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FOCTP NCO 5838-1—2011

Mpepgucnosune

Lienn v npuHumnel cTaHgapTr3auum B Poccuiickoin @egepaunm yctaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. No 184-d3 «O TeXHWYECKOM peryavpoBaHuu», a npasuna NpUMEHEeHNs HaunOoHaNbHbIX
cTaHgapToB Poccuiickoli ®epepayun — FOCT P 1.0—2004 «CTtaHgapTusaumsa B Poccuiickoil ®epepauuu.
OCHOBHbIE NONOXEHUSA»

CBefieHus o cTaHgapTe

1 NOArOTOB/IEH ®epnepanbHbiM [OCYAapPCTBEHHBIM YHUTAPHbLIM NpeanpusaTnemM «LleHTpanbHbIi
Hay4HO-MccnenoBaTeNbCKUn UHCTUTYT YepHoii MeTannyprun um. V.M. BapauHa» (®ryrn «UHUWNyepmeT um.
W.M. BapgnHa») Ha 0CHOBe COOGCTBEHHOr0 ayTEHTUYHOIO NepeBoa Ha PycCcKkuii A3blk CTaHAapTa, yKa3aHHOro B
nyHkTe 4

2 BHECEH TexHuyeckum kKoMMTeTOM Mo cTaHAapTusauunmn TK 453 «MmnnaHTatbl B XUpypruv»

3 YTBEPX/EH /I BBEJIEH BEVICTBVE Mpukazom ®efepansHOro areHTCTBa N0 TeXHUUYECKOMY pery-
NMpoBaHunio 1 MeTponorum ot 28 ceHTabpsa 2011 r. Ne409-cT

4 HacToslwmii cTaHfapT MAEHTUYEH MeXAayHapoaHoMmy cTaHgapty MCO 5838-1:1995 «MmnnaHTathbl
Ana xupyprun. Cnuupl ¥ NPoOBOJIOKa A9 CKENIeTHOT0 BbITSXeHMA. YacTb 1. MaTepuanbl n MexaHnyeckue CBOM-
ctBa» (ISO 5838-1:1995 «Implants for surgery — Skolet pins and wires — Part 1: Material and mechanical
requirements»).

Mpv NpUMEHEeHNN HacToALLLEro cTaHAapTa PEKOMeHAyeTCsA UCMO/b30BaTbh BMECTOCChIIOYHbIX MeXayHa-
POAHbIX CTaHAapPTOB COOTBETCTBYHOLUME UM HALMOHa/bHbIE CTaHAapPTLl Poccuiickoil Pepepaunm, cBefeHns o
KOTOPbIX NpUBeEeHbl B OMNOTHUTENIbHOM NpunoxexHun A

5 BBEJEH BIEPBbIE

MHopmMauus 06 U3MEHEHMSAX K HACTOSILLEMY CTaHAapTy Ny6ankyeTCsl B eXerofHo n3jaBaemMom
MH(OPMAaLMOHHOM yKa3aTe e «HalnoHanbHble CTaHAapThi», @ TeKCT U3MeHeHMii 1 NoNpaBoK — B exe-
MeCsiYHO N3fjaBaeMblX MH(POPMALMOHHbIX yKazaTensx «HalunoHanbHble CTaHgapThi». B cnyyas nepecMoT-
pa (3amMeHbl) WM OTMEHbl HACTOAWEro CcTaHjapTa COOTBETCTBYyWWeEe YyBeAoMNeHue 6yaeT
ony6MKOBaHO B €XXeMeCsiYHO 13aBaeMoM MH(OPMALMOHHOM yKazaTene «HauuoHanbHble CTaH4apThbi».
CooTBeTCTByWLWasA NHhopmMaLys, yBeoMIeHe 1 TEKCTbl pasMellalnTcsa Takke B MHOPMaLOHHO
cucTemMe 06LLEro NONbL30BAHUS —  Ha 0hULManbIlOM caiiTe ®eaepasbHOro areHTCTBa N0 TEeXHAUYECKOMY
perynmpoBaHuio ¥ MeTPONOriu B ceTH MHTepHeT

© CraHpgapTuHdgopm. 2012

HacTosuii cTaHAapT He MOXEeT 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kauecTBe 0huLManbHOro n3ganus 6e3 paspelleHus ®efepasbHOro areHTCTBa N0 TEXHUYECKO-
MY perysimpoBaHuio 1 MeTposiorum

n
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HALULMWOHANBbHBLIN CTAHAAPT POCCUWNCKOMWN GELEPALUMN

MMNNAHTATbI ANA XUPYPTUWN.
CTEPXHW, CrLbl N MPOBOJTOKA AN1A CKENETHOIO BbITAXEHNA

YacTtb 1l
MaTepuanbl U MexaHu4yeckne cBoncTea

Implants for surgery. Spokes, skelet pins and wires. Part 1.
Material and mechanical requirements

fNaTta BBegeHuns — 2012—10—01

1 O6nacTb NpUMeEHeHUs

HacTosiuii ctaHgapT ycTaHaBnuBaeT Tpe6oBaHUsi K MaTepranamM 1 MEXaHUYeCcKUM CBOMCTBAM CTEPX-
Hel. cnuL, 1 NPOBOJIOKU (huKCUpytoLLeli MeNKne KOCTHbIE hparMeHTbl) 47151 CKEMIETHOTO BbITSXXEHUS, NPUMEHS-
€MbIM B KOCTHOI XMpyprum, KpomMe nNpoBOJIOKM A1 IMraTypbl (NepeBsi3biBaHWs) Y CEPKsKa (CTATMBAHUS).

2 HopmaTuBHble CCbIIKK

B HacToAwem cTaHfapTe UCMO/Ib30BaHbl HOPMAaTUBHbIE CChIJIKU HAa cneyoLme cTaHAapThbl:

NCO 5832-1:19871>VmnnaHTaThl 414 XMpypruv. MeTtannmyeckme matepuans. Yactb 1. lecbopmupye-
Mast Hepxaselollas cTasib

MCO 5832-2:19932) mnnaHTaTbl AN Xupyprun. Metananyeckne matepuansl. Hactb 2. HenermposaH-
HbIA TUTaH

NCO 5832-3 VimnnaHTtatbl Ans xupypruv. Metannuyeckue matepuanst. Yactb 3. [lechopmupyemsbiii
cniaB Ha OCHOBE TUTaHa, codepxalinii 6 % anomMuHma n 4 % saHaaus

MCO 5832-5:19933) mnnaHTaTtbl 4NA Xxupyprum. Metannmyeckue matepuansl. Yactb 5. echopmupye-
MbIi CN/j1aB Ha OCHOBE KobanbTa, Xpoma, Bonibhpama 1 HUkens

MCO 5832-6:19804>MmnnaHTathbl 4NA Xupyprum. Metannmyeckue matepuassl. Yactb 6. Jechopmupye-
Mbli1 CN1aB Ha OCHOBE k0banbTa, HUKens, Xxpoma n monubaeHa

NCO 5832-7:1994 iImnnaHTaThl AN XUpyprun. Metannnyeckne marepuasl. HacTe 7. Cnnas KOBKUIA 1
xonogHoAedopMnpyemblii KO6anbTOBbIA, CogepXaLlL Wil XpOM, HUKe b, MONNGAEH U Xene3o

NCO 5832-8 VimnnaHTaTbl gna xupypruv. MeTannuyeckne martepuasnsl. Hactb 8. Jecdopmupyemblii
CnnaB Ha OCHOBe KobanbTa, HUKeNs, Xxpoma, MonnbaeHa, Bosbhpama vxenesa

NCO 5832-11:1994 mnnaHTatbl 418 Xmpyprum. Metannnyeckvie matepuansl. Yactb 11. lecoopmupye-
MblIii CNaB Ha OCHOBE TUTaHa, cogepxalnii 6 % anoMuHna n 7 % Hnobus

MCO 6892:19845) MeTannmyeckme matepuasbl. VicnbiTaHe Ha pacTsxeHue

3 Martepuan

CTepXHK, CrnLbl 1 NPOBOIOKA A/151 CKENTETHOTO BbITAXEHUS AO/KHbI ObITb U3rOTOBNEHBI U3 Aedopmupye-
MbIX MaTepurasioB cornacHo TpeboBaHUsiM COOTBETCTBYOLLMX YacTell ICO 5832.

n 3ameHeH Ha NCO 5832-1:2007.
21 3ameHeH Ha WCO 5832-2:1999.
3l 3ameHeH Ha NCO 5832-5:2005.
41 3ameHeH Ha NCO 5832-6:1997.
51 3ameHeH Ha NCO 6892-1:2009.

N3paHne opuymnanbHoe
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4 MexaHnyeckme ceoncTea

MexaHuueckue CBoiicTBa, onpeefieHHble BCOOTBETCTBUN C pa3fiesloM 5. 0/XHbI 0TBeYaTb Tpe6oBaHu-
AM. NpMBEEHHbIM B Tabnuue 1.

Tab6nuye 1— MexaHuvyeckue cBolicTBa
Mpepgen npoyHocTU.
pea MIE)Ia YanvHenune'. %
Tun maTepuana Onawvetp <. Mm
He MeHee

fNecdopmupyemas HepxaBetlwas crtanb l1<a S2.8 1240 3
28<ds4 1100 5

4<di. 6 960 5

flechopmMupyemblii HeNerMpPoOBaHHbIN TUTaH** i3 730 3
>3 750 5

[lechopmupyemble TUTAHOBbIE CNAaBbl 56 1030 3
flechopmupyemblii cnnae Ha ocHoBe Ko6anbTa c 56 1240 7

XPOMOM

* PacuyeTHas f/iMHa A0/IXHa cocTaBnaTb 5.6S7S . rge So — HavanbHas nnowafb NONepeyvyHoro ceyeHna npoduns
B KBaZpaTHbIX MUAAMMETPAX UK. NPY BO3MOXHOCTU, A0/MKHA cocTaBNATb 50 Mbl. ECnn 370 ycnosue He BbINONHUMO, TO
AN NPOBOIOKM AamMeTpoM MeHee 2.5 MM pacuyeTHas AnvHa 6epetcs 100 nam 200 MM B 3aBUCUMOCTY OT 06LW e AANHBI
Mexay 3axsatamu (MCO 6892). OgHaKo B 3TOM cnyyae MUHUMANbHOE 3HAYeHne YANNHEHUA JOMXHO ObiTb cOornacosa-
HO MeXAay u3rotosutenem u notpebutenem.

*s B 0OCOGbIX KTMHNYECKUX CNyHYasax pasMmepbl NONEPEYHOro CeHeHNA CTEPXHS, CNULbl NN NPOBOMOKN AO/KHbI COOT-
BETCTBOBaTb MPOYHOCTN MaTepuana.

5 MeTogbl ucnbiTaHui

MeToabl UCNbITAHUI ANs onpefenieHns COOTBETCTBUS TPe6GOBaHMSAM HACTOSILEro cTaHAapTa AO/KHbI
cootBeTcTBOBaTh VICO 6892.
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Mpunoxexnne OA

(cnpaBoy4HOE)

CBeleHNst 0 COOTBETCTBUMU CChINIOUYHbIX MEXAYHAPO4HbLIX CTaHAapPTOB
CCbIZTIOYHBIM HaLMOHaNbHbLIM CTaHgapTam Poccuiickoii ®eaepauum
(v peiicTByOWMM B 3TOM KaueCTBE MEXrocysapCTBEeHHbIM CTaHAapTam)

Ta6nnuya OAL

O60o3HaueHre CCbIIOYHOTO
MexAyHapoAHOI cTaHgapTa

NCO 5832-1:2007

NCO 5832-2:1993
NCO 5832-3
NCO 5832-5.2005

NCO 5832-6.1997

NCO 5832-7:1994

NCO 5832-8:1997

NCO 5832-11:1994
NCO 6892:1984

CreneHb
COOTBETCTBUSI

0T

oT

0T

0T

0T

MOD

O603HaueHe N HaMMeHoBaHNe COOTeeTCTayK>LLIEero HalyMoHabHOro cTaHjapTa

FOCT P WNCO 5832-1—2010 UmnnaHTaTbl 4Na xupyprun. Metannu-
yeckne matepuansl. HacTe 1. CTasb KOPPO3MOHHO-CTOKan (HepxaBeto-
wasn) gedopmupyemas

FOCT P NCO 5832-5—2010 imnnaHTaTel Ana xupypruu. Metannu-
yeckme matepuansl. Yactb 5. Cnnas k06anbT-XxpoM-BOoNbpam-Hukene-
Bblii gedopmMupyemblii

FOCT PUCO 5832-6—2010 NWmnnaHTaTtel 4N xupyprun. Metannu-
yeckme martepmanbl. Yactb 6. CnnaB Ko6anbT-HMKeNb-XpOM-Monumbae-
HOBbIi feopmupyemblit

FOCT P WNCO 5832-7—2010 WmnnaHTaTthl 4N xupyprun. Metannu-
yeckne matepuansl. YacTb 7. CnnaB KOGanbT-XpOM-HUKENb-MONuGae-
HOBBbIVi. coaepXawuin xeneso, KOBKMA N xonoaHoaeOpPMUPYEMDbIi

FOCT PWUCO 5832-8—2010 NWmnnaHTaTthl 4N xupyprun. Metannu-
yeckme maTtepuansl. Yactb 8. CnnaB xo6anbT-HUKENb-XPOM-MOIMO-
LeH-BONb(PaMOoBbIii. cogepxalyunii xxeneso, gepopmupyemblii

FOCT 1497—84 (MCO 6892—84) MeTannbl. MeToabl WCNbITAHUA
Ha pacTaxeHue

FOCT 10006—80 (MCO 6892—84) Tpy6bl meTannuueckue. Metopg
MCMbITAHUA Ha pacTaXeHue

FOCT 10446—80 (MCO 6892—84) MNpoBonoka. MeTos ncnbiTaHUs
Ha pacTaxeHue

* COOTBETCTBYIOLW M HAYMOHA bHbIN CTaH4apT OTCYTCTBYeT. [0 ero yTBepXAeHNs PEKOMEHAYETCs UCMNONb30BaTh
nepeBoj Ha PYCCKUii A3bIK JAHHOTO MEXAYHapoA4HOro ctaHgapTa. NepeBoj 4aHHOTO MeXAYyHapoAHOro cTaHaapTa Ha-
X0ANTCS B ®eaepasbHOM MHPOPMALMOHHOM (DOHAE PErnamMeHToB U CTaHAAPTOB.

MpumeuyaHne — B HacTosAwell Tabnuye Ncnonb3oBaHbl cneaytoline ycnoBHble 0603HAYEHNSI CTEMEHU COOT-

BETCTBUSA CTaHAApTOB:
- IOT — unaeHTUYHble cTaHA4apThl;

- MOD — MoAudUUMPOBAHHbIE CTAHAAPTHI.
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YAK 615.46:006.354 OKC 11.040.40 B32 OKIM 939800

B73
B74

KntoueBble cnoBa: MeguumMHcKoe 060pyAoBaHue, XMpypruyeckne MMniaHTaTbl, XMpypruyeckne CTepXHu, cnu-
Libl, MPOBOJIOKA, TEXHUYECkne TpeboBaHus, TpeboBaHMA K MaTepuanam, MexaHuyeckne cBONCTBa, Aethopmu-

pyemas HepxaBelolas cTaslb, HeNlermMpoBaHHbIii TUTaH, TMTaHOBbLIE CNaBbl, CNaB Ha OCHOBe Ko6anbTa
XPOMOM
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