GOENEPAJIBHOE ArEHTCTBO

NOo TEXHUWHECKOMY PEINYJIIMPOBAHUIKO U METPOJIOIHA

HALUWOHANDbHBbIN FTOCTP UNCO
CTAHOAPT
POCCUMCKOMN 9832-5—
GEOEPALUMN 2010

VMMIUJIAHRTATDBI IJIA XUPYPI UN.
METAJJINMECKUE MATEPUAIIDI

YacTtb 5

CnnaB KobanbT-XpomM-Bosib(ppamM-HUKesrieBbIN
nedopmmpyemMbin

1ISO 5832-5:2005
Implants for surgery — Metallic materials — Part 5:

Wrought cobalt-chromium-tungsten-nickel alloy
(IDT)

U3naHme odpmumanbHoe

MockBa
CtangapTuHdgopm
2011


http://www.stroyinf.ru/sr.html
http://www.stroyinf.ru/sr.html

OCT P UCO 5832-5—2010

[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 roga Ne 184-d3 «O TexXHUYeCKOM perynmpoBaHnm», a npasina npuMeHeHUs HaLoHanb-
HbIX cTaHaapToB Poccumnckon Pegepaunm — FOCT P 1.0—2004 «CtaHgapTtusaunsa B Poccunckon degepa-
HAN. OCHOBHbIE MONOXEHUAN

CBeaeHUA o0 cTaHpapTe

1 NOAINOTOBJIEH ®epgepanbHbIM ['ocygapcTBEHHBIM YHUTaAPHBIM NpeanpuaTtnem «LleHTpanbHbIN Ha-
YUYHO-UCCNeaoBaTeNbCKUN UHCTUTYT depHou MeTannyprum um. W.I1. bapauHa» (PI'YIT «UHWN4epmeT
nm. W.T1. BapanHa») Ha ocHoBe COBCTBEHHOro ayTeEHTUYHOIO NepeBoaa ctaHgapTa, YyKasaHHOro B nyHkTe 4

2 BHECEH TexHuyeckum komuteTomM no ctaHgaptmusayum TK 453 «IMnnaHTaTtel B XUPYPrmy»

3 YTBEP>XAEH W BBEAEH B AEUNCTBWE [MMpukasom deaepansHOro areHTcTBa no TeXHNYecKomy
perynuposaHuio n metponornn ot 12 Hosabps 2010 r. Ne 394-cT

4 HacTtodwun ctaHgapT naeHtudeH mexayHapogHomy ctaHgapTty NCO 5832-5:2005 «MmnnaHTaThbl
ansa xupyprian. Metannuueckmue matepuansl. Hacts 5. dedopmMmumpyembln cnnas Ha OCHOBE KobanbTa, XpoMa,
Bonbdppama U Hukena» (ISO 5832-5:2005 «Implants for surgery — Metallic materials — Part 5: Wrought
cobalt-chromium-tungsten-nickel alloy»)

5 BBEAEH BI'NEPBbIE

VIHQpopmMauyuss ob UIMEeHEeHUAX K HacmosaweMy cmaHoapmy rnybrukyemcsi 8 eXxe200H0 u3oasaeMoM UH-
opMalyUOHHOM yKazamerne «HalyuoHarnbHbIe cmaHoapmbl», @ mekcm U3MeHeHUU U rMorpasok — 8 exXeMe-
CSYHO U30asaeMbiX UHGbOpMalUUOHHBIX yKa3zamersax «HaluuoHaneHbie cmaHoapmsbi». B cniydae rnepecmompa
(3aMeHbl) U omMeHbl Hacmosuwj,e2o cmaHoapma coomseemcemesyroujee yseoomrieHue byoem onybriukoeaHo
8 eXXeMEeCSYHO u3oasaeMoM UHpOPpMallUOHHOM yKa3amerne «HauuoHanbHbie cmaHOapmabi». Coomeemcemay-
fouas UHgpopMayusi, yeeOoMIeHuUe U meKkecmabi pasMellaromces makxe 8 UHQopMalUlUuoHHOU cucmeme obuiezo
rof1b308aHUss — Ha ocbuyuansHoM calime ®PedepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Mempornozauu 8 cemu MIHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru



[OCT P UCO 5832-5—2010

CopepxaHue

1 OBNAacCTb MPUMEHEHUST . . . . . . v v v v e e e e e e e e e e e e e e e e e e e e 1
2 HOPMATUBHBIE CCBITKM. . . . . . . . . o o e e e e e e e e e e e e e e e e e e e e e, 1
3 XUMULECKUN COCTAB . . . . v o o v e e e e e s, 1
4 MUKPOCTRYKTYRA . . . . . o o o o e e e e e e e e e e e e e e e e e e e e e e e e, 2
4.1 BenunuuHa 3epHa . . . . . . L L e, 2
4.2 HemMeTannuueckme BKITHOUEHUS . . . . . . . . . . . o o i e e e e 2
5 MeXaHUUECKNE CBOUCTBA . . . . . . o v i e e e e e e e e e e s, i
6 MeToabl UCTIBITAHUIM . . . . . . o o e e e e e e e e e e e s, 3

[punoxeHune [A (0bsizatensHoe) CBeaeHUs 0 COOTBETCTBUN HALMOHAMNbHBIX CTaHOApTOB Poccnnckon
Pegepaun CCbINMOYHBIM MeXayHapodHblM (perMoHanbHbIM) cTaHgaptTam . . . . . . . . 3



[OCT P UACO 5832-5—2010

HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

UMITJTIAHTATDI OJ1A XUPYPI UMN.
METAINIMMECKUE MATEPUAIIDBI

YacTb 5

CnnaB kobanbT-XpoM-Bonbg pamMm-HUKeneBbin aecdopMupyemMbin

Implants for surgery. Metallic materials.

1 Obnactb NpMeHeHUA

Part 5. Wrought cobalt-chromium-tungsten-nickel alloy

[laTta BBegeHnsa — 2011—11—01

HacTtoawnn ctaHgapT ycTaHaBnmMBaeT TpeboBaHUA K XapakTepucTukam 1 metogam UcnblTaHuin aedop-
MUPYEMOro KobanbT-XpoM-BonbdpaM-HUKENEBOro cnnaea, npegHasHavYeHHoro Ans U3roToBNeHNsa XnMpyprn-

HEeCKNX MMIJ1aHTATOB.

[TpnmedaHune— MexaHnyeckme CBOUCTBA CNnaBa, NnonyveHHble Ha obpasuax rotoBov nNpoaykumm, MoryTt oT-

NMMHaTbCA OT YKaAa3aHHBIX B HACTOALWEM CTaHAdapTe.

2 HopMaTuBHbIE CCbINKN

B HacTosilemM cTaHaapTe UCNoNb3oBaHbl HOPMAaTUBHLIE CChINKKA Ha cneayolme ctaHaapThl:

NCO 643 Crtanun. Metannorpadguieckmin metoa onpegeneHna BMANMMOro pasmMmepa 3epHa

NCO 4967:1998 Ctanun. OnpeageneHne cogepXaHnus HeMeTannmmyeckux BktoveHnA. MeTtannorpadu-
Yecknn MeTo C NPpUMEHEHNEM CTaHOaPTHLIX Anarpamm

NCO 6892 MeTtannuyeckne matepuanbl. ACnbiTaHUE Ha pacTsXXKeHne Npu Temnepartype oKpyXatoLleu

cpeabl

3 XumMmmnyecKkum cocrtaB

XnumMmuyeckunin coctas npobbl cnfasa, onpeaerieHHbIA B COOTBETCTBUM C pasaesioM 6, JOMMKEeH CooTBe-
TCTBOBaTb COCTaBY, NpuUBeAeHHOMY B Tabnuue 1.

Tadtbnmnua 1 — XuMUYECKUN COCTaB

ONEMEHT Maccosasa nons anemeHTOB*), %
Xpom 19—21/19,0—21,0
Bonbthpam 14—16/14,0—16,0
Hukenb 0—11/9,0—11,0
Keneso He 6onee 3/3,0
Yrnepon He 6onee 0,15
KpeMmHun He bonee 1/1,0
Mapraneu He bonee 2/2,0

U3pgaHne odbvumanbHoe
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OkonyaHue mabnuubi 1

ONEeMEHT Maccosasa nons anemeHTOB*), Y%
Cepa He 6onee 0,03
docdop He bonee 0,04
KobanbT OcHoBa
*) B aHameHaTene yKazaHa 3anucb, npuHaTas Ha tepputopun PO,

4 MuKkpoCTpyKTypa

4.1 Benun4yunHa 3epHa

Obpasubl 4ns nccnegoBaHMs AOIMKHbI ObITb NOArOTOBMNEHbI U NPOTPaBeHbl C UCNOMb30BaHUEM MHOOOoro
cornacoBaHHoro metoga. BennvuHa 3epHa, onpegeneHHasa B cootTBeTcTBUN ¢ NCO 643, He AofmkHa ObITb
KpyrnHee 5-ro Homepa.

[Tpnmedyanwue—IllpnBeageHa ccoinka Ha NCO 643 HeCMOTpPSA HA TO, YTO yKa3aHHbIN B HACTOALWEM CTaHOAapTe
CnrnaB OTHOCUTCH K MaTepuanam Ha OCHOBE Xeneaa.

4.2 HemetTannunyeckue BKIKYEHUSA

OueHKa BKNHYeHUA AoMKHa NpoBOANTLEA Ha Winndax ¢ NpoaofbHBIM HanpasreHneM BOIOKHA B COOT-
BeTCTBUN ¢ TpeboaHuammn NCO 4967, meTtog A.
3arpsA3HeHHOCTb crnnaBa HeMeTanIM4eckuMm BKITIOYEHUAMM He OOSHKHA NpeBbilaTb HOPM, NpuBeaeH-

HbIX B Tabnuue 2.

Tabnuua 2— Hopmbl 3arpsA3HEHHOCTU CrNnaBa HEMETaNnMNYeCKMMN BKITIOYEHUSMN

HemeTtannuyeckme BKNHYEHUA, TOHKAA cepm;l*), bann
Bua sBknoveHui
He 6onee**)
Cynbdoungbl (A) 1/1,0
AntomMmuHartsl (B) 3/3,0
Cunukatel (C) 1/1,0
Okcungbl rmobynsapHele (D) 3/3,0

*) B 3HameHaTene yKasaHa 3anucb, npuHaTas Ha tepputopun Poccunckon egepaumn.
**) [lonyckaeTcsa TonwunHa BknoveHnm go 0,95,

5 MexaHnyeckme CBOUCTBA

CBOWUCTBA cnjlaBa NP PaCTAXKEHUN, olpedelieHHble B COOTBETCTBA C Pa3desioMm 0, JOIMKHbI COOTBET-

CTBOBaTb TpeboBaHUAM Tabnuubl 3.
MexaHn4yeckne cBOMCTBA CriaBa B MHOM, YeM B TepMoobpaboTaHHOM, COCTOSAHUM AOIKHBLI ObITh YKa3a-

Hbl MOTPEbUTENEM B 3aKase.

Tabnnuya 33— MexaHndyeckne CBOUCTBA

[lpenen npo4vHOCTH [lpenen TekyvecTtu OTHOCUTENBHOE YONUHEHNE
=), Mla - Mla d), %
CocTosiHue (0e) (002) (0), Yo
He MeHee
Tepmoo6paboTaHHoe 860 310 30
*) MeTog 06paboTku Anst 4OCTUKEHWS TpebyembiX CBOUCTB BbIOUPAET N3rOTOBUTED.
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6 MeTtoabl UCnbITaHUN

MeToabl UcnbiTaHWU AN onpegeneHnust TpedboBaHMW HACTOALWEro cTaHaapTa npuseaeHsl B Tabnuue 4.
[ToarotoBky 00pas3LOB ANA UCCNeAoBaHUSI MEXaHUYECKUX CBOUCTB MNPOBOASIT B COOTBETCTBUM C
NCO 6892.

Tadtbnnua 4 — MeToabl MCNbITAHUN

TpeboBaHus Pasnen unm nofipasnen MeTtoa neneitTaHum
cTaHgapTa
XUMNYECKNN COCTAaB 3 [TIpuHATEIE aHaNMUTUYECKNE METOOUNKN (Me-
Toabl NCO, ecnu cywecTByIOT)
BenvnunHa 3epHa 4.1 NCO 643
OueHKa BKIMTIOYEeHUN 4.2 NCO 4967
MexaHn4eckme CBOUCTBA 5 NCO 6892

Mpunoxenve OA
(obaA3aTenbHoOe)

CBefleHNA 0 COOTBETCTBMU HaLUOHaNbHLIX cTaHaapToB Poccumnckon ®epepauuu
CCbINMOYHbIM MeXAYHapoAHbIM (perMoHanbHbIM) CTaHAapTam

Tabnwua HOA.1— MexayHapoaHble CTaHAAPThl, HA KOTOPbIE AaHbl CCbINTIKM B HACTOSAWLEM CTaHAapTe, N COOTBET-
CTBYHOLWLME UM HAUMOHanNbHbIE CTAHAAPTH!

Obo3HaAYEeHNE CCbINOYHOro CTeneHb Obo3HavYeHne n HaMMEeHOBaHWE COOTBETCTBYIOLLEro HAUMOHANBHOIO
MEXOYHApPOOHOro craHaaprta COOTBETCTBUS cTaHaapTa
NCO 643 — *
NCO 4967:1998 MOD [[OCT 1778—70 (NCO 4967—79) «Cranb. Metannorpadwu-
YeCKmne metodbl ornpegernedHnd Hemetaririn4yeCknx BKITHOUYEHUN Y
NCO 6892 MOD [[OCT 1497—84 (NCO 6892—84) «MeTannbl. MeToabl NChbi-

TAHUN HA PaCTHXKEHNE»
[[OCT 10006—80 (MCO 6892—84) «Tpybbl meTannmnyeckue.

MeTo4 ncnbiTaHnA Ha pacTsKeHne»
[[OCT 10446—80 (MCO 6892—84) «[1posonoka. Metog ncnbi-
TaHWS Ha PaCTsXKEHNER

* COOTBETCTBYIOLWMN HAUMOHANbHLIM cTaHAAPT oTcyTCTBYET. 1O ero yrBepxaeHnsa pekomeHayeTcs NCnosfib3oBaTh
NnepeBoq Ha PYCCKUN A3bIK MEXOAYHAPOAHOro craHgapTa, Haxogsuwerocs B PegepanbHOM MHPOPMaLNOHHOM (PoHAe
perrnameHToB U CTaHJAPTOB.

[TpwnmeyaHune—BHacToswen Tabnuue ncnonb3oBaHO Cneayrowee ycrnoBHoe 0603Ha4YeHne CTeNeHn COOTBE-
TCTBUS CTAHOAPTOB:
MOD — mogndmumnpoBaHHble cTaHaapThI.
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