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I'OCT ISO 5836-2011

MpeaucnoBue

Llenn, oCHOBHble NPUHUMNBLI U NOPSAOK NPOBEAEeHUA paboT MO MEXroCyAapCTBEHHOW CTaHAapTusaummu
yctaHoBneHol TOCT 1.0—92 «MexxrocygapcteeHHas cuctema craHgaptusaumum. OCHOBHbIE MOMNOXEHUS» U
FOCT 1.2—2009 «MexrocygapcTBeHHas cuctema craHgaptu3auun. CtaHaapTbl MEXroCyAapCTBEHHbIE,
npasuna M pekoMeHJauuum Mo MEXrocyaapCTBEHHOW cTaHaapTusauuu. [paeuna pa3paboTku, MNPUHATUSA,
NpUMeEHeHus1, 0BHOBIEHMS U OTMEHbI»

CBegeHuns 0 cTaHaaprte

1 NMOArOTOBJIEH ®epepanbHbiM rOCyAapCTBEHHbLIM YHUTaPHLIM npeanpuatTuem «Bcepoccuiickui
Hay4HO-MCCNea0BaTENbCKMI MHCTUTYT CTaHZ4apTu3aumm n ceptudukaumum B MmawmHocTpoeHmny (BHUMHMALLL)

2 BHECEH deaeparnbHbIM areHTCTBOM MO TEXHUYECKOMY PErynupoBaHuio u metponoruun (PocctangapT)
3 MNPUHAT MexrocyaapCTBEHHbIM COBETOM NO CTaHAapTusaumMm, MeTponorum u ceptudukayum

(npoTtokon Ne 40-2011 o1 29 HosiGps 2011 r.)
3a npuHATHE cTaHgapTa NpPoronocoBanu:

KpaTtkoe HauMeHoBaHWe CTpaHbl Kopa crpaHbl no CokpalleHHoe HanMeHoBaHue
no MK (MCO HauWOHamNbLHOrO opraHa
MK (UCO 3166) 004—97 3166) 004—97 Mo craHgapTU3aLmm
Benapycb BY lFoccrangapt Pecnybnuku Benapycb
KasaxcraH KZ FoccraHpgapt Pecnybnuku KazaxcraH
Kblprbiacran KG KbipreiacraHgapt
Poccwuiickaa ®egepauus RU Poccrangapt

4 Mpuka3om deaepanbLHOro areHTCTBa No TEXHUYECKOMY PerynupoBaHuto u metponorum ot 13 gekabps
2011 r. Ne 1258-cT mexrocygapcTBeHHbii ctaHgapt FOCT ISO 5836-2011 BBeAeH B AENCTBUE B KayeCTBe
HaumoHanbHoro craHgapta Poccunckon ®egepauyun ¢ 1 aueaps 2013 r.

5 Hacroawwmi ctaHgapTt maeHTuYeH mexayHapogHomy ctanHgapty 1ISO 5836:1988 Implants for surgery
— Metal bone plates — Holes corresponding to screws with asymmetrical thread and spherical under-surface
(UmnnaHTaTel Ana xupyprun. MeTtannuyeckue nnacTUHKW ANs CKPEenneHws OTNOMKOB KocTu. OTBepCTus noj
BUHTbI C aCUMMETPUYHOI pe3bboi n chepnyecKkort ONOPHON NOBEPXHOCTLIO).

CteneHb COOTBETCTBUSA — naeHTuyHasa (IDT).

CBeAeHnss 0 COOTBETCTBMM MEXrOCYAApPCTBEHHbIX CTAHAAPTOB CCbITOYHbIM  MEeXAYHapOAHbIM
cTaHgapTam npuBeAeHbl B AONOMHUTENLHOM NpunoxeHun JA.

CraHgapT noarotoBneH Ha ocHoee npumeHenusa FTOCT P NCO 5836—-2006

6 BBEJIEH BrEPBbIE

UHpopmayua o eeeleHuu e Oelicmeue (npekpawieHuu Oelicmeus) Hacmosuwieeo cmaHOapma
nybnukyemcs e ykasamerse «HayuoHarnbHble cmaHdapmsbly.

UHpopmayua 06 U3BMEHeHuUsiXx K HacmosweMmy cmaHlapmy nybnukyemcs 6 ykasamerse
«HauyuoHanbHbie cmaHlapmebl», @ mekcm u3meHeHull — 8 UHhOPMAaUUOHHbBIX yKazamenax «HauyuoHanbHble
cmaHlapmbl». B crnyyae nepecmompa unu ommeHbl Hacmosiueeo cmaHdapma coomeemcemeyiouias
UHehopmauus 6ydem onybriukoeaHa 8 UHhOpMaUUOHHOM yka3amene «HayuorarnbHble cmaHdapmbiy

© CraHgapTuHdopm, 2013

B Poccuiickon depepauum HacTosaWMn CTaHAAPT He MOXET ObiTb MOMHOCTbIO UMW  YaCTUYHO
BOCMNPOU3BEAEH, TUPaXXKMPOBaH W pacnpoCTpaHeH B KkKayecTBe oduumanbHOro usgaHus 6e3 paspelueHus
defepanbHOro areHTCTea N0 TEXHUYECKOMY PerynmpoBaHuio U METPONOrMK




I'OCT ISO 5836-2011
MEXITOCYAOAPCTBEHHBIWN CTAHOAPT

MMNNAHTATbI ANA XUPYPTUN

MeTtannuueckue NNacTUHKU ANsi CKPEMNIIEHUs OTSIOMKOB KOCTM.
OTBepcTUsA NOA BUHTbI C aCUMMETPUYHON pe3bbon
1 cchepuyeckoin onopHON NOBEPXHOCTLIO

Implants for surgery. Metal bone plates. Holes corresponding to screws with
asymmetrical thread and spherical under-surface

Darta BBegeHus — 2013-01-01

1 O6nacTb NpUMMeHeHUs1 U pacnpocTpaHeHusA

Hacroswmii cTraHgapT ycTaHaBnMBaeT pa3mMepbl U JOMYCKU Ha pasMepbl OTBEPCTUM
B MeTannmMyeckMx MnacTUHKax ANs CKPEenneHWs OTNOMKOB KOCTW, NPUMEHSeMbIX B
KayecTBe WMMNMAHTATOB B XWPYpPruM pans Toro, 4Tobbl oOBneryuts npasusbHOE

(hVKCMpPOBaHME NPUMEHSEMBIX BUHTOB B cooTBeTcTBUM ¢ 1ISO 5835.

MpumevaHus

1 Hacrosiwmin ctanaapT He pacnpocTpaHsieTcsl Ha hopMy M pasmepbl NNacTUHOK Unn
paccTosiHne (MeXLUEHTPOBO.) MeXay OTBEPCTUSIMU.

2 B3anmocBA3b MexAyHapoAHbIX CTAHAAPTOB HA BUHTbLI U METannuyeckme nnacTuHKK
ANA CKPEnneHus OTMOMKOB KOCTM UM HA HEOOXOAWMBbIE ANA 3TOr0 MHCTPYMEHTbI MpuBeAeHa B

NPUNOXEHMM A.

2 HopmaTuBHbIe CCbINKKU

B HacToslWwem craHhapTe MCronb3oBaHa HOPMAaTMBHAS CCbIfka Ha creayroLlmi
MEXAYHaPOAHBIA CTaHaapT:

ISO 5835:1991 Implants for surgery; metal bone screws with hexagonal drive
connection, spherical under-surface of head, asymmetrical thread; dimensions
(MMnnaHTaTbl ANA XUupyprun. Metannmnyeckme BUHTBI ANsI CKPENSeHWs OTNOMKOB KOCTU C
BHYTPEHHMM LUECTUrpaHHMKOM nog kntod. Cdpepuyeckas onopHas NOBEPXHOCTb FONOBKM.

Pasamepbl)

M3paHue odmumansHoe
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3 Pa3mepbl U 40NYyCKK

3.1 Tun A (C UNNINHAPUNYECKNM OTBEPCTUEM)
OTBepcTuA TMna A [O/DKHbI COOTBETCTBOBaTb MPUBEAEHHbIM Ha PUCYHKe 1 n B

Tabnuue 1.

90" £ 2"

PucyHok 1 - OTBepcTue tuna A

Tab6nuuya 1- Pasmep oTBepcTusa Tuna A
Pasmepbl B Mmunnmmertpax

402 402 Pa3smep umnmHgpuueckomn
di 174 bmin 4acTN KOHMYEeCKON 3eHKOBKU BuHTbI
0 0 (3aBuCuUT OT a) B cooTBeTcTBUN C ISO
0 5835
t 3ref
-0,2
0,15
e >3 P 0.4 13 HA 15
21 01
2,6 23 0,25 04 15 MA2
2,9 52 0,15
34 54 03 0,6 1,9 HA 2,7
3,7 6,2 0,25 09 24 HA 3,5
4,2 6,4 0,4 ’ ’ HA 3,5; HA 4; HB 4
g; 8,2 832 1,4 3,5 HA 4,5
552 8,2 0'16 14 35 HA5
L3 HB 6,5

MpumeuvaHue - 3Hauyennss b n t B Tabnuue 1 OTHOCATCA K MAACTUHKE TOMWMHONM aref. Eciu
TOMWMHA NNACTMHKN NpeBblwaeT aref, 3Ha4YeHne t He JO/HKHO MpeBbiaTb NPeAcTaB/IeHHOro B Tabnuue 1,
ytobbl He npou3owno ocnabneHus nnacTuHkM. B 3ToM cnyvae 3HaueHve pasmepa b [0/MKHO
yBenuumBatbcsi. Ecnv ToMWMHA NNacTUHKM MeHblle ard, 3HauyeHWe pa3mepa b He [JO/KHO ObiTb MeHee
npeacTasnieHHoro B tabnuue 1 ansa Toro, YTo6bl NPeAoTBPaTUTL BLICTYMN FOMIOBKU BUHTA Hag NOBEPXHOCTbIO
NAacTuHKKA. B 3aTom cnyyae 3HauveHne pasmepa JO/MKHO ObiTb YMEHbLUEHO U MOXET AOCTUraTb Hyss.

Bce BbllLEN3N0XEHHOE MPeACTaBNEHO MAaTEMATUYECKUMU YCNIOBUAMU:
ecma>a”, 70 t =tk
ecnm a <a®, 70 t =t-\- (aref- a);
ecrma<an, 70 b =by
ecima >a”, 70 b =bl+ (a- ad),
rae pasmepsl ard, U, foi nmetoT 3HaueHne a, b nt B cooTBeTCTBMM C Tabnuuei 1.
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3.2 Tun B (C KOHNMYECKUM OTBEPCTUEM)
OTBepcTna TMna B fOMKHBLI COOTBETCTBOBATb NPUBEAEHHOMY Ha PUCYHKe 2.

90° £ 2°

PucyHok 2 - OtBepctuna tuna B ana suHtoB HB 6,5 no 1SO 5835

3.3 Tun C (c pe3bb6oit)

OTBepcTusa Tuna C AO/KHbI COOTBETCTBOBATb NPUBELEHHLIM Ha pUCyHke 3 © B
Tabnuue 2.

Ta6nuuya 2 - Pa3amepbl oTBepcTuit tuna C

Pasmepbl B munanmeTpax

90n+ 2° Paswep
+0.2 +0,.2 bmin LUAVHAPUYECKO
. d2 . 4YacTu KOHNYeCcKol
3€HKOBKM
(3aBucuT OT @)
0
t 3.ef
-0,2
4,7 0,35
8,2 1,4 35
55 0,75

MpumeuvaHune - Cwm. npumedyaHue k Tabnuue 1
PucyHok 3 - OtBepcTue tnuna C gns

BUHTOB HB 6,5 no ISO 5835
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3.4 Tun D (co chepnyeckon 3eHKOBKOIA)

OtBepctna tuna D1, D2 unu D3 [ONXHBLI COOTBETCTBOBATbL MPefCTaB/IEHHbLIM Ha

pucyHkax 4, 5 unn 6 cooTBeTCTBEHHO U B Tabnuue 3.

Ta6bnunua 3- Pasmepbl oTBepcTtuii Tuna D1, D2 n D3

Pa3mepbl B Mmunnnmetpax

0.2 +0,075 +0,15 TunopasMepbl BUHTOB
e min
L " vooso 0 ° no 1SO 5835
1,6
15 0,1 0,2 HA 1,5
1,9
2,1
° 0,2 0.4 HA 2
2,6
2,9
2,5 0,2 0.4 HA 2,7
3,4
3,7 HA 3,5
A 0,2 0.4
4.2 HA 3,5, HA 4, HB 4
4,7) N 0.4 0.5 HA 4,5
5,5) HB 6,5
5,2) HA 4,5, HAS5
4 0.4 0,5
5,9) HB 6,5
6,62 4 0,4 0,5 HB 6,5

1) B oTtBepcTum gnameTtpom o1 MOXeT 6bITb HapesaHa pe3bba ANns NpoxoxaeHuns suHTa HA 6,5.

2) 370 3Ha4YeHne MoxeT NPUMEHATLCA TO/IbKO B UCKNMKYUTEIbHbIX CyYasX.
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MpunoxeHne A
(cnpaBoyHoe)

B3aumocBsa3b MexayHapoaHbIX CTaHAAapTOB Ha BUHTbLI U MeTarifinyeckne nnacTuHKu
Ana cKpenneHus OTIOMKOB KOCTU U Ha HeobxoauMble Qs 3Toro UHCTPYMEHTbI

Cepusi MexayHapOAHbIX CTaHJAPTOB Ha BUHTbI M METannuyeckMe niacTuHK1 Ans
CKPEMeHNs OTITIOMKOB KOCTU U HEOBXOAMMBIE ANSt 3TOTO MHCTPYMEHTbI pasfeneHa Ha aBe
napanneneHbie cepun. OCHOBaHWEM $BMNOCL OGonbluoe pasnuune B dopme pesbObl
BMHTOB A1 CKPEMNEeHNs OTNOMKOB KOCTW (Tunbl BUHTOB HA 1 HB npoTvBonocTasnsoTes
Tnam BuHTOoB HC 1 HD).

Cxema, wnnocCTpvpyloWas B3aUMOCBS3b MEXIAY BWHTaMK, MnacTUHKamn W
WHCTPYMEHTOM, BXOAALMMMW B ABE napannenbHbie Cepun MEXAYyHapOAHbIX CTaH4apToB,

npveeaeHa B Tabnuue A.1.
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Tabnuya Al

Pe3bba

OnopHaa NOBEPXHOCTb
r0O/10BKM BUHTa

BUHTbI

dopma nog 0TBEpPTKY
C €IMHNYHBIM Na30M

MexaHu4yeckue
TpeboBaHus

MnactnHku OTBepCTMA 1 WnLpI

MexaHunyeckune Tpe6OBaH na

Knwoun n otBepTku

OTBEpPTKU

BypoBble ronoBsku,
METUUKN, 3EHKepbI

HA HB
\W

Ccpepuueckasn
pe3bba

no ISO 5835

LecTurpaHHuK

KpyTALwmin MOMEHT
nosIoMKu / yron
nosopota
no 1SO 6475 [2]

Mo I1SO 5836 [1]

Mo 1SO 9585 [7]

i

Knou ¢
LeCTUTPaHHOIA
roN0BKOW
no ISO 8319-1 [3]

ISO 9714-1 [§]

HC HD
"o @
KoHunueckas

pesbba
no 1SO 9268 [5]

©® ©

C eguHuny- C kpecto- C BHYTpeH-
HUM 06pasHbiM HUM
nasom nasom KpecTo-
06pasHbIM
nasom
KoMGUHMpOBaHHble Nasbl Mog
0TBEPTKY

C KpecTo06-
pa3HbiM nasom
W BHYTpeHHel
KPEeCTOBUHOW

C eJUHNYHBIM
nasom n
BHYTPEHHEN
KpecToBWHOI

HaxoauTca B cTaaum
NOArOTOBKY

Mo 1SO 9269 [6]

Mo I1SO 9585 [7]

OTBepTKM
no 1ISO 8319-2 [4]

HaxoauTcs B cTagum
NoAroTOBKM



[1]1SO 5836: 1988

[2] ISO 6475:1989

[3] 1SO 8319-1:1986

[4] 1ISO 8319-2:1986

[5] ISO 9268:1988

[6] 1ISO 9269:1988

[7]11SO 9585:1990
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Bubnuorpacusn

Implants for surgery — Metal bone plates — Holes corresponding to
screws with asymmetrical thread and spherical under-surface
(Umnnantatel Ana xvpypruv. MeTtannuueckue nnactuHKM Ans
cKpernneHuss oTnomkoB koctn. OTBepcTus nNoa BUHTBI C
acMMMETPUYHON pe3bbon 7] cdrepuryeckon OrMOpHOM
NOBEPXHOCTLIO)

Implants for surgery — Metal bone screws with asymmetrical thread
and spherical under-surface — Mechanical requirements and test
(Umnnantatel Ana  xupyprud. MeTannuueckMe BUHTBI  Ans
CKpenneHna OTMIOMKOB KOCTM C acuMMeTpuyHOu pesbbon un
cepuyeckon  OMOPHOM  MOBEPXHOCTbIO.  TpeGoBaHua kK
MEXaHU4YE€CKNUM CBOMCTBAM M MeTOAbl UCTIbITAHUIA)

Orthopaedic instruments — Drive connections — Part 1: Keys for use
with screws with hexagon socket heads

(MHcTpymMeHTbl opToneanyeckue. dopma  TrOfIOBOK MOJA  KIoY)
Yactb 1. Knoun ans BUHTOB C LIECTUIPaHHbIM yrnybneHvem B
ronoBeke)

Orthopaedic instruments — Drive connections — Part 2: Screwdrivers
for single slot head screws, screws with cruciate slot and cross-
recessed head screws

(OTBEPTKM ANA BWHTOB C OAHWMM LUMMLEM, C KpecToobpasHbiM
WnvueM U kpectoobpasHbIM yrnybrneHem B rorioBke)

Implants for surgery — Metal bone screws with conical under-surface
of head — Dimensions

(MUMnnanTaTel gnsa xupyprum. MeTannuyeckne BUHTbI ANS1 CKPENeHns
OTINIOMKOB KOCTM C KOHWYECKOW OMOPHON NOBEPXHOCTLIO TONOBKMU.
Paamepsbl)

Implants for surgery — Metal bone plates — Holes and slots
corresponding to screws with conical under-surface

(MmnnaHTatel Ansa  xvpyprui. MeTtannuuyeckue nnactuHku Ans
cKpenneHuss oTrnomkoB koctu. OTBepcTMa WM nasbl ANS BUHTOB C
KOHMYECKOM OMOPHOM NOBEPXHOCTLIO FMONOBKN)

Implants for surgery — Method for testing bending strength and

7
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[8] ISO 9714-1:1991

stiffness of bone plates

(MmnnaHTtatel  ans xupypruv. MeTtogbl WCMbITAHWA Ha M3rnd u
NMPOYHOCTb METanNMYECcKMX MNNacTUHOK ANS CKPErnneHWs OTIIOMKOB
KOCTWN)

Orthopaedic instruments — Drilling instruments — Part 1: Drill bits, taps
and countersink cutters

(MHcTpymeHThl  opToneguyeckue. WHCTpYMEHTbl ANS  CBEPneHus.

Yactb 1. CBepna, METUMKM U KOHUHECKNE 3eHKEpPbI)
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Mpunoxenue OA

(cnpaBou4HoOe)

CBepgeHus 0 COOTBETCTBUU MeXrocyaapCrtBeéHHbIX CTaHOAPTOB

CCbUIOYHbIM MEeXAYHapOAHbIM CTaHAapTamMm

Tabnuya QA1

O603Ha4yeHe 1 HaMMeHoBaHWe CteneHb O6o3Ha4yeHne 1 HaMmeHoBaHne

MEXAYHapPOAHOro CTaHaapTa COOTBETCTBUA | MEXIoCy4apCTBEHHOrO CTaHgapTa

ISO 5835:1991 WmnnaHTatel ANS
xupyprmm.  MeTannunueckme BUHTHI - *
AN CKPErnmneHus OTIIOMKOB KOCTU C
BHYTPEHHUM  LUECTUIPaHHUKOM MOA,
KoM, Coepuueckas onopHas

MOBEPXHOCTbL rofoBku. Pasmepe!

* COOTBETCTBYIOLUMIA MEXrOCYAapCTBEHHbIN CTaHAapT OTCyTcTBYeT. [10 ero yTBepxaeHus
peKoMeHyeTCH UCMonb3oBaTk NEPEBOJ Ha PYCCKUA $3blK AAHHOrO MEXAYHapOAHOro craHgapTa.
MepeBos [aHHOIO MEXAYHAPOAHOrO cTaHjapta Haxogutcs B deaepanbHOM  MHEPOPMALMOHHOM

POHAE TEXHNYECKUX PETTIaMEHTOB U CTaHAapPTOB.
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YOK 616.71-77-034:621.882.15:006.354 MKC 11.040.40 P22 IDT

KntoueBble crnoBa: MeaMUMHCKOe OOOpYyAOBaHWE, XMPYPrUYeckMe WMMnaHTaThl,

XVPYpPruyeckne nnacTuHKWA, MeTanmyeckme nriacTUHKW, OTBEPCTUSA, pa3Mepbl, JOMyCKM
Ha pa3smepsbl
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