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Mpegucnoewue

Lens 1 npuHuMne cTaHgaptMaagymy 8 Pocouiiceol $egepaure yoTasoBNaHs Degepans s 3aK0H0M
oT 27 gexabpa 2002 r. Ne 18403 o0 TeXHHYECKOM PEryNHPOBAHWK S, A NDAEMMA NPHLMEHEHKA HALWNOHI M HEBX
cTavgapTos Poccrackol Lenepauun — MOCT P 1.0—<2004 «CrasgapTiaauqa B Poccriackold Denepauiu.
CICHOBHEIE MONOEEHHRD

CeegeHuA o cTaHOAPTE

1 NOOroTOBNEH @enepantHbiv MoCy0apocTEEHHLM YHHTADHEM NPEONPUATHEM «LiBHTpaNEHEA HA-
YUHO-MCCNEQoBaTENECEMA MHCTHTYT dYepHol metannyprvd wea. . 1. Bapowsa: (OFYN «UHWA4epmeT
uea. M. M. BaponHar ) Ha ocHoBE CODCTEEHHOMD ayTEMTHYHOID NEpeRoaa cTaHfapTa, YKaIaHHoro B NyHKTe 4

2 BHECEH TexHA“eCkHM KOMWUTETOM No cTasgapTHIagwE TH 2453 «MMnnadtats 8 xMpyprdns:

3 YTEEPHEH W BBEOEH B QEMCTBKE Mpwkazom GelepansHoro areHTCTEA No TEXHWHECKOMY pe-
rYNUpoBRaHAK W MeTponordd ot 11 gekabpr 2009 r. Ne 713-cT

4 HacToAWWA cTaMdapT WOEHTHYeH MewdyHapogdomy cTavpapty MCO 5832-8:2007 aliMnnaqTaTh
Ana xupyprad. Metannuuecsre marepraned. Hacts 9. Crane Hepxasenwan gedopsrpyesman C BeICOKMM Co-
nepsadmen ailotas (130 5832-9:2007 «implants for surgery — Metallic materials — Part 9 Wrought high
nitrogen stainless staals)

5 BBEIOEH BNEPBLIE

MyghopuauLus of LIMBHEHUAX K HECMOAWEMy cmandapmy nyGnukyamcs g exe2odHo vedagasmon LK-
ODMALUOHHOM Yrazameane « HaiUuoHanbHee cmandanmeie, 8 MarciT UIMEHENUN U RONDEaaok — & exeme-
CAYHO Uadagagbix uHODMaLUOHHEN Yiasamaenax sHayuoraneksie cmaddapmes. B cmyvae nepecvompa
(Iametian) WU OMMENL HECMOALWE20 cmandapma coomaamomayiowes yeedoumnesuve Sydem onplnuroeano
@ GWEMECAYHD LadaeaemoM UHhODMSYUDHRDM Viadamene sHayloxanstse cmasdapmers. Coomeemomay-
poLan uHthopaluA, yeedopmaslue U mekcims 08 MeuSioMcs mase @ UighopuMayuonHod cucmeane ofiezo
MOMLI0EINLA — Ha ohuypansyod cadme PedepansHos0 a2EHMCcMEa N0 MexHUYecKoM)y PeayLpoEaHLND U
MEmMponosuy & camu HumeoHen

© CrasgapTrsceopn, 2010

HacToAWMWA CTAHOaApT He MOMET BeiThs NOMHOCTEI MNK YACTHYHD BOCNPOMIREgEH, THPANMMpOBAH W pac-
NPOCTRAHEH B KAYECTBE OMWLMaNLHOrD Waganna Gea paspewenra PegepansHoOro ar@HTCTEA MO TEXHNYECHD-
MYy PEMNYNUPOBAHKIO ¥ METPONOTHIA
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HAUMOHANBHBIA CTAHOAPT POCCMACKOR EOEPALUMMNK

MMNNAHTATEI ONA XUPYPITHKW. METANNMWYECKWME MATEPHMANEI
YacTe 93

CTank KOppoOINOHHO-CTORKAA (HEpRABSIOWAR) AsopMUpyamMan
C NOBLIWEHHLIM COASPMAHNEM A30TA

Implants for surgery. Metalle materlals. Part 9. Wrought high nifrogen stainkess steel

Hara egepgesna — 2010—086—01

1 OBnacTs NnpUMeEHEHWA

HacToAwri cTanaapt yeTaHaBNHeaeT TReSoBaHMA K XaDakTepUCTHEAM W METOOaM MCNeTaHHA NpokaTa
M3 nedopMHPYEMOH KOpPPOAXOHHO-CTORKOR (HEpHaBSKWER) cTanu ¢ Maccoadid noned aaocta ot 0,25 % oo
0,50 %, NnpegHaHaq“eHHoro Ons KaroTOBMNEHHWA XMPYOrMYecKME WMNNaHTaToR C BolCORMM YPOBHEM NPOYHOCTH
H KEOPPOIHOHHDA CTOHKDCTH.

Mpumesasns
1 Mexasvwueckne ceodcTea ofpaiya Wz roToEoA NPOSYKELWMK AaHHOA CTANW MOTYT OTNMHETECA OT YHAZEHHLIX B HA-
CTOALYEM CTAHOapTE.

2 TpefosaxHMa ¥ OPYrHM HEQHIES DWW CTENAM QNA XADYPIrAMecEny uMnnasTaTos cwm. B WCOD 5832-1.

2 HopmaTHBHLIE CChLINKK

B HacTORLWEM CTAHOAPTE MCNONbLIOBAHL HOPMATHEHBLIE CChIMKK Ha CNEayWKe CTaHaapTR:

WMCO 377 Crane ¥ cTaneHse Magends. PacnonoeHse ¥ NPWroToENEHHE MCNETHE3EMEX obpasyos
ONA KOHKPETHEIX MEXAHWYSCKHX MCNBITAHHA

WMCO 4041992 Crane v cTanbHse Wagensd. OSuue TexHYackke yCnoBra NocTaggkn

MCO 437 Crane v dyryd. Onpegansdie oflero copepasya yrnepona. MpapdiMeTpHYeckiid MeTon co
cHMraHqes obpaaua

WMC 439 Crans 1 4yryd. Onpegensdve obwero cofepkandnA KpeMHda. [ pasnmMeTpHYecki MeTon

HMCO 629 Ctane W 4yryM. Onpeaengdye CoJepsandina mapradya. CnesTpooToMETDWYSCKHA MaTon

HMCO 643 Cranu. Metannorpadgryeckrli Mmertog onpegangHia BAOMMOro paavmepa aepHa

MCO 671 Crane ¥ yyryd. Onpegeneqve CoOepmaHdA cepl. TUTDHMETRHYECKMA MaTon CO CHMraHnenm
obpaaya

MCOr 3651-2 OnpepenaHde CTOHKOCTH K MEXREDHCTANMWTHON KODPO3WMH  HEDHABSHWWE CTaneE.
YacTe 2. TepprTHEE, AYCTEHWTHRIE W DEDDWUTO-ayCTEHWTHRE (NByRdaiHea) cTany. KoppoanoHHoe MCnsTa-
HWE B CpEOe, ConepHaled CEpHYID KWCNOoTY

HMCO 4967:1888 Crand. OnpegeneHve co0gpaHns HEMeTannM4eckns Bkniovenyi. Metannorpadm-
HECKHWA METOS C NDMMEHEHHEM CTAHGADTHLIX JHarpams

WMCO 58321 MmnnadTaTel Ana xupyprdd. MeTannyyeckke matephane. Hacte 1. QedopMupyeman Ha-
pHEABSIOWAan cTank

HMCO 6852 MeTannW4eckye MaTeprans. MoneiTadyie Ha DacTAMEHME NDH TEMNEDaTYDE QKDY LLER
Cpegs

MCO 10714 Cranke W 4yryd. Onpegensdne cogepsadda docdopa. CnesTpodoToMaTpHYecknl MeTon
npuMeHeHren monubiara doctosadanmA

I PAMBYBEHWE — .q]'lﬂ HEQATHPOBAHHLY CORNOK CNeqyeT HCNONL30BETE NOCNENHES OEMCTEVIDWSE WIgaHHE.

Hamanue OPHUMEN EHOE
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3 XMMHWYeCKWMH COCTaB

3.1 Ob6pasyx ANA MCCnaaoBaHuA
Ordop 0Bpasucse gNA aHanUaos JoMKEed NpoesJuTeCcH B COOTERTCTEWM © Tpebosannamn MCO 377,
3.2 XMMHYBCKWA COCTAR NNABKH

AHANKIE XMMULECKOTD COCTABA MNABOK CTANK, ONPeJenAeMee B COOTEETCTEMK C DAISEnomM B, 0omHEb
COOTBETCTROBATE COCTARY, YKAZaHHOMY B TaGmuue 1.

Tatnwua 1 — XamHueckii cocTae

AnesenT Macoosan gona ', %%
¥rnepog He Bonea 0,08
Kpesnni He Bones 0,75
Maprasey 2 — 4 25/200 — 425
Hutens 8 — 1180 —11.0
¥powm 195 — 2218,5 — 22,0
Monndoen 20—30
Huobui 0.25 — 0.8/0,25 — 0,80
Capa He Bonee 0,01
Booiop He Gonee 0,025
Mege He Bones 0,25
AzoT 0.25 — 0.5/0,25 — 0,50
Heneao OcHoRa
Mpodwe NpUMEcE:
Kamxgan He Gonee 0.1
BCE He Gonee 0.4
"B sHEMEHETENS YKIIEHO HENMCEHWE COOSPHAHMA 3NEMEHTOR, NPHHATOE HE TEppHTopHU Poccuicrol Begepauun.

4 MukpocTpykTypa B TepmoobpaboTaHHoM' cocToAHMM

4.1 BenvuyuHa 3epHa

AYCTEHWTHOE IBDHO, ONDEAENEHH0S B COOTESTCTEMM C DAINena 7, e O0MmEHD OeiTe KPYNHee 4-ro Ho-
MEDE.

4.2 OTcyTCTEWE AenbTa-happuTa

Mpn vccneloBpadvy B COOTEETCTEMK C TAONKMUeH B B MUKDOCTRYKTYRE CTANWY HE JOMMHO GbTe Oenk-
Ta-theppuTa.

4.3 OusHKa BKNKYeHHR

3arpAIMEHHOCTE CTANKW HEMBTANNMYECKUMKA BEMNIDYSHUAMK, ONpENENSEMan B COOTRETCTENM C RAINEe-

NoM 7, Ha XapakTepHOR JaroToEKe WNK Ha oDpasuax ropAYeKaTaHnoro NpoKaTa TONWHHO R He Gonee 150 MM He
A0A¥HA NPeELIWATE IHAYEHNA, NpUBedeHHEX B Tabnuye 2.

NMpumeuaHew e — OBuuHo HE NPpaETHEE NpAMEHASTLA CTANE NOCHE ANEETROWUNaKDEIND Nepannaas, ofnanam-
wan TFIEE}'E'MI:II:! HACTOTOW METAaNNa No NpMMEeCAM | JPYTHMA Q0NONHMTENEHBIMA NPSMMYIECTEIMA.

" MeTog TepsuveckoR 08paBoTHY BRIGUPAET MArOTOBMTENE GNA A0CTHXEHHA TPebyemMLx CEOACTE.

k2
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Tanuya I — HopMu 33rpAaHEHHOCTH BENEYEHUAMA

ClusHKS nenoseHad . Gann, ne Gonees
Brg pemad e ah
TOHEZR CEMARA TonmcTan CEP“H
Cynednos (A) 1.5 1.5
AnMUHaTE {8) 2 1.5
Cunuekars (£) 2 1.5
Okcuaw rnobynapaese (D) 2.5 1,5

5 Koppo3WoOHHAaA CTOWKOCTL

Crane gomsHa GbiTe CTORKOR K MEMKDHUCTANNWTHOR KOPDOIWA NPH HCNBITaHWA No MeTogy Moduness-
Hi-lUTpayco B COOTEETCTEMM C PE3Qenol 7 NOCNE NESnBapHTENLHIND HArpesa WoNuITYesoro ofpasua npu
TeMnepatype 675 "C B TedeHdE 1 9 W OXNaEKOEHHA Ha BOITYKE.

6 MexaHW4eckde cCBOWCTEA

CROMCTEBA CTANK B 388MCHMOCTIH OT BHOA NPOEATA NPM MCNETAHKUA Ha PACTAMEHWE B COOTEBETCTRHM ¢ paa-
OENOKM 7 00MHE COOTEETCTESEATE TpeDoaaHKuAM Tabnky 3, 4 wnK 5.

Ecnu o0MH M3 MCnemyeMe oBpasyos He OTESYAET YETaAHOBNEHHEIM TReE0BaHMAM MW DaspyWasTeA 33
npenenamid pacseTHoN QniHe obpasya, NPoBoOATCA NOBTORHEE WCNETAHWA B COOTERETCTEHK C TpeGoBaHWA=
M MCO 404 (nognyHer 8.4.3.4).

TaGnuya 3 — Mexanuueckse cBOACTRE NPOLATE

Mpegen npaYEosTA Mpegen TecysesTy DrHEEATENEHDE
Ouametp R [l MMa Bp, . (5, ) Ma yanuHarne A (i), %
CacroriHs HAW TMUAHE
o, mm
W MEHEE
TepmoofpaBoraHxos" He fionees B0 Tan 430 35
Cpensed TEepADCTH He Gonge 207 1000 TO0 20
Teepaoe He Gones 20° 1100 1000 10

"MeTtop TepuvseckoR ofpafoTis BEOUHpaET MAFOTOBMTENE NA ADCTHXEHHA TpelyeMels CEBOACTE.
2
DonyckawTorm ApyrMe pE3MEDH N0 COMMaco8aHMs W3rOTOBMTENA C NOTpeGMTeneM.

Fre@nuya 4 — MexaHWieckde CHONCTEE NPOBONOEA W NEYTEOS

Mpeaen RpauROCTH O TnocuTanL NG
Rin (), MMa vandHarne A (), %
CoaTonkme Duametp o, MM
1 MEHEE
TepmonfipafoTaHyan ' npoaonoxs 0,229 <o = 0,381 1340 25
0381 =d = 0.508 Mo cormacosaHRo

0,508 < d = 0.635 1040 25

0635 <0 = 0,889 1030 25

0,880 < d 1020 25
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Orowvasue madnuysr 4

Mpegen npousssT DTHOCHTENLHO®
Rm {o ) MMa yonwmenie A (i), %
Cocronmue DuameTy o, s
HE B e

XonogHOTAHY TR NPYTOK 3 1800 4
3,5 17dd 4
4 1800 4
4.5 1460 4
5 1320 -]
5.5 1200 &
] 1060 12

" Merog Tepmudeckod obfpafoTin BuBMpEST HATDTOBWTENE ONA JOCTHMEHWA TRESYeMalX CEORCTE.

Tatnwua 5 — MexaHWWeCEWE CEOACTEA TOHKOMND NWCTA W NEHTH

Mpegen nposHoCTA Mpeéden TéxyecT OTHOGHTENBHOE YONHHEHAE
Rim [mg), MMa Rpg g {00 MNa Add), %
Cactomme
HE W EHEE
TeproofpaforasHos 70 465 as

" MeTog TEPMMHECE0H DE-FI&E-EI"I’H:“ BeBMpAET HAMOTOBHTENE ANA ADCTHEEHHA TI}E'E'_-.'E'MHK CEOHRCTE

7 MeToAbl MCNBITAHWNA

MeToabl HCRABTAHKE ONA CNPEgeneHke COOTRETCTEMA TPEGoBRHWA HACTOALWEMY CTAHOaPTY NDHBEEHE
B Tabnuue 6.

Bubop w nogroToBka oDpasuoB ANS MCNLITAHKWE HA DAcTAMEHWE OOM#HE OTEEYATE TpebonaHusm
HCO 377.

Tatnwus 6 — MeTOOB WCNEBTEHHR

Pasgan uwnm

Tpabaaanus nogpaigen Ml eTon MG TamER
CTaHOapTa
XeMWWECEHR COCTaR! 3
- yrnepoaa; WO 437
- KB REMR, HMCO 435
- MADTEHEL; NCO 829
- capa; HMCOaT
- thoedop. MCO 10714
- APYTHE SNEMEHTH MpUHATEIE BHANUTHYSCKWE MeToOuks [Metogs WMCO,
ECNM TAKOSRE CYWECTEYHIT)
Benu-nHAa 38pHAE d.1 MO0 843
OTCyTCTEME 0enNeTE~DEppETA 4.2 a) meranmorpaduyaecks cnocofoM NOSroTaBmMEEKT

ofipasys 8 Tepmoobpaboransosm’ cocToaHun C NPOaONEHE-
M M NONERESHBIMK WNKDEMN,

6} MCNONBIYA WIBBCTHEE METOAMEN, obpasuw paccuart-
PHESINT MEW CTOEPATHOM YBEMNUMEHHA HA HANWYWE WNK OT-
CYTOTEME OeNsTa-heppuTa

OueHEa BENKRYSHREA 4.3 MCO 49671998, meTon A

KoppossoHHER CTOAKOCTE 5 MCO 3651-2
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Tpefonaxan

Paanen dnw
Aagpanen METoa HEne TAHAR
CTERGAPTA

MexaHWyeCkMe CEOACTRA:
- npg2aan Npo-HOCTH]

- Np2aan TeEEYSeCoTH,

- YQnWHEHHEB

G WCO GRE2, onA COCTEETCTRYHLULEND COPTAMEHTE CTANK

I MeTon Tepumusackod 08patoTid EeSHPAET MAMOTOBWTENE ANA AOCTHMEHHA TpelyeMbx CEOACTE.

MpunoseHne A
{oBRA3aTENEHODS)

CeegeHMA O COOTEETCTEMM HALMOHANLHLIX cTaHaapToR PoccuAckoi Cenepauni CobimouH LIk

MENAYHAPOOHLIM CTAHAApTaM

OfoanausHNE CoRNOUHAND
MEKAYHAPOOROMD CTARQAPTE

DAoInauEHBE 1 HIHMBHOBAHAE SOOT OaTCTEYHFUSEMD HAURFHANEHOM CTAHAapTa

MCO 37F

FMOCT 7565—81 {MCO 377-2—89) YyryH. cTank i cnnaew. Metog orBopa npob ona
OnpegensaHiA CHMEYECKoTD COCTERE

MCO 40410592

MCD 437 -

MCO 438 FOCT 12346—78 (MCD 439—B2, MCO 4820-1—386) CTand NerMpoBaHHEE W BEICO-
KonerMpoeaHHee. MeTogs onpegenesun KpeMHun

MCO 6249 FOCT 12348—78 CTand NerdpoEAHHEE W BEICOKONENMPOEEHHEE. MeToas onpene-
NEHWA Mapradua

FOCT 22536.5—87 CTanke yrNepoQMcTER @ 4YTYH HENSrMPOREHHEIR. MeTogw onpe-

DEnEHWA MEPTaHYa

MEOD Ba3 -

MCO &7 FOCT 12345—2001 (MCO E¥1—B2. MCO 45935—8%) Crand NerdpoBaHHEIS ¥ BeiCO-
KONErMposaHHee. MeToas onpegenesus Ccepsl

MCO 3651-2 FOCT 6032—2003 (MCO 3651-1-1988, MCO 3651-2:1898) Crans W cNNagsl Koppo-

IAOHHO-CTORKHE. MeTOA bl MCNLITAMWA HA CTORKOCTE K MERKDHCTANNATHOA KODDO3HK

MCO 49671908

FrOCT 17T8—70 Crane. MeTannorpaguqecksds MaTOOH ONPE0SneHHA HEMETANK-
MECEMX BEMHYEHAA

MO 6302 FrOCT 1487 —84 (MCO 6E92—384) MeTanne. MaTogs MCNETAHHA HE PRCTRAMEHWE
MOCT 10006—80 (MCO 6B92—84) Tpyle seTannuydecise. MeTon BCNsITAHWA Ha
pACTAHEHWE
FOCT 10446—B0 {MCO 6892—84) Npoeonozs. MeTon KCNBITAHEA HE PACTAMEBHWE
MED 10714 -

" E{II}TB-ETGTBy DA HALWOHANEHEA CTAHOAPT OTCYTCTRYET. Ao ero YTEEDHOEHWA pPEKOMEHOYETCA MCNONBEZ0OBATE
nepeeod HE PYCCKMA A3LIK A8HHOMND MeslYyH3p0aHoro CTEHOapTa. Nepesog QaHHoRD MEXOYHAPOQHOMD CTAHOARTE HAKO-
OWTCR B egepansHoM BHPOPMELWOHHOM (DOHOS pPErMaMeHToR B CTAHAAPTOE.
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YK 615.46:006.354 OKC 11.040.40 B3z DKM 93 9818
B33
B34
B74

Knipyeawie cnosa: XUDYDIMYeckie MMNINaHTaTel, KOpPOIMoHHO-CTORKAA CTAML, HEDMADBBIOWAR CTAMNL, MOBkR-
LEHHBIA 2307, XMMAYECKHE COCTAR, MUKPOCTRYKTYRE, OENETA-PEPPUT, HEMETANNHYESCKNE BRIOHEHWUA, MEH-
HEHMCTANMNMTHAR KOPROIMA, MEXIHWYESCKHE CRORCTEA, NPOKAT, NPORONOKS, NPYTOK, TOHKMA NWCT, NEHTA, METO
WCNETaHME

Peaartop H.O. Mpaw
Taxuwvacedd pegakrop MG, Nouwaxaas
Kopperrop 8.E. Hecmepaaa
Komnswrepkan pepotea B M. Fpowanna

Caara b kabop 06.05 2010, Nognecano B nedsars DB.06.2010. dopmar E-Dxﬂd'n'.. Eymara achoetnan.  Taphautypa Apaan.
Mevate ofcethan. ¥Yem, ned, n. 0,83, Yae-wan, n 0,90, Twpaw B4 pca. Jas. 471,

MM « CTAHOAPTAHGOPM s, 123995 Mooma, Mpanatnead nep., 4.
wiww gastinio.u infaf@gastinfa.ru
Hopano po YN «CTAHDAPTHHS®OPM s na M3IBM
Ormnavartano o punmane DryN aCTAHOAPTAHGOPM s «— tun. M ockopcki navatoees, 105062 Mocesa, Nanen nep., 6



