHEIR BaTod oTolpamenis nHGopMaure,
KSCHALLEACH DHWOHESMOND CPOKE CnyMOEl NPpY onNpagenesHex yonoenax. JonsHa Geime BmoHeHE MHEOopMAane, DoHO-
BAHHIR HE CTATHCTHHECKAY OAHHEN.

Mpusiepel DOIMOKHE METOOOB BUTIOUAINT YEIIZHWE!
= MpELRONAragmors cpoka ciywbel, QOCTUMEIOLEND M ISEMOI0 IHAYEHMA,

- QMANAI0HA CHMOAEMEX COOKOR STy KOk
- CTATWCTHYECKDH HHDODMALMK, NOMYYEHHONH HA OCHOBE DAHHBIX 08 VHE HMNNAKTUPOBAHHEE aHano-

THYHEBLE H3OENHAX.
Mpumeywarne 3 — PamynsTaThl MCMBITEHWE, YES3EHHEES B HSCTOALWLSM CTAHOADTE, NDEODCTRENAKT NONEIHYD

HHODMaLMID ONA NPOMIBOOWTERA B MNaH8 NPOLBcCa OUEHRK TOrd, KaRdM oOpa3o0m NpegcTaen Te DaHHBE OF termoacsmanm
GRORE CIYHOEL

11.7 MndopMaura ANA NaLWeHTa

MpoMaeoOMTens GONMEH NPeACCTABMTE NOMLI0BATEND MHOPMaLMID, A0PecoBaHHYIO NALMENTY, B Co-
OTBETCTEMM C NpUNokeHes F. MHdhopMaukoHHan Nogoepska nauMenTa 00MeHa CogepwaTt opMy HHiop-
MHPOBAMHOMD COrMacKA. 3Ta opMa OonwHa BTk NOGNACAHA M 4ATUPCEIHA NALMEHTOM,

Mpumewanue — MPOMIBOOATENL HE HECET OTEETCTESHHOCTH HA 38 Nepeaaqy MHGODMALEA OT NoNe3I0EaTanA
NAUMEHTY, HH 38 NOANKCAHKE NAUMEHTOM oMbl BHEOPMAPOBAHHONT COrNBCHR,

11.8 3THkeTHH

Y¥Nakopka OomsHa BEMIOYaTE HE MEeHSe JBYE ITHKETOK MR HCNoNEI0BaHKA B MCTOPHW Boneadd nayKes-
Ta WHNK KEZpTOHKE NayWedTa. Ha aTHEeTEaxR GonMHo GelTh NepeqrciieHD ey Lies:

a) HAIBAHWE WNK TOProBan Mapka 4 30pec NPoWIBnaUTEnA;

b} uudopmayna, HeobxodkuMan Ans HISHTHDMEALAK WMNNaKTaTa,

Mpumeyad e — OHE GONEHS BENEMHETE CREOyLes:
- HOMMEPHSECKOE HE3BSHINE WMNNEHTETE;

- ONWCEHWE NPOTESE,

- o8 HANDNHEHWA;

- WIMA NALMEHTE;

- NeBBIA WNK NPAEEA [OTMETHTE HYHHOS];

C) CEPHRHBA HOMED HNH HOMED NAPTHM.

11.8 Hudropmaura ANA NoNL3I0BaTENA

MposapooMTens OOMMeH NPefocTaBMTE NONEIOBATEMN0 MHEOpMaLMKID B COOTERETCTEMM C NDMNONEHN-
enM &5

11.40 MapkupoBKa HMANARTATOR

MpusseranT Tpedoearya 113 MCO 14630 kpoMe TOro, Ha MMNNAHTaTe QONKeH GhiTe yKAIAH HOMH-
HAaNbHLIA OEbeM AW pasMep 0SonoYKi.

11.11 Kapra npoM3IpogwTenn Wagenia

KapTa npoMapoguTans Magends OomsHa GuiTe 3anofHeHa BpaYomM | BeE0aHa NaLMeEHTyY B LenAX oTone-
MABAEMOCTIA MAOENWA. 3T KApTACTUKED OOMKHA(EH) BEMHYATE HEK MAHUMYM CNeqysollyio MHopMaLn M0

- DMPMEHHDE HAIBAHWE MMONAHTATA;

- pAIMED WMNMaHTaTa;

« CEPHAHEIA HOMBD NPOWMABOOMTENA WK HOMED NaPTHIA.

Mpumeyarnue — lMpovzEoavTens HE HECET OTEETCTBEHHOCTH 38 NepagaqHy NauweHTy KEpThl WISEAWA ©
HHDOOMBLMEA.
T
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Mprnomexne A
(obAzaTensHoE)

HoneiTanve XapakTepUcTHE NOBEPXHOCTH

A1 Mpraxusn
B 3tom MCNBTaHWK ONPESENSET CREAHWE AR JEKTERHCTREE NOBERXHDCTIA WMINEHTATOR MOMOHROE HKEeas

A2 Matepurant
MnnasTar Monc=HOR Kenedsl.

A Mpouwenypa

KEpakTEpWCTHEY NOSEPXHOCTH S0M#HE! GeiTh WCCNES0BAHE © NOMOWED CRAHMDYRHLAR SMNEKTROHHDA MUKpOCEo-
maw (SN} M 38000y MEHTMPOBEHE ANA TOr0 4To0 NPEOcTASMTE CREOHNE XEPSKTERHCTHRKY NOBEREHOCTH [CTAKOARTHOE
OTHNOHEHWE ). XapasTapHcTHEY NDBERXHOCTA (HBNPUMED, PAIRED NOp, MUKW 4 BNAOUHBL) CNagyaT M3MEPATL HE YHACTHS,
pEEHOM npuBnuanTensHo 4 haME.

OEpaaUel QONSHE. BENKHETE HE MEHEE TPEX Npod, BIATEL. M2 OCHOBEHWA, OHPYHHOCTH K BEPXYLKK WMNONEAHTATE
(BCcEro gesEATE). CHK QONMHL NPeOCTEENATE NOBEQXHOCTH B LEmo.

MpumedaHrne — [AnA NPOM3ECACTESHHOM KOHTPOMA [ROHTRONA KESYECTRE] PRIpEUEasToA NPHMEHEHME SpyTHx
METOA08 (CTHAYE, NEI8p W T 0.}, OTRANWOpPOEaHHLIE © noMosn SOk,

A DrobpaseHds pEIyNETATOR

OormHbl Beme 3anMcais COSaHME IHEHYSHNA HIMEDEHAR M CTEHOES0THOS OTENOHEHNE XapakTepIETHL

JanHLe npeaRasHaHedsl gnas cBopa wHdopragny © ani COBEPLLSHOC TE0SEaHNA SHEHME O B3aMMOCERZN TEKCTYPE
W Y HHUMOHRDOEEH KA.

I PAMEBHEHHAE — J:I_EH'.HEIEI. mEAMNyHEHHRE B pE3YNETATE HITNLITaHAR HE TE'IQ,I'I!.I.HI.T'I MOMBHT, HE MOYT BT CBRIAHE
C EIJ’}'HELLHUHHWBBHHE‘M WK BE30NSCHOC TR MAGENWA.
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Mpunosevue B
(obRzaTENEHOE)

Honeitanua uenocTHOCTH 0BonoYKK

B.1 Marepnran obono4sks

B.1.1 MNogrotoexa cbpaaua

Ecrnv MHDE HE YREIAHO, BOE MCNETYSMpE 00pagbl gonsHs GETe NoaraToENeHsl C MCNONEI0BEHMEM 2ar0ToBR0K
HZ B cooteeTeTEMd ¢ WICO 3T, Ecny AMnnadTar npegsapdTensHd 3anonHeH, CHNHEOHOESIA MEfk KA SpyrDn MaTepran
noneH GeiTe yOpas. MONBImaHys gontHel BENOYETE OTMETHH HE 2aro0TOBKE WNH COEOCTES OPAEHTALKK, NOM MX HENHHWA
Ha abonosxe. JnA osdoTil bpagoe PeRoMesnyaTcs MCiais308aTe NPoNad-2-0M, 8GN HeDDeauMo.

HMoeneradus Havbonse YyoobHo npoeoguTe G NOMOWEE HMEHILWERCA B NPOOEHE MELWHHE! ONA HCNEITAHAA HE pac-
TRMEHHE. Bo Boex cnyqanx ofpaaysl goresHbl BhiTes HEOEHHD 38388 Thl © 000K KOHUOE. A 28TeM DECTRHYTEI & NOCTOAHHODH
CEopOCTEH SO0 M MHH.

B.1.2 ¥YonuHeHue

YOMNWHEHAES CNeayeT OnNpensnsTs B CoOTEETETRMY © TRpeEDoeannAMKH MICD 37, YOonwHesne DonsHO COCTABNATE HE
sanas 450 Y.

B.1.3 OcraTtoqHoe yONWHEHHE

MeEnsrTaHue SonsHe NEpoRoaETs 8 COOTEETCTEMA C TpEboEanHiAMK T 37,

OBpaasy gamkes Beims yanaeas go 300 %, yOep#WBANRGA NPA 3T0M YONMHEHAX B TEYEHNE 1 MEH. & 3a7EM OTNYLYEH
B MCEOOHOE nonoxedds. THCHE 37000 COTATOHHDE YONMHEHME JOM®HG COCTAEMRATE He Donea 10 Y.

B.1.4 MNpoYHocTs Ha pas3pLIiE

MNEpouHocTh HA PA3peE CASBOYET ONPESENATE B COUTRETCTEMWM C MaTogom © MCO 34-1:2004. PaaynsTaiel gortHel
O Th 3EMHCAHEL.

E.2 MpoyHoCcTE COSOMHEHMH, WBOE M CNask

B.2.1 Mpuaunn

3T0 KENBITAHKE ONPEO0SNAET NPOHHOCTE COSOMHEHHA, WEBOE 1 CNESK,

B.2.2 Npoueaypa

B.2.2.1 CosgrHERHA, Wakl W CNEAKA, KDTORLIE HMEHT DEWEKIWEES SHEYSHHE QNA WSNOCTHOSTH 0BOnoHka, DorseHel
BelTe HONBITAHE ChedyEouwwy oipaaos. DOpazue QoneHe BelTe ROSMOTORMEHE M MCNETAHE! TEKARK OB0a30M, KESK YEA3aH0
g B.1.1. Obpazey gnA HonbiTasE Oonsed SsTe BEAT M3 MOTOBOID, CTEPANMEOBERHOMN MADSMWMA, KEE NOEAIEH0 HA DRCYHER
B.1, raxvm obpasom, STobsl CTRIK HEXOQMNCH B NPSOEnas KOHTRONEHGR w3cTd obpasga.

T Haknagka: F — obonoyes; 3 CTLIK
Pucynor B.1 — Odpaszeau

YuacTol obanoyrK, NPWMEEEOWAR ©CEpaniesHRoE obnactd. oboasaqedssi (0 Ha prcyHea BT, ormeH Beispee-
8Tk yanrHeHne Ha 300 % e reveqre 10

CHpENNBHEA. WEL, CHARKK ¥ HEENEOHA, HE AMEIDWWE DELISOWEN BNWAHMA HE UERICTHOCTE OB0no4sd, BarsHHbe
HENBITHEATECR ChenyrueK obpazon. O0pazus gonsKel BHTeE NoQroToENE sl B CooTeeToTend © B.1.1. ¥YyacTon abonos-
KM, MOARMLIESKHA & CRPENMSHHDR 0ERAcTH, S0MeEH BeIAEDHHESTE YanuHaHwe Ha 100 % B reqeHws 10 C.
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Mprunomenne C
(obAzaTensHoE)

MeTog HENLITAHKA HCTIPABHOCTH KNANAHA W MHLEKLHOHHOTD NopTa

G MonpaeHooTe KNanava

C.1.1 MpuHywn

DT MBETOL, MCNETEHWA ONPEganasT HENPEBHAGTE Knanaqa.

C.1.2 MaTepuansl

Wunnaurar B cbope.

C.1.3 Npouenypa

HMoneiTasna knanada ChEiyeT NpossaMTh Ha MMNNaHTaTe B cDope Cnegyrowmm d0paiomm.

Mepas MCHLTAHWEM CNEAYET HECTROMTE KNAMEH SMA HMATAELAW B0 MCMOnbEOEEHWA © UENRED 3AN0NHEEWA MMINEH-
TATE, KAK ONHCAHD B WHCTPYRUEM NO NPHMEHEHHI,

MpureeHART OBpATHOR SHENSHAS [QRENSHAE HA BHYTPEHHIKD CTOROHY WM NPOCEST KNANEHA}, 470 SHEMBANEHTHD
3 eMa forono 300 MM BoOE), WENONE3YR BOIAYE, BOOY WNM TECTOBEYH: CREOY C NPOQEMOHCTRMROBEHHDN SXBMBANEHTHO-
crei. MopospmeedkT DEENEHRE B TEHSHNE 5 MAH.

MpoBEpROT KNANEH HE Hanw=We yress, Ecnv TecToBOR CPanon RENASTCR BSOSOV, NOMEYHESET KNandd B Bogay, 47o-
bl NPOBEEATE HANAHWE YTEHRA (My3ePREOR). ECr MCnonb30eSHE MMOKEA TECTOBAA Cpana, NPpOSepARoT HENAHWE Lanant,
HOTOPGIE MOTYT BOGHVEHYTE HE HEEYHHOW NOESPXHOGCTH KNanaqa.

YeHRWAKT JaensHsde He Banes 0,3 klla (oparg 30 wa e0gs). MNopospeesacoT 310 DSEREHnS B TEYSHIE 5 MHH K1
MPOBEEPAKIT HATNMHHE YTEYRH,

C.1.4 TpeGosanwe

Huraxux yTEHEr He QOrmHHD NPOMCKOONTE BO BPEMA MCMETEHNA.

C.2 HcnpaBHOCTE HHBEKLHMOHHOTD NOPTA

C.2.1 MpuHuKn

STOT METOL MCNETEHMA SNPEGENAET HCNPEBHOCTE HHLEELHOHHON NopTa.

C.2.2 MaTepuanei

Mimel, peroMEHIYEMEIS NEOWIE0IMTENEM SMEA HOPMENLHOM MENDNBEI0EEHWA.

Bopa wne TecToBas Cpega o NpOOeMoHCTPMPOBEHEDR SKEMBANEHTHOCTEH,

C.2.3 Npouepgypa

MCneiTasne MHBESKUWOHHDM NoPTa HE CobpaHHOM MMINaHTETE CREOyET NPOBAAHTE © NOMOWLH Wi, PEROMBEHTYE-
MBI MPOWZE0AXTENSM OMA HOPMANEHDT MENONL30EaHKA.

MicnoneayR 8OOy ANKA TECTORYH CPEQY G NPOOSMOHETPMPOBEHHOA SKBMBENSHTHOCT RS, NPHMEHRIOT BHY TOMNROCEET-
Hoe ganadea 3 klMa (okano 300 umm sogs).

OEMEI0T NEOKOMS WHESKLBOHHOM NOOTS HE MBHBE MATH P33 © MHTEABANOM B 1 Mue B npenenax 1 el prgom o
LIEHTPOM yHacTHE.

MpoBEpROT MHEEKUWOHHSIA MOPT HA HANW-<KMe yTedEd. Ecnd TeCTOBOW Cpefol RENAESTCA S030yE, NOrpY#HAT HE-
Kiagey B ogy. STobe NPoBEEPMTE HA HAMMUME YTEMKM [Ny3plpskoe ). BNk nononsaoeaHa HOKaR TECTOSER Cpaga, npo-
BEERHIT HENAHLE Kanarb, EOTOPEIE MOMYT BOIHHEHYTE HA HEPYRHOR NOSEpRHOCTI NOpTE.

C.2.4 TpeGosaHwmA

MHEEHLMOHHER NOPT CHATABTCA HEMEPMETHHHEM W HE YOOENETEOPAET TPEDOBEHMAM MCALTEHWA, BONW KENAW #HO-
ROCTH MM MY3BIPEEN, KOTOPBIE MOMYT NOABATECA HE NROKOAOTOA NOBSPXHOCTH, HE CTaETMHHL Hepea 30 o
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Mpunomevue D
[obRzaTENEHOE)

Heneimane CHNWKOHOBOMD ranA Ha KoTeIMBHLIE CEOMCTEA
(TOMBLKO ANA CHAWMKOHOBLIX HAMONHWTEMEA)

0.1 MpyHyHn
3707 METOO MCTIRITAHNE ONPEOJENRET KOrEZMEHEIS CEONCTEE CUNMHMEOHOBOM MENA.

D.2 MaTeprnans!
MBNb CHNMEOHOBEIA_

0.3 Annaparypa
MemsTaTenbHAA MAWKHA, NPE0CTEEMNSHHEA HA pAcyHEe D01 ¢ aHyTpeHan obbeson (100 £ 5) un.

0.4 Mpowsgypa

MemsimaHye cnegysT NpoeoguTe NoY Tamnaparype (23 £ 2) "0 cnegy @ abprasom:

@) HEMODNbEYHIT MELWMHY QNS MCHETaHKA (o, prcysor 01

L) HENOAHAKST MAWWHY FEran.

PenpezaHtatweqsid cOpE38Y rens aon#ed Bems BE3RT M3 O4HOM HMINAHTATE J0CTaToqHOm paarepd, Yrabe Gena
BUOAMOMHOCTE YWGENWTE MMk QOHOR CNNOWHOE Maccol, ChepyeT NPOREMATE OCTORTHHDETE NPK YEIANSHKK TSR 1 NepeHo-
8 Erd HE HCOBITATENEHEIA CTaH,. PE3K0E NepeMeEwlnESHIrE, HEAKEYPaTHOS 00pawesre, 0DPE30EaHME NyIsIPLRROE Boagyxa
W T. 4. NPVBESHET K OWHDDHHEIM PE3yNETETaM;

C} B HEYAME WCTEITAHKE TEMNL S0M%EH ObiTe HE 0OHOM YROEHE C HFHHEH MOBSPXHICTRY MBLWHMHE GMA MCNLITAHNME A
HE QOHOM YPOBHES © BEPRHEA NOBSEXHOCTRI MW BLILE B8,

d) ganes rene Jonwed GEcnpenATCTBEHA0 TEHE “EDES HUHHES OTEEPCTHE B TeqaHne 30 MKH;

&) 0OPaLWSINT BHAMEHNE, 8CNW KBKERA-TO HatTs MNA OTRENABTOA 0T HENbITYamor ofeana;

f] MarepREOT SrMHEY BRICTYNAKIWER Y3CTH MEnA.

Mpumedanne — IHa-4EHAEM WEPOXOBETOCTH NOBBPXHOCTY FE SEMABTCA CPEgHAA BeICOTE NPodmng Huse «
BEILLE MHMHWY, B CODTEETCTEHW C onpegensdaes B SO 4287

. ] GETPEA yran
PucyHok D1 — MenbitaHne KoreaqeHex CEARCTE FenA

0.5 TpeGoeaHuA

CiEpaaey DyosT COOTEETCTEOBATE TREDOSAHARAM MCNBITEHAA, BLNH HET HUKSKOMD Ba3nsneH H, B QNWHE BeltTYdas-
LLLEA HECTI MENA MEHES KNW pEEHa 30 M.
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NMpunowexne E
(obAzaTensHoE)

MexaHHYecKHe MCNLITAHKA MMANAHTATA MOMOYHOA ¥ana i
B ard AMNNadTHRYeMOM COCTOAHKA

E.1 McnuiTaHwe Ha yCTanoCoTL

E.1.1 NMpuHumn

STOT METO, MC=TEHWA CNPEOAnAST YETANOCTHYED NPOHHOCTE HMINaHTaTE.

E.1.2 MaTepwans:

Munnadrar MoncHHOR seneasl.

E.1.3 Annapatypa

MeniraransHan MalWHa Cxemardyeckn wiobpamedza Ha pucyhxe E.1. Oxa cocTouT M3 HENDOBWAHOA NRECTHHEL W
MO BEHHHEA NNACTHHBL, NPASEM NOCHEOHAR © NOMOWLH COBAMHUTEALHONG PE4Era NDHEPENNeHa ¥ MoTopy. KOTOpbIE Fe-
HEPHEYET BOIEDATHO-ROCTYNETENEHDE OBMHEHHE NOJBHHIA MEACTHHBL TNO0BHEHAR NNBCTHHE TAKKE BEMHHAET & ceba
MEXAHWAZM DETYNHDOSKY, MOISE0NF0WME AZMEHATE DACCTOARME 00 HEMBVHHON NNEcTHHS. Takkw 0Bpasom, nMnnadTar
pCHeT BeiTe CHAT B COOTBETCTEAM ¢ TREDOBEHKAMM.

CHOILLEA GRdHE NEDEMSLLEHEA MOGEMHHOA NNECTWHE A0NHHE COCTEANATE 40 MM, 9T0 COOTEaTCTEYET 20 MM B Ka-
08 HANDSENEHNM OT WEHTRANBHAN MEX00H0rs nonaxeHdR. Motop gomeed BeiTe HACTpoEH HE 200 UWMENOB B MUHYTY. 41D
COOTRETCTEYET YacTore 3,3 [u.

E.1.4 NMpousgypa

Miiannadrar gorses JepeEThoR © NoMOWED CHNBl CHATAR MESTY OEYMA NDOTHEONINIHHEIME BSQTHEANEHD pac-
MaEGHEHHLMH ON0PHEME MNacTiHamMK. FrMNnadTar gonseH Beite nogeeprAyT JedopMayu Ny TEM Pa3HOHANDEENEHHOM
NEpeMELEHHA GOHOR M2 NNacTed. Cuna cEams yIepHEHEIET NPOTEa MEOy NMNAcTHHAME, TEM CAMLIM NOORSRIEA Ha-
NNAHTET BO030SRCTEND COSWMEHALEND YCHNNA.

HanonHAaemM=E WMNTAHTETE OOUBHHEl BLITE 33N0NHEHL B COOTEETCTEMH C MHCTPYELHEMA Mar0TORBATENA G0 Ha-4andg
KHECNETERNA. MoneiTasie CRanysaT NpoBoaMTs NP TEMNEpatyps (23 2 2} "C cnegyragmm obpasom:

A} ONPESENRDT NDOEHUAH MENNEHTATE MONOYHDNA HEneds;

b} MOMBWEKT MMNNEHTAT MERIY OEYME NNACTHHAMK ¥ DEMYNWDYIOT DSCCTOAHNE MEKDy HAmMe, STo0s OHO cooT-
eeroTeseanc 80 % o npoaruye;

£) NPABOGAT MONETaHwe B Tadeqwe 2 - 108 yuknos;

d} MpoBOORT DCMATR WMNNAHTATE B cooTearcTesu o E.1.5.

E.1.5 TpeGoBaHuA

Mocne M MCNLITAHRR NDH BMSYAnNeEHIM QCMOTOS © OSCATHRDETHLIM YEENWHEHWEM HE AMNNEHTETE MONoYHOR
HENE36] QOMEHHEl DTCYTCTECBATE MOGLIE PE3pLIER. THEWMHE! MW D33pass.
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f |
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e - e e - =

Te—
Mo

by

[ = COSgHHHTENEHEIN FLdar,; 2 HErNOOEMEHIA MNACTAREAD 3 - IR BHKHESR NhacTweg, 4 — Marop

Pucynaok E.1 — MawnHa /% MCNsTEHEA HE YoTanooTe

E.2 Mocnwitanwe yoaponpoYHocTH

E.2.1 NpuHuwrn

3707 METOE HCNLTAHWA ONPENEnAST YAAPDNPOHHOCTE MMINAHTATA MONOYHDA HEnais. VICHLTaHMe CoHoDBaHD Ha
BEOTWHANEHOM cOpOCS HA WMMINSHTAT rpY28 ONPpegsneHHoR MEcohl. MMnnasTar nogesprasTch BOs0SRCTEMID YOApHDA
CHNEl, NPONOPLADHANEHOR MACCE MMMNAHTATS, YOaPHAR CHANS BIMEHRETCR 38 CHET BEMYIMPOEXH BEPTHKENLHOM PACSTO-
AHAA, C HOTOPORD nagast rpya 4,4 kr
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BricoTy NA0EHAA PACCHNTEERT CRESYHLHM YIEEHEHHEM:

H =0.25m + 144,

roe H — BeicoTa NBOaHAA, MM

M — MACC3E ANMMNadHTaTd, I

E.2.2 Annapatypa

MawnHa N HENBITIHAR CREMaTAYStEY MaoDpakeHa Ha putydia E 2. OHa cOcToMT Ha PaMel, CHaBEHHON NogBreE-
HOA Dankok Ha Oyx ONOPER,  EOTORON NPUEREnnad rpyz obwen maccor 4 4 ke MNpy orcosguiaasne o7 Dane rpya ceoboa-
HO OEHEETOA N0 QEYM HENPESNA0WAN, 4T0 0BECnedweasT PErymARHOE M B0CAPOHIBOOFMOE NAOSHWE K OCHOBSHMK DEkB.
C MMNPaHTATOM KOHTAKTURYET METENNMYSCKER NNACTHHA gHametpor 250 mea.

Banxa comgepsdT rECHpyroWMn MEXaHNEM, KOTOREIR MOMET DuiTe YCTAHDENEH HE DEME HA DE3HOR BEICOTE OT Oo-
HoaHa. A ynoboTea Ha pame mosaT BeiTe YCTAEHOENEH JATHKE BRICOTE W pyYHaE Nebenxa nngs noamuHOHMpoEaHIE, 8
Ha Banke — YoTEHOENSH MEXEHHEM © BNBKTPOHHLIM YIPAENBHWEM 0NA BeceolosgaHHs rpyaa.

Korga MexaHnas, OSpeHalan rpys, ccaofomnser e, rpya Nagset Ha uynnadTat OopasyiluaAcs Cung Nponopu M-
OHEMLHE HEHENEH0H BelcaTe,

E.2.3 NMpousnypa

HanoAHrEMEE BMINEHTAN: 0OMKHE! DbITE 38N0NHEHL! B COOTEETCTEMH © HHGTREYELMAMH WIFOTOSMTENA S0 Ha4ana
MCNETAHKWA. MBI TAHKWE CREoPET MPOBoOWTE CNEyrowws obpaaom:

A} BE3ESLHESNT HMITEHTET,

b} BEMUCNRKT BRICOTY NA0EHAR, MM, B COOTEETCTEMH © MACCOR MMNNEHTATE M N0 YPABHEHWK, MPWBEDSHHOMY &
E.2. %

C] OTMEHINT MPOEKLAK HMANSHTATE W pacnonaranT Ganky Takams obpaaow, 4tobel obwse paccToRHWE MEsIy
cOpackiEaEM= FRYI0M 1 OCHOBSHWER PEMB] COCTORND M2 PBCSETHON BRICOTE CODACHBAHHA W NPOEMUMKH MMNNAHTaTS,

d} pECMONATEMT WMNAAHTAT HE OCHOBEHHA PaMel NPAMD MO GEHTEY NoO YOAPHDA MTNSCTWHOE,

8} OTAYCHEHIT MEXRHNEM, YISRHMBAEHLWMIN FEya;

) MpOBDART GCMOTD MMANAHTETE B CODTEETCTEMN & E.2.1.

E.2.4 TpeboBaHue

Mmnnaurar e gomeeH Gute noapesmgen.
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(R

T

1 HAnpALrA oWy ; & — nogedxnan Eanga; ¥ — pyunan neGegxa; 4 OUTUME BRICOTEG 5 YORPHEA NMNACTHHA;
B — acHOBAHAS paMes

FPurcyHor E.2 — MawnHa ana Monbi TaHWR YES00naHHOCTH

E.J CTaTtvyeckoe MCNbITAHWE NPOYMHOCTHA HA PA3pbLIA

E. 3.1 NpuHuwn

OT0 KENBITAHME ONPEO0SNAET CTETHSECHYH NROHHGSTE HE PE3DEIE MMNASHTATA MONOYHDH HENB3LL

E.J.2 Marepuanki

MmMnnadTarel MONoHHDN Haness!,

E.3.3 AnnapaTtypa

HMonsratenbHaA MAWsHE © HOMNPECCHOHHEM YOTOODWACTEDM © FNOpPM30HTANBHD 3SXpenSHHDA NNACTHHDA |W mog-
BHHOW NNSCTUHOH.

E. 3.4 Npousoypa

HanonHASMbIE MMINEHTATE 00#EHE G5Th 33N0NHEHE B CODTEETOTEMN © MHCTPYHUWAMKY HAMOTOBUTENA 00 HAYAMNS
ACMBITAHAR.
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MacT P MCO 14607—2017

MoMELWS0T HMINEHTAT MONOHHOR HENnE3s B USHTPE HUHHEA MNacTvHEel. Ha mosedT HE4and HonbITaHMA CHNa,
COINAHIWESA NOBRLUSHHOE JEEMEHWS, He Dyger JSHCTECBATE HE MMMNEHTAT MONOCHHOR MENSdsl. 3T OIHNEYIET, 470 HE
HYNEAYH TOHEY NPWIOHEHHT AN HE BOAQERCTEYET MACCE BARNHEN NNACTHHEL DQHOBREMEHHD HAHMHEHT 3aNHCE M-
HANA NEUNOHEHAR YOUIHA 1 CAMHENSE genHaHny. MeanesHo noesIWEHT DAENEHEE HE HMIMNAEHTAT (KEE3IMCTATHHECHH) Co
CHOPOCTRES 3 MMMKH BNA MESFEHHEE, NOKA OH He pEIopeEaTcR. Bo BRpEMA 3T0H NPOUSOyPe! CHIHENB] PARCCTOAHKA M MR
OOINM#HHE HENPERREHD PHKCMPOBRTE.

B epemA MCNBITEHNA WMNNAHTET HE OONHEH BRXOONTE 38 Npenens NRAacTHH. ECiv paimep MMInaHTaTa CNewsom
BONBWOR, CREOYET MENOMTEI0EETE NNASTAHE SONLLER0 GUEMBETRE.

MpoBEPpAOT KMANEHTAT HE HANWSEES NOBEEROEHME M OTMEYS DT MECTO PAIPLIEA, 8 TAKEE CHITY M BRICOTY MPOBKLNK
B MOKMSHT PazpRIES.
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MoCT P UCO 14607 —2017

Npuroxenns F
(obRzaTENEHOE)

HWHdropsmauma ona nauuweHTa

Ay vudhopraLsn NoNE30EITEMs QONKEH NEESROCTASNTE NAUWEHTY 23A0MM G0 Anepauwd. HMro kacaeTcs nyHKTa cf,
0 MHDORMALKMA GoreHHE GeiTh NPEODCTEENEHE NOCNE ONEJELMM HE S08KBATHOM HOCHTENRE, TAKOM K&K KAPTA NaUWMeHTa.

Mpumewarne 1 — B xapre nagneHTa TEKHE O0MFHA COORPRETECE MHOOPMEUNE O NOKENM3AUMA MMITNTAHTETa
[cnesa wne cnpasa) v Qamumie XEpyprE.

HMeuthopmauwe gonsHa Beite NpESSTaEnaHs Taeds obpasos, $odel @8 DeNG MErko YUTETE W NOHAKMETE, HA NoOxo-
OALWKE HOCATENAR, TAKKK K88 CPEBIHHAE NAYWEHTE, hopma HHPopMWMpOBEHHOND COMAGHA MK KApTa NELWeHTE.

Mpumesande 2 — MNpovaBooUTEN: MORET WCHONLI0BATE TOTITE} HOCWUTENE(M], KAROA{HE] cHuTasT Hanbonea
NOAXCOALMMIH ] ANA SARHOM WINENKA. HO HACTORTENEHD PEROMEHSYETCR MENONGI0BATE DYMAXHEIR HOCKTENL, BRNEMHE-
LM BCHY cneayeolw v iR oprmanm.

HuthoprMauwa 4nA NSUWEHTE GOMRHE BRNIKMSETE

8 HEIEAHNE MK TOPMOEYH MBDKEY N 80pac NponaecanTens;

k) oNMCaHWS AMNNAHTATE, BENKHER TN, METSEHENS B NPEHUWNE] YOTROACTES |HENDKMEP, NPESEaPATENSHD 3an0n-
HEHHBIE KT HANONHASMEIR WINOAHTET ), KHMHAYSCEME KOMOIOHEHTEl B bGLIKME TERMUHER (HENPUMED. CANHEDH), Z3PaKTEDM-
CTHEA {HANPWMER, TERCTYDHDOBAHHEW MW TNa R |

C} woeHTrBHKALWDHHY HHDOPMELWIG NPOMIB0OWTENR ANA OTCNEMMESSMOCTH [HENPHMED. HOMER NAQTHX), pai-
MaEp [00LeM 3anonBaEdR ), dopry | EOMMBBDHECKDE HEIBAHNE,

d) oEuasEMeR cpok crysbsl, BpEHaHH=A B coaTeaTCTRAM © 11.6;

&) CREQYIIMLEE NPESYNRERIEHEE. « MMNINAHTATE MOROHHDE HENE3bl WMEKT IRPEHHYEHHEA Cpox Cnyxbsie, W cne-
Oyrwes coobuarne; «3T0T WMNNEHTET, BOIMOHHD, NPWMEETCA YWIENWTE MAK ZAMEHWTE, YTO MOXET DIHIYETh NOSTODHYI
WMEYErHHECKEYI0 CNEPaLmgs

I osunasMy Nonsay;

0] CHMOASMEE DIRCKY MHGODMELMA BXNOYEET BOE BOIMONHLE MECTHRIS OCNOHHEHWA, TAKNE K&K KEnNcyMApHEA
KOHTHEKTYRE, PEIPSIE [YNOMHHEA O BOIMORHOCTH STHXOMY pazpRIEE), VTSHKE, CHALSHWE W CMODLUBAHWE, 8 TEOHE No-
TEHUMANEHDS ODLWEE BOTENCTERS HA I00P0E6E;

h) HestEnarenedelE stdekTel, HANPUMap Bons, MHGERLAY, SCTETHYSCHAE BOCNBOCTEWA (ACHMMETRHR, CMELWEHIE,
rnepTpoiMpoBEHHOS DYDUSBEHE ), MEMEHEHNA SYBCTENTENRHOUTH COOHDE W TRYGH;

i) DAHHLIE O BOIMOMHOM BMEARHUH WMNNEHTETE Ha FEYIHOE BCKaPMIMEEHME .

1 yMOMUHEHNE O HeoDHOAHMOCTH KOHCYNETALMK XHDYRTE [0 NOE00y NROCASayiLers MequumHCKorD Habmonesns;

K} yroMvHaHNS O HeODA0qMMOCTH KOHCYNETALMK TERENEETE MNW HApMaUEETa NEpED MCOMsI0EaHWEM NPEnapaTe
ONA MECTHND NPAMEHEHEA [HAMDHMMER, CTERONEDE] B o8nacTi rpyiu,;

1) ynoMuREHEE O HEoDROQMMOCTI NPOACNEATE NOCSWETE TEDANERTA 4NA NPOESOaHMA 00kI4HEIX OBCMEqoeaHIn o
UENEH BRIFENSHAA PAKS MONOHHGA HEne 3w,

M) YIaMHHEHWE O HEOGROOMMOCTH NOSTAENTE B H3EECTHOCTE TEPRNSSTE WNN XHEYEIE O HANWSHA AMNN3HTATA, ECAW
JANMEHYPOEEHD XMPYDIMYECHOE EMSIWETENRCTED B 0BnacTy rpyam;

N BMARHEE WMTINEHTETE H3 AWEFHACTHYSCHME METOOEI, HANPAMER MamMorpatiuq;

o) oERaIaTENEH0S MHGOPMUPOBSHWE PEHTIEROMNONE MDA NPOESOaHRE MamMaorpadun ons Toro, 41obe ananteposate
CHEETHE MONOYHOE HENS3kI),

Pl BO3MOHHOE BNAAHKE AMINAHTETE HS CaMOCTORTENEHODS 00CHEaANEaHNE MOMOHHON HENak.
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MacT P MCO 14607—2017

NpuanoxeHues G
(obAzaTensHoE)

HHipopMauWa ONA NoNLIoBATENA

Hak mMuHemyM, qonsHa GeiTe NpeaocTaEnaHE Cnegywas HHbopMaUmWa:

A} MOKAZEAHMA K XHPYRr-ECKOMY BMELETENLETEY,

b} onucadHye WMMNAaHTETa;

) MHCTDYELMA N MMEHEHK.

A} MpOTWEONOKBIEHMA;

a}) POTEHUMANEHEIE OCADEHEHHA M WA BOIMOHHOS PaIpesiuaH1e;

1) MEpE NpegocTapOEHOCTH NPH XAPYRETEHESEDN DRepaumm;

Q) MHCTRYELMK B MEpkl NPESOCTOPOMEOCTH NPW YOSNEHAE MMNNEBHTATE,

h) pEROMEHOE LMK OTHOCHTEMEHD NoCNSgy WS MEgHUHHGEIrD HabamaeHma;

1) oErpEsMeR cpol cnysbsl B cooteaTeTaMd © 11.8;

1) yrazadus, TREOYHIWES OT XMpYDra NPEsosTEENeHHE TEREHTHIA. Y4T0 NEUHEHT NONy4HT HHhopRaumn, mpenocTas-
NEHHYH NPOWZB0AMTENEM W anMcaHHyie B 117

k) BCA gooTynHEA MROpMAaUMa O0A BenonHasds 11,7,
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MoCT P UCO 14607 —2017

Mpunosetue H
(obRzaTENEHOE)

OUEHKEA YTEYKH CHAMEOHa W2 WMNMAHTATa MONOYHON Xenedkl MeToOOomM i vilro

H.1 MprHgan

MonsimaHWe cocToMT W3 NOrpyHEHUE AMINEHTATOR NP NEpEMEWLMBAHEN B aHanor SHononaHecion #MgrocTy
|SBF-pacTeop] npd TeMmneparypa (AT £ 2] "C. 31a npoysnypa in vitnd JonNsHa HMHTRPOBAETE DH- 1 HOMHYED KOHLEHTRaL K
nnaamel EpoBy denoeeka (coctas 5BF npuesaed 8 H.2 2} 1 DUBHUBATE KONWSBCTED CHUNAKOHE, BhIOBNHEMOS B TE9EHME
G0 oHed (10 gHer, ecnn HeoDxoguma).

CnpagensHee KONAHesTEES CHIMKOHE, BROAMABMOrS MMINSHTATOM, OCHOBEHO HE WIMEDEHME 3NEMeHTapHoro
KpamHEnR B obpasuas SBF, perynApHo GepylU@XcA M3 pACTEORE. AHENNEE BRINCIHARKT O NOMOWLL D ONTHHESKOR SMACCROH-
HOH CHSETROMET DMK © MHAOYETMEHO-CEA3EHHOR nnazaon (O3 C-HCTT).

B koHLe MconegoBaHER DedyneTaTts: obpabaTeieanT, 410060 BpEarTe WSS KONHHECT B CUAMHOHE, BbIGENEHHAN
HMNNAHTATON, E3E IYHELHED CNEnyLIAL SMEaMeHToR:

- o4 Dbeen SEF-pacTEOpa, ORpyHAKNLERD WMNNAaHTAT;

- TOYHBIR OFLEM, BIRTEM K31 PACTEODE ONA WIMEPEHWA HONWSSCTER KESMHNA;

- TEOPETWHESEDE COOTHOUWEHAE KREMHENA CHITHRCHE.

H.2 MaTepnan » annapatypa

Werkep opbuTaneHeid. BpawsHne gonseo beite gocrarodnso adidekTnassmg, 41obe NnoaBonKTs NepeMawneath
HMNNAHTATEl QOMiHHEIM 0EDE30M © HAMMEHELRM BOAMORHLIM HOHTAETOM G0 CTEHHOA KOHTERHSpE.

CRasTROMETE ONTH-ECEHA 3MACCHOHHSH C HHOYETHEHO-CEAZSHHOA NNEaamod.

FacTeop spamMEds CTEHOADTHER.

SBF-pacTeop.

KodTelHepe NAACTARDBEE TEDMETHYHEE. KoHTERHEPE, MCNONEIYEMEIS ONH NPOBEESEHEA SHANKIA, HE OOMHHE]
BIAMMOOBACTEORSTE C SBF-pECcTROpOM W METs opsMy, NOIBONARKLWYK NMONHOCTED NOMDY3dTs AMINaHTar g pacTeop o
HEMMEHELM BOIMOHHEIM HOHTARTOM 0 CTEHEOH KoHTORHEpa (obwamon B8 T—8B pal Gonewwm, Hew absem rpyosora
HMMNaHTaTa).

H.2.1 Mogroroesa oSpaiya

A toro wTobel yEEoMTECH B TOM. 4TD BCE MMINSHTATR 3GHHMaNT QOUHEKDERIR COREM W HEONEXAWMM oOpa3om
Nnorpy#eHs B patTaop SBE. HanonHAEMEIE WMANAHTETE JONEHL BhITe 33N0nHEHE! GHAKANOFMHECHHM DACTEOROM 50 HX
HOMHMHEEHBIE 0EEMOB.

H.2.2 Ananor Buonorvyeckon xugrocTy SBF

CocTae aHanara BHOrnor-eckoR MHMORoCTH, MONEN, JOMNSEH CO0TBETCTEORETE COCTARY, NPHESIEHHOMY B Tabnu-
ua H.1.

Tabnwua H.1 — Coctae aranora SWONomAYecknl sMOgocT

Ma® 1420
b+ 500
ME:-:* 1.5
Catt 25

o{ln 1478
HOOY 4.2
HPO, & 1.0
50,5 0.5

H.2.3 MpuroTtoeneske pacTeopa S5BF

PacTeoproT kamgy i conk 0T1aeneH0 8 100 mn eogepl. CMEWKBaRT BMEGTE BOE DACTEOPE, 38 MOKNEM-EHWEM DACTBEO-
P& ANOPMOE EANEWAR, KOTOPSRA D0eHeH DblTh GO00RBNEH B MOCHBOHKIK HEDE0E.

H.2.4 MogroTosxka matepuana

MNacTUKOBLIE KOHTEAHADRE, MPAMEHAEMEIE ONA NPOBEOSHAR WCCAEN0BAHMA, O0MEHL GeiTh OHMILEHE NBPED KC-
nonsIosaHrien, 4Tabkl 0BECHEHKTE YOAMEHKE NOBOR BHTHADMEIMEHOR CHNMEOHOBOR CME3EM, RENONEIYEMOR NP WX W3-
IDTORMNEHNM, 3 TAKKE OPyrHY JarpASHRHILAY BEWEecTE. JaN0NnHAHT HOHTERHEDE DECTEOLROM MOHILLETD CRegcTea, NNOTHD
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SHEPE BT W MEPEMELIHEANT COOBDMHMOE HE UpEiH TEITEHDM LIJEF'H;EF'E'. ZATEM TWATENEHD NEOMEBIBEHT BOS0N W BTl -
BEKIT TEAHEHI,

H.3 Mpouweaypa

MpopogsT otbop socesme 0bpazuos 8 0, 10, 20, 30, 40, 50 600w 70-1 devs (£ 2 OHA).

Ecnw oguH u3 oipaduoe BeixoauT 38 Npenankl SHENA0HE, BIATHE QDYrord coyikecTENASTCA HE CNagy WM S8HE
(Tax T sasat Beite + 3 OHR).

H.2.1 ¥Yocnoewa onpeoeneHMA ERGENEHNA CHIMKDOHA W MZMEDEHNA KOMMYECTER EPEMHMA

Mensitanna cragyeT NPOEoOWTE HE Tpex MMNNadTaras oobesan (220 £ 20) mn,

MnnadTar [HAanOnHEHHBIR CANMEOHOS LI FENEM WK EUanonoryuacim pacTeopom |} ohbewman Vo sn, noualanT e
nnacrakoesd kodTeaHep. Jobaenaot SBF-pacteop obwamon (G £ 0,003) V.

MEOTHD 3FHDLIBAKDT KOHTEARED W NEPEMBLRBAHT HE opOUTansHoM WeRkeps = reqedna 1 4. BepyT Ha adanm:
10 wmn SBF » gobasnaAior B KOHTERHER TOT & 0DbeM Ceaxero pacrespa SBF MNepsoe e3Atve obpaauoe cooTeaTCTAYET
AaHHsM T = 0 0N KEEaors MCNLTYEMON WMITNAHTETA.

KoHTEAHSE 3aTEM NOMEWEHT B TEPMOSTET G NOCTORHHOE TenepatTypol (A7 £ 2) "C 1 xamoslid 0sHs NEREMELHEa-
KT B TeEHWE 10 MiH Ha opduTansHOM WwaRkepe.

Keokaea 10 gHer Bapyt na 10 wn SBF gna adanuza sa ACM-02C w pobaanageT Takol se obwam ceexen SBF

Takse MEEHD BEEEWWEATE KOHTEARED ¢ SBF W AMNINAHTATOM KEHOA pa3 npd B3RTHA 10 M0 QA SHENWIE W 33TEM
achasnAte SBF go Tax nop. noka He BygeT nony$eHa Ha4anbHas MACCa, 313 Npousayna BOCNONHAST NOTERARHEIA NpK
paboTe C yoTpolcTeoM obsem SBF.

Keowpea 10 gHar Bapyt no 10 mn SBF gna aranmaa va HCMN-030C w gobasnAws Takon ke obwem ceeckern SBF. Ta-
KM OBpE30M, BIRTHS 0DpRS3U0E BeINONHANT WetTs pad Ha 10, 20, 30, 40, 50 v 60-0 g8He (£ 2 g4A). Ecnn ogud M2 obpas-
LOE BRINOOWT 38 NPEOENLI SHANSI0HE, BARTHNE QpyIorD OCYWECTENRHT HE CABSYIMLHA DaHs [Tk T moxet Duite + 3 gHa).

AHANWI HpEMHKA CRE0YET OCYLWECTRNATE B TaHeHwe 1 4 nocne 3a9opa 00pazus va DEaUMOHHORN Coenk!.

Tepay kAol CERHER MIMEDEHAR CNEXTROMEEEd oarmked DeITh OTEKRNHDPOBaH Mo CTAHOARTHRM PatTRORSEM KDEM-
HMF, NpoToENSHHEIM B SEF na 1000 mertn cTaHOapTHord pacTsopd 8 eons. KoHUBHTDEUWWA STAX CTEHa0THER pacTeo-
POE IBBMCAT OT PEIYNETATOR NPEQEOYVILN SHAMMI0E.

BiGpaHHeR CTAHOAPT KpeMHERA QorEeH Bume copridmuupoBsaH B REpagUTo=adHo nadoparopmM.

H.3.2 CrobpaseHne pEaynsTaToR

Kamomn obpasey gonmad OelTe NPOSHANMIMPOBEAH HECKANEKD Pa3i, H9T00BI NONYY4HTE CPEOHIDH KOHUSHTRELNAK
HOEMHUA W CTAHOARTHOE OTEMOHEHE AMA KEHO0OM NEPMDTE BRSREHN.

Ons kasnord TMNa MMINBHTaTa PeayNeTars GomEHE LT BRpEaHs B MACCS KPEMHAA M MACCS CANHEOHE, Bbl-
OENUBLUEECA M3 MMITNAHTATA, B 3ARMCHMOCTH DT BREMEHW,

Ecnu

VW — obbwem SBF-pacreopa, godasnesHor g 044 0aHs;

X — KOHLEHTRAUAMA KPEMHHA, HamapadHan B 0-& geHs, merimn;

Vg — obwem. B2ATLIA Ha 10-8 gaks,

Xy — EDHUEHTDEUMA KDEMHUA, MEMEPEHHAA Ha 10-A AsHs, MErimm;

Vi, — 0bBkeM. B2ATEA HA 20+ naks,

o — KOHUEHTRALUMA KPEMHEHA, aMapasHan ka 20-A gaHs, Merfn,

Konm4ecTeo HpEMHWA X, ML B fACTE0PE CHeQyeT ONpeienATe Chenyowyn abpaion:

8 0-A gaHe X Mr = (- VN 0o0;

Ha T0-R geHe X wr = {x; - Vi 000 + (x5 - Vo 1 000,

HE Z0-A 0eHe Xur = (x, - VT 000 + (x, - Vo 01 000,

T .

HawnoH kpHEOR COOTEETCTEYET COEOHEMY HONMHHECTEY KPEMHWR, EbQENHMBIUEIOCE 13 08Hb, B JAEWMCHMOGTH 0T BpE-
FEHM.

SNEMEHTAPHBIR KPEMHUA, nokazasHem MCMN-030, goekes Gume npeabpaiosad & odee KOMMHEcTBD CHIKKDHE,
Ao npeabpazoBaaHte QENESTCR JNA anpedensaqHiR obwErd sonyvHesTES NONEOAMETHNCUNOECAHE, BRIOSNKBLLSTTER M3 OT-
JENBHBIX AMINAHTETOR . KOHUEHTRELWMED, MONEMI, PRCCHWTRIESHT MCXGORA M3 KOHLEHTPEUMIK EDEMHMA [MUNIWOHHER 0onA)
K MSCOHE, MI CHINBEOHE,

JHaHEHHE CODTHOLWEHWA CHNKEOH KDEMHWA BeIMWMCTARST M2 TROPSTWHECKOND HOSEhMUWEHTE, YRE2EHHOM 8 T2-m 13-
Saxuwa Mearck ndex (wacte Jumetesod} o hopmynod [- (THak S0 spamend - 2,84 = canveod.

I'I:pu MEYAHWE — MIgacTHD, 4TO CHNAWMKOH REMAETCA HE BOMHCTEEHHLIM MCTOHHARORM EQBEMHWA B MMIINaHTAaTES.
CNenoBaTENLHD, QaHHER FAacHET He OTDEMaET d:IEH'I'Ir'HEE-NDE BEIOSITEHAE CANHEDHE.,
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Mpunomxerae 04
[cnpaBoyHoE)

CeeaeHMA O COOTEATCTEMH COLINOYHLIX MEMOYHAPOAHLIX CTAHOAPTOR
HALMOHANLHLIM CTAHAADPTAM

TaBGnwua O0AA

DHoIHBBHAE CCRNOYHAn
BB HADOOHOID CTER B ETE

Crenans
LOOTEETCTHAA

DEoIHIEHAE W HEH M EHCEAHAE CODTRATE TAYDLA ST
HAUNOHANEHSN CTAMIADTS

150 34-1:2004 —

150 34-1:2004 — ‘

IS0 10993-1 _ i

IS0 14155-1:2008 o7 MOCT P MCO 14155-1—2008 «PyroBoacTen no NposanaHiE
EFAMHAHESHME MCMETAHWA MEOMUHHCKAY vaganmia. Yacre 1
Chwme TpabosasisRs

IS0 14155-2 1oT FMOCT P ACO 14155-2—2008 «PyroBodcTan no NposegaHdss
ENMHMHESKMY MCMETEHAA MEQMLHHCEAE M3ganiin, Yacte 2.
MOAHKPOEEREE KNEHAHESHMY AR TRHIEA S

IS0 14630 o7 MOCT P ACD 14630—2011 «MunnadTatel XHpyprw-acams He-

AETHBHbIE, ODhigne TpeboBaHuAs

MWF 5 839-401:1904

BETCTEWA CTAHOAapTaB!

- IDT — WMaeHTHYHBIE CTAHMOEPTEL

* CoOOTEETCTEYIWMA HALWOHANLHLR CTRHOAPT OTCyTCTEYET. 0 Br0 NpMHATHR PESKOMEHOYETCA WONoNE30BATH
NEpESO0 He DYCCKWA HIkIE O3HHbLIX CTAHOSPTOR.

I PHMEYESHMNE — B HacToRweEr TainMue NCnons3ceaHD Chnenyes YyonoBHOE OBOZHE-HEHNE CTENEHN CoaT-
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[71
[#]
(2
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BEuGnuorpadua

ASTM D 3388-84, Standard tast method for coated fabnes abrasion resistance

ASTM F 703-26, Standard spacification for implantable breast prostheses

ASTM P 604-94, Standard classification for silicone elastomears wusad in madical applications
ASTM D 412, Test method for rubber propartes in tenson

150 14971, Medical deviceas — Application of nsk managemaeant o medical devices

150 4287, Geametrical Product Specifications (GP5) — Suracs laxtura: Prafile method — Terms, defnitions and
surface texture paramebars

ISOTR 14283, Implants far surgary — Fundamental principies
150 16054, Implants for surgary — Mimirmum data sats lor surgical imptanls
CR 14060, Madical dewvica traceability [CEMN Raport]
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