$®EAEPAJIbHOE AFTEHTCTBO
NO TEXHUYECKOMY PEIMYNMPOBAHUIO U METPOJIOTN

HALUWOHANBbHLINA TIOCTP UCO
CTAHOAPT 5832-6—

POCCUACKOMN
OEQEPALMUMU 2010

MMMNNAHTATbI ANnA XUPYPIWn.
METAJUIMMECKUE MATEPUAIDbI

YacTthb 6
CnnaB Kob6anbT-HUKEeNb-XPOM-MONMU6AEHOBLIN
AedopMupyeMbIn

1ISO 5832-6:1997
Implants for surgery — Metallic materials — Part 6:
Wrought cobalt-nickel-chromium-molybdenum alloy
(IDT)

WzpaHue opmumansHoe

Mockea
CranpaptuHgopm
2011


https://meganorm.ru/Index2/1/4293744/4293744159.htm

FOCT P UCO 5832-6—2010
MpeaucnoBue

Llenu v npuHumMnel ctaHaapTusauuu B Poccuinckon degepauimm ycraHoBneHol deaepanbHbiM 3aKOHOM
0T 27 nekabpsa 2002 r. Ne 184-$3 «O TexHU4YecKkoM perynmposaHum», a npasuna NpUMeHeHU HauMoHarnbHbIX
craHgaptoB Poccuiickon ®egepaunm — FOCT P 1.0—2004 «CraHgapTtusauusa B Poccuitckon ®egepaunn.
OCHOBHbIE MONOXEHUs»

CBeaeHus o cTaHaapTe

1 NMOArOTOBNEH ®epepanbHbiM OCcyAapCcTBEHHBIM YHUTapHLIM Npednpuatuem «LieHTpanbHbIA
Hay4yHo-UccnegoBaTeNbCKUA UHCTUTYT YepHon MeTtannyprum um. WM. Bapguna» (®ryMN «UHWWuepmer
um. U.T. BapauHa») Ha OCHOBE COBCTBEHHOIO ayTEeHTUYHOrO NepeBoAa CTaHaapTa, YKasaHHOMo B NMyHKTe 4

2 BHECEH TexHuyeckum komuteTom no craHaaptusaumm TK 453 «MmnnaHTaTtbl B Xupyprumy»

3 YTBEPXAEH W BBEAEH B OQEVCTBUE Mpukasom ®eaepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynupoBaHuio U meTponorum ot 12 Hosi6pst 2010 r. Ne 392-cT

4 Hacroawwuii ctaHgapT uaeHTUYeH mexayHapogHomy ctaHaapty MCO 5832-6:1997 «MmnnaHTaThl
ans xupyprun. Metannuyeckue matepuansl. Yactb 6 «[edopmupyemslit cnnas Ha ocHoBe KobanbTa, Huke-
na, xpoma n monubaeHa» (ISO 5832-6:1997 «Implants for surgery — Metallic materials — Part 6: Wrought
cobalt-nickel-chromium-molybdenum alloy»)

5 BBEJEH BMNEPBbIE

UHpopmayusi 06 usMeHeHUsIX K HacmosiweMy cmaHOapmy rybriukyemcs 8 exe200Ho usdasaemMoMm
UHGDOPMaUUOHHOM yKa3amene «HayuoHanbHble cmaHOapmel», @ meKcm U3MeHeHuUl U rorfpasok — & exe-
MecAaYHO u30asaeMbiX UHGOPMaUUOHHBIX yKazamernsx «HauyuoHaribHbie cmaHOapmebi». B crniyyae nepe-
cMompa (3ameHbi) uniu omMeHbl Hacmosileao cmaHOapma coomeemcmesyujee ysedomrieHue bydem
orybruKoeaHo 8 exemMecssyHo uzdasaeMoM UHGOpMayUOHHOM yKazamerle «HauyuoHanbHbie cmaHOapmei».
Coomeemcmsytowas UHhopMayus, ysedoMileHUe U meKCcmbl pasMeujaromes makxe 8 UHhopMayuoHHoOU
cucmeme obujeeo rMosb308aHusi — Ha oguyuansHom calime QedepanbHoO20 azeHmMemea ro MexXHU4YecKoMy
peaynuposaHuro U Memporoauu 8 cemu VIHmepHem

© CranpapTuHdopm, 2011

HacTtoswuin ctaHaapT He MmoxeT 6bITb NOMHOCTBIO UMK YaCTUYHO BOCNpousBeaeH, TUpaXxuposaH U pac-
npocTpaHeH B kayecTBe oduLmansHoro nsgaHus 6es paspelueHns PegepansHOro areHTCTBa No TeXHUYECKo-
My perynmposaHuio 1 MeTponormm
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HAUMOHANBbHBIA CTAHOJLAPT POCCUMCKOWU OSEAREPALUMUHU

WMMNNAHTATBI ANs XUPYPIMU. METANJNTIMYECKUE MATEPUATNDI

YacTb 6

CnnaB Ko6anbT-HUKeNb-XpoM-Monu6aeHoBbIN aetdopMUpyeMblit

Implants for surgery. Metallic materials. Part 6. Wrought cobalt-nickel-chromium-molybdenum alloy

Oara BBegenna — 2011—11—01

1 O6nacTb NnpUMeHeHus

HacToawuit cTaHaapT ycTaHaBnMBaeT TpeGoBaHWs K XapakTepucTkaM U MeToaam ucnbiTaHui aedop-
MUpYeMOoro kobanbT-HUKeNb-XpOM-MOoNGAEeHOBOrO cniasa, NpegHasHa4yeHHoro Ans U3roTOBMEeHUs XUpypru-
YecKMUX UMMNMaHTaToB.

MpwuMeyaHune— MexaHnyeckve CBONCTBA Crnaea, Nony4eHHbIe Ha obpa3uax rotoBov NPoAYKLUWKN, MOTYT OT-
nMYaTbCs OT yKa3aHHbIX B HACTOSILLEM cTaHdapTe.

2 HopmaTuBHbIe CCbISIKK

B HacToAweM cTaHOapTe UCNOoNb30BaHbI HOPMATUBHBIE CCLISIKU HA crieaylowme cTaHaapThl:

NCO 643 Crann. Metannorpaduyeckni metoq onpeaeneHns BUQUMOro pasamepa 3epHa

NCO 6892 Metannuueckue matepuansl. UcnbiTaHue Ha pacTskeHue Npu Temneparype okpyXaroLein
cpeasbl

[ns HedaTUpoBaHHBIX CCLINIOK peKoMeHayeTcs nocnefHee AencTBylollee usaaHue.

3 Xummnyeckum cocrtas

Xumudeckuin cocTas crinaea no KoBLUEBOW Npobe, onpeAeneHHblil B COOTBETCTBUU C pasaenom 6, aon-
XeH COOTBETCTBOBAaTbL COCTaBy, MpUBeAeHHOMY B Tabnumue 1.

Tab6nwuya 1 — Xumnueckuii cocTas

OnemeHT MaccoBas fons anemeHToB, %
Hukenb 33,0—37,0
Xpom 19,0—-21,0
Monunbaex 9,0—10,5
»Keneso He 6onee 1,0
TuTaH He Gonee 1,0
MapraHeuy He 6onee 0,15
KpemHuii He Gonee 0,15
Yrnepog He 6onee 0,025
docchop He 6onee 0,015
Cepa He 6onee 0,010
KoGanbT OcHoBa

U3paHne odmumanbHoe
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4 MukpocTpyKTypa

MuKpocCTpyKTypa cniasa AofmkHa 6blTb oaHopoaAHOW. BenuuuHa sepHa, onpeaeneHHas B COOTBETCTBUM
¢ pasgenom 6, He gomkHa GbiTb KpynHee 4-ro Homepa.

5 MexaHu4vecKune cBOoMCTBa

CBoWcTBa cnnasa npu pacTsKeHnn, onpeaeneHHble B COOTBETCTBUM C pasfernom 6, AOMKHBI COOTBET-
CTBOBaTb TpeboBaHNAM Tabnuubl 2.

Tabnwuuya 2— MexaHu4eckne CBOWCTBA

Mpegen npo4HocTn Rm (o), Mpenen Tekyuectm Rp, , (g, ,), | OTtHOCUTENBHOE yanuHenmne®
MMa MnNa A@3), %
CocrosiHue
He MeHee

TepmoobpaGoTtaHHoe*™ 800 300 40
CpeaHeli TBepaoCcTU 1000 650 20
Teepaoe 1200 1000 10

*) PacueTHas gnvHa = 5,65,/Sy unu 50 Mm, rae Sy — HavanbHas NIoWaak NONepPeyHoro ceveHnsn B MM2.

**) MeTog, 06paboTkv anst AOCTUKEHUS TpeByeMbiX CBONCTB BbIBUpaeT N3roToBuUTENb.

Mpumevanns

1 MexaHu4veckue cBONCTBa MaTepuana Moryt 6blTb M3MEHEHbI XONogHoW aedopmaumnen unu xonoaHown aedop-
mMauuer ¢ nocneayolmm cTapeHnem.

Ecnu oguH 13 ncneiTyemblx o6pas3LoB He OTBeYaeT yCTaHOBMNEHHbIM TpeGoBaHWAM Unu paspyluaeTcs 3a npegena-
MW €ro pacyeTHOW ASIMHbI, NPOBOAST MNOBTOPHbIE UCNbITAHUS ABYX 00pasLoB, BHOBb OTOGPaHHLIX U3 TON Xe NnapTuu.
Cnnae cuntaeTca NpoLedLLnm UCnbiTaHus, ecnu oba pesynbTaTa COOTBETCTBYIOT YKa3aHHbIM TpeboBaHUAM.

2 [onyckaeTcs NpoBeAeHWE N3roTOBMUTENEeM NOBTOPHON TepMooBpaboTku ¢ nocrneayiowmm UCMbITAHWEM B COOT-
BETCTBUM C TPeGOBaHUSIMU HACTOALWEro cTaHdapTa.

6 MeToabl cnbiTaHUA

MeToabl UCMbITAHWIA AN onpedeneHus TpeboBaHNin HacTosLero cTaHgapTa npueeaeHbl B Tabnuue 3.
MogroToBky 06pasLoB ANA UCCNeAoBaHWA MexaHWYeCKUX CBOWCTB MPOBOAAT B COOTBETCTBUM C
NCO 6892.

Tabnwuuya 3— Mertogbl cnbiTaHUA

TpebosaHus Pasnen crangapra MeToa ucnbiraHui
XVMWYeCKui CocTas 3 MNpuHaTblie ananuTuyeckne metoguku (Metogbl UCO, ecnm cy-
LWECTBYIOT)
Benu4uHa 3epHa 4 NCO 643
MexaHn4eckne cBorcTBa 5 NCO 6892
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Mpunoxenve QA
(o6sa3aTenbHoe)

CeefileHUA 0 COOTBETCTBUU HaUMOHANbHLIX cTaHAapToB Poccuitickon ®epepauumn
CCbINOYHLIM MEXAYHAPOAHbLIM (PerMOHaNbHbIM) CTaHAApTaM

Tab6nwuua JA.1 — MexayHapoaHble CTaHOAPTLI, HA KOTOPLIE AaHbl CCbINKA B HACTOSILLEM CTaHAAPTE, M COOTBETCTBY-
IOLWMe UM HaUMOHanNbHbIE CTaHAAPTbI

0603Ha4YEHME CCbINTOYHOTO 0O603Ha4YeHUe U HAMMEHOBaHUE COOTBETCTBYIOLLIETO HALUMOHANBHOTO

CreneHb COOTBETCTBURA

MeXAyHapoaHoro craHaapra craHgaprta
NCO 643 — *
MCO 6892 MOD FOCT 1497—84 (UCO 6892—84) «Metannul. MeToabl nc-

MbITAHUW Ha PacTsHKEHUE»

FOCT 10006—80 (MNCO 6892—-84) «Tpybbl meTannuyeckue.
MeTopg ncnblTaHUs Ha PacTsHKEHUE»

FOCT 10446—80 (MCO 6892—84) «[Mpoeonoka. Metopg, uc-
NbITaHWUA HA PacTSHKEHUEN

* COOTBETCTBYIOWMI HaLMoHaNbHbIM CTargapT oTcyTcTByeT. [lo ero yrBepXxaeHusi peKkomMeHayeTcst Ncnonb3o-
BaTb NepeBo Ha PYCCKUIA A3bIK AaHHOro MexayHapoaHoro ctaHgapTa. lNepesoa AaHHOro MexayHapoaHoro craHaapra
HaxoauTcs B PegepanbHOM MHEPOPMaLMOHHOM (DOHAE TEXHUYECKUX PEITTaMEHTOB M CTaHAapToB.

MpwmedaHune—B HacToAwel Tabnuue NCnonb3oBaHo cregylowee ycnoBHoe o603HaveHne creneHn co-
OTBETCTBUSI CTAHOAPTOB:
MOD — mogucunumnpoBaHHble cTaHaapThbl.
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YOK 615.46:006.354 OKC 11.040.40 B32

OKIM 93 9800

KnioueBble crioBa: Xupyprayeckue UMNNaHTaThl, crnas kobarnbT-HUKeNb-XPOM-MONMBAeHOBLIN, XUMUYECKII

COCTaB, MUKPOCTPYKTYpa, MexaHU4eckue CBOWCTBA, METOAbI UCMbITAHWUA

Pepaktop E.[. KysHeuosa
TexHwueckuii pegaktop B.H. lpycakosa
Koppektop M.U. MNepwiuHa
KomnbtoTepHas Bepctka J1.A. Kpyzosoll

CpaHo B Habop 06.04.2011.  MopgnucaHo B nevarts 22.04.2011.  dopmart 60 x 84%. Bymara odceTHas.

Mevatb opcetHasn.  Yen.new. n. 0,93.  VYu.-usn. n. 0,81,  Tupax 84 3k3.  3ak. 296.

apHuTypa Apuan.

®ryn « CTAHOAPTUHOOPM», 123995 Mockea, paHaTtHbIl nep., 4.
www.gostinfo.ru info@gostinfo.ru
Ha6paHo Bo ®I'YMN « CTAHOAPTUH®OPM» Ha M3BM.

OtnevataHo B dovnuane Oryr « CTAHOAAPTUHO®OPM» — tun. «MockoBckuit nevatHuk», 105062 Mocksa, IsinuH nep., 6.
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