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Mpeancnosue

1 MNOAOrOTOBJNIEH O6wecTtBOM C OrpaHMYEeHHON OTBETCTBEHHOCTbIO «LMTORNpoekT» (000
«UUTONpoekT») Ha OCHOBE COOCTBEHHOrO ayTEHTMYHOrO MEPEBOAA HAa PYCCKMI S3blK MEXAYHapOAHOro
CTaHJapTa, YKa3aHHOrO B MyHKTe 4

2 BHECEH TexHu4eckum KOMUTETOM No craHaapTtusauum TK453 «MmnnaHTaTel B XMpyprum»

3 YTBEPXXOEH W BBEJEH B JEWCTBWE Mpukasom denepanbHOro areHTCTBa MO TEXHUYECKOMY
perynupoBaHuto n metponorum ot 12 aekabpsi 2014 r. Ne 2074-cT

4 Hacroawumin ctaHgapT uaeHTudeH mexgyHapogHomy craHgapty MCO 5832-11:1994 «MmnnanTtarthl
ana xupyprun. MeTtannuyeckne wmatepuansl. 4 a ¢ 7 b 11. Hdedopmupyembin TUTAHOBbLIW CMNas,
coaepxawmn 6-anoMmuHust 7-nnobusax» (ISO 5832-11:1994 «Implants for surgery — Metallic materials — Part
11: Wrought titanium 6-aluminium 7-niobium alloy»)

Mpn nNpUMEHeHUM HaCTOALEero cTaHaapTa PEKOMEHAYEeTCs UCMONb30BaTb BMECTO  CCbINMOYHbIX
MEXAYHapPOAHbLIX CTaHAAPTOB COOTBETCTBYIOLUME UM HaUMOHanbHble cTaHaapTtel Poccuiickon depepaumm,
CBEJeHUs O KOTOPbIX NPUBEAEHbI B AONOMHUTENLHOM NpunoxeHun DA.

5 BBEJEH BINEPBbIE

lpasuna npumeHeHuss Hacmosweeo cmaHd0apma ycmaHoeneHbl ¢ TOCT P 1.0—2012 (pa3den 8).
UHopmayusa 06 usMeHeHUsX K Hacmoswemy cmaHdapmy rnybrukyemcs 6 exe200HOM (10 COCMOSHUIO Ha
1 saHeaps mekyweeo eoda) UHQOPMaYUOHHOM ykaldamerne «HayuoHanbHbie cmaHO0apmbi», a
ochuyuaneHbili mekem U3MEHeHUl U ronpasoK — 6 EXEeMECAYHOM  UHGhOpMaUUOHHOM yKasamerse
«HayuoHanbHbie cmaHOapmbly. B criyyae nepecmompa (3ameHbl) unu ommeHbl Hacmosaweao cmanfapma
coomeemcemeyrouiee ysedomneHue bydem onybrnukosaHo & brnuxaliuem e6binycKe UHEPOPMaYyUOHHO20
ykasamens «HauuoHaneHble cmaHO0apmbi». Coomeemcemesyrowas UHpopmayus, yeedoMneHue U meKkemel
pasmewjaromes makke 6 UHoOpMauyuoHHOU cucmeme obujeao nob308aHus — Ha oguyuanbHoMm calime
®edepanbHo20 aseHmemea 0 MEXHUYECKOMY pez2ynuposaHuo U memposioauu e cemu UHmepHem
(gost.ru)

© CtaHgaptuHdgopm 2015

Hacrosiuuii ctaHaapT He MOXET GbiTb MOJIHOCTLIO UMM YAaCTUYHO BOCMPOU3BEAEH, TUPaXKUPOBAH U
pacnpocTpaHeH B KayecTBe oduuManbHOro usgaHus 6Ges paspelweHuss degepansHOro areHTcrtea Mo
TEXHUYECKOMY PETYNIMPOBAHMIO U METPONIOTUM
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BBepeHue

HW oOWH U3 M3BECTHLIX WMMNAHTAUMOHHLIX MaTepuarnos, WCMNONb3YyEMbIX B XUPYPruM, He
NPOAEMOHCTPMPOBAan MOMHOE OTCYTCTBME CMOCOOHOCTU BbI3bIBATh HEXEnaTenbHble peakuun B OpraHusme
yenoseka. Tem He MeHee, ANUTENbHbLIA KIMHUYECKUA OMbIT NPUMEHEHUs maTtepuana, ynoMUHaeMoro B
HacTosiwein yactn WNCO 5832, npogemOHCTpUpOBan, YTO MNpPM MCMOMb30BaHUM JTOr0 Matepuana npu
YCNOBUU €ro Haanexatuero NPUMEHEHUs1 MOXHO OXUAaTh NpMeMIeMblil YpOBEHb OMOMOrMYECKOro oTBeTa.
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HALUMWOHANbHBLIN CTAHOAPT POCCUUCKOWU DEAEPALUUMU

UMMNNAHTATDBI AnAa XMPYPrmn
METAJUIMYMECKUE MATEPUAITIbI
YacTtb 11
JNedopmupyeMbiit TUTAHOBLIN CNfaB, coae pxauui 6-antoMuMHua 7-Huooma

Implants for surgery. Metallic materials. Part 11: Wrought titanium 6-aluminium 7-niobium alloy

Nara BBegeHnss — 2016—01—01

1 Obnacrtb NnpUMeHeHus

Hacrosiwaa dactb cranHgapra UCO 5832 ycraHaBnuBaer XxapaKTepUCTMKM U COOTBETCTBYIOLIUE
METOAbl TECTUPOBAHUA ANA AedOopMUPYEMOro TUTAHOBOrO Cnrnasa, U3BECTHOrO Noj Ha3BaHWeM TUTaHOBOTO
cnnasa 6-anioMuHua  7-Hnobust  (TutaH-6-Al-7-Nb) u npeaHasHayeHHOro Ans  UCMNOMb30BaHUA B
NPOU3BOACTBE XUPYPrUYECKUX UMIMINAHTATOB.

MpwuMedaHu e - MexaHnyeckue cBoitictBa obpasua, NOMYYEHHOro U3 rOTOBOMO NPOAYKTa, U3rOTOBNEHHOrO U3
JaHHoro cnnaea, He obA3aTenbHO COBMafaloT € XxapakTepucTUKkaMK, yKa3aHHbIMU B HacTosiLei YacTu ctaHgapta UCO
5832.

2 HopmatunBHbIe CCbUIKU

B HacToqwemM cTaHgapTe UCNONb30BaHA HOPMATUBHAA CCbINKa Ha CNeayioLLmMiA cTaHaapT:
NCO 6892:1984, MaTtepuansl MeTannuyeckue. MicnobiTaHUe Ha pacTaXeHue.
(ISO 6892: 1984, Metallic materials - Tensile testing.)

My6nuwkaywnsa ETTC 2," MukpocmpykmypHble cmaHdapme! Ons 6pycKoe U3 mumaHoeoeo cnnasa a + B,
1979. (Publication ETTC 2,"” Microstructural Standards for a + 8, 1979).?

3 Xmnyeckum cocrtas

XUMUYECKMiA COCTaB MNaBKM [OMMKEH COOTBETCTBOBATb TPEOOBAHMAM K XMMUYECKOMY COCTaBYy,
ykasaHHOMy B Tabnuue 1. AHanuM3 cnutka MOXeT UCMOoNb30BaThCA ANg naeHTudukauum Bcex oda3arenbHbIX
XUMUYECKUX KOMMOHEHTOB, 3a WCKMIOYEHWEM BOAOPOAA, KOTOPbIA OyaeT onpedensATbCA Mocne TEennoBoWn
06paboTkn n NPOTPaBKU.

Tabnuuyai
OnemeHT I'Ipe,qeanble 3Ha4YeHnA cogepxxaHna KOMNOHEHTOB
% (Monb/Monb)
AnNOMUHUIA o1 5,5006,5
Hnobun 01 6,58007,5
TaHTtan makcumym 0,50
Xeneso makcumym 0,25
Kucrnopoga makcumym 0,20
Yrnepoa makcumym 0,08
A30T makcumym 0,05
Bogopoa Makcumym 0,009
TutaH OcTtanbHaga 4acTb

1) EBpoOneickuin TEXHUHECKNA KOMUTET NpousBogUTENE NPOAYKTOB M3 TUTaHa (ETTC).

2) NveeTca B Hanuuun: Cézus, usine d'Ugine, BP 33, 73400 Ugine, France (YxwuH, ®paHuuns); Deutsche Titan
GmbH, Essen, Germany (3cceH, epmanus); IMI —Titanium Ltd., Birmingham, United Kingdom (BupmuHrem,
BenukobpuTaHus).

M3paHue ocpuumansHoe
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4 MukpocTpyKTypa

Mpu nccneposaHumn B COOTBETCTBUM € Tabrmuei 3 MUKPOCTPYKTYpPa COCTOUT U3 KOMNOHEHTOB arnbdga un
6eta u coorBeTcTByeT Mukpocpotorpacdmam ¢ A1 no A9 B nybnukauum ETTC 2 no OTOMOKEHHOMY
matepuany.

5 MexaHuuyeckne cBOMCTBA

MpoyHOCTbL cnnaBa Ha pacTshkeHue, onpefensemMas B COOTBETCTBMM CO CraTben 6, [AorkHa
COOTBETCTBOBATbL TPEOOBAHUSAM, yKa3aHHbIM B Tabnuue 2.

Tabnwuuya2-MexaHn4eckue CBOMCTBA CNlaBa B OTOXOKEHHOM COCTOSAHUU

®dopma cnnasa Mpenen Nnpo4HoCTH MakcumansHoe OtHocutenbHoe | CokpalueHune nnowaan
MWH., HanpsbxeHune npu yANUHeHue MWH.,
MMa HenponopLUuoHanbHOM MWH., %
YANVHEHUN %
MWH.,
MMa
Bpycok” 900 800 10 25
1) MakcumarnbHblii AnameTp unu TonwmHa = 100 Mm

B cnyyae ecnu kakon-nmbo n3 ncnbiTyemMbix (DparMEHTOB HE COOTBETCTBYET ykazaHHbIM TpeboBaHUAM
UNK paspbIiBaeTCsl BHE NPeAenioB LUKansl U3MepUTENbHOro Npubopa, aHanorMyHbIM 06pa3oM UCNLITLIBAIOTCA
ele ABa dparMeHTa, penpe3eHTaTUBHbIE ANSA TOM e naptuu. Cnnas AoMmMkeH ObiTb NPU3HaH NPUrOAHBLIM
N1LWb B TOM Cryyae, ecnv 06a A0NOosHUTENbHbIX (pparMeHTa COOTBETCTBYIOT Yka3aHHbIM TpeOGoBaHUAM.

Ecnu oanH 13 JONONHUTENbHLIX PPArMEHTOB HE COOTBETCTBYET TPEOGOBaAHWAM, TO NpeACTaBNAEeMbIi
npoayKT AO0mMKeH OblTb NPU3HAH HE COOTBETCTBYIOLMM YCINOBUAM HacToAwen yactu UCO 5832.

OpnHako Npou3BOAUTENDL MPU XKENAHUU MOXET MOBTOPHO NOABEPrHYTbL MaTepuan Tennosoi odpaboTke
1 BHOBb NPeACTaBUTb €ro Ansi UCTbITaHUsi B COOTBETCTBUM C TpeboBaHMAMM HAcToAWen yactu MCO 5832.

6 MeTtoabl ucnbitaHus

MeToabl UCMLITAHUA, KOTOpblE€ AOMKHbI  WUCNOML30BATLCA ANA  onpeaeneHus COOTBETCTBUA
TpeboBaHuaM HacToswen yactn UCO 5832, npuseaeHsbl B Tabnuue 3.

PenpeseHTaTuBHbIE UCNbITYeMble hparMeHTbl ANA OnpeaeneHUs MexaHM4eCKUX CBOWCTB AOSMKHbI
ObITb NOArOTOBMEHbI B COOTBETCTBUM C NONOXeHMaMM ctangapta UCO 6892.

Ta6nwuua 3-Meroabl ucnbiTaHUA

TpeboBaHue CooTBeTcTBYIOLWAA MeTogb! ucnbitaHusi
CcTaTha
IXuMnyeckumn cocras 3 OGLenpu3HaHHbie NPoueaypbl aHanm3a
(meToabl UCO, ecnu TakoBbie UMEIOTCS)

MuKpoCTpyKTYpa 4 ETTC 2
MexaHn4eckue cBoncTBa 5
MNpeaen npovHoCTH MNCO 6892
MakcumanbHOe Hanps>keHue nNpu MCO 6892
HenponopLUMOHAarbHOM

ANUHEHUN

THOCUTENbHOE YANUHEHNE NCO 6892

OoKpaLleHue nnowaam NCO 6892
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Mpunoxenue A
(cnpaBo4HoOe)

CBeneHust 0 COOTBETCTBUM CCbUTOUYHbIX MEXAYHapPOAHbIX CTaHAAPTOB
HauuoHanbHbIM cTaHaaptam Poccuimnckon ®epepauuu

TabnunuadAi

O6o3Ha4eHne CTteneHb O603Ha4YeHne N HauMeHoBaHue COOTBETCTBYHOLLEro
CCbITO4YHOIro COOTBETCTBUA HaunoHanbHOro ctaHaapTa
MexXayHapoaHoro
CTaHdapTa

MCO 6892:1984

*COOTBETCTBYHOLUUIA HaLMOHATbHBIA CTaHdapT OTCYTCTBYET. [lo ero yTBepX4eHnss peKoMeHAyeTCs UCMonb3oBaThb
NepeBOA Ha PYyCCKUIA A3bIK JaHHOTO MeXayHapogHoro cTaHgapta. MNepeBof faHHOro MexayHapoAHOro cTaHgapTa
HaxoauTcs B defepansHOM MHPOPMaLMOHHOM POHAE TEXHUYECKUX PernamMmeHToB U CTaHapToB.
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YK 616-089.844:006.354 OKC 11.040.30

KnioueBble CNOBa: WMMNAHTaUMOHHbIE MaTepuansl, WCMOMb3yeMble B XUPYPrUM, XUpyprudeckue
WMNNaHTaTbl, MeTannypruieckue npoaykTol, AeOpPMUPYEMbIE MPOAYKTHI, TUTAHOBbIE  CMMaBbl,
anioMuHUilcCOAepXKaLLMe  cnnaBsbl, HuoOwiicoaepXawme Chnasbl,  creuudukauuu,  cneumdukaumm
marepuana, XAMUYECKMii COCTaB, MUKPOCTPYKTYPA, MEXaHMYECKUE CBOMNCTBA, UCMLITAHUSA.

MognucaHo B nevaTs 02.02.2015. ®dopmat 60x841/s.
Yen. ney. n. 0,93. Tupax 31 ak3. 3ak. 838.

[MoaroToBneHo Ha 0OcCHoBe 3NEKTPOHHOW BEPCUH, npenocTaBneHHOn paSpasOTHVIKOM CTaHAapTa

Oryn « CTAHOAPTUHOOPM»
123995 MockBa, "paHaTHeIV nep., 4.
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