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INPYTKH JIUTBIE U3 CILIABA XK62M6JI
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Ipeancaosue

I PAIPABOTAH H BHECEH Texuuuyeckus koMHATETOM Mo cTangaprHsauuu TK 373 « Metanno-
MPOAVEKLHA H3 YePHBEX METALI0B H CILIABOG

2 MPHHAT H BBEIEH B ,.EI,EF-'il'_‘TE.HE [ocranonneunes Nocerauaapra Poccun or 16 gexabpa
1999 r. Mo 5321-c1

3 CTanmapt cooTEeTeToveT TpeboiaranamM OO 38324580 sMunnantaTtel 408 XxApyprun. Metwrim-
yeckHe smarepuansl. Yaers 4. KobansroxpoMoMoiHine HOBL THTeHHER CNans B UacTH COPTAMENTA, NH-
MHYECKOID COCTARA, MEXAHHYECKHX CBOHCTE, KAYECTRa MOBEPXHOCTH

4 BBEJEH BIEPBLIE

3 NEPEH3AHME

Hacrosusil cTasaapT e Mo¥eT BLITE N0MHOCTLD HIH YaCTHYHO BOCTIPOMIBEISH, THPAKHPOBAH M
PACTIPOCTPAHEN B KaYeCcTEe OPHIIHAILHOTO HILAHHA Be3 paipewennd Nocerannapra Poccuu

1] 186



rocT P 51395—99

TOCYJIAPCTBEHHBH CTAHAAPT POCCHUHCKOH @®EJIEPALMHH

IMPYTEKH JUTHIE U3 CILTABA XK62IMAJ
JIA HCKYCCTBEHHBIX CYCTABOB

TexnuecKkHe yCInBHA

KEA2MAM allov cast rods Tor artificial joints. Specifications

Jdaty spesennn 2000—07—01

1 ObaacTs npuMeHeHHA

HacToamMil cTalnapT yeTAHAKTHBAET TPeDOBAMMKA K JHTLIM MTPYTEAM M3 criiasa XK62MAJ, npea-
HAZHAYE HHEIM 1719 HAMOTOME HEA HCKVCCTREHH BN CYCTARODE METOI0M MUTEA. OfamTeIrHLIe TReDoBIHHA K
KAYeCTRY MPOIVELMH Winowedsl B 5.2, 53, 6.2, 7.1, 7.4,

2 HopmaTHBHBIE CCBIJIKH

B mactoames cTaHIapTe HCNOALIOBAHE CCLITKH Ha CREYIOUIHE CTAHIAPTEL

IFOCT 1497 54 Metaans. MeToak HCNMTAHWA Ha PACTREEHHE

MOCT 7365—<K1 Yyrya, ctals 0 criaasisd. Meron orhopa npod 1018 SHMHYSCEOTD COCTARA

MCT 736604 Metannonpoaveuua. Flpuesika, MapkUpoBEd, VIAKOBKA, TPAHCIOPTHPOBAHHE H
KpaHeHHe

MOCT 1234488 CraiH NeripoEaHHEIE W BRICOKVIETHPOBAHHLE, MeTonul onpeneIcHia yraepoia

MOCT 123432001 Crann TerHponaiHLe i BRICOKONErHPpOEAHHLE. MeTonk onpeleneyis cephl

MOCT 1234678 Craau JerdpoEaHHEE 0 BLCOKOIeTHpoBaMHEe. MeToaul onpeneieHnd KpemMHns

MOCT 1234777 Craav NerdpoEaHHEe | BEICOKOIerHposaniue. Metonu onpeneienna docdopa

MOCT 1234878 Craaw JerdpoBaHHLEe W BECOKOIernposaiisie. MeTonu onpeieneHHa Maprasua

IFOCT 1235078 CradH TeripoEaHHLIE W BLICOKOIErHpoBadHbe. MeTonn onpeleIeHHa XpoMa

MOCT 1233281 Cranmy DerupoaiiEe | BRICOKOIerMponanisie. MeToaul onpenetesus MUK

FOCT 1233378 CraaM IerdpoEHHLE W BRICOKOIerHpoBaHise. MeToasl onpegeteHms KobamuTa

IOCT 1235481 Cranu nerHposaHiibe H BRICOKONETHpoRadtue. MeTolu onpeneiedud MonnbaeHa

MOCT 14192895 MapkypoBka rpyvIos

MOCT 2847390 Yyrvy, crais, QeppociUiaBel, XpoM, Mapraded Metaundyeckme. Obwne tpefopa-
M K MEeTOIaM asannia

[MOCT 2909591 Cruaes! ¥ NOPOILKH XaponpotuHBe, KOPpoiHoHHO-CTORKHE Ha OCHOBE MHEENA.
MeTons onpegeneHu #enesa

3 Onpenenenusn

B mactoamem CTAHAAPTE APMMENAIDT COEIVILHA TEPMHH C COOTEETCTEYIOLIMM O PEIeTeHHEM:

COAABL JHTEHHLIE I8 HCEYCCTEEHHLIX CYCTABDE HA OCHOBE KODAILTA: MarepHansl, OCHOBHLIM KOk=
MOHEHTOM KOTOPLIX ARIAeTCH KoDalkT, ¥KasaHHble CIUIAnE 0800107 HEODX0IHMEIM KOMITIEKCOM MexXa-
HHMECKHX H KOPPOIHOHHO-CTOHKHY CBONCTE, 4T0 NOIBLTAET NMPAMEHATE MY 118 NpOH3B0ICTED HCKYCCT-
BEHHBLIY CYVCTABDE De3 BPeIHBIY MOCISICTENH L4 DPradiiMa YelloBeKa,

Hapanne oduaninansnoe
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4 CopramenT

IMpyTEHN HAMOTORTAKT JHAMETPOM He Gonee 95 mm » anauoil e Gonee 1100 s,
[No cormacoBaHHIo HATOTORMTENA ¢ NOTpebUTE e TONYCKASTCH HIMOTOBIEHHE NMPYTKOR IPYTHX pai-

MEPOE.

{DDA;JHH, PeEEMEpE. H MNpcicibHbie OTETOHEHHA [0 PaIMEpaM — [0 COrIacoBaHil {H3roOTORHTENA C

MOTREGHTETEM.

Mpusmep YCNoBHOrD 0B O03IHAYE H WA TPYTEA THTOMD WA cnnasa Mapkyn XK62MaJ

naserpon 0l au:

flpymox XK6IMad-60 FOCT P 5139599

5 Texunueckue TpedopaHHA

3.0 Cnnap JoUpkel BRIUIABTATECH C MPHMEHEHHMeM YHCTRIX WHATOBLIX MATEPHATOR BAKYVMHO-HH=
OYEUHOHHBIM MeTOIOM WIH T00EM IPYVIHAM MeTOI0M, 00eCneYHBAIOMIIHM HeoDXOIHMYID YHCTOTY MeTALTa

Mo APHMCCHM.

3.2 XUMHYeCKHH COCTan CTLIARS JAOUDEeH COOTRETCTRORATE VEATIHHOMY B Tabnuue 1.

Taonuual
Xuuuueo- Ka- M- - Mapra- | Kpem-

. Xpom e Hueens| Feneawn | ¥Yenepon dpra pex Copn | Poedss
KM COCTHE | faner P e po e il op feop
Maccoras [Oemona | 26.5—3000 [4.5—70 [He Bonee|He Goree| He Goaee |He Gones|He Gotee | He Sonee | He Goney
AnAH  2ae- 1,0 1,0 1,0 1,0 0015 0,020
MEHTOR,

I PHM&4MAaHHE— Mo cormacosasmm ¢ OPHRIHEAMH JAPABROXDAHCHWE IOMTYCEIHTCH HEIHAYHTCIBH L
OTEMGHEHAA M0 MACCOBOEH Do 30 MEHTORE, YEQEIHHEX B Tabanue ]. HE BICKYILHE 31 COO0E HIMEHEHHH CTPYETY-
Phl H MCXAHHMCCEHRY CEOACTE,

3.3 Mexanuuueckue CBOHCTEL, OnpeleIdeMble Ha THTRX o0pasiax, JO/EHE COOTEETCTRORATE HOP-
MAM, VKASAHHEIM B Tabnuoe 2.

Tadbnnwual
Mexanuveckie Bpemendos conpo- Mpeaen rexyuecr OTHOCHTE BHOE Ornockrenbros
cuoiicTE THEASHUE . H,/ ! L+ - H /aam? VITHHEH I E,i, % cymenne y, %
Inauenne, B65 450 g g
HE MEHEE

Mpamews nne — Pesuw repuraes kol o8paboTey obpainos sRGHpLeT HINFTOBHTE L 13 TOCTIHEHEL

TPelyesiay cooioTe.

5.4 NMpyTkH MOCTARAAINT CO CIUGHIHOH a0pasnpHoi TaYHCTKOH.
Ha nopepyHocTH NPYTKOE HE DOMVCKAKTCA OKHCHLLE TUIEHE!, JArpHIHeHHA, BICTIOYSHNT HHOPOEHG-
M0 METALTA, A TAKAE HAMILEE, YRelHYHBAKILHE patMephl MPYTEOR.
INo cornacoBaHy o HIRDTORMTENA C© NOTPSONTENEM OONVCKAKTCA HHLEe TPEOOBAHHA K NOBEPXHOCTH,
OMOIAPHEBASMBE MPH GDOPMAEHHEH 3aK833 (KONTPpaKTal.

6 [lpagnaa npueMKH

6.1 [pyTey NPerLABIENT K IPHEMKe TIAPTHAMN, COCTOAIINMH H3 NPYTKOB O0HOH IIaBkH.
Kaxnyio napTHo conpoBORIanT J0KyMeHToM 0 KadecTre no [OCT 7366,

6.2 Jdna nposepsH Ka4ecTsa NPYTROB OT MapTHH OTOHPaKT:

= JUTH XMMHUECKOTO AHANKHIA — OOHY Npody oT mnanku mo NOCT 7365;
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- 1A KOHTPOMA KAUYECTRA MOBEPXHOCTH H PAIMEPOR — BCE NMPYTKH.

= 0718 MEXAHMYECKHX HCOLITAHWE — dYeThipe AWTEX 0Dpasua (gea obpaiua 408 HCOsTaHui W aBa
COpAiua, npH HeodXoIHMOCTH, L8 MOBETORHBY HCAOBITAHWE).

Mpusesanne — KosrpuouibHse 0Dpazusl 1S MEXBHHMECKHY HONBETAHAA HAOTORTHOT M3 3ErOTOBOK
(Fpedi), OTAMTEX NPH POUIHBKE CILIAEE MM M3 METRUE DOCTARIASMEY Srotosok, Jarorosk (Tpepsl) 0TAHBLET B
ropadEe Kepasideckne opsel. Janeky npoMIsogaT B pabodes [POCTPAHCTEE Aedn NPy patansee cionasy. Jonyoka-
CTCH OTIHEKE 3arorosok (Tpede) & xonoadee duopsisl. [Tps 5108 HIromosHTelsb FMPaHTHPYET MOAYYeHRE BOTpebnTeie
CHOMCTH HE HEED, WS HA li.'l|:-l]:IEIJ-LI,-I:I::'|I1 HAMTORICHHEX B2 JANTTHEOE, OFTHTRIX B TOpAYHAC IZIJI'JPMH HE HCXOIHOM CILVIBR
D oDARMEHNHE OTXOIL0R,

6.3 [lpn noavyeHHy HeVIORASTROPDHTENEHEX PEIVILTATOR XHMAYECKOND AHATHIR NPOBOAAT MOETOP-
HBIE MCMETAHKE Ha BuGopke o TOCT 7366,

[Mpn nonyye A HEYIORIETROPHTENEHEIX Pe3VIETATOR XOTH OLL MO GAHOMY M3 NOKAZaTel1eil Mexaun-
YeCKHX CBOIHCTE. N0 HEMY NPOBOIAT MOBTORHLIE HCNLITAHMS HA OBYX OPYIHX 00pailax, BIaTHY 0T 3ToH Ke
muapky. [1pH HeyaoBNeTBEOPHTE TEHEIX PEIVILTATAX MOBTOPH X HCTEMTAHHN 10NYVCKAETCH NPOBOAHTE HCM Ll -
TAMMA HA BV HOBRIX ODpaluax, MoIyuelRHELY K3 JTOH Xe NapTHH 0ocie NOBTOPHOR Tepuvudeckoll obpa-
DOTE.

7 MeToan HCneMTARRE

7.1 Xuumueckuil cocran cnaana onpetenaoT no NOCT 12344 — FOCT 12348, NOCT 12330, NOoCT
12352 — IOCT 12354, TOCT 29095, NOCT 28473 Wi OpyrHMK MeTOOaM K, obecneuynBaiomnMi Tpebye-
MV TOUHOCTE onpetenedus. Orhop npod LA onpeleieHnd XHMAYecKoro coctasa — no NOCT 7363,

7.2 Pajsepid NPYTEOBR TPOBEPAIOT WIMEPHTENBHEIMHA WHCTPYMEHTAMH, ODECTIEYHGAIDILAMH HEODX 0=
JIHMYEY TOUHOCTE HIMEPSH I,

7.3 KauecTso NOBEPpXHOCTH [PYVTEOR KOHTPOSTHPYVEST BHIYVANLHO.

7.4 KouTpoah MeXaHHYecKny CRONRCTD MPOBOIHT Ha AByX JHTRX odpasuax no [OCT 1497,

8 ¥naxkosxka, MapkMpoBKa, TPAHCHOPTHPOBAHHE H XpPAHEHHE

B.1 ¥oakonka, MAPKHPOBKA, TPAHCTIOPTHPOBAHKE W XpaHenme — no FOCT 7566.

B.2 TlpyTeH NoCcTapigor B ApoYHol Tape — setannmyeckHy Goukax WM amukax. Bec OpyTTro — e
Gooree 150 kr.

B knsaoii Tape Ha OBa OPYTED HECMBIBASMON KPACKOH HIH KNeliMoM HAHOCAT MAPKHPOBKY, BETKYA-
IOLIVED MAPKY CIUTABA W HOMEP MABKH.

AomyeKaeTea NOCTABKS NPVTEOR B COAIKAN, YEAIAHALIX nponsdokadd. TP 3ToM MapKHpODEY HAHO-
CHT HA KO mpyTok.

B.} K Kiaiosy MyIosoMy MecTy MPRKPeTsoT apibklk ¢ VEAIAHMeM:

- IAROAA-MIFOTORHTENA W (HWJIH) TORBAPHOID IHAKD]

MAPKH CILTERA,
HOMEPE NapTHH;

= MACCH HEeTTo,

= JATEI BRIMYCKA.

B4 [pyren nepeposdT KPLITEMH TPAHCIOPTHEME CPeJICTEIMH BCEX BHIO0E B COoOTEETCTEHH ¢ TTOCT
7566,

8.5 Tpancmopruas sapeupobka — o FOCT 14192 ¢ ykasanMes OCHOBHLIX, AONOTHHTENLHEIX H
WP MALHOHE LY HAOMWCeH, BHMIGIHASMEXY BOIOCTONKOH kpackoll Ha rpyie MM ApALEIKAX, HAOEHHO
MPHEPETUIEHHBLIX K Tpyay.

B.0 TpyTeH 10 T4EHE XPAHHTRECA B CEIAOCKHY ODOMESHHAN MpH TeMneparype ot 3 oo 40 "C, opH
OTHOCHTEALHON BiaHocTH He domnee B0 %, nNpH OTCYTCTEHH B BOSAVEE MIETOUHBY, KHCIOTHLIN M OPVIHY
ArPeCCHBHEIX OpHMecei.

]

O C 77, 140.20 BT ORI 09 6300

939135

Kmouesue cioba: NPYTEA JIHTEE, CILIAB, HCKYCCTEEHHBIE CYCTARL, XHMHYECKHH COCTAB, MEXaHHYECKHE
CROMACTREA, KAYECTRBO MOBERXHOCTH
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