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FOCT P NCO 5832-5—2010

Mpeancnosue

Llenn n npuHumnel ctaHgapTm3aumn B Poccuiickoih ®egepaunn ycTaHoBNeHbl PefepasibHbIM 3aKOHOM
0T 27 gekabps 2002 roga Ne 184-d3 «O TEXHUYECKOM perynnpoBaHun», a npasuaa npuMeHeHus HauoHasb-
HbIX cTaHaapToB Poccuiickoit ®epepaumm — FOCT P 1.0—2004 «CtaHgapTusauus B Poccuiickoih depepa-
uun. OCHOBHbIE MONTOXEHNA»

CBefioHVA 0 cTaHfapTe

1 NOArOTOBNEH ®eagepanbHbiM [OCyAapCTBEHHBIM YHUTAPHbLIM NpeanpusaTuem «LleHTpanbHblil Ha-
YUYHO-MUCCNeA0BaTENbCKUIA UHCTUTYT YepHoi mMeTannyprum um. W.M. BapguHa» (®ryn «UHUuepmet
M. W.TM. BapguHa») Ha ocHOBE COGCTBEHHOIO ayTEHTUYHOrO NepeBoja cTaHapTa, ykasaHHoro B nyHkTe 4

2 BHECEH TexHuyeckuMm KoMUTETOM NO cTaHgaptusauuu TK 453 «/imnnaHTartbl B XUpyprums»

3 YTBEP)XAEH W BBEAEH B LI,EVICTBVIE Mpukaszom PepepasibHOro areHTCTBa no TeXHUYeCcKoMy
perynMpoBaHuio U MmeTponormm ot 12 Hoss6ps 2010 r. No 394-ct

4 HacToAwmin cTaHapT MAEHTMYEH MexAayHapogHomy ctaHgapTy WCO 5832-5:2005 «WmnnaHtatsl
ans xupyprun. MeTtannuuyeckue matepuanbl. Yactb 5. ledhopMupyemblii cniaB Ha OCHOBE KoGasibTa, XpoMa,
Bonbhpama u Hukens» (ISO 5832-5:2005 «Implants for surgery — Metallic materials — Part 5: Wrought
cobalt-chromium-tungsten-nickel alloy»)

5 BBEJEH BIMNEPBbIE

NHopmaLys 06 N3MeHeHUsIX K Hac T osiLeMy CTaH4ap Ty Ny6/IMKyeTCA B €Xero4Ho n3jaBaeMoMm UH-
hopMaunOHHOM yKazaTene «HaunmoHabHble CTaH4aPThi». a TEKCT W3MEHEHWI 1 MONPaBOK — B eXxeme-
CSYHO M3JaBaeMbIX MH(OPMALMOHHBIX YKazaTensax «HauuoHanbHble cTaHaapThi». B ciyyae nepecMoTpa
(3aMeHbl) MM 0T MEHbI HACT OSILLLEr0 CTaHAapTa cooTBeTCTBYyLee yBefomeHne 6yaeT ony6ankoBaHo
B €XXeMeCSYHO M3aBaeMOM UH(POPMALMOHHOM yKasaTe e «HaunoHanbHble CTaHaapThi». COOTBEeTCTBY-
oL as nHopmauus, yBeJOMIEHNE Y TEeKCTbl pasMelLaln T Ccsl Takke B UH(OPMaLMOHHO cucTeme o6LLero
nofb30BaHNA — Ha othuumanbHOM caiiTe PefepasbHOro areHTCTBa N0 TEXHUYECKOMY PETY/IMPOBAHUIO U
MeTposiorMn B ceTu MIHTepHeT

© CrtaHgapTuHopm. 2011

HacToswuit cTaHAapT He MOXET GbITb MOMHOCTbLIO WM YACTUYHO BOCNPOU3BEEH, TPaXXMPOBaH U pac-
MPOCTPaHEH B kayecTBe OhMLIMAanbHOMO U3fanns 6e3 paspelleHus defepasibHOro areHTCTBa No TeEXHUYEeCKo-
My perysiMpoBaHuio U MeTPOosIoriun
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HAUMOHANBbHbBIMN CTAHAOAPT POCCUMCKOW OSGEJLEPALUNMN

VMMJTIAHTATbI 4N1A XUPYPTUWN.
METANNTMYECKWNE MATEPWA/bI

Yactb 5

CnnaB K06anbT-XpOM-BONbpamM-HUKeNeBbIi fetopMupyemblii

Implants for surgery. Metallic materials. Part 5. Wrought cobalt-chromium-tungsten-nickel alloy

fata BBegeHns — 2011—11—01

1 O6nacTb NpUMeHeHUA
HacTosilwumii cTaHAapT ycTaHaBNuBaeT TpeboBaHUA K XapakTepucTukaM 1 MeTofaM ucnbiTaHuii gecop-
Mupyemoro KOﬁaJ’IbT-XpOM-BOI’Ib(*)paM-HVIKeI'IeBOFO cnnasa, npegHasHa4eHHOro AsA U3rotoB/1IEHNA XUPYpPrn-

YeCKUX UMnaaHTaToB.
NMpumeuyaHune — MexaHuyeckne CBOCTBA CniaBa, NoayyeHHble Ha o6pasuax roToBoi NPOAYKUMUM, MOTYT OT-

n4aTbCA OT yKa3aHHbIX B HacTodAweM cTtaHgapTe.

2 HopmaTtuBHbIe CCbISIKU

B HacTosuem cTaHfapTe UCMONb30BaHbl HOPMATVBHBIE CCbIJIKU Ha crefytowmne ctaHaapTbl:
NCO 643 Cranu. MeTannorpadmyecknini MeTog onpeseneHns BuaANMoro pasmepa 3epHa
NCO 4967:1998 Ctanu. OnpefeneHne cofepXaHusi HeMeTa/lIMYyecknx BKIYEeHUA. MeTtannorpadu-

Yyeckuii MeTog C NPUMEHeHNeM CTaHAAPTHBIX Anarpamm
NCO 6892 MeTtannuyeckue matepuansl. VicnbiTaHne Ha pacTskeHne npu Temnepartype okpyxatoluei

cpefbl

3 Xumunueckuii coctas

XumMuyeckuii coctaB npo6bl cniaBa, OnpeAesieHHbI B COOTBETCTBUM C Pa3fenioMm 6. [O/MKEH COOTBE-
TCTBOBATb COCTaBY, NpuBEAEHHOMY B Tabnuue 1.

Ta6nuya 1— Xumuyeckuin coctas

MaccoHas fona anemMeHTos*'1 %

AnemeHT
Xpom 19—21/19.0—21.0
Bonbdpam 14— 16/14.0— 16,0
Hwukenb 9—11/9.0—11.0
Xeneso He 6onee 3/3.0
Yrnepopa He 6onee 0.15
KpemHuii He 6onee 1/1,0
MapraHey He 6onee 2/2.0

M3paHue ouuynanbHoe
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OKOHYaHue Tabnuubl 1

3nemeHT MaccoBas gons anemeHToB*', %

Cepa He 6onee 0.03
doccop He 6onee 0.04
Ko6anbT OcHoBa

* B 3HameHaTesle ykasaHa 3anucb, NpuHATas Ha Tepputopun Pd.

4 MUKpPOCTpPYKTYpa

4.1 BenuuuHa 3epHa

O6pasLbl 4Na nccnefoBaHnsa Ao/HKHbI 6bITb NOATOTOB/EHbI U NPOTPAaB/IEHbI C UCNO/Ib30BaHWeM N060ro
cornacoBaHHoOro metoaa. BennunHa 3€pHa, onpepaeneHHasa B COOTBETCTBUN C NCO 643. He AOJ/DKHa 6bITb
KpynHee 5-ro Homepa.

MpumeuyaHune — MpuBeaeHa ccbisika Ha MCO 643 HECMOTPS Ha TO. YTO yKa3aHHbI B HacToslWeM cTaHaapTe
cnnaB OTHOCWUTCA K MaTepuanam Ha OCHOBe Xenesa.

4.2 HemeTannuueckue BKIOYEHUA

OueHKa BK/IIOUYEHWUIA f0/HKHA NPOBOAMTLCA Ha Wndiax ¢ NPOAO0/IbHbLIM HanpaB/ieHMEM BOJIOKHA B COOT-
BeTCTBUM ¢ TpeboBaHusaMu NCO 4967, meToa A.

3arpsA3HEHHOCTb ch/laBa HeMeTaN/IMYeCcKMMUN BKTKYEHUSMY He [0/HKHA NpeBbilaTb HOPM, NpUBEAEH-
HbIX B Tabauue 2.

Ta6bnuuya 2 — HopMbl 3arpA3HEHHOCTU cniaBa HeMeTanIMYeCcKUMUN BKIYEHNAMN

HemeTannuuyeckme BKIOYEHNS, TOHKasA cepus®, 6ann
Bua BkoUeHNin

He 6onee**"
Cynbdugsl (A) 1/1.0
AnwomuHatel (B) 3/3.0
Cunukatbl (C) 1/1.0
Okeuabl rnobynsapHblie (D) 3/3.0

*' B 3HaMeHaTefle ykasaHa 3anucb, NpUHATas Ha Tepputopum Poccuiickoii depepayuu.
**' [lonyckaeTcs TOMLWMHA BKkAoYeHuii o 0.5.

5 MexaHu4yecKkue cBoMCcTBa

CBoiicTBa cniasa Npu pacTsXKEHUU, ONpefesieHHble B COOTBETCTBUN C pa3fenioM 6. AO/KHbI COOTBET-
cTBOBaTb TpeboBaHUsAM Tabuupl 3.

MexaHuuyeckme cBOWCTBa cnsiaBa B UHOM, YEM B TEPMOO6GPaB6OTaHHOM, COCTOSIHUN A0/TKHbI ObIThb yKa3a-
Hbl NOTPeE6GUTENEM B 3aKase.

Ta6nuya 33— MexaHunyeckue cBoicTea

Mpegen npoyHoCcTH Mpegen Tekyyectu OTHOCUTENbHOE YAIMHEHVEe
<T,). MMa (oH). MMa <>%
CocTosHne
He MeHee
Tepmoo6paboTaHHoe* 860 310 30

' MeTog 06paboTKM AN [OCTUXEHNA Tpe6yeMblX CBOWCTB BbI6GUPAET U3rOTOBUTENb.
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6 MeToabl UCMbITaHW

MeTofbl UCNbITaHWIA AN onpeAeneHns TpeboBaHWi HACTOSLLEro cTaHAapTa NpuBefeHsl B Tabnuue 4.

MoAroToBKy 06pasLoB A/s1 UCCMefOoBaHWUs MEXaHU4eckux CBOWCTB NPOBOASAT B COOTBETCTBUU C
MCO 6892.

Ta6nuya 4 — MeToabl UcnbliTaHWi

Pazgen ww nogpasgen

Tpe6oBaHua MeTopa vcnbiTaHuii
cTaHgjapTa
Xumunyeckuii coctas 3 MpuHATbIE aHanuTUYeckne MeToauknm (me-
ToAbl MCO. ecnu cyuiecTByHOT)
BenununHa 3epHa 4.1 MNCO 643
OueHKa BKIOYEHU 4,2 NCO 4967
MexaHuueckne ceoiicTBa 5 NCoO 6892

Mpunoxenne A
(o6s3aTenbHOE)

CBefieHns 0 COOTBETCTBUU HaLMOHANbHbIX CTaHAapToB Poccuiickoii ®egepaunn
CCbI/IOYHLIM MEXAYHapOoAHbIM (PernoHanbHbIM) cTaHaapTam

Ta6nuya [A.1 — MexAayHapojHble CTaHAAPTbI, HA KOTOPbIE faHbl CCbIZIKM B HACTOSALWEM CTaHAApPTe, U COOTBET-
CTBYIOLLME UM HALWOHaNbHbIE CTaHAAPThI

O603HayeHne CCblIOUYHOro CrteneHb O603HaveHNe N HauMeHOBaHMe COOTBETCTBYIOLLEro HaloHaIbHOTO
MeXAyHapoHOro ctaHgapra COOTBETCTBUS cTaHfjapTa
NCO 643 - .
NCO 4967:1998 MOD FOCT 1778—70 (MNCO 4967—79) «Ctanb. MeTtannorpadu-

yeckne mMeToAbl onpegesieHnsa HemeTanInyecknx BK/TIOUEHUI»

NCO 6892 MOD FOCT 1497—84 (NCO 6892—84) «MeTannbl. MeTogbl MUcnbl-
TaHWii Ha pacTaxeHune»
FOCT 10006—80 (MCO 6892—84) «Tpybbl mMeTannamyeckue.
MeToa ncnbiTaHWA Ha pacTaXeHue»
FOCT 10446—80 (MCO 6892—84) «[llpoBonoka. MeToa ncnbl-
TaHUS Ha pacTsxXeHne»

* COOTBETCTBYIOLWNA HALMOHANbLHbIA CTAHAAPT OTCYTCTBYET. Lo ero yTBepXAeHUs PeKOMEHAYEeTCA UCMNONb30BaTh

nepeBo/, Ha PYyCCKUii A3bIK MEXAYHAapOAHOro cTaHAapTa, Haxoasuerocsa B ®efepanbHOM UH(MOPMALUOHHOM hOoHAe
pernameHToB 1 CTaHAapTOB.

MpumeuyaHune — BHacTosweil Tabauye NCNonbL30BaHO CleayloLLee yC/I0BHOE 0603HAYEH e CTENEHN COOTBE-
TCTBUS CTAH4apPTOB:

MOD — mognduumpoBaHHble CTaH4apThl.
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YAK 615.46:006.354 OKC 11.040.40 B32 OKIM 93 9800

KfloueBble C/loBa: XUPYpruyeckue uMmnaaHTaThl, ko6anbTcoAepkalyue cniasbl, XpOMUCTbIE CM/IaBbl, MONG-
[leHcofepxallue cnnaebl, BoNbpamMcoepxalime Cniasbl, XMMUYECKUl COCTaB, MUKPOCTPYKTYpa, MeXaHu-
yeckue CBOICTBA, METOAbI UCTIbITAHWI
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