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[Npenuciosne

I PAZPABOTAH MW BHECEH TexnmueckuM KoMHTETOM Mo cTangaptdzalud TE 373 «Metanno-
MPIVKLHA 3 HepHBEX MeTALA0R H CIUIABOG:

2 MPHHAT W BBEAEH B NJEACTBHE [NMoctanontenienm lNoceranaapta Poccun ot 16 gekabpa
1999 ., Mo 32 -c1

3 CTanmapr cooTBeTeTiveT TpefosanHam MO0 3832-4—5% sHumnanrate 108 xapypran. Meraapau-
YeckKHe Marepranil. YacTs 4. KobanbToXpoMoMOTHGIe HOBE N THTeHHEI CITas: B 4ACTH COPTAMEHTA, XM-
MHYSCKOTD COCTARA, MEXAMMYLCKHY CBOHCTE, KAYeCcTRa MoBepyHOCTH

4 BBEIEH BINEPBBIE

FMNEPEM3IOAHME

Hacrosmuil crapaapT He Mox¥eT DLITh NoNHOCTLE WIH SACTHYHO BOCTIPOHIBeIeH, THPAKHPOBAH M
PACTIPOCTPAHEN B Ka4ecTRe opHIMAILHOTO Waganna Ges paipewenna Nocerannapra Poccun

i 186



rocT P 51395—99

FTOCY¥JNAPCTBEHHBIH CTAHAOAPT POCCHMHCKOWH @®EJAEPALHH

NPYTKH JIMTBIE M3 CIUIABA XK62ZMA.T
JLIA HCKYCCTBEHHBIX CYCTABOB

TexunueckHe yCA0BHA

XEK62MAM alloy cast rods for artificial joints. Specifications

Mara seegenan  2000—07—01

1 ObnacTs npuMeHeHHs

Hactosuuil cTalaapT yeTaHamTHBaeT TReDoBalis K JIHTIHM IPYTEaM 13 crnasa XK62MAT, npea-
HAZHAYMEHHEM 07158 HITOTOE HHA HCKYCCTREHHEBIX CYCTABOE METOIOM NHTLA. OEAkTeIbHEe TPEDOEIHHA K
KAYeCTHY NPOOVELHH HanoseHsl B 5.2, 5.3, 6.2, 7.1, 7.4,

2 HopmaTHEHBIE CCBIJIKH

B wacTofiues cTalIapTe HCNOALIOBAHE! CCLUTKH Ha CIedyllHe CTaHIapThi:

MOCT 1497 &4 Metaanst. MeToal MCNBITANHA Ha PACTANEHHE

FOCT 7565—<K1 Yyryn, crades B criianst,. Meron omhopa npod 1078 XEMAYeCcKors COCTana

IMOCT 736694 Metannonpoaviusa. [lpueska, MapkdpoREd, VIAKOBKA, TPAHCIOPTHPOBAHKE H
XpaHeHHe

MOCT 12344-—<8% Craam nerdipoiaiible W BucoKkoderuposanieie. MeToou onpegelenns yriepoia

MOCT 1234532001 Crany TerdponaiHLe W RLECOKOTerHposaHibie. MeToakl onpeieleiHa Cephl

MOCT 1234678 Craay JeripoBaiiLE H BLCOKMIErHpoBatHeie. MeTons onpene enid KpesMiMa

MOCT 1234777 Craau Jerdposaiibie 1 BLcorkoneruposaiine. Metons onpenetenus docdiopa

MOCT 1234878 Craam JerdposaiiLe W BLcorkoneruposaiise. MeTtons onpeieieHns Mapraia

FOCT 12353078 Craiy MeripoEHHLIE B BRCOKGISTMpoBanHBe. MeToaul onpeieieHid Xposa

MOCT 12353281 Craim JertpopaiHLe 1 BLcoKoIerHpoiaiisie. MeToou onpemeieHms HHKenn

MOCT 12353378 Craam JerdposiiiLe 1 BLMCOKOIErHpoBaHHbe. MeToos onpeieienis KobankTa

FOCT 1235451 Crany neripoBaHHBeE M BREICOKOIeruposadibie. MeTons onpelele ids MOTHDIEHa

MOCT 1419296 MapkMpohka rpyion

MOCT 2847390 Yyrye, ctais, eppociiiankl, XposM, Mapradel dvetamnyueckme. Oduwme tpebosa-
HHA K MeTodamM aHandaa

FMOCT 29095491 Cnnass! H NOPOLIEH HKAPOTIPOUHEE, KOPPOIHOHHO-CTOHKHEe Ha OCHORE MHEENA,
MeTonsl onpeteIeHEd Heles

3 Onpenenennsn

B macTosumeM CTAHAAPTE NPHMEHAINT CASAVIOIMHA TEPMHH C COOTBETCTBVIOLIHM OIPERSTeHHEM:

COAARLI IHTENLIE 1A HCKYCCTRENNLIX CYCTARDE HA OCHOBE KoODANLTa: MaTepHanhl, OCHOBHLIM KOM-
MOHEHTOM KOTOPEX SEMMETCA KoDAnsT. YEAZaHHEIE CNIanE 06IATa10T HEODXOIUMEIM KOMITIEKCOM MEXH-
HHYECKHY H KOPPOINoHHO-CTOHKNY cROfCTR, UTO NOIB0IAET NPUMEHATE HX LTA NPOHIEOICTED HCKYCCT-
BEHHBIX CYCTAaBoR 083 BEpeadbiX NOCASICTRHI I8 prafuaMa YeloBeKa,

Hanasme ofmunamsuoe

157



rocr p 51395—99

4 CopramenT

ITpyTEH HArOTORTAKGT IHAMETPOM He Goiee 93 sa ¥ LmHiol ne domes | 100 s,
INo cormacoBal M0 HATOTOBWTENA ¢ NOTPEGHTEIEM TOMYCKASTCH HIMOTOBISHHE MPYTKOR IPYTHY pat-

WSO,

itlngmn, paEMEpE H MNpeIeIbHbie OTEIOHSHHA MO PasdMepas - 10 COTacoBaHig HIrOTORATENA C

NOTREOHUTEIEM.

Mpuwvmep ycRnoBHUOro oG 03HAYE H WA NPYTEA THTOTO W3 chiaana Mapku XE62MaJl

OHaseTpon 60 s

fipmor XEGIMOT-60 FOCT P 5179599

5 Texuuueckue TpedopaHuA

3.1 Cnnas goiked BRINIAGTATECH C MPUMEHeHHEM YHCTEIY WAXTORLN MATEPHATOR BAKYVMHO=HMH-
OYEUHOTHEM METOLOM WK JH0RM IpYTHM MeTOI0M, O0eCcTIeYHBA0ILIHY He0DNOIHMYI0 YHCTOTY MeTalua

M0 TIPAMCCHM.

3.2 Xpmugecks il cocTan criasd JOUEeH CoOTReTCTRORATE YEATIHHOMY B TadnuMue 1.

Tadnunal
Xumnueo- Ko- Wl - . - Mapra- | Kpeu-
. Xpom L Hukene| Kenewo | Yonepoa apl pesd Cepa [dhoc
Kiih cOCTEB | Banwt P aeH pe HEw HHil F tbop
Maceonan [Donosa | 2605—30.0(4,5—7.0 [He donee|He tonee| He doaee |He doueef He Goree | He tonee |He Goneel
AOAR  Saé- 1.0 1,0 L0 1.0 0,015 00,20
meHTOR, %

I PHMCHYAHNL — Mo cornscoBaqmm ¢ COPTIAHAME JADABROSDAHCHHR TOMYCEITCH HEIHAY TS ILHEE
OTEIOHEHAH MO MACCOBOE TO0e SIEMEHTOE, YEAEIHHEX B Tabanue ], HE BECEYIIME T CODOH HAMEHEHHR CIPYETY-
Phl H MEXAHHHCCKHX CBOICTE.

3.3 MexauuqeckHe CooicTen, onpensTaeMble Ha THTLY o0pasiay, JomeHE COOTREETCTROBATE HO-
MM, VEASAHHBIM B Tabauue 2.

TaGmauwna?l

Mexannueckne Bpesenuoe conpo- Mpesen reryaccri OrraoenTensHoe OTHOCHTEN BHOE
caoicTRSE THRISHHE . H - H faaw? VATHHCHE E,i, L cymenne y,

Innuenne, GBS 450 8 g

HE MEHee

Mpumeysnune — Peguy repuirueckoil 00pafoTey O0pazios BEOHPRET HAMDTOBHTE L JAH J0CTHKE HBH

TpelyeMEY CRORCTE,

34 MpyTeH NOCTARNHIOT CO CIUIGHIHOH abpasiaHoil TuncTROH,
Ha nopepxiocTy NpYyTEOE He IoNVCKAKTCS OKMCHLE TUIEHE, JArpa3He i, BET0Ye HUS HHOPOIHG-
[0 METALTA, A TAKAE HAMMLGEE, YESIHYHEAIGLUINE PatMepl MPYTEOR.
INo cornacopasmio WIMOTOBMTENA ¢ NOTPEOMTENEM OONYCKAKTCH HHLIE TREDOBAHNA K NOBEPXHOCTH,
OroBAPHBEASMELE MTPH oDOopMISHEM 3433 (KOHTPaKTa).

6 Ilpasuaa npuemMn

6. TpyTEH NPpertARISInT K IPpHeMEe MapTHAMA, COCTOAMMME H3 NPYTKOB OJO0H MIaskH.
Kaxayio napTH coNpoBOEIAKT I0KVMeHToM 0 kadecTie mo [OCT 7366,

6.2 [nsa nposepsEH KadecTna NpyTEOR OT MapTHH OTOHPaKT:

= LTH XHMHYECKODD AHANHIA — OOHY Mpody OT masky mo [OCT 7365:
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= 1A KOHTOTH KAYECTEA MOBEPXHOCTH H PaiMepon — BCE MPYTEH,

- 078 MEXAUHYSCKHX MCTLITAHRE — YeThIpe JUTLIY o0pasua (opa obpaina 108 HCnTaHdi | oasa
GOpaiua, npE HeoDXOIMMOCTH, 78 MOBTORHEY HCOLITAHHA).

Mpumedanne — KoumpoisHse oOpaans U MEGHAMECKINE MONETAHEE HANGTORTHET N3 SRIOTOROK
{Tpedh), OTIHTEY NPH PAATHEKE CILIABD MM M3 METAL NOCTARTACMEY HI0TOB0K, JaroTorsn (Tpefiel) OTINBLKT B
TOPEMHE KEPAMIMCCKRE opMel. BmsBey NPpOHEROaHT B paboucs MpOCTPAHCTRE NESH nps paanexe cniaea. donyeka-
ETCH OTIHBKE 1arorosok (Tped) B xonoadse duopsst. TIpm Stos HaroTosHTelb TAPAHTHPYET MOVHEHHE BOTPebn T 1EM
CROMCTH HE HEHEE, YEM HI UE]:IEIJLI.-EHZ.. HIAMTORPEHHEIN HE JANOTHEOE, OTHTRIX B MOPAYHC I:IZIUFI‘HL-I HIE HCXIHOM CILE B
D GoDaRIEHEH OTXOIOR,

6.3 INpH noayMeHHH HEVIORASTROPHTENLHEX Pe3VILTATOR XHMHUSCKOr0 aHATHIA NPOBoIAT NOETOR-
HEE MCTILTANKA Ha budopie o DOCT 7366,

IMpa oonydye i HeYIORTe TROPHTENBHLX PesvIbLTATOR XOTH Okl MO GAHOMY H3 NOKazaTeled Mexanm-
YECKHMX CBOMACTR, MO HEMY NPOBOIAT MNOBTOPHLIE HCNBITAMHA HA OBYX APVIHX 00pasziax, BTN OT 2TOH Ke
mapky. [IpH HeyvaoaneTBoOPHTEARHLX PEIVALTATAX MOBTOPHBY HCNETAHME I0NYCKASTCH NPOBGIHTE HC k-
TAHHA Ha JABYX HOBRIX oDpa3iuax, NomydeHHBIY H3 3ToH &e NapTHH Oocie NoETopHOH TepMuydeckol obpa-
DOTEH.

7 MeToln HCNLITAHAR

7.1 Xummdeckuil cocTan crnaana onpetenaot no FOCT 12344 — TMOCT 12348, NOCT 12330, FOCT
12352 — [MOCT 12354, DOCT 29095, TOCT 28473 WOM OpyTHMH METOIaMH, oDecneYHEAIOILHMH Tpehve -
MY TOUHOCTE onpeteneiusa. Otiop npod Ui onpeneneiid XHMHYec Koro coctam — no NOCT 7363,

7.2 Paasepid NPYTEOR NPOBEPAIDT WIMEPHTENBHEMHA HHCTPYMEHTAMH, O0DeCeYH BAIOHIAMH HEODRO-
THMYEY TOUHOCTE HIMeper i,

7.3 KadecTso NOGEPXHOCTH NPYTEGE KOHTPOSTHPYIDT BHIYANLHO,

7.4 KouTpois MexXaiuyeckny COOHCTE TTPOROINT Ha A0y THTRN obpatuax no NOCT 1497,

8 VnakoBka, MAPKMpPOBKEA, TPAHCNOPTHPOEIAHHE W XPAHEHHE

B.1 ¥nakonka, MapKHpOGEa, TPAHCTIOPTHPOBAHHE W Xpanenue — no DOCT 7366,

5.2 NpyTkn NOCTARNSIOT B NpoYHGl Tape — seTannrpgeckny Doukax nay amukax. Bec OpyTTo — He
pomee 150 kr,

B axaoii Tape Ha opa NpyTKa HECM bIBASMOi Kpackodl wiH knefiMoM HAaHOCAT MARKHPOBKY, BEIMYA-
IOLIVED MAPKY CIIABA W HOMED IABKH.

JonyekaeTea NOCTABKA OPYVTEOR B CHAIKAX, YBATAHHL nponoaosoil. [pr 3ToM sMapkHpoBKy Halo-
CHT HA KON NpyToK,

5.3 K Easiosy ryIonosy MecTy MPHEPSIUHIoT ApiblK ¢ VEaIaHMes’

= ZABCAA-MITOTORMTENA M (HIH) TOBAPHOIO IHAKL,

- MAPKH CIaBA;

= HOMEpa NapTHH;

- MACCH HETTO,

- DATE BRIMYCK.

8.4 [IpyTER NepeposaT KPLITHME TPAHCIIOPTHEMH CPEICTEIMH BCEX BHI0E B COOTEETCTEHH ¢ [OCT
7560,

8.5 Tpaucnopriaa sapeuponks — oo DOCT 14192 ¢ veasapieM OCHOGBHBIY, JOTOTHHTEILHLIY M
HHEOPMALHOHHBIX HAOMHCEH, BHIMIHSeMBEN BOEOCTOHKOH Kpackoll Ha rpyle MM APILIKAK, HADSHHO
MPHEPETIEHHEX K [PyEy,

B0 MNpyTeH J0KHE XPAaHHATECS B CEIAACKHXY OOMELEHHAAX MpH TeMmeparype of 3 oo 40 "C, nopu
OTHOCHTENLHOH BrakHocTH He Gonee 0 %, npi OTCYTCTEHH B BOYIVE LIETOUMBX, KHCIOTHEIN M OpYTHY
AMPECCHBHBIY [PHMecei.

ORC 77.140.20 BT3 ORI 09 6300

939133

Kmouensie caoBa: NPyTEY dUTRE, CILIAD, MCKYCCTREHHBIE CYCTARL, NHMHYECKHI cOCTap, MexaHM4Yeckue
CROMACTEA, KAYECTRO NOREpNHOCTH
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