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rOCT P UCO 5832-6—2010
Mpeaucnosune

Llenn v npvHumnsl cTaHgapTm3auun B Poccuiickoin ®efepauun yctaHoBeHbl defepasibHbIM 3aKOHOM
0T 27 pekabps 2002 r. No 184-93 «O TeXHMYECKOM perynvpoBaHum», a npasuia NpuMeHeHUss HaunoHabHbIX
cTtaHgapToB Poccuiickoin ®epepaumm — FOCT P 1.0—2004 «CTtaHgapTusauua B Poccuiickoli ®egepauun.
OCHOBHbIE NONOXEHUSA»

CBejeHusi o ctaHgapTte

1 NOATOTOBJ/IEH depepanbHbiM [OCYyAapCTBEHHbIM YHUTAPHbIM Npeanpusituem «LleHTpanbHbIi
Hay4HO-uccnepoBaTeNnbCkUii UHCTUTYT YepHol meTannayprum um. W.MN. BapguHa» (ryn «LUHWNuepmet
um. V.M. bapgnHa») Ha 0CHOBEe COOGCTBEHHOrO ayTeHTUYHOro nepesoja ctaHgapTa, ykasaHHoro B nyHkre 4

2 BHECEH TexHunyeckum KomuTeTOoM Mo ctaHgaptusaumm TK 453 «/MnnaHTaTel B XMpyprum»

3 YTBEPXJEH W BBEAEH B AENCTBVE [Mpukaszom ®efepansHOro areHTCTsa No TeXHUYECKoMy
perynnpoBaHuto 1 Mmetponorum ot 12 Hoa6psa 2010 r. No 392-cT

4 HacToslWwMin cTaHapT MAEHTUYEH MeXxayHapoaHoMmy cTaHgapty MCO 5832-6:1997 «MmnnaHTathbl
ANa xupyprun. Metannuyeckue matepuans. Hactb 6 «Jlecopmupyemsblii cniasB Ha oCHOBe KoGasibTa, HUKe-
ns. xpoma n monmbaeHa» (ISO 5832-6:1997 «Implants for surgery — Metallic materials — Part 6: Wrought
cobalt-nickel-chromium-molybdenum alloy»)

5 BBEJEH BIEPBbIE

MHopmMauus 06 M3MEHEHMSAX K HACTOSILLEMY CTaHAapTy Ny6ankyeTCsl B eXerofHo n3jaBaemMom
MH(OPMAaLMOHHOM yKasaTene «HaunoHa/lbHble CTaHAapThi», @ TEKCT U3MEeHEHUI 1 NoNpaBoK — B exe-
MeCsiuHO U3faBaeMblX MH(OPMALMOHHBIX yKazaTensax HauvoHanbilble cTaHgapThi». B cnyyae nepe-
CMOTpa (3aMeHbl) WM OTMeHbl HACTOAWEro cTaHiapTa COOTBETCTBYyOUEe yBegomieHne 6GyaeT
ony6/MKOBAHO B €XeMeCsiYHO 13aBaeMoM MH(OPMALMOHHOM yKaszaTene «HauuoHanbHble CTaH4apTbi».
CooTBeTCTBYyWLWasA UHopMaLys, yBeJoMIeHe 1 TEKCTbl pasMellalnTcsa Takke B MH(OPMaLOHHO
cucTemMe 06LLero noib3oBaHns — Ha omumanbHOM caliTe defepasbHOro areH TCTBa No TeXHUUECKoMy
perynupoBaHvio U MeTPOOrUM B ceTu HTepHeT

© CraHgapTuHdopm. 2011

HacTosuii cTaHAapT He MOXEeT 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLManbHOro nsganus 6es3 paspelleHns ®efepasbHOIO areHTCTBa N0 TEXHUYECKO-
MY perysimpoBaHuio 1 MeTposorim
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HALULMWOHANBbHBLBINK CTAHOAPT POCCUNCKOMN GELEPALUMN

WMMNNAHTATbLI ANnA XUPYPT. METANNTNMYECKWNE MATEPWATbI

YacTtb 6

CnnaB KOGanbT-HUKO/Ib-XPOM-MOTNGAEHOBbLIN AedOopMUpyeMblii

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

fNaTta BBegeHns — 2011—11—01

1 O6nacTb NpUMeHeHnA

HacTosiwuii ctaHaapT ycTaHaBMBaeT Tpe60BaHUs K xapakTepucTukam U MeTofam ucnbiTaHuii gedop-
MUPYEMOro Ko6asibT-HUKeb-XPOM-MOIMGAEHOBOTO C/laBa, NpegHasHaueHHOro /15 U3rOTOB/IEHUSI XMPpYpru-
YECKUX UMMN/IAHTATOB.

MprnmevyaHune — MexaHuyeckne CBOCTBa cniasa, NojlyyeHHble Ha o6pasyax roToBoil NPOAYKLMU, MOTYT OT-
nmyaTbCA OT yKa3aHHbIX B HAacTosAlLeM cTaHjapTe.

2 HopmaTuBHbIE CCbINKM

B HacToseM cTaHAapTe NCNo/b30BaHbl HOPMAaTUBHbIE CChIIKU Ha cneaytoLune cTaHaapThl:

NCO 643 Cranu. MeTannorpaduyecknii MeTo onpeaenieHns BUANMOro pasmepa 3epHa

NCO 6892 MeTtannunyeckue matepuasnbl. VicnbiTaHne Ha pacTsXeHue npyu TemnepaType oKpyxatoLei
cpefbl

[na HefaTUpPOBaHHbIX CCbIJIOK PEKOMEHAYETCA NocnefHee feCTBYolLee n3faHune.

3 XumMunyecKkuii cocTtaBs

XumMunueckuii cocTas cniasa no KoBLUEBOI Npo6e, onpeAeneHHbli B COOTBETCTBUM C pa3gesiom 6. fo-
XEH COOTBETCTBOBAaTL COCTaBy, NpuBeAeHHOMY B Tabnuue 1.

Ta6nuya 1— Xumuyeckuii coctaB

3nemeHT MaccoBas gons anemeHTos, %
Hukenb 33.0—37.0
Xpom 19.0—21.0
Monun6aeH 9.0— 105
Xeneso He 6onee 1.0
TutaH He 6onee 1.0
MapraHel, He 6onee 0.15
KpemHuii He 6onee 0.15
Yrnepopg He 6onee 0.025
docgop He 6onee 0.015
Cepa He 6onee 0.010
Ko6anbT OcHoBa

N3paHne opuynanbHoe
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4 MUKpOCTpPYKTYypa

MUKpOCTPYKTypa cniasa Ao/kHa 6bITb 04HOPOAHON. BennmunHa 3epHa, onpesenieHHasi B COOTBETCTBUM
C pasfeniom 6. He fo/KHA ObITb KpynHee 4-ro HoMepa.

5 MexaHu4yecKue cBoiicTBa

CBoiicTBa cniaBa npv pacTshkeHun, onpefeseHHble B COOTBETCTBUM C pa3fenioM 6, fO/MKHbI COOTBET-
cTBOBaThb TpeboBaHUAM Tabnuubl 2.

Ta6nunua 2 — MexaHuuyeckue cBoicTea

Mpepen npoyHocTn Rra (<B). MNpepen Tekydectn Rpur <00/T).  OTHOCUTENbHOE YANMHEHNE ™
MMa MnMa N (#). %
CocrosiHne
1B MeHee
Tepmoo6paboTaHHOE*** 800 300 40
CpefHeil TBEPAOCTMN 1000 650 20
Teeppgoe 1200 1000 10

¢) PacuetHasa gnvHa =5 . 6 5 unn 50 mM. rae SQ— HavanbHaa naowajb NONEPEYHOro CEYeHNs B MM2.

**) MeTof 06paboTKu ANA AOCTUXKEHUA TpebyeMbiX CBOWCTB BbiGMpaeT N3roTOBUTENb.

MpumevyaHunsn

1 MexaHuyeckume cBoiicTBa MaTtepuana MOryT 6biTb U3MEHEHbl XO0N0AHOI Aedopmauuneli unm xonoaHok gedop-
Mauueil ¢ nocneaywwmnmM cTapeHnem.

Ecnu ogunH 13 ncnbiTyeMblx 06pa3LoB He oTBeYaeT YyCTAHOB/EHHbIM Tpe60BaHWsAM WK pa3pyliaeTcs 3a npejena-
MU ero pacyeTHON ANWHbLI, NPOBOAAT NOBTOPHbIE UCNbITAHUA ABYX 06pa3L0B, BHOBb OTOOPaHHbLIX U3 TO Xe napTuu.
CnnaB cynMTaeTcs NpoweALlnM UcnbiTaHna, ecnu o6a pesynbrata COOTBETCTBYIOT ykadaHHbIM Tpe6GOBaHNAM.

2 JlonyckaeTca npoBejeHne U3rotoButenem NoBTOPHOW Tepmoo6paboTkn € nocneayLw MM ncnbiTaHMeM B COOT-
BETCTBMUM C Tpe6OBaHMAMMN HacToAWEro ctaHjapra.

6 MeToapbl UCTbITaHWIA

MeTofpb! UCTbITaHWIi ANs onpeaenieHnsl Tpe60oBaHWil HacToALEro cTaHgapTa npueeaeHsl B Tabnuue 3.
MoaroToBky 06pasLoB A/ UCCNEA0BaHUS MeXaHWYeCKUX CBOWCTB MPOBOAAT B COOTBETCTBUU C
NCO 6892.

Ta6nunua 3 — MeToabl UcnbiTaHui

Tpeb6oBaHus Pa3pgen ctaHgapta MeTog, ucnbiTaHwnii
XvmMuueckuii coctas 3 MpuHATbIe aHanuTuyeckne metoaukn (metogsl NCO. ecnm cy-
LLecTBYyHOT)
BenunyunHe 3epHa 4 NCO 643
MexaHu4yeckue ceoiicTBa 5 NCO 6892
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MpunoxeHne OA
(o6a3aTenbHoe)

CBefieHna 0 COOTBETCTBMU HaLMOHaNbHbIX cTaHAapToB Poccuiickoin degepaumnmn
CCbITOYHBbIM MeXAYHapoaAHbIM (PernoHanbHbIM) cTaHgapTam

Ta6nuya [OA.1l — MexayHapoAHble CTaH4apPThl, HA KOTOPbIE AaHbI CChI/IKM B HACTOSILWEM CTaHAapTe, U COOTBETCTBY-
louMe UM HaunoHa lbHble CTaHAapThbl

O603Ha4YeHNN CCbITOYHOTO c O603HaveHne N HavMeHOBaHVe COOTBETCTBYIOLLErO HaLMOHA/IbHOTO
TeneHb COOTBETCTBUSA
MeXJyHapoAHOro cTaHaapTa cTaHgapTa
NCO 643 - .
NCO 6892 MOD FOCT 1497—84 (MCO 6892—84) .MeTannbl. Metoabl uc-

NbITAHWUI Ha pacTsxeHue»

FOCT 10006—80 (MCO 6892—84) .Tpybbl MeTannMyeckue.
MeTog ucnblTaHUs Ha pacTsxeHue»

FOCT 10446—80 (MCO 6892—84) «lMpoBonoka. Metog uc-
NbITAHUA Ha pacTsXeHNe»

* COOTBETCTBYIOLWMIA HALNOHANbHBIA cTaHhapT oTcyTcTBYeT [l0 ero yTBEepXAeHUs pekoMeHAyeTcsi UCMo/b30-
BaTb NEPEBOJ HAa PYCCKMI 13bIK 4aHHOTO MEXAYHapOoAHOro cTaHhapTa. Mepesos 4aHHOT0 MEXAYHApPO4HOTo cTaHgapTa
HaxoauTcs a ®efepanbHOM MHGOPMALMOHHOM (POHAE TEXHUYECKUX PEFTAMEHTOB M CTAaHAAPTOB.

MpumeyvyaHue — BHacTosweih Tabnnye MCNoNb30BaHO crefylollee YyCNoBHOe 0603HaYeHMe CTEeNEHN Co-
OTBETCTBNA CTAHapTOB:
MOD — mMoauMLMpOBaHHble cTaHAapThI.
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YAK 615.46:006.354 OKC 11.040.40 B32 OKI 93 9800

KntoyeBble cnoBa: XMpypruyeckme UMnaaHTathbl, CnaaB Ko6anbT-HUKENb-XPObl-MONNBAEHOBLIA. XMUMUYECKU
cocTaB, MUKPOCTPYKTYpa, MeXaHMYeckne CBOCTBA, METOAbI UCTbITAHWIA
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