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Mpeancnosne

1 PASPABOTAH VI BHECEH TexHuyeckum KoMuTeToM no craHgaptusaumum TK 375 «MeTtanno-
NPOAYKLUMUSA U3 YEPHbIX MeTasiIoB U CraaBoB»

2 MPUHAT N BBEAEH B JEWCTBUE [MMocTaHoBneHneM [occTanAapTa Poccuu oT 16 fekabps
1999 r. Ne 521-cT

3 CtaHpapT cooTBeTcTBYET TpeboBaHusim NCO 5832-4—% «WmnnaHTtaTbl gna xupyprun. Metannum-
yeckue martepuanbl. Yactb 4. Kob6anbTOXpOMOMaNH6AEHOBbIN NUTEMHbIA cNAaB* B 4aCcTU COpTaMeHTa, Xu-
MUYECKOro coCTaBa, MexaHM4eCKnX CBOWCTB, KayeCcTBa NOBEPXHOCTU

4 BBEJEH BIMEPBbIE

5 MEPEM3OAHUE

HacToswmii cTaHZapT He MOXET GbiTb MOMHOCTLIO WM YACTUYHO BOCMPOW3BESEH, TUPAXKMPOBAH W
pacnpocTpaHeH B KauecTBe O(hMLMANbHOTO M3faHUs 6e3 paspelleHns occTaHaapta Poccum
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MOCT P 51395-99

FTOCYAAPCTBEHHbBIN CTAHLAPT POCCUWCKOWN OEQEPALMKNM

MPYTKN NUTBLIE N3 CIMNJIABA XK62M6JI
AOHA NCKYCCTBEHHbLIX CYCTABOB

TexHuYecKne ycnosus

XK62M6/1 alloy cast rods for artificial Joints. Specifications

[ata BBegeHns 2000—07—01

1 O6nactb NpUMEHeHUS

HacTtoawwmin cTaHfapT ycTaHaaTnBaeT TpeboBaHMA K NNTbIM NpyTKam n3 cnnasa XK62M6J1, npeg-
Ha3Ha4YeHHbIM [/19 U3rOTOB/IEHUS UCKYCCTBEHHbIX CyCTaBOB METOAOM NUTbA. O6a3aTeNibHble TpeboBaHUA K
KayecTsy MpoAykuuu usnoxedsl B 5.2, 5.3, 6.2, 7.1. 7.4.

2 HopmaTuBHbIE CCbIIKK

B HacTofwWwem cTaH4apTe UCMNO/b30BaHbl CCbIIKM Ha Ceaylolne CTaH4apThbl:

FOCT 1497—84 MeTtannbl. MeTofbl UCMbITAHWUA HA pacTsXeHne

FOCT 7565—81 YyryH, cTtanb v cnnaebl. MeTog oT60pa Npob ANns XMMUYECKOT0o cocTaBa

FOCT 7566—94 MeTtannonpogykuusa. lNMpuemka, MapKupoBKa, YNnakKoBKa, TPaHCMOPTUPOBaHUE K
XpaHeHue

FOCT 12344—88 CTanu nernpoBaHHble 1 BbICOKONErMpoBaHHble. MeToAbl onpefeneHns yrnepoga

FOCT 12345—2001 CTanu nermpoBaHHble 1 BbICOKONErnpoBaHHble. MeToAbl onpefenieHns cepbl

[OCT 12346—78 Ctanu nernpoBaHHbIe U BbICOKONErMpoBaHHbIe. MeTofbl ONpefeneHns KpemHus

FOCT 12347—77 CTanu nernposaHHble U BbICOKONErnpoBaHHble. MeTofbl onpefeneHus gocgpopa

FOCT 12348—78 Ctanu nermpoBaHHble 1 BbICOKOSIErnposaHHble. MeToAbl onpejeneHna mapradua

FOCT 12350—78 CTanu nerupoBaHHble Y BbICOKONErMpoBaHHble. MeToAbl onpeaeneHns xpoma

FOCT 12352—81 CTanu fiernpoBaHHbIe 1 BbICOKONErMpoBaHHble. MeToAbl onpefeneHns HUKens

FOCT 12353—78 CTanu nernpoBaHHbIe N BbICOKONErnpoBaHHble. MeTofbl onpefeneHus KobanbTta

FOCT 12354—81 CTanu nernpoBaHHbIe N BbICOKONErMpOBaHHbIe. MeToabl onpeaeneHns MonnbaeHa

FOCT 14192—% MapKupoBKa rpysos

FOCT 28473—90 UyryH, cTanb, Geppocnnasbl, XpOM, mMapraHey mMetannnyeckue. O6wune Tpebosa-
HUA K MeTofaM aHanusa

FOCT 29095—91 CnnaBbl ¥ NMOPOLIKNU XApONpPOYHbIE, KOPPO3MOHHO-CTONKME HA OCHOBE HUKENS.
MeTogbl onpejeneHns xenesa

3 OnpegeneHus

B HacTosiLleM CTaHAapTe NPUMEHSIOT CeAYOLWNiA TEPMUH C COOTBETCTBYHOLL MM ONpeaeneHnem:

CMNaBbl NNTeliHbIE 418 UCKYCCTBEHHbIX CYCTaBOB Ha OCHOBe Ko6GanbTa: Martepuanbl, OCHOBHbIM KOM-
MOHEHTOM KOTOPbIX ABNAETCA KO6anbT. YKa3aHHble CniaBbl 061ajal0T HEOOXOANMbBIM KOMMIEKCOM Mexa-
HUYECKUX U KOPPO3MOHHO-CTOMKMX CBOMCTB, YTO MO3BO/SET MPUMEHATH UX 45 NPON3BOACTBA UCKYCCT-
BEHHbIX CyCTaBOB 6e3 BpPeAHbIX NOCNeACTBUIA ANS OpraHM3Ma YenoBeKa.

M3naHve ouumansHoe
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4 CopTameHT

MpyTKW M3roTOBAAKOT AUAMETPOM He 6onee 95 MM u gnnHoin He 6onee 1103 Mm.

Mo cornacoBaHuio N3roToBUTENS C MOTpebuTeNemM AONYCKAeTCA U3roTOB/IEHNE MPYTKOB APYrnx pas-
MepoB.

dopma, pasmepbl U NpeAenbHble OTKIOHEHWA MO pasmepaM — MO COracoBaHUIO M3rOTOBUTENA C
notpeburtenem.

Mpumep ycnoBHOro o603HavYeHUA npyTKa IMTOro u3 cnnasa mapku XK62M6J1
avametpom 60 MM:

MpyTok XK62M6/1-60 TOCT P 51395-99

5 TexHunyeckune Tpe6oBaHUA

5.1 Cnnae AO/MKEH BbINAABAATLCS C MPUMEHEHUEM YMCTbIX LUMXTOBLIX MaTepuanoB BakKyyMHO-WH-
AYKUMOHHBIM METOAOM MW NMI06GbIM APYrMM MeTOA0M, 06ecnednBatoLMM Heo6X0ANMYIO YACTOTY MeTanna
no npumecsm.

5.2 XnMun4eckuii coctaB CniaBa AO/DKEH COOTBETCTBOBATb YKasaHHOMY B Tabnuue 1

Ta6nuuya!
Xumnyec- Ko- Monu6- Kpem-

o Xpom Hukenb >Keneso  Yrnepo, Y pem Cepa  Poc<|io
KWii COCTaB  ganwT P fieH POA —_— HUA P lrop
MaccoBas OcHoBa 26,5-30.0 4,5—7.0 He Gonee Hc 6onee Hc 6onee Hc 6onee Hc Gonee Hc Gonee Hc Gonee
ponsa  ane- 1,0 1,0 0.35 10 1.0 0,015 0.020

MEHTOB, %

MpumeyaHwune —TlocornacoBaHunio ¢ opraHamm 34paBoOXpaHeHMn [LOMYCKAKTCA He3HauuTeNbHble
OTK/OHEHMWSA MO MaccoBoi [0Nne 3N1eMEHTOB, YKa3aHHbIX B Ta6nmu,e 1. HC Bnekyuiue 3a €060/ N3MeHeHNs CTPYKTYy-
Pbl U MeXaHU4YeCcKnx CBOIACTB.

5.3 MexaHnyeckume CBOWCTBa, OMpeAensemMble Ha MTbIX 06pasuyax, LO/MKHbI COOTBETCTBOBATL HOP-
MaM, yKa3aHHbIM B Tabnuue 2.
Tabnuuya?2
MexaHuueckue BpemeHHoe conpo- Mpegen Tekyyectu OTHOCUTENbHOE OTHocuTeNbHOE
CcBOiACTBa TUB/EHNE 0 . H/MM- oy H/mm- yAanMHeHue 8,, % cyxeHue /. %
3HayeHue, 665 450 8 8
HC MeHee

MpnumeyaHune — Pexum TepMnyeckoinl 06paboTkmn 06pa3LoB BbIGMPAET M3rOTOBUTENb A/1F TOCTUXKEHUA
TpebyeMbIX CBOIACTB.

5.4 TIpyTKM NOCTaBAAOT CO CMJIOWHOW abpa3nMBHOI 3a4NCTKOMN.

Ha noBepxHOCTV MPYTKOB HE AOMYCKAOTCA OKUCKbIe M/EHbl, 3arpsi3HEHUS, BKIOYEHNS NHOPOLHO-
ro MeTanna, a TakkKe Han/biBbl, yBeNWYUBAKOLLME pa3Mepbl NPYTKOB.

Mo cornacoBaHUi0 M3rOTOBUTENS C MOTPe6UTENEeM JONYCKaTCA MHble Tpe6OBaHNA K MOBEPXHOCTH,
orosapuBaemMble NMpu opopmMaeHUN 3akasa (KOHTpaKTa).

6 [pasunia npremku

6.1 MpyTKN NpeabABAAIOT K MPUEMKE MapTUAMMK, COCTOAWMMN U3 NPYTKOB OAHOW MNaBKW.
Kaxayto napTuio conpoBOXAaroT 4OKYMEHTOM 0 KavecTBe no NOCT 7566.

6.2 lna NpoBepkn KayecTsa MPYTKOB OT nMapTuu oT6UpatoT:

- BNS XMMUYEeCKOro aHanm3a — ofHy npoby ot nnasku no FOCT 7565:
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- N KOHTPO/A KayecTsa MOBEPXHOCTW U pasmMepoB — BCE MPYTKU;

- ONA MeXaHW4ecKMX WCMbITaHWI — YeTbipe NUTbIX o6pasua (aBa obpasua ANd UCNbITaHUA U ABa
obpasHa, Npu HeO6XOAMMOCTU, ANS MOBTOPHbLIX UCMbITAHWUN).

MprvmeyaHune — KOHTPOMbHbIE 06Pa3HbI A5 MEXaHWYECKVX WCMbITAaHUIA M3rOTOBASIOT M3 3ar0TOBOK
(Tped), OTAUTBLIX NPY PasnNMBKE CnfiaBa UAM M3 MeTanna NocTaBsemMblX 3aroTOBOK. 3aroTOBKM (Tpedbl) OTAMBAIOT B
ropsuve Kepammyeckume opmbl. 3a/MBKy NMPOU3BOAAT B paboyeM NpPoCTpaHCTBe Meyn npu pasnveke criasa. Jonycka-
eTCs OT/IMBKA 3aroToBOK (Tped) B X0/04HbIe (hopMbl. Tpy 3TOM U3rOTOBUTE b FapaHTMPYET NoslydeHne NoTpebutenem
CBOVCTB He HDKe, YeM Ha 06pa3sLiax, N3roTOBMEHHbIX U3 3aroTOBOK, OT/IMTBIX B ropsune OpMbl U3 MCXOAHOIO Crnasa
6e3 ,06aBeHNS 0TXO/0B.

6.3 Mpwu nonyyeHuy Hey[0BMETBOPUTENIbHBIX PE3YbTATOB XMMUYECKOr0 aHann3a npoBoAAT NOBTOP-
Hble UcnbliTaHna Ha Bbibopke no FOCT 7566.

Mpy nony4yeHUn Hey[0BNETBOPUTENbHBIX Pe3ynbTaToB X0TA Obl N0 OJHOMY M3 NoKasaTeneid MexaHu-
YeCKMUX CBOWCTB, MO HEMY NPOBOAAT MOBTOPHbIE UCNbITAHWUA Ha ABYX APYrux 06pasuax, B3ATbIX OT 3TOW Xe
nnaeku. Mpu Heyf0BNETBOPUTENbHBIX pe3ynbTaTax MOBTOPHbLIX UCMbITAHWI [OMYCKaeTCA NPOBOAUTL UCMbI-
TaHMs Ha ABYX HOBbIX 06pasLax, NONYYEHHbIX U3 3TON XXe NapTuy Nocne NOBTOPHON TepMUYecKoii obpa-
60TKM.

7 MeTo/ibl UCMbITAHWIA

7.1 Xumunueckmnii coctas cnnasa onpegensatoT no TOCT 12344 — FOCT 12348. TOCT 12350. TOCT
12352 — FTOCT 12354. FOCT 29095, FOCT 28473 uan gpyrumMu Metogamu, obecnevnsaroumm tpebye-
MYt0 TOYHOCTb onpegeneHna. OT6op Npob Ans onpegeneHmsa Xxummyeckoro coctasa —no NOCT 7565.

7.2 Pa3mepbl NMPYTKOB MPOBEPSAIOT U3MEPUTENbHBLIMYU UHCTPYMeHTaMu, obecneymsalowMmm Heobxo-
OUMYIO TOYHOCTb U3MEPEHWIA.

7.3 KayecTBO MOBEPXHOCTU NPYTKOB KOHTPOAUPYIOT BU3YyasbHO.

7.4 KOHTPONb MEXaHNYECKNX CBOWCTB NPOBOAAT Ha ABYX NUTbIX 06pasyax no TOCT 1497,

8 YnakoBKa, MapKupoBKa, TpaHCMOPTUPOBaHWE N XpaHeHue

8.1 YnakoBka, MapKupoBKa, TpaHcnopTuposaHue n xpaHeHne — no FOCT 7566.

8.2 MpyTKM NOCTaBNAOT B NPOYHON Tape — MeTaNNNYecKMxX 6oUKax nunu auimkax. Bec 6pyTTo —He
6onee 150 kr.

B kax[oli Tape Ha ABa NpyTKa HECMbIBAEMOW KPackoi AW KNeliMOM HaHOCAT MapKUPOBKY, BK/KOYa-
IOLWY0 MapKy cnjasa U HOMep MNNAaBKW.

[JonyckaeTcs nocTaBka NMPyTKOB B CBA3KaX, YBA3aHHbIX MPOBONOKONA. MpyU 3TOM MapKMpPOBKY HaHO-
CAT Ha Kaxfbli NPyTOK.

8.3 K KaxAomy rpy3oBoMy MECTY MPUKPENAAT APJbIK C YKa3aHVeM:

- 3aB0OJa-U3roToBUTENA U (UKN) TOBAPHOIO 3HAKA;

- MapKu cnna.a:

- HOMepa napTuu;

- Maccbl HeTTO;

- [aTbl BbINyCKa.

8.4 TIpyTKN NepeBO3AT KPbITbIMU TPAHCNOPTHbLIMY CPeAcTBaMu BCeX BUAO0B B cooTBeTcTBUM ¢ TOCT
7566.

8.5 TpaHcnopTHaa MapkupoBka — no MNOCT 14192 ¢ ykasaHWEM OCHOBHbIX, AOMO/IHUTE/NbHLIX W
MH(OPMALLMOHHbBIX Hagnucel, BbINOMHAEMbIX BOLOCTOWKOW KpacKol Ha rpyse unu fpnbikax, HafexHo
NPUKPENNEHHbIX K rpy3y.

8.6 TpyTKN JO/MKHbI XPaHUTLCA B CKNaACKUX MOMeLleHnAX npu Temnepatype ot 5 o 40 *C, npu
OTHOCUTENbHOI BA@XHOCTU He Gonee 80 %4 npu oTcyTcTBUM B BO3AYXE LIENOYUHBIX, KNCNOTHLIX U APYTUX
arpeccuBHbIX NpUMecei.

OKC 77.140.20 B73 OKIMO09 6300

93 9135

Kntoyesble cr1oBa: NPYTKWU NNTbIE, CMJaB, UCKYCCTBEHHbIE CYCTaBbl, XUMUYECKNIA COCTaB, MeXaHU4eckue
CBONCTBa, Ka4ecTBO MOBEPXHOCTU
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