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MpeaucnoBue

Llenu v npuHumMnel cTangapTusalum B Poccuiickoii Peaepaummn yctaHoBneHbl degepanbHbiM 3aKOHOM OT
27 nekabps 2002 r. Ne 184-93 «O TexHU4eckom perynnuposaHumny», a npasunna npuMeHeHus: HauuoHanbHbIX
ctaHgapToB Poccuiickon ®epepaunm — FOCT P 1.0—2004 «CtangapTtusauumsa B Poccuiickon ®egepaumn.
OCHOBHbIE MOSIOXKEHNA»

CBeaeHUA o cTaHgapTe

1 NOArOTOBIEH ®eaepanbHbiM [0CYAapCTBEHHBIM YHUTapHLIM NpeanpusaTrem «LleHTpanbHbli
Hay4HOo-UCCneaoBaTeNbCKUA UHCTUTYT YepHoi MeTannyprunm um. W.IM. Bapauna» (Pryrn «LUHUWYepmet
nm. W.M. BapanHar) Ha 0CHOBe COBCTBEHHOIO ayTEHTUYHOro NepeBoaa cTaHaapTa, yKkasaHHOro B nyHkTe 4

2 BHECEH TexHun4yecknm komuteToMm ro ctaHaaptusauum TK 453 «MmMnnaHTtathl B Xpyprn»

3 YTBEPXAEH W BBEAEH B AEMCTBUE Mpukasom ®eaepanbHOro areHTCTsa No TeXHUYECKOMY
perynuposaHuio u metponorim ot 11 gekabps 2009 r. Ne 715-ct

4 Hacrtosiwunin cTaHgapT MaeHTUHeH mexayHapoaHomy ctaHaapty UCO 5832-7:1994 «UMnnaHTaThl
Ans xupyprian. MeTannuyeckne matepuansl. HYactb 7. Cnnas KOBKUiA U xonoaHogedopMupyeMblin kobanbTo-
BbIiA, codepkallmil XpoMm, Hukenb, monubaeH v xeneso» (ISO 5832-7:1994 «Implants for surgery — Metallic
materials — Part 7: Forgeable and cold-formed cobalt-chromium-nickel-molybdenume-iron alloy»)

5 BBEAEH BIMEPBbIE

UHgpopmayusi 06 USMEHEHUSX K HacmosweMy cmaHdapmy rybnukyemcsl 8 exe2o0HO uzd0asaeMom
UHhopMayUOHHOM ykazamene «HayuonanbHbie cmaHdapmbi», a meKcm U3MeHeHUl U ronpasok — 8 exeme-
CA4HO U3dagaeMbIx UHGOPMaUUOHHBIX yKazamensix « HayuoHansHele cmaH@apmei». B criydae nepecmompa
(3ameH 1) unu ommeHsl Hacmosiuieao cmaHoapma coomseemcmeyiouiee ysedomneHue 6ydem onybrukosaHo
8 eXXeMecsIYHO U3dasaeMoM UHGOPMaUUOHHOM yKkazamere «HayuoHanbHbie cmaHdapmel». Coomeemcmey-
lowas uHgbopmauusi, yeedomiieHue U mekcmsl pasMeualomes makxe 8 UHghopmayuoHHol cucmeme obujez2o
ronb308aHus1 — Ha oghutiuansHoM calime @edepalibHO20 a2eHmemaa 10 MEeXHUYECKOMY pe2yituposaHuro U
Mempornoauu 8 cemu MiHmepHem

© CraHpapTuHdopm, 2010

HacTtoswuii ctaHaapT He MoXeT BbITb MOHOCTBIO UMW YACTUYHO BOCMPON3BEAeH, TUPaXkpoBaH U pac-
npocTpaHeH B KavecTBe ohmLmnanbHoro n3ganus bes paspelueHus deaepanbHOro areHTCTBa No TeXHUYeCcKo-
MY perynmpoBaHuio U METPOOTUN
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HAUMWOHANBbHBIW CTAHJOAPT POCCUUCKOW OSGEQNEPALMUM

UMINTAHTATbI ANAd XUuPypPrum
METAJUIMYECKUE MATEPUAIDbI

Yactb 7

Cnnas Ko6anbT-XpoM-HUKeNb-MONU6A4eHOBLIN, coaepXallui xeneso,
KOBKUIA U xonogHoaedopMupyembiin

Implants for surgery. Metallic materials. Part 7.
Forgeable and cold-formed cobalt-chromium-nickel-molybdenume-iron alloy

DaTta BBegeHna — 2010—09—01

1 O6nacTb NpUMeHeHunA

Hactoawui ctangapt yCTaHasnueaeT TpeboBaHUA K XapakTepucTukam u MeTogam UCNbITaHUIA KOBKOrO
xononHop,ed)opMMpyemoro coaepxallero xxeneso KOGaJ'IbT-XDOM-H vkenb-MonnMbaeHoBOro cniasa, npeaHas-
Ha4YeHHOro AnA U3roToBneHUA Xupypruieckux UMNNaHTaTos.

MpwumeyaHune— MexaHndyeckne cBONCTBa o6pasua n3 roToBoW NPOAYKLMM AaHHOTO CNiaBa MOryT OTNNYaTb-
CH OT yK838HH blIX B HACTOALWLEM CTaH,qapTe.

2 HopmaTuBHbIe CCbINMKKN

B HacToslWwem cTaHAapTe NCMob30BaHbl HOPMAaTUBHBIE CCHINIKU Ha cneayolue cTaHaapThl:

NCO 643:1983* Ctanu. MeTtannorpadudeckunii MeTod onpeaeneHns hepputHOro UM ayCTeHUTHOTo
pasMepa 3epHa

NCO 4967:1979* Ctanu. OnpeaeneHune coaepxaHusl HeMeTannM4yeckux BkntodeHnin. Metannorpadu-
YeCcKUin MeToa ¢ NPUMEHEHNeM cTaHdapTHLIX AnarpaMmm

NCO 6892:1984* MeTtannuyeckue Mmatepuansl. MicneiTaHue Ha pacTsixeHne

3 XumMuueckum cocTtaB
AHanusabl XMMNUYeCcKoro cocTana nnaBok cnnaea, onpejgensdemMsble B COOTBETCTBMN C pa3fesiom 6, OOJTXKHBI
COOTBETCTBOBAaTb COCTaBYy, ykasaHHOMY B Ta6n|/|u,e 1. AHanusbl XMMUYECcKoro coctaBa 06p33LI,OB roTOBOMN npo-

AYKUMN OaHHOTO cnnaBa Takke A0S KHbI COOTBETCTBOBATbL AaHHbIM Ta6J'IVILI,bI 1.

Tab6nuya 1 — XuMnyecknin cocTas

OnemeHT Maccoeas gons*, %
Kob6anbT 39—42/39,0—42,0
Xpom 18,5—21,5
Hukenb 14—18/14,0—18,0
Monn6aeH 6,5—8/6,5—38,0
MapraHnel, 2—2,5/2,0—2,5

* Ha Bpemsi nybrnvkaumm NCO 5832-7:1994 ykazaHHble cTaHAapTbl Obinv AeicTByoWmMMn. PekomernayeTcs npume-
HATb NOcneaHue N3aaHns JeiCTBYIOWMX MEXAYHAPOAHbIX CTaHOAPTOB, YKa3aHHbIX Bbille.

UapaHne ochmumnansHoe
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OkonyaHue mabnuypsr 1

SnemeHT Maccosas pons*, %

KpemHui He 6onee 1,0

Yrnepog He 6onee 0,15

Cepa He 6onee 0,015

docdop He 6onee 0,015

Bepunnuii He 6onee 0,001

Keneso OcranbHoe

* B 3HameHaTerne ykasaHo HanvmcaHvwe CoaepXaHusi 3NeMeHToB, NPUHATOEe Ha TeppuTopum Poceuiickon depepa-
umm.

4 MuKpoCTpyKTypa

4.1 BenuuuHa sepHa

MuKpoCTpYKTYpa AorkHa 6bITb 0aHOpPOAHOW. BenuuunHa 3epHa, onpeaensiemas B COOTBETCTBUN C pasfe-
nom 6, He AoMkHa BbITb KpynHee 5-ro Homepa.

4.2 OueHKa BKNOYEHUNA

3arpsasHeHHOCTb cnlaBa HemMeTanIM4YecKUMM BKIOYEHNAMU, onpeaensiemasi B COOTBETCTBUM C pas/e-
NoM 6, He JOMKHa NpeBbilaTh HOPM, YKasaHHBIX B Tabnuue 2.

Tabnwuuya 2— Hopmbl 3arps3HeH

HOCTU BKITIQUEHUAMMU

Bua BknoveHun

BknitoueHusi ToHkoW cepun*, 6ann, He Gonee

Cynbdunabl (A)

AntomuHaTsl (B)

Cunukatsl (C)

Okemapl rnobynspHele (D)

* He gomnkHO ObITb BKIOYEHUIA TONCTON CEPUMN.

5 MexaHun4yeckue cBO

MncTBa

MexaHuueckue CBOMCTBA crnasa, onpeaensieMble B COOTBETCTBUN C pasgernom 6, 0OMKHbl COOTBETCTBO-

BaTb TpeboBaHNAM TabnuLbl 3.

Tabnuua 3 — MexaHnyeckne CBOMCTBA

Mpepen npo4HocTM RmM (o), Mpenen Tekyvectn Rp,, | OTHOCUTenNbHOE yAnuHeHue A
MMa (5,,), MNa ’ (), %
CocTosHune ’
He MeHee

Tepmoo6paboTaHHoe* 950 450 65

XonogHogethopMMpOBaHHOE
co cteneHbio gedopmaumm 30 % 1450 1300 8

OTnycK NPyXWHbI** 1650 1400 1

* MeTon Tepmnyeckori 06paboTkv BeIGUpaeT M3roToBUTErNb AMA AOCTMXEHNA TpeByeMblX CBONCTB.
** [Ins cneunanbHbIX NPUMEHEHUIA.




6 MeToabl UCNbITAHUN

rOCT P UCO 5832-7—2009

MeToabl UcnbiTaHWUiA, npuMmeHdaemMsble And onpegerieHnAa CoOoTBeTCTBUA TpeGOBaHI/IFlM HacToAllero ctaH-

hapTa, npueeeHbl B Tabnuue 4.

Tabnwuuya 4 — MeToabl UCMbITAHUA

Pasgen wnv nogpasnen

- npegen NPoOYHOCTW NPW PaCTSHKEHUM;
- npegen TeKy4ecTu;
- OTHOCWTENbHOE yArNMHEHWE

TpeboBaHus MeToa ucnbiTaHuin
cTaHgapTa
XUMHUYECKUI cocTaB 3 MpyHATBIE aHanNMTUYeCKue MeToauku (Mme-
Togbl MCO, ecnu TakoBble CYLLECTBYHOT)
BenuuunHa 3epHa 4.1 NCO 643
OueHka BKNoYeHun 4.2 NCO 4967
MexaHunuyeckne cBovicTBa: 5 MCO 6892
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Mpunoxenve A
(o6sa3aTenbHoe)

CBefneHUs1 0 COOTBETCTBUMU HaLMOHalNbHLIX cTaHpapToB Poccuinckon ®epnepauum
CCbITIOYHBIM MeXAYHapOoAHLIM (peruoHanbHbIM) cTaHAapTaM

Ta6nwnua A1 — MexayHapogHbie cTaHgapThl, HA KOTOPbIE AaHbI CChINTKM B HACTOSILLEM CTaHZapTe, U COOTBETCTBYIO-
Wwue UM HauvoHarnbHble CTaHgapThI

O603Ha4YeHUe CCbINOYHOTO

MEsKOyHapOOHOTo CTanaapTa 0603HavYeHe U HauMmeHoBaHue COOTBETCTBYIOLLEro HaUMOHaNLHOro ctaHaapTa

NCO 643:1983 *
MCO 4967:1979 FOCT 1778—70 (MCO 4967—79) Ctanb. MeTannorpadudeckve metofps! onpeaeneHnsi
HEMeTanMuYeCcKMX BKMHOYEHUI
MCO 6892:1984 FOCT 1497—84 (MCO 6892—84) MeTannsl. MeToAbl CNBITAHWIA HA pacTsXeHne
FOCT 10006—80 (MCO 6892—84) Tpybbl MeTannnyeckne. Metog ncnbiTaHus Ha pac-
TSXKEHUE

FOCT 10446—80 (MNCO 6892—84) MNpoeonoka. MeTod UCMNbITaHNA Ha PacTshkeHne

* COOTBETCTBYIOWMIA HALMOHATBHBIN CTaHdapT oTcyTcTBYET. [JO €ro yTBepXaeHUs peKkoMeHayeTecsl NCnonb3oBaThb
nepeBod Ha PYCCKUIM A3bIK 4aHHOTO MEXAyHapOAHOro ctaHgapTa. MepeBod AaHHOro MexayHapoaHoro ctaHgapra Ha-
xogutcsi B degepanbHoOM MHPOPMAaUMOHHOM (DOHIE pernamMmeHTOB M CTaHOapToB.
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YK 615.465:006.354 OKC 11.040.40 B 32 OKIo939818
B73

KntoueBble crioBa: Xpyprmieckme MMniaHTaTbl, MeTannonpoayKkuma, XOJ'IO,D,HOAECbOpMI/IpOBaHHbIe nsgenua,
KOBKUe Ko6aanco,qep>Kau.|,|/|e cnnasBbl, XPOMUCTLIE CnaBbl, MOHMG,quCO,Clep)KaLLlI/Ie cnnaBbl, HUKenbcoaep-

Jaluume crnnasbl, Crnasbl CKeNnesom, XMMUYECKUIN COCTaB, MUKPOCTPYKTYpa, MexaHU4eckue CBONCTBa, MeToab!
UCnbITaHUA
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