OENEPANIBHOE AFEHTCTBO

MO TEXHNYECKOMY PETYIMPOBAHUIO 1 METPOJIOT N

N FOCTP
HALUOHAMbHBIN
CTAHOAPT NCO 5832-2
POCCUNCKON 2014

®PELEPALUU

NMMnnaHTaTbl A0S XUPYpPrum

META/JTIMYHECKME MATEPVAJIbI
YUacTb?2
HenervpoBaHHbIN TUTaH

ISO 5832-2:1999
Implants for surgery — Metallic materials — Part 2: Unalloyed titanium
(IDT)

N3paHue ouynanbHoe

MockBa
CraHfapTuHdopm
2015


http://www.stroyinf.ru/russian-certificate/tn-ved-tnved.html

FOCT P NCO 5832-2—2014
Mpepncnosune

1 MNOArOTOBJ/IEH O6wecTtBOM C OrpaHUYeHHOl OTBETCTBEHHOCTbH «LMTONpoekt» (OO0
«LINTONpoeKkT») Ha OCHOBE COGCTBEHHOrO ayTEHTUYHOrO NepeBOofa Ha PYCCKUIA A3bIK MeXAyHapoAHOro
cTaHgapTa, yKka3zaHHOro B nyHkTe 4

2 BHECEH TexHunyeckum KoMuTeToM no ctaHgapTnsaumm TK 453 «mMnnaHTaTel B XUpyprum»

3 YTBEPX/IEH W BBEJEH B AEWCTBUE Mpukasom degepanbHOro areHTCcTea no TeXHUYeckomy
perynnposaHuto 1 MmeTponorumn ot 12 gekabps 2014 r. N? 2060-cT

4 HacToawwii cTaHgapT UAEHTUYEH MexayHapogHomy cTaHgapty MCO 5832-2:1999 «MmnnaHtatbl
ana xupyprui. MeTtannunyeckne matepuanbl. YacTb 2. HenerupoBaHHbli TuTaH» (ISO 5832-2:1999
«Implants for surgery — Metallic materials — Part 2: Unalloyed titanium»)

Mpu npuvMeHeHMM HacToAWero craHjapTa PpeKoMeHAyeTcs UCNo/fb30BaTb BMECTO CCbITIOYHbIX
MeXAyHapoAHbIX CTaHAAPTOB COOTBETCTBYIOLME MM HauMoOHasnbHble cTaHapTbl Poccuiickoin depepauum,
CBeJleHNs 0 KOTOPbIX NPUBEAEHbI B fONONHUTENBHOM NpuaoxeHun JA

5 BBEJEH BIMNEPBbIE

MpaBuna NnpMMeHeHa HacToALLEero cTaHgapTa ycTaHosneHbl B TOCT P 1.0—2012 (pa3gen 8). NHdopmaums
06 U3MEHEHUAX K HACT OALLLEMY CTaHfap Ty Ny6MKyeTCs B €XerofHow (Mo COCTOAHNI0 Ha 1aHBaps TekyLero roaa)
MHOPMAaLMOHHOM yKa3aTene «HauuoHabHble CTaH4apThi», a ohuLmanbHblli TEKCT W3MEHEHUI U NONpPaBoK — B
exxemecsayHoMm hopmMalMoOHHOM ykasaTene «HauuoHanbHble CTaHfapThi». B cnyyae nepecmoTpa (3aMeHbl) wau
OTMeHbl HACTOALEro cTaHgapTa cCooTBeTCTBYyLLee yBefoMNEH e ByaeT ony6/nMKoBaHO B Gavkaliluem Bbinycke
eXeMeCAYHOro MHAOPMAaLMOHHOIO ykasaTens «HauuoHabHble cTaHaapTb». CooTBeTCTBYOWas uHopmauus,
yBeAOM/EeHNe WM TeKCTbl pasMewalnTca Takke B WHPOPMAUMOHHOW cucTeme OOLLero nonb3oBaHUa — Ha
ochuumanbHom caiiTte ®eaepasbHOr0 areHTCTBa MO TEXHWYECKOMY PEerysMpoBaHui0 ¥ MeTPonorum B CeTwu
MHTepHeT (gost.ni)

©CTaHfapTuHgopm. 2015

HacTtoswuii ctaHpapT He MOXeT GbiTb MOMHOCTHIO WM YacTUUHO BOCMPOW3BELEH, TUPAXKMPOBAH U
pacnpocTpaHeH B kauyecTBe oduUManbHOTO U3faHus 6e3 paspelleHus defepanbHOr0 areHTCcTBa no
TEXHWYECKOMY PEry/IMPOBAHMI0 U METPOIOTNN
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HAUWOHANbHbBLIN CTAHAAPT POCCUWNCKOW S®EAEPALUNN

VMMNAHTATbBI AnA XNPYPTN
METANNNYECKWE MATEPWUANbI

YacTtb 2
HonerupoBaHHblli TUTaH

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

JaTa BBefeHns—2016—01—01

BBepeHue

Hn OAMH U3 U3BECTHbIX UMNNAHTAUWMOHHbLIX MaTepuanoB, WCNONb3YyEMbIX B XUPypruu, He
npoageMoHCcTpupoBas abconTHoe OoTCyTCTBME CMOCOBHOCTM BbI3bIBATb HeXenaTefbHble peakuynn B
opraHnusme 4yesioBeka. Tem He MeHee, AnMTeanblﬁ KNUHUYECKUIA  OnbIT npuMeHeHna Martepuana,
ynoMMUHaemMoro B HacTtodwemM CTaHOAapTe npoAeMOHCTpupoBars, 4YTO Npu MCNOJIb30BaHNN 3TOrN0 Marepuana
npu ycnoemn ero Hagnexawero npuMeHeHus MOXHO OXunaatb I'IpVIeMJ'IEMbII7I YPOBEHb 6MONOrNYecKoro
oTBeTa.

1 O6nactb NnpUMeHeHuA

HacToawwuii ctaHaapT ycTaHaBvMBaeT XxapakTepucTUK U COOTBETCTBYIOLLME METOAbl UCMbITaHUA ANs
HenervpoBaMHOro TuTaHa, MpefHa3Ha4YeHHOro A1 WCMNONb30BaHUS B MPOU3BOACTBE  XUPYPrUYECcKnx
MMNNaHTaToB.

MonoxeHne KacaeTca LIECTU COPTOB TUTaHa, BbifeNAEeMbIX B 3aBUCMMOCTW OT npegena NPOYHOCTU
(cm. Tabnuuy 2).

MpumeuyaHune — MexaHnyeckue coiicTBa 06pasua, NoNy4YeHHOro M3 roTOBOrO NPOAYKTa, CAENaHHOro n3
[@aHHOTO MeTasna, He 06513aTeNbHO COBMNAAIOT C XapaKTEPUCTMKAMU, YKa3aHHbIMU B HACTOSILLEM CTaHAapTe.

2 HopmaTuBHble CCbINKK

B HacTosleM cTaHgapTe UCNOo/b30BaHbl HOPMATUBHBIE CCbIJIKM Ha cnegylolme ctaHfapTbl:

MCO 6892:1998 Martepuanbl MeTannmyeckue. lcnolTaHne Ha pacTsxeHue npu Temnepartype
okpyxatoleli cpegpl. (ISO 6892:1998. Metallic materials — Tensile testing at ambient temperature.)

NCO 7438:1995 Matepuansl meTannuueckume. McnbitaHne Ha wm3rnb. (ISO 7438:1995. Metallic
materials — Bend test)

ASTM E 112:1988 CraHgapTHble MeToAbl UCMbITaHWUA A1 OnpefesieHna cpefHero pasmepa 3epeH
(ASTM E 112:1988. Standard Test Methods for Determining Average Grain Size)

3 Xumnuyeckuii coctas

Xumunyecknii  cocTtas nnaBkKK, OI'Ipe/J,erIEHHbIVI B COOTBeTCTBMWM C pas3gesiom 6. A0J1KEH
COOTBEeTCTBOBATb Tpe6OBaHVIFIM K XMMNU4YeCKOMY COCTaBy, yKa3aHHbIM B Ta6nmue 1. AHanu3 cnuTka MoXeTt
6bITb MCMNOJSIb30BaH ansa I/I,quTMCbI/IKaLlMI/I BCEX 00SA3aTeNIbHbIX XMMUYECKMX KOMMNOHEHTOB, 3a WUCKIHOYEHMEM
BOAOpOAA, KOTOpbIV 6yaeT onpeaesieH nocne TepmMoobpaboTku 1 gekannpoBaHus.

4 MUKPOCTPYKTypa

MukKpockonmyeckas CTPyKTypa TuTaHa B OTOXKEHHOM COCTOSIHUM AO/KHA 6biTb OAHOPOAHON. Pasmep

3epeH, onpefieNieHHbI B COOTBETCTBUN C yKasaHWUsIMU B pasaene 6. Jo/KeH He KpynHee, uem pasmep N? 5.
Mpu yBenuyeHnn B 100 pas He JO/MKHbI 06HAPYXXMBATLCS BKIOUEHWS UM NOCTOPOHHME (hasbl.

MN3paHve oguumnansHoe
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5 MexaHun4yeckue cBoiictea

5.1 MexaHn4yeckue CBOWCTBA NpU pacTsHeHUn

MpoyHOCTb TUTaHa Ha pacTskeHue, onpefensemMas B COOTBETCTBMM C 6. [fO/HKHA COOTBETCTBOBATH
TpeboBaHMAM, yKkasaHHbIM B Tabnuue 2.

B Tom cnyuvae, ecnu kakoi-nMbo W3 UCMbITyeMbIX 06pasLoB He COOTBETCTBYET YyKa3aHHbIM
TpeboBaHMsAM, aHanorMyHbIM 06pa3oM UCMbITLIBAKOT elle ABa obpasua, ABNALWMXCA penpe3eHTaTUBHbIMU
Ana Tov xe naptuv. TuTaH 6yAeT npu3HaH NPUroAHbLIM MWL B TOM Ciy4vae, ecnv oba A0NOHUTE bHbIX
ob6pasua COOTBETCTBYHT YKasaHHbIM TpeboBaHMAM. Ecnm  wucnbiTyemblii o6pasel, paspylumncs 3a
npeAesibHbIMW 3HAYEHUSAMU, UCNbITAHWE CUMTAETCA HEeLOCTOBEPHBLIM, ¥ MPOBOAMTCS NOBTOPHOE WCMbITaHWe.

Ecnn nwo6oe u3 MOBTOPHbIX UCMbITAHUIA He B COCTOSIHUM OTBEYaTb COOTBETCTBYHOLLUM TpeGOBaHVIFlM,
TO npeAcTaBnseMblli NPOAYKT AO/MKEH ObiTb NPWU3HAH HE COOTBETCTBYMOLWMM TpebOoBaHMAM HaCTOALEM
cTaHgapTe. OfHaKko Mpov3BoAWTESIb MOXET NMOBTOPHO MNOABEPrHYTb Matepuan TepmoobpaboTke U BHOBb
npefcTaBuUTb ero Ha McnbiTaHWe B COOTBETCTBMM C TPeOOBaHUSAMU HACTOSALLEro cTaHAapTa.

5.2 MexaHun4yeckue ceoiictea npu nsrnbe
NIncTbl 1 NONOCHI TUTAHA MPU UCMbITAHUAX, YKa3aHHbIX B pasfenie 6. He A0/MKHbl UMeTb TPeLuH Ha
Hapy)XHOW MOBEPXHOCTH UCMbITYyeMoro obpasua.

Tab6nuya 1-XuMnyeckuin coctaB
MakcumasibHble NpefesibHble 3HaUYeHUs1 CoaepXaHus,

onemMeHT
maccoBas fons. %
Copt 1 ELI Copt 1 Copt 2 Copt 3 CopTt4A n 4B

AsoT 0.012 0.03 0.03 0.05 0.05
Yrnepop, 0.03 0.10 0.10 0.10 0.10
Bogopop, 0,0125* 0.0125“ 0.0125* 0.0125* 0.0125"
XXeneso 0,10 0.20 0.30 0.30 0.50
Kucnopog, 0.10 0.18 0.25 0.35 0.40

TutaH OctanbHasa OcTasibHada yacTb OcTasibHad yacTb  OcTanbHas OcTasibHasa yacTtb

yacTb yacTb

1Kpome cnuTKoB, A1 KOTOPbIX MakcumasibHOe cofepxaHue BoAopoa A0/1KHO cocTaBniaTh 0.010 0 %
(MaccoBasi f,0/1a) 1 NIOCKMX NPOAYKTOB, A1 KOTOPbIX MakCUMasibHOE COflepXaHue BoAopoaa cocTaBnseT
0,015% (maccoBas [oss)

Ta6bnuya 2- MexaHnyeckne cBoOCTBa

Copt Ycnosus Mpeanen YcnoBHblli npegen OTHOcUTesNbHOE OnawveTp onpaBku ons
NpoYHOCTUIL  TekyyecTV nMpu  YyA/MHEHUe*. %. WChbITaHUS Ha u3rné ans
MMa HenponopuuoHab- JINCTOB M NOJI0CC, MM
He meHee HOM YA/IMHEeHUN, He MeHee
Ma, tS2 Mm 2MM <t
He MeHee <5 MM
1ELI  3TOXKEeHHbI 200 140 30 3f 4t
1 OTOXXKEHHbI 240 170 24 3f 4t
2 OTONOKEHHbII 345 275 20 4t 5t
3 OTONOKEHHbII 450 380 18 4t 5t
4A OTOXXKEHHbI 550 483 15 5t 6t
4B Llechopmupo- 680 520 10 6f 6t
3aHHbIN B
KO/1I04HOM
I0CTOSIHUMN

' TpeboBaHWA K PaCTSHKEHMIO, M1acTUYecKol Aedopmalyy 1 CBovicTBam npu urvée 41 nmcta NPUMEHNMbI K
marepuasty, B3ATOMY Kak napasinesnibHo, Tak 1 NepneHaykyNspHO K HanpaBIeHo MpoKaTku.

[nvHa obpasua = 5.65 VS. wm 50 mm. rae - ucxogHas niowaib norepeyHoro ceveHmns B KBagparHbIX
MWIMETPAX.

t = ToNLWWHA IMCTa UK NOJOCKY.
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6 MeToAabl ncnbiTaHnA

MeToabl ucnblTaHns, KoTopble 6yAyT Ucnosb3oBaTbecs ANA onpefesieHns cCOOTBETCTBUSA TpeboBaHUAM
HacTosLero cTaHaapTa, npusefeHsl B Tabnuue 3.

PenpeseHTaTuBHbIe UCMbITyEeMble 06pasubl 4715 OnNpefeneHnss MexaHuyeckux CBOWCTB AO/IKHbl ObiTb
NnoAroToB/IEHLI B COOTBETCTBUMU C NosioxeHnamm MNCO 6892.

Tabnuya 3- Metogpl UcnbitaHms

Tpeb6osaHve CooTBeTCTBYOLWMIA pasgen MeTopg ncnbiTaHns
XumMuueckuii coctas 3 36LwenpuHATbIe NpoLedypbl aHamsa
3a3mMep 3epeH 4 *STM E 112
MexaHunueckme cBoiicTBa 5
Mpeaen NpoyHOCTU Ha paspbiB 4CO 6892
Mpepen TekyyecTtun 4CO 6892
YanuHeHue 4CO 6892
CokpalleHue naowaan 4CO 6892
VcnbiTaHne Ha 13rné 4CO 7438 COrHyTb NUCT Unu nonocy

104 yrinom He meHee 105° BOKpyr
>CHaCTKW, AuaMeTp KOTOPOWi ykasaH B
Tabnuue 2
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MpunoxexHue A
(cnpaBo4Hoe)

CBefeHNA 0 COOTBETCTBUU CChIZTIOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB
HauMoHanbHbIM cTaHgapTam Poccuiickoin ®egepaynn

Ta6bnuua OA.1

O603HauyeHne
CCbI/TIOYHOIO CTteneHb O603HayeHne 1 HammeHoBaHue COOTBETCTBYHOLLETO
MexayHapoaHoro COOTBETCTBUA HalWOHa/IbHOro CTaHgapTa
cTaHpgapTa
NCO 6892:1998 - .
NCO 7438:1995 toT rOCT 14019-2003 (MCO 7438:1985) MaTepuassi
MeTananydyeckue. METO,CI, McnbiTaHUA Ha n3rno.

ACTM E 112:1988 - °

'COOTBETCTBYHOLLWIA HALMOHA/TBHBIN CTaHAAPT OTCYTCTBYET. [0 €ro yTBepXaeHUs pekoMeHayeTcs
1CMO/Ib30BaTL NEPeBO/, Ha PYCCKUI A3bIK JAHHOTO MeXyHapoAHOro cTaHaapTa. Mepesoj AaHHOMo
MeXayHapoHOro CTaHapTa Haxoautes B ®efepasibHOM MHPOPMALIOHHOM (OHAE TEXHUYECKUX PErSTaMEHTOB 1
CTaHIapToB.

MpumMmeyaHune — B HacTosiLel TabnmLe UCMOb30BaHO CeaytoLLee YC/IoBHOe 0603HaueHNe cTeneHn
COOTBETCTBUA CTaHAapTa:

- FOT — naeHTUYHble CTaHaapThI.
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YK 616-089.844:006.354 OKC 11.040.30 T

KnoueBble cfoBa: WMMAAHTaTbl A/s XUPYPIUM, MeTasinyeckne maTepuanbl, fedopmauns u
pacTseHue, MCMbITaHWE Ha pacTsKeHue Mpu TemnepaTtype OKpyxawollei cpefbl, UCMbITAHWE HA W3TKG,
UCTbITaHUSA A1 ONpejeNieHns cpegHero pasmepa vyacTu,

Moanucaxo B nevatb 02.03.2015. dopmar 60x847».
Yen. nedy. n. 0.93. Tupax 32 3k3. 3ak. 845.
MoaroToBneHo Ha OCHOBE 3/1EKTPOHHOV Bepcum, NpeocTaBeHHON pa3paboTumkom cTaHgapTa
$ryn «CTAHOAPTUH®OPM"

123995 MockBsa. ['paHaTHbIN nep.. 4.
«4vw.gostinfo.ru info@gostinfo.ru
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