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Mpegucnoeue

1 MNOoOOQroToBNEH OOwecTeoM © OrpaHWYeHHOA  OTEETCTEEHHOCTED  «UMTOnpoekts (OO0
el TOnpoesTs) Ha ocwoBe CODCTEEHHOMD AyTEHTHYHOMD NEDEE0OOA HA PYCCEMA AILIK MEMOYHAPOOHOND
CTAHOapTa, YHaIaHworo & nyHkTe 4

2 BHECEH TexHu4eckMM KOMATETOM No CTaRgapTuaaduy TK 453 «Munnanrars B xMpyprans:

3 YTEBEPX¥OEH W BBENEH B OEMCTBWE Mpukasom denepansHoro areHTCTEa NO TEXHWYECKOMY
pEryIMpOBAHMID 1 MeTponomu of 12 gekatpa 2014 r. Ne 2060-cr

4 HacToswwi cTaspapT WaeHTHYeH MesdyHapogsoMy ctadpapty MCO 5832-2:1998 wMmnnanTartw
nonA =dpyprad. Metannedecsre marepdans. Yacte 2. Henerdpoeaddsid TiTams (1S5S0 5832-2:1999
clmplants for surgery — Metallic materials — Part 2: Unalloyed titaniums

MpW NpUMEeHEHWMH HACTOALLErD CTAaMAADTa QPEKOMEHOYETCA WCNONL3I0BATE BMECTE  CChIMOYHELX
MEROYHAPOOHEE CTAHOAPTOR COOTBETCTRYIOLME M HALMOHANBHEIE CTAHOApTe Pocchidckol denapaliM,
CEEOEHMA O KOTODEX NDHESOEHE B A0NSNHATENEHOM NpWoeHan 1A

3 BBEOEH BINEPBEIE

Mpaauna NpUMEBHEHVA HEoMOoRWESD cmaldapms yomanoaneqer 8 NOCT P 7.0—2072 (paadan 8], Haghapusauus
Of USMEHEHLAY ¥ HACTORWeMY cmandapmy MYDNusyamcs @ aMea00H0M (Mo COCMOAHLM HE T ANGEDA maerKpleso 200a8)
UHGPOpMALLOHHOM Pazamens s HayuoHaneHsLg CMakoapmiay, 8 afuiuaibHED MEKCTT UAMEHEHUE U nonpagory — &
SHEMSCAYROM ODMELUOHHOM yrazamens sHayuonaneHee Cmaddapmeys. B ciyyas RepecMomps (Jasers] iy
ArfieHsd HACTORWe20 cmardapma coomaamomeyiowes yeedounaHue Gydem amyBnuroeana & Brusaliieme SsmpcKe
AREMSCANHOZ0 UHDODMALUIORHDSD YRAIBMENns «HALUoHarkm-8 cmantapmiaiy. Coamesmomayolan uRbopManis,
YERdoMMeHUE U MeKcmkl DEIMOLLEmcH makwe € unghopmayuonHol cocmews ofleso MomsL208aHUA — Ha
afwiuamsHoMn  cadms DedégpameHos0 SSeHMCTES N0 MeXHUNSCKOMY DESyTUpOSaHUN U Wemponosuy 8 oamy
Hurmepwemn (gost.ru)

& CravgapTuHgopM, 2015

Hactoaiuwil cTasgapT He MOoMeT BelTe NONHOCTEID WM YSCTHUYHD BOCMPOMIBEOEH, THDAEMDOBAH M
pacnpocTpaHeH B KavecTRe odwuWansHoro wapaWwwa Ges paspewesws defepanesHOro aredTcTea no
TEXHAYECKOMY PETYNAPOBAHKIO 1 METPONOMMM
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HAUMOHANBHBIA CTAHOAPT POCCMWUCKOW ©ENEPALUMMN

MMMNNAHTATEI ONA XWPYPIHK
METANNMWYECKME MATEPHUANLI

YacTte 2
HenervpoBaHHeid THTaH

Implants for surgery. Metallic materials. Part 2. Unalloyed titaniem

Oata esegesnA—2016—01—01

Beepgexnune

Hi OOHH M3 H3IBECTHBIX  WMMONEAHTAUHOHHBIN  MarepysanoB, HCNoNeIYeMbIX B MNADYDIAW, H2
NpodeMOoHCTDMpOBaAN AGCONIOTHOE OTCYTCTEHME CNOCODHOCTH  BblEbIBATE HEKESNATENMsHEIE pearKLMe B
OpradMame YenoBaka. TaM HE MeEHEES, ,EI,J'II.-'ITEJ'Ith-Iﬁ KNMHWYSCKWH  OnkIT NpHMEHEHKA MaTephana,
YNOMAHIEMOND B HaCTOALWEeM CTaHdapTe NpOaemMOoHCTRDUROoORAN, Y4T0 NP MCNOnNeE30Badd| 3TOoNg Matepyana
npd YCNOBAW ero Hagnew:z@awend npiMedadda MOosHD OHMOaTE anHMH-&MHF’I VPOBEMHE DHOMOMAYECKOro
OTEETa.

1 OBnacTs NpUMEeHEHWA

HacToAwMit cTangapT yCTaHaBNMBART XAPAKTELWUCTHEY M COOTBETCTEYIOWME METOOE WMCNLITAHMA And
HEMNErMpOBAHHOID  THTAHA, NRPeOHAIHAYEHHOrD ONA WCNONBIOEAHWA B NPOWIBOOCTRE  XWUDYRMAYSCKMY
MMNMaHTaToR,

Monowedwue KACABTCR LWECTH COPTOR TUTAHA, BRASNAEMEX B 3ARMCHMOCTH OT NPEOena NpoYHocTI
(ch. Tabnuuy 2).

Mpumwmadadne — MaxgHrmecsns CEORCTES 0DpazUa, NoNyWaHHaM W3 MTIeOM NPoOyETa, COSNaHHOM M3
AAHHOMD MeETanng, e ohr3aTankbHO COENan=aloT C XdDaTeMCTHEARMK, YHA2aHHERMEF B HECTORLWEM CTaHOapTe.

2 HopMmaTHUBHLIE CCLINKK

B HACTORLWEM CTAHOADTE WCNONLICRAHE HODMATHEHLIE CCBINKK Ha CNeQyRWKe CTAR0ADTH.

MCO 63921998 Martepwane metannuyeckne. MVoneTadnme Ha pacTAXeHWE NpA  TeMmnepatype
OKpYHEKILEH cpedel. (150 6892: 1998, Metallic materials — Tensile testing at ambient temperature. )

WMCO 74381895 Marteprans MeTannuqeckde. Monmmawwe wWa warkb. (150 7438:1995, Metallic
maternals — Bend test)

ASTM E 112:1988 CranpapTHele METOOR WCNETAMWA ONA onpeleneqyda CpeqHent paamepa Jgped
(ASTM E 112:1885, Standard Test Methods for Determining Average Grain Size)

3 XMMWYECKHHW COCTaB

XMMHMYECKHMA  COCTAaE MNNaskW, onpgejensHHsid 8 COOTEETCTEMM C  paigencs B, gonwed
COOTEETCTEORATE TPEGORAHMAM K XUMUHSCKOMY COCTARY, YEAJAHHBIM B Ta0nuue 1. AHANWI CNWMTES MOMET
OkiThe WCNONBACGEAH ANA WOEHTUGHMEALMH BCeX 0DR3aATENEHEIX XMMWYECKHY KOMNOHEHTOR, 33 WCKMIOYEHMEM
BOACPOOA, KOTOPEIM By O0eT onpegenay nocne TepmootpaboTo 1 JeKanupoBaHms.

4 MukpocTpyKTypa
MHspOCKONMYECKaA CTRYETYRE THTAHA B OTOXGKEHHOM COCTOAHMM QOn#Ha BbiTh 0QHOpOGHON. Pasmep

IEQEH, ONPEOENeHHER B COOTEETCTEMN C YE3IAHMAMM B Da3gens 6, DorNwed He KpynHes, Yem paimep M 5.
Mpw yeenwyeHun 2 100 paa He gomsHsl 00HADYHWBATECA BENIOYEHHA WM NOCTOROHHNE dades).

Hapganwe ocdrymansHoa
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5 MexaHw4yeckue cBOWCTEBA

5.1 MexXaHW4acHWE CROACTREA NPH PAcTAMEHAW

MpoYKOCTE THTAHAa Ha pacTAEeHWs, oNpegenfsemMans B COOTEETCTEMKH C §, OOnsHa COoTEEeTCTEOBRATHE
TpebosaHwAM, yEaladHsM B Tabnuye 2.

B Tom chnyydae, ecnd kakoi-nkubo M3 WCNbITYEMBlX 00pa3U0B HE COOTEETCTEYET YEA3aHHEM
TpeboBaHHAM, aHANOTHYHEIM 0BpaIoM MCNETHBEAOT eWwe aea obpaiila, SENAKMLULKXCA DENDeseHTATHEHEIMH
OnAa TOW #e napTud. TuTad Sy0eT Npuadad NpUrogdssa Ndws B ToM cnysae, ecnd ofa gqononHuTensHex
OfpaIua COOTESTCTEYIDT YEajIadHsM TpebGoBauWam. Ecnd donuiTyeseld obpailely paspylldncs  aa
npegeneHEME IHAYSHUAMK, HCNETAHWE CYUHTASTCH HEAOCTOREDHEIM, W NPOBOONUTCA NOBTODHOSE WCMETAHNE.

Ecnn nioGoe wa NOBTOpHEX MCNEITAHKMA HE B COCTOAHWK OTEEYAT: COOTBETCTBYIOWMM TpeboaaHuam,
TO NPEOCTABMAEMBIA NPOAYKT A0NMEH GRTe NPHIHAH HE COOTBETCTEYIGWMM TPeDOBaHWMAM HACTORALLEM
cradgapTe. OgHaKo NPoMIBoguTens MOMET NoOBTOpHC NoABEPRrHYTE Martepuwan TepmoobpaboTie W BHOBL
NEEQCTABMTE 8o HE MCNBTAHKWE B COOTEETCTEMM C TReboBaAHKAMY HACTORLWErD cTaHOapTa.

5.2 MexaHW4yecHHE CEBORCTEA NpH Warnba
NMUETe ¥ NENOCE THTaHA NMPH MCNBITAHKAK, YEAZAHHLY B paagens 6, He JOMKHel WMETE TRELWWH Ha
HARYHROA NOBSDXHOCTH KCNBITYEMOrD obpaaua.

Tagnwuwya 1-XdaMA4eckdl cocTan

ANEMEHT MakcHuManeHeIE NpEOENBHBE IHAYEHHA CONQEDHaHMA,
MAaCCoBaR AonA, %
Copr 1 ELI Copt 1 _opT 2 Copt 3 CopT 45 1 4B
TET 0,012 0,03 0,03 0,05 0,05
Yrnepog 0,03 0,10 0,10 0,10 0,10
Boaopon 0.0125" 0.0125" 0,0125" 0,0125" 0,01257
M enean 0,10 0,20 0,30 0,30 0,50
Kucnopog __0.10 _ 0,18 0,25 035 _ 0,40
HTaH OcraneHas  [JoTaneHas vacTecTaneHas yacTe| OcTanedas | OcTaneHan 4acTe
HacTw HacTk

MacCoBaA GonA) M NNOCKKE NPoOaYKTOs, ANA KOTOPEN MaKcHMansHoe Cogepwaiie Bogopoga coCTABMART

Kpome crETECE, ONA KOTODBY MAKCHMANSHOES COOBDHMaHNE BOOODO0a OomeHO cocTarnATe 0,010 0 %
J15% (maccosas gona)

TaGnuya 2 -Mexadudeckwe cEOWCTRE

WINHMETREX.
= TOMUKMHA NWETAE WK NONOCKA.

Copr Yonoawa Mpepgen |¥YcnoeHei npegen | OTHOCUTENEHOS OuameTp onpaekys onAa
npogdocT® | TewydecTy npe  |yanuuesue”, % | ConeTadea 4a varkf one
MMa HEMPONOPUMOHAR - MACTOB 1M NoNoc™, M
HE MaHea HOM YONTHWHEHMHA, HE& MEBHe2
kiMa, =2 mm 2eam =t
HE MEHEE < 5
1 ELI Elmw:m&uuuﬁ 200 140 30 3t 4t
1 TORMEHHBIA 240 170 24 3t 4t
2 TOHCHEHH A 345 275 20 4t 51
3 TOHCHEHH A 450 380 18 4t 5t
44 TOHHEHHEIR 550 483 15 51 G
4B edopMHpo- B30 520 10 6t 61
HHEIN B
OIHOOHOM
OCTOAHHK
TpeboaHHs K PRCTRMEHME, NNACTAYSCKOR Jedopmaniy 1 CBoRcTEaM npw MaEnGa AR MMCTa NPHMMEHIMEl K
ATEQWANY, BEATOMY KAK NBPANMNENEHD, TAK W NEPNEHIMKYNAPHD K HANDEENEHHED NPOKaTHA.
" QnwHa obpazua = 5,65 WS, wnn 50 MM, rog S - WeXo0HER NNoWaas NONSPEYHHOND CEYEHNA B KEEADETHEL
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6 MeTofkl MCNLITAHMA

MeTons WCNEITAHWA, KOTOpEE BYOYT WCNONEIOEATECA ANA ONpedsneHyA CoOTRETCTEMA TpeGoaaHHAM

HACTORLLETD CTaM@apTa, NpUeeaeHs B Tadnuuye 3.
PenpeagHTaTHEHEE MCbITYEMEe obpasusl ANA oNpegensHMs MexaHWYeckns cBoRCTE OonsHL GuiTe

NOAroTORMNEHE B COOTEETCTEMM C NonomeHnAMKn MO0 6892,

Tagénuwya 3 -MeTodb HCNLITAHWA

Tpebopanue CoOTRETCTEYHILUMA pasgen MeTon HCneITaHus
Enmuuﬂcmﬁ coCTan 3 BLIENDUHATEE NPOUBAYDRE AHANKAA

AIMED IBPEH 4 STME 112

EXAHWYECKME CBORCTEA 5

penen NpoYHOCTH Ha paIpLIE CO 6892

pESEN TEKYYeCTHA CO 6892

OMAHEHNE CO 6892

OEpaLLeHME NAowAann CO 6892

CMNBITAHME HA Warkh CO T438 CormyTe NHCT MMM NONOCY
OO Yrnom He Meses 1057 soxpyr
CHACTEW, JMaMETD KOTOPOR yEa3aH B
abnuye 2
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MpunoxeHae OA
(cnpapoJYHoE)

CeBeneHWA O COOTBETCTEBMM CChINOYHBIX MEXAYHAPOAHLIX CTAHOAPTOR
HauWoHanNbLHLIM cTaHgapTam Poccuitckoin Pegepaumm

TaGnwuya OA. 1

DBOsHaYEHNE
CCEINOYHOMD CTensHs DhoaHaYeHKE W HAWMEHOBaAHWE COOTEBETCTEYRIUEND
MEWMOYHADOOHOD COOTRETCTEMA HALMOMaNEHOro CTaMJdapTa

cTaHpapTa
VGO BR92 1008 - v
WCO T438:1095 IDT TOCT 14019-2003 (MCO 7438:1085) MaTepuans

METANMAYECHME. MET-D,EI WCNBITAHKA Ha Marab.

ACTME 112:1088 . "

"COOTEATCTEVHILLMIA HALMOHANEHBIA CTEHOaPT oTeyTeTayeT. [o erm yTREpHOEHWA PEKOMEHOYETEA
HMCNONLIOBETE NEPEEOS HA PYCCKMA ALK JAHHORD MEXOYHAPOOROrD cTangapTa. MNapesan AaHHGOMO
MEHOVHEDOOROrD CTEHOEPTA HaoaWuToeA B DefepansHos MHEBOpMAaLMoHHOM $OHOS TEXHMYSCKME DETNAMEHTOE W
CTEHOANTOR.

Mpumeyadye — B HaoToAWwsR TabnKue #WenonNsI0BaHo CNEayIowWss yonoakoe oboaHayeHHe cTEmnaH"
COOTEETCTEMA CTAHOApTE:

- 0T — MaaHTHHHEIS CTAHSARTE.
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YOK 616-089.844:006.354 OHC 11.040.30 IoT

Knioyeopkle CNoBa: WMNONEHTaTE ONA CMPYDIME, METANNWYecEWe MaTepWans, necdopMagua W
QACTAMEHWE, WCTBITAHWME HA PACTAMEHWE NP TEMNERaTYDE OKPYMEIUEA CDE0R, WCNBITAHWE Ha Warmb,
MCNLITEHWA ANA ONpPegeneHHA CpegHeEro paanepa YacTiw,

Mognucans B nevans 02.03.2015. doprat G0xB4 .
Yen. maw 0. 083 Tepas 32 sxa. 3ak. B45.

MoaroToBneHs Ha OCHOBE SNaKTROHHOR BEPCHK, NPeqOcTABNEHHOR paapato ™o CTaHoapTa

YTl «CTAHOAPTHHDZOPM:

123895 Moceea, [paHaTHeiE nap., 4.
wiww gastinfo.ru infoifgastinfo.ru



