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FOCT P NCO 5838-3—2019

MNpegncnosne

1 NOArOTOBJ/IEH ®enepanbHbIM rocyfapCTBEHHLIM YHUTAPHLIM NpeanpuaTuem «Poccuiicknii Hayu-
HO-TEXHUYECKWI LeHTp Mo cTaHgapTu3auuu, MeTposiorum u oueHke cootsetcteusa» (Pryn «CTAHOAAPTUH-
®OPM») n O6LLEeCTBOM C OrpaHM4YeHHol OTBETCTBEHHOCTbID «LNTO npoekt» (OO0 «LWTO npoekT») Ha
OCHOBE O0MLMA/IbLHOTO NepeBoa Ha PYCCKUI A3bIK aHT10A3bIYHON BEPCUMM YKa3aHHOTO B NyHKTe 4 cTaHjapTa,
KOTOpbI/ BbINONIHEH PefepanbHbIM rOCyA4apCTBEHHBIM YHUTAPHbIM NpeanpusaTuemM «POCCUMICKUIA HayYHO-Tex-
HUYECKMIA LLEHTP NO cTaHAapTM3aLuM, MeTPosIorin 1 oueHke cooTBeTcTBusA» (PryMn «CTAHOAPTUHDOPM»)

2 BHECEH TexHuuyeckum koMuTeToM Mo ctaHgaptusauun TK 453 «MnnaHTatbl B XMpypruvs»

3 YTBEPX/IEH W BBEAEH B AEWCTBUE MNpukasom depepasnbHOro areHTcTBa Mo TEXHUYECKOMY
perynmposaHuio u metponoruu ot 8 asrycta 2019 r. Ne 483-cT

4 HacTtoswunii cTaHgapT MAEHTMYEH MexayHapogHoMmy ctaHgapty MCO 5838-3:1993 «MmnnaHTa-
Tbl 415 Xupyprm. CTepxHu, CNuLibl 1 NPOBOJIOKA A1 CKENIETHOro BbITAXeHUA. YacTb 3. Cnuubl KnpluHepa
0N CKeneTHOro BbiTshkeHus» (ISO 5838-3:1993 «Implants for surgery — Skeletal pins and wires — Pari 3:
Kirschner skeletal wires», IDT).

Mpu NpMMeHeHUN HacTosLWero ctaHgapTa peKOMeHAYeTCs UCMO/b30BaTb BMECTO CCbIIOYHbIX MeXay-
HapoAHbIX CTaH4apTOB COOTBETCTBYIOLME UM HaLMOHasIbHbIE CTaHAapThbl, CBEEHUSA O KOTOPbIX NpUBefeHb! B
[ONOSTHATENBLHOM NpunoXxeHnn A

5 BBE/JEH BIEPBbIE

MpaBuna NpYMeHeHNs HACTOSALLEr0 cTaHjapTa YyCTaHoB/EHbl B cTaTbe 26 ®caBpanbiloro 3akoHa
0T 29 noHA 2015 1. Ne 162-93 «O cTaHgapTm3auum B Poccuiickoin Pegepauun». NHopmaums 06 nsmene-
HMAX K HACTOSILLEMY CTaHAap Ty Ny6/MkyeTCs B XXerofHoM (Mo cocTOosHMI0 Ha 15HBaps TeKyLlero roga)
NHOpPMaLMOHHOM yKa3aTene «HaumoHasibHble CTaHAapThbi». a ouumnanbHblil TEKCT U3MEHeHWi n nonpa-
BOK — B €XXeMeCA4YHOM MHhopMaLnOHHOM yKasaTene «HauuoHanbHble cTaHgapThi». B cnyyae nepecmoT-
pa (3aMeHbl) UM 0TMEHbI HACTOSLWEro cTaHjapTa CoOOTBeTCTBYLee YyBeO/INeHNe ByaeT ony6nko-
BaHO B 6/1mKaiiLLeM BbIMyCKe eXXeMEeCSYHOro MH(POPMAaLMOHHOT0 YKka3aTens «HaunoHanbHble CTaHAapThbi».
CooTBeTCTBYyLWan nidopmaumsa, yBeLoMIeHe N TEeKCTbl pasMeLllalnTCca TakkKe B MH(OPMaLNOHHOM
cucTeme 06LLEero nNob3oBaHUs — Ha ouuuanbHOM caii Te defepasbHOro areHTCcTBa N0 TEXHUYECKOMY
perynupoBaHuio 1 MeTposiorun B ceTn MIHTepHeT (Www.gost.ru)

© 1S0, 1993 — Bce npasa coxpaHaTca
© CtaHpapTuHcopm. ochopmneHme. 2019

HacToswuii ctaHfapT He MOXeT 6bITb MO/THOCTHIO UIN YACTUYHO BOCNPOU3BEEH, TUPAXUPOBAH U pac-
MPOCTPaHEH B Ka4yecTBe ohuLMasIbHOTO N3aaHns 6e3 paspelueHnst defepasibHOro areHTCTBa No TeXHNYEeCcKo-
My peryMpoBaHuio U MeTposiorumn
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rOCT P CO 5838-3—2019
BBepeHve

Cepusa ctangaptos MICO 5838 nog o6wmM HaumeHoBaHueM «MMnnaHTatbl Ana xupyprum. CTepxHu,
cnuLbl 1 NPOBOJIOKA AN CKENIETHOTO BbITSHXKEHWSA» BKIOYaeT B cebs crnefytolime 4yactu:

- yacTb 1. MaTepuanbl U MexaHW4eckue CBONCTBA,;
- yacTb 2. CkeneTtHble WTUTL CTeliHMaHHa. Pa3vepb;
- yacTb 3. Cnnupbl KupliHepa A/ CKefIeTHOTO BbITSXKEHUSA.

HavmeHoBaHne NCO 5838-3 — «lVMmnnaHTaTbl Ana xupyprum. CTepXHMW, Cnuubl U NPOBOSIOKa AN1S
CKeNeTHOro BbITAXeHNs. YacTb 3. Cnuubl KupluiHepa Ana CKeNeTHOTO BbITSXKEHUS».



FOCT P NCO 5838-3—2019
HAUWOHANBbHBLIN CTAHOAPT POCCUMNCKOWN OSGELEPALWUM

MMnnaHTaTbl 4Na xupyprum
CTEPXHW, Cnnubl 1 MPOBOJIOKA AN1A CKENETHOI O BbITAXEHNA
YacTtb 3
Cnuubl KnplHepa A5 CKENEeTHOr0 BbITAXEHUS

implants for surgery. Skeletal pins and wires. Part 3. Kirschner skeletal wires

fata BBegeHns — 2020—05—01

1 O6nactb NPUMEHEHUSA

HacTosiwumii cTaHfapT ycTaHaBMBaeT TEXHWYECKME XapaKTepUCTVKK cnul, KuplHepa ans ckeneTHoro
BbITSDKEHMSA. TpeboBaHUsi K MaTepuasiaM 1 MexaHU4eckMM cBoicTBam npueeaeHsl B UCO 5838-1.

2 HopmaTuBHbIe CCbI/IKM

[Nns npumeHeHus HacTosLLero ctaHgapTa Heob6xoAuMbl crefylole cTaHaapTbl. [ns AaTupoBaHHbIX
CCbI/IOK NPUMEHSAETCA TONbKO yKa3aHHOe n3faHue CCbIZIOYHOro cTaHapTa, A9 HefaTupoBaHHbIX — nocnes-
Hee M3aHne CCbI/IOYHOro cTaHgapTa (BkYas BCe U3MEHEHUS K HEMY).

ISO 5838-1. Implants for surgery — Metallic skeletal pins and wires — Part 1. General requirements
(MmnnanTaTbl ANA XMpyprum. CkeneTHble WTUGThI U cnuubl. YacTb 1. Matepurasnbl U MexaHuyeckue CBoicTea)

ISO 6018. Orthopaedic implants; General requirements for marking, packaging and labelling (MaTtepua-
Nbl UMNNAHTaLMOHHbIE opToneanyeckue. O6Lme TpeboBaHNA K MapkupoBKe U 3TUKETVPOBAaHWIO)

3 Pasmepsbl

Pa3smepbl fO/MKHbI COOTBETCTBOBATL pa3Mepam, NpUBEAEHHBIM Ha pucyHkax 1. 2 u B Tabnuue 1
Bce pasmepsbl, NpYBOAVMbIE B HACTOSILLEM CTaHAapTe, BbIPpaXeHbl B MUIMMETPaXx.

4 KoHupbl cnuy,

OfVH KoHew, 1m 06a KoHLa cnvy, A0/KHbI 6bITb 3a0CTPEHLI. ECNN OCTpre ABNsSiIeTCA TpoakapoM, TO Yribl
NA0CKOCTEl, 06pasyoLMx OCTPUB, AO/DKHbI ObITb TAKUMU, KaK MOKA3aHO Ha PUCYHKe 2.

MpumeyvaHne 1— Ha pucyHke A.1npunoxeHuss A n3o6paxeHbl OCTPbIE U TyMble KOHLbI CUL,, KOTOpble MOTyT
6bITb MCNOMb30BaHbI.

PucyHok 1— OCHOBHble pasMepbl CnuL, KnpLiHepa Ans CKeIeTHOTO BbITSXKEHNS

M3paHue oduymansHoe



FOCT P NCO 5838-3—2019

PucyHok 2 — ®opma A (Tpoakap)

Tab6nunuya 1— OcHoBHble pa3mepbl cnuy KnpwHepa gns CKeNeTHOro BbITSHXKEHUS
AvameTp d_oo4

0.8ids 1.3

1.4544 2.5

5 MapknpoBka 1 ynakoska

OnvHa It 2
70S8/s310
150 S/ s 310

150 S /S 310

B munnumetpax

Cnuubl KnpliHepa ANnsi CKeNETHOro BbITSHXKEHWSA [0/KHbl GbiTb MapKMpOBaHbl M ynakoBaHbl COrNacHo

MCO 6018.

Ha ynakoBKke [0/KHbI 6bITb npocTtaB/ieHbl pasMep AJ/IMHbI N AnaMeTp cnuud. MM. a TakKke yKasaH Tun

KOHLLOB.
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MpunoxexHue A
(cnpaBoy4HOE)

OcTpble U Tynble KOHLbI
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TpeyronbHbIii CTEPXEHb'
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BailioHeT AnbTepHaTVBHas 4/IMHa OCTpust
(04] g o T O
Tpoakap Kpyrnblii cTepxeHB\

VR IMAM 6

KaHaBka 6extona

KaHaBka XeiiHca

PucyHok A.1— OcCTpble 1 Tynble KOHLbI

MpumeyvaHuns

1 Cnnybl MOTYT 6bITb C F1aAKUM UK pe3b60BbIM CTEPXKHEM.

2 Yron ocTpusi U yron Hak/ioHa BUHTOBOW NMHUK, B ClyYyae NPUMEHEHUS, COrNacHO UHCTPYKLUN N3rOTOBUTENS.

3 AnbTepHaTVBHbIe KOHCTPYKLMW: 06a KOHLa MOTyT 6biTb 320CTPEHbI UM OTBEPCTUE MOXeT UMeTb oTBepcTue Ans

LLIOBHOIo matepunana.
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Mpunoxexnune A
(cnpaBouHOE)

CBefleHNs1 0 COOTBETCTBUM CCbIJTIOYHbIX MEXAYHAPOAHbIX CTaHA4APTOB
HauMoHaNbHbIM CTaHfapTam

Ta6nunya QA1

O603Ha4eHNe CCbIIOYHOro CreneHb
O603HaueHe 1 HaMMeHOBaHe COOTBETCTBYIOLLIErO HaLIMOHaUIbHOTO CTaHdapTa
MEX/yHapOAHOro CTaHAapTa  COOTBETCTBUM yIou H hap
ISO 5838-1 oT FOCT P NCO 5838-1—2011 «/mnnaHTatbl Ans xupypruv. CTepxHu, cnu-
Libl 1 MPOBOJIOKA /19 CKENETHOro BbITsXKeHMA. YacTe 1. MaTepuanbl n me-
XaHu4eckne cBoiicTBa»

ISO 6018 —

* COOTBETCTBYIOLWMIA HALMOHAaNbHbI CTaHAapT OTcyTcTBYeT. [lo ero NpuHATUS peKkoMeHAyeTCs UCNOoMb30BaTb ne-
peBOA Ha PYCCKuil A3bIK MeXayHapogHoro ctaHgapTa ISO 6018. OduymanbHblli NepeBoj AaHHOT0 MexAyHapogHoro
cTaHgapTa HaxoguTcs B ®efepanbHOM VHOPMaLMOHHOM (hOHAE CTaH4apToB.

MpumevaHne —B HacToswe Tabnuue Ncnoib3oBaHo cnepywuiee ycioBHoe o603HayeHne CTeneHn cooTBeT-

CTBMA CTaHjapTa:
- FOT — nAEeHTWYHbIW cTaHgapT.

YAK 615.465:616.71:621.886:006.354 OKC 11.040.40

KntoueBble cnosa: MMNAaHTaThl A1 XUPYPruun, cKeneTHble WTUThl, cnuubl KuplHepa, ckeneTtHoe BbITHA-
XeHne

B3 9—2019/50

Pepaktop /1 C. 3umunosa
TexHuueckuii pegaktop W.E. Yepenkosa
Koppektop M.B. ByuHas
KomneioTepHasn sepctka W.A. HaneOkuHoO

CpaHo B Habop 12.08.2019. TMognucaHo B nevaTb 20.08.2019. Popmat 60*84 Vg. FapHuTypa Apuan.
Yen. ney. n. 0.93. Yu.-u3g. n. 0,74.
MoAroToB/IEHO HA OCHOBE 3/IEKTPOHHOI Bepcuu, NpeaocTaB/ieHHol pa3paboTynkom cTaHfapTa

Co3gaHo B eAUHUYHOM ncnonHeHum so ®ryn «CTAHOAPTUH®OPM» ana KoMnnekrosaHus degepasibHOro
nHdhopmaLlmoHHoro poHaa ctaHgapTos, 117418 Mockea, HaxumoBsckuit np-T. 4. 31, k. 2.
wvAv.gostinfo.ru  info@gostinfo.nj
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