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[OCT P UCO 5832-6—2010
[lpeaucnoBue

Llenn n npuHumMnel ctTaHgapTusauum B Poccunickon ®egepaunn yctaHoBneHsl PegepanbHbIM 3aKOHOM
oT 27 aekadbps 2002 r. Ne 184-P3 «O TeXHUYECKOM perynmpoBaHnumn», a npasmna npUMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccumnckon ®epgepanmin.
OCHOBHbIE NOMNMOXEHUAY

CBepneHUA o cTaHaapTe

1 NMOAINOTOBIIEH depepanbHbiM ['ocyaapcTBEHHBIM YHUTAPHBLIM npeanpuaTnemMm «lUeHTpanbHbIN
Hay4YHO-UccnegoBaTenbCKMUM UHCTUTYT depHon MeTannyprum um. W.IN. bapauHa» (PIYI «UHU4epmeT
nm. W.I'. bapgnHa») Ha ocHOBe CODCTBEHHOIrO ayTEHTUYHOro NepeBoaa ctaHgapTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHuyeckum komuteToMm no ctaHgaptusaunm TK 453 «<MmnnaHTaTtel B XUpyprum»

3 YTBEPXOEH N BBEAEH B OENCTBWE Mpukazom PefepansHOro areHTcTsa no TEXHUYECKOMY
perynmpoBaHuio U metponornn ot 12 Hoadps 2010 r. Ne 392-ct

4 HacTtoawumn ctaHaapT naeHtudeH MmexayHapoaHomy ctaHgapty NCO 5832-6:1997 «MmnnaHTaThl
ans xupyprun. Metannunyeckme matepuansl. Hactb 6 «dedopMupyemsin cnnae Ha OCHOBE KobanbTa, HUKe-
nsa, xpoma n monudaeHa» (ISO 5832-6:1997 «Implants for surgery — Metallic materials — Part 6: Wrought
cobalt-nickel-chromium-molybdenum alloy»)

5 BBEAEH BI'NEPBbIE

VIHgbopmauua ob UsMeHeHUsIX K HacmosuwieMy cmaHoapmy rybrnukyemcsi 8 eXe200H0 u3oasaeMoM
UHPOPpMaUUOHHOM yKa3lamerne «HalyuoHanbHbie cmaHOapmhbi», @ meKkcm U3MeHEeHUU U Norpasok — 8 exXe-
MeCSYHO u30asaeMbiX UHOPMaUUOHHLIX yKalzamensx «HauuoHanbHbie cmaHOapmei». B cniyyae nepe-
cMompa (3aMeHbl) Unu OmMeHbl Hacmosuweao cmaHoapma coomeemcmeyruee yeseooMiieHue byodem
onybrnuKo8aHO 8 eXXeMeCSIYHO L1I30asaeMOoM UHOpMaUyUOHHOM YKa3zamerne «HalyuoHanbHbie cmaHoapmabi.
Coomeemcmeyrouiast UHGhbopMalus, yeeOoMIIeHUE U MeKCcmbl pa3Meliaromcs makxe 8 UHGhopMalUoOHHOU
cucmeme obliezo rnosb3o8aHuss — Ha oghulyuanbHoOM caume QeodeparnibHo20 azeHmemea rno MexHU4YeCKoMy
peayrnuposaHuro U MmempoJsioauu 8 cemu VIHmepHem

© CraHgapTuHdopm, 2011

HacToawumn ctaHaapT He MOXeT ObITb MNOMHOCTLIO UITU YacTUYHO BOCTNIPOU3BEAEH, TUPaXXMPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHma o6es paspeweHns PegepanbHOro areHTCTBa Mo TEXHUYECKO-
MY PeryrimpoBaHUio N MeTPOSIoru
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HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN PEOEPALNMN

UMITNNAHTATDBI aNnA XUPYPIrmi. METAJTUIMMECKUE MATEPUAIJIDI

YacThb 6

CnnaB kobanbT-HUKeNb-XpOM-MONMMOAeHOBLIN AecdopMUpyeMbin

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

INata BBeaeHnsa — 2011—11—01

1 O6nactb NpMeHeHUA

Hactoawuni ctaHaapT ycTaHaBnvMBaeT TpeboBaHNA K XapakTepucTmkam n metogam ncnbitaHui aedop-
MUPYEMOro KobanbT-HUKENb-XPOM-MONNMBAeHOBOro cnnasa, npegHasHa4eHHoro Al N3roTOBMEHUS XUPYpPri-
YeCcKUX UMMIIaHTaToB.

[TpnmeyaHune— MexaHn4eckmne CBOUMCTBA Cnnaea, Nony4vYeHHble Ha obpasuax rotToBow Npoaykummn, MoryTt oT-
nmMyaTbCs OT YKa3aHHbIX B HACTOALWLEM CTaHOapTe.

2 HopMaTuBHbIE CCbINKN

B HacTosleM cTaHgapTe UCNOoNb30BaHbl HOPMATUBHbBbIE CChINKW Ha creaylolme cTaHaapThl:

NCO 643 Ctanun. MeTannorpagpuyecknn mMeTo onpeaeneHns BUAUMMOro pasmepa 3epHa

NCO 6892 MeTtannuyeckne matepuansl. ACnblTaHWe Ha pacTsXXKeHne Npu TeMnepaTtype oKkpyKatoLlen
cpeabl

[1na HegaTUpoBaHHBLIX CCLINOK pekoMeHAayeTCcs nocnegHee AeUCTBYOLEee nsgaHue.

3 XumMmmnyecKkum cocrtaB

XUMUYECKNIA cocTaB crnflaBa no KoBLUeBoW nNpobe, onpeaeneHHbl B COOTBETCTBUN C pa3aerioMm 6, A0n-
)XEH COOTBETCTBOBAaTb COCTaBY, NpUBeAEeHHOMY B Tabnuue 1.

Tadbnuvwua 1 — XUMUYECKUN COCTAaB

ONEMEHT Maccosada nona anemeHToB, %
Hukenb 33,0—37,0
Xpom 19,0—21,0
MonnbaeH 9,0—10,5
Keneso He bonee 1,0
TuTaH He 6onee 1,0
MapraHeun He bonee 0,15
KpemHun He 6onee 0,15
Yrnepon He 6onee 0,025
docop He bonee 0,015
Cepa He 6onee 0,010
KobanbT OcHoBa

U3paHune odbmumnanbHoe
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4 MuKpoCTpYyKTypa

MuKpoCTpyKTYpa cnnasa AofmkHa bbITb ogHopoaHoW. BennynHa 3epHa, onpegeneHHasi B COOTBETCTBUN
C pasgenom 6, He AomkHa BbITb KpynHee 4-ro Homepa.

5 MexaHn4yeckme CBOUCTBA

CBOWCTBA cnnasa npu pactskeHnun, onpeaeneHHble B COOTBETCTBUM € pa3aerniomMm 6, A0MKHbI COOTBET-
CTBOBaTb TpeboBaHUAM Tabnuubl 2.

Tadbnwuua 2— MexaHnyeckne CBONCTBA

[Npenen npoyHocTn Rm (o), [lpenen Tekyyectn Rp, , (G, ,), | OTHOCUTENBHOE yanuHeHne®)
Mla Mla A (), %
CocTosiHue
HEe MeHee
Tepmoo6paboTaHHoe** 800 300 40
CpeaHen TBEPOAOCTU 1000 650 20
TBepaoe 1200 1000 10

*) PacueTtHas gnuHa = 5,65,/Sy unn 50 mm, rae S, — HavanbHasa nnowaab NonepeyHoOro CeYeHus! B MMZ.

**) MeToq 06paboTkv Anst OCTMxXEHUst TpebyeMbIX CBONCTB BbiGUPaeT U3roTOBUTENb.

[TpumevyaHwmns
1 MexaHn4eckmne CBOMCTBa maTtepuana MmoryT ObiTb M3MEHEHbI XONOAHOW Aehopmaumnen nnn XonogHon aedop-

MaUMUEN C NOCNeaywWwmnm CTapEHNEM.
Ecnn oavH n3 ncnbityemblXx 06pasLoB He OTBEYaeT YCTAaHOBNEHHbIM TPebOBaHMSAM UMM pa3pyLllaeTcs 3a npegena-

MW €ro pac4eTHOW ANWHbI, NPOBOASAT NMOBTOPHbIE UCMbITAHUA ABYX 0O6pa3uoOB, BHOBb OTODPAHHbLIX U3 TOW Xe NapTuwn.
CnnaB cuymMTaeTcs NpoweawmnmM UCnbiTaHusl, ecnu oba peaynbTata COOTBETCTBYIOT YKa3aHHbIM TPeboBaHUSIM.

2 [lonyckaeTtcsi npoBeaeHne N3rotoBuTenem NoBTOPHON TEPMOODOPaAbOTKM C Mocneayowmm NCNbITAHUEM B COOT-
BETCTBUM C TpeDOBaHMAMM HACTOSALWEro cTaHgapTa.

6 MeTtoabl UCMNbITAHUN

MeToabl UCnbITaHWU Ang onpeaeneHusa TpeboBaHUA HacToALWEero ctTaHaapTa npuBeaeHbl B Tabnuue 3.
[MoaroToBky 0OpasuoB AN UCCNeaoBaHUs MexaHUYecKMX CBOWCTB MPOBOAAT B COOTBETCTBUM C

NMCO 6892.

Tadbnwuwua 3— Metoabl CnbITaHUA

TpeboBaHus Paspen ctanpgapra MeTtoa ncnbiTaHuu
XUMNYECKUN COCTaB 3 [TpnHATbIE aHanuTnyeckne metogukm (metogbl MICO, ecnu cy-
LLLECTBYIOT)
Bennynna sepHa 4 NCO 643
MexaHnyeckme CBOUCTBA 5 NCO 6892
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Mpnnoxenvne OA
(obsizaTenbHOE)

CBefleHNA 0 COOTBETCTBMU HaLUOHaNbHbLIX cTaHaapToB Poccumnckon ®epepauuu
CCbINMOYHbLIM MeXAYHapoAHbIM (permoHanbHbIM) CTaHAapTaMm

Tabnwua JA.1— MexayHapoaHble CTaHOAPTLI, HA KOTOPbLIE AaHbl CCbINKM B HACTOSLWLEM CTaHAapTe, U COOTBETCTBY-
loWMe UM HaumoHarnbHble cTaHOAPTh!

QOBo3Ha4vYeHne CChINMOYHOo Obo3Ha4vYeHne 1 HAaMMEHOBaHNE COOTBETCTBYIOLLEro HAUMOHANBHOTO
CTeneHb COOTBETCTBUSA
MEXOYHAPOOHOro ctaHgapTa cTaHaapra
NCO 643 — *
NCO 6892 MOD [[OCT 1497—84 (MCO 6892—84) «Metannbl. MeToab!l nc-

NbITAHUN HA PACTSXEHNER
[[OCT 10006—80 (NCO 6892—84) « Tpybbl MeTannn4eckue.

MeToa ncnbiTaHua Ha pacTaXeHUE»
[[OCT 10446—80 (MCO 6892—84) «[1posonoka. Metog nc-

[NMbITAHUA Ha PaCTHXEeHNE»

* COOTBETCTBYOWMN HAUMOHANbBbHbIN cTaHgapTt otcyTerByeT. o ero yrBep>XaeHnst peKOMeHAYEeTC s UCNoNb30-
BaTb NEPEBOA HA PYCCKUN A3bIK 4aHHOIO MeXayHapoaHoro ctaHgapTa. [epesog 4aHHOIro MeXxXgyHapoaHoro craHgapTra
HaxoanTcsa B @PegepanbHOM MHPOPMALUMOHHOM hoHAE TEXHUYECKUX PEINMaMEHTOB U CTAHOAPTOB.

[TpwnmedyaHune—B HacToswen Tabnuue ncnonb3oBaHoO crneayowee yenopHoe obo3HauveHne CTENEHN Co-
OTBETCTBUS CTAHOAPTOB:

MOD — moandnumpoBaHHble CTAHOAPThI.
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