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Mpegucnoewue

Lens 1 npuHuMne cTaHgaptvaayymy B Pocouiiceol $egepaure yoTasoBNaHs Degepans s 3aK0H0M
oT 27 gexabpa 2002 roga Ne 184-03 ¢ 0 TEXHWYSECKOM PEMYNHDOEIHAMS | 3 NPAEMNE NPEMEHEHHA HALWOHA M-
HilX cTadgapToe Poccuickod Cenepaumi — MOCT P 1.0—2004 «Crangaptuaauwa B Poccwidceoil depepa-
UMK, DCHOBHEIE MONoHReHWs

CeegeHuA o cTaHOApTE

1 NOAroTOBNEH @enepantHbiv MocyQapoTEEHHLM YHHTADHEM NPEONPUATHEM «LiBHTpaNEHEA HA-
YUHO-HCCMNEqOBATENECEMA MHCTUTYT YepHoll metannypruw uM. WM. Bapowwar (@MY «UHMWyepmer
vs. WM. BapouAas) Ha oCHORE COGCTREHHOMD AYTEHTWYHOMD NEDEROOA CTAHOAPTa, YEaIaHHor B nyHETe 4

2 BHECEH TexHM“eCckHM KOMWTETOM No cTasgapTHIagywE TH 2453 «MMnnadtats B xMpyprdns:

3 YTEEPHIOEH W BBEOEH B NEWMCTBWE Mpukazom DefepansHoro areHTcTEa NO TEXHWYECKoMY
perynUpoBaHMD 1 METRONOMKM oT 12 wosbpa 2010 r. Ne 394-c1

4 HacToAWWA cTaMdapT WOEHTHYeH MewdyHapogdomy cTadpapty MCO 5832-5:2005 alMnnaqTaTh
an\ xupyprad. Merannuqecikve marepuans. Hacts 5. Jedopasupyesei cnnae sa ocHobe kobaneTa, xpoma,
Bonedipama M Huakenay (IS0 5832-5:2005 «Implants for surgery — Metallic materials — Part 5: Wrought
cobalt-chromium-tungsten-nickel alloys )

5 BBEIOEH BENEPBLIE

MrghopuauLs of LIMBHEHUAX K HECMOAWEMy cmandapmy nyGnukyemcs g exe2odHo vedagasmon LH-
ODMALUOHHOM Yrazameane « HaiUuoHanbHee cmandanmbie, 8 MarciTt UIMEHEHUN U RONDEaaok — & exeme-
CAYHO Uadagagmbix uHODMaLUOHHEN Yiradamaenax sHayuoransksie cmaddapmes. B cmyvae Nepecvompa
(IameMian) WV OMMENL HECMOALWEe20 cmandapma cosmaamomayiowes yeedoumnesuve Sydem onplinuroeano
@ GWEMECAYHD LadaeaemoM UHhODMSYUDHRDM Vialamene sHayloxanstse cmasdapmers. Coomeemomay-
roLlan uHthopaluA, yeedopmaslue U mekcimsl D8 MeuSioMcs mase @ UighopamayuonHod cucmeane ofwezo
MOMLI0EIHLA — Ha ohuyvansyoM cadme PedepansHos0 a2EHMCMEa N0 MexXHUYecKoM)y Py LpoEaHLND U
MEemponosuy & camu HumepHen

© CradgaptvHdeopm, 2011

HacToAWMWA CTaHOapT He MOMET BeiTs NOMHOCTEI MNKW YACTHYHD BOCNPOMIREgEH, THPaNMMpOBaH W pac-
NPOCTRAHEH B KAYECTBE OMWLMANLHOrD WagannAa Gea paspewenra PegepansHoOro ar@HTCTEA MO TEXHNYECHD-
MYy PEMYNHMPOBAHKIO ¥ METPONOTHIA
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HAUMOHANBHBIA CTAHOAPT POCCMACKORWR EOEPALUMMNK

MMMNNAHTATREI ONA XWPYPIAK.
METANNHWYECKHE MATEPMANI

YacTe 5

Cnnae KoGaneT-XposM-BonkhpamMm-HMKeneBiid nedhopaKpyesisiA

implants for surgery. Metalic materials. Part 5. Wrought cobalt-chromeum-tungstan-nickel atioy

Nara eeegeHma — 2011—11—01

1 OBnacTtb NpUMEHEHWA

HacToAWMWA cTaHaapT YyeTaHaBnueasT TpeGoBaHWA K XapasTepHCTHESM ¥ METO0aM WCMbTaHWE gedop-
MHPYEMOTe KOGansT-xpoM-BoNsgpamM-HHKENEBONS CNNABA, NPEQHAIHAYEHHOD ANA WATOTOENEHWA XMDYRIv-
YECKAN MMINaMTATOR.

I pPHAMBYBAHWE — MexaHH4eckde CBOACTES CNNABA, nonyYaHHES HE olpaauax roToeok NPOOYELHEA, MOTYT OT-
NEHATECA OT YES33HHEX B HACTORALWEM CTAHOEDTE.

2 HopmaTHBHLIE CCLINKK

B HACTORLLEM CTAKOADTE MCNOMNSI0AAHE HOPMATHAEHLIE CCIMKKM HA CREOYKWKE CTAHOARTERE

HMCO 643 Crand. MeTannorpai<eckdid MeTol OnpegenegHda BHOUMOrD paitepa sgpHa

WMCO 49671998 Crand. OnpagengHie CONepsaHns HEMETannMYeckky BmodeHyid. MeTtannorpadim-
YeCcKHi METOO C NPUMEHEHKEM CTAHOADTHEIX OWArpaMe

HMCO 6892 Metannu4eckye MaTepuans. MoneiTadike Ha pacTAMEHWE NPH TEMNSPATYDE OEPYHaHILLENA

cpege

3 XHMHYBeCKMH cOoCTaBe

XHMMHeCKMd cocTae npofsl CNNaea, onpefensHdsii B CcoOTEETCTEMA C pajnencs 6, OomeeH cooTaa-
TCTROBATEL COCTARY, NPUBEASHHOMY B TaGNMUe 1.

Ta@nuya 1 — Xumavecksid coCTaEA
ImEmEET Macoonas Lona aneMeEToR", %
Kpon 19—21/19.0—21,0
Bonedipam 14—16M14,0—16,0
Huzenes S—11/8,0—11.0
Henaao He Gomes 3730
Yrnepoo He Gonee 0,15
KpasiHd He Gones 1/1,0
Maprasey He Gonee 2020

Hamanue OPHUMEN EHOE
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Orowvwasue mabnuysr 1

AnEmenT Maccosas gana anemastan®, %
Cepa He Bones 0,03
Pocfop He Bonee 0,04
KoGaneT CcHoea
*' B asameHaTens yLA3AHME SANWCE, NPUHATAA HE TERRUTOPEN Pd.

4 MukpocTpykTypa

4.1 BenuuuHa 3epHa

Obpasubl ANA HCCNSOOBAHMA ACMHHE SRTE NOOroTORMEHE ¥ NDOTPAENEHE! & HCNONBEIOBAHHEM NEOro
cornacosaqHoro MmeTtoga. Benuuwea aspHa, onpegengdHan B cooTeetcTRMK ¢ MICO 643, we gonwmHa CeTe
KpynHes S-ro HoMepa.

NMpumeuaHne— MNpueegena coenka B8 MCO 843 HECMOTRR HA TO, 4TO YEA3IAHHBIA B HACTOALEM CTAHGAPTE
CNNae OTHOCHTCA E MATEpHANAaM HE OCHOBE Haneia.

4.2 HemeTannu4yeckhe BENHOYSHHA

OueHra BENDYSHWA OoMmiHa NPOBOOWMTECA Ha Whkdiax ¢ NPoaonNsHEIM HANDABNSHAEM BONCKHA B COOT-
BETCTEMW C Tpeboeanuamn WCD 4967, meTon A

3arpAIHEHHOCTE CANAES HEMETANMWHYSCEHMA BENKYEHUAMK HE JONHHA NPEBBILLATE HOPM, NpHBE0EH-
HulX B Tabnuue 2.

Tatnwue 2— Hopssl 2arpE2HEHHOCTH CNNAAS HEMBTANRWMBCKHMM BENKSEHHAM A

Hamarannuyackss BENOYEHRA, ToHEAN cepua®, Gann
Big srnousHAn

we Bonea**

Cynegmae (A 11,0
AnwMKHaTE (B 33,0
CunueEaTa (S 11,0
Okcuaw modynapHee (0 33,0

wl
B asaMeHaTENE YEASAHE SANMCE, NPUHATAA HaE TEppUTOpHA Focorfckol Seqepaund.
= NonyckaeTon TONWKHE BKNGWEHAA 4o 0,5

5 MexaHuvecKWe CEONMCTBA

CeolcTEA CNNaBa NpY PACTAMEHUK, ONEEOENEHHEIE B COOTRETCTEMM C paigencm B, 0oMmeHsl CooTRET-
CTEORATE TPESOBAHWARM TADNWLE 3.

Mexadudeckie CBOACTRES CNNAaBa B MHOM, Y4EM B TEPMOODDaAGOTAMHOM, COCTOAHWA O0EHEl BaiTh yiaaa-
Hil NoTpebuTenam o aakase.

Tafnwue 3I— MexauduacEve CEOACTEA

Mpegen npouHocTs Mpegen TasyiacTs OTHOCHTENBHOE YANHHEHHAE
fer), MMia [zl MMa {3} %
CacToRHHE
HE W2 e
TepsmoobpafoTadnos®’ asd 310 a0
“| Metog ofipafoTsr ONR AOCTHHEHHRA Tpefyerax cBOACTE BRBRPEET HArOTORMTENE.

k2
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6 MetTogbl MCNBITAHKA

MeTogkl MCNETaHWiR An8 onpegenedia Tpeboaadki HACTOAWEND CTAKOAPTa NpYEaneHs & Tabnuye 4.
Mogrotoeky ofpasyca ona WCCNEOOBAHWA MEXAHMYECKWMX CEOACTE MNpoBOOAT B COOTBETCTEMMA C
WMCO 6892,

TaGnvya 4 — MeToos ACNsTAH®A

Tpeboaarina PEARSR M ROgRAYAEN Metog monmTannn
CTAHOADTA
AHMMHHECHHE COCTAB 3 MNpEHATEE BHANETHYSCHHE METOOWKE [Me-
Toae MCO, ecnn cyuwyecTEyYOT)
BenudurHa aspHa 4.1 MCO 643
DeHEE BEKNSYMEHU A 4.2 WCO 4967
M exanMyeckMe CEORCTAE 5 HMCD 6382

Mpunoxesnes 0A
|{oBR3IaTENLHOS)

CeeaeHHMA 0 COOTEBETCTEMM HALMOHANLHLIX cTavgapToe Pococrickon Denepaumm
CCLINOUYHEIM MEXAYHAPOAHLIM (PerdoHANbHLIM) CTAHAAPTAM

TaGnuwya .ﬂ,Pm."l — MexgyHEPOOGHEE CTAHOADTE, HE HOTODHE GaHbl CCINKAW B HECTOALLEM CTEHAEPRTE, ¥ CODTEET-
CTEYEIUWE WM HAQWOHBNbHES CTAHOADTH

DEOIHAYEHAE ORI CrEmEHE DEOAHEFUEHAE 1 HAAMSHD B HHE COOTEEToTaY KWeErD HAUMOHANsROrD
HEROIYHIPOAHOND CTAHA3pTS COOTESETCTAORA LTAHQapTa

MCO 643 — :

MCO 459671908 OO FOCT AT7E—70 (MCD 486F—78) «Crenk. Metannorpadm-

YaCKWe METOOR ONPEOSNEHMA HEMETAENNWMECKWE BENDYEHMEA R

MCIO 6ao2 MO D FOCT 14897 —84 (MCO 6802—B4) «MeTanne. MeToOow WCNbl-
TEHWA HA PACTAMEHHES

MOCT 10006—EB0 (MCO 6892—B84) «Tpydul MeTannUYECEHE.
MeTod MCNEITEBHWS HE PECTAKEHWED

FOCT 10446—860 (MCO 6892—84) «Npoeonoka. MeTog Mcnei-
TEHHA HA DECTAREHHE »

B I:\.'I:I!'.‘lTEE‘.I'ETE!'-'H:I:IJ.IHl:l HEUHMDPHANEHEIA CTEHOBPT OTCYTCTEYET. ,ﬂﬂl ard yTeepHOQeHHA pPeEdMeHOYaTCH HCNONBEFOBETE
Nepeean HE pYCCEMd RIEK MEXIYHIpOAHoOro CTAHQAPTAa, HAXoOAWErocA B PeARRansHOM HHPOpPMELWOHHOM foHge
pernaMeHToE W CTAHAAPTOE.

Mpumeda s e— B HacToawel TaGNHMUE MCNONL30BEHD CNEOYIOWER yeNoEHOe o0f03HEYEHHME CTRNEHKM COOTEE-
TCTEMR CTAHOAQTOE:
MOD — MoaMbHUMpOBEHHEE STAHOAPTH.
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