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TOCYAAPCTBEHHB W CTAHJIAPT POCCHUHCKON ®EJAEPALIMNHU

TIPYTKH! JIATBIE U3 CILIABA XK62M6JI VI UCKYCCTBEHHBIX CYCTABOB

Texnngeckue ycjaosHAa

XK62M61 alloy cast rods for artificial joints.
Specifications

Jata ppegenna 2000—07—01

1 ObxacTh NpUMEHEHHA

HacTosmmii cranzapr ycTaHaBIMBaeT TpeGOBaHNUS K JIMTHIM NIPYTKAM M3 CIUIaBa XK62M6JI, npenHa-
3HAYYCHHBIM U1 M3TOTOBJICHUSI MCKYCCTBEHHBIX CYCTABOB METOINOM JIMThsl. O6s3aTesbHble TpeGOBAHMSI K
KadecTBY MPOAYKUMHM HM3JIoOXeHH B 5.2, 5.3, 6.2, 7.1, 7.4.

2 HopmaTHBHbIE CCBHLIKH

B Hacrosiniem cTaHmapTe MCTIONB30BAHE! CCHUIKA HA CIEHYIOLIHE CTAHIAPTHL:

TOCT 1497—84 Merawrsl. MeToan ucIbITaHMSA Ha pacTSCKCHHUE

TF'OCT 7565—81 Yyrys, ctam u cwiassl. Meton or6opa nmpo6 [isi XUMHYECKOTO COCTaBa

TOCT 7566—94 Meramonpogykimsi. IIpueMKka, MapKHpoBKa, YIaKOBKa, TPAHCIIOPTHPOBaHHE H

XpaHEHHE
I'OCT 1234488
I'OCT 12345--88
I'OCT 12346--78
T'OCT 1234777
I'oCT 1234878
FOCT 12350—78
I'OCT 12352—81
I'OCT 12353—78
I'OCT 12354—81
TI'OCT 1419296
IOCT 28473—90

HHA K METOaM aHalm3a

TOCT 29095—91

Cranu nerupoBaHHEIE M BRICOKOJIETHPOBaHHEIE. MeTObI ONpeaesieHns1 yriepoaa
Cranu JlerHpOBaHHBIC H BHICOKOJIETHPOBaHHEIE. MeTolbl onpee/ieHus] cephl
Cranu JleripoBaHHBIE W BBHICOKONETHPOBaHHEIE. MeToab! onpeeneHns KpeMHUI
Cranu nerupoBaHHEIC H BRICOKOJIETHPOBaHHBIe. MeTomn onpenenenus dochopa
Crav nerupoBaHHEIE ¥ BHICOKOJICTHPOBAaHHLIE. MeToNE onpe/ie/ieHysi MapraHua
Cramu nerMpoBaHHbIe H BHICOKOJIETHPOBaHHbEIe. MeTOIb ONpeeNe st XpoMa
Cranu JierupoBaHHEIC U BRICOKOJIETMPOBaHHEIE. METONBI ONpeaC/ICHUs HEKEJTsI
Cranu nerMpoBaHHBIE ¥ BHICOKO/IETHPOBaHHbIe. MeTO/IbI ONpene/eHus KobaisTa
Craym nerMpoBaHHbIE M BHICOKOJISTUPOBAHHEBIE. METOEI ONpe/eIeHrs] MOIMONECHA
MapXupoBKa Ipy30B

YyryH, crans, deppociuiaBel, XpoM, MapraHell MeTa/UuIdecKue. O61rye TpeboBa-

Crnnassl ¥ TIOPOUIKM XapONPOYHEIE, KOPPO3UMOHHOCTOMKIE Ha OCHOBE HMKES.

MeToIu! oIpeccHHs! Xene3a

3 Onpenenenms

B Hacrosinem cTamnapre NpHMEHSIOT CEAYIOLIMIA TEPMUH C COOTBETCTBYIOIIHM ONpeecHHEM:

3.1 cnnaebl JHTelHRle 111 HCKYCCTBEHHBIX CYCTABOB HA OCHOBE KOGATBTA: Marepuanbl, OCHOBHBIM
KOMIIOHCHTOM KOTOPBIX SIBNSETCSA KOOAILT. YKasaHHBIE CIUVIABHI 00J1afaloT HEOOXONMMBIM KOMIUIEKCOM
MEXaHUIECKMX M KOPPO3HOHHOCTOWKHX CBOMCTB, YTO IIO3BOJISIET NPMMEHSTh HX Ul TPOHM3BOACTBA
MCKYCCTBEHHHIX CYCTaBOB 6¢3 BPENHEBIX MOCIEACTBHMM AJIs1 OPraHM3Ma JeloBeKa.

Wspnanwe opumuamsnoe
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4 CoprameHrt

4.1 TIpyTKM JUTHIC MSTOTORMISIOT AUaMeTpoM He Gonee 95 MM n umMHOI# He 6onee 1100 mm.

[To COINACOBAHMIO H3TOTOBUTEISA C NOTpeOHTeNIeM IONMYyCKaeTCs M3TOTOBICHHE INPYTKOB NPYIUX
pa3MepoB.

®opma, pasMepsl M NpefeNbHBIE OTKIOHEHHS IO pa3MepaM — 110 COIVIACOBaHMIO H3TOTOBHTEN C
noTpebUTENEM.

IIpuMep ycnoBHOTo o0603HaYeHHMs MpPyTKa JWToro u3 ciapa mapku XK62M6JI
JuaMeTrpoM 60 MM:

Ilpymox XK62M6JI-60 TOCT P 51395—99

5 TexumyecKde TpeOOBaAHHA

5.1 CrnaB HoIKeH BEOUIABISATECS C MPUMEHEHWEM YHMCTHIX IMUXTOBLIX MaT€pHaIOB BAKYyyMHO-HH-
IYKIMOHHBIM METOIOM WM JIIOOBIM APYTHM METOIOM, 06ecTiedHBAIOIMM HEOOXOMMMYIO YUCTOTY MeTallIa
IO TIPUMECSM.

5.2 XuMM9eCcKHii COCTaB CIUIaBa JOJDKSH COOTBETCTBOBAThH YKa3aHHOMY B Tabmuue 1.

Tab6nauyga 1
MaccoBad oid ANeMeraToB, %
Huxkens Kenezo Vrepon | Mapragen | Kpemuwuit Cepa @ocdop
KobGamT Xpom MoymGieR
He Gojiee
OcHoBa |26,5—30,0| 4,5-7,0 1,0 1,0 0,35 1,0 1,0 0,015 0,020

MpuMeuaHnue — [To coracoBaHMIo ¢ OpraHAMM 3(PaBOOXPAHEHNA NOMYCKAIOTCS HE3HAYMTENLHEE OTKIIO-
HeHH 10 MACCOBOH [oJIe AMEMEHTOB, YKa3aHHHIX B Tabmuile 1, He RIeKymHiMe 3a coOOM M3MEHCHHA CTPYKTYPH ¥
MeXaHHICCKHX CBOLCTB.

5.3 Mexanndeckue cBoiicTsa, onpeaenseMble Ha JIMTHX obpasuax, NJO/DKHBI COOTBETCTBOBATb HOD-
MaM, YKa3aHHLIM B Tabmute 2.

Tabnuna 2
MexanndecKue CBOMCTBA
BpeMeHHOE COMPOTHRNICHHES TIpenen TexydecTn OTHOCHTENIBHOE OTHOCHTEbHOE
o,, H/ae o,z H/ve? ywmnente 85, % cyxeHde y, %
He MeHee
665 450 8 8

lIpuMevaHue — PexuM TepMEIecKol obpaboTkut 06pasrioB BHOHMpaeT M3IOTOBHTEND HJIA HOCTYDKCHMS
TpeGyeMBIX CBOKMCTB.

5.4 TIpyTKH DOCTABISIOTCS CO CIUVIOLIHON abpasMBHON 3a9HCTKOH.

Ha noBepXHOCTH NPYTKOB HE NONYCKAIOTCS OKHCHBIC IUICHE!, 3aIPASHEHMSA, BKTHOYCHHS MHOPOIHOTO
MeTalUla, 4 TAKKE HAIUILIBEL, YBEIMUMBAIOLINE pa3Mephl IPYTKOB.

Ilo comtacoBaHHIO U3IOTOBUTENA ¢ NOTpebUTENEM HOIMYCKAIOTCS MHbIE TPeOOBaHHA K NMOBEPXHOCTH,
oropapuBaeMaie npu oopMIICHHH 3aKa3a (KOHTPAKTa).
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6 IlpaBuna npueMKn

6.1 IlpyTku npeIbsBiasioT K NpHEMKe MAPTHAMH, COCTOSIMME M3 TIPYTKOB ONHOH IUIABKM.

Kaxnyio napriio conpoBoXaaloT JOKYMeHTOM o KadecTse 1o [OCT 7566.

6.2 JIna mpoBepK# KadecTsa NPYTKOB OT MAPTHH OTOMPAIOT:

- 1719 XHMHYIECKOTO aHaaM3a — ogHy npody ot mnaeku o FOCT 7565;

- I KOHTPOJI KadecTBa TIOBEPXHOCTH ¥ pasMepoB — BCe IIPYTKH;

- IJi1 MeXaHW4eCKUX MCITHITAaHWH — YeThipe JUTHIX ofpasua (aBa oOpasla AJI1 HMCILITAHMIA U [Ba
obpasua, Npu HeoOXOAMMOCTH, IS TIOBTOPHLIX MCITBITAHHIA).

NpumMmevanue — KoHrpoibHele OOpasmM Uil MEXaHMIECKMX HCIBTAHWI H3[OTORILIOT M3 3arOTOBOK
(tped), OTIMTRIX IPU palMUBKE CIUIaBa WIM U3 MeTalla IOCTABIACMEX 3aroTOBOK. 3aroTOBKH (Tpedhl) OTIMBAIOT B
ropssfIHe KCpaMHICCKHUC d)OpMH. 3amm1<y IIPOU3BONAT B paﬁoqu IMPOCTPAHCTBES IICIM MPH pPa3IMBKe CIDiaBa.
Jonyckaercss oTIMBKAa 3aroToBOK (Tped) B xojiomunle ¢opMul. IIpy 3TOM H3roTOBHTENb rapaHTUpYeT ITONYIeHME
moTpeOUTeNIeM CBOMCTB He HIDKE, YeM Ha o6pasiiaX, H3rOTOBICHHEX M3 34TOTOBOK, OTIMTHIX B ropsdue ¢GopMH U3
HCXOIHOIO CIliaBa 6e3 JobaBIeHUS OTXOIOB.

6.3 Ilpu nomydeHNM HEYNOBNETBOPUTEILHBIX PE3YLTATOB XUMHYECKOTO aHAIM3a IPOBOISAT NOBTOP-
Hble UCHLITAaHUA Ha BeiGopke no F'OCT 7566.

ITpu noy9eHnN HeyIORIETBOPHTEILHBIX PE3Y/ILTATOB XOTA GBI 10 OIHOMY M3 TOKa3aTelieil MeXaHU-
YeCKMX CBOMCTB N0 HeMY NPOBOAST NOBTOPHAIE HCIILITAHMA Ha IBYX APYTHX 0Opa3liaX, B3ATHIX OT 3TOM Xe
wiaBKH. IIpy HeynOBICTBOPHTENLHBIX Pe3yNbTaTax MOBTOPHBIX MCIOBITAHMMA JOIMYCKAETCsl NPOBOMMTE MC-
NBITAHMS HA ABYX HOBBIX oOpasnax, MOJyY4eHHBIX M3 3TOM Xe MApTHM IOCce TIOBTOPHOM TepMHYEeCKOM
o6paboTKH.

7 MeTonpl HCNLITAHMIA

7.1 Xumuyecxuil cocraB cruasa ompezeastior mo FOCT 12344— FOCT 12348, TOCT 12350,
TFOCT 12352 — T'OCT 12354, TOCT 29095, TOCT 28473 wm apyruMu MeTogaMH, obecTieuMBaloliiMHK
TpeObyeMyl0 TOYHOCTh ompeneieHus. OrGop Mpo6 I ompeneJcHHMs XHMHUYECKOIO COCTaBa — IO
T'OCT 7565.

7.2 Pa3zMephl NPYTKOB NMPOBEPSIOT H3MEPHTEILHEIME HHCTPYMEHTaMH, o6ecriequBaloliMM1Y HeoOXo-
OUMYIO TOGHOCTh H3MEPCHUH.

7.3 KadecTBO NOBEPXHOCTH NMPYTKOB KOHTPOJMPYIOT BH3YAILHO.

7.4 KoHTponb MeXaHW4eCKMX CBOMCTB IIPOBOAAT Ha ABYX JUTHIX o6pasuax no FOCT 1497.

8 VnakoBka, MAPKHpPOBKA, TPAHCIIOPTHPOBAHHE U XpaHeHHe

8.1 VYmnakoBka, MapKMpoBKa, TPAHCTIOPTUPOBAHNE M XpPaHEHME JOJDKHLI COOTBETCTBOBATh TpeOOBa-
auaM TOCT 7566.

8.2 ITpyTku moCTaB/ISIOT B IPOYHOM Tape — MeTaJUIMYeCKHX GOYKAX WM AlMKax. Bec 6pyrro — He
6omee 150 k.

B kxaxnoii Tape Ha [Ba NPYTKAa HECMbIBA€MON KpacKOM WIM KJIEHMOM HAHOCAT MAPKHMpPOBKY,
BKIMIOYAIONTYIO MAapKy CIUIABA M HOMEp ITUIABKH.

Jonyckaercsi mocTaBka NPYTKOB B CBA3KAX, YBA3aAHHBIX NPOBOJIOKoI. IIpH 2TOM MapKHpOBKY HAHOCHT
Ha KaXAbIA MPYTOK.

8.3 K xaxmoMy rpy3oBoMy MecTy NpHKPEIUIAIOT SIPIBLIK C YKA3aHHEM:

- 3aBOAA-KH3TOTOBUTEIS ¥ (M/IH) TOBAPHOIO 3HAKa;

- MapKH CIUIaBa,

- HOMepa NTApTHH;

- Macchl HeTTo;

- JIaTsl BHIITyCKa.

8.4 Ilpyrxu TpaHCHOPTHPYIOT BCEMHM BHIAMH KPBLITHIX TPAHCTIIOPTHBIX CPEACTB B COOTBETCTBMH C
T'OCT 7566.

8.5 Tpancnopraas mapkupoBka — no I'OCT 14192 ¢ yka3zaHWEM OCHOBHBIX, HOIOMHHUTEILHBIX M
vHGOpMaIMOHHBIX HaINMce#, BEHITIOMHAEMBIX BONOCTOMKON Kpackol Ha Ipy3e WIH SpJbIKAX, HaIeXHO
NPUKPEIVISHHBIX K TPY3Y.

8.6 IlpyTku ROMKHBI XPaHWTBCSA B CKIAACKUX IOMEINEHMSX TPH TeMIepaType oT IUIIoC 5 mo
mmoc 40°C, np¥ OTHOCHTENLHON BlIaXHOCTH He Gonee 80 %, mpH OTCYICTBHM B BO3NyXe INENIOYHEIX,
KUCJIOTHBIX M APYTHX arpecCHBHBIX NpHMeceil.
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