®EQEPAJIbHOE ArEHTCTBO

MO TEXHUYECKOMY PEYNMPOBAHUIO U METPONOIMKU

HAUMWOHANbHbLIA IMCTP UCO

CTAHOAPT
POCCUMNCKOMN 5832-8—
OENEPALUMU 2010

MMIJIAHTATbBI ONA XUPYPIUu.
METAJJIMYECKUE MATEPUAIbI

YacTtb 8

CnnaB KobanbT-HUKeNb-XPOM-MONIMGaEeH-
BONb(pamoBbIN, coaepKallumn XKeneso,
AecdopmMupyembin

1SO 5832-8:1997
Implants for surgery — Metallic materials — Part 8:
Wrought cobalt-nickel-chromium-molybdenum-tungsten-iron alloy
(IDT)

Uzpanme odmumanbHoe

Mocksa
CraHpapTnHdopm
2011


https://meganorm.ru/Index2/1/4294846/4294846216.htm

rocT P UCO 5832-8—2010

Mpeancnosue

Llenu 1 npuHumnel ctangaptusauun B Poccuiickon ®enepaum yctaHoBrneHsl degeparnbHbiM 3aKOHOM
oT 27 nekabpsa 2002 r. Ne 184-d3 «O TexHU4eCcKoM perynmpoBaHuny, a npasunia npuMeHeHns HaLMoHanbHbIX
ctangapToB Poccuiickoit degepaumn — FOCT P 1.0—2004 «CtangapTtusauuns 8 Poccuiickoin degepaumn.
OCHOBHbIE NOMOXEHUSA»

CBefeHUA o cTaHaapTe

1 MOArOTOBIEH $eaepanbHblM MocyaapcTBEHHBIM YHUTAPHBLIM NpeanpusaTnem «LieHTpanbHbli Ha-
YYHO-UCCNenoBaTeNbCKUM UHCTUTYT YepHoin MeTannyprium um. W.M. bapguna» (Sryn «UHUW4Yepmet um.
W.M. BapanHar) Ha ocHoBe COBCTBEHHOro ayTeHTUYHOrO NepeBoAa Ha PYCCKUIA A3bIK cCTaHdapTa, ykazaHHoro B
n. 4

2 BHECEH TexHu4ecknm KoMUTEeTOM Mo cTaHdapTusaumm TK 453 «MMnnaHTatel B Xpyprmy»

3 YTBEPXXOEH W BBEJEH B JEWNCTBWE Mpukasom deaepansHoro areHTcTsa no TexHU4YecKomy
perynupoBaHuto 1 metponorumn ot 12 Hosibps 2010 r. Ne 391-cT

4 HacTosiwmi cTaHdapT uaeHTUdeH mexayHapodHomy ctaHgapty NCO 5832-8:1997 «MmnnaHTaThl
ans xupyprun. MeTtannuyeckune matepuarnsl. YacTs 8. fledopmupyemelin cnnas Ha ocHoBe kobanbTa, HUKens,
xpoma, monubaeHa, Bonbdpama U xenesa» (ISO 5832-8:1997 «Implants for surgery — Metallic
materials — Part 8: Wrought cobalt-nickel-chromium-molybdenum-tungsten-iron alloy»)

5 BBEJEH BIMEPBLIE

UHbopmalust 06 U3MeHEHUsIX K HacmosiuemMy cmarnOapmy rybruKyemcsi 8 exe200H0 u3dagaeMoM UH-
¢hopmauuoHHOM yKazamerne «HayuoHanbHsle cmaHOapmbi», @ MEKCM USMEHEHUU U MorpasoK — 6 exxemMe-
CSIYHO U30asaeMbix UH(hOPpMaUUOHHbIX ykalamensix «HauuoHanbHele cmaHO0apmel». B cnydae nepecmompa
(3aMeHbl) unu ommMeHs! Hacmosiueao cmarHdapma coomeemcmsyiouee ysedomneHue bydem orybrukoeaHo
8 EXXeMeCSIYHO U3dasaeMoM UHGhopMayUOHHOM ykazamene «HayuoHanbHble cmaHO0apmely. Coomeemcmey-
roujast uHgopmayusi, yeedoMiieHUe U meKcmbl pasMewaromesi makxe 8 UHghopmMauuoHHol cucmeme obujez2o
rob308aHusi — Ha oghuyuanbHoM calime PedepalibHO20 a2eHMCemea o MEXHUYECKOMY pe2ynupos8aHuro U
mempornoauu 8 cemu IHmepHem

© CraHgaptuHdopm, 2011

Hactoswuia ctaHaapT He MoxeT ObITb NOMHOCTHIO UMM YaCTUYHO BOCTPOU3BEEH, TUPAaXKMPOBaH U pac-
npocTpaHeH B KayecTBe ounumManbHOro usgaHust 6es paspelueHus defepanbHOro areHTCTBa Mo TeEXHUYECKo-
MY peryriMpoBaHuio 1 MeTposiorum
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HAUMWOHANbHBLIA CTAHOAPT POCCUUCKOW ®EQEPALUNMU

MMMNNAHTATbI AnA XUPYPrun.
METANNMUYECKUE MATEPUATNDI

YacTb 8

cnnaB kKo6anbT-HUKeNb-XpoM-MonuéaeH-BonbgpamoBbIN,
copepkallyui xxeneso, aecdopmupyembii

Implants for surgery. Metallic materials. Part 8.
Wrought cobalt-nickel-chromium-molybdenum-tungsten-iron alloy

DaTta BBegaennss — 2011—11—01

1 O6nacTb NpUMeHeHus

Hactosiwmin ctaHaapT ycraHaenveaeT TpeGoBaHMs K AedopMUpyeMoMy KoBanbT-HUKeNb-XpoM-BO-
NbcpamoBoMy CrinaBy, coAepsKalleMy xeneso, npegHasHa4deHHOMY NSl U3TOTOBNEHUS XUPYPrUYecKkux Um-
nnaHTaToB.

MpumedaHu e — MexaHu4eckme CBOMCTBA CMNaea, Nony4YeHHble Ha 06pasLax roToBom NPoAyKLMK, 3aBUCST OT
ee 06paboTkM M MOTYT OTNNYaTLCA OT yKa3aHHbIX B HACTOALLEM CTaHaapTe.

2 HopmaTuBHbIe CCbISNIKK

B HacTosiLeM cTaHAapTe UCNonb3oBaHbl HOPMATUBHbLIE CChINKM Ha crieayoLlme cTaHaapThl:

NCO 643* Ctann. Metannorpaduieckuil MeToz onpeaeneHnst BUaUMOro pas3mepa 3epHa

NCO 6892 MeTtannuyeckue matepuansl. icnbiTaHne Ha pacTskeHWe Npu TeMmnepatype okpyxaiowen
cpedbl

[na HeaaTMpOBaHHBIX CCLINTOK pekoMeHayeTca nocneaHee AelcTByoLee U3aaHue.

3 Xnmunyeckuu cocTtaB

Xnmuyeckuii cocTas cniiasa No KOBLUEBO nNpobe, onpeaeneHHbIii B COOTBETCTBUM C pasaenom 6, Aon-
XEH COOTBETCTBOBATbL COCTaBY, NpUBeAeHHOMY B Tabnuue 1.

Tabnwuuya 1—Xumuyeckuin cocTas

3nemeHT MaccoBas nonsi anemeHToB, %
Hukenb 15,0—25,0
Xpom 18,0—22,0
Monu6aeH 3,0—4,0
Bonbdhpam 3,0—4,0
Xeneso 4,0—6,0
TutaH 0,5—3,50 / 0,50—3,50"
Yrnepop, He 6onee 0,05
Mapraneuy He Gonee 1,0

*) Ccbirika NpuBeeHa HEGMOTPS Ha TO, YTO YKA3aHHbIA B HACTOSLLEM CTaHAAPTE CMNaB He OTHOCUTCS K MaTepua-
nam Ha OCHOBe Xernesa.

U3panne opnunansHoe
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Okonyanue mabnuyst 1

AnemeHT MaccoBas nonsi aneMeHToB, %
Kpemuun He 6onee 0,50

Cepa He 6onee 0,010
Kobanbt OcHoBa

*) B s3HameHaTene ykasaHa 3anucb, NPUHSTasi Ha TeppuTopun PO,

4 MukpocTpyKTypa
MukpocTpykTypa" cnnasa gomkHa 6bITb OIHOPOAHOI U ofHOMa3HONM B TepMooBpaGoTaHHOM? cocTos
HUK. BenuunHa 3epHa Tepmoo6paboTaHHOro cnnasa, onpeaerieHHas B COOTBETCTBUW ¢ pasaenom 6, He aorn-

XHa 6bITb KpynHee 5-ro HoMepa.

5 MexaHun4eckne cBOMCTBa

CgolicTBa cnnasa Npu pacTspKeHWU, onpeneneHHble B COOTBETCTBUM C pasaenoM 6, AO/DKHBI CoOTBe-
TCTBOBaTh TpeboBaHMaAM Tabnuubl 2.

MpunmeyaHne—MexaHnyeckne CBONCTBA JaHHOIO CNNAaBa MOryT GbiTb M3MEHEHbI XONOAHON AedopmMaumnen
W xonogHow gecdopMauuer ¢ nocrnegyowmm cTapeHem.

Tabnwuuya 2— MexaHudeckne cBOCTBa

Mpeaen nNpouHocTH Npepen Tekyuectu OtHocuTensHoe
CocrosHue Rm (as), MMa Rpo.2 (00.2), MMa yanurerve® A (8), %
He MeHee

Tepmoo6paGoTaHHoe*” 600 275 50
XonogHoaethopMMPOBaHHOE UMM XonogHoae-
hOpMUPOBAHHOE U COCTaApEHHOE
CpeaHen TBepaocTu 1000 830 18
Teepooe 1310 1170 12
Bbicokon TBepaocTn 1580 1310 5

*) PacueTtHas gnuHa 5,65,/S, unu 50 mm, rge S, — HavanbHas nnoLaab NonepeyHoro CeHeHns B KBaApaTHbLIX MUIT-
numeTpax.

**) MeTtog 06paboTku Ans AocTmkeHUsi TpebyembiX CBOWCTB BLIGUpPAeT M3rOTOBUTENb.

6 MeToabl ucnbiTaHUN

MeToapbl ucnblTaHWin Ang onpeaeneHns TpeboBaHUiA HacTosALero cTaHaapTa NpuseaeHsbl B Tabnuue 3.
MoaroToBky 06pasLOB Ans UCCrefoBaHNA MeXaHUYECKUX CBOMUCTB NpoBoaaT B cooTBeTcTBMM ¢ MICO 6892,

Ta6bnwuua 3— MeTtogbl NCMBITAHUIA

TpebosaHus Paspgen craHpapra Metoa ucnbitaHun
XuUMmryeckmn coctae 3 MpuHATbIE aHanuTU4Yeckne meToaukmn (metoasl UCO,
€CNK CyLEeCTBYIOT)
Benuuuna 3epHa 4 NCO 643
MexaHnueckue CBOWCTBa 5 NCO 6892

1) [Insi nccneaoBaHns MUKPOCTPYKTYPbI MOXET ObiTh NPUMEHEH peakTuB Ansa TpaBneHus: 10 Mn a3oTHOW KMCMOThI
(P20 = 1,4 kr/n) + 100 mn consHom kucnothl (p = 1,19 kr/n) + 0,3 mn numbuTopa Tpaenexnsa Porens + 100 mn guctTnnnm-
pOBaHHO BOAbI.

2) Metop o6paboTkn Ansa gocTmxeHnst TpebyemMbix CBOICTB BbIGMpaeT N3rotToBuTers.
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Mpnnoxenne OA
(o6s3aTenbHoOe)

CBefieHMA 0 COOTBETCTBUMN HaLMOHalNbHbIX cTaHAapToB Poccuickon Pepepaummn
CCbITOYHBIM MeXAYHapOoAHbIM (perMoHanbHbIM) cTaHAapTam

Tabnwuua [OA.1— MexagyHapodHble CTaHAapThl, HA KOTOPbIE AaHbI CChINIKM B HACTOSILLEM CTaHAapTe, U COOTBET-
CTBYIOLLME UM HaLMOHambHble CTaHaapThl

O6o3Ha4YeHne CCbINoYHOro CreneHb 0603HavYeHe U HAUMEHOBaHWE COOTBETCTBYHIOLLENO HALMOHAMBHOIO
MeXAyHapoaHoro ctaHaapTa COOTBETCTBUS cTaHpgapTa
NCO 643 — *
MCO 6892 MOD FOCT 1497—84 (NCO 6892—84) «MeTtannsel. MeToabl ucnbli-

TaHWi Ha PacTsHKEHNEY

FOCT 10006—80 (MNCO 6892—84) « Tpybbl MeTannuyeckme.
MeToa, NCMbITaHWs Ha PacTsKEHNE

FOCT 10446-80 (MCO 6892—84) «[Mporonoka. MeTog ncnbl-
TaHUsl Ha PacTsHKEHNEe»

* COOTBETCTBYHOLLMUI HALMOHaNbHbBIN CTaHAAPT oTcyTcTBYeT. [lo ero yTBepxaeHus pekomeHayeTcsi UCNnonb30BaThb
nepeBod Ha PYCCKMM s13blK JAHHOTO MeXAyHapoOHOoro ctaHaapTa, Haxogsawmincs B PegepansHoM MHOOPMALNOHHOM
cdoHae pernaMeHToB U CTaHA4apTOB.

MpumedyaHne— B HacTosiweln Tabnmue NCNonb30BaHO CriefyoLWee yCrioBHOE 0603HaYeHNe CTENeHN COOTBe-
TCTBWSA CTAHAapTOB:
MOD — mogucunumpoBaHHble cTaHAapThl.
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