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Mpegucnoewue

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

CeegeHuA o CTAHOAPTE

1 NOAroTOENEH @enepanttbiy MocyaapoTEEHHLIM YHUTADHEIM NPEONPUATHEM «LlgHTpaNBHBIR Ha-
YUHO-HCCMNEqOBATENECEMA HHCTHTYT YepHod metannyprin ud. 1.1, Bapaousas (YT «UHWAYepmeT .
.M. bapouHax) Ha ocHoBE COBCTREHHOMD AyTEHTHYHOMD NEpeRoaa CTaHdapTa, YKAIaHHoro B NyHKTe 4

2 BHECEH TexHM“eCckHM KOMWUTETOM No cTasgapTHIagyE TH 2453 «MMnnadtats B xMpyprdns:

3 YTEEPHEH W BBEOEH B QEMCTBKE Mpwkazom GelepantHoro areHTCTEA No TEXHWHECKOMY pe-
MyNUPoBRaHAK ¥ MeTponordd ot 11 gekabpr 2009 r. Ne 714-cT.

4 HacToAWWA CTaHpapT HOeHTHYeH MemayHapoaHomy cTangapTy MCO 5832-12:2007 sliMnnadTaTh
ana xupyprvn. Metannuyeckue marepuane. Hacts 12. Cnnae gedopsmypyeneld xobansToasii, nermposax-
Held ApoMomM 1 MonkGgedoss (IS0 5832-12:2007 «lmplants for surgery — Maetallic materials — Part 12:
Wrought cobalt-chromium-maolybdenum alloys ).

Mp# NpHMEHEHAK HBCTOALLEMD CTAHOAPTA PEROMEHOYETCA MCNONLIOEATE BMECTD COBNOHHEIXN MMy Ha-
POAHEY CTAHOAPTOR COOTEETCTEYHILIME WM HALMOHANBHLIE CTAHOaPTLl Poccuickod Penspauuu, CE8IeHHA O
KOTODBIX NpHBEOEHL B QONONHATENEHOM NPANCHEHA A

5 BBEIEH BMNMEPBBIE

Mirghopayus of UIMeHEHLAX K HACMOALEM ) cmandapmy nyBnukyemcs @ ewe2odo nedasasmonm LH-
BODMALUOHHOM yrazameane «HaguoHansHe8e Cmandapmbie, 8 MeKchT ULAMEHEHUET U NONDEaok — & axemes-
CAYMO Uadagasnbi UHBoDMALLMHHEY Vkatamenay «Hauuoxdanshise cmandapmes. B cmydae 0epecMompa
(Fangmsr) WL OMMENsl HACMOALWE20 cmandapma coomasmomayiowes yeedomnasve Gydem onpinuroeano
@ SMEMECAYHD i3dasaemroM UHHODMBLUOHROM yralamens sHayloransteie cmasdapmen. Commeemomay-
WoLan uHhopaluA, yeedomMmasue U mekcimsl DaIMeusinme maose @ UighopamayuosHod cucmane ofiyeao
MONEI0EANLA — Ha oghuuuanssor cadme DedepanbHoeo a2eHmCcmes No MexHUYecKoM )y ez yILpoaaHLiD U
MEMDONOsUY & caemu MumepHeim

© CramgapTisceopn, 2010

HacToAWMWA CTaHOapT He MOMET BeiTs NOMHOCTEI MNK YACTHYHD BOCNPOMIREgEH, THPaMMpOBaH W pac-
NPOCTRAHEH B KAYECTBE OMWLMANLHOrD Waganna Gea paspewenra PegepansHoOro areHTCTEA MO TEXHNYECHD-
MYy PEMYNHMPOBAHKIO ¥ METPONOTHIA
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HAUMOHANBHBIA CTAHOAPT POCCMWACKOR EOEPALUMMNK

WMNNAHTATE ANA XUPYPTHK
METANNMHUYECKHME MATEPHUANLI

YacTte 12

Cnnae KoBankT-XpoM=-MonubaeHoBELIA qedopMHUpyeMisIA

Implanta for aurgery. Metallic materiala. Part 12,
Wrought cobalt-chromium-malybdenum alloy

Nara eseaeHna — 201 0—08—01

1 OBnacTb NpUMEHEHUA

HacToAwMi cTasgapT yocTakaenyeasT Tpebosadun K gedopuMupyesoMy Cinasy a8y COCTABOE Ha
ocHORE KobansTa, cogepsaleny 28 %% xposa M B % Monuboeda, NpUMEHREMOoMY 0NA WAroTORNEHIAA XMDYDM-
YECKHME MMNNAHTAToR. CEOACTES YHAIAHL NPHMEHHTENEHC K 4efopsupy Moy CORPTOBOMY NPOKATY, NPYTHY 1
NEOBOMOHE.

MpruMmesaHuna

1 Mexasuueckne cEoACTES 0Opasue ¥3 roTOECH NPOGYKUMY DEHHOID CNNSES MOFYT OTNHHETECA OT YEEA3HHE X B HA-
CTORLWEM CTEHOAaPTE.

2 BricoEoe COfepEaHd4e YINMEPOOS B JAHHOM CNMNEEE NPUEBDLHWT ¥ NOABNEHME IHAMMTENLHOTD KONWYECTES KapSu-
LOBE B 8nd CTRYKTYPE. 3T0 K0NWHBCTES MOKHD PEryNUPOBATE KEXABA FE3 NPW WATOTOENEHWHA NPOEATA WA NOCNE LY HILEH
TepMomexanryieckod obpaboTeof koHeuso R Npogyrku M. KonwvecTeo kapBugos 8 KOHEYHORA NPOAYELNE HACTOALLMM CTEH-
OApTOM HE CIOE3PHESETCA.

2 HopmaTHBHLIE CCLINKKW

B HacToAwem CTaHdapTe MCNoNbE30aaH bl HOPMATHEHBE COBUNKK Ha CNegyswHe MesdyHapoaHee cTaH-
OapTel!

MCO 643" Cranu. Metannorpadsdeckiii MeTod onpegenaHia BMOJUMOoro paiMepa 3epHa

MCO B6892° Metannuwuyeckie MaTepuans. MCNeiTasiie Ha PACcTAKEHWE NPH TEMNeDaType OKpYHaLLEN
Cpenk

3 XumuU4YecKHWA cocTaBe

XHMHYBCKME COCTaBEl CNNAEA, ONPEASNAEMEIE B COOTEETCTEMM C paagenom B, NomHL COOTBETCTEO-
BATE OAHHEIM, NpHBEOeHHEM B TaBmuiue 1.

Tednvya 1 — XMMAYECEHRA COCTEA

Maccosan gann, %
DnEpMaHT
':IU'IH.H CocTapa 1 & HUaAkAM EIJCIEPIHHHE‘M EI‘I’J‘-:IH CoOCTand 2 C ORCOKAR
yraepoga COOSREAHAEM yrNepoaa
Xpom 26,0—230.0 26,0—30.0
Monudgax 5.0—7.0 50—7.0
Hengzo He Gonee 0,75 He Gonee 0,75

* Dna HegaTu POBEAHHEX COCRNDK MCNONLE0EATE NECNEAHSs DEACTEYHILLIEES W3DaHWE.

Hamanue OPHUMENEHOE
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Orowvwasue madnuysr 1

Maccosan gona, %
InEwEET
Cnnae coctasms 1 € HHsgns COnRSpaaHHeM Chnas coctana 2 & pwcaEdm
Yre RO A COQefCaies yinepoga

Maprasey He Bonee 1,0 He Bonee 1,0
KpamHri He Gonee 1,0 He Gonee 1,0
¥raepoq Ha Gonee 0,14 0,15—0,35
Hukens He Bonee 1,0 He Bonese 1,0

AzoT He Gonee 0,25 He Gonee 0,25
KoBansT OcHoaa OcHOBA

4 MukpocTpykTypa

MugpocTpyRTYpa cnnasa goniHa Geme oaqopogHoi. BenmivHEa aepsHa, onpedendesan B cooTReTCTRNM

C paafenck 6, He O0MHHa BeiTe KDYNHEES 5-ro HOMapa.

5 MexaHuvecKkWwe CEOMACTBA

CeodcTEa CNNABA NPKW PAcTAXEHWH, MCTTLITAHHOND B COOTBETCTEMA © paznenom 6, O0nsHel CooTBRTCTRD-

BaTk HOPMaM, NpYBEASHHEM B TaGnuge 2.

Tatnwua 2— MexaHuuecEMe CEOACTER

Mpegen npavnocTd Bm Npegen Terywssta Rpea DTHOCHTENLHOE
{erg ), MMa frs ). MMa yanMmenne A (i), %
Coctoamme
HE MEHEE
TeprooBpaboTanHos® aay 517 20
Mopase ged opuupoEa HH 02 1000 oo 12
TennopedopMUDEEaHHDS 1192 82T 12
" Merog TepMEHeCcKIA DEI}EEI}TIH EhIﬁHFIE.ET HAroToBMTENE QNF QOCTAHEHARA "I'FI'E'EI!.I'EHHR CHOWCTE.

6 MeToabl MCNbLITAHWA

METOOLI HCNBITAHWA, NPHMEHAEMBIE OMA ONPEaaNeHHA CO0OTRETCTEMA TpeGoBaHMAM HACTOALEND CTaH-

oaprta, npuesgeHs B Tabnuue 3.

Tatnuwue 33— MeTOOW WCNBITAHHRA

TpefonaHun Paagen crangapra METOA HENLITAHRA
XHAMWECEWE COoCTaR 3 MNpuHATEE BHENWTHYECKHE METOQUEH (METOOLI
MCO, ecnn TRROBEE CYLSCTEYHIT)
BenuuuHa 38pHa 4 MCO G643
MexsHneckse CEBORCTAA 5 MCID 6882

k2
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Mpuno=eHwe A
(oBA3aTENEHOS)

CeegeHMA O COOTEETCTEMM HALMOHANLHLIX cTaHaapToR Poccuickoi Cenepauny ColImoUHLIM
MENAYHapoaHbLIM CTAHAADTAM

Te@nuwya A

OEgIHAUEHRE COBINGIHOID

OBoaHaAYEHHE B HANMEHOBAHKE COOTEETOTEY W ETD HALHOHANEROMD CTANGARTA
MENG FHAPOAHON CTAM AT

MCD 643 *
WCO egg2 MOCT 1497 —84 (MCO 6892 —84 ) MeTanns . MeTo0k WCNeITAHWA HE JECTRKEHWE
FOCT 10006—EB0 (MO 6R82—A84) Tpyhs MeTannvwackis. MaTol MCneI TAHKA HE
PECTRMEHHE
FOCT 10446—8E0 (MCO GB92—84) Mpoaonoka. MeTon WCNEITAHWA HA pACTAME-
HuE

" EDE‘TBETGTB}'H:IIJ.IHI:! HEUMOHANEHBIA CTAHOBPRT OTCYTCTEYET. nf.'l ard yTeepOeHHA padMaHOYaTCA HCNdNeE30aaTE
nepeend HE DYCCKMA A3sIE ABHHOMD MEeRJyH3p0aHOoro CTEHOQApTa. MNepesoy gasHoro MEXOYHEDOQHOID CTEHOBDTS HAXO-
OuTcR B DegapansHoM @HPOpMELWOHHOM hoH0e CTAHRNEPTOE.
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Y¥OK 615.465:006.354 OKC 11.040.40 B32 DKM 93 9818
BT3

Knoyease CNOBa. XMPYPraYeckMe HMANadTaTsl, cnnae kobansT-XpoM-MOonHEIeH0BLIA, XHMHYECKWA CoCTan,
MUERDOCTRYETYPA, MEXaHWHECKHE CBORCTER, COPTOBO0A NPOKaT, NpYTOK, NPOBONCKR, METOObl KON TAHKA
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