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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NOAINOTOBJIEH ®epgepanbHbIM ['ocygapcTBEHHBIM YHUTaAPHBIM NpeanpuaTtnem «LleHTpanbHbIN Ha-
YUYHO-UCCNeaoBaTeNbCKUN UHCTUTYT YepHou mMeTannyprum um. W. T1. bapauHa» (PI'YI1T «UHWN4YepmeT
nm. W. I'l. bBapanHa») Ha oCcHOBe COBCTBEHHOIO ayTEHTUYHOrO nepesoaa ctaHaapTa, YKasaHHOro B NMyHKTe 4

2 BHECEH TexHuyeckum komuteTomM no ctaHgaptmusayum TK 453 «IMnnaHTaTtel B XUPYPrmy»

3 YTBEPXOEH 1 BBEJEH B JENCTBWE Mpukazom PefepansHoro areHTcTBa no TEXHUYECKOMY pe-
rynupoBaHuto U metponornm ot 11 gekabpst 2009 r. Ne 713-cT

4 HacTtodwun ctaHgapT naeHtudeH mexayHapogHomy ctaHgapTty NCO 5832-9:2007 «MmnnaHTaThl
ana xupypriun. Metannuyeckme matepmanel. Hactb 9. Ctanb Hepxasewwaa aedpopmMmupyemasd ¢ BbICOKUM CO-
aepxaHmem asota» (ISO 5832-9:2007 «Implants for surgery — Metallic materials — Part 9: Wrought high
nitrogen stainless steel»)

5 BBEAEH BI'NEPBbIE

VIHQpopmMauyuss ob UIMEeHEeHUAX K HacmosaweMy cmaHoapmy rnybrukyemcsi 8 eXxe200H0 u3oasaeMoM UH-
opMalyUOHHOM yKazamerne «HalyuoHarnbHbIe cmaHoapmbl», @ mekcm U3MeHeHUU U rMorpasok — 8 exXeMe-
CSYHO U30asaeMbiX UHGbOpMalUUOHHBIX yKa3zamersax «HaluuoHaneHbie cmaHoapmsbi». B cniydae rnepecmompa
(3aMeHbl) U omMeHbl Hacmosuwj,e2o cmaHoapma coomseemcemesyroujee yseoomrieHue byoem onybriukoeaHo
8 eXXeMEeCSYHO u3oasaeMoM UHpOPpMallUOHHOM yKa3amerne «HauuoHanbHbie cmaHOapmabi». Coomeemcecmay-
fouas UHgpopMayusi, yeeOoMIeHuUe U meKkecmabi pasMellaromces makxe 8 UHQopMalUlUuoHHOU cucmeme obuiezo
rof1b308aHUss — Ha ocbuyuansHoM calime ®PedepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Mempornozauu 8 cemu MIHmepHem

© CTtaHgapTuHdgopm, 2010

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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HAUMWOHANBbHBIUWNW CTAHOAPT POCCUUCKOWN PEOEPALUMN

UMIMNAHTATDBI ONA XUPYPITMA. METAJTITNTUYECKUE MATEPUAITDBI
YacTtb 9

CTanb KOppO3UOHHO-CTOUKaA (HepxxaBewLwan) gechopmmpyemasn
C NOBbIWEeHHbLIM cogepXaHMeM a3oTa

Implants for surgery. Metallic matenials. Part 9. Wrought high nitrogen stainless steel

Ilata BBeaeHna — 2010—09—01

1 O6nactb NpMeHeHUA

HacTosawmnn ctaHaapT ycTaHaBnMBaeT TpeboBaHUA K XapakTepuUcTUMKamMm U MeTogam UCnbITaHU NpoKaTa
M3 aeopMnUpyemMon Koppo3nMoHHO-CTOUKOW (HepXaBetoLlen) ctanu ¢ MmaccoBon gonen asota ot 0,25 % Ao
0,50 %, npeaHasHa4YeHHOro AN N3roTOBMNEHUSA XMPYPTMYEeCKUX MMMNMAHTaTOB C BbICOKUM YPOBHEM MPOYHOCTA
N KOPPO3NOHHOW CTOUKOCTH.

[TpumedvdaHwus

1 MexaHnuyeckmne cBoncTBa obpasua u3 rotoBon Npoaykumm JaHHOW CTanun MOryT OTNIMYaTbCA OT YKA3aHHbIX B Ha-

CTOSILLEM CTaHOapTe.
2 TpeboBaHWsA K APYrMM HEPXKABEIOLWMM CTansam ans Xmpypruieckmx nmnnanratos cMm. B ICO 5832-1.

2 HopmaTuBHbIe CCbINKN

B HacTosdweM cTaHgapTe UCNoNb3oBaHbl HOPMaTUBHBIE CChINKK Ha cneaytolwue ctaHaapThl:

NCO 377 Ctanb 1 cTtanbHble U3genus. PacnonoXeHne u NnpuroToBrNeHNe UCMbITbIBAEMbIX 0Opas3LoB
ONA KOHKPETHBIX MeXaHNYeCKUX UCTbITaHNU

NCO 404:1992 Ctanb 1 ctanbHble nsgenusa. Obwme TexXHUYeCKNe yCnoBmst NOCTaBKA

MCO 437 Cranb n4yryH. OnpeaeneHne obulero cogepxxaHua yrnepoaa. [ paBuMeTpuy4eckun MeTon co
CKUraHmem obpasua

NCO 439 Cranb 1 4yryH. OnpeageneHue obLlero cogepXxaHms KpeMuus. ['paBumeTpruieckun Meto

NCO 629 Crtanb 1 4vyryH. OnpegeneHne cogepXaHuda MmapraHua. CnektpogotTomMmeTpudecknn Metoq

NCO 643 Crtanun. Metannorpadguiyecknia Metoa onpeaeneHnsa BUAMMOro pasmMmepa 3epHa

NMCO 671 Ctanb n4yryH. OnpegeneHune cogepxaHus cepbl. TUTPUMETPUYECKUA MEeTOA CO CKUTaHNEM
obpasua

NCO 3651-2 OnpepeneHne CTOUKOCTU K MEXKPUCTANMUATHOW KOPPO3UU Hep)XaBewLwnx cTanen.
UacTb 2. PeppUTHEIE, ayCTeHUTHLIe U peppuUTo-aycTeHUTHbIe (AByXdpasHble) cTann. Koppo3noHHOe UCNbITa-
HMe B cpede, coaepXallen cepHyo KUCNOTY

NCO 4967:1998 Ctanu. OnpegeneHne coaepXaHnUa HeMeTannmmyeckux BkoveHnA. MeTtannorpadu-
yecknnm MeToq ¢ NPUMEeHEHNEM CTaHOapPTHLIX AnarpamMmm

NCO 5832-1 mnnaHTaTthl gnga xupyprun. Metannuieckue matepuansl. Hacte 1. [ledopmupyemasn He-
pXXaBelolas ctalnb

NCO 6892 MeTtannuueckne martepuarnsl. IcnbiTaHMe Ha pacTaXXeHne Npu TeMnepaTtype oKpyXxaroLen
cpeabl

MCO 10714 Ctanb ndyryH. OnpegeneHune cogepxaHna gpocgopa. CnekTpopoToMeTPUYeCKUA MeToa C
npumeHeHnem monubaarta pocdroBaHagms

[TpumeyaHune—nsa HegaTMPOBaHHbLIX CCbINMOK CneayeT Ucnonb3oBaTh NocrnegHee AEeNCTBYOWEE n3gaHue.

U3pgaHne odbvumanbHoe
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3 XMMn4yeCcKkmMun cocrtaB

3.1 Ob6pasubl AnNa uccnenoBaHUi
OTbop 0bpasLoB ANd aHanM3oB ACBKEH NPOBOANTLCA B COOTBETCTBUKU ¢ TpeboBaHuammn NCO 377.

3.2 XumMmnieckKknum cocrtaB nnaBKu

AHannabl XMMUYECKOro CoCTara NiaBokK cTanu, onpeaensiembie B COOTBETCTBUM C pa3aeniomM 6, A0IKHbI
COOTBETCTBOBATb COCTaBY, yKazaHHOMY B Tabnuue 1.

Tadtbnmnua 1 — XUMUYECKUN COCTAaB

InemeHT Maccoeaa nona'), %
Yrnepop He bonee 0,08
KpeMHun He bonee 0,75
Mapraneu 2 —4.25/2,00 — 4,25
Hukenb 9 —11/9.0— 11,0
Xpom 19,5 — 22/19,5 — 22,0
MonnbaeH 2,0—3.0
Huobun 0,25 —0,8/0,25 — 0,80
Cepa He bonee 0,01
docdop He bonee 0,025
Meab He bonee 0,25
A30T 0,25 —0,5/0,25 — 0,50
Keneso OcHoBa
[Tpo4ne npumecn:
Ka)gas He 6onee 0,1
BCE He 6onee 0,4
B 3HameHaTene yKa3aHO HanncaHme cogepxaHus arneMeHToB, MPUHATOE Ha Tepputopun Poccnnckon Pegepaumn.

4 MuKpOCTPYKTypa B TepMoo6paboTaHHOM' COCTOAHUM

4.1 Benun4yunHa sepHa

AYCTEHUTHOE 3epHO, onpeaeneHHoe B COOTBETCTBUM C pa3aenom 7, He AOMKHO BbITb KpynHee 4-ro Ho-
Mepa.

4.2 OTCcyTCcTBMUE genbTa-heppuTta

[Tpn nccnegoBaHUM B COOTBETCTBUM € TAabNMUEN 6 B MUKPOCTPYKTYPE CTanm He AOJBKHO ObiTb Aeflb-
Ta-depputa.

4.3 OueHKa BKNMYeHUN

3arpsa3HeHHOCTb CTanu HemMeTanMyeckuMun BKIIIoYeHnaSMK, onpeaensemMasl B COOTBETCTBUM C pasfe-
NTOM 7, Ha XapaKTepHOWN 3aroToBKe UMW Ha obpasLuax ropadyekaTaHoro npokarta TonwmHon He bonee 150 Mm He
OOKHA NpeBbIWAaTh 3Ha4YeHU, NpuBeaeHHbIX B Tabnuue 2.

[MTpumeyaHune— ObbMHO HA MPAKTUKE NPUMEHSAETCSH CTanb NOCNe 3MeKTPOLLNakoBOro nepennasa, obnagato-
was Tpebyemon YncToTon Metanna no NPUMecsiM U ApyrmmMmm AoNONHUTENBbHLIMU MPEUMYLLECTBAMM.

Y MeTog TepMuueckoli 06paboTku BbIGMPaeT N3roTOBUTENb ANst AOCTVKEHUS TpebyemblX CBOUCTB.
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Tabnuwuya 22— Hopmbl 3arpsA3HEHHOCTU BKITIOYEHUSAMUA

OueHKa BKN4YeHUM, dann, He bonee
Bua BknoveHuu
TOHKaA cepus TONICTanA cepus
Cynbdunabl (A) 1,5 1,5
AntoMmunartsl (B) 2 1,5
Cunukatbl (C) 2 1,5
Okcungbl rnodynsapHbele (D) 2,5 1,5

5 KoppoO3noHHasaA CTOUKOCTb

CTanb A0MKHA OblTb CTOMKON K MEXKPUCTANMUTHON KOPPO3UM Npu uUcnbiTaHum no metoay MoHuneH-
Hu-LLTpaycc B cooTBeTCTBMIU C pasaenomM 7 nocne npeasaputenbHOro Harpesa UCnblTyemMoro obpasua npu
TemMnepatype 675 °C B TedeHUe 1 4 1 oxnaxxgeHua Ha Bo3gyxe.

6 MexaHn4yeckme CBOUCTBA

CBOWCTBA CTanu B 3aBUCUMOCTM OT BUAA NpoKaTa Npu UCNbITaHUN Ha pacTshKeHNe B COOTBETCTBUN C pas-
aenom 7 OomKHbl COOTBETCTBOBATL TpeboBaHmam tabnuy, 3, 4 unn 5.

Ecnun ognH U3 UCnbITyeMbIX 0bpasL OB He OTBeYaeT YCTaHOBMEHHbIM TpeboBaHUAM UMK paspylUlaeTcs 3a
npegenamMmum pacyeTHOU ANUHBbI 0bpasua, NPOBOAATCHA NMOBTOPHbIE UCMBITAHUA B COOTBETCTBUM C TpebOBaHUSI-
M NCO 404 (noanyHkT 8.4.3.4).

Tabnuya 33— MexaHn4veckue CBONCTBA Npokara

[lpenen npo4vHOCTH [lpenen TekyvecTu OTHOCUTENBHOE
OuameTp Rm (o,), Mlla Rpg, (6, ,), Mla yanuHeHue A (), %
CoCcTOAAHME NN TONWKUHA
d, MM
He MeHee

TepmoobpaboTaHHoe" He 6onee 80 740 430 35
CpeaHeli TBepaoCTH He 6onee 20 1000 700 20
Teepgoe He 6onee 207 1100 1000 10

" MeToa Tepmmuueckor 06paboTky BbIBMPaeT N3roTOBUTENb AN AOCTWKEHUS TpebyemblX CBONCTB.

°) lonyckatoTcs Apyrve pasmepbl No COrMacoBaHUIO 3rOTOBUTENS C NOTpebuTenem.

Tabnwunua 4 — MexaHn4veckne CBOUCTBA NMPOBONOKU U MPYTKOB

lpeaen nNpoYHOCTU OTHOCUTENBHOE
Rm (o), Mla yanuHeHue A (38), %
CocTosiHue OuameTp d, mm
HE MEHEE

TepmooBpaboTaHHasi” NpoBonoka 0,229 < d < 0,381 1340 25

0,381 <d < 0,508 [10 cornacoBaHuio
0,508 < d < 0,635 1040 25
0,635 <d < 0,889 1030 25
0,889 < d 1020 25
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OkonyaHue mabnuubsi 4

[Tpepen NnpovHOCTH OTHOCUTENBLHOE
Rm (o), Mla yanuHeHue A (9), %
CocTosiHue OuameTp d, Mm
He MeHee

XONOOHOTAHYThLIU NPYTOK 3 1800 4
3,5 1740 4
4 1600 4
4,5 1460 4
5 1320 6
5,5 1200 3
6 1060 12

Y MeTog Tepmuueckor 06paboTkv BbIBUPaeT U3roTOBUTENb AN AOCTVXKEHUS TpebyembIX CBOUCTB.

Tadbnwuwua 5— MexaHndyeckne CBOUCTBA TOHKOIO IMCTA N NEHTh

[lpenen NpovHOCTU [lpepen Teky4vecTu OTHOCUTENBHOS YANMUHEHNE
Rm (o), Mlla Rp, , (o,,), Mla A (38), %
CocTosiHUE | |
He MeHee
Tepmoo6paboTaHHoe” 770 465 35
' MeToq TepMuueckomn o6paboTkn BbIBUPaeT M3rOTOBUTENL AN AOCTUKEHWS TpebyemMblX CBOUCTB.

7 MeToabl nCNbITaHNUA

MeToabl UcnbITaHMK ANg onpeaeneHns CoOoTBETCTBUA TpeboBaHU HACTOoSILLEMY cTaHdapTy NpuBeeHbl
B Tabnuue 6.

Buibop 1 noarotoBka obpasyoB ANA UCMbITAHUMA Ha pacTsKeHue AOMKHblI oTBedaTb TpeboBaHUAM
NCO 377.

Tadbnuwua 6 —MeToabl UCNbITAHUIA

Paznen unu
TpeboBaHus nogpasaen MeTtoa ncneitaHuu
cTaHaapTa

XNMUYECKUN COCTAB: 3

- yrnepoga,; NCO 437

- KpEMHUWY; NCO 439

- MapraHedu; NCO 629

- cepa; NCO 671

- ¢hocpop; NCO 10714

- Apyrve anemeHThbl puHATEIE aHanuTudeckne metogaukn (metogbl VNCO,
€CINN TaKOBbI€ CYLLLECTBYIOT)

BenvnynHa 3epHa 4.1 NCO 643

OTcyTCcTBME genbra-epputa 4.2 a) metannorpadpmnyeckum cnocobom noaroTaBnMBatloT
06pasLbl B TepMoo6paboTaHHOM " COCTOSIHMM C NPOAOTbHbI-
MW U NOMnepeYHbIMuy WNngamu;

6) ncnonb3ys M3BECTHblIE METOAUKKN, 0bpa3sLubl paccmar-

PUBAIOT NPU CTOKPATHOM YBEINUYEHUU HA Hanndume unm oT-
CyTCTBUE aenbTa-depputa

OueHKa BKIMIoYEeHUN 4.3 NCO 4967:1998, meTtoa A

Koppo3anoHHas CTOUKOCTDb 5 NCO 3651-2
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Pasnen unu
TpeboBaHus noapasaen MeTtoa ncneiTaHuu
cTaHgapTa
MexaHn4yeckmne CBOUCTBA: 6 NCO 6892, ans cCOOTBETCTBYIOLWEINO COpTaMeHTa cTanv

- Npeaen NPo4YHOCTY;
- Npeaen TeKy4ecTu;
- YANUHEHNE

Y MeToa TepMuueckor 06paboTkv BbIGMPaeT U3roTOBUTENb AN AOCTWKEHUS TpebyemblX CBONCTB.

[MpnnoxeHve A
(oba3aTenbHoOE)

CBeleHUA O COOTBETCTBUU HaLUOHaNbHbIX cTaHaapToB Poccunckou ®eaepalun cCbiNMOYHbIM

MeXAYHapoaHbIM CTaHAapTam

OBo3HaAYeHNe CChITOYHOro
MEXOYHapOAHOro craHgapra

OBo3Ha4YeHUe n HAauMMeHOBaHUe COOTBETCTBYHLWEro HauynoHanbHOro CtaHaapTa

NCO 377

[[OCT 7565—81 (NCO 377-2—89) YyryH, ctanb ncnnaebl. Metog otbopa npob ans
onpeaeneHns XMMmNYeCckoro coctasa

NCO 404:1992

*

NCO 437 *

NCO 439 [[OCT 12346—78 (NCO 439—82, NCO 4829-1—86) Ctanu nernpoBaHHbIE N BbICO-
KonermpoBaHHbole. Metoabl onpegeneHns KpeMHUS

NCO 629 [OCT 12348—78 CTtanu nermpoBaHHbIE U BbICOKONernpoBaHHblie. Metoabl onpeae-
NeHns mapraHua

[OCT 22536.5—87 Crtanb yrnepoaucras n 4yryH HernermposaHHbin. MeTogbl onpe-

OerneHnst mapraHua

NCO 643 *

NCO 671 [[OCT 12345—2001 (MCO 671—82, NCO 4935—89) Ctanun nermpoBaHHbIe U BbICO-
KonermpoBaHHbole. Metoabl onpegeneHns cepoil

NCO 3651-2 [OCT 6032—2003 (MCO 3651-1:1998, NCO 3651-2:1998) Ctanu n cnnaebl KOPPO-

3NOHHO-CTOUKME. MeToabl NCNbITAHUUN HA CTONKOCTb K MEXKPUCTANTNUTHOWN KOPPO3UN

MCO 4967:1998

[OCT 1776—70 Cranb. Metannorpadwvyeckne metoabl onpeaeneHnss HemeTarnmm-
YECKUX BKITIOUEHUN

NCO 6892 [OCT 1497—84 (NCO 6892—84) Metannbl. MeToabl UCNbITAHUA HA PACTSXKEHUE
[[OCT 10006—80 (MCO 6892—84) Tpybbl meTannunyeckne. Metoa UCNbITAHUS HA
pacTsXXeHne
[[OCT 10446—80 (MCO 6892—84) [MpoBonoka. MeToa ncnbiTaHUs Ha PacTsKEHNE
NCO 10714 *

* COOTBETCTBYOLWMN HAUNOHanNbHbIN cTaHAAPT OTCYTCTBYET. 1o ero yreepxgeHus pekomeHayeTcsa Ncnosfib3oBaTh
nepeBo Ha PyCCKUN A3bIK AAaHHOIO MeXayHapoaHoro ctaHgapra. [lepeBog 4aHHOINo MeXXayHapogHoro craHgapra Haxo-
antesa B PepgepanbHOM MHAPOPMAUMOHHOM dhoHae pernamMeHToB U CTAHOAPTOB.
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B74

KnoueBble cnoBa: Xupyprudeckme MMnNaHTaTthl, KOPPO3MOHHO-CTOMKAA CTalb, HepXaBetolaa cTalb, NOBbI-
LUEHHBbIN a30T, XUMUYEeCKNN CcOCTaB, MUKPOCTPYKTYpPA, AenbTa-peppuT, HemMmeTanndeckmne BKIOYEHNA, MeX-
KpUCcTannuTHaga Koppo3nsa, MexaHn4yeckme CBOUCTBA, NpoKaT, MNPoBOoKa, NPYTOK, TOHKUW NTACT, NeHTa, MeToabl
MCNblITAHUN
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