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Ipeauciaosue

Ienmu, OCHOBHbIE MPUHLIMIBI ¥ IIOPSAOK MPOBEAEHHs PadoT 10 MEXIOCyapCTBEHHOM
cranmaprmsamu ycranoBiaeHsl  ['OCT  1.0—92  «MexrocynapcTBeHHass — CHCTeMa
craupaprisaimu. OcHoBHble mojtokeHmws» U [OCT 1.2—2009 «MexrocynapcTBeHHas cMCTeEMa
craumaprizaimu.  CTaHZapThl MEXIOCyHApCTBEHHBlE, INpaBMIa M  PEKOMEHIAUMHU IO
MEXTOCYyJapCTBEHHOM —CcTaHmapTusauuu. l[IpaBuna pa3pabOTKH, UPHUHATHS, MPHMEHEHUs,
OOHOBJIEHHS] 1 OTMEHEDY

Ceenenns o cranaapre

1 ITIOAI'OTOBJIEH ®enepanbHbIM TOCyAApPCTBEHHBIM YHUTAPDHBIM IPEAIPHUATHEM
«BCepoCCHiiCKHil HAayYHO-HCCIIENOBATENbCKII WHCTUTYT CTAHOAPTH3ALMH H cepTHuKanmy B
mamuHocTpoeHnn» (BHUMHMALIIT)

2 BHECEH ®epepasbHbIM areHTCTBOM IO TEXHMYECKOMY DEryJIMPOBAHHIO U
metponoruu (Poccrannmapr)

3 TIPHUHAT MexrocyiapCTBEHHBIM COBETOM IO CTaHAAPTHU3aLMH, METPOJIOTUH U
ceprudukarmu (nporokon Ne 41-2012 ot 24 mas1 2012 1)

3a npuHsTHE CTAHAPTA TIPOTOJIOCOBATH,

Kpatkoe HanmenoBanue ctpanbl o | Kox crpasbl o CoxpaineHHOe HaUMEHOBAHHE
MK (UCO 3166) 004—97 MK (UCO 3166) HAIMOHAJILHOTO OpraHa
004—97 10 CTaHAAPTHU3ALUH
AsepOaiimxkan AZ AscraHmapT
Benaovce BY Toccrannant Pecnvomku Benapven
Kazaxcran KZ T'occrannant Pecnivoymkn Kaszaxcran
Keiprescran KG Keiprecranoant
Poccutickas @eneparms RU Poccranmapt
Tamxukucrad TJ Tamxukcrannant
V3bekucran Uz V3craHgapr

4 Ipukasom PenepanbHOrO areHTCTBA MO TEXHIYECKOMY PEryJIHPOBAHHIO U METPOJIOTHA
or 1 HostOpst 2012 1. Ne 678-ct mexrocymapcreennblii cranaapt 'OCT 31623 — 2012 BeezeH B

JlelicTBUe B KauecTBe HaLIMOHANBHOrO cTanaapTa Poccuiickoi ®@enepanuu ¢ 1 ssusaps 2015 r.

5 Hacrosiuuii CTaHmapT COOTBETCTBYET MEXAyHApPOOHOMY cTaHmapty ISO 5832-4:1996
Implants for surgery - Metallic materials - Part 4. Cobalt-chromium-molybdenum casting alloy
(MmmnaHTate! I XUPYPruu. Merannudeckue MaTepHabl. Yactp 4.
KobGaneroxpoMoMoInOReHOBBIH JHUTEHHBIA CIUIaB) B dacTH TpeGOBaHMII K COpTaMeHTy,
XUMHUYECCKOMY COCTaBYy, MEXaHHUYCCKUM CBOﬁCTBaM, Ka4yeCTBY IMOBEPXHOCTHU.

CreneHb COOTBETCTBUS — HevKBUBaleHTHas (NEQ).

Cranpapr noarorosie Ha ocHoBe npuMeneHus [OCT P 51395-99

6 BBEJIEH BITEPBBLIE

11
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Hupopmayusa o esedenuu 6 Oelicmsue (npexpawenuu Oelicmeus) HACMOSWE20
cmaunoapma  nyonuKyemcs 6  ejceMecAuHo — usoasaemom  ykazamene «Hayuonanvnvie
CIMAaHOAPMbLY.

Hupopmayus 06 usmenenusix k Hacmosuwyemy cmanoapmy nYOAUKYemcs 8 exce200HO
u30a6aeMoM UHPOPMayUOHHOM YKazamene «Hayuonansnvie cmanoapmely, a MEKCM U3MeHe Ul
U NOMPABOK — 8 edCeMeCsuHO U30asaeMoM uHgoOpmayuonHom ykasamene «Hayuonanshuvie
cmaunoapmely. B ciyuae  nepecmMompa  umu  OmMMEH®l  HACMOSWE20  CMAHOAPMA
coomsemcmesylowas ungopmayus  Gyoem ONYONUKOBAHA 8 eMHCeMECAYHO  U30ABAeMOM
unghopmayuonnom ykasameine « Hayuonansusie cmanoapmot»

© CraHpapTtuHdOopm, 2013

B Poccuiickon degepaumu HaCTOALUMIA CTaHAAPT HE MOXET OblTb MOMHOCTLIO UMM YaCTUYHO
BOCMPOW3BEAEH, TUPAKUPOBAH M PacnpoOCTPaHEH B kKayecTBe opuLManLHOro usgaHua 6es paspelieHus
deaepansHOro areHTCTBa No TEXHUYECKOMY PErynMpOBaHMIo U METPONOTMK
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MEXTIOCYJIAPCTBEHHB MU CTAHAAPT

IPYTKMU JIMTBIE U3 CIIVTABA XK62M6JI 1JIA1
HCKYCCTBEHHBIX CYCTABOB

Texunueckue ycioBust

XK62M6L alloy cast rods for artificial joints. Specifications

Hdarta BBegenuns — 2015-01-01

1 O6aacTh npuMeHeHH st

Hactosmuit cranmapT ycTaHaBimBaeT TpeOOBaHMSI K JIUTBIM IIPyTKaM H3 CIDIaBa
XK62M6JI, npenHa3Hau€HHbIM U1 M3TOTOBJIEHHUS] UCKYCCTBEHHBIX CyCTABOB METOAOM JIMTHS.

OO0s13atesnbHble TPeOOBaHMS K KAUECTBY MPOY KWK U3JIOKeHbl B 5.2, 5.3, 6.2, 7.1, 7.4.

2 HopmaTtuBHBIE CCBLIKH

B HaCcTOAIEM CTaHAApTE UCIIOJIb30BAHBI CChUIKY Ha CACAYHOLINE MEXKTOCYAapCTBCHHBIC

CTaHOAPTEI:

T'OCT 1497—84 Mertauibl. MeToabl UCIIBITAHUI HA PACTSKCHHE

I'OCT 7565—81 Uyryn, cranp u cmiassl. Merton otOopa npod aist XMMHYECKOTO
cocTaBa

IFOCT 7566—94  Metamnonpoaykmus.  IIpueMka, MapKkupoBKa,  YIAaKOBKa,
TPAHCTIOPTUPOBAHHE H XPaHEHHUE

I'OCT 12344—2003 Cranu JierMpOBaHHbIE U BBICOKOJIETHPOBaHHbIE. MeTombl
omnpeneneHus yriepona

I'OCT 12345—2001 Cranu nerupoBaHHbIE M  BBICOKOJIECTHPOBaHHbE. Merombl
omnpeneseHus: Cepbl

I'OCT 12346—78 Cranmm JerupoBaHHBIE U BBICOKOJETHPOBaHHbIe. Meroabl
oTpeNieNIeHHss KPEMHUS

TOCT 12347—77 Cranu JerupoBaHHble M  BBICOKOJETHPOBaHHbIE. MeTObI
ompenenenus Gocdopa

IF'OCT 12348—78 Cranu nerupoBaHHBIE U  BBICOKOJNETMPOBAaHHbIE, MeTOJBI
OIIpeNieNIeHHsI MapraHua

I'OCT 12350—78 Cramu JerupoBaHHblE U  BBICOKOJICTHPOBAHHBIE, METOHBI

OIIPENCICHU XpOMa

HM3pauue opuuuansHoe
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I'OCT 12352—81 Crtanu nerupoBaHHbI€ U BBICOKOJIETHPOBaHHbIE. MeTOIbI
onpeneneHns HHUKENS

I'OCT 12353—78 Ctanu nerupoBaHHbIe U BLICOKOJIETHPOBaHHbIE. MeTOIbI
omnpexaeneHus Kobanbra

I'OCT 12354—81 Cranu nerupoBaHHBIE H BBICOKOJIETHPOBaHHbIE. MeTObI
omnpezeneHus MonudaeHa

I'OCT 14192—96 MapkupoBKa Ipy30B

I'OCT 28473—90 UyryH, cranb, (eppoCIUIaBbl, XpOM, MapraHel METAJUTHICCKHC.
O6iue TpeOOBaHUS K METOZAM aHAJH3a

I'OCT 29095—91 CmaBbl ¥ TOpPOIIKH >KapONpPOYHbIE, KOPPO3HOHHO-CTOMKHE,

TNPEHNU3NMOHHBIE HA OCHOBE HUKEIIA. Mer OBl OTIPEACIICHUA KEJI€3a

Mpumevyanune — lMNpu NONL30BAHMM HACTOALMM CTAHAAPTOM LenecoobpasHO NpOBEPUTL
JENCTBNE CCbINOYHBIX CTaHAApTOB NO ykasarenio «HauuoHanbHble CTaHAapTbl», COCTABIEHHOMY MO
COCTOSIHUIO Ha 1 fHBaps TeKyLlero roga, M rno COOTBETCTBYIOLMM WHGOPMALMOHHLIM yKasaTensm,
onyOnMKOBaHHLIM B Tekywlem rogay. Ecnm CCbiNOYHbIA  CTaHAApT 3amMeHeH (M3MEHEH), TO npu
nosib30BaHWM HacToSALMM CTaHAAPTOM crnejyeT PyKOBOACTBOBATLCA 3aMEHSIIOUM  (M3MEHEHHbIM)
craHaapTtom. Ecnu ccbinoyHblii CTaHAapT OTMEHEH 6e3 3aMeHbl, TO NOMOXEHUE, B KOTOPOM JaHa CeCbinka

Ha Hero, NnpuMeHAeTcAa B HacTu, He 3anaruBa|ou4el7| 9Ty CCbINKYy.

3 Onpenenenust

B Hacrosimem CTaHAApPTEC NPUMCHSAOT CJIGHYIOH.II/Ii;I TEPMHH C COOTBETCTBYIOIIUM

OmpeneneHueM:

CIIABBI JINTEHHBIE AJIsl HCKYCCTBEHHBIX CYCTABOB HA OCHOBe K00aIbTa: MaTtepuansl,
OCHOBHBIM KOMIIOHEHTOM KOTOPBIX SBJIACTCA k00aneT. YKasaHHbIE CIUIABbI o6na;[a10T
HeO6XOI[I/IMbIM KOMILJICKCOM MEXAaHHU4YECKHUX U KOppOSPIOHHO—CTOﬁKPIX CBOf/iCTB, YTO NMO3BOJIACT
NPUMEHATb UX AJIs1 IMPOU3BOACTBA HUCKYCCTBEHHBIX CyCTAaBOB 633 BPE€OAHbIX HOCJ'leIlCTBHﬁ 1A

OpraHusMa 4eJIOBEKa.

4 Copramenr

IIpyTKM M3rOTOBISIIOT AuameTpoM He Oojee 95 MM m anuHoi He Gomee 1100 mm. Ilo
COTJIACOBAHHMIO H3TOTOBUTENSI C MOTpeOMTENeM IOMYyCKAeTCs HU3rOTOBJIEHHE TNPYTKOB OPYTHX

pa3sMepoB.
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®opma, pasMepbl U IpenebHbIE OTKJIOHEHHs IO pa3MepaM — IO COMIACOBAHMIO
H3TOTOBHTEIISI C TIOTPECHTENEM.

IIpumep yca10BHOro 0003HAYEHHSI NPYTKA JHTOro u3 cmiasa mapku XK62M6JI nuamerpom
60 mm:
Ilpymox XK62M6JI-60 'OCT 31623 —2012

5 Texnnueckue TpedOBaHUA

5.1 CnaB AOJDKEH BBILIABIATHCS C NPUMEHEHHEM YHCTBIX IIMXTOBBIX MaTepHAJIOB
BaKyyMHO-MHAYKIIMOHHBIM METOIOM WM JIOOBIM JPYTHM METOIOM, O0eCHeYHBaOIUM
HEOOXOIUMYIO YHUCTOTY MeTajlIa 10 MIPUMECSM.

5.2 XuUMHUECKUit COCTAB CILIaBa JOJKEH COOTBETCTBOBATh yKa3aHHOMY B TaOnuue 1.

Tabanumnal

Sinareckt | KOOBT Xpom |MonmuGaen | Huxems | XKemeso | Yrmepox |Mapranern; |Kpemmngi | Cepa |Pocdop
cocTaB

MaccoBas OcHoBa | 26,5— [4,5—7,0 He 6onee | He 6onee | He 6omee |He Gonee |He Gomee |He He Gonee
oI DI E- 30,0 1.0 1,0 035 |10 1,0 Gomee |0,020
MeHTOB, %0 0,015

IMMpumeuanune— [lo COrTACOBAHIIO C OPraHAMHU 3APABOOXPAHCHHS JOIYCKAKOTCS HE3HAYHMTEIIHHBIC
OTKJIOHEHHS [0 MACCOBOM J0JIC SIEMEHTOB, YKA3aHHBIX B Ta0NHLE 1, HE BIeKyIHe 32 CO00H H3MEHEHHS CTPY KTy PbI

M MEXaHUUYCCKUX CBOUCTB.
5.3 MexaHH4yecKue CBOHCTBA, OMNpenesisieMble Ha JIMTBIX O00pa3nax, JOJDKHBI

COOTBETCTBOBATbh HOPMaM, YKa3aHHBIM B TabmuLe 2.

Tabnuma?2
Mexanm4geckue BpemenHoe IIpenen Texyuectu OTHOCHTEIBHOC OrHOCHTE TBHOE
CBOICTBA COTPOTUBJICHUE G o2, H/i? yumHEHHE O5, Y% cyxenue \, %
o 5, HAnv?
3HaucHueE,
HE MEHEe 665 450 8 8

[IpuMedaHHu e — PexxuM TEPMUUECKOH 00pabOTKH 00pa3LOB BEIOUPACT H3TOTOBATETD I
JOCTHXSHHUS TPEOYEMbIX CBOMCTB.

5.4 TIpyTKH MOCTABISIOT CO CIUIONIHON a0pa3uBHOM 3a4MCTKOM.

Ha IMOBEPXHOCTU IMNPYTKOB HE OOMYCKAIOTCA OKUCHBIC IUICHBI, 3arpsA3HCHUSA, BKIIFOUCHUSA
WHOPOOHOTO MeTaJlja, & TAK)KE HAIUIBIBEL, YBEJINYHBAIOLINE Pa3MePhI IIPYTKOB.

ITo cormacoBaHMIO W3TOTOBUTENS C MOTpeOUTENeM IOMyCKAIOTCs MHble TpeOOBaHHUs K

TIOBEPXHOCTH, OroBapuBaeMble Mpu opopmiieHnn 3aka3a (KOHTPAKTa).
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6 IIpaBuia npuemMkn

6.1 IlpyTkn npenpABISIIOT K NPHEMKE NapTUsIMH, COCTOSAIMMH W3 MPYTKOB OJHOI
mraBku. Kaxnayro maprturo conposoxnarot fokymenTom o kadectse o I'OCT 7566.

6.2 Jlns mpoBepKH KauecTBa NPYTKOB OT NApTHH OTOUPAIOT:

- IUIs1 XUMHYECKOro aHanu3a — ofHy npoOy ot masku o ['OCT 7565;

- A7 KOHTPOJIS KA4eCTBA OBEPXHOCTH U Pa3MEPOB — BCE IPYTKH,

-IUId MEXaHWYEeCKHX HCIBITAHUH — 4YeThlpe JUThIX oOpasua (mBa oOpasua st
HCIIBITAHUH U iBa 00pasa, mpy HeOOXOAMMOCTH, IS IOBTOPHBIX HCIBITAHHUIT).

IIpumevaHHue— KoHTponbHBIC 00pa3ibl AN MEXaHHYECKHUX HCIBITAHUH H3TOTOBISIOT H3 3aTOTOBOK
(Tped), OTIMTHIX MPH PA3IHMBKE CIUIABA WM W3 MCTAILIA NMOCTABIACMBIX 3aTOTOBOK. 3arOTOBKH (Tped)bl) OTIHBAIOT B
ropsiyue  Kepamuueckue (hopmbl 3aNHBKY IPOH3BOMAT B paboyeM HPOCTPAHCTBE MEYH NPH PA3IHBKE CILIABA.
JlomyckaeTcss OTIMBKA 3aroToBok (Tped) B XonoaHbie (opMbl. IIpH 3TOM H3rOTOBHTENbL FAPAHTHPYET MOJYUCHHE
noTpeduTEeIEM CBOMCTB HE HHKE, YEM HA 00pa3Lax, H3roTOBJICHHBIX H3 3ar0TOBOK, OTJIHTHIX B rops4He (JOpMbI H3

HCXOJHOTO CIlIaBa 0e3 100aBICHHS O0TX0O0B.

6.3 Ilpu mnONyYeHWH HEYAOBJIETBOPHUTENBHBIX PE3yIbTATOB XHMHYECKOIO aHajiu3a
IIPOBOASAT MIOBTOPHBIE UcHbITaHUs Ha BbIOOpKe o 'OCT 7566.

Ilpy monyueHUM HEYAOBIETBOPUTENBHBIX PE3YNBTATOB XOTS OBl MO OINHOMY U3
MoKa3aTeled MEeXaHWYEeCKHX CBOWMCTB, IO HEMy NPOBOST NMOBTOPHbIE MCIBLITAHUS Ha JBYX
Opyrux o0pasmax, B3ATBIX OT STOH ke MuaBku. IIpy HeyHOBIETBOPUTENbHBIX pe3yJbTaTax
HMOBTOPHBIX HCIBITAHUA MAOMYCKAeTCSl MPOBOAWTh HCIBITAHMSA HAa JBYX HOBBIX oOpasuax,

MOJIYYE€HHBIX U3 HTOH ske MapThUy Nociie HOBTOPHOH TepMHU4eCcKol 00paboTKy.

7 Metoabl HCIIBITAHHH

7.1 Xumuueckuii coctas crnasa onpepensitor no I'OCT 12344 — I'OCT 12348, TOCT
12350, TOCT 12352 — T'OCT 12354, TOCT 29095, TOCT 28473 unu ApyriMd MeTOAaMH,
obecreunBalOIUMy  TpeOyeMyr0 TOYHOCTH onpenesienusi. OtOop mnpod misi onpeneneHus
xumpyeckoro cocrasa — 1o FOCT 7565.

7.2 Pazmepsnl TIPYTKOB MPOBEPAIOT HU3MEPUTENBHBIMA WHCTPYMEHTaMH,
obecreunBaOUIMHU HEOOXOUMYIO TOYHOCTh U3MEPEHUI.

7.3 KauecTBO NOBEPXHOCTH MPYTKOB KOHTPOJIHUPYIOT BU3Y AJILHO.

7.4 KOHTpOJIb MEXaHMYECKHMX CBOWCTB HPOBOIAT Ha ABYX JHUTHIX oOpasnax no FOCT

1497.
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8 ¥YnakoBka, MapKHpPOBKAa, TPDAHCIIOPTHPOBAHUE U XPaHeHHE

8.1 YmakoBka, MapKUpPOBKa, TPAHCIIOPTHpOBaHue u xpanenne — 1o I'OCT 7566.

8.2 TIpyTKH MOCTABJISIIOT B MPOYHOM Tape — MeTajindeckux Oo4Kax WiM siukax. Bec
6pyTro — He Gonee 150 xr.

B kaxnoii Tape Ha [Ba MpPYTKAa HECMbIBA€MOIl KpackoW miH KJIEHMOM HAaHOCAT
MapKHUpPOBKY, BKIIOYAIOLIYIO MapKy CILIABa K HOMED IUIaBKHU.

JomyckaeTcss mOCTaBKa NPYTKOB B CBSI3KaX, YBI3aHHBIX NPOBOJOKOH. Ilpu 3TOM
MapKUpOBKY HAHOCAT HA KaXIBIIT Py TOK.

83 K xaxxnomy rpy30BoMy MeCTy NMPUKPEILISAIOT SPJBIK C YKA3aHUEM!

- 3aBOJJa-U3TOTOBUTENS U (WIIH) TOBAPHOTO 3HAKA,

- MapKH CIUIaBa;

- HOMepa MapTHH;

- MAacChl HETTO,

- IaTHI BBIYCKa.

8.4  IlpyTku mepeBo3siT KPBITBIMH TPAHCIIOPTHBIMYU CPEICTBAMH BCEX BHIOB B
cooterctBun ¢ 'OCT 7566.

8.5 Tpancnopraas mapkupoka — mno I'OCT 14192 ¢ yka3aHHeM OCHOBHBIX,
JIOTIONTHUTENBHBIX M HHPOPMAITHOHHBIX HAAMUCEH, BBHIMTOJHIEMBIX BOJIOCTOMKOW Kpackoil Ha
rpy3€ UiH sIpJIbIKaX, HaJe:KHO IPUKPEIUICHHBIX K IPy3y.

8.6 TIpyTKU NOMKHBI XPAHUTBCS B CKJIAACKHX OMEIIEHUSIX MpU Temneparype ot 5 °C 1o
40 °C, mpu OTHOCHUTENBHOM BiaxkHOCTH He Oosiee 80 %, Npu OTCYTCTBUH B BO3AYXE LIENTOYHBIX,

KHCJIOTHBIX M IPYTUX arpeCCHBHBIX NPUMECEH.
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YK 615.465:006.354 MKC 11.040.40 NEQ

KinroueBnie cioBa: NPyTKKU JIUTBIC, CIUJIaB, HCKYCCTBCHHBLIC CYCTaBbl, XUMHYECKUN COCTaB,
MECXaHUYECCKHUE CBOfICTBa, Ka4qeCTBO MOBCPXHOCTU
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