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Ipenncnosue

1 PASPABOTAH M BHECEH Texanucckum KomuTeToM 1o crammaprizannn TK 375 «Mertawio-
MIPOIYKITHA M3 YCPHBIX META/LIOB M CILIABOB»

2 TIPUHAT W BBEAEH B IEVCTBHWE Toctarornernem Tocetarmapra Poceun ot 16 mexabps
1999 1. Ne 521-ct

3 CraHgapT cooTBeTcTBYeT TpeboBaHHSIM MCO 5832-4—96 «IMIIaHTATH IS XUPYPIruH. MeTammi-
gecKHe MaTepradnl. YacTh 4. Ko0anbToxpoMOMOMHOICHOBRH THTCHHEIH CIUIaB» B 9aCTH COPTAMCHTA, XH-
MIYECKOTO COCTABA, MEXAaHHIECKHX CBOMCTB, KAUeCTBA MOBEPXHOCTH

4 BBE/IEH BITEPBLEIE

5 ITEPEM3/IAHUE

Hacrogmmuit ctanmapt e MoXeT ORITL TOTHOCTRI0 HIH YACTHYHO BOCIIPOH3BEICH, THPAKHPOBAH H
pacIIpocTpaHeH B KadecTBe oMHINATLHOI0 H3TaHug Oe3 paspemeHns I'occranmapra Poccun
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FTOCYJAPCTBEHHBIH CTAHJAPT POCCHUHUCKOHN ®EJNAEPALUMUMU

IIPYTKHW JINTBIE 13 CILTABA XK62M6J1
AL HCKYCCTBEHHBIX CYCTABOB

TexaudecKue YCI0BHA

XK62M6JT alloy cast rods for artificial joints. Specifications

NMara sseaenns 2000—07—01

1 ObnacTe npuMeHEeHES

Hacrogmnit cranmapr ycraHaBaupaeT TpebOBAHHS K JIMTHIM IpyTKaM 13 cipiaBa XK62M6J1, npen-
HA3HAYEHHHBIM 151 U3TOTOBACHUS UCKYCCTBEHHEBIX CYCTABOE METOTOM NUThS. OQOa3aTeNbHEIE TPeOOBAHUS K
Ka4yecTBY MPOOYKIMH M3I0XeHH B 5.2, 5.3, 6.2, 7.1, 7.4.

2 HopMmaTuBHbIE CCHUIKH

B HacTogIeM cTaHIAPTE HCIIOAL30BAHEI CCHUIKH HA CHENYIOIIHE CTAHTAPTHI:

T'OCT 1497—84 Metamnel. MeToIbl MCIIBITAHMS HA PACTOKCHUE

T'OCT 7565—81 YyryH, craib H ciulasbl. Meton orbopa npod g XMMHYCCKOIO COCTaBa

I'OCT 7566—94 Meramonponykung. IlpreMka, MapKHpoBKa, YIIAKOBKA, TPAHCIOPTHPOBAHHE H
XpaHcHIE

TOCT 12344—88 Crann merupoBaHHBIE H BRICOKOIETAPOBAHHEIE. MeTOIH OIpeaeaeHIT YIEPona

TOCT 12345—2001 Cranu TerupoBaHHLIE H BRICOKOICTHPOBAHHEIE, METONEI OIIpeIeTeHIST CephI

TOCT 12346—78 Cranu merupoBaHHEIE 11 BHICOKOIETHPOBAHHEIE. MeTOIb OoIpeIeIeHHI KPeMHHST

I'OCT 12347—77 Crany A¢rapoBaHHbBIC W BEICOKOJIETHPOBAaHHBIE. MeToabl onpegencHus docdopa

TOCT 12348—78 Cranu meripoBaHHBIE 11 BRICOKOIETHPOBAHHEIE. MeTOOE onpeeIeHAS MapraHiia

T'OCT 12350—78 Cran jierupoBaHHbBIC M BRICOKOJICTHPOBAHHEIC, MeTOIb OIIpeIe/IcHIA XpOoMa

T'OCT 12352—8&1 Cranu 1¢rupoBaHHBIC M BRICOKOICTHPOBAHHEBIC. METOME ONPEICICHIT HHKSIII

T'OCT 12353—78 Cranu JIerHpoBaHHbIEC M BHICOKQIECTHPOBAHHBIC. MeTOIb oIpecacHusI KOoOalbTa

TOCT 12354—81 Cranu nerHpoBaHHBIE W BEICOKOIETHPOBAHHEE. MeTOoIb ofNpenene HAA MoTHOIeHA

TOCT 14192—96 MapkHpoBKa TPY30B

TOCT 28473—90 YyTyH, cTanb, ¢ieppOCTUIABH, XPOM, MapraHel MeTalamaeckue. Odime Tpebora-
HHSI K MeTOJZaM aHalH3a

T'OCT 29095—91 Crnasel B HOPOLIKH XKapoNpOYHEIE, KOPPO3HOHHO-CTOHKIIC HA OCHOBE HHKEIA.
MeTonbl onpelelIeHHS Kellesa

3 Onpenenenus

B Hacroamem CTaHgapTc NMPUMCEHAKOT CJICI[YIO]J_[I/Iﬁ TEPMHAH C COOTBETCTBYIOITHM OIIPEICTICHUCM

CILIABBI IWTEHARIE IS HCKYCCTBEHHBIX CYCTABOB HA OCHOBE KoOanbTa: MaTCpI/IEUIhI, OCHOBHEIM KOM-
IIOHCHTOM KOTODBIX ABJIACTCH KOOANBT. YKA3aHHBIC CIIABH 00JIaIal0T HEOOXOTHMBIM KOMIUIEKCOM MEXa-
HHYCCKHX H KOppOSHOHHO—CTOﬁKHX CBOﬁCTB, HTO HNO3BOIACT NPHMCHATD X IJIA IIPOMU3BOICTBa HCKYCCT-
BCHHLIX CyCTaBOB be3 BPCIHBIX MOCICICTBHA I OprafnriMa 4C¢JI0BCKaA.

Wznanue opunuaisuoe
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4 CopraMeHT

TIpyTKH M3roTOBAAIOT THaMeTPOM He Gomee 95 MM u mamHoM He Gomee 1100 mm.
IIo cornacoBaHMIO M3IOTOBUTEIL C IOTPLOMTEICM HOIYCKACTCA H3TOTORICHHIE IIPYTKOB IPYTHX pas-

MEPOB.

cDOpMEIJ PasMCpel H IIPCACIIBHBIC OTKIOHCHHA 110 pPasMcpaM — 110 COIMaCOBAHHKY M3TIOTOBHTCIA C

NoTpeOHATETEM.

IlpumMep ycnoBHOro o0o3Hade HH d IPYrKa JIMTOrO 13 civiapa Mapku XK62M6JI

nHamerpoM 60 MM:

Hpymor XK62M6/A-60 T'OCT P 51395—99

5 Texnuyeckue TpedDOBAHUSA

5.1 CimaB HOKeH BHIIUIABIATHCA C IPHMESHSHHEM YHCTHIX LIHXTOBBIX MATEPHAIOB BAKYyYMHO-HH-
OYKITHOHHBLIM METOJIOM HIH JIOOBIM JIPYTHM METOIOM, O0ECIICYHBAIOIIUM HEODXOIHMY 0 YUCTOTY METaIUIa

11O IIPHMCCHM.

5.2 XuMHIeCKHI COCTAB CIINIABA TOJDKEH COOTBETCTBOBATH VKA3aHHOMY B Tabmuiie 1.

Taonwmomal

XP{MH%C_ Ko- Xpom | Momi6- | Hywens| XKeneso | Vonepon | Mapra- | Kpem- Cepa |[Docdop
KHIT COCTAR | Ganer Hew Hell Hri

Maccosas |Ocnosa | 26,5—30,0(4,5—7,0 |He 6onee|He 6onee| He 6onee |He 6onee|He 6onee | He 6onee | He Goneel
nons 3ue- 1,0 1,0 1,0 1,0 0,015 0,020
MEHTOB, %

11 puMcYaHNCE— ITo cornacoraHu©o C Opra”HdMH 3[pPaBOOXPAHCHWA AOIIYCKAOTCHA HC3HAYWTCITbHBIC
OTKITOHEHHS TTO MACCOBOH A0Ne 3IeMEHTOB, YKa3aHHBIX B Tabmune 1, ae BIICKYIIHC 3a coboli mmMeHeHnsa CTPYKTY-
PBL 1 MEXaHUYCCKHMX CBOICTB.

5.3 MexaHW4ecKHe CBOMCTBA, OINPEACieMble HA JMUTHIX 00pa3lax, JO/DKHBL COOTBETCTBOBATE HOP-
MaM, VKa3aHHBEIM B TadmmIe 2.

Taonuima?2

MexaHngecKne Bpementoe comnpo- TIpengen Texygectn OTHOCHTENBEHOE OrnocurenpHOe
cBoOlicTBa Tienere o, /v’ G, 5, H/nn? vinnHene o, % cyxerue y, %

3ratenie, 665 450 8 8

HE MEHee

TMIpuwmeganne — Pexnm Tepmuaeckoil oGpaboTku 06pasioB BHIOHPAET W3TOTOBUTENb A AOCTYKEH S

TpebyeMBIX CBOHCTB.

5.4 TIpyTKH MOCTABASIOT CO CTIONIHOH abpasHBHON 3aUHCTKOR.
Ha moBepXHOCTH OPYTKOB He JOTMYCKAIOTCI OKWCHEBIE TIISHEI, 3ATPI3HEHHAS, BKITIOUSHITT HHOPOTHO-
T0 METANNA, a TAKKe HAITHIBHE, YBETIMIHBAIOIINE DA3MEPHI MPYTKOB.
Tlo cormacoBaHWIO M3TOTOBUTENS C TTOTPEBHTEIEM TOMYCKATCS HHBIE TPeOOBAaHIS K MOBEPXHOCTH,
OTOBAPHBAcMBIC TIPH 0OPMIICHHH 3aKa3a (KOHTPAKTAa).

6 TlpaBuna npueMKM

6.1 TIpyTKH NperbIBAdiOT K MPHEMKE MAPTHIMHA, COCTOAIIHMH H3 IIPYTKOB OTHOM ITIABKH.
Kaxiyio napTHio conpoBoXIaior ToKyMeHTOM o Kadecrse 1o I'OCT 7566.

6.2 JInsg mpoBepKHM KadecTBa MPYTKOB OT MAPTHH OTOHPAKOT:

- UIE XMMHYECKOIO aHaau3a — oIHy Ipody or masku nmo I'OCT 7565;
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- g KOHTPOIA Ka4ecTBa MOBEPXHOCTH H PA3MEPOB — BCE IIPYTKH;

- I19 MCXaHHWYCCKHX HCTEITAHHA — YeTHIpE THTHIX oOpasiia (IBa o0pasna g HCHLITAHWI H IBa
o0pasia, NpH HeOOXOTHMOCTH, A TOBTOPHEIX MCIEITAHHE).

IIlpumMedganne — KONTponbHEE OBpPa3Ibl A1 MEXAHHYECKIX MCILTAHIH MATOTOBIAIOT M3 3arOTOBOK
(Tped), OTNUTHIX TIpH PA3NHBKE CIUTARA WUTH M3 METAUIA [MOCTARIAEMEIX 3aTOTOBOK. 3aTOTORKH (Tpe(sl) OTIMBAIOT B
TOPSUe KepaMuaeckie (pOpMEL. 3aNMEKY IPOM3BONLT & pabodes MPOCTPAHCTEE IETH IPH pasiueKe ciurasa. Jlonycka-
eTCs OTIHMBKA 3ar0TOBOK (Tped) B Xonomusie opmbl. TIpH 3TOM HArOTOBHTENL FAPAHTHPYET MONYYeHHe ToTpebnTenem
CBOMCTB He HHKe, YeM Ha 06Pasax, M3roTOBIEHHEX I3 3Ar0TOBOK, OTIATHX B TOPAYle GOPMEL I3 HCXOMHOIO CIiiaBa
6e3 nobaBIeHNUS OTXONOB.

6.3 Ilpn nony4eHHH HeyIOBICTBOPHTSIILHELX Pe3yNIbTaToB XHMHUCCKOI0 AHAIH3a IPOBOIAT ITOBTOD-
HBIC MCIIBITAHUA Ha BbIGopke 1o F'OCT 7566.

1Ipr monyueHHH HeyIOBICTBOPHTEILHEIX PE3YIBTaTOB XOTS OBl 0 OQHOMY H3 IOKa3aTellei MeXaHH-
TeCKIX CBOICTE, MO HeMY TIPOBOIAT MOBTOPHEIE MCTIHITAHMS HA JBYX IPYTHX 06pasax, B3SThIX OT 3TOH Ke
IaBKH. T1pH HEYIOBICTBOPHTEILHBIX PE3yIbTaTaX HOBTOPHBIX HCITBITAHIE JTONMYCKACTCA MPOBOIHTEH HCIILI-
TAHHUA HA TBYX HOBBRIX 0Bpasiax, MoMyIeHHEIX H3 3TOMH Xe MApTHH Tocle TTIOBTOPHOM TepMIIecKoi obpa-
DOTKH.

7 MeToabl UCOIBITAHAK

7.1 Xumudeckuii cocras civtasa onpenendior o I'OCT 12344 — I'OCT 12348, T'OCT 12350, I'OCT
12352 — T'OCT 12354, I'OCT 29095, I'OCT 28473 wiy OpyraMH MeTogaMH, 0deCIednBalOnIuMK TpeOye-
MYI0 TOUHOCTE onpeneaeHna. Ot6op npob mad onpegeaeHHS XHMHIIecKoro coctaa — 1o N'OCT 7565.

7.2 Paamephl NPYTKOB IIPOBEPAIOT H3MCPHTCIBHEIMH HHCTPYMCHTAMH, 00cCIICUHBAIOIIAMHA HeO0X0-
ITHMYIO TOYHOCTD M3MeEPEHHIT.

7.3 KadecTrBo MOBEPXHOCTH MPYTKOB KOHTPOIMPYIOT BU3YAIBHO.

7.4 KoRTponb MeXaH4IeCKIX CBOMCTE MPOBOIAT Ha OBYX TUTHIX obpasiiax mo TOCT 1497.

8 YnakoBka, MapkHpOBKa, TPAHCOOPTHPOBAHUE H XpaHeHHE

8.1 YnakoBKa, MapKHpPOBKa, TPaHCIOPTHpoOBaHKHE H xpaneHue — 1o I'OCT 7566.

8.2 TIpyTKH MOCTaBASIOT B MPOTHOH Tape — MeTATUIMYIeCKHX DOUKaX WM JimKax. Bec 6pyTrro — He
6omnee 150 kr.

B kaxmoit Tape Ha OBa IMPYyTKa HECMBIBaeMOH KPacKoi HIH KIeHMOM HAHOCAT MAPKHPOBKY, BEITIOUA-
OIIYI0 MapKy CILIaBa H HOMED IUTaBKH.

Horyckaercd MocTaBKa NPYTKOB B CBA3KAX, YBA3AHHLIX IIPOBONIOKOi. 11pH 5ToM MapKHPOBKY HaHO-
CAT Ha KaXKIBIH ITPYTOK.

8.3 K KaxxmoMy rpy30BOMY MECTY NPHKPEIUIAIOT SPILIK C YKa3aHHEM:

- 3aBRONA-M3TOTOBUTENS W (WIH) TOBAPHOTO 3HAKA;

MapKH CILIAaBa;
HOMEpa TMapTHH;
MAaccChl HETTO;

- IaThl BHITYCKA.

8.4 IIpyTKH nepeBo3dT KPRITHIMH TPAHCHOPTHRIMH CPEICTBAMH BCeX BHIOB B cooTBeTcTBHH ¢ I'OCT
7566.

8.5 TpancnoprHag mMapkupoBka — no I'OCT 14192 ¢ ykazaHHeM OCHOBHEIX, JOIONHHTCIBHBIX H
MHGOPMAITMOHHEIX HAIMHCEH, BHITOTHIEMBIX BOMTOCTOMKON KpacKoil Ha Tpy3e WIM APIBIKAX, HATEKHO
TIPHKPEIIEHHBIX K TPY3Y.

8.6 TIpyTKM HOIKHEI XPAaHWUTHCHS B CKIANCKHX MOMEINIEHHAX TIPH TeMmeparype oT 5 go 40 °C, nmpn
OTHOCHTEILHOH BIAXKHOCTH He Gonee 80 %, IpH OTCYTCTBHH B BO3IYXE MIETOYHBIX, KHCIOTHBIX H IPYTHX
arpecCHBHEBL IPHMCCEH.

OKC 77.140.20 B73 OKII 09 6300

939135

Knamwogesrle crmopa: MPYTKH JTATHE, CTIJIAB, NCKYCCTBEHHEIE CYCTARBI, XHMHYECKHIl COCTAR, MeXaHMIeCKHe
CBOICTBA, KAYeCTRO TIOBEPXHOCTH
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