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Mpeagucnoewue

LLErn M NDHHELMNE CTAHZAPTHIAUWA B POcCHBCKoE Depepalmy yCTaHoaNeHs PeaepansHbii ISK0HOM OT
27 nexabpa 2002 r. No 18403 « 0 TexHMYeckom peryNMpoRIHMM:, 3 NPARMNG NPUMEHEHNA HALWOHANBHEIX
craHgapToR Poccyickod @egepaywd — MNOCT P 1.0—=2004 «CrangapTHiauxa g Poccyickod Degepaiuu.
DCHOBHEIE NONOMEHHAD

CoegeHWA O CTaHOApTE

1 NOAroTOBNEH @enepankHem MOCcyfapcTEEHHEM YHATADHEM NpegnpuATHEM olleHTpansHsii
HAYYHO=MCCNEO00BATENLCHHA WHCTATYT YepHod MeTannyprdd ww. W, Bapgusas (DIYT «UHARyepaeT
uea. .M. BapguHas ) Ha ocHoBe cOBCTREHHOID AYTEHTHYHO NEPEE0AA HA DY CCKMA ALIKCTAHOAPTA, YHaIaHHD-
ro B nyHETe 4

2 BHECEH TexsuygckHM KOMUTETOM No cTasgapTHaaymun TK 453 dmnnadtats 8 supypriavs

3 YTREPXOEHWBBEJEH B OEVNCTBWE Npukazom GenepansHOro areHTcTEa no TENHUYBECHOMY PEry-
NUPoBaHKKD W MeTponork oT 12 Hoabpa 2010 . MNe 393-c1

4 HacTofAwwid CTaHZapT MOeHTHYeH MexgyHapogHomy cTangapTy MCO 5832-1:2007 «MmnnantaTw
ONA  xdpypriad.  Metannuwuecewe matepdanes. YHacte 1. JedopMyipyemMan  HepMaBEKLAR  CTalbs
(150 5832-1:2007 «Implants for surgery — Matallic materials — Part 1: Wrought stainless steels ).
Mpd NpHMeHEHE HACTOALWEBrD CTaHdapTa PeEDMEeHOYeTCA WCNoNbI0BaTE BMECTO CobUMOYHBIX
MEXIVHADOOHLIX CTAHOAPTOR COOTEETCTEYIOWME MM HAUWOHANBHEIE CTaHOapTe Poccuickol Tegepadi«,
CEEOEHMA O KOTODSIX NPHBEOEHE B O0NONHUTENEHOM NMPHIoHEHRH 1A

5 BBEJEH BNEPEHRIE

HMughopauua of vamesesLax K HacmoAwemy cmandapmy mydnuyemcs @ exezodno usdasacmonm
UHBDODMALUGHHOM YE338MEns « HauUuonank e CMandamibd s, 8 MEeXC UIMeHeRUE U RONDEEoK — & 8XeME-
CAYHO U2dadasmbix UHGOpPMaUUORHEX Yrasamenay sHayuoranssene cmaydapmets. B cnyvae nepecvompa
(Famersl) Wl oMMeHs HICMoAwe20 cmaxdagma coomeamomayowes yeedownanue Gydem ompinuroeaso
@ EHEMECAYHD UITaE3eMOM UHIDODMSLILIOHHOM YHalamens « HayuoHansNeie cmandapmes s Coomaamacinay-
ran unthopMayus, yeedommerus I MeKcis! DEIMSWSINTICA Make & usgropurayuonHod cucmess ofiyeso
MOAEIOEaHUA — Ha chuylansHoM calime Oedepanenosn S2eHMOMEs Mo MEeXHUYSCKOM) PeeyMUuposaHLn U
MEMPONOSUY & carmu MumepHem

& Cravgaptundopm, 2011

HacToRWMA CTaHOapT He MOMET BTk NONHOCTE MK YACTWYHO BOCNPOUIBEOEH, TUDAHUPOBAH W pac-
CHMOTPEH B KSYBCTEE OULWaNEHONT HAOaHIKA Gea paspeueHis DeaepansHors areHTCTaa Mo TeXHHYacKoMy
PEryIApOESHAK W METROMOTHN
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HAUWOHANBHBIA CTAHOAPT POCCMHUCKOW SEONLEPALUMWM

MMMNAHTATEl ONA XWPYPIAA.
METANNHYECKHE MATEPMANLI

YacTte 1
Crtane KOoppo3IHOHHO-CTORKAA (HepKaBseowan) asdopMmupyaman

Implants for surgery. Metallic matenats. Part 1. Wrought stainless stesl

Nara eeegeHma — 2011—11—01

1 OBnacTb NPpUMEHEeHWA

HacTtoAwui cTangapT yeTaHaenyeaeT TpeBoBaAHWMA K XADakTEDUCTHEAM B METOOSM MCNETaHKA NpokaTa
H3 aedopMUDYEMOR KODPOIMOHHO-CTORKOA (HEaABSIOWER) CTany, NEegHAIHAYEHHOrD 408 HAaroToRNEH\A
HHPYDIHYECKME MMNNaHTATOR.

MprmedaH A

1 MexaHrueckHe CEOACTES CTANW, NoNyYeHHee HE olpasyax Wa roTosod NPOGYKLME, MOFYT OTAMYETECA OT YEE38H-
HbIX B HACTOAWEM CTAHGEPTE.

2 Crans, NpeACTAENSHHAR B HACTOALYEM CTAHgAPTE, conTeaTcTayeT UMNS 531673 8 ctadaapTax ASTM F 138 [1).
ASTM F 139 [2), & Takwe cTann nog Homepor 1 4441 s ctangapTe DIN 17443 [3].

2 HopMaTHBEHbIE CCbINKK

B HacToAWeM CTAHOAPTE MCNONEI0BAHLI HODMATHBHEIE COBINKK Ha CNeaywWWe cTasgapTe. 0na Hega-
THPOBAHHE CORINOK CRBOYET MCNONLI0BATE NOCNEAHE: EACTEYIOWEE WEOAHNE.

MCO 377 Crans ucTanksHsIe Magends. PAacnonose H|e M NP ToRNeHHE MCNETRBaEMEX 05paILoR Ang
KOHKDE THELX MEXSHHYECKHX HCNBITAHWA

MCO 404 Cranke W cTankeHbie Magends. OB Ke TeXHWYSCHME YCNOBKA NOCTARKA

WMCO 437 Crane W wyryd. Onpegenedire obwero cogepyadda yrnepona. [ papiMeTpHYeckiid MeTon co
CHuraduen oSpaaua

MCO 439 Crane W 4yryd. Onpegeneadle obluers cogepsaHia KpeMHHR. MpasiMeTpi4eckidi MeTon

HMCO 629 Crane kyyryd. OnpeagneHie cogepHanna Mapranua. CnesTpodoToMeTpHYECcka MeTom

MCO 643 Crank. MetannorpadHdecsdid METOO ONpeQensHMA BUOMMOro paiMepa 3gpHa

HMCO 671 Ctane » yyryd. OnpegeneHye cogepsaHua cepbl. TUTPUMETDHYECKMA METON CO CHUraHKan
ofbpasua

HMCO 49871958 Cranu. OnpegengHre cogepsaHts HeMmaTannuuyeckny Bemodenni. Metannorpadon-
HeCKHi MeToa C NpMMEHEHHEM CTAHIAPTHEIX JMarpamm

HMCO 6892 MeTannuYeckie MaTepuan. MoneiTaHue Ha pACTAMBEHME NPH TEMNSQATYDE OHDYHaDLLER
cpeanl

HMCO 10714 Cranewdyryd. Onpeagenadde copepsanna hocdopa. CnekTpodoToMETDHYECKHIA MeTon C
npuMeHeHHen Monwbaara docoraragka

3 XumuyeckuH cocTae

3.1 O6pasys gnA vccneaoBaAHWUA
OTGop obpauoR ANA aHANKMI0R CReqyeT NPOROOMTE B COOTRETCTREMK C TpEGoBaHUAmMK MCO 377,

Mananne SPAYMANbHOE



rcT P MCO 5832-1—2010

3.1 Cocrag cTand no NNagoYHOMY aHanNKay

KUMWYECKHA COCTAR CTANM NO NNABOYHOMY aHANKIY, ONPefeneHHBER B CODTRETCTEWH C pasaenom &, jon-
WEH COOTEETCTRORATE COCTARY, NPWBEREHHOMY B TaGnmue 1.
Copepxanue xpoma u monubaeHa B cTany GonkHo YIOENSTEOPATE GOy RLLIEMY YCNOBHE:

3.3W,, + W, = 26,

roe W,, — maccosas gona monnGoesa, B npoueHTax;
Wi, — MACcCoOBanA QONA XpPoMa, B NPOUEHTax.

Tatnwus 1 — XdmMduackdi cOCTAR

BAEMEHT Maccopan gona anamaxdtas, %
Wrnepo g He Bonee 0,030
KpawmHua He Gones 1.0
MapraHay He Gones 1.0
doctop He Bones 0,025
Cepa He Bonee 0,010
AanT He Gones 0,10
¥ pos 1F.0—19,0
MonnBnes 2.25—3.002 25—3.00"
Herenk 13.0—15,0
Mels He Gonee 0,50
Heneso JcHoBa

" B aHEMEHATENE NPUERDSHE 38NHCk., NEHHATEA HE TEDEATODAK PooccwRcEod '¢'E_|1E'|1-Euln'||-1.

4 MukpocTpyKTypae TepmooBpaboTanHom! cocToORHMKM

4.1 BenwyuHa zepHa

AYCTEHWTHOS A8 DHO, ONpe0eneHHoe B COOTRETCTEMA C Dasaenom B, He 4onsHe el Te KpynHes S-ro HoMapa.

4.2 MukpocTpykTypa

MUKpOCTDYKTYRA CTaNMW HE OOMEHE COOBDEATE DeNbTA-EDDHT, M-y ) WNKM curMa-tasy npW wecnenonsa-
Hi{M B CODTEETCTEMH C paagenom 6.

4.3 HemeTannMuyacKde BENOYEHHEA

FarpAIHEHHOCTE CTANM HEMETANNHYECHHMA BRMHOYSHHAMA, ONpeQeneHHan B COOTEETCTRW C pajnencm i,
Ha KOHEYHOM Da3Mepe ropAYeRaTasoro NpokaTa He J0IMEHA NPEBEILLAaTE IHEUEHWA, NpHBaNEHHEK B TaBnuye 2.

n PHMEBEYBEHWE — BoamomHo NpAMEBHEHHAS BAEYYMHOMD WNE SNSETRPOWNaEIEDND Nepenneaas gnA nonyyYaH#a
CTANW, OTESYEHILEW YHEZIEHHEM TPa DoBaHNAM NG YHCTOTE.

Tatnwuse 2 — HOpMbl 3ETPAZHEHHOCTH CTANK HEMETANNWHMECKMME BENEDMEHURMA

Heserannnsstkne akmousndE, Gann

Bug aenkdeHni TaHEAN CEpMA foncTan cepas®

HE Gonas
Cyneduae (A) 1.5 11,0
ANKMHHETH (B 1.5 11,0
Cunukats (C] 1.5 1.0
Decuge rrobynapHee (O 1,5 11,0

* B aHEMEHATENE NPUERDSHE J8MNWEE, NpMHATAER HE TEPPATODNA PoccuAcEod ¢3'E,ﬂ_'EFI-Eh.I;I.'|H.

1 ,
"MeTon Tepmuseckoi oBpaBoTn BuIBUPAET HATDTOEMTENS ANA GOCTIKEHUA TPGYEMEY CBOACTE.

k2
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5 MexaHW4ecHKHe CBOWMCTEBA

5.1 Ob6pazysl ONA ACNLITAHKWA

CrBop M nogroTosky oBpasyos ANA MENLITAHWA HA PACTAMEHHE NDOBOOAT B COOTESTCTENM © TReBoRAHWA-
m MCO 377,

5.2 MconeiTanre Ha pacTAMEHUE

CeOACTEA CTANM B JABMCHMOCTH OT BMOa METannNonpooyELMK: CORTOROMD NPOKaTa, NDOBLMNOKM, NWCTa
MNK NEHTEI, NDM UCNBTAHKK H3 PACTAXEHWE B COOTRETCTEMM C paznenos § QonHsl CooTEETCTEORATE IHAYEHN-
AN, NpuaefeHHsr 8 Tabnuuax 3, 51 6 CoOOTRETCTEEHHO.

Ecnu o0MH W3 UCNTYEMBX 0BpaIL0R HE OTEEYAET YCTAHOBNEHHEIM TDEG0BaAHWAM WNK DAIDVILAGTCA 53
npegenaMyd DacYeTHoR OnuHel ofpaaya, NpoRoOAT NOBTOPHEIE MCNBTAHKMA B COOTEETCTEMM C TpE0oRaHKuAMK
MCO 404,

5.3 PacuyeTHan ONHHA
PacyeTHas ANKMHa O0M¥MHa COCTABNATE 5,65..||'SD WY S0 MM B 33BHCHMOCTH OT TONWMHE, OHaMeTpa o

ofpasya MNu HaYansHoR NNowWwany NoNepeaYHoro CeYeRrA 5, Npogrneg, B KBaApaTHEX MULTHMETPax (oM. Tab-
niLeE 4 1 7).

Tadnwya 3 — MexaHedeckve CBOHCTEE COPTOROMD NPOKaTa

I'Ini:q-:m TEEYYELTH O THOCHTE M b
OraseTp Wnn Npegen npaqEcsTd Ep“ I}:'rc al Mia yanesenane A (&), %
Goctoaie TonWHHA o, MK Rm jag) MMa
HE sEHEE
TepmoobpafoTanHos” Boe pasMeps 480—E00 190 40
XonoaHonehopMHUpoBaHHDE He Gonea 22 Be0—1100 G490 12
Bricokod TEEPAOCTH He Bones 8 He Gonee 1400 — —
* Meton Tepmudeckod oBpafoTiw ERBMDaET WATOTOBMTENE ANA QoCTHHEEHMA TpebyeMu X CEOACTE.

Tanuya 4 — JEEMCHMOCTE PAcHETHOW ONHHES nﬂ-paiua. OT COPTAMEHTE MeTannonmpon YW

Maranmna NpoayEL ER

Pacusrian HruHA

G0 mara

5,855,

Kpyrsid NpOKET, NpoECNGKS

Bones 5 ms

He Gonee 5 MM

Mpodgmnu

5o = 40 s

S.= 40 mm’

Tadnuvya &5 — MexaHduackMe CEOWCTEE NPOEONDKMA

CItHACHTERBHOS FATRIEHHE
MpEgen NpauHEETH A [E), %
Cocrommme Bummetp o, mu Rm {s,), MMl

wE MEHEE
TepsmoofipeioTanHoe® 0,025 =d=0,13 He Gonee 1000 an
0,43 = a < 0,23 He Gones 930 a0
0,23 = a = 0,38 He Bonee 400 a5
038=g=05 He Bonee 360 a0
0.5 < d <0,65 He Bonee 820 40
Bonea 0.65 He Gonee 800 40
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Owonwasue malnuys 5

OTHOCHTANEHDE YOANMHEHBE
Mpenan n mocTi Fm dag b, A (]
Cocronmnme Onarmety o, M pe &l
KM
HE W Hea
KonogHOTAHYToR™® 02=d=07 1600— 1850 —
0Ff=<d =1 1500—1750 —
1=d=1,5 1400—1650 —
1.5<d=2 1350— 1600 —_

* MeTon TepMuYeczo ﬂﬁpaﬁ{l'ﬂi“ pRfMpEaT MITCTOEMTENE ANA OOCTHEEHWA TRE ﬁ?EMH!ﬂ. CBOHCTE.
** Mo TpefoEant I'IDTFIE'E WTENA XOMOQHOTAHYTAA NPECNOKS MOMET NOCTEBNATECH C fonee BRICOKOA N POYMHOCTERD.

Tatnwue 6 — MexasHecEne CEOACTES NeHTH W NWCTE

OTHOCHTENBHOE
Mpaasn TEEyHBET JA—
Mpenen npousacte Rpy 4 (5, 4] Mila ¥
Coerannne A (&), %
Bmr (ﬂﬂj. LTI RE]
HE MEHEs
TepmoobpatoTaHHoe® 4 80—E90 180 40
XonogHoaedopMUpOBEHHOS 860—1100 G900 10

* MeTon TepMEYECETA ofpadoTiM EHEHFI&ET HIrOTOBMTENE QNA OOCTHHSHHA TFIE'ﬁ YEMBIX CEONCTE.

Tatnwuse T— 33BNCHMOCTE PECHETHOA ANMHE opaalla oT TONWHHE METEMNONPOSYKLWA

PacusTHas anaHa

MeTannonpogysusn

50 mm 56505,

NexTa, nMeT Bonee 1.5 mm Ha Gonee 1,5 Mm

6 MeToAbl MCNLITAHWA
MeTode MCNBTasKi ONA onpedeneHEa TpeboRa ki HacTOAWEND CTAHOAPTA NpUBanEHsL B Tabnuue 5.

Tatnwus B— MeToou WONETEHWE

Tpebopanwe Paipgen anm nogpasnen GTasgapTa MeTog weneTAHMA

KEMMWHECKMA COCTER! 3
yrmepog WO 437
EpEMHAR MCO 4359
MapraHey SO 629
cepa HCo 671
docdiop Mo 10714

MpAHATEE SHANWTHYSCKRE METOOMWRE [ME-
Toge MCD, ecnn TaKoBRE CYWECTEYHIT)

APy THE ANeMeHTel

BenuurHa 3epHa d.1 WO 643"
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TpeGonmmme

Pasnen wnw nogpEagen cTanaapTa

MeTan Mo TammE

MuEpOCTPYETYPA

4.2

a) meTannorpapuyeckdd cnocoloM NogroTaENW-
gawT ofpasus B TepMoaBpaloTaHHOM™ COCTOAHMA G
NpOACNEHEIREH W MONSQeYHEMA WNHHa M.

b} WCMNONB3YA WIBECTHEIS MeTOgWkd ofpasus pac-
CMATPHEANT NPA CTOKPATHOM YESMAMEHMN HA HANHYWE
WNM OTCYTCTEWE JensTa-heppdTa B kapbugos

DUEHES BENHDYEHNE

4.3

ACD 49671998, meTon A, nnacTteHa i

- Npe0en NpoYvsE0CTH,

- Npegan TeEyYacTy:

= GTHOCHTENBHOE
YONHHEHHE

MexaHuuaCEde CEOACTES!

GO 6382, anA coOTESTCTEYHIWErND BMA3 MEeTan-
NONPoYKL S

" nFI-E.'.'I,I'If.‘l'iTI-ITE]'IbHG DTEHFI-ETH ofipazuw ane CNpafengH g BEENHYHHE 32 pHE nocne NocnagHerd eEEAMa TepMAYec-
KoM ﬂﬁpﬂﬁDTﬂlﬂ nepen SEKNDYMTENEHON CN2panMen KonogHo OedoprManu|n. Ecnm I:IEIFIESLI,H aT ﬁHFIaH:lT NoCne 3-EEned-
HHETENEHOR ONepayie XoNoaHoR gedopMangun, npofel ZonsHe ObiTe NOAMTOBNEHE C nonepe-HHEME WNEgamn.

** Metog TepMadeckod of Ppa GoTru ﬂ-HﬁHFI-EE'T HATOTOEWTENE ONA QXCTAREHWR TFI-EEI}'EMHK CEOACTE.
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Mpunoxenne 0A
{cnpagoYHoe)

CERef8HWA O CODTEETCTEMM COLINOYHLIX MEXAYHAPOAHLIY CTAHAAPTOR HALWOHANLHLIM CTAHOAPTAM
Poccriickon @anepalMm

Tatnwus A1

DHodnauenme
CCBENOYMHDIO
Crentnt COOTSETCTRNE FEoaHauaHAS B HAMMERDBIHHE COOTBETE TEYRWETD HAUMOHEMEHOID O H S0 T
MEXAYHAPORHOID
CTraraapTa

Mo 377 - -

MED 404 — .

MCD 437 — .

MCO 4348 MOD FOCT 12346—78 (MCO 439—B2) Crand NeripoBaHHEE W BRICOKONE-
repoEaHHEe. Merogsl onpefensHna CoaepHan A EpeMHHR

MCO 20 MOD MICT 12348—78 (WMCO 629—82) CTany NerMpoBaHHEE W BRICOKoNa-
rdpoBaHHEE. Merogsl onpefensHna Co0apHaHnA MABRraHUa
FOCT 22536 5—87 (WCD 628—382) Crane yrNepooucTas U YyryH He-
nNerdpoeasHsii. MeTogs onpeaenasia MERTEHUE

MO 643 — .

MCO &7 MOD FMaCT 12345—-2001 (MCO 6F1—B2) CTann NerdpoBaHHLIE W BHCOKO-
nervposasHse. MaTogs onpegsnesHis CoRepEEaHUA Capkl

MCO 49671908 MOD FacT 1778—7T0 (MO0 4967—79) Crans. MeTannorpa@uyuectng Me-
ToOk ONPEASnEHHR HEMETANNHYECKMY BRRKYEHKAR

MCO 6802 MOD FOCT 1497 —84 (MCO GB9Z—A84) MeTanny. MeTogy HCNmITAHWA Ha
PECTAMEHWE
FMacT 10006—80 (MCD 6B92—ad) Tpybo meTannuqeckse. MaTon Mo-
NbITAHWA HE PACTAMSHWE
FOCT 10446—8&0 (MCD 68392—84) MNpoeonoka. MeTo] HCNeITAHMA HA
pRCTAMEHHE

MECO 10714 — -

MCO 14284 - *

" COOTEETCTEVIOLWHAN HAYWOHANEHEIR CTEHOERT OTCYTCTEYET. 0 ero yTESpELEHHA PEKOMEHOYETCA MCNONEIDEATE
nepeedn HE PYCCEHA A3bK QaHHOID MesJyHapogHorc CTaHOERTS. MNepason ARHHOMD MEEAYHEPOOHIMD CTAHGQAapTa =a-
HOOWTCA B ﬂ:‘EJ:IEFI-EﬂhH o8 MHPOpPMAaUNoHHDM POoHEe PETNAMEHTOE W CTAHOSRTOE.

MpumedaH«e—B HECTORWEA TAGNUUS WCNONEIOBAHG CNEQYHWEs YeNoBHOS ofolHE%EHME CTENEHN COOT-
EEBTCTEWA CTEHQEPTOR:
- MOD — soand MUMPOBAHHEIE CTEHOARTHI.
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BuEnuorpacgun

ASTM F138—03 TexHeYSCKHE YCNOEHA HE NPOEAT W NPOBONOKY W3 4ed GpsupySMoE K0pREoIRoHHO-CTORKDA CTANK
18 xpoma — 14 Hukena — 2.5 monuBoeHe Qna xupyprudeckuy imnnasTaTos (UNS S31673)

ASTM F 130—03 TedHMYeCEMa YCNOBWA HA TOHEMA NKCT ¥ NEHTY M3 e OopMApYEMOR L0Ppo3MoHHO-CTORKDR oTa-
ni 18 xpora — 14 Hukena — 2 5 monuBgeda one sHpypraYeceis BsnnadTatos (UMS S31673)

DM 17443 Crans koppoadoHHO-CTORKSR GNA XMEYPIHY8CEME WMNNEHTATOE. TeXHMYECKNS YCNOBWA NOCTASKW
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YK 615.46:006.354 OKC 11.040.40 B3z
B33
B34
BT4

QKM 93 9800

Knioueasie cNoBa: XWDYPIMHECKWE UMNNAHTATH, KOPPOIWOHHO-CTORKAR CTank, HEDHABEILAR CTaNb, XMMMK-
YECKWIA COCTAR, MAKDOCTDYRTYRE, DEeNsTa-heppuT, HEMETANNNYECHHE BEMIDYEHWA, MEXAHWYECKWE CROHCTRA,
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