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OCT P UCO 5832-7—2009

[lpeaucnoBue

LlennunnpuHumnel ctTaHgapTusauum B Poccumnckon PegepaummyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHin», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUSAY

CBeneHNnAa o ctaHaapTe

1 NOAINOTOBJIEH ®epgepanbHbiM [0CygapcTBEHHBIM YHUTAPHBIM NpeanpuatTueM «LleHTpanbHbIN
Hay4yHO-nccneagoBaTenbCKMM UHCTUTYT depHou meTtannyprum um. W.IT. bapguHa» (®I'YIT «UHN4epmeT
nm. W.T'. bapanHa») Ha ocHOBe CODCTBEHHOIO ayTEHTUYHOIO NepeBoaa cTaHaapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHun4yeckum kommuteToM no ctaHgapTusaunm TK 453 «MnnaHTaThl B XUPYRTAXY

3 YTBEPXOEH W BBEAEH B JEWCTBUWE [MMpukasom ®enepanbHOro areHTcTBa rno TEXHUYECKOMY
perynupoBaHuto n metponorin ot 11 aekadbpst 2009 . Ne 715-cT

4 HacTtodawmn ctaHgapT naeHtundeH mexayHapogHomy ctaHgapty NCO 5832-7:1994 «MmnnaHTaThl
ans xupyprun. Metannuyeckme matepuansl. Yactb 7. Cnnas KOBKUN U xonoaHoaeopMmpyemblin KobanbTo-
BblN, cogepKalla XpoMm, HUKenb, MonnbaeH 1 xeneso» (ISO 5832-7:1994 «Implants for surgery — Metallic
materials — Part 7: Forgeable and cold-formed cobalt-chromium-nickel-molybdenum-iron alloy» )

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekcm UaMeHeHUU U rornpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX yKalzamensx « HayuoHanbHbele cmaHOapmeiy. B cniydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXkeMeCsIHHO U30asaeMoM UHpopMaylUoOHHOM yKkazamerne «HayuoHarnbHble cmaHOapmeily. Coomeemcmey-
fowas UHgbopmayus, yeeooMrieHue U meKkcmaei pasMelaromcs makxe 8 UHpopMayUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsiozauu e cemu MIHmepHem

© CTtaHgapTtuHdopm, 2010

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

UMITNMAHTATDI AJ1A XUPYPI'UA
METAJJIMMECKUE MATEPUAIIDI

YacTb 7

CnnaB Ko6anbT-XpoOM-HUKeNnb-MONMUOA4eHOBLIN, COoAePXKallun XXeneso,
KOBKUU U XonogHoaedpopMUpyeMbIn

Implants for surgery. Metallic matenals. Part 7.
Forgeable and cold-formed cobalt-chromium-nickel-molybdenum-iron alloy

[NaTta BBegeHnsa — 2010—09—01

1 Obnactb NpUMeHeHUA

HacTtoawmin ctaHaapT ycTaHaBnMBaeT TpeboBaHUA K XapakTe pucTukam M MeTogam UCMbITaHUA KOBKOTO I
xoniogHoaedopMNpPyeMOoro cogeprKallero xeneso kobanbT-XxpoM-HUKe nb-MonMbaeHOBOro cnasa, npeaHas-
Ha4YeHHOro AN N3roTOBIIEHUSA XUPYPTNYECKNX UMMNIaHTaToB.

[TpnmedaHune— MexaHndeckune cBonCcTBa obpasua u3 rotToBON NPOAYKUMN 4aHHOIo Cninaea MoryT oTrm4yaTb-
CS OT YKa3aHHbIX B HAaCTOsWeEM cTaHaapTe.

2 HopmaTuBHbIe CCbINKN

B HacTodalleM cTaHgapTe UCNONb30BaHbl HOPMaTUBHBIE CChINKXA Ha cneaytolue ctaHgapThl:

NMCO 643:1983* Ctann. Metannorpadgpuyeckun metoq onpeaeneHna eppuTHOro Unnm ayCTeEHUTHOro
pasMepa 3epHa

NCO 4967:1979* Ctanun. Onpegenenne cogepxaHnga HemeTtannuiyecknx BkintovyeHnin. Metannorpadu-
yecknn meTo c NPUMEeHEHNEM CTaHOapPTHLIX Anarpamm

NMCO 6892:1984* MeTannuieckmne matepuansl. IcnblTaHne Ha pacTsiKeHune

3 XnMmnyeckmun cocrtaB

AHann3bl XUMNYECKOro CocTaBa NnaBoK cnnaea, onpeaensemMble B COOTBETCTBUN C pa3aenom 6, A0MKHbI
COOTBETCTBOBATb COCTaBY, YKazaHHOMY B Tabnuue 1. AHannsbl XMMUYECKOro coctara obpasL/oB roTOBOW Npo-
OYKLIMK AaHHOTO crinaBa Takke A0KHbI COOTBETCTBOBAaThL AaHHbIM Tabnuubl 1.

Tadbnwuwua 1 — XUMHUYECKUN COCTaB

ONemMeHT Maccosaa gona*, %
KobGanbT 39—42/39,0—42,0
Xpom 18,5—21,5
Hukenb 14—18/14,0—18,0
MonnbaeH 6,5—8/6,5—8,0
Mapraneu 2—2.5/2,0—25

* Ha Bpems nydnukaumm NCO 5832-7:.1994 ykasaHHble cTangapTbl Obinu gencreyowmmMmn. PekomeHagyeTcs npume-

HATb NOCNeAHne n3gaHnsa AeUCTBYIOWNX MEXAYHAPOAHbIX CTAaHJAPTOB, YKa3aHHbIX BblLLE.

U3paHune odbmumanbHoe
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OkonyaHue mabnuubi 1

ONEeMEHT Maccosasa nonsa®, %

KpemMmHun He donee 1,0

Yrnepona He bonee 0,15

Cepa He bonee 0,015

docdop He bonee 0,015

Bepunnun He bonee 0,001

Keneso OcTtanbHoe

* B sHameHartene ykaszaHo HanucaHue coaeprXaHus aNnemMeHToB, NMPUHAToe Ha Tepputopun Poccunckon dPepepa-
LMW,

4 MwuKpoCTpyKTypa

4.1 BenuyuHa sepHa

MunKkpocCTpyKTypa gokHa ObiTb 0gHopoaHON. BennunHa sepHa, onpegensieMmas B COOTBETCTBUU C pasae-
Nnom 6, He gomkHa bbITb KpynHee 5-ro HomMmepa.

4.2 OuUueHKa BKNYeHUN

3arpsi3HeHHOCTb crnraBa HeMeTanaM4ecKkMmMun BKIIOYEeHUAMIN, onpeaensemMasi B COOTBETCTBUU € pa3ae-
oM 6, He AoKHa NpeBbIWAaTb HOPM, YKa3aHHbIX B Tabnnue 2.

Tabnwuya 2 — Hopmbl 3arpsA3HEHHOCTU BKNIOYEHUSIMW

Bua sBknoveHuu

BrntoveHusa ToHKou cepun™, bann, He bonee

Cynbthmngbl (A)

AntoMmuHaTol (B)

Cunukatsbl (C)

Okcunabl rnobynsapHele (D)

* He gonXHO BbITb BKINOYEHUN TONCTON CEPUN.

5 MexaHnyeckme CBOUCTBA

MexaHudeckmne CBOMCTBa cniaBa, onpeaensaemMble B COOTBETCTBUN € pasaenom 6, A0/ MKHbI COOTBETCTBO-

BaTb TpeboBaHUAM Tabnuubl 3.

Tadbnwuwua 3 — MexaHndyeckne CBOUCTBA

[penen npouHocTn Rm (o),

[lpenen Tekyyectn Rp, ,

OTHOCUTENBbHOE yONUMHEHNE A

CoctosiHue M (50’2)’ M (0), %
HEe MeHee
TepmoobpaboTaHHoe* 050 450 65
XonoaHoaeopmMUpoBaHHOE
co cteneHbto aedopmaumm 30 % 1450 1300 8
OTNyCcK NPYy>XUHbI™™ 1650 1400 1

* MeTtoa Tepmmnyeckon obpaboTkm BeibnpaeT N3aroToBUTENb AN AOCTUXEHNSA TPEOYEMbIX CBOUCTB.

** [1ns cneunanbHbIX MPUMEHEHUWN.
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6 MeTtoabl UCNbITaHUN

MeToabl UCNBITAHUIA, NPUMEHAEeMbIe AN onpeaerneHns CoOoTBETCTBUA TpeboBaHUAM HACTOALLEro cTaH-
napTta, npuBegeHsl B Tabnuue 4.

Tadbnwua 4 — MeToabl UCNbITAHUN

TpebosaHus Pasfen unu noapaszen MeToa ucneliTaHUu
cTaHgapTa
XUMUNYECKUIA COCTaB 3 [IpUHATBIE aHANMUTUYECKUE METOOAUKN (Me-
Toabl NCO, ecnun TakoBbIE€ CYLWLECTBYHIOT)
BenvnymnHa 3epHa 4.1 NCO 643
OueHKa BKITHYEeHUN 4.2 NCO 4967
MexaHnvyeckue CBOUCTBA: 5 NCO 6892
- npeaen nNPoYHOCTU NPU PaACTSXKEHUN;
- Npeaen TeKy4ecTu;
- OTHOCUTENBHOE YOITMHEHNE
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[MpunoxeHune A
(obsizaTenbHoOeE)

CBegeHNda o0 COOTBETCTBUU HaLMOHaNbHbIX cTaHgapToB Poccunckou Pegepaumu
CCbINMOYHbIM MeXAyHapoaHbIM (perMoHanbHbIM) CTaHAapTaMm

Tabnwua A1l — MexagyHapoaHblie CTaHAAPThl, HA KOTOPbIE AaHbl CCbINKA B HACTOAWEM CTaHAapPTe, U COOTBETCTBYIO-
lmMe UM HaunoHanbHble CTAHOAPTH!

OBo3HavYeHne CChINOYHOrIoO

MeXXayHapoaHOro craHgapTa Obo3Ha4vYeHUe 1 HAMMEHOBAHUE COOTBETCTBYHOLWLETO HaUuMOHANMbHOIo CTaHgapTa

NCO 643:1983 v
NCO 4967:1979 [[OCT 1778—70 (MCO 4967—79) Ctanb. MeTannorpacduieckne Mmetogbl onpeaeneHuns
HEMETaNnNM4YeCcKnX BKNIOYEHNN
NCO 6892:1984 [OCT 1497—84 (MCO 6892—84) MeTtannbl. MeToabl UCNbITAHUW HA PaCTsXKEHNE
[[OCT 10006—80 (MCO 6892—84) Tpybbl meTannuyeckmne. Metoa ncneltaHus Ha pac-
TSKEHUE

[[OCT 10446—80 (NCO 6892—84) Nposonoka. Metoa ncnbiTaHNUs Ha pacTsKeHne

* COOTBETCTBYOLWMN HAUMOHANbBHbIM CTaHZ4apPT OTCYTCTBYET. 1o ero ytBepXaeHus pekomeHayeTcs NCnornb3oBaTh
NepeBo Ha PYCCKUN A3bIK JAaHHOIo MeXayHapoaHoro craHgapra. [lepesog gaHHOIo MexayHapogHoro craHgapra Ha-

xoantcsd B PegepalnbHOM MHPOPMALUNOHHOM (POHAOE pernameHToB U CTAaHOAPTOB.
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YK 615.465:006.354 OKC 11.040.40 B 32 OKI'195 9818
B 73

KnoueBble crioBa: XMpypruieckme UMnaHTatel, MeTannonpoaykuma, xonoaHogeopmMmmpoBaHHble nsgenus,
KOBKME KobanbTcogep:Kaljme crniaBbl, XpOMUCTLIE CrfaBbl, MONMMbAeHcoAepKalle cnnaBbl, HUKeNbcoaep-
Xallue cnnasbl, CNaBbl C XKenesom, XUMUYeCKMN COCTaB, MUKPOCTRYKTYpRA, MexXxaHu4eckne CBOUCTBA, MeTobl
UCNblITAHUWN
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