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MNpepncnosune

1 MNOArOTOBJ/IEH O6uecTBOM C OrpaHMYeHHOW OTBETCTBEHHOCTbI «LINTONpoekT» (000
«JTONpoeKkT») Ha OCHOBE COBGCTBEHHOrO AyTEHTUYHOrO nepeBofa Ha PYCCKUM SA3bIK MEeXAyHapo4HOro
CcTaHfapTa, yka3aHHOro B nyHkre 4

2 BHECEH TexHuyeckum KomuteToM no ctaHgapTtnsaumm TK 453 «mMnnaHTaTsl B Xupyprum»

3 YTBEPXOEH W BBEJEH B ,£l,El7|CTBVIE Mprka3om ®efepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynvpoBaHuio n metponoruv ot 12 nekabps 2014 r N9 2061-ct

4 HacToswuii cTaHAapT UAEHTUYEH MexAyHapogHoMy cTaHgapty WCO 5832-3:1996 «MmnnaHTatbl
ana xupyprum. MeTannuuyeckme maTepuansl. Yactb 3. [lechopmupyemblii cnnaB Ha OCHOBe TuTaHa, 6-
aniomMuHua n 4-saHagua» (ISO 5832-3:1996 «Implants for surgery — Metallic materials — Part 3: Wrought
titanium 6-aluminium 4-vanadium alloy»)

Mpy npumeHeHUM HacToAWEero craHgapTa PeKkoOMeHAyeTCA WCNo/b30BaTb BMECTO CCbI/IOYHbIX
MeXAyHapoAHbIX CTaHAapTOB COOTBETCTBYLIME UM HaLWOHasIbHble cTaHAapTbl Poccuiickoii ®epepaunm,
CBefleHMs1 0 KOTOPbIX NpUBEAeHbI B ONONHUTENBHOM NpuaoxeHun JA

5 BBEJEH BMNEPBbIE

MpaBuna npMMeHeHNs HacCTOALLEro cTaHgapTa ycTaHoBneHsl B FTOCT P 1.0—2012 (pa3gen 8). MiHdopmauums
06 M3MEHEHNsIX K HACTOSALLBATY CTaHAap Ty NybnnkyeTCA B €XXerogHoM (Mo cocTOosHUI0 Ha 1aHBaps TekyLiero roga)
MHDOPMaLMOHHOM yKasaTesne «HaunoHa/bHble CTaHAapThi». a 0ULMA/bHBIA TEKCT U3MEHeHUlA 1 nonpaBok — B
eXxemecsyHoOM (hopMaLMOHHOM ykasaTene «HauvoHalbHble CTaHfapTbi». B cnyyae nepecmoTpa (3ameHbl) wim
OTMeHbl HACTOSILLEro cTaHjapTa CooTBeTCTBYLLee YBeJOMIEHVE ByaeT ony6IMKoBaHO B GavkaliliemM Bbinycke
eXeMeCcAYHOro MHAOPMAaLMOHHOIO yKasaTens *HauuoHasbHble CTaHaapThi». COOTBETCTBYLWAA UHAOPLILUS.
yBeOM/IeHNe W TeKCTbl pasmellaloTcAs Takke B WH(OPMALMOHHOW cucTeMe O6Lero nonb3oBaHUs — Ha
ochuumanbHom caiiTte ®degepasbHOr0 areHTCTBa MO TEXHUYECKOMY PerynvMpoBaHuio ¥ MeTponorum B ceTwu
MHTepHeT (gost.ru)

©CTaHgapTuHgopm, 2015

HaCTOFILIJ,I/IVI CTaHOapT He MOXeT 6bITb MOSIHOCTBID WM YACTUYHO BOCnpousseeH, TUpaXXnpoBaH u

pacnpocTpaHeH B kayecTBe O(ULManNbIiOro usfaHua 6e3 paspeweHuns defepanbHOro areHTcTBa Mo
TEXHNYECKOMY peryimpoBaHuio U MeTposiormm
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HAUWOHA/NbHbBIMN CTAHOAPT POCCUWMWCKOWMW GEALEPALUWN

VMMNAHTATbBI AnA XUPYPTN

METANNNYECKUE MATEPUWANDI
YacTtb 3
[edopmMmupyemblii cnnaB Ha OCHOBE TUTaHa. 6-antoMUHNUA U 4-BaHagus

Implants for surgery.Metallic materials.Part 3: Wrought titanium 6-aluminium 4-vanadium alloy

JaTa BBefeHns—2016—01—O01

BeepeHue

Hn oAuH ©n3 Un3BECTHbIX WMMIAHTALNOHHbIX mMaTtepunasioB, WUCNOJSIb3yeMbIX B XUpypruun, He
NpoAeMOHCTpMpOBan abCoNTHOE OTCYTCTBME CMOCOOHOCTM BbI3biBaTb HexXenateslbHble peakuun B
opraHnsme 4yesioBeka. Tem He MeHee, p,ﬂVITeanbIVI KNUHUYECKNIA  onbIT npuMeHeHna Martepuana,
ynoMnHaemoro B Hactosduwem CTaHgapTe, NpoAeMOHCTPMpoBasl, YTO NP NCNO/Ib30BaHNN 3TOr0 MaTepuana
npuy ycnoeun ero Hagnexauwero npuMeHeHUss MOXHO OXunaaTb I'IpI/IeMI'IeMbIIﬁ YpoBEHb 6nonormyeckoro
oTBeTa.

1 06nacTb NpMMeHeHus

B HacTosWwem cTaHfapTe YycTaHaB/WBAOTCA XapaKTepUCTUKM W COOTBETCTBYIOLUME METOAbl
ucnelTaHna Ansa gegopMmpyemMoro TMTaHOBOro Crnjasa, U3BECTHOro Moj HasBaHuem TUTaHOBOroO cniasa 6-
antomuuna 4-saHaans (cnnae Ti-6-Al-7-V). npegHasHa4yeHHOro A8 WCMOAb30BaHUA B MNPOM3BOACTBE
XMPYPruyecknx UMnaaHTaTos.

NprnmBuaHunel — MexaHnyeckve CBOCTBa 06pasLa, NOTyHEHHOTO U3 FOTOBOrO NPO/YKTa, CAEMaHHOro 13
[laHHOro cnnasa, He 06s13aTe/IbHO COBMNaJA0T C XapakTepucTukamu, ykasaHHbIMU B HACTOSLLEM CTaHapTe

2 HopmaTuBHbIE CCbINKK

B HacToseM cTaHgapTe UCMONb30BaHbl HOPMATKBHBIE CCbIJIKU Ha crefyowmne cTaHaapTh:

NCO 6892:1984 Martepuanbl MeTannunyeckme. McnbiTaHne Ha pacTsxeHue. (ISO 6892:1984. Metallic
materials - Tensile testing.)

NCO 7438:1985 Martepuansl metanauueckue. WcnbitaHme Ha usrmb6. (ISO 7438:1985. Metallic
materials - Bend test.)

ETTC My6nukauuns 2. 1979. MuUKpOCTPYKTYpHble cTaHA4apTbl 418 NPYTKOB U3 TMTAHOBOrO cr/jiaBa a +
@ (ETTU Publication 2,1979. Microstructural standards fora + p titanium alloy bars**)

3 XumMun4yeckunin coctan

Pesynbtathl aHanu3a penpeseHTaTtmsHOro o6pa3u,a cnnasa nnasku/cnuTka npu onpeaneneHnn coctaesa
B COOTBETCTBUKM C pa3fesiom 6 [O/MKHBI COOTBETCTBOBATH XUMNU4yeCkomy cocTtaBy, ykasaHHOMY B Taﬁnmue 1

MpumeyvyaHne2 — AHaM3 cnMTa MOXET MUCMNOMNb30BATLCA A/171 ONpefeeHUss BCEX XUMUYECKUX 3/IEMEHTOB,
3a 1UcKyeHnem sogopoaa.

AHann3 cogepxaHnsa BOAOPOAA AO/HKEH NMPOBOAMUTLCA NOC/Ee KOHEYHOW TepMuuyeckoi o6paboTku u
KOHe4YHoli 06paboTKN NOBEPXHOCTY.

Tpe6oBaHUs K COfepXaHNo OCHOBHbIX ¥ BTOPOCTENEHHbIX KOMMNOHEHTOB CMiaBa Ha OCHOBE TUTaHa. 6-
anoMuHNA 1 4-BaHaaus nepeyncneHsl B Tabnvue 1.

N3paHve ouymnansHoe

EBponeickunii TeEXHNYeCcKniA KoMnTeT NnpoussoauTenein npoaykTos us tutada (ETTC).

VveeTtca B npogaxe: Deutsche Titan GmbH. Essen. Germany (3cceH. epmanusi) un IMI-Titanium Ltd.,
Birmingham. UK (BupmuHrem. Benukobputanus). JaHHas unHdopmauusi npuBegeHa Ans yaobcTBa nonb3oBaTesneit
HacTosiLel yacTn ctaHgapta MCO 5832 1 He roBopuT 0 NOAAEPXKKe 3TUX NPOAYKTOB MexayHapoAHO! opraHusalmein no
cTaHfjapTmsaumm.

1
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Ta6nunuya 1 Xumuyecknii cocTaB

nemMeHT MpofonibHble 3HAYOHUA coAepXaHus
KOMMOHEHTOB
% (Monb/MONb)
ANOMUHWIA oT 5.5 00 6.75
BaHapgwii ot 3.5804,5
Xeneso Makcumym 0,3
Kucnopop, Makcumym 0,2
Yrnepog, Makcumym 0,08
AszoT Makcumym 0,05
Bogopop, Makcumym 0,015")
IvtaH OcTanbHas 4yacTb

1) Kpome 3aroToBOK, A1 KOTOPbIX MakCMasibHOe cofepxaHue
Bogopoga coctasnseT 0.010% Mosnb/Mosb

4 MUKpPOCTPYKTypa

Mpu wnccnefoBaHWM B COOTBETCTBMM C Tabnuueid 3 MUKPOCTPYKTypa AO/KHa 6biTb anbdatbeTa
rnobynsipHoii M cooTBeTcTBOBaTb MukpodhoTorpacpusm ¢ Al no A9 B nybnukaumm 2 ETTC  pana
OTOXXXEHHOro Marepuana.

5 MexaHun4yeckue cBolicTBa
5.1 PactaxeHune

MexaHuyeckvre CBOWCTBa crnsiaBa NpW pacTsHKeHUWM NpU NPOBEAEHUM WUCMbITaHUsi B COOTBETCTBUM C
MYHKTOM 6 JO/IXHbI COOTBETCTBOBATb 3HAUYEHUSAM, YKa3aHHbIM B Tabiuue 2.

B ToM cnyyae, ecnu Kakoii-nu6o U3 MchbITyeMblX 06pasloB He COOTBETCTBYET YKasaHHbIM
Tpe6oBaHUSM WM paspyllaeTcs 3a MPOAESbHbIMY 3HAUYEHUSIMU, aHAJIOTMYHLIM 06Pa30M MCMbITbIBAIOTCS
elle ABa o6pasLa, penpe3eHTaTBHbIe 4715 TOi Xe napTuM. Cnnae 6yaeT npusHaH NPUrofgHbIM NKlbL B TOM
cnyyae, ecnv 06a JONOMHUTENbHBIX 06paslia COOTBETCTBYHOT YKa3aHHbIM TPeGOBaHUSIM.

Ta6nunuya 2- MexaHudyeckue cBoiicTBa fe)OPMUPYEMOTO CriaBa Ha OCHOBE TUTaHa, 6-a/tloMUHUSA 1
4-BaHaAnsi B OTOXKEHHOM COCTOSIHUM

®opma cnnasa  lNpegen npovHoCcTU YcnoBHbI npegen OTHOCUTENbHOE [OvameTp onpaskun
Rm Teky4yecTu npu YAJ/IMHEeHWe nocne A8 UCMbITaHUSA Ha
MUH HenponopunoHasbHOM paspbiBall n3rné
Mrla YANNHEHUN A
MWH
MWH
Mla
MncTbl M Nonockl 860 780 8 or:
MpyToK™ 860 780 10 He NpUMeHMMOo

" OnvHa o6pasua = 5.65 VSOwnnm 50 mm. rae So- ncxofgHas naowagb NonepeyHoro ceveHms B Mm “.

t = ToNWWHa AncTa Uam nonockl.
MakcManbHbIi gnameTp uam ToawmHa = 75 Mm.

MpumeuyaHwune3* OaHako NPOU3BOAUTENL [TIOKET MOABEPrHYTL MaTepuas NOBTOPHON TepMUYECKOow
06paboTke 1 BHOBb MPeACTaBUTb €0 Ha MCMblTaHNe B COOTBETCTBMM C HACTOALLel YacTblo cTaHgapTa MCO 5832. B
3TOM C/ly4aB BCe YacTu [0/DKHbI ObITb SI04BEPXYTbl TEPMUYECKOA 06paboTKe 0MHAKOBLIM 06Pa30oM.

5.2 CaoiicTBa npu nsrube

JINCTbl M NOMIOCbI TUTAHOBOrO CnJiaBa NPW UCNbITAHUW B COOTBETCTBUU C yKa3aHUsAMWU pasgena 6 He
A0JKHbI UMETbL TPELWUH Ha Hapy)KHOVI NOBEPXHOCTN UCNbITYyEMOro o6pa3u,a.



6 MeToabl UCMbITAHUS

FOCT P NCO 5832-3—2014

MeToabl UCMbITaHUs, KOTopble 6yAyT MCNOb30BaTbCA A8 ONpeaesieHnss COOTBETCTBUSI TpeboBaHUSAM

HacTosILLEero cTaHjapTa, NpuBeseHsl B Tabnuue 3.
PenpeseHTaTVBHble UCMbITyeMble 06pasubl A1 ONpefesieHUsl MEXaHUYECKNX CBOMCTB A0/KHbI ObiTh

NoAroTOBMEHbI B COOTBETCTBMU C NONOXEHUsAMY [1].

Tabnunya 3- MeTtoAbl UcnbiTaHWA

MNokasaTtenb

XuMuueckuii coctas

MWKpOCTpYKTYypa
MexaHuueckne cBoiicTea
Mpegen npo4YHoCTU
MakcuMasibHoe HanpskeHue npu
HENPOMNOPLMOHANIEHOM YA/IMHEHUN
OTHOCUTENIbHOE YAJIMHEHNE
CeoiicTBa npu nsrnée

CooTBeTcTByHOLLAnA
cTatbs

3

4
5

MeToab! ucnbitTaHma

O6LenpusHaHHble npoueaypbl aHansa
(metogbl NCO. ecnn TakoBble UMEOTCSA)

ETTC2

NCO 6892
MCO 6892

NCO 6892
NCO 7438
COrHyTb IMCT WA NOSIOCKY MOA YI/I0M He
MeHee 105° BOKpYr OCHacCTKu, guameTp
KOTOpOIi yKka3aH B Tabnuue 2
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MpunoxexHune A
(cnpaBo4HOE)

CBefleHNs 0 COOTBETCTBMU CCbIZIOYHbIX MEXAYHapPOAHbIX CTaHAapPTOB
HauMoHanbHbIM cTaHgapTam Poccuiickoin depepayun

Ta6bnuuya [A.1

O603HaveHne

CCbI/IOYHOrO CTeneHb 0O603HayeHre 1 HauMeHoBaHWe COOTBETCTBYIOLLEro
MeXAyHapoAHOro COOTBETCTBUS HaUMOHaNIbHOTO CTaHAapTa

cTaHgapTa
MNCO 6892:1984 — ®
NCO 7438:1985 MOD FOCT 14019-2003 (MCO 7438:1985)
«Marepuansl Metanmyeckme. Metof UCMbITaHNA Ha
n3rné»

*COOTBETCTBYIOLLWIA  HAUMOH&UTbHBI  CTaHAApPT OTCyTCTBYET. [lo €ero yTBepXAeHus peKoMeHayeTcs
MCMNO/b30BaTh NEPEBO, HAa PYCCKUIA S13bIK JAHHOTO MEXAYHapOAHOro cTaHAapTa. MNepeBos AaHHOTO MEXAyHapoaHOro
CTaHgapTa Haxogutcs 8 deaepasibHOM MHAOPMALWIOHHOM (HOHAE TEXHUYECKUX PErNIaMEHTOB M CTaHAAPTOB.

MpumeyaHne — B HacTosle Tabnuue UCMoib30BaHO Creaylollee YCroBHoe 0603HauveHue CTeneHu
COOTBETCTBYS CTaHAapTa:

- MOD — moanchuLypOBaHHbIli CTaHaapT.
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Bubnuorpadgus

[1] WCO 6892:1984, MaTepuanbl MeTannunyeckue. VcnbiTaHne Ha pacTshkeHue. (ISO 6892:1984.
Metallic materials - Tensile testing.)

[2] WNCO 7438:1985. Matepuanbl MeTannumyeckue. WcnbitaHne Ha m3rmb. (ISO 7438:1985. Metallic
materials - Bond test.)
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KnioueBble cfioBa: MeauuUMHCKoe 060pyfoBaHWe, XuUpypruyeckue UMMAaHTaTbl, MeTajiyprudeckue
npoaykTbl, AedopMypyemMble  NPOAYKTbl, TUTAHOBbIE  CMJaBbl, allOMUHWiCcOAepXalue  Crnjasbl,
BaHaguiicofepxalive cnaaebl, cneuudukauyMu, cneuudukauum maTtepuana, XUMUYECKUid COCTas,
MeXaHu4eckue CBOICTBA, MUKPOCTPYKTYpa, UCTIbITaHNS.

Mopnucaxo B nevaTb 02.03.2015.  ®opmart 60x847,,.
Yen. ney. n. 0,93. Tupax 32 ak3. 3ak. 844.
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Monpaska k TOCT P MCO 5832-3—2014 WmnnaHTatbl ANa xupypruu. MeTtannuyeckne matepuansl.
YacTtb 3. lehbopmupyeMblii cnias Ha OCHOBE TUTaHa. 6-aNloMUHUA U 4-BaHaAuA

B kakom mecTe HanevaTtaHo [0/KHO ObITh

Pasgen 1. O6nactb NpUMeEHeHUs (cnnaB H-6-Al-7-V) (cnnas Ti-6-Al-4-V)
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