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MNpeaucnoewne

1 NoOroToBNEH O6WwecTRoM C OrpaHH<eHHOR oTEeTCTEEHROCTEIS «UMTOnpoesT (OO0 «LUMTO-
NPOEKTH ) HA OCHOBE CODCTREHHOMD NEPEROIa Ha DYCCEMH A3k AHMMOAILIYMHGR BEDCHH CTAHAADTA, YHAIAHHOTD
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-
MYNADSBEAHKIO M METponoriy oT 22 deapana 2017 r Me 63-cT

4 HacToAw«i cTasgapT WASHTHHEH MEMAYHApoOHomMy cTangapTy WMICD 15142-222003 «MMnnauTaTsl
ANA XWpypriad. MeTanndq4eckie CUCTEME GNA KHTPAMEDYNNAPHOMD BHYTRHKOCTHOMD OCTEOCHHTEIa. HacTs 2.
COCTaBHBIE 4acTH 3ameops (150 15142-2:2003 «Implants for surgery — Metal intramedullary nailing sys-
tems — Part 2: Locking componenss, [DT).

MpW NPAMEHEHMA HACTOAWETD CTAHGAPTa DEKOMEHOYETCA WCNONLI0EATE BMECTO CObIMOYHEY MENTY-
HAPCOHBIX CTAHOAPTOR COOTRBETCTEYHLLME M3 HAUMOHATNEH I8 CTAHGAPTE, CRELEHNA O KOTODLIX NPHMBEASHE: B
OOMONHATENEHOM NPANoEesta A

5 BEEOEH BIEPBLIE

Mpaeuna NPUMENSHUR HACMORWE20 cimandapma Yomanoanens @ cmamee 26 PedepaneHoso 2akoHa
it 29 wens 2015 20 Ne 162-03 «0 cmandapmudauun & Pocculoxeld Pedepayuus. Mugopmauyus of
LUFMSHEHUAK K HACTOALWEMY cratdapimy Ny ENUKYemcH 8 exe20dHon [T0 CoOCManNHLIo Ha 1 AHSaDA MEKyLLES0
coda) LusopMaUUoHROM YEasamens rHEayuoHansHee Cimandapmers, 8 huyUansHbid IMEKCM UIMeHeMHLIT
U NONOEnK — @ EWEMECAYHOoM UHhopMayUoORNOM yrazamaene «HayuonansHse cmandapmeis. B copyae
TELECMOMpPa (JaMelsi) LY GMMENsl HACMoAWS20 cmardamma coomaamomerowese vaadommenve Bydem
amyBruKoeana 8 BIUNadilios SuiTYCHE OROMECAYHOZD WHRCDMAaLUoHNIZ0 YrRasamens sHayuoHansisme
cmakdapmeis. CoOMBeMOmayiowan UHbopMayLa. yeodoMienue U mMescmbl PASMOLUEKNTICA Makse &
ukthopmayuorHol chcmere obllgsn ToNkIoeanus — Ha cduyuansHon caume BadepantbNozo asenmomesa
(10 MENHUHECKOMY DESFIUDCEaHNLID U MEMDOT0SUY 8 cemu Humeapuam (www. gost.r)

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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Copepxanue
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Beenenue

HactoAwwxl cTanaapT YeTAHARMWMBAET, Y4TO HWHTREMENYINADHER DCTEOCHHTES — 3TO METON (IMKCILIMK
ANA BpEMeHHE STABKNAIZUUA ONUHHES KOCTER & NOHWREHHOR NPOYHOCTRD, BRIZRAHHOA NEDETOMaMY, 13-
BONeBaHHAMA MMM M TeM 8 Apyris. MeduuMHCEME ¥ MMHEHEDHBIS ACNEKTE BAMAKT H3 JAIAAH DAINMKMYHEBX
YETROWCTE M BelDOD YCTROMCTEA ANA KOHKDETHON KNAHMYSCKOA CHTYALMK.

B HacToAwEs cTaHdapTe paccmMoTpeE b DWECMDYIOLIWE KOMNOHEHTR, HOTORENE NDMMEHAT ANA GnokW-
PYEMBIY METANNMYECKHY WHTPaMEOYNNARHES rEcagel. Beuay Gonewore pasHoobpaskis TasMx YCTDORCTE B
HACTOALWES CTAKAAETE NPEACTARMNEHA KNAccHpHKALWA COCTABHLIX YacTEl 3aMEDE.

YacTo, HO He BCETOA HHTPAMEDYNNADHES MBOZOM HABNEKSKT NOCNE TOMS, KaKk JOCTHIHYTA LENb BRene k-
HOM cTabMNMaaLMK.

")
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HALWOHANbHBIA CTAHOAPT POCCHMWACKOW ®EOEPALUMWM

MmMnnanTatiel ANA XMPYRrun
METANNMWYECKWE CHCTEMBI ONA MHTPAMEQYNNAPHOMD BHYTPMKOCTHOMD OCTEOCHHTE3A
YacThk 2
CocTaBHLIE YACTH 3aMHOB

Implants for surgerny. Metal intramedullary nailing systems. Part 2. Locking companens

HOara epegednA — 2018—01—01

1 OBnacTb NpUMeEHEHWUA

HacToAWWA CTAHGAPT ONUCEIGIET METANNWMYSCKHE MEJUUHHCKHE YCTPORCTRE, HCNONLIYEMEIE ANA BpE-
MEHHOH WHTRAMedyNNApHoE CTatHNHIIUMA ONAHHLIX KOCTER C© NOMOWEK XHDYDTHYSCKON AMNNAHTILEMN,
ENACCAPUUMEYET 11 VEAIRIBAET TREGOBAHWA K COCTARHEM YACTAM JAMKOR MHTEAMENYINADHLIX [BO3Oei.

HacToAWWA CTAHGADT NPKMEHHM KO BCEM METAMNAHYECKWM WHTRAMEDYINADHBIM hHECHPYRWKM YyCTPOoR-
CTBAM, HCTIONEIYEMEIM ANA BOEMEHHON GUKCALMK ONMHHLIX KOCTER B YEMNOBEYECKOM OPraHHamMe, a8 WCKNK-
qeHueM HeBNoKMpYEMBE TECagen.

2 HopMmaTHBHLIE CChINKK

B HacToAWEM CTaHIapTe WCNoNeI0RAHEl HOPMATHWEHLIE CChINKK HA CHEAYI0WME CTAHOADTE, HOTODkRE
HEOBXOOWMO YHUTLIBATE NEW KCNONBEICEAHMN HACTOSWErND CTAHOARTA. B chy4ae CcCuiMok Ha A0ORYMEHTR, ¥
KOTODBX NPMBEOEHS 0ATa YyTRSDMASHWAE, HecbX0IuMo NoNLI0BRATECA TONEED YEAIZHHOR peaakumeid. B Tom
CAYyYaa, KOrna 0aTta YyTReDHOEHHS HE NPYBeJEHa, CNefyeT NoNL30RATECA NOCNagHeR DENAKUMER COBINOHHbIX
AOKYMENTOR, BENOYAA NOGLIE NONDABEM M MIMEHEHHUA K HIAM!

IS0 5835 (all parts) Implants for surgery — Metal bone screws — Dimensions (MMnnadTaTe GNA Xupyo-
rMH. MeTannW4ecke KoCTHBIE BHHTEL. Pazmepsl)

150 8319 {ali parts) Orthopaadic instruments — Drive connections (OpToneguYeckws MHCTEYMEHTEL.
OcyillecTane ke CosaHHEHMRA)

IS0 10993 (all partz} Biological evaluation of medical devices {OueHEa BHONOMAYECKOND JERCTRBHA Ma-
OHLMHCKKE YCTRORCTE)

IS0 14602 Non-active surgical implants — Implants for osteosynthesis — Particular requirements
(HEakTHEHEE XMDYPIMYECKAS MMINaHTaTel. MMnnadTars: 4na acTe0ckHTess. YacTHee Toebopanna)

150 14630 Non-active surgical implants — General reguirements (HEakTHBHBIE XHDYDTHYECKHE HM-
nnauTaTe. OGwwe TpebosaH1A)

IS0 14971-1, Medical devices — Risk management — Part 1. Application of risk analysis (Measums-
CEWE YCTROACTER. YNPaBnNeHWe pUcKamn. HacTe 1. NpuMEHEHHE SHANKIE DWCKOE)

3 TepMmuHbl W onpegeneHUn

B HACTOAWEM CTaHOA0TE NPMMEHEH CRBOYIOWNH TEDMIAH C COOTRBETCTEYHILLMM CNPEaSnEHAEM:

3.1 COCTABHAA YACTh 3AMKA: YCTPORCTEO MMM KOMICHEHT, KOTODLIE KOHTDOMADYIOT MM MAHKMAIHpY-
10T OTHOCHTENEHOR ABHMEHWE MENIY WHTRAMEOYNINAPHEIM TBOISEM M KOCTEK, W KHOHCTRYHUKA KOTOREX Np#-
CNOCOGNeHa K coBaMHMTAMEMEM 3NRMEHTaM CO0TBETCTEYIOWETD TBOILH.

Mpurep — Busm, SOmM WAL TomepeyuHa.
[MCO 15142-1:2003, 3.13]

Wanauue oduHansHoR
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4 Knaccugpurkauma n obozHaveHHA

CocTagHele 4aCTH 3aMKCE A0N#MHE SkiTs KNACCHbHUMPOBAHEL B OOHY W3 CIESYIOLWWX TRynn:
a) GonTelBHHTL,

b} npopcnora;

C) pAcWWpAMILMECHA INEMEHTEI;

d} gpyroe (IaxXeaTthi, KPRKKH W T. 0.}

5 Matepuanbi

CocTagHble YacTH 33MECE O0MeH b BhiTh WArOTORMEHLI W3 TOM ME MATERHANA, HTO W HHTPaMELYMNAR-
Hbli FBC3OL; B TOM CRAYHae, 8cnK BLHOpad gpyroR MaTepran wnd cOCTORMWE, MM W TO W OPYTOE, JOMEHa BTk
MECOeMoHCTRMpOBaHa GHOCOBMECTAMOCTE B COOTEETCTEHK © MCO 10993, [nA 1or0 4Tobkl YoTAKOBMTE, YTO
YPOREHE PUCKA KODPO3IMK ABNAETCA NPMEMNENMLIM, A0N*HA OulTs BRNONHERS OUEHKE PUCKOA B COOTBETCTEMM
cHCO 14871-1.

Ecnu Bepibpas Apyron Metann, cnedyaT NpHHMMaTL B0 BHMaHHE BNWAHKE MANLBaHHYECKOR KOPpOaki.

6 TpeGoBaHMA K NOBEPXHOCTH

KauecTeo Dﬁpaﬁﬂﬂ{ﬂ MOBELEHECTA HE OOMHHO OTDHUATENBMD BITEHATE Ha OWMoCOBMEBCTHMOCTE MCMONE-
AYEMONS MeTanna. BnwAanue kayecTea DEI}EﬁDTH:I-"I MOBEDXHOCTH Ha CUMOCOBMECTHMOCT B CreqyeT YHMTeBETE B
AHANWIE PUCKOR ANA JaHHorD yoTpodcTea {cm. MCO 14602

MpumesaHmne — JOpaboTey NOBSPXHOCTH WMMNNAHTATA, ¥&8K npasynd. eelBupamT tagum cipaszom, 4rabel oHa

HE CNocabCTROBANS POCTY KOCTHOW TEAHW Ha NOBEPXHOCTH, HTD MOEBET COENdTh YOaNeHME HKMMNAaHTaTa 3T OHNTENbHRIM
KT GEXE HEBOZMIHHEM .

7 Mapkupoeka

MaprHMpoBRky CNEOYeT HaHOCHTE H3 NOBEPXHOCTL WMMMaHTata B cooTeeTcTaww ¢ MCD 14630, Ecnu
YCTRORCTRD 0ONAnaeT aHaToMUYeCck0l ODMOR MMM OPUEHTALMER (NEBLIK WNK NPABLIA), MADKMPOBKA SOMH-
Ha BEITE YHHEANLEHOH, Y4T00BI Ma30eRaTh HENPARKNBHOTS NOSHLUMOHUDOBAHMA.

8 MapxkuwpoBKa ToBapoB

STHEETEY CNegyeT HaHOCKTE Ha YyNakoBkKy B COOTRETCTEMK ¢ WCO 14602, Ha aThkeThe ZonsHa Gtk
YE23IAHA, £aK MHHAMYM, CIeUAansHan MihopMaLlHa, 8 aeHHS GNKHE 1 GQHaMeTp.

Ecnu cocTapHanA $acTe JaMKa NpegqaiHadelda GNA MCnoNs3IosaHqa © MHTPaMegynnApHEIM reo3den KoH-
KPETHONS METANNWYeckorn cocTaga, 0NHHbl SbiTe YEalaHb METANNsI, BXOOAWWE B &8 COCTaBR.

9 OcywecrBneHve CoBOQUHEHHMIA ONA YCTAHOBKHM M W3BNEYEHMA COCTABHbIX
YacTeWw 3amMKoB

CocTaBHble YacTi JaMKDB, NPEOCTABNAKWLKE COBOA BHMHTLE W GONTh, CNEedYET YCTAHABNWBATE W W3-
BAEKaTh © NOMOWED CTEEPTOK B COOTEETCTaMY ¢ MCOD B319 ¢ WononNe30BaHWes Naicl, COOTBETOTBYIILLMY
MCO 5835,

MpUMBE“EHAE — KOHCTPYELAR MHOMWE CYLUSCTEVROILLMYE COCTABHRIE YACTER 3JAMEOE NPEMYCMATDHEAST HONDb-
FOEAHWE ANA YOTAHOSKW WIBNS4EHMA OTERDTOR B cooTteaTcTEuK ¢ ACTM £ 118 1 nazoe e cootestcTrany . ACTM $543-02.
TakHa MOryT BRNONHATE COS0MHERWR, OTEEHaHLLIME TpeBORaAHWEM 3THX CTAHJAPTOR.
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Mpunomxerae 04
[cnpaBoyHoE)

CeeAeHMA O COOTEATCTEMH COLINOYHLIX MENMOYHAPOAHLIX CTAHAAPTOR
HALMOHANLHLIM CTAHAADPTAM

TaGnwya OA1

QIE DI HEY BHA S CORINTH 30D
MEXGYHADOIAArD STAHGAPTR

CrEneme
COOTARTETENSA

Ofoanaree e N IAdMEHOESERE COOTaETET VI USETD
I L MFHANGHOro CTardgapTa

IS0 5835 [all paris)

IS0 B319 (all parts)

150 10283 {all parts)

150 14602 10T M2CT P ACO 14602—2012 eHeasTiEHBIE KMDYRrHW-ECKHE WMIMEHTATE.
MIMNNaHTarns ons acractnHTead. YacTHee TpeboBaHuAs

153 14630 10T MCT P SO 14630—2011 aHeauTiEHBIE CHPYDrHHECHAE MMIMaHTaTEL.
Ohwme Tpabosarss

150 145711 o7 MCT P GO 1497 1-1—2008 «MeguuydHore yOTpoHcTEa. YnpaaneHuws

puckam. Hacte 1. FlpuMmeHesre SHANKIE DRoCKDes

' CoOTBETCTEYINLMA HAUMOHANEHBIA CTAHAAPT OToyToTEYET. QO Bro NpHHATHA PEKOMEHOYETCA WCNONs308aTh
MOPEEOD HE PYCCKA A3LIE J3HHOTD MERIYHAPOSHOM CTAHAS0TA.

I pPHMEYMIHHAE — B HacToAwsR Tabinuue wonons3osaso Craiy L YOMEEHDE OEDIHEHEHE CTENEHK Go-

OTEETCTEMA CTaEHO8PTOB.

- IDT — noeHTWHHLE CTAROARTLL.
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BEuGnuorpadua

[1] ASTM F11&, Standard Specification for Medical Screwdrneer Bits
[2] ASTM F5343-02. Standard Specificaton and Test Methoeds for Metallic Medical Bone Scraws

YK 617.3.006.354 OKC 11.040.40 OKM 83 9300

Kniodespie CNopa; MMNNAHTATe GNA XMPYEIWH, 3aMEd, OCTEOCHHTES, TeXHHYECKHE XADaKTEPUCTHKK

Pepakrop H.C. Maapruwenko
Taxrvwscoal penaxtop B.H. MNoycarosa
Koppastop HOLA. Mposogessa
HomnesoTepran sapoTra JTA. Kpy2oeod

Coamo o wabop 2602 2017, Noonecano s nevars 0303 2017, Sopmar G0 3M1.'E. TapuaTypa Apwan
¥on . fes .o no 080 Y aag. om0 84 Tupas 30 5K, Taw. 424

MogroTopnesa K OCHOEE JMEKTPONEIH BEQCHN, NS0Tt TAENEHHAW paspad oTIMEDK CTaRGERTd

Magano # prpevarads ea BT s CTAMOARPTAHSEOPM e, 123055 Maockea, Fpasatresd nep., 4
www postinfoore info@gostinfa_ru
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