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Mpepgucnosune

1 NOArOTOBJ/IEH depepanbHbIM rocyapCTBEHHbLIM YHUTAPHbLIM NpeanpuatTuemM «Poccuiicknii Hayu-
HO-TEXHWYECKWIi LeHTP Mo cTaHgapTu3auum, MeTponorum u oueHke cootseTcTeusa» (Pryrn «CTAHOAPTUH-
®OPM») 1 O6LWEeCTBOM C OrpaHMYeHHol OTBETCTBEHHOCTbIO «LINTO npoekt» (OO0 «UMTO npoekT») Ha
OCHOBe 0(hMLManbLHOro NepeBofa Ha PyCCKUiil A3bIK aHI10A3bI4YHONM BEPCUMMN YKa3aHHOro B NyHKTe 4 cTaHfjapTa,
KOTOPbI/ BbINONHEH dPeaepasibHbIM roCyAapCTBEHHbIM YHUTAPHbIM NpeanpuaTvemM «POCCUACKNIA Hay4HO-TeX-
HUYECKMIA LEeHTP NO cTaHAapTM3auuM, MeTposiorim 1 oleHke cooTBeTcTBus» (Pryrn «CTAHOAPTUH®OPM>)

2 BHECEH TexHunyeckum KomMuteToM Mo ctaHgaptudaumn TK 453 «MmnnaHTtarbl B Xupypruv»

3 YTBEPXAEH W BBEAEH B AENCTBUE Mpukasom PefepanbHOro areHTCTsa Mo TEXHUYECKOMY
perynuposaHuio u metposiorum ot 8 asrycta 2019 r. Ne 482-ct

4 HacTtosiwuii cTaHA4apT MAEHTUYEH MexayHapogaHomy cTaHzapTy MCO 5838-2:1991 «MmnnaHTaThl
ansa xupyprun. CTepxxHu, Cnvubl U NPOBOJIOKA A1 CKENETHOro BbITSHXKeHWs. YacTb 2. CKeneTHble WindThbl
CreliHmaHHa. Pa3smepsbi» (ISO 5838-2:1991 «Implants for surgery — Skeletal pins and wires — Part 2: Stein-
mann skeletal pins. Dimensions», IDT).

Mpu NpuMeHeHUN HacTosALWEero ctaHgapTa peKoMeHAyeTcs UCM0Nb30BaTb BMECTO CCbIIOYHbIX MeXAy-
HapoAHbIX CTaHAapPTOB COOTBETCTBYIOLLME UM HaLMOHa/bHbIE CTaHAAPTbI, CBEAEHUSI O KOTOPbIX NPUBEAEHbI B
[ONONHUTENBHOM NpUoXeHUn JA

5 BBEJAEH BIEPBbIE

MpaBuna NpMMeEHEeHNs HacTOSLL ero cTaHgapTa yCTaHOB/EHbl BCcTaTbe 26 dcaBpasibiloro 3akoHa
0T 29 noHA 2015r. Ne 162-d3 «O cTaHAapTnlauun B Poccuiickoin degepauun». NHdpopmaums 06 nsmexe-
HMAX K HACTOSALLEMY CTaHA4apTy Ny6/INKYeTCsa B €XXEeroHOM (Mo COCTOSIHUI0 Ha 1sHBaps TeKyLl,ero roga)
MHhopmaLMoHHOM yKa3aTene «HaunoHaibHble CTaH4apThl». a opuunanbHbIi Te KCT U3MEHEeHWid n nonpa-
BOK— B €XeMeCA4YHOM MH(hOopMaLMOHHOM yKka3aTene «HaunoHanbHble cTaHgapThi». B cnyyae nepecmoTt-
pa (3amMeHbl) UM OTMEHBI HACTOSILEero cTaHAaapTa COOTBETCTBYO L ee yBeo/ineHne 6yaeT ony6nko-
BaHO B 6/vxKaiiLleM BbIMyCKe eXXeMeCsYHOro MHhopMaLoHHOro ykasatens «HauuoHanbHble cTaHgapThi».
CooTBeTcTBYylO W as MHpopmauns, yBeLoOMNIEHNEe N TEKCThl pa3mellalnTcs TakxXe B MHOPMaLNOHHOMN
cucteme o6LLEro Nob30BaHUSA — Ha oPUUMA/IbLHOM caiiTe defepasbHOroO areHTCTBa MO TEXHUYECKOMY
perynupoBaHuio U1 MeTposiorum B ceTn MMHTepHeT (www.gost.ru)

© 1SO, 1991 — Bce npasa coxpaHsaTCcA
© CraHgapTvH chopm, odhopmaeHue. 2019

HacToswuii cTaHfapT He MOXeT 6bITb MOTHOCTHIO UM YACTUYHO BOCNPOU3BEAEH, TUPAXUPOBAH U pac-
MpocTpaHeH B Ka4YecTBe oULMaNbHOTO n3gaHus 6e3 paspelueHnst defepasibHOro areHTcTBa Nno TeXHMYecKo-
My peryaMpoBaHuio 1 MeTposiorum
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FOCT P NCO 5838-2— 2019
BBepeHune

Cepusa ctangaptoB MICO 5838 nog obwum HaumeHoBaHuem «VmnnaHtatbl gna xupyprun. CTepxHu,
CnuLbl 1 NPOBOJIOKA ANSA CKENEeTHOro BbITSXXEHNA» BK/OYaEeT B cebs crefytoLive 4acTu:

- yacTb 1. MaTepuasnbl 1 MexaHM4eckne CBONCTBA,
- yacTb 2. CkeneTHble WTUdThl CTeiiHMaHHa. Pa3vepe;
- yacTb 3. Cnuubl KnpluHepa A1 CKeNeTHOro BbITSXEHUS.

HavmeHoBaHne NCO 5838-2 — «MmnnaHTtatbl Ana xvpyprum. CTepXHW, Cnuubl U MPOBOJSIOKa A1
CKENeTHOro BbITSXeHWs. YacTb 2. CkeneTHble WindTbl CTeiiHMaHHa. PasmMepsbis.



FOCT P NCO 5838-2— 2019
HALUMWOHANBbHBLIMN CTAHOAPT POCCUWNCKOW SEALEPALUM

MMmnnaHTaTbl 4Na xupyprum
CTEPXHW, Cnuubl 1 MPOBONOKA OJ1A CKENNIETHOIO BbITAXEHNA
YacTtb 2
CkeneTHble WTUMTbl CTBIIHMaHHa. Pa3mMepbl

Implants for surgery. Skeletal pins and wires. Part 2. Steinmann skeletal pins. Dimensions

[Nata eBegeHuns — 2020— 05— 01

1 O6nacTb NpUMeEHeHNsA

HactoAwwmin ctaHfapT ycTaHaBnuMBaeT pa3mepbl CKefeTHbIX WwTudtos CreliHmaHHa. TpeboBaHus K
MaTepuanam 1 MexaHM4eckum cBolicTBaM npveegeHsl B ICO 5838-1.
MpumeuaHne 1 — CnepyeT obpawaTb BHUMAHME HA BO3MOXHOCTb MPUMEHEHUS Pa3/IMYHOW KOHCTPYKLMK

0CTpUs, KOTOpasi MOXeT 3aBUCETb OT TakUx (PAKTOPOB, KaK CNoco6 BBEAEHUS Y MECTOMOIOKEHNE, TO eCTb OT TOr0, YTO
COAEpPXUTCA B KOCTU — Try6yaToe BeLiecTBO UM KOPTUKASbHbIA CNOi.

2 HopmaTuBHbIE CCbINKKU

Ana npuMeHeHWs HacTosLWero ctaHgapTa HeobxoAuMbl cneyolwne ctaHgapTsl. Ana AaTupoBaHHbIX
CCbI/IOK NPUMEHSETCA TOMbKO YKa3aHHOe M3faHne CCbIJIOYHOro cTaHjapTa, 419 HeJaTUPOBaHHbIX — nocnes-
Hee n3gaHue CCbIIOYHOro cTaHAapTa (BKYas BCe U3MEHEHUS K HEMY):

ISO 5838-1. Implants for surgery — Metallic skeletal pins and wires — Part 1: General requirements
(MmnnaHTatbl AN xupyprun. Yacte 1. MaTtepuanbl 1 MexaHu4eckme CBOINCTBA)

ISO 5838-3, Implants for surgery — Skeletal pins and wires — Part 3: Kirschner skeletal wires (MmnnaH-
Tatbl A4nA xmpyprun. Yacte 3. Cnvupl KupluHepa Ans CKeneTHOro BbITSXEeHWS)

3 Pasmepsbl

Pa3mepbl [40/MKHbI COOTBETCTBOBATL AaHHbIM, MPUBEAEHHbIM HA PUCYHKax 1l— 5 W nepeyncrieHHbIM B
Tabnmuyax 1— 3.

Bce pa3mepsbl, NpuBOAMMbIE B HACTOALWEM CTaHAapTe, BbIpaXXeHbl B MUI/IMMETPAX.

PucyHOK 1— OCHOBHble pa3Mepbl CKENETHbLIX WTU(TOB

N3paHve ouymansHoe
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Tab6nunya 1— OCHOBHble pa3mepbl CKeeTHbIX WTU(TOB
B munnumetpax

AvnameTp AnvHa (12
3.5
4.5 OT 125 A0 300

5

4 KoHUbl

4.1 O6wmne nonoxeHns

OfVH KOHeL, 0/MKeH nepexoautb B ocTpue. KoHel, NpOTUBOMOOXHbIA OCTPUIO, JO/MKEH UMETb OAHY U3
dopm — A. B unu C, ykasaHHbiX B 4.2. 4.3 unu 4.4.

MpumeuaHne 1 — PekoMeHAyeTcs, UTO6bl pa3Mep 3a0CTPEHHOTO KOHLA COOTBETCTBOBA/ pasmepam, npu-
BefleHHbIM Ha pUCyHKe 2.

120* + 7

PUcyHoOK 2 — PeKoMeHAyemMoe ocTpue cKeneTHoro Wwtngta CteiiHMaHHa

4.2 dopma A (nnockas)

PucyHok 3 — ®opma A (KOHeL, Kpyrnioro cevyeHus)

4.3 dopma B (kBagpaTHas)

PucyHok 4 — ®opma B (koHeL, KBafpaTHOro cevyeHus)

Tab6nunya 2-— Pa3vep KoHua hopmbl 6
B munnumeTtpax

OvawmeTp 412
3.5 2,7
4 3.15
4.5 3.55
5 4
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4.4 ®opma C(TpeyronbHas)

PucyHok 5— ®opma C (KOHel, TpeyrofibHoro ceyeHus)

Tab6nuuya 3— Pa3smepsl koHUa hopmbl C

AvameTp «_0048

Nn-00t
3.5 3.2
4 3.7
4.5 4.2
5 4.7

5 Mapknposka ynakoBokK

B mMunnmmetpax

Ha ynakoBke f0/KHbI 6bITb 0603HAYEHbI ATMHA U AUAMETP CKeNEeTHbIX WTUToB CTeliHMaHHa 1 dhopma

KoHLA (KpyTas, KBagpaTHasi, TpeyrosibHas).
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MpunoxexHune A
(cnpaBouHoOE)

CBefleHNa 0 COOTBETCTBUWN CCbINTOYHbIX MEXAYHapoAHblX CTaHAapTOB
HauuoHa/lbHbIM CTaHgapTam

Ta6nunua JOA.1

O603HauYeHMe CCbINOYHOTO CTteneHb O603HayeHMe W HauMeHOBaHUEe COOTBETCTBY W ETFO
MEeXAYHapoAHOro cTaHpapra cooTBeTCTBMA HayMoOHaNbHOTO CTaHAapTa
ISO 5838-1 0T FOCT P NCO 5838-1- 2011 «MmnnaHTaTbl 4na xmpyprun. CTepxHu,

cnunubl 1 NPOBOJIOKA ANA CKENIETHOro BbiTArMBaHuA. Yacte 1. Martepu-
anbl U MEXAHUYECKUE CBOICTBa»

ISO 5838-3 - .

* COOTBETCTBYIOL NI HALMOHANbHbIV CTaHAapT OTCYTCTBYET. [J0 ero NPUHATUSE PpEKOMEHAYETCSt UCNONb30BaTh nepe-
BOJ, Ha pYycCKuii A3bIK MeXAyHapoaHoro ctaHgapta I1ISO 5838-3. OduunanbHblii NepeBo AaHHOro MeXxayHapoaHOro
cTaHgapTa HaxoauTcsi B defepaibHOM MHADOPMaLMOHHOM hOHAE CTaHAAPTOB.

MpumeyaHune — B HaCTOFILIJ'eﬁ Tabnuue ncnonb3oBaHo cneaylollee ycnosHoe 0603HayYeHe cTeneHn cooTBeT-

CTBUS CTAHAAPTOB:
- IOT — MAEHTWYHBIN cTaHaapT.

YOK 615.465:616.71:621.886:006.354 OKC 11.040.40

KntoyeBble cnoBa: UMMNAaHTaTtbl 413 XUPYPrun, cKeneTHble LIJTVI(bTbI, cnunuybl, LLITVIC*)TI:I, pasmMepbl

B3 9—2019/49

Pepaktop M.C. 3umunosa
TexHuueckuii pegaktop W.E. Yepenkosa
KoppekTtop M.B. ByuHas
KomnbloTepHasa Bepctka W.A. HaneOknHoO

CpaHo B Habop 12.08.2019. TMognucaHo B neyaTb 20.08.2019. dopmart 60*84 Vg. FapHutypa Apuan.
Yen. neuy. n. 0.93. Yu.-u3g. n. 0.65.
MoAroToBeHO HA OCHOBE 3N1EKTPOHHOI Bepcuu, NpeaocTaB/eHHol pa3apaboTunMkomM cTaHgapTa
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