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Mpeancnosue

Llen, OCHOBHble MPUHUWMbLI ¥ NOPSAOK MPOBeAeHWs paboT MO MEeXrocyaapCTBeHHON
CTaHapTM3auMm  yCTaHOB/EHbI rocT 10—92  «MexrocyfapcTBeHHasas  cucTema
cTaHgapTm3aumn. OcHoBHble nonoxkeHus» n MOCT 1.2—2009 «MexrocyfapcTeeHHas cucTemMa
cTaHfaptTm3aumun.  CraHgapTbl  MEeXrocyfapCTBeHHble, MpasBuWia W peKoMeHgauuu o

MEXrocyapcTBeHHOM —cTaHgapTu3auun. [paBuna pa3paboTKW, MPUHATMS,  NPUMEHEHMS,
0OHOB/MEHNS 1 OTMEHbI»

CBefeHWN 0 cTaHaapTe

1 MNMOAIrOTOBJIEH ®eaepasibHbIM - FOCYAAPCTBEHHLIM  YHUTAPHLIM - NPEanpuUaTUeM
«Bcepoccuiicknii  Hay4HO-MCCNEeA0BATENbCKUIA UHCTUTYT CTaHAapTM3aumMm U ceptudmkaumn B
MaLMHocTpoeHun» (BHUMHMALLLY)

2 BHECEH ®efepasbHbiM  areHTCTBOM MO TEXHWYECKOMY PerysimpoBaHuio U
meTponorum (FoccTaHaapT)

3 TMPUHAT MexrocygapCTBeHHbIM COBETOM MO CTaHZapTM3auuuM, METPOIoTUn ©
ceptudmkaumm (npotokon Ne 41-2012 ot 24 mas 2012 1.)

3a MPUHATE CTaHOaPTa NPOorosiocoBa/n:

KpaTtkoe HaviMeHOBaHue CTpaHbl HO Koz cTpaHbl Mo CokpalleHHoe HaMmeHoBaHWe
MK(NCO 3166) 004—97 MK(NCO3!166) HaLMOHa/IbHOr 0 opraHa
004—97 no CTaHZapTu3aumm

AsepbaiimpxaH AZ AscTaHgapT
Benapycb BY "occTaHaapT Pecny6nmkn benapycb
KasaxctaH KZ "occTaHfapT Pecny6nmkn KasaxcTaH
KbIprbi3cTaH KG KblproisctaHgapT
Poccuiickas depepaums RU ["occTaHgapt
TamkukucTaH TJ TamKHKCTaHAapT

___Y36ekucTaH uz Y3ctamaant

4 Tpykasom PefiepasibHOro areHTCTBa Mo TEXHUYECKOMY PErynnpoBaHuio U METPO/IOrn
0T 1Hoa6ps 2012 r. J¥*678-CT MeXrocyfapCTBeHHbI ctaHaapT MTOCT 31623 -2012 BBedeH B

JeiicTBMe B Ka4ecTBe HaUMOHaNbHOro cTaHfapTa Poceuiickoin degepaumn ¢ 1aHBapsa 2015 .

5 HacToswwmii cTaHAapT COOTBETCTBYET MEXAYHapoaHOMY cTaHgapTy 1SO 5832-4:1996
Implants for surgery - Metallic materials - Part 4: Cobalt-chromium-molybdenum casting alloy
(MmnnaHTaThI ans XUpypruu. MeTannnyeckume mMaTepuanbl. YacTtb 4,
Ko6a/bTOXpOMOMO/IMGAEHOBLIA  NINTEWHbIA CMNaB) B 4acTy TpeboBaHWIA K COPTaMeHTY,
XMMWNYECKOMY COCTaBY, MEXaHUYECKUM CBOMCTBaM, KauecTBy MOBEPXHOCTY.

CTeneHb COOTBETCTBUSA - HeakBuBasleHTHas (NEQ).

CraHfapT noarotoesieH Ha ocHoBe npuMeHeHus TOCT P 51395-99
6 BBEJEH BIEPBbIE
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WHdopmauus o BBefeHUM B feiicTBMe (MPeKpalleHuM [eiicTBUs) HACTOALIEro
CTaHfapTa ny6aMkyeTCs B €XKEMECAYHO W30aBaeMOM yKasaTene «HauuoHanbHble
CTaHAapThI».

WNHopmauus 06 M3MEHEHWSIX K HAacTOsLEMY CTaHAapTy Ny6AnKyeTcs B €XKErofHo
13naBaeMoM MHAOPMALMOHHOM yKasaTerne «HaunoHabHble CTaHAAPTbI», @ TEKCT U3MEHEHUI
W TOMPaBOK - B EXKEMECSAYHO W3[ABAEMOM MHOPMALMOHHOM yKazaTene «HauuoHabHble
CTaHdapTbi». B croydae nepecMoTpa WM OTMeHbl HAcTOsWEr0 CcTaHgapTa
COOTBETCTBYlOWAs WHDopmauns 6GyseT ony6/nkoBaHa B EXKEMECSYHO  M34aBaeMOM
MHOPMALMOHHOM yKaszaTene «HauuoHanbHble CTaHaapThi»

© CrtaHpapTtuHpopm, 2013

B Poccuiickoit ®efepauun HacToAWMA CTaHAAPT HE MOXET OblTb MOMIHOCTBIO WU YaCTUYHO
BOCMPOW3BEAEH, TUPaXMPOBAH U PacnpocTpaHeH B KauecTse OULMANbLHOMO M3gaHua 6e3 paspelleHus
depepanbHOro areHTCTBa No TEXHUYECKOMY PEery/impoBaHuto 1 MeTposiorum
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MEXTIOCYAAPCTBEHHGBbI N CTAHAOAPT
MPYTKW INTBLIE U3 CMNJTABA XK62M6/1 ON1A
NCKYCCTBEHHbLIX CYCTABOB

TexHnyeckue ycnosus

XK62M6L alloy cast rods for artificial joints. Specifications
[ata BeegeHusa - 2015-01-01
1 O6nacTb NpUMeHeHUs

HacToswwmin  cTaHAapT ycTaHaBnMBaeT TpeboBaHWMS K AMTbIM MpPyTKaMm W3 Crhjasa
XK62M6/J1, npegHasHayeHHbIM 419 U3rOTOB/IEHNA WUCKYCCTBEHHbLIX CYCTaBOB METOAOM JIATBA.

Ob6s3aTenbHble TPe60BaHUA K Ka4eCTBY NPOAYKLMN M3N0XeHbI B 5.2, 5.3, 6.2, 7.1, 7.4.

2 HopMaTuBHbIe CCbIIKU

B HacTosiLLieM CTaHAapTe WUCMO/b30BaHbl CCbIIKU Ha CrieaytoLye MeXrocyapCTBeHHbIE

CTaHOapPThbl:

FOCT 1497—84 MeTtannbl. MeToapbl UCNbITaHWUIA Ha pacTsXKeHne

FOCT 756581 UYyryH, ctanb U cnnasbl. MeTog oTbopa npo6 ANs XMMUYECKOro
cocTasa

FOCT 7566—94  Metasnonpogykums.  [preMka,  MapKMpoBKa,  YMaKOBKa,
TPaHCNopTMPOBaHWe N XpaHeH e

FOCT 12344- 2003 Cra/im neruposaHHble W BbICOKOMErMPOBaHHble.  MeTogpbl
onpefeneHns yrnepopaa

MOCT 12345—2001 Crta/im nerupoBaHHble W BbICOKONErvpoBaHHble.  MeTogpbl
onpefeneHns cepbl

FOCT 12346—78 Cra/ nerMpoBaHHble W BbICOKOMIErMpoBaHHble.  MeTofpbl
onpefeneHns KpemHus

FOCT 12347—77 Crta/im  nervMpoBaHHbIE W BbICOKOMErMpoBaHHble.  MeTofpl
onpezeneHus gocgopa

FOCT 12348—78 Cran nerMpoBaHHble 1 BbICOKOMErMPOBaHHbE.  MeTogp!
onpefeneHns mapraHua

FOCT 12350—78 Cram fierMpoBaHHble W BbICOKOMErMpOBaHHble.  MeToabl

onpeeneHy s Xxpoma

MblaHHC ohuLmanbHoe



[OCT 31623 -2012

FOCT 12352—81 Cranu fiernposaHHble 1 BbICOKOMErmposaHHble. MeToapl
OnpefeneHns HUKens

FOCT 12353—78 Ctanu nermpoBaHHbIe 1 BbICOKOSIErpoBaHHble. MeTogpb!
onpefeneHns KobabTa

FOCT 12354—81 Cranu fiermposaHHble 1 BbICOKOMErnpoBaHHble. MeToapl
onpegeneHns MonndaeHa

MOCT 14192—96 MapKunpoBKa rpy3os

FOCT 28473—90 UYyryH, cTanib, (PeppocnnaBbl, XPOM, MapraHel, MeTa//IMYecKue.
O6Lwme TpeboBaHNs K METO4aM aHanM3a

FOCT 29095—91 CnnaBbl ¥ MOPOLIKA >KapOMpoyHble, KOPPO3WOHHO-CTOMKNE,
MPeLM3NOHHBIE Ha OCHOBE HYKeNs. MeTofbl ONpeeneHns »enesa

MpumedaHune - [pyu NOMb30BAHUM HACTOSLMM CTaHAAPTOM LEenecoo6pas3Ho MpoBepUTh
[EeiCTBME CCbINIOYHbIX CTaHAAPTOB MO yKaszaTenlo «HaluoHasbHble cTaH4apTbl», COCTaB/EHHOMY MO
COCTOSIHMIO Ha 1 siHBapsi TeKyllero rofa, U Mo COOTBETCTBYIOLUM WHGIOPMALMOHHLIM YyKa3aTessM,
ony6/MKOBaHHbLIM B TeKyllem rody. ECAM CCbINOYHbIA CTaHAApT 3amMeHeH (M3MEeHeH), To npu
MOSb30BAHUM HACTOSALWMM CTaHAapTOM CriedyeT PYKOBOACTBOBATLCS 3aMeHSIIOWMUM  (M3MEHEHHbLIM)
CTaHAapToOM. EC/U CCbINOYHbIM CTaHAAPT OTMEeHEeH 6e3 3aMeHbl, TO NOJIOKEHNE, B KOTOPOM AaHa CCblika

Ha Hero, NpumMmeHAeTCcA B YacTu, He SanaI'VIBaI'OIJ.leVI 3TY CCblJIKY.

3 OnpepeneHuns

B HacToseM CTaHAapTe NPUMEHSIIOT Creaytolmii TepMUH C  COOTBETCTBYHOLLMM

onpeaeneHmem:

CnnaBbl NTENHbIE ONnA NCKYCCTBEHHbLIX CyCTaBOB Ha OCHOBE KobanbTa: Martepuansl,
OCHOBHbIM  KOMMOHEHTOM KOTOPbIX AB/AETCA KoGanbT. YKa3aHHble CMnnaBbl 06ﬂa,an0T
HBO6XO,qI/IMbIM KOMIJIEKCOM MeXaHNYEeECKNX U KOppO3I/IOHHO-CTOIZKVIX CBOWCTB, UTO MO3BONSET
NPUMEHATL KX AS1A NPOnU3BOACTBA MCKYCCTBEHHbLIX CyCTaBOB 6e3 BpeAHbIX I'IOCI'IG,IJ.CTBVII‘/’I aona

opraHmsma 4enoBekKa.

4 CopTtameHT

MpyTK1 M3roToBASKOT AMaMeTpoM He 6onee 95 MM W AnvHol He 6onee 1100 mm. lo
COrNlacoBaHWMIO M3roTOBUTENA C MOTpebuTesieM AOMYCKaeTCs W3roTOB/EHWE MNPYTKOB APYrux

pa3MepoB.

2
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dopma, pasmepbl U MpefeNibHbIe OTKNOHEHWA MO pa3Mepam — MO COr/1acoBaHuio
N3roTOBUTENS C NOTPebuTenem.
MpunMep YCNOBHOKO 0603HAYeHNM MPYTKa IMTOrO H3 cnniasa Mapkn XK62M6J1 AnameTpom
60 MM:
MpyTok XK62M6JT-60 TOCT 31623 — 2012

5 TexHu4yeckune TpeboBaHNA

5.1 CnnaB AO/MKEH BbIMMABIATLCA C MPUMEHEHMEM YKCTbIX LUMXTOBLIX MaTepuanon
BaKyyMHO-MHAYKLMOHHLIM ~ METOAOM WM M06bIM - APYIMM  METOZOM, 0GecrnevvBatoLLyM
HE06X0AVMYIO UNCTOTY MeTaINA Mo NPUMECSM.

5.2 XUMWYECKHiA COCTaB CriaBa fJO/IKEH COOTBETCTBOBATh YKa3aHHOMY B TabnuLe 1

Tabnuuyal

Ko6anbT Xpom M 6 Hukens  JXXeneso Y1 M Kpemuuit Cepa &
Xumunyeckui P onnoaeH Aepon apraHcy p p ocdop

cocTas

MaccoBasn OcHoBa 26,5— 4.5—7.0 He 6onee He6onee He 6onee He6onee He 6onee Hc 1le6onee
nona sne- 30.0 1.0 1.0 0.35 1.0 1,0 6onoe 0.020
MeHTOB. % 0.015

MpumeyaHwue — o cornacoBaHUio C opraHamMu 34paBOOXPaHEHUs AOMYCKATCSA He3HAUUTE/bHbIE
OTK/IOHEHWs N0 MaccoBOIA j0/1€ 3N1eMEeHTOB, YKa3aHHbIX B TabnuLe 1, HC BNeKyLLMe 32 cO60l U3MEHEHNs CTPYKTYpbI
N MeXaHW4eCcKMX CBOMCTB.

5.3 MexaHunyeckne CBOICTBa, OMpeAenseMble Ha JMTbIX 00pasuax, [LO/HKHbI

COOTBETCTBOBATb HOPMaM, YKa3aHHbIM B TabnuLie 2.

TabnHya2
MexaHunueckue BpemeHHoe Mpenen TekyyecTn OTHOCUTENbHOE OTHOCUTENbHOE
cBoOlicTBa conpoTMBeHNe 0 o, H/mm' yANMHeHue 6s, % cyxeHue y/, %
0 B, H/mMm*
3HaueHue,
HC MCHCC 665 450 8 8

MpumeuaHune — PeXxum TepMuyeckoil 06paboTku 06pasLioB BbIOUPAET N3rOTOBUTENb ANs

[OCTMXKEHUS TPeByeMbIX CBOICTB.

5.4 T1pyTKM NOCTaBASHOT CO CM/IOLHOM abpa3MBHOMN 3a4MCTKON.

Ha noBepxHOCTW NPYTKOB He AOMYCKAKTCA OKUCHbIE MEHbI, 3arPASHEHNS, BK/HOUYEHMS
WNHOPOJHOr0 MeTa//a, a TakXKe Ham/biBbl, YBENUMBAIOLLME pa3Mepbl MPYTKOB.

Mo cornacoBaHUKO WM3rOTOBUTENS C MOTPeGUTeneM AOMYCKalTCA WHble TpeboBaHMS K

MOBEPXHOCTW, OroBapy1BaeMble Mpu O(hOPM/IEHNN 3aKa3a (KOHTPAKTa).
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6 MNMpaBuna Npuemku

6.1 MpyTkn NpeabsaBNAOT K MPYEMKE NapTUsMK, COCTOSLLMMW U3 MPYTKOB OLHOM
nnasky. Kaxayro napTuio ConpoBOXaatoT JOKYMEHTOM 0 KadecTse no MOCT 7566.

6.2 1ns NpoBepKn KayecTsa NPYTKOB OT NapTUM OTOMPAIOT:

- AN XMMMYECKOr 0 aHaim3a — ofHy npoby oT nnasku no MOCT 7565;

-[/19 KOHTPO/SA KayecTBa NOBEPXHOCTU W Pa3MepoB — BCe NPYTKY;

- 0Nf MeXaHWYecKMX WCMbITaHMM — uYeTblpe NUTbIX ob6pasua (ABa obpasua ana
UCMbITaHWIA 1 ABa 06pasLa, Npu HeOOXOAMMOCTH, 411 MOBTOPHBIX UCMbITAHWIA).

MpumeyaHune — KOHTpONbHbIE 06pPaTUM 15 MEXAHUYECKUX UCMbITAaHUI M3rOTOBASIOT M3 3aroTOBOK
(Tped), OTAUTLIX NpK pa3fIMBKE CMiaBa MM U3 MeTana NocTaBseMbIX 3ar0TOBOK. 3aroToBKM (Tpedbl) OTANBAtOT B
ropsune kKepamuyeckue hopMbl. 3anMBKY MPOM3BOAAT B paboyeM MNPOCTPAaHCTBE Meuu Mpu pasfiMBKe Crjasa.
[onyckaeTca OTMBKa 3aroToBOK (Tped) s X0noAHble opMbl. Mpy dtoxi U3rOTOBUTENb FapaHTUPYeT Nosay4veHue
noTpebuTenem CBOWCTB HC HWXKE, YeM Ha 06pasuax, N3roTOBMEHHbIX U3 3ar0TOBOK, OT/IMTbIX B ropsune opmMbl 13

McxogHoro cnnasa 6e3 ,q06aBneva 0TX0A08B.

6.3 [lpn nonyyeHWn HeyAOBNETBOPUTENbHLIX pPe3y/bTaTOB XMMMWUYECKOrO aHanm3a
MPOBOAAT NOBTOPHbIE UCMbITaHKS Ha Bbibopke HO MTOCT 7566.

Mpn nonyyeHWU HeYLOBNETBOPUTENbHLIX Pe3yNnbTaToB XOTA Obl MO OfHOMY U3
nokasaresieli MexaHW4YecKuX CBOMCTB, MO HeEMY MPOBOASAT MOBTOPHbIE MCMbITaHWA Ha ABYX
Apyrux obpasuax, B3ATbIX OT 3TOW ke Mnasku. [py Hey[oBNeTBOPUTENbHBIX pesyribTaTax
MOBTOPHbIX WCMbITaHUIA AOMYCKAaeTCcs MPOBOAWTb UCMbITaHUS Ha [BYX HOBbIX 06pasuax,

MOTyYeHHbIX 13 3TOV XKe NapTUK Noc/ne NOBTOPHOIN TePMUYECKOI 06paBboTKM.

7 MeTofbl UCMbITaHNIA

7.1 Xmmuueckunin coctaB cnnasa onpegenstot no MOCT 12344 — FOCT 12348, TOCT
12350, TOCT 12352 — T'OCT 12354, T'OCT 29095, TOCT 28473 vnn fpyrumm Metofamu,
obecneumsaloLMMm  Tpebyemytd TOYHOCTb onpegeneHus. OT6op npo6 Ans  onpefeneHus
XvmMunyeckoro coctasa — no NOCT 7565.

7.2 Pa3mepsbl MpyTKOB npoBeparoT N3MepuTeNnbHLIMA WNHCTPYMEHTaMMK,
obecneynBatoLLMMM HEO6XOAMMYHO TOYHOCTb U3MEPEHNIA.

7.3 KayecTBO NOBEPXHOCTW NPYTKOB KOHTPOIMPYIOT BU3YasbHO.

7.4 KOHTPO/b MeXaHNYeCKNX CBOMCTB MPOBOAAT Ha ABYX MTbIX 06pasuax no FOCT
1497.
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8  YnakoBKa, MapKMpOBKa, TPAHCMNOPTUPOBaHME 1 XpaHEHME

8.1 YnakoBka, MapKNpOBKa, TpaHCNOpTUpoBaHue 1 xpaHeHre — no MOCT 7566.

8.2 MpyTK1 MOCTaBNSAOT B MPOYHONA Tape — MeTa/IMyecknx 6oukax uan fApmkax. Bec
6pyTTO — He 60nee 150 Kr.

B Kkakgoii Tape Ha [fBa NpyTKa HECMbIBAEMON KpAackoM WM KIEeAMOM HaHOCAT
MapKMPOBKY, BK/HOYAIOLLLYO MapKy Criasa v NMoMep MiaBKu.

JonyckaeTcs MocTaBka MPYTKOB B CBATKAX, YBA3aHHbLIX MPOBOMIOKOA. [Mpn 3ToM
MapKMPOBKY HaHOCAT Ha KaXzblil NPYTOK.

8.3 K Kaxgomy rpysosomy MeCTy MpUKPENAAIOT AP/bIK C yKasaHNeM:

- 3aBOJja-M3roToBHTENS U (M) TOBAPHOIO 3HAKa,;

- MapKK cnnasa;

- HOMepa napTuu;

- Macchbl HeTTo;

- [laTbl BbIMycKa.

8.4 MpyTKM NEPeBO3AT KPbITbIMW TPAHCMOPTHLIMU CPeACTBAMU BCEX BUAOB B
cooTBeTcTBUMKN ¢ TOCT 7566.

8.5 TpaHcnopTHasa wMmapkmpoBka — no [OCT 14192 ¢ yKa3aHMEM OCHOBHbIX,
[OMOMHNTENbHLIX W MH(OPMALMOHHBIX HaAMuUCeR, BLIMOMHAEMbIX BOLOCTOWMKOA KPackon Ha
rpy3e um Apnbikax, HageXHo NPUKPENEHHbIX K rpy3y.

8.6 TIpyTKM JOMKHBI XPaHUTLCA B CKMAACKUX NMOMELLEHUAX Mpu TemnepaType oT 5 °C go
40 °C, npu OTHOCUTENbHOI BNaXXHOCTK He 60nee 80 %, MpW OTCYTCTBUM B BO3AYXE LLEOYHbIX,

KWCMOTHBIX 1 APYTNX arpecCuBHbIX NMPUMECEI.
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YK 615.465:006.354 MKC 11.040.40 NEQ

KntoueBble cnosa: NPYTKA fiUTble, CMlaB, WCKYCCTBEHHblE CYCTaBbl, XVMWYECKWA COCTaB,
MeXaHN4ecKme CBOICTBa, Ka4yecTBO MOBEPXHOCTU
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