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FOCT P UCO 5832-12—2009

[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-UCCNeaoBaTeNnbCKUN UHCTUTYT YepHou MmeTannyprum um. WU.IN. bapauHa» (PI'YI «UHUN4YepmeT nm.
.T. bapgnHa») Ha oCHOBE CODCTBEHHOIO ayTEHTUYHOIC NepeBsoaa ctaHaapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHuyeckum komuteTomM no ctaHgaptmsayum TK 453 «MnnaHTaTtel B XUPYPrnmy»

3 YTBEPXOEH 1 BBEJEH B JENCTBWE Mpukazom PefepansHoro areHTcTBa no TEXHUYECKOMY pe-
rynupoBaHuto n metponorin ot 11 gekadbpa 2009 r. Ne 714-cT.

4 HacTtodawmn ctaHgapT uaeHTudeH mexagyHapogHomy ctaHgapTty MCO 5832-12:2007 «MmnnaHTaThl
ans xupyprun. Metannuieckne matepuansl. Hactb 12. CnnaB gedopMmmpyembl KobanbTOBLIN, NErMpoBaH-
Hblh XpoMmoM 1 monndaeHom» (ISO 5832-12:2007 «Implants for surgery — Metallic materials — Part 12:
Wrought cobalt-chromium-molybdenum alloy»).

[Tpy NpUMeHeHN HacToALLEro cTaHaapTa peKkoMeHayeTCA UCNONb30BaTb BMECTO CChINTOYHbBIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHanNbHble cTaHgapTel Poccumnckon ®egepauun, ceegeHnsa o
KOTOPLIX NpUBeAeHbl B ACNONHATENBHOM NMPUNOoXKeHUN A

5 BBEAEH BI'NEPBbIE

ViHcbopmayusi 06 UMEHeHUSIX K HacmosilweMy cmaHoapmy riybriukyemecsi 8 eXke200H0 u30asaeMoM UH-
opMalyUOHHOM yKazamerne «HalyuoHanbHbIe cmaHoapmabl», a Mekcm U3MeHeHUU U rMorpasoKk — 8 eXeMe-
CSYHO U30asaeMbiX UHGhbopMallUOHHBIX yKa3zamersax «HauuoHaneHbie cmaHoapmebi». B cniy4dae rnepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e2o cmaHoapma coomeemcemesyroujee yeseoomMrieHue byoem ornybriukoeaHo
8 eXXeMeCSIHYHO u3dasaeMOoM UHDOPpMaUUOHHOM YKa3amerne «HauuoHanbHbie cmaHoapmebl». Coomeemcemay-
fowasl UHgpopmMayusi, yeeOoMIIeHUe U meKecmhbi pa3Melaromcs makxe 8 UHQopMalUUOHHOU cucmeme obuiezo
ro1b308aHUsT — Ha ouyualnbHOM caume PedeparibHo20 a2eHmcemea o MmexHU4YeCKoMy pez2yrupogaHuro U
Mempornozauu 8 cemu MIHmepHem

© CTtaHgapTuHdgopm, 2010

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
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

UMITNMAHTATDI AJ1A XUPYPI'UA
METAIJIMMECKUE MATEPUAIDBI

HacTtper 12

CnnaB kobGanbT-XpoM-MonNnMoaeHOBLIU AeopMUpyeMbIN

Implants for surgery. Metallic matenals. Part 12.
Wrought cobalt-chromium-molybdenum alloy

IlaTta BBeaeHnsa — 2010—09—01

1 O6nacTb NpUMeHeHus

Hactodawmn ctaHgapT ycTaHaBnmMBaeT TpeboBaHUsS K gedpopMUpyeMoMy ChnfaBy ABYX COCTaBOB Ha
OCHOBe KobanbTa, cogepxalwemy 28 % xpoma n 6 % monmdaeHa, NpUMeHAeMOMY A1 U3rOTOBNEHUS XUPYPTU-
yeckux nmnnaHtaToB. CBOUCTBA yKasaHbl NPUMEHUTENBHO K AeddopMUPYyeMOMY COPTOBOMY NPOoKaTy, NPYTKY U
NPOBONOKE.

[TpumevyaHus

1 MexaHnuyeckmne cBoUcTBa 0bpasua n3 rotoBoW NPoAyKUMKM AHHOIO CrnnaBa MoryT OTNmM4aTbCs OT YKA3aHHbLIX B Ha-
CTOSILLEM CTaHOapTe.

2 BbicoKOe cogepaHue yrnepoaa B 4aHHOM ChniaBe npuBOAUT K NOSBIIEHUIO 3HAYUTEIBHOIO KONMM4YecTBa Kapobu-
OOB B €ro CTPYKTYpE. ITO KONNYECTBO MOXHO PErynMpoBaTh Ka)Xabiy pa3 npuv U3roToBNeHUN npokaTta unv nocnegyowen
TEPMOMEXaHNYECKON 0BpaboTKON KOHEYHOW NpoAYKUMN. Konn4vecTBo KapbnaoB B KOHEYHOW NPOAYKUMN HACTOALLMM CTaH-
0apTOM HE OrOBapuUBAaETCH.

2 HopMaTuBHbIE CCbINKN

B HacTosleM cTaHaapTe UCNOMb30BaHbl HOPMAaTUBHBIE CChINKW Ha crneaytoLlme MmexayHapoaHele cTaH-
0apThl:

NMCO 643" Ctann. Metannorpadgpuniecknin meto onpeaeneHnsa BMaMMoro pasmepa sepHa

NMCO 6892* Metannuueckne matepuansl. IcnblTaHMe Ha pacTaXXeHUe Npu TeMnepaType oKpyXaroLen
cpeabl

3 XnMmnyeckKkmun cocrtaB

XUMn4yeckne cocTtaBbl craBa, onpegensemMble B COOTBETCTBUN € pa3derioMm 6, AOSMKHbI COOTBETCTBO-
BaTb AaHHbIM, NMpuBegeHHbIM B Tabnuue 1.

Tadbnumua 1 — XUMHUYECKUN COCTaB

Maccosana nona, %
ONEeMeHT
Cnnas coctaBa 1 ¢ HU3KUM coaepXXaHnem Cnnae coctaBa 2 ¢ BbICOKUM
yrnepoaa cogepXaHmem yrnepona
Xpowm 26,0—30,0 26,0—30,0
MonnbaeH 5,0—7.,0 5,0—7.,0
Keneso He 6onee 0,75 He 6onee 0,75

* na HegaTMpoOBaHHbLIX CCbINTOK NCNONb30BaTh NMNOocCnegHee 4eNCcTBYOWES n3gaHue.

U3pgaHne odbvumanbHoe
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OkonyaHue mabnuubi 1

Maccosaa gons, %

eMeHT Cnnas coctaBa 1 ¢ HU3KUM coaepXaHnem Cnnae coctaBa 2 ¢ BbICOKUM
yrnepoaa coaepXaHuem yrnepoga

MapraHeu He bonee 1,0 He bonee 1,0
KpeMmHun He bonee 1,0 He bonee 1,0
Yrnepon He 6onee 0,14 0,15—0,35
Hukenb He bonee 1,0 He bonee 1,0

A30T He 6onee 0,25 He 6onee 0,25
KobanbT OcHoBa OcHoBa

4 MwuKpoCTpyKTypa

MunKpOCTpYKTYypa cnnasa AomkHa oblTb oaHopoaHoW. BennynHa 3epHa, onpeagensemMmas B COOTBETCTBUU
C pas3genom 6, He AomKkHa BbITb KpynHee 5-ro Homepa.

5 MexaHnyeckme CBOUCTBA

CBoWCTBa crnnasa nNpu pacTaXXeHUn, NCNbITAHHOTC B COOTBETCTBUNM € pa3fenom 6, A0MKHbI COOTBETCTBO-
BaTb HOpMaM, NpmuBeaeHHbIM B Tabnuue 2.

abnunua 22— MexaHn4yeckue CBOUCTBA

[lpepen npodHOCTN Rm [lpepen TekydecTtn Rpg 2 OTHOCUTENBHOE
(c:), Mla (602), Mla yanuHeHue A (3), %
CocTtosHue
He MeHee

TepmoobpaboTaHHoe” 897 517 20
[ opsveaedhopMUpPOBaHHOE 1000 700 12

ennogedopMnMpPoOBaHHOE 1192 827 12
* Metog Tepmmyeckon obpaboTkm BbIDMpaeT N3aroToBUTENb ANl AOCTUXKEHUS TPEObyeMbIX CBOUCTB.

6 MeToAabl UCNbITAHUN

MeToabl UcnblTaHUA, NPpUMEHsIeMble AN onpeaeneHns CoOoTBETCTBUSA TpeboBaHUAM HACTOSLWEro CTaH-
napTa, npuBegeHsbl B Tabnuue 3.

Tabnnua 33— MeToabl MCNbITAHUN

TpeboBaHusa Pasnen ctaHgapra MeToa ucneiTaHuu
XUMUYECKUIN COCTAaB 3 [lpyHATBIE aHanuTUYeckne MeToauku (MeToabl
NCO, ecnn TakoBble CYLLECTBYIOT)
BenvynHa 3epHa 4 NCO 643
MexaHn4veckmne cBoONCTBa 5 NCO 6892
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[MpnnoxeHve A
(obsA3aTenbHoOE)

CBeaeHMda 0 cCOOTBETCTBUU HaLMOHanNbHLIX cTaHAapToB Poccunckon Pegepalav cCbiNMOYHbLIM
MeXAYHapoAHbIM CTaHAapTam

Tadbnwuwua A.1

OBo3HaYvYeHNe CCbITOYHOro

O603Ha4eHne 1 HaMMeHOBaHUE COOTBETCTBYIOLLEro HALUMOHANBHOIO cTaHaapTta
MEXXAYHapOaHOro crtaHaapTa

NCO 643 *
NCO 6892 [OCT 1497—84 (MCO 6892—84) MeTannbl. MeTogbl UCNbITAHUSA HA PaCTXKEHNE
[[OCT 10006—80 (MCO 6892—84) Tpybbl meTannunyeckune. Metoa ncnbiTaHUs Ha
PaCTSXXEeHNE
[[OCT 10446—80 (NCO 6892—84) Npoeonoka. MeTtoa ncnbiTaHUA Ha pacTsiKe-
HUe

* COOTBETCTBYIOLWMN HAUMOHANbHBIM cTaHAapT oTcyTcTBYET. 1O ero yrBepxaeHns pekoMmeHayeTCH NCnofib3oBaTh

nepeBod Ha PYCCKNN A3bIK AAHHOIO MeXayHapoaHoro ctaHgapra. [lepesog 4aHHOINo MeXXayHapoaHoro craHgapra Haxo-
antesa B PepgepanbHOM MHPOPMAUMOHHOM dhoHae CTaHOapTOB.
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