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[lpeaucnoBue

Llenn nnpuHumnel ctaHgapTusauum B Poccunckon egepaunmn yctaHosneHbl egepanbHbiM 3aKOHOM OT
27 nekadpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHin», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHaapToB Poccunckon egepaummm — OCT P 1.0—2004 «CtaHpgaptusauma B Poccunckon deagepauun.
OCHOBHbIE MONOXEHUAY

CBegeHUA o cTaHgapTe

1 NOAINOTOBIIEH depepancHbiM [ocygapcTBEHHBIM YHUTAPHBIM NpeanpuaTnemMm «lUeHTpanbHbIN
Hay4yHO-nccneagoBaTenbCKMM UHCTUTYT depHou meTtannyprum um. W.IT. bapguHa» (®I'YIT «UHN4epmeT
nm. .. bBapanHa»)Ha ocHoBe COBCTBEHHOIO ayTEHTUYHOIO NepeBoa Ha PYCCKUN AA3bIK CTaHA4apTa, YKasaHHO-
ro B NyHKTEe 4

2 BHECEH TexHun4yeckum komuteToMm no ctaHgaptTusaumum TK 453 «MnnaHTaThl B XUPYRTIAn»

3 YTBEP>XXOEH VW BBEJEH B JEVNCTBWE Mpukasom PenepanbHOro areHTCTBa no TEXHUYECKOMY pery-
nupoBaHunto U meTtpornorim ot 12 Hosa6psa 2010 r. Ne 393-cT

4 Hactoawun ctaHgapT ngeHtudeH mexgyHapogHomy ctaHgapty UCO 5832-1:2007 «MmnnaHTaThl
ana  xupypriun. MeTtannudeckne wmatepuanel. YHacte 1. Hedopmupyemada HepxaBewlwad cTanby
(ISO 5832-1:2007 «Implants for surgery — Metallic materials — Part 1: Wrought stainless steel»).

[lon nNpumMeHeHUM HacTodAWero craHgaptTa pekoMeHAyeTcs WUCMNOoMNb3oBaTb BMECTO CChINTOYHBLIX
MeXayHapoaHbIX CTaHOapTOB COOTBETCTBYOLWME UM HaUWoHanbHbIe cTaHgapTel Poccunckon deaepauum,
CBeAeHUs1 O KOTOPbIX NpuBeaeHsbl B ACNONHUTENBHOM NpUnoxxeHun A

5 BBEAEH BINEPBbIE

ViHgbopmauuss ob U3MeHeHUsIX K HacmosileMy cmaHoapmy nybrnukyemcss 8 eXXe200HO u3dagaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekcm UaMeHeHUU U rornpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX yKalzamensx « HayuoHanbHbele cmaHOapmeiy. B cniydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXkeMeCsIHHO U30asaeMoM UHpopMaylUoOHHOM yKkazamerne «HayuoHarnbHble cmaHOapmeily. Coomeemcmey-
fowas UHgbopmayus, yeeooMrieHue U meKkcmaei pasMelaromcs makxe 8 UHpopMayUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsioauu 8 cemu MIHmepHem

© CtaHgapTuHgopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
CMOTpPEH B KadyecTBe odunLnanbHoOro nsgaHua bes paspewleHnsa PeageparibHOro areHTCTBa No TEXHUYECKOMY
peryimpoBaHNo U METPOSIOM UM
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

UMITJTIAHTATDI OJ1A XUPYPI UMN.
METAJJIMMECKUE MATEPUAIIDBI

YacTthb 1

CTanb KOppoO3MOHHO-CTOMUKaA (HepXxaBewLwan) aeopMmupyemasn

Implants for surgery. Metallic materials. Part 1. Wrought stainless steel

IlaTta BBegeHnsa — 2011—11—01

1 O6nacTtb NpUMeHeHUA

HacToswmnn ctaHgapT ycTaHaBNMBaET TpebOBaAHUSA K XapakTepUCcTUKaM U MeTogam UCnbiTaHU NpoKaTa
N3 0edopMNUPYEMOUN KOPPO3IMOHHO-CTOUKOW (HepXKaBeloLllen) ctanu, npegHasHadyeHHoro Ana U3roToBneHus
XUPYPrnyecknx MMnNaHTaToB.

[TpumevyaHwms

1 MexaHnveckne CBOUCTBA CTanmn, NONyYeHHble Ha 0b6pa3suax n3 roToBOW NPOAYKUUK, MOTYT OTNNYATBCS OT YKA3aH-
HbIX B HACTOSLWEM CTaHOApPTe.

2 Crtanb, npeacrasrieHHas B HacToswem ctaHgapre, cooreetctByeT UNS S31673 B ctangaptax ASTM F 138 [1],
ASTMF 139 [2], a Takke ctanun nog Homepom 1.4441 B ctangapTte DIN 17443 [3].

2 HopMmaTuBHbIE CChINKN

B HacToslem cTaHaapTe UCMONb30BaHbl HOPMaTUBHBIE CChINKU Ha cneaytowme ctaHaapTtel. ns Heaa-
TUPOBAaHHbLIX CCLINOK crieayeT UCNONb30OBAaTb NocneaHee AeUCTBYOLLEE n3daHKe.

NCO 377 CtanbucTtanbHble n3genus. PacnonokeHme nnpuroToBrneHne UCNbITbIBaeMbIX 00pa3LoB ANS
KOHKPETHbIX MeXaHU4YeCKUX UCMbITaHU

NMCQO 404 Cranb uctanbHble nzgenua. Obuine TeXxHM4YecKmne ycrnoBus NoCTaBKN

NMCO 437 Ctanb nuyryH. OnpegeneHue obliero cogepxaHua yrnepoga. 'paBMmMeTpuUdecknin Meto co
CKUraHnem obpasua

NCO 439 Cranb n4yyryH. Onpegenenune obLlero cogepxaHnua KpemHus. ['paBumMmeTpruvecknin Meto

NCO 629 Ctanb nuyryH. OnpegeneHue coaepXaHna mapraHua. CnektpogpoToMeTpnuiyeckum metoa

NCO 643 Ctanun. MeTannorpaguyecknm MeToa onpeaeneHns BManMmMoro pasmepa sepHa

MCO 671 Ctanb n4yryH. OnpegeneHune cogepxaHusi cepbl. TUTPUMETPUYECKNNA MeTOo[ CO CKUTaHUeM
obpasua

NCO 4967:1998 Crtanun. OnpegeneHne coaepxaHnusa HemeTannmyecknx BknoveHnn. Metannorpadgu-
yecknn meTo c NPUMEHEHNEM CTaHAapTHLIX Anarpamm

NCO 6892 MeTtannuueckmne matepuansl. IcnbiTaHWe Ha pacTaXeHne npu TemMnepaTtype oKpyXatoLen
cpeabl

NMCO 10714 CTanbundyryH. OnpegeneHune cogepxaHusa gocdopa. CnekTpodoToMeTpUiecknn MeTod C
npumeHeHnem monndaarta gpocdoBaHagus

3 XmumMmnyecKkum cocrtas

3.1 O6pa3ubl ANa uccnegoBaHUun
OT60p 0bpa3yOoB ANA aHaNM30B cneayeTt NPoBOAUTb B COOTBETCTBUN ¢ TpeboBaHuamn NCQO 377 .

U3paHune odbmumanbHoe
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3.2 CocTaB cTanu no nnaBoYHOMY aHanusy

XNMUYECKMIA cocTaB cTanmn no NaBoyYHOMY aHannay, onpeaernieHHbli B COOTBETCTBUN C pas3agenioMm6, Aon-
)KEH COOTBETCTBOBATb COCTaBY, NpMBeAeHHOMY B Tabnuue 1.
CoaepxxaHue xpoma 1 MmonmbaeHa B cTanu A0IMKHO YAOBIETBOPATL Clie4YHoLLEMY YCIIOBUIO:

3,3Wy,, + W, > 26,

rae Wy, — MaccoBas gonsd monubaeHa, B npoLueHTax;
W, — MaccoBas oNnd Xpoma, B NpoLeHTax.

Tadbnwuwua 1 — XUMUYECKUN COCTAaB

ONEeMeHT Maccoeada gons anemeHTtoB, %
Yrnepopa He 6onee 0,030
KpemMHun He 6onee 1,0
Mapraneu He 6onee 1,0
dDocgop He 6onee 0,025
Cepa He 6onee 0,010
A30T He bonee 0,10
XPOM 17,0—19.0
MonndaeH 2,25—3,0/2,25—3,00"
Hukenb 13,0—15,0
Meab He 6onee 0,50
Keneso OcHoBa
* B 3HameHarTerne npuBeaeHa 3anncb, NPpUHATas Ha Tepputopun Poccunckon Pepepaumm.

4 MuKpocCTpyKTypaB TepMoobpadboTtaHHOM!) COCTOAHUN

4.1 Benu4inHa sepHa

AyCTeHUTHOE 3epHO, onpeaeneHHoe B COOTBETCTBUN C pa3aenioM 6, He 4OTKHO BbITk KpynHee 5-ro Homepa.

4.2 MUKpOCTPYKTYpa

MWKPOCTPYKTYpa cTanu He go/MKHa cogepKaTb genbta-peppuT, Xmu-(y ) Mnn curma-gasy npu uccnegoBa-

HUW B COOTBETCTBUN C pa3aenomo.
4.3 HemetTannuyeckue BKNKOYeHUA

3arpssHeHHOCTb cTan HemMeTanIM4eckUMn BKITFOYEHUAMMN, onpeaerieHHas B COOTBETCTBUM C pas3aeniomMo,
Ha KOHEYHOM pasMepe ropavyeKaTaHoro npokaTa He JOoIMKHa NpeBbILLAaTh 3Ha4YeHU, NpuBeaeHHbIX B Tabnuue 2.

[ PUMMEYaAaHWNE— Bo3MoOXHO NnpMmeHeHne BakKyyMmHOIro Uit anekKrTpownakoBoro neperrasa and nolyvYyeHmnA

crarlin, OTBE‘-IEIPOLI.I,Eﬁ VKA3aHHbIM Tp96OBaHHFIM Mo YNCTOTE.

Tabnwuua 2— Hopmbl 3arpaA3HEHHOCTU CTanu HEMETanMMYeCKMMU BKITIOYEHUSAMMU

HemeTannuyeckme BkIYeHusa, dann

Bua BknoveHumn

TOHKasn cepus

Toncraa cepusa®

He bonee
Cynbthmngbl (A) 1,5 1/1,0
AntoMmuHaTol (B) 1,5 1/1,0
Cunukatsbl (C) 1,5 1/1,0
Okcunabl rnobynsapHbelie (D) 1,5 1/1,0

* B s3HameHaTene npuBeaeHa 3anucb, NPUHATaN Ha Tepputopumn Poccnnckon Pepepaumnn.

1)

MeTtoq TepmMmuueckon obpaboTKu BeIDMpaeT N3roToBUTENb ANs AOCTUXEHUA TPEObyEMbIX CBOUCTB.
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5 MexaHn4yeckue cBOUCTBaA

5.1 O6pasubl oNs UCNbITAHUS

OTO0p MNOAroTOBKY 0Opas3LIOB ANA UCNLITAHWUSA Ha pacTsXKEeHWUE NPOBOAAT B COOTBETCTBUN C TPEDOBAHUSI-
M ACO 377.

5.2 UcnbiTaHUe Ha pacTaAXeHue

CBOWCTBA cTanu B 3aBUCUMOCTU OT BMAa MeTannonpoaykLumm: copTOBOro npokaTa, npoBONOKU, NUCTA
MU NEHTI, MPU UCNbITAHWUW Ha pacTsXKeHWe B COOTBETCTBUN C pa3aerioM 6 40MKHbI COOTBETCTBOBATL 3HAYEH -
M, NpUBeAeHHbIM B Tabnuuax 3, 5 1 6 COOTBETCTBEHHO.

Ecnu ognH U3 ncnelTyemMmbix 00pasLoB He OTBEYaEeT YCTAHOBNEHHLIM TPEOOBAHUSM UIN pa3pyLLUAaeTCH 3a
npegenamMmu pacyeTHOW ANnHbl obpasua, NpoBoAAT NOBTOPHbLIE UCMLITAHUA B COOTBETCTBUN € TpeboBaHUAMN

NCO 404.
5.3 PacyeTHass AnNnuHa
PacueTHasa anuHa aomkHa coctaBnath 5,65,/S, nnu 50 MM B 3aBUCMMOCTU OT TONLLUWHLI, AnamMeTpa d

obpasLa v HavansHou niowaan nonepeyHoro cevyeHnsa S, npodung, B KsagpaTHbIX MUNTIIUMETpax (CM. Tab-
nmubl 4 n 7).

Tabnwuya 3 — MexaHn4eckne CBOMCTBA COPTOBOro NpokaTa

[lpenen TekydecTu OTHOCUTENBHOE
- OuameTp nnu llpenen Npo4HOCTU Rp, , (o4 ,), Mlla | yonuHeHue A (3), %
OCTORHNE TONwMHa d, MM Rm (o), MlNa
He MeHee
TepmoobpaboTaHHoe” Bce paamepbl 490—690 190 40
XonoaHoaedopMMPOBaHHOE He bonee 22 860—1100 690 12
Bbicokon TBepAoCTU He bonee 8 He 6onee 1400 — —
* MeTon Tepmmnyeckon obpaboTku BbIBUpaeT N3aroToBUTENb ANS AOCTUXEHUSA TPeDbyeMbIX CBONCTB.

Tabnwua 4 — 3aBNCMMOCTb PACYETHOM ANMHBI 0Dpa3ua OT CopTamMmeHTa MeTannonpoaAyKUnn

Pac4yeTHana anuHa
MeTannonpoaykuus
50 MM 5,65,/S,
Kpyrnbin npokar, NnpoBOSIoKa bonee 5 mm He bonee 5 mm
Mpodunu S, > 40 MM* S, < 40 Mm?

Tabnwuya 5— MexaHnyeckne CBOUCTBA NPOBONOKM

OTHOCUTENBHOE vonnHeHne
[Tpenen npovHoOCTH A (3), %
CocTosHue OuameTp d, Mm Rm (o), MMa

HE MeHee
TepmoobpabotaHHoe” 0,025<d<0,13 He bonee 1000 30
0,13 <d<0,23 He 6onee 930 30
0,23 <d<0,38 He 6onee 890 35
0,38 <d<0,5 He 6onee 860 40
05<d<0,65 He 6onee 820 40
bonee 0,65 He 6onee 800 40
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OkonyaHue mabnuubsi 5

OTHOCUTENBHOE YANIMHEHNE

M R A (8), %

CocTosiHue OuameTp d, Mm penen npodHocT Rm (op), )
Mlla

HE MeHee
XONoaHOTAHYTOE™™ 0,2<d<L0,7 1600—1850 —
0,7<d <1 1500—1750 —
1<d<1,5 1400—1650 —
1,5<d<? 1350—1600 —

* MeTtoa Tepmmnyeckon 0bpaboTku BbIbMpaeT N3aroToBUTENb ANS AOCTUXEHNSA TPebyeMblX CBOUCTB.
** 1o TpeboBaHnio NOTPEBUTENS XONOAHOTAHYTAs NPOBONIOKA MOXET NOCTaBNATLCA C Bonee BbICOKOW NPOYHOCTLIO.

Tabnwnmuya 6 — MexaHn4yeckme CBOUCTBA NEHTbl U NMUCTA

| pefesn TekKy4qecCtu OTHO;:;EE;;OE
[lpenen NpoYHOCTU RPg ,» (04 5), Mlla yi\ (). %
CocTtosAHue Rm (c,), MMa , /0
He MeHee
TepmoobpaboTaHHoe* 490—690 190 40
XonogHoaeopMUPOBaHHOE 860—1100 690 10

* MeToa Tepmmnyeckon obpaboTku BeibnpaeT N3aroToBUTENb ANA AOCTUXEHNSA TPEebyeMbIX CBOUCTB.

Tabnwua 7 — 3aBUCMMOCTb PpacyYeTHOM ANMHbI 00pa3sua OT TOMNWWHBI METANNONPOAYKLUNA

PacyeTHasa AnuHa

MeTannonpoaykuus
50 Mm 5,65,/S

NeHTa, NueT Bonee 1,5 mm He 6onee 1,5 Mm

6 MeTtoabl UCNbITaAHUN

MeToabl UCnbITaHWU Ang onpeaeneHusa TpeboBaHUN HacTodALWero ctTaHaapTa npuseaeHbl B Tabnuue 8.

abnnua 8 — MeToabl nCNbITaAHUN

TpeboBaHue Pasnen unu nogpasgen craHaapTa MeTon ucneiTaHuin

XNMUYECKNIN COCTAaB: 3

yrnepoa NCO 437

KPpEMHUIA NCO 439

MapraHeu NCO 629

cepa NCO 671

dhocop NCO 10714

apyrve snemeHTol [lpnHATBIE aHANUTUYECKNE METOOUNKN (Me-

Toabl NCO, ecnn TakoBbl€ CYLWLECTBYIOT)

BenvnynHa 3epHa 4.1 NCO 643~
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TpeboeaHue

Pasnen wnu noapasaen ctaHaapTa

MeTtoa ncnbiTaHUu

MuKpOoCTpyKTYpa

4.2

a) metannorpadpunyeckum crnocobom noaroTaBm-
BaloT obpasubl B TepMoobpaboTaHHOM™ COCTOSHUM C

NPOAONbHBIMY U MONEPEYUHbIMU LINUPamu;
b) ncnonb3ys nM3aBeCcTHbIE METOAUKM 0Dpa3ubl pac-
CMaTPMBALOT NPU CTOKPATHOM YBENMUYEHUUN HA HANUYNE

Unn OTCYTCTBUE Aenbra-hepputa n Kapomaos

OueHKa BKITHYEeHUN

4.3

NCO 4967:1998, metoa A, nnactuna ll

MexaHnvyeckme cBOUCTBA:
- npeaen npPo4vHoOCTY;
- Npeaen TEKy4YecTu;
- OTHOCUTENBHOE
yOITMHEHNE

MCO 6892, ana CcOOTBETCTBYIOLWENo Buga Mertarn-
nonpoaykumm

*MpegnovTntenbHo oTOMpaTh 06pa3uUbl ANs onpeaeneHns BENMYMHbI 3epHa Nnocne NocneagHero pexmma TepmMmmyec-
Kon 0bpaboTKm nepen 3akniynTenbHOW onepaumen xonogHon aedopmaumn. Ecnn obpasubl oTbmnpatoT nocne 3akmio-

YMTENbHOW onepaunm xonoaHon gedopmauumm, Npodbl AOMKHLI BbITb MOArOTOBMNEHbI C NONEPEYHbIMU WU amn.
** MeToa Tepmudeckon 06paboTkn BbIOMPAET NIrOTOBUTENDb AN AOCTUXKEHUS TPEbyeMbIX CBOUCTB.
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Mpunoxenwne A
(cnpaBo4HoOe€)

CBegeHUA 0 COOTBETCTBUU CCbINTOYHbLIX MeXAYHapPpOoAHbIX CTaHAApPTOB HaUMOHaNbHbLIM CTaHOapTam
Poccumnckou ®epgepauunm

Tadbnwua OA.1

Obo3Ha4veHue
CCbINMOYHOro
CTeneHb COOTBETCTBUA OB03HAYEHNE U HAMMEHOBAHUE COOTEBETCTBYKLWEro HauMoHanbHOro CTaHAaapTa
MEXOYHAPOOHOro
cTaHaapTa

NCO 377 — *

NCO 404 — x

NCO 437 — *

NCO 439 MOD [OCT 12346—78 (MCO 439—82) Crtann nernpoBaHHbIE U BbICOKOIE-
rmpoBaHHble. MeToabl onpegeneHus cogepxaHnst KpeMmHUs

NCO 629 MOD [OCT 12348—78 (MCO 629—82) Ctann nernpoBaHHbIE U BbICOKOIIE-
rmpoBaHHble. MeToabl onpeaeneHus cogepxaHms mapraHua
[[OCT 22536.5—87 (NCO 629—82) Cranb yrnepoancras n YyryH He-
nernpoBaHHbIn. MeTtoabl onpeaeneHns mapradua

NCO 643 — *

NCO 671 MOD [OCT 12345—2001 (MCO 671—82) Crtann nernpoBaHHbIE U BbICOKO-
nernpoBaHHble. MeToabl onpegeneHns cogepxaHnsa cepsol

NCO 4967.1998 MOD [[OCT 1778—70 (MCO 4967——79) Cranb. MeTannorpadpunyeckne me-
TOAbl onpeaeneHns HemMmeTannM4Yeckux BKITIOYEeHUN

NCO 6892 MOD [OCT 1497—84 (UCO 6892—84) Metannbl. Metogbl ucnbitTaHnsa Ha
pacTsKeHne
[[OCT 10006—80 (MCO 6892—84) Tpybbl meTannudveckmne. Metog uc-
NbiTAHUA HA PpacTsXXeHne
[[OCT 10446—80 (NCO 6892—84) lNposonoka. MeTog ncnbiTaHnsi Ha
pacTsiKeHne

NCO 10714 — *

NCO 14284 — *

* COOTBETCTBYOLWMN HAUMOHAlNbHbIN cTaHAapT oTcyTCcTBYET. 10 ero yrBepxgeHus pekoMmeHayeTcs NCnonb3oBaTh
NepeBo Ha PYyCCKUM A3bIK OAHHOIO MexayHapogHoro craHgapra. [lepesog A4aHHOIo MexayHapogHoro ctaHgapra Ha-
xoantcsd B PegepalnbHOM MHPOPMALUNOHHOM (POHAE pernameHToB U CTaHOAPTOB.

[Tpnmedanune—B HacToawen Tabnuue NCcNonb3o0BaHO cneaylee ycnoBHoe 0603Ha4YeHne CTENEHN COOT-
BETCTBUA CTAHOAPTOB:
- MOD — moanduumnpoBaHHble cTaHOAPTHI.




[OCT P UCO 5832-1—2010

bubnuorpadpua

[1] ASTMF 138—03 TexHn4eckue ycrioBusi HanpokaT v NPOBONOKY N3 4eROPMUPYEMOUN KOPPO3INOHHO-CTONKON CTanwu
18 xpoma — 14 Hukensa — 2,5 monubaeHa ansa xupyprudecknx umnnanratoB (UNS S31673)

[2] ASTMF 139—03 TexHu4veckne ycrnoBms Ha TOHKUW NMUCT U NEHTY n3 aedhopMnpyemMon KOppo3NOHHO-CTOUKOW CTa-
nn 18 xpoma — 14 Hukens — 2,5 monnbaeHa ans xupyprndecknx umnnadtatoB (UNS S31673)

[3] DIN 17443 Ctanb KOPPO3INOHHO-CTONKAA ONA XUPYPIUYECKNX UMMINAHTATOB. [ eXHUYECKNE yCIOBUA NOCTABKA
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