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FOCTP UCO 5832-2—2014
MpeancnoBue

1 MNOOrOTOBJIEH OO6wectBOM C OrpaHWYeHHON OTBETCTBEHHOCTbIO «LNTOnNpoekty (OO0
«UNTONpoekT») Ha OCHOBE COOCTBEHHOTO AyTEHTUYHOIO MEpeBOAA HA PYCCKUM S3blK MEXAYHAapOAHOro
cTaHaapTa, ykasaHHOro B nyHkre 4

2 BHECEH TexHu4eckum komMuTeToM no ctaHgaptusauum TK 453 «MMnnaHTartel B Xupyprumy»

3 YTBEPXXOEH M BBEJEH B JEWCTBWE Mpukasom denepanbHOro areHTCTBa MO TEXHUYECKOMY
perynupoBaHuto U Metposnorum ot 12 gekabpsa 2014 r. Ne 2060-ct

4 Hacrosiuui craHaapTt uaeHTudeH mexayHapoaHomy craHaapty UCO 5832-2:1999 «MmnnaHTaTh!
ana xupyprum. MeTtannuyeckue wmartepuansl. Yacte 2. HenerupoBaHHbii TutTaH» (ISO 5832-2:1999
«Implants for surgery — Metallic materials — Part 2: Unalloyed titaniumy»)

Mpn npuUMEHeHUM HacCTOoALWEero craHaapTa PeKoMeHAYeTCs UCMNOMb30BaTb BMECTO  CCbINOYHbIX
MeXayHapoAHbIX CTaHAapTOB COOTBETCTBYIOLUME UM HaLMOHanbHble ctaHaapTel Poccuiickon deaepauuu,
CBEeZIEHUsI O KOTOPbIX NPUBEAEHLI B JONOMHUTENLHOM npunoxeHun JA

5 BBEJEH BINEPBbIE

lpasuna npumerHeHus Hacmosweao cmaHlapma ycmarosnenb! 8 FOCT P 1.0—2012 (pasden 8). Hgpopmayus
00 U3MEeHEeHUSX K HacmosujeMy cmaHOapmy nybnukyemcs e exe200HOM (1o cocmosaHuio Ha 1 asHeaps mexyuweao 2oda)
UHGQOPMaUUOHHOM yKasamene «HauuoHanbHble cmaHdapmbly, a oguyuansHbill mekcm usMeHeHuUl U 1ornpagok — &
exemMecayHoM hopMayloOHHOM yKazamene «HauyuoHanbHbie cmaHOapmbly. B cnydae nepecmompa (3ameHbl) unu
omMeHb! Hacmosaweeo cmaHOapma coomeemcemeayrowjee yeedomneHue 6ydem onybnukogaHo & bauxaliluem ebirnycke
exeMecayHo20 UHGopMayUOHHO20 yKazamens «HauuoHanbHble cmaHOapmebl». Coomeemcmesytoujas UHgopmayus,
ysedomneHue U meKCMbi pasMewalomcs makxe & UHGOPMaUUOHHOU cucmeme obuwjeao Monb3osaHUs — Ha
oguuuansHoMm catime ®dedepanbHo20 ageHmemea 10 MEXHUHECKOMY pesynuposaHuio U memponosuu & cemu
YimepHem (gost.ru)

© CrangapTtuHdopm, 2015

Hacrosimii ctaHaapt He MOXeT GbiTb MOSMHOCTBIO UMM YaCTUYHO BOCMPOW3BEAEH, TUPAaXUPOBAH M
pacnpoCTpaHeH B KauyecTBe oduuManbHOro uagaHus Ge3 paspewieHus denepanbHOro areHTCTBa Mo
TEXHWUYECKOMY PETYNTUPOBAHUIO U METPOROTUK
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MMIMNAHTATbI ANA XUPYPIMA
METANNWYECKUE MATEPUAITbI
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Implants for surgery. Metallic materials. Part 2. Unalloyed titanium

Nara BBegeHna—2016—01—01

BeepneHue

Hun OAWH U3 WU3BECTHbIX WMMMAHTALUWOHHbLIX MaTepuanoB, WUCNOMbL3YyEMbIX B XUPYPruu, He
npogemMoHcTpupoBan abcontoTHoe OTCyTCTBUE CNocOoOHOCTU BbI3bIBATb HEXenaTernbHble peakumum B
opraHmame 4enoBeka. Tem He MeHee, /J,J'II/ITeJ'IbeIVI KNUHUYECKUA  OMbIT npuMeHeHua wmMartepwuana,
ynoMMHaeMoro B HacTosiLLlEM CTaHAapTe nNpoAaeMOHCTpupoBarn, 4YTo Npu UCNonbL30BaHUK ITOr0 MaTepwana
Mpu YCrOBUM €ro Haanexawlero NPUMEHEHUS MOXHO OXuAaTb MPUEMIEMbIA YPOBEHb OUOMNOrMYECKOro
oTBeTa.

1 O6bnactb npUMeHeHus

HacToswuit cTaHgapT yCTaHaBMMBAET XapakTEPUCTUKU U COOTBETCTBYIOLLIME METOAbI UCTILITAHUS ANA
HemnerMpoBaHHOr0 TUTaHa, MNpPEeAHA3Ha4YeHHOro Ans MCMOSIb30BaHUSA B MNPOU3BOACTBE XUPYPrUHMECKUX
MMMNNaHTaToB.

MonoxeHne KacaeTCsi LLUECTM COPTOB TUTAHA, BbIAENSAEMbIX B 3aBUCUMOCTU OT nMpeaena npoYHOCTU
(cm. Tabnuuy 2).

M puMeYyaHne— MexaHn4eckue cBoicTBa 06pa3L|,a, Nosiy4eHHOro U3 roTtoBoro npoaykra, caenaHHoro us
LaHHOro MeTasna, He 06a3aTeslbHO COBMaAaloT ¢ XapakTepucTUKaMK, YkasaHHBIMW B HACTOSALLEM cTaHAapTe.

2 HopmaTtuBHbIe CCbIIKU

B HacTosiLueM craHaapTe UCMONb30BaHbl HOPMATUBHBIE CCLINIKM HA cneayiowme CTaHaapThl:

MNCO 6892:1998 Matepuanbl mMmeTannuyeckue. UcnbiTaHWe Ha pacTsXKeHuMe npu TemnepaType
okpy>xaiowien cpeasl. (1ISO 6892:1998, Metallic materials — Tensile testing at ambient temperature.)

NCO 7438:1995 Marepuansl metannuueckue. Ucnoitanne Ha uarnb. (ISO 7438:1995, Metallic
materials — Bend test)

ASTM E 112:1988 CranHgapTHble METOAblI UCMbITAHUA ANA OnNpeaeneHun CcpeaHero pasmepa 3epeH
(ASTM E 112:1988, Standard Test Methods for Determining Average Grain Size)

3 XuMmunueckum coctaB

XUMUYeckuii COCTaB NNaBKW, OMNPEAENEHHbIi B COOTBETCTBMM C  pasaenom 6, [OOIDKeH
COOTBETCTBOBaTbL TpeBOBaAHMAM K XMMUYECKOMY COCTaBY, YKa3aHHbIM B Tabnuue 1. AHanu3 cnutka MoXeTt
ObiTb MCNONB30BaH ANs uaeHTUUKaLMKU BCEX 06A3aTENbHBIX XMMUYECKUX KOMNOHEHTOB, 32 UCKNIOUYEHNEM
BOAOpPOAA, KOTOPbIN GyaeT onpeaeneH nocne TepmoobpaboTkn U AekanupoBaHus.

4 MukpocTpyKTypa
Mukpockonuueckasi CTpyKTypa TUTaHa B OTOMOKEHHOM COCTOSIHUM AOMKHA ObiTb 04HOPOAHOW. Pasmep

3epeH, onpefeneHHblil B COOTBETCTBUM C YKa3aHUsIMK B pasaene 6, AOKEH He KpynHee, YyeM pasmep Ne 5.
Mpu yBenuyenun 8 100 pas He AOIDKHBI OGHAPY>KMBATLCA BKMIOYEHUA UM NOCTOPOHHUE (hasbl.

U3pnaHue oduunanbHoe
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5 MexaHnuyeckmne cBOMUCTBA

5.1 MexaHnuyeckue CBOMCTBA NPU PaCTsXKEHUUN

MpoYyHOCTL TUTaHa Ha pacTsKeHue, onpeaensemasi B COOTBETCTBMM C 6, AOIDKHA COOTBETCTBOBATb
TpeboBaHWAM, ykasaHHbIM B Tabnuue 2.

B Tom cnyyae, ecnu kakon-nubo K3 WUCMbITYyeMblX OOpPa3LOB HE COOTBETCTBYET YKa3aHHbIM
TpeboBaHMAM, aHanorM4HeIM 06pasomM UCMbITLIBAIOT elle ABa o6pas3ua, ABASIOWNXCA penpe3eHTaTMBHbIMU
ONsi TON e naptuu. Tutad GyaeT NpusHaH NpPUroAHbIM NULLL B TOM cnyyae, ecnu 06a AONONHUTENbHbIX
obpasua COOTBETCTBYIOT YyKasaHHbIM TpeboBaHusiM. Ecnn ucnbityembit o6pasey paspywumncsa  3a
npeaenbHbIMU 3HAYEHUSIMU, UCTIBITAHWE CYUTAETCH HEAOCTOBEPHBLIM, U NPOBOAUTCA NOBTOPHOE UCTbLITAHME.

Ecnu ntoboe 13 NOBTOPHLIX UCMbITAHWUI HE B COCTOSIHUM OTBE4YaTb COOTBETCTBYIOLLMM TPeOOBaHMAM,
TO MpeacTaBnsieMbli NPOAYKT AOJDKEH ObITb MPU3HAH He COOTBETCTBYIOWMM TPeOOBaHMSIM HaCTOSLLEM
ctaHpgapTte. OfHako nMpou3BOAUTENbL MOXET MOBTOPHO MOABEPrHYTbL Matepuan TepmoobpaboTke U BHOBb
NpeacTaBUTb €70 Ha UCMbITAHME B COOTBETCTBUU C TpeBOBaHUSIMU HACTOALLErO CTaHAapTa.

5.2 MexaHuueckue cBoMCTBa NpU U3rnde
JIMCTbI U NOMOCHI TUTAHA MPU UCMbITAHUAX, YKa3aHHbIX B pasaene 6, He AOMKHbI UMETb TPELMH Ha
HapY>XHOW NOBEPXHOCTU UCTbITYyEMOro obpasua.

Tabnuuya 1-XuMuyeckuii coctaB

SnemeHT MakcumanbHble npeaenbHbie 3Haq;a|-m;| cogepaHus,
maccoBas gons, %
Copt 1 ELI Copt 1 Copt 2 Copt 3 CopT 4A n 4B
A30T 0,012 0,03 0,03 0,05 0,05
Yrnepog 0,03 0,10 0,10 0,10 0,10
Boaopoga 0,0125° 0,0125° 0,0125° 0,0125° 0,0125°
PMKeneso 0,10 0,20 0,30 0,30 0,50
Kucnopog 0,10 0,18 0,25 0,35 0,40
TuTaH OcranbHasa |OctanbHas yactblOctanbHas yacte] OctanbHaa | OctanbHas 4acTb
4yacTb YyacTb

F Kpome cnuTkoB, ANst KOTOPbIX MakCUMarnbHOE coaepxaHue Bogopoaa AomkHo cocraensAts 0,010 0 %
(MaccoBas 40ns) 1 NNOCKUX NPOAYKTOB, ANl KOTOPbIX MaKCUManbHOe CoaepXaHue BOAOPOoAAa CocTaBnseT
0,015% (maccoBas nons)

Tabnuya 2 -MexaHudeckue CBONCTBA

Copt Ycnosus Mpeaen | YcnosHbiin npeaen | OTHocuTenbHoe | [uameTp onpasku Ansa
npouHocTn® | Tekywectu npu |yanuHenne®, %,| wcneiranms Ha uarué ans
MMa HeNponopLUMOHanb- NIUCTOB M NONOC’, MM
He MeHee HOM YANUHEHUH, He MeHee
MMa, t<2mm 2mMm <t
He MeHee <5wmMm
1 ELI |OTOXOKEHHBIN 200 140 30 3t 4t
1 OTOMOKEHHbIN 240 170 24 3t 4t
2 OTONOKEHHbIV 345 275 20 4t 5t
3 OTOXOKEHHbIN 450 380 18 4t 5t
4A  |OTOXNOKEHHBIN 550 483 15 5t 6t
4B  |Oedopmupo- 680 520 10 6t 6t
BaHHbIN B
XONOAHOM
COCTOSAHUK

* Tpe6oBaHWs K pacTsiKeHWI0, NnacTudeckoil ecdopmaLui 1 ceoiicTeaM npy U3rube Ans NucTa NPUMeHUMBI K
MaTepuany, B3ATOMY Kak napanfienbHo, Tak U NepneHgMKYNApHO K HarnpaBieHUo NpoKaTKu.

° [InuHa obpasua = 5,65 \/SO unm 50 MM, rae So- ucxofHas nrowagb NoNepeYHOro ce4eHns B KBagpaTHbIX
MUNIMMeTpax.

°t = TonwmHa nnMcTa UM NonocKy.
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6 MeToabl UcnbITaHUA
MeToabl UCTILITAHMA, KOTOPbIE ByayT UCNOSL3OBATLCA ANA ONPeAeneHns COOTBETCTBUA TpeGoBaHNAM
HacCTOoSLLEro cTaHaapTa, npuBeaeHbl B Tadnuue 3.

PenpeseHTaTuBHbIE UCMbITYEMble 06pa3ubl ANS ONpeaeneHna MeXaHUYeCKUX CBOMCTB AOSMKHbI ObITh
NOAroToBJIEHLI B COOTBETCTBUM C NONOXeHuamn MNCO 6892.

Tabnuua 3 -MeToabl UCMbITAHUS

TpeboBaHue CooTBeTCTBYIOWMIA pa3gen MeTtop ucnbiTaHus
IXMMUYECKUNIA COCTAB 3 O6wenpuHATbIE Npoueaypbl aHanusa
Pasmvep 3epeH 4 ASTM E 112
MexaHuuyeckue ceolictsa 5
Mpenen NPoYHOCTU Ha pa3pbIB NCO 6892
Mpenen Teky4ecTu NCO 6892
YonuHeHue NCO 6892
CokpalyeHue nnowaam NCO 6892
McnbiTaHue Ha u3rnd MCO 7438 CorHyTb JIMCT UM NONOCY

noA yriioM He meHee 105° Bokpyr
OCHACTKU, AIUAMETP KOTOPOI yKa3aH B
rabnuue 2
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MpunoxeHue OJA
(cnpaBouHoe)

CBegeHus 0 COOTBETCTBUM CCbIUTOYHbIX MeXAYHapPOAHbIX CTaHAAPTOB
HauuoHanbHbIM cTaHgaptam Poccuinckon ®egepauumn

Tabnuuya JA.1

ObosHa4eHue
CCbIFTOYHOTO CreneHb O603HaYeHne U HauMeHOBaHWe COOTBETCTBYIOLLENO
MEXIyHapOoaAHOro COOTBETCTBUSA HaLMOHanbHOro cTaHaapTa
cTaHpapra
MNCO 6892:1998 - *
NCO 7438:1995 IDT FOCT 14019-2003 (MCO 7438:1985) Matepuansi
MeTannuyeckue. MeTtoa ucnbiTaHUA Ha U3rno.

ACTME 112:1988 - *

*COOTBETCTBYHOLUMIA HAaLMOHamNbHBIA CTaHAapT OTCYTCTBYET. []o ero yTBepXeHnsa pekoMeHayeTca
“cnonb3oBaThk NePEBOA Ha PYCCKMIA A3bIK JaHHOro MeXAyHapogHoro ctaHgapta. MNepesod AaHHOro
MeXAYyHapoaHOoro cTaHgapTa Haxoautces B GegepanibHOM UHPOPMALMOHHOM POHAE TEXHUYECKUX pernaMeHToB U
CTaH4apToB.

MpuMeyaHue— B HacTosAWel Tabnuue MCNonbL3OBaHO cregytollee ycroBHoe 0603Ha4YeHne CTeneHu
COOTBETCTBUA CTaHfapTa:

- IDT — ngeHTn4Hble cTaHgapThl.
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YK 616-089.844:006.354 OKC 11.040.30 IDT

KnioyeBble CroBa: WMMNaHTaThl ANA  XUPYPruuM, MeTannuyeckue maTepuansl, gedopmauus u
pacTshbkeHWe, UCTIbITAHWE Ha PAaCTSHKEHUE Mpu TeMNepaType OKPyXalowel cpefbl, UCMbITAHWE Ha U3rub,
UCNbITaHWA AN onpeaeneHnsl CPeaHero pasmepa 4actuu.

MopnucaHo B nevats 02.03.2015.  dopmat 60x84/s.
Yen. ned. n. 0,93. Tupax 32 ak3. 3ak. 845.

MoAroToBMNEHO Ha OCHOBE 3MEKTPOHHOMN Bepcuu, NpefjocTaBNEHHO! pa3paboTUMKOM cTaHgapTa

Oryrn « CTAHAAPTUHOOPM»

123995 Mocksa, paHaTHbIR nep., 4.
www.gostinfo.ru info@gostinfo.ru
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