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Mpeancnosue

Llenn v npuHuunel cTaHgapTusaumn B Poccuiickonn ®egepaunm ycraHosneHsl PeaepanbHbiM 3aKOHOM
oT 27 nekabpsa 2002 r. Ne 184-03 «O TexXHUUIECKOM perynmpoBaHiny», a npasuna npUMMeHeHns HaloHanbHbIX
ctanagapToB Poccuiickoin degepaumn — FOCT P 1.0—2004 «CtangapTtusauuns B Poccuiickon deaepaumn.
OCHOBHbI€ MOOXEHUs»

CBepeHUA o cTaHpapTe

1 NOArOTOBIIEH $eaepanbHblM MocyaapcTBEHHBIM YHUTaPHBIM NpeanpuatneM «LieHTpansHblin Ha-
YYHO-UCCNEeaoBaTeNbCKUN UHCTUTYT YepHon MmeTtannyprium um. W. T. BapauHa» (PryN «UHUW4epmet
um. U. M. BapauHa») Ha ocHoBe COBCTBEHHOIO ayTEHTUYHOIO NepesoAa ctaHaapTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHu4eckum komuteToM no ctasaaptusaumm TK 453 «MMnnaHTaTtel B Xupyprn»

3 YTBEP>XOEH M BBEJEH B JEMCTBWE lMpukasom PegepanbHOro areHTcTea no TexXHU4YecKomy pe-
rynupoBsaHuto n metponorin ot 11 gekabpsa 2009 r. Ne 713-ct

4 HacTosiwuin ctaHOapT MAeHTUYeH MexayHapoaHomy ctangapty MCO 5832-9:2007 «MmnnaHTaThl
ans xupyprun. Metannuyeckue matepuansl. Yacts 9. Ctanb Hepxkasetowasi AecopMupyemas ¢ BbICOKUM CO-
aepxaHuem asotay (ISO 5832-9:2007 «Implants for surgery — Metallic materials — Part 9: Wrought high
nitrogen stainless steel»)

5 BBEAEH BMEPBLIE

Uncbopmayusa 06 uameHeHUsX K HacmosiuieMy cmaHdapmy rybrukyemcs 8 exe200H0 u30agaemMoM UH-
¢hopmauuoHHOM yKazamerne «HayuoHarbHsble cmaHdapmbly, @ MeKCm USMEHEeHUU U Morpasok — 6 exemMe-
CAYHO u30asaeMbiX UHEHOPMAUUOHHbIX Ykazameisix «HayuoHasnbHble cmaHOapmei». B criiyyae nepecmompa
(3ameHbi) U ommeHsl Hacmosieeo cmaHdapma coomeemcemsyrowiee yeedomiieHue bydem orybrnukosaHo
8 eXXEMECSYHO U30agaeMoM UHhopMaUUOHHOM yKkazamere «HayuornansHbie cmaHdapmbl». Coomeemcmesy-
rouwjast uHgbopmausi, yeedOMITeHUE U MeKcMbl pa3Mmeljalomcesl makxe 8 UHghopMayuoHHol cucmeme obuje2o
ronb308aHuUss — Ha oghuyuarnsbHoM calime PedeparibHO20 a2eHMemea 1o MexHUYeCKoMy peayiiuposarHuro u
mempornoauu 8 cemu MiHmepHem

© CraHgaptuHdopm, 2010

HacToswuin ctaHaapT He MOXeT BbiTb NOMHOCTLIO U YacTUYHO BOCNPOM3BEAEH, TUPAXMPOBaH 1 pac-
MpocTpaHeH B kadecTse omLManbHoro nsaaHus 6es paspelleHns deaepansHoro areHTCTBa no TeXHUYECKo-
MY PErynMpoBaHuic 1 METPONOrM
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HAUUWOHANBbHBIAN CTAHAOAPT POCCUMNCKOWN ®EOQEPALUUNMU

UMNNAHTATbBI ANA XUPYPITMUA. METANTNMUYECKUE MATEPUANDbI
YacTb 9

CTanb KOppPO3MOHHO-CTOMKaA (HepxaBewLas) aecdoopMupyemas
C NOBbIWEHHbIM COAEpPXKaHUEM a3oTa

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

Data BBegenna — 2010—09—01

1 O6nacTb npMMeHeHus

Hacrosawuii ctaHgapT yctaHaBnvMeaeT TpeboBaHMA K XapakTepucTMkam U MeTo4am UCTbITaHWA npokaTa
13 AeopM1pPyEMON KOPPO3NOHHO-CTOMKON (HepaBetoLwe) cTanm ¢ MaccoBol gonen asota oT 0,25 % go
0,50 %, npeaHasHa4YeHHOro A1 N3roTOBIEHNS XMPYPru4ecKnX UMMNNaHTaTOB C BbICOKAM YPOBHEM NPOYHOCTU
N KOPPOSNOHHOWM CTONKOCTMU.

MpumevaHwns

1 MexaHn4eckre cBoiCTBa obpasLa u3 roToBol NpoayKLMU aHHOW cTanu MOryT OTNMYaThCs OT YKa3aHHbIX B Ha-
CTOsILLEM CTaHZapTe.

2 TpeboBaHWsA K ApYrMM HEpPXaBEOWMUM CTansamM Ansi Xupypruieckux nmnnavraTos cMm. B UCO 5832-1.

2 HopmaTuBHbIe CCbINKKU

B HacTosilwem cTaHgapTe MCronb3oBaHbl HOPMATUBHBIE CCBINIKW Ha cneaylowme ctaHaapThl:

MUCO 377 Cranb 1 cTanbHble nsgenusa. PacnonoxeHue U NpuUroToBneHne UcnbiTbiBaeMblX o6pasLos
ANs KOHKPETHbIX MeXaHNYeCKUX UCNbITaHUA

NCO 404:1992 Cranb 1 cTanbHble nsgenua. O6uwme TexHu4eckme yCnosusa NocTaBku

NCO 437 Cranb uuyryH. OnpegeneHuve obuero coaepxanus yrnepoaa. MpaBumeTpuyeckuini MeToq co
cxuraHuem obpasua

NCO 439 Cranb n vyryH. OnpeaeneHue obliero cogepxaHua KpeMmHusa. MFpaBnuMeTpuieckuii Metoq,

MCO 629 Cranb u vyryH. OnpegeneHune coaepxxaHua mapraHua. CnektpodoToMeTpuieckuin Metop,

MUCO 643 Cranu. Metannorpacuydeckuii MeTo onpeaeneHua BanMoro pasmepa sepHa

MUCO 671 Cranb 1 uyryH. Onpeaenexue cogepxaHusi cepbl. TUTPUMETPUHECKUI METOA CO CKUraHUEM
ob6pasua

MUCO 3651-2 OnpepgeneHve CTOWKOCTU K MEXKPUCTANMUTHOW KOPPO3UWU HepXkaBewwux cTanewn.
YacTb 2. PeppuUTHbIE, ayCTEHUTHBIE U cheppUTo-aycTeHUTHbIE (ABYXdaszHble) cTann. Koppo3uoHHoe uchbiTa-
HWe B cpefe, codepxXallen cepHyto KUCNoTY

NCO 4967:1998 Ctanu. OnpeaeneHue coaepXaHna HemeTanM4eckux BkntoveHun. Metannorpadgpu-
YeCKUl MeToA C NMPUMEHEHUEM CTaHAapPTHBIX Auarpamm

NCO 5832-1 UmnnaHTaThl Ans xupypruv. Metannuueckune matepuansl. Yacte 1. [lebopmupyemas He-
pXaBetowan cranb

NCO 6892 Metannuueckue Matepuanbl. UcnbiTaHne Ha pacTsbkeHUe Npu TemnepaTtype okpyxarolen
cpeabl

NCO 10714 Cranb nuyryH. Onpeaenexue cogepxxaHus cpoccopa. CnekTpocoToMeTpUIECKNiA METOA C
npuMeHeHnem monuéaaTta gocdoBaHaaus

M pwumeyaHune—[nsa HegaTMPOBaHHBIX CCHIIOK CriedyeT UCMOoNb3oBaTh NocegHee AeNCTBYIOWES N3gaHue.

Uspanmne opuunanbHoe
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3 XumMuuyeckum cocTas

3.1 O6pa3subl g4nA uccnegoBaHUmn
OT160p 06pasLioB Ana aHanNM3oB AOMKEeH NPOBOAUTLCA B COOTBETCTBUM ¢ TpeboBaHuamu UCO 377.
3.2 Xumuyeckui cocTaB NNaBKu

AHanu3bl XMUMUYEeCcKoro coctasa niaBok CTanu, onpejgensieMmble B COOTBETCTBUU C pa3aeriom 6, OOJHKHbI
COOTBETCTBOBaTL COCTaBY, yKkasaHHOMY B Tabnuue 1.

Tabnuya 1— Xumuuecknit coctas

OnemeHT Maccosas gons'), %
Yrnepoga He 6onee 0,08
KpeMHui He 6onee 0,75
MapraHey, 2 —4,25/2,00 — 4,25
Hukenb 9—11/9,0— 11,0
Xpom 19,5 —22/19,5 — 22,0
Monn6aeH 2,0—3,0
Hno6un 0,25 —0,8/0,25 — 0,80
Cepa He 6onee 0,01
docdop He 6onee 0,025
Meab He 6onee 0,25
Asor 0,25 — 0,5/0,25 — 0,50
XKeneso OcHoBa
Mpoune npumecu:
Kaxpgas He 6onee 0,1
BCE He 6onee 0,4
B aHamenarene yKa3aHo HanucaHme cogepxaHusa anemMeHToB, NPUHATOe Ha Tepputopun Poccuiickorn Pepgepaumm.

4 MuKpocCTpyKTypa B Tepmoo6pabotaHHom” cocTosiHum

4.1 BenuuuHa 3epHa

AycTeHuUTHOEe 3epHo, onpeaeneHHoe B COOTBETCTBUM C pa3AesioMm 7, He A0IPKHO ObiTb KpynHee 4-ro Ho-
Mepa.

4.2 OtcyTtcTBMe genbTta-heppurta

Mpu nccneaosaHUM B COOTBETCTBUM € Tabnuuenin 6 B MUKPOCTPYKTYpe CTanu He AOIPKHO ObiTb Aenb-
Ta-cheppura.

4.3 OueHKa BKIMIOYEHUI

3arpAsHEeHHOCTb CTanu HemMeTanIM4ecKUMKn BKIIOYEHUsSMK, onpeaensiemMasl B COOTBETCTBUN C pasae-
fIOM 7, Ha XxapaKTepHO 3aroToBke Unu Ha obpasLax ropsadekaTaHoro npokaTa TonNuUHoN He 6onee 150 MM He
OOMKHa NpeBbIlaTh 3HaYeHUIA, NpuBeaeHHbIX B Tabnuue 2.

MpwumeyaHwu e — OBbIYHO HA NPAKTUKE NPUMEHSIETCA CTasb NOC/E SIEKTPOLLIIaKoBOIo nepennasa, obnapgaio-
wasn TpebyeMon YICTOTON MeTarnna rno NPUMECSM U ApYIMMMU AONONHUTENBHLIMU NPEUMYLLECTBAMN.

" MeTop Tepmuueckoit 06paboTkn BbIGUPAET M3rOTOBUTENb ANS AOCTUKEHUS] TpebyeMbiX CBOMCTB.
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Ta6nunua 2—Hopmbl 3arpsA3HEHHOCTU BKITIOYEHUAMM

OueHKa BKntoveHu, 6ann, He Bonee
Bua BknoveHun
TOHKasn cepusi TONCTas cepust
Cynbcuabi (A) 1,5 1,5
AniomuHaTbl (B) 2 1,5
Cunukartsl (C) 2 1,5
Okeuapl rnobynsipHele (D) 2,5 1,5

5 Koppo3nMoHHasa CTOMKOCTb

Cranb gomxHa 6blTb CTOWKOW K MEXKPUCTaNIUTHON KOppo3uu Npu ucnbiTaHui no metogy MoHuneH-
Hu-LUTpaycc B cooTBETCTBUM ¢ pas3derniom 7 nocne npeasaputenbHOro Harpesa ucnbiTyeMoro obpasua npu
TeMnepaType 675 °C B TeueHue 1 4 1 OXNaXaeHUs Ha Bo3ayxe.

6 MexaHu4vecKkue CBOMCTBa

CsoiicTBa cTanu B 3aBUCMMOCTW OT BlAa NpokaTta npyu NCNbITaHUU Ha pacTsbKEHUe B COOTBETCTBUU € pas-
AernoM 7 JoNXKHbl COOTBETCTBOBaTL TpebosaHusm Tabnuy 3, 4 unu 5.

Ecnu oguH 13 UcnbITyeMelx 06pasLoB He 0TBeYaeT YCTaHOBNEHHBIM TpeboBaHMAM UNK paspyllaeTcs 3a
npegenamun pacHeTHon AnNnHbl obpasLia, NPoBOOSATCH NOBTOPHLIE UCMbITAHUS B COOTBETCTBUN € TpeboBaHuA-
mMu UCO 404 (noanyHkT 8.4.3.4).

Tab6nunua 3 — MexaHudeckne CBOMCTBA NpokaTa

Mpenen npo4HocTH Mpepen Teky4ectu OTHOCUTENBHOE
HnameTtp Rm (o), MMa Rpg 2 (052), MMa yanuHeHue A (8), %
CocTtosiHue unu TonLuHa
d, MM
He MeHee
TepmooBpaboTarroe” He 6onee 80 740 430 35
CpeqHelt TBepaocTH He Gonee 202 1000 700 20
Teepaoe He Gonee 20? 1100 1000 10

" Meton Tepmuyeckon obpaboTku BuIbUpaeT N3roToBUTENb ANs AOCTUXEHWA TpebyeMbix CBOUCTB.
2 [lonyckaloTcs Apyrve pasmepsl Mo COrMacoBaHuIo M3rOTOBUTENS C noTpebuTenem.

Tabnuuya 4 —MexaHuyeckne CBONCTBA MNPOBOMNOKA W NPYTKOB

Mpepen npo4HocTU OtHocuTenbHoe
Rm (o), MMa yanuHenue A (8), %
CocrosiHne OuameTtp d, Mm
He meHee

TepmooGpaGoTaHHas' nposonoka 0,229 <d < 0,381 1340 25

0,381 <d < 0,508 Mo cornacoeaHuio
0,508 <d < 0,635 1040 25
0,635<d < 0,889 1030 25
0,889 <d 1020 25
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OkonyaHue mabnuusl 4

Mpenen npoyHocTH OTHOCUTENBHOE
Rm (o), MMa yanuHeHue A (8), %
CocTosiHue OunameTp d, Mm
He MeHee

XOonogHOTAHYTBIN NPYTOK 3 1800 4
3,5 1740 4
4 1600 4
4,5 1460 4
5 1320 6
55 1200 8
6 1060 12

" Merop Tepmmdeckon 06paboTkn BoiGMpaeT M3roToBMTENL ANA AOCTUXEHUS TPEGYEeMbIX CBOWCTB.

Ta6nwunua 5— MexaHnueckue CBOMCTBA TOHKOIO NUCTA U NEHTHI

Mpenen npoyHocTH MNpenen TekyvecTn OTHOCUTENBHOE YANIUHEHUE
Rm (o), MMNa Rp, , (5,,). MMNa A@B), %
CocrosiHue -
He MeHee
Tepmoo6paGoTanroe” 770 465 35

' MeTog TepMnyeckon 0bpaboTkm BoIGUpaeT M3roToBMTENL ANS AOCTUXKEHUSsI TPEGYEeMbIX CBOWCTB.

7 MeTtoabl ncnbiTaHUM

MeToabl UCNbITaHUA ANA onpedeneHna CooTBeTCTBUSA TpeboBaHWA HacTosLWEeMY cTaHAapTy NpMBeaeHbl
B Tabnuue 6.

BuiBop 1 noarotoeka o6pasuoB ANA UCMLITAHWA Ha PacTSXKEHWE [AOMKHbI oTBeYaTb TpeBoBaHUsAM
NUCO 377.

Tabtnwuuya 6— MeToabl UCNbITAHWA

Paznen unu
TpebosaHus nogpasgen MeTop ucnbiTtaHui
cTaHgapta

XVIMWYeCKWIN COCTaB: 3

- yrnepog; NCO 437

- KpEMHUIA; MCO 439

- Mapranedl; MCO 629

- cepa; MCO 671

- thocchop; MnCO 10714

- Apyrve anemMeHThbl MpuHATbIe aHanuTudeckue metoauku (metogel VCO,
€CIV TaKOBbI€ CyLLIECTBYIOT)

BenuuuHa 3epHa 4.1 MCO 643

OTtcyTcTBUME genbTa-deppuTa 4.2 a) meTannorpacuyeckum cnocobom nogrotTaenMeatoT
o6pasLbl B TepMoobpaGoTaHHoM" COCTOsHAM C NPOAObHbI-
MUK ¥ nonepeYHbIMK Wnndamm;

6) ncnonb3ays n3BecTHble METOAMKM, 06pa3lbl paccmar-

PUBaIOT NPY CTOKPATHOM YBENWYEHUW Ha Hanu4ue Wunm oT-
CyTCTBME Aenbra-depputa

OueHka BKNYeHuin 4.3 NCO 4967:1998, meTtog A

KoppoanoHHas CTOMKOCTb 5 MCO 3651-2
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Paznen unu
TpebosaHus nogpasgen MeTop uenbiTanui
cTaHgapTa
MexaHu4eckue cBoncTBa: 6 MCO 6892, onsA COOTBETCTBYIOLLENO COpTaMeHTa cTanm

- npeden NpoYHoCTY;
- npeden TeKy4ecTy;
- YANVHeHne

" MeTon Tepmmyeckoi 06paboTk1 BLIBUPAET W3FOTOBUTENb /sl JOCTUXEHNS TpebyeMbIx CBOMCTB.

MpunoxeHne A
(o6sa3aTenbHoe)

CBeaeHUA 0 COOTBETCTBUM HaLlMOHanNbHbIX cTaHAapToB Poccuiickon ®Pegepauuu cCbiNMOYHbLIM

MeXayHapoAHbIM cTaHAapTamM

0603Ha4YeHre CChINOYHOrO
MEXAYHapoaHoro ctaHgapTa

O6o3Ha4eHne U HaMMeHOBaHWe COOTBETCTBYIOWEro HAaUMOHANBLHOroO CTaHaaprTa

nCco 377

FOCT 7565—81 (MCO 377-2—89) UyryH, cranb u cnnaebl. Metog ot6opa npob gns
onpegeneHns XMMUYeCKOro cocTaBa

NCO 404:1992

*

NCO 437 *

NCO 439 FOCT 12346—78 (NCO 439—82, NCO 4829-1—86) Ctanu nermposaHHbI€ N BbICO-
KonermpoBaHHble. MeToabl onpeaeneHnsi KpeMHUs

MCO 629 FOCT 12348—78 Cranu nernpoBaHHbie U BbiCOKONnermposaHHbie. Metogbl onpeae-
rNeHust MapraHua

FOCT 22536.5—87 Cranb yrnepoaucrasi u YyryH HenermpoBaHnHbeii. Metogel onpe-

JeneHusi MapraHua

NCO 643 *

NCO 671 FOCT 12345—2001 (MCO 671—82, NCO 4935—89) Crtanu nerMpoBaHHbIE U BLICO-
KonervpoBaHHele. MeToabl onpeaeneHnst cepbl

MNCO 3651-2 FOCT 6032—2003 (MUCO 3651-1:1998, UCO 3651-2:1998) Cranu n cnnaeel KOPpPo-

3UOHHO-CTOMKME. MeToAbl NCMBITAHUIA Ha CTOMKOCTL K MEXKPUCTaNMUTHON KOPPO3nK

NCO 4967:1998

FOCT 1778—70 Cranb. Metannorpacdunieckme MeToabl onpeaeneHnsl HemeTannu-
YECKUX BKIIOHEHUN

NCO 6892 FOCT 1497—84 (UCO 6892—84) Metannbl. MeTogbl UCNLITAHUSI HA PaCTsKEHNE
FOCT 10006—80 (MCO 6892—84) Tpy6bl MeTannuueckne. Metoq ucnbiTaHmsa Ha
pacTsikeHne
FOCT 10446—80 (MCO 6892—=84) lMposonoka. MeToa UCNbITAHWA HA PacTsXeHne
NCO 10714 *

* COOTBETCTBYIOLMI HALMOHATIBHLIN CTaHAAPT oTCyTCTBYeT. [l0 ero yTBepxaeHusi peKOMeHAYeTCs UCMOJIb30BaTb
nepeBo/ Ha PYCCKUIA A3bIK AaHHOTO MeXAyHapoaHoro cranaapTa. MNepesoa 4aHHOro MexayHapoaHOro CTaHJapTa Haxo-
avtca B PepgepanbHom nHQOpMALMOHHOM (DOHAE PErmaMeHToB 1 CTaHaapToB.
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