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Mpegucnoewne

1 NMNOAroTOBNEH O6wWecTeoM C OrpaHd4eHHoR OTEETCTEEHHOCTEN UM TOnpoekTs (000
el TOnpoekTs) Ha ocHoBEe CODCTEBEHHOMD AyTEHTHYHOrD NEpeBofa Ha PYCCKMA ALK MEMOYHapOooHOND
CTAHOAPRTA, YEAIAHHOMD B MyHKTE 4

2 BHECEH TexHu4ackum KoMUTETOM No cTavgapTraawmn TK 453 aMunnanTtate B xupyprians

3 YTBEP#IOEH W BBENEH B NEMCTBWE Mpukasom deqepansHoro areqTcTBEA Mo TEXHHYESCKOMY
pEryNMpOBAHHID 1 MeTponomny ot 12 gexatpa 2014 r Ne 2061-cr

4 HacToAwwi cTasgapT WgeHTHYeH mMesdyHapoasomMy ctadgapty MCO 5832-3:1996 «MmnnawTartm
OnA xupyprvi. Metannuy4eckde saTepians. Hacme 3. Jedopaupyemelid CNnap Ha ocHOBE TUTaMa, G-
anoMUHHUA W 4-padanuas (130 5832-3:1996 «implants for surgery — Metallic materials — Part 3: Wrought
titanium G-aluminium 4-vanadium alloys )

Mpl NpUMEHEHMK HACTOALWLErD CTAHOADTAa DEKCMEHOYETCA WCNONBIDEATE BMECTE CCbUMOYHEX
MEHOYHAPDOHEY CTAHOAPTOR COOTBETCTRYHMLKME WM HALMOHANLHEIE CTaHgapTel Poccuickol DeaapalaM,
CEBEAEHHWR O KOTODBX NPHBEOEHE! B A0ONOAHUTENEHOM NpWioseHna 1A

5 BBEOEH BIEPBEIE

lMpaauna NpUMEBHEHLUA HECMORWE20 cmaHdapma yomandaneqer & NOCT P 1.0—2012 (paadan ). Haghapamauus
A6 USMEHEHLAY & HECTORWEM)Y cirandapmy AyDNnuKpanics @ ases00H0M (A0 COCMOAHL HE T AHGapa maexplisso 2008)
UHGbOpMALUOHHOM Wazamans s HaYUOHARBHES CMaH0apmes, 8 aULUSILHEID MEKCT UAMEHEHUE U nonpagor — &
SMEMECAYHONM HODMELLOHHOM Vra2ameans sHayuoranshee cmardapmeie. B omeas nepecMompa (Jaumensd) wng
AMMEHS! HECIMORWES0 cmandapmsa cOOmEamomeyrales yeadomnedue Sydem oampbnurogana @ GRUNEHien aLpmpexe
SMEMBCAYHOSD UHPODMALUGHRDSO WREISMens «HAUUOHANLHSE CmaHiapmean. Coomesmomayollan UHbODMEaLR,
yeadomedUs U IMekomsl  DEIMALLEMcs  makke & UndbopmayuonHol cocmewe 00Wea0 MansL208aHUA — Ha
afigansRon cadme Dedepamesosd SSEHTICITES N0 MEXHUNBCKOMY DESyTUDOSaHUD U MEMPonosuy 8 oemu
Humepwem (gost.ru)

B CtanpapTusdpopm, 2015

Hactoaluwi cTasgapT He MoweT GeiTe NONHOCTER WM YACTHUHD BOCMPOMIBEONEH, THDAEMDOBIH W
pacnpocTpaked B KadecTEe ofMUManeEHoOMD WagadkiA Ges paspelleds PenepansHOr0 areHTCTEa No
TEXHUYECKOMY DETYMHDOBAHKID 1 METPONOMMM
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HAUWOHANBHBIA CTAHOAPT POCCHMHUCKOW PEONOEPALUMMK

HMNNAHTATEl ONA XUPYPTAK
METANNUYECKWME MATEPHUANI
YacTte 3
OedopMupyesibid cNNag Ha OCHOBA TUTAHA, 6-aMNoMMHHA W 4-BaHaanA

Implants for surgary Matallic matanalks. Part 3: Wrought titaniem G-aluminium 4-vanadiuom alloy

Oarta esegernwr—2016—01—01

BeegeHne

Hi OOuH M3 H3IBECTHRIX  HWMNNEAHTaAUMOHHBIN MarTepysancB, HWCNoneE3YeMbIX B XADYPRIAH, He
NpoOeMoOHCTDHMpOBaNn AGCONIOTHOE OTCYTCTEHE CNoOCOOHOCTH  BhlABIBATE HEMENaTENbHEIE pEaELMHE B
OpraHMIve dYenoBekd. TeM HE MaHee, ,EI,.l'II.-‘ITEJ'IbHHIH KNHHWYECKHA  OnNkIT NpMeaHedHda  MaTepyana,
YIOMHUHABMOTD B HACTOALWEM CTAHOARTE, NOOSEMOHCTRPUPOBAN, YTO NDM KCNONEI0BAHAA 3TONS MaTeprana
npW YCNOBWK erd Hagnesawend npiMedeHiA MOEHD OMMOaTh I'IpHEMJ'I-&I'.‘IbIﬁ VPOBEHE Dronorv4ecKoro
CTBETa.

1 OBnacTe NPUMEHEHMUA

B macToAwes CTaMgapTe YCTanaBnuearKTCRA XapakTeprcTUEl W COOTBETCTEYHIWME MeTOoOk
MCNBLITAHKA ONA ,.EI,EEprHI-'Ip'!.I'BMDFﬂ THTAHOBOM CNNAEa, MABBCTHOMD NOO HalIsaAHWEM THTaHOBOTD Cnnaga G-
anoMuHna  4-saHagwa (cnnae  Ti-G-Al-7-V), npegHazsadeHHore GNA  WCNOoONsI0BaHda B NpoM3BoacTRE
ENDYDTHYECENX MMIUINaHTaTOR.

Mpumayanwe l — Mexanwseceie CBORCTES ODPEIUA, NOMYHEHHON M3 FOTOEOMD NPOAYVETE, COSNEBHHOM M3
OAaHHOM Cnnaes, He ohA3aTEnLHD COBNANANT C XaparTEpUuCTHEAMY, YHAZaHHEIMK B HRCTOALWEM CTaHOapTe

2 HopmaTHBHLIE CCLINKKW

B HacToAWEeM CTAKOAPTE MCNONLICRAHL HOPMATHEHLIE CCRINEM HA CNEeQyHWKe CTAH0apTR:
WMCO 6892:1984 Marepuans MeTannyyeckne. Mcneitadne Ha pactAxedne. (150 6892:1984, Metallic
materials - Tensile tesfing.)
HMCO T438:1985 Mareprans metannudecsme. Moneimanwe Wa warnb. (1530 74381985, Metallic
materials - Bend test.)
. ETTC MNy@Gnueaywa 2, 1879, MukpoCcTpYKTYPHEE CTAHOAPTE ANA NPYTEOR W3 TUTAHOBCID CNNaga a +
B (ETTU Publication 2, 1979, Microstructural standards for a + 3 titanium alloy bars®®)

3 XMMHWYeCKHMHW cocTas

PeaynkTaTe aHannia penpeasHTaTHoHorn 0fpasla cnnasa NNapkwcnuTES Npd onpeaanesyin cocTansa
B COOTBETCTEMM C Pazfenom 6 gon#Hel CoDTBETCTBOBATE XMMWHECKDMY COCTARY, YRaZaHHOMy B TaBnuue 1.

n PHAMEaYAHKS 2 — AHANWZ CNATES MOMHET MCNONLA0BATLEA ONA anpeiengHia Boek XHMEYaCERX JnapMaHTo8,
Ja HCENHDYeHHam BOOopong.

AHANKMI COOEDMAHMA BOOODOOA AOMMEH NPOBOOMTECA NOCHHE EOHEYHON TepMUdYecsol obpaboTkd W
KoHEeYHoM obpaboTrn NoBepXHOCTH.

TpeboBaHMA K COOBpMaHMIKD OCHOBHEEY W BTODOCTENEHHEX KOMINOHEHTOR CNNaea Ha CCHOBE TuTaHa, &-
AMOMHHKA K 4-BaHaA0WA NEpEYKUCiaHsl B Tadnuye 1.

HMapganue odMUHaANLHOS

" EBponefckiil TexHWHECKHR KDMHTET NpoWIBOqUTEnaR NpagykTos Wa Tutada (ETTC)

" MmesTcR B npogame: Deutsche Titan GmbH, Essan, Germany (3cced, Tepmadwa) o IMI-Titaniom Lid.,
Birmingham. UK (Bupmuaras. Benniobperaswz). OadHas aHgopamagus npeesgesa A yaobocTea nonk3oparansl
HACTOALLEE HacTy cTaHgapTa WMCO 5832 v He roeopiT O NOASBEsHE 3TUE ApoaykTos MaxgyHapodHoR OpraHaauMen no
CTEHOAPTHIALAN.

.1'
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Tatnvya 1 XAM44ecsHi cocTas

SNeMeHT MpegenbHbIE IHAYEHWA COOEDMAHMA

KOMMNOHEHTOR

P (MonsMas)
MDA AT oT 5,5 006,75
Bauaauia oT 3,5 oo 4.5
MHanean MaEcHMyn 0,3
[Kucnopog MaKckryn 0,2
Yrepon sarcuyn 0,05
ianT sarcHnym 0,05
Boaopon marcumym 0,015")
TuTax OcTtansHas 4acTe
1) Kpome 3aroToBOK, ANS KOTODBIX MAKCHMANBHOE CoOOeMaHHe
pogopoga coctaenaat 0,010% mons/mons

4 MukpocTpyKTypa

MpW Mocneno@auwMKd B COOTRETCTEMW ¢ Tabnuuel 3 MAEDOCTDYETYRA Aomeda Oweime ansda+beTa
moByNADHORA W COOTEBETCTECEATE MukpochoTorpadmam c AT no AS B nybnuekauns 2 ETTS  ana
OTORMEHHOTD MaTapuana.

5 MexaHuveckue cCEOWCTBEA
51 PacrAamaHHe

Mexanvseckwe CEOACTEAE CNAARA NPHM PACTAXEHMA NPH NPOBEOEHKM WCMNETAMMA B COOTRETCTEMM C
NYyHKTOM B O0MéHE COOTBETCTEOEATE IHAUSHMAM, YHAIaHHEM B TaGnuye 2,

B Tom cnydae, ecnd Kakof-nubo M3 MoneTyeMmelx 0Bpasuoe He COOTBETCTEYET YRAZAHHEBIM
TpeboBaHWAM WKW paspylIasTcA 23 NPegensHbMA IHIYEHHAMK, aHAN0MMYHLIM 0BDa30M MCMLITLBINTCA
ewe gpa obpailya, penpeleHTaTHEHLIE ONA TOH e napTyi. Cnnas ByaeT NnpMadaHd NPWrogHes NaWe B To
crydae, ecny oba gononHUTEnEHeD 0BpaIua cODTRETCTEYIOT YEAZaHHEIM TpaGoBaHAM.

Taénwuya 2 -MexaduWdeckde CEOACTEA ASMOpMUADYEMOrD CNNaBa Ha OCHOBE TUTaHa, G-amoMUHAA |
4-paHagnA B OTORKEHHOM COCTORHKK

Dopwa cnnaea | MNpegen npoYHoCcTi YCnoBHEIR Npegen OTHOCHTENEHOE OuameTp onpEassH
RBn TEKYIECTH NpH YONUHeHWE NoCne | ONnA MCNeTaHia Ha
BAMH HENPONOPUWOHANBHOM pazpbiea’l HarvG
MIMa ¥ ONHHEHAK A
Rz MMH
MHH
klMa
MWCThE 4 NONOCH BE0 780 8 101"’
ﬂFEy'Inn"' _ BE0 _ T80 10 HE MOMMEHRMO
"Onuna obpaiya = 5,65 +5, mnw 50 M. rae 5; - HCXOGHEA NNOWEOE NONEPEHHOND CB4EHHR B MM i
o t= TONWAHD MACTE A TPOUmCES.,
[ MakcuMEnsHER AVEMBTD MW TONWWHA = 75 M.

MpumMedaduwed- DaHawd NPOMABOAMTAENE MOMET ROABBPIHYTE MATELHAN MOSTODHON TERMWSSCHOR
obpaboTee W BHOBE NPEOCTEEMTE B0 HA MONLITEHWE B COOTBATOTEMK C HACTOAWEA 4acTei ctadgapra MCO 5832 B
STOM CRYHEE BOS 430TH AOMHEl BLiTe NOOBSRTHY TR TEpMASESCcHON 0bpaboTie oguHaxoakiM obpazom.

5.2 CeoACTEA NpA Warkbe

NMUCcTe W NONOCE THTAHOBOND CNNAaEa NDW MCNETaHWKW B COOTEETCTBAN C YHAIaHWAMY pajgena & He
OOMAHE! MMETE TPELWWH Ha HAPYHHOA NOBERXHOCTH MCNEITYEMoro obpaiya.



6 MeTogb! MCNBITAHKA
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MeToas MCNLITAHWA, KOTODLIE ByOyT UCHONBACBATECA ANA CNpeOenNeEHH A COOTRETCTEMA TpaGoBaHHAM
HACTORLWETD CTaHgapTa, NpYBeaeHs B Tabnuuye 3.
PenpeagHTaTHEHBIE HCNbITyYeMese obpasuel ANA CNPEOENEHWA MEXaHWYECEMK CRORCTE Aonm#Hbl BbiTh
NOAroTOBENEHE B COOTEETCTEMM © NONOMEHAARMA [1].

Taténwua 3 - MeTogs MonuITakua

CooTeeTcTEyIOWaA
Mokazarent TSR MeToge HCNBITaAHWA
XHMKYECHHR COCTan 3 OSWenpraHanHee NpoLedypsl aHandaa
(meTons MCO, 8cnu TakoBsIe KMEHTCA)
MAKDOCTRYETY RS 4 ETTC 2
Mexanuseckwe caoircTEa 5
[penen NpoYHoCTH MCO 6892
MakcumaneHoe HanpAXeHWa npM MCO 6892
HENPONOPUMOHANEHOM YOTHHEHAK
O THOCHTENRHOE YONMHEHKE MCO 6892
CBEOACTES NpK Markbe MCO 7438

|CorHyTe NHET KNK NONOCKY NG YINOoM He
meHes 1057 BOKDYT OCHACTEW, OWUamMeTp
KOTOPOH YEa3aM B Tabnuue 2
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MpunoxeHwe 0A
(cnpapodYHoR )

CeeqeHWA 0 COOTBETCTEMM CChINOYHbLIX MEXOyHapoaHbIX CTaHOApPTOB
HayWoHanbHbIM cTaHgapTaMm Poccuickon Pegepaymm

Tatnuuya OJA.1

QhoaHadeHMe

COBINOUHOrD CrenaHs OBoaHAYBHWE M HAWMEHOBAHWE COOTEETCTBYHILLLEND
MEROYHADOOHOND COOTRETCTRMA HAUKMOHANEHOMD CTaHaapTa

CcraHgapTa
WMCO 6892:1084 — *
WMCO 7438:1985 MOoD MOCT 14019-2003 (MCO T438:1985)

sMarepdans MeTannudeckne. MeTol MCNBTaHWA Ha
Harvts

"CooTeaTCTEHWME  HAUMOHAMNLHEH  cTadoapt  orcytoreyet. o argo  yTESpSOgeHWA  pPeEROMEHOYETCH
HMCNGNLI0BEATE NEPEEON HA PYOCKA R3kIK JaHHOM MEMOYHAROAHOrD cTadaapTa. Nepeson AaHH0M MEROYHEPOAHOrD
CTEHOEDTE HAXOOWMTER 8 DegepansHom MHEOpMAgMoHHoM hoHOS TEXHMHECKKY DEIMaMEHTOR W CTAHOERTOR.

Mpumeqsanve — B HACTOALWLER TADAWUE MCNONB30BAHO CHEOYHNLES YoNOBHOS ODO3IHAYEHHE CTanaHH
COOTESTCTEMA CTAHOAPTE:

- MIOD — maaudMuWpoBEaHHEIR CTAHOADT.
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Bubnuorpadun

[1] WMCO 6892:1984 MaTtepuans meTtannuwuecsre, Monumadwe Ha pactAxedHre. (130 G6802:1984,
MMetallic materials - Tensile testing.)

[2] WCO 743B8:1985, Martepuans metTanndéecide. Moneitande Ha warknb. (150 7438:1985, Metallic
materials - Bend test.)
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¥OK 616-089.844:006.354 OKC 11.040.30 ioT

Knicyepkwie cNoBa: MegWUMHCESE ODOpYOORAHWE, XMDYDIHYECKWE WMMANAHTATE, METANNYDIMYeckHe
NEoaykTe, OedopMEDyeMBe  NPOOYETE, THTAHOBRNE CNNEBE,  AMOMAHKACOOEeDHALWE  ChNaskl,
BaMagrACoJepallMe Cnnage, cnednddkadKy, cnegudekannK MaTepuana, XAMWYeCckWE | cocTas,
MExXaHWYECKHE CEBORCTEA, MAKDOCTRYETYPE, MCNBITAHKHA.

Mogrucado B nedarts 02.03.2015.  dopmar B0x84"),.
YWien. ney, i 0,93, Tupas 32 aka. Jaw. 844,

MogroToeanaHn Ha OCHOBE INBXTROHHODNA BEPCHK, NPEADCTABNEHHDN paipadoTlolM CTaHaEpTa

DM « CTAHOAPTUHDROPRM»

123985 Mockaa, [paHaTHeR nep., 4.
weew gostinfo.ru infoi@gostinfo.ru



