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[Ipeancaosne

Henn, OcHOBHEIE TPHHLMOL H NOPAA0K NPOBSJESHHA PaboT mo MEXTroCyIapcTBeHHOH
craujgapriianan  yeranosnenst  [OCT [.0—92  «MewrocynapcTeeHHas — CHCOTEMA
cragaapriuianuy. Ocnoenkle noaokenusy 0 NOCT 1.2—2009 «MemrocyaapeTeennas cHCTEMA
crapaaprizanuy.  CTapgapTel  MERrocyIAPCTREHHBIE, HOPaBHIa W PEKOMEHIANHH Mo

ME}I{I'I.'.IE:",!I,H.PC:TBE:HIID]:.I CTAHIAPTHIANH. H;]Ellﬂﬂ].ﬂ pﬂ'ipﬂﬁl]l’]ﬁ!, MPHHATHA, [PHMEHSHHA,
COHORITEHHA H OTMEN LD

Ceeaenus o crangapre

I NMOJATNOTOB/IEH ®epepansiiy  rocyJapcTEEHHEIM - VHHTAPHEIM - TTPEANPHETHEM
«Beepoceniicknil HayuHO-HCCASI0BATENRCKHI HHCTHTYT CTAHIAPTHIANHH H CepTHOHKALHH B
smamupocTpoeanyy (BHHHHMALL)

2 BHECEH egepaneHuIM  ATEHTCTEOM 110 TEXHHUYECKOMY PEryIHpOBAHHID M
seTponoras (Poccrangapt)

3 MPHHAT MearocynapcTEeHHEM COBETOM [0 CTAHJAPTHIALMH, METPONOTHH H
cepTHipuxkamuy (npotokon Ne 41-2012 ot 24 maz 2012 1))

3a MpHHATHE CTANIAPTA TPOrOIIOCOBLTH:

KpaTtkoe nanMeHoBaHHE CTPAHEL 11O Kon crpank no Cokpamenioe HaHMEHOBAHHE
ME (MCO 3166 004—97 ME (OO 3166) HAIHOHATLHOTD OPraHa
004—97 N0 CTARAAPTHIALHH

Asepbaimwan AZ Ascranpapt
Benapyck BY lMNoceranpapr Pecnyinmin benapyen
Karaxcran KE [Noceranaant Pecnvonuin Kasaxcran
Kuipremcran KG Kriprercrannapr
Pocenitcias deaepanmn RU Poceranmapr
TamsurkHcTan TI TamsurcTangapt

L Do R e ) A CTANOADT

4 [lpukazom PenepansHOre areHTCTEA N0 TEXHHYECKOMY PErYIHPOBAHHID H METPOIOMHH
or | moabps 2012 r. Ne 678-cT memrocynapereenuntii cranaapr NOCT 31623 - 2012 seenen B

AeHCTRHE B KaUecTBE HAHOHANEHOTO cTapfnapTa Poconilckoil Mepepanuun ¢ | sunapa 2015 r.

5 Hacrosmmil cTanaapT COOTBETCTBYET MERAyHapoanomMy crangapty 150 5832-4:1996
Implants for surgery - Metallic materials - Part 4: Cobalt-<chromium-molybdenum casting alloy
(HunmantaTi ans XHPYPrHH. MeTannnueckue MATEPHANEL YacTe 4.
KobGaneroxpomomonnbaenopeil  TRTenwid cnnas) B uactn  TpebOBAHHE K COPTaMEHTY,
XHMHYECKOMY COCTABY, MEXAHHYECKHM CBOMHCTRBAM, KAMECTRY MOBENXHOCTH.

CrengHl COOTEETCTENS — He3KBHBANenTHAR (NEQ).

Crannapt noaroTosneH Ha ocHose npusenenns FOCT P 51395-99

& BEEJEH BITEPBLIE
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Hugbhopuayua o  ssedennn g  delicmaue  (Apekpawenut  delicmaur)  nacmostyeso
cifaudapma  AVeIuKYemcs @ edceMecRuNe  uidasaemor  yrazameie  wHayuonainhme
CHE N AP0,

Hugropuwayua off wiMeHeRuax K Hacmofiyemy cmandapmy nyGIukyemcs & encesonn
urdasaemor whghoprayuonnom Yeazamete sHayuonaibinle cmandapiels, 4 MeKcm UIMeneniil
U RONPASOR — & ENCEMECAYNG uzdasaemom ungbopymayuonnonr ykazamete olHayuonaihinie
cimandapmeiy. B colvwae nepecMompa Wil OMMeERk  NACMORIEIo  cmakdapia

CORRIEERTCIE VIO WIS Hlflf}flﬂﬂ.-ll'ﬂ'l-ﬂfﬂ ﬁ_}'d-t‘."‘ﬂ‘.' DH_'I-‘E.THR‘W:‘JI‘HE § EMCEMECHYNO  uIasaeMoM
HHQ!JM’JP.H::J'J:{HDHHH_H MRazameae ft’Hﬂ!{HﬂH’ﬂ;‘!hHH [ E‘J'J‘JﬂHf'}ﬂﬁ'H! ]

© CrangaptuHcdopm, 2013

B PoccuickoRl Penepayky HACTOALWMEA CTAHOADT HE MOMET GhiTe NOMHOCTED WM Y3CTHYHD

BOCNPOMABENEH, THDEXHMPOBAH W PACNDOCTREHEH B KAYaCcTBE OMUNansHoro wagaqua Gea paspeweaHun
degepansHONo areHTCTES N0 TEXHUYECKOMY DEryNUpoBaHMIO W METPONOM K

111



INocCT 31623 - 2012

MEKTITOCYIAPCTBEHHBH CTAHIAPT

MNPYTKH JIMTBIE H3 CILVTABA XK62M6.J1 114
HCKYCCTBEHHBIX CYCTABOB

Texuuueckue YCIOBHA

NEK62M6L alloy cast rods for artificial joints. Specifications

Hara egegenns - 2015-01-01

1 ObaacTs npUMecHEHHS

Hacrosmmit cranmapT ycTaHaBIHBaeT TpeDOBAaHHA K JMTEIM NPYTEAM H3 CIJaBa
KXK62MG6JL, npennasHaveniLIM 108 HINOTOBIEHHA HCKYCCTEEHHRIX CYCTABOE METOAOM JHTHA.

Obgzarensnsie TpefOBaHAA K KaYecTRY NPOAVELHA Hinoxensl B 5.2, 53,62, 7.1, 7.4,

2 HopMmaTHBEHBIE CCBLIAKH

B macrosmem CTAHIAPTS HCMOALIOBANE CCLITEH Ha CNEAVIOUIHE MEWTOCYIAPCTECHHEE

CTAHTAPTEL:

IMoOCT 1497 —84 Metannu. MeToAsl HCNBTaHAI HA PACTAKEHHE

rocT 7565—81 Yyryw, crane w cnnaes. Metog orGopa npob ans XHMHHECKOD
COCTaBA

roct 7566—94  Meramonpoaykuus.  [Ipuesxa,  MapkupoBka,  yIAKOBKEA,
TPAHCOOPTHPOBAHHE K XpaHenHe

rocTt 123442003 Craan  nerHpoBadHBe W BLRICOKONETHpoBanHBe. Metonw
onpejeieHHs Yriaepoa

rocTt 123452001 Cranu nerHpoBaHHEE W BLRICOKONETHpoBaHHEe. Metoaw
ONPEACIeHHA CEPR

rocTt 1234678 Crann  nerdpoBaHHeIE H  BRICOKONerHposannsie. Metonm
ONpeIeleHHs KpeMHHs

rocTt 1234777 Cranq  nerdpoBaHHele  H  BeCOKonerHposannwe., Meronm
onpeaenennd goctopa

rocTt 12345-78 Cranms JNerdpoBaliee H BRCOKOIErHposanamie. Metonw
OIPEIeIenns Maprana

roct 12350—78 Cranu JnerdpoBaHHBIE M BRCOKOIerHposanpkie, Metoam

GnpejeTeHid Xposa

Hinanue ofuumiiLHoe
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FOCT 12352—81 Cranu nerdpoBaHikle H BRICOKONErHpoBanHEe. MeToau
OnpeaeneHna HHKens

MOCT 12353—78 Crans nerupoBaHibIe H BRICOKOIErHpoBaHHEE. MeToau
onpefeleHns kodaneTa

rocT 12354—81 Crann nerspoBaiibe # BEICOKOIErnpoBanibie. Meromi
onpeaenesHa MoaHbIeHa

FOCT 14192—96 Mapkuposka rpysos

rocT 28473—90 Yyrym, crank, @eppocniaBkl, XpoM, MapraHeln MeTaTHYecKHe.
Odune TpeboBanng K METOAaM aHanH3ia

roct 29095—91 Cnnasel H NOPOIWIKH EAPONPOYHLIE, KOPPOIHOHHO-CTOHKHE,

NMPEUHIHOHHLIE HA OCHOBE HHECIH. MEZT{!JIL] QIIpeIeIcHHA wWeneia

MNMpimedanwe — Mpy NONBIOBAHKMA HACTOALWMM CTAHOADTOM UenecooBpaIde NpoBepHTh
OEHCTEME CChINOYHBX CTAMJAPTOR NO yRalaTenw «Hauwosansusie cTaMgapTeir, COCTABRMEHHOMY MO
COCTOAHKMIO HAa 1 AHBADA TeKYWErs rofa, W no CcoOTEeTCTEYILLMM MHPOPMALMOHHEIM YESIATENAM,
onyBNUKOBEaHHEIM B TeKyles rody. Ecnd CohiNOYHBlR CTaHdapT JamedHed {(HasmeHaH], To npd
MONLACBAHKK HACTOALLMM CTRHOAPTOM CNeOyeT pYKOBOACTROBATECR 3IAMEHRIOWMM  (MIMEHEHHEIM)

CTaHgapToM. ECNU CouINOYHEA CTaHgapT oTMEHaH Baa 3ameHsl, TO NONOKEHWE, B KOTOPOM OaHa COsUKS

HMa HEro, NPUMEHASTCA B YacTK, HE 3aTpardEanweH ATY CChINKY.

3 Onpenencnns

B mactommem crangapre nNpHMEHAOT CHEIYIONIHH TEPMHH © COOTBETCTBYIONIHM

CGOPpEaelEHHen:

CICIABEI THTEAHLIE A7IR HEKYCCTEBEHHLIX CYCTARBOE HA OCHOBE KoiaanLTa: METEPHEJ'IEI,
OCHOBHEIM RKOMIIOHEHTOM EKOTOPEHX HBIACSTCA kobaneT. Yrazannwie cnmaen  oboagaT
HeOOXOIHMEIM KOMIUIEKCOM MEXAHHYSCKHX H IEDP[JGEHDII]ID-ETDFEHHJ{ CEOMCTRE, YTO NO3BOIAET
NMPHMEHATE HX IR NPOHIBOACTERD HCKYCCTBEHHEIX CYCTABOR el BpEIHEIX MOCHEeICTRENI na

OPprafHHsMa 4EI0BCKA.

4 CopramenTt

MpyTen waroTosasior auaserpos He Donee 95 mm B amueoil we Gonee 1100 mm. [lo
COrNACOBAHHI HINOTOBHTENS © NOTPedHTeNeM JA0NYCKASTCH HIrOTOBIEHHE NPYTEOE APYIHX

paIMEpOB.
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"’-IJDPIME, pasMepLl H OPEAcAbLHBIE OTEACGHENHA IO pasMepasM - o CornacoBam
HEMOTOBHTENH C []IIIT].'!E‘EFHT'EFI.BM.

Mpusep yeaopHors obonayennd NpyTES ARTON0 03 cinasa Mmapkd XK6ZM6J anamerpom

Ol min:

Mpymox XK62MaT-00 FOCT 31623 —2012

5 Texunueckne TpeboBanuA

5.1 Cnmap J0mKeH BLIMARIATECH © NPHMEHEHHEM YHCTLIX IMHXTOBRX MaTEPHAIOR

BAKYYMHAO-HHIYKUHOHHLIM METOIOM HIIH e EM APYTIHM  METOIOM, ofeCcHeuHBANIIHM

![EDEFKU,H,HM}-'ID HHCTOTY METANINA Mo MpHMSCAM.

5.2 XHMHYeCKHH COCTAR CNJAaBa JO/DKEH COOTBETCTROBATE YEataHHOMY B Tabmuue |.

Tattnwuwual

. ol - . Wonp . T - ’ . -
e —— KoGamer | Xpost (MoasGoes | Huxens | Heaeao | Yiaepon |Mapranen | Epessndt | Cepa |[dochop
COCTAR

- - - g -
Macconan Ccpoga | 26.5— [4.5—7.0 He domes | He Gonee | He Goaee [He Gonee |He Gonee  |He He Gousee
00E e ann 1.0 1.0 035 1.0 1.0 Gonee  |,020
MCHTOR, Y 0L

L PHMCYHIAIHHC — [o cornacosanmo © OPraHaMB 3PEIEOOXDAHCHNE JONYCEARYICHE HCIHAMHTCALHBIC
CTENHEHHR [0 MACCOROH JI00E WICMCHTOR, YERIAHHRL. B Tabanue 1, He BIICEVIIHC 18 cofhoil HEMeHCHIR CTPYETYPEL

H MEXAHHMCCKHX CEBOHCTE.

5.3 MexanHueckHe CBOHCTBA, ONpeAe/IfeMEIE Ha JAHTEX  oDpasuax, JAOAHKHL

COOTBEETCTEOBATE HOPMAM, YEATAHHLIM B Tabnune 2.

Tatbnwuuwa?l

Mexanuseckne

Bpeseurnos

Hpemen Tekyqecrs

UTHOCHTEIRHOE

CruocHreissoe

CEOHCTEA CONPOTHRICHHE & oo Hinwt yanmHenne s, % cyaeHNe v, T
& i, Hian®
IHANCHERE,
HE MEHeE G653 450 8 8

[ITpnseuanne—Pemuy Tepapueckoil obpaboTks 0Dpazios BEOHPACT MEMOTORNTENE 113

JOCTHIECHHA ml.‘ﬁ-}-'L‘.'.{E.]?". CEOHCTE.

5.4 [lpyTEH NOCTARASIOT CO CIomHOH afpatHEHON 3JaYHCTRO.

Ha MOBEPEHOCTH NPYTKOE HE JONYCKAKTCA OKHCHEE NNEHBE, 3aIPpA3HEHRS, BEIHOYSHHA

HHOPOAHODD METAMNIA, & TS HANILEIBLL, ¥ BCIHYHELIHE PAIMEPLL NPV THEOB.

Mo cornacoBaHHKy HATOTOBHTENH C I'I.DT]'!E:EFHT'E.’[EM O0MYCEAMTCA HHLIZ T]'!E‘Erﬂ]:'lﬂ'llil.ﬂ K

MOBEPXHOCTH, OTOBAPHBAEMLIE ITPH CII.'I_ZI OpMIICHHE 3aKaia [EDEiﬂﬁﬂ.KTE‘I}.
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6 [lpapuna npueMKHl

6.1 IMpyTER NpeALABNAIOT K MNPHEMKE NapTHAMH, COCTOAIIHMH W3 NPYTEOR OJHOMH
nnaskH. Kasoywo napTHi conpoBosaoT fokyMenToM o kadectre no [OCT 7566,

6.2 [ns npoRepkyd KauecTsa NPYTKOR OT MAPTHH OTORPanT:

- 718 XHMHYEeCKOro aHaniia — oany npody ot maekd no FOCT 7565;

- 7 KOHTPONA Ka4eCTEd NOBEPXHOCTH H PAIMEPOE — BCE NPYTEM;

- 078 MEXAHHYECKHX HCOBTAaHHI -— JeThpe AMTEIX oOpazua (ABa obpasua oA
HCTILITAHMH W QBa obpasua, npH HeobX0HMOCTH, A8 NOBTOPHLIX MCTILITAHWIT ).

Opusmewsasne— Koarponesele 0GPainsl A8 MEXSHIHCCKHY HCNBTAHKH HITOTOBIANT 0 JArOTOROK
(Tped), OTINTEX IPH PATITHEKS CILTARA MIIM B3 MOTAIUIE NOCTIBNACMED $roToBos. Jaroroskn {Tpefel] OTIHEAIOT B
FOpHMHE Kepasideckine popuul. Jannexy npomieoaaT BopafodcM OPOCTPAHCTEE [ME4H OPH PRUIMEKS CIUIREA,
Jomyckactes oTIHBKA JaroToRok (Tped) B xomogsee hopue. [Ipn 9ToM saroToENTED R FAPAHTHPYET HOUTYHEHITE
noTpednTensy CBONCTE He HIDES, 9o HE O0puINax, HITOTORTEHHEN H1 JAT0TOECK, OTIHTEIXN B FOPRHNG fopsE 13

HCXOUIHOM CICiaea Do 1oDasIcHIA OTXO 108,

6.3 [lpw nonyuenun HeyJIOBASTEOPHTENBHEIX PEIYILTATOER XHMHYECKOrD aHamM3a
NpOBROJAT NOBTOPHEE HENRITAHUA HA Beibopke mo NOCT 7566.

IMpr ponyuenns HeyJOBNETROPHTENLHBIX PEIYILTATOR XoTa O Do oJHOMY M3
NoKazaTeneid MeXaHHYecKHX CBOMCTB, N0 HeMy NPOBOOAT NOBTOPHBIE HCOLITAHHA HA JBYX
OpYTHX o0pasuax, B3STRIX OT 2Toil e nanassd. [Ipe HeyaoBneTBOpHTENBHBX pesyILTATaX
HOBTOPHLIX HCOBITAHHE JONYCKAETCA NPOBOJAHTE HCOLITAHHA HA JABYX HOBRIX obpasnax,

NONYHeHHLIX W3 YTOH e HapTHH NOCHe NOBTOPHOR TepMuyeckoi obpaboTrH.

7 Meroasl HCNBITAHHKIR

7.1 Xumuuecknii coctas cnnasa onpetensot no NOCT 12344 — TOCT 12348, 'OCT
12350, TOCT 12352 — TOCT 12354, T'OCT 29095, T'OCT 28473 nau apyruMH MeToOdamMu,
obecneynBan UMy TpedyeMyio ToUHOCTE onpeaenenna. Otdop npod ana  onpejeneHns
XHUMHYECKOro cocTasa — no [OCT 7565,

7.2 Pasmepnt NPYTREOR NpoBEpAIOT HIMEPHTENLHBIMH HHCTPYMEHTAMM,
oDecneuHBEAI0IAMH HEODXOAHMY 0 TOUHOCTE HIMEPEHHIT.

7.3 KauecTBo NOBEPXHOCTH NPYTKOB KOHTPOJIHPYIOT BHIYAILHO.

7.4 KonTpont MEXaHHYECKHX CBONACTE NPOBGIAT HA ABYX NHTEIX obpainax no TOCT

1497,
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8 ¥nakoBka, MApKHPORKA, TPAHCHOPTHPOBAHHE H XPAHCHHE

8.1 ¥naxoBka, MapKHPOBKA, TPAHCOOPTHPOBaHHE H Xpanende — o FOCT 7566,

8.2 llpyTEH NOCTARAAIOT B NPOYHOR Tape — MeTannngeckux Doukax unm smMrax. Bec
BpyTTo — He Gonee |50 k.

B kamaoii Tape mHa aBa nNpyTKa HECMBIBAEMOH EKpackoH HOIH KNEHMOM HAHOCAT
MAPKHPOBKY, BRIIOUYRIOUIVIO MAPKY CIUIABA H HOMED NIABKH.

Jlonyckaercs NOCTABKA NPYTKOB B CES3KAX, yBA3aHHeX nposoxokod. [Ipr  sTom
MAPKHPOBKY HAHOCAT HA Ka® L NPy TOK.

8.3 K ramaoMy rpy30BoMy MecTy NPHEPENISIOT SPILIK ¢ YRAHIHHEM:

- 3AB0AA-HIMOTOBHTENA | (HIH) TOBAPHOID IHAKA]

- MAPKH CILIABA;

- HOMEPA MapTHH,

- MACCEHl HETTO,

- JAThI BEIIYCKE.

84 [lpyTeH NepeB03aT KPLITRIME TRAHCIOPTHRIMH CPEICTEAMH BCEX BHIOB B
cooteeTcTEHE ¢ ['OCT 7566,

8.5 Tpancnopruas wmaprupoeka — no [OCT 14192 ¢ yrasamseM OCHOBHEIX,
AOMOIHHTENRHEIX H HRQOPMAUHONHEX HINHCEH. BLITOMHAEMEIX BOAOCTOHKOH Kpackoi ma
TPY3E HIH SPILIKAX, HAAEKHO NPHEPENICHHEX K TPY3Y.

8.6 llpyTeH A0mKHLI XPAHHTLCH B CKNAJACKHX NOMEIIEHHAX NPH TeMneparype ot 5 °C a0
40 °C, npu oTHocHTERLHOH BnaxuocTH He Donee 80 %, npH OTCYTCTBHH B BO3IYXE IMENOMHEBIX,

EHCAOTHEX H APYTHX arpeccHBHLIX IPHMeceil.
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YK 615.465:006.354 MEC 11.040.40 NEQ

Knwuerrie cmosa; OpYTEH JHTEIE, CIUIABE, HCEYCCTBEHHBIE CYCTABLIL, KHMHYECKHH COCTaE,
MCXAHHYECKHE EE-['.IFIETEH, KaHSCTRED NOBEPXHOCTH

[



