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Mpeaucnosue

Llenn, OCHOBHble MPUHUMMbLI W NOPSAOK MpoBeaeHust paboT no  MeXrocyaapCTBEHHON
craHgapTtu3aumm ycraHosneHol FTOCT 1.0—92 «MexxrocyaapCcTBeHHasa cuctema craHgaptusaumum. OCHOBHbIE
nonoxeuna» wu TFOCT 1.2—2009 «MexrocygapcTtBeHHas cucrema craHgaptusauyuu. CraHpapTbl
MEXXroCyAapCTBEHHbIE, MpaBUna U pekOMEeHAAaLUMU N0 MEXToCyAapCTBEHHOW craHaapTtusauuun. lMpasuna
pa3paboTku, NPUHATUSA, NPUMEHEHUA, OOHOBNEHUS U OTMEHbIY

CBeaeHus O cTaHgapTe

1 NOOrOTOBNEH deaepanbHbiM roCy4apCTBEHHBIM YHUTAPHbLIM Npeanpusatuem «Bcepoccuiickun
Hay4yHO-UCCreaoBaTeNnbCKUA  MHCTUTYT — CTaHAapTu3aumm W cepTudpukauMm B MalMHOCTPOEHUU»
(BHUMHMALL)

2 BHECEH ®deagepanbHbiM areHTCTBOM MO  TEXHUYECKOMY PEerynupoBaHUd U METPONoruu
(Pocctangapr)

3 NPUHAT MexrocynapCTBEHHbIM COBETOM MO CTaHAapTu3auuu, METPOnorum u ceprudurauun
(npotokon Ne 40-2011 ot 29 Hosi6ps 2011 1.)
3a npuHATME cTaHgapTa nporonocoBanu:

Kparioe sanienosaye crpasino | \ICO 3166) O aLORANHOr0 Oprara
004—97 no cTaHgapTusauum
Benapycb BY loccraHgapt PecnyGnnku Benapycb
KazaxcraH KZ [occraHpgapt Pecny6nukn KasaxcraH
KblproiactaH KG KblpreiactaHgapT
Poccuiickaa ®egepaumnsa RU Poccranpapt

4 Tlpukasom PeaepancHOro areHTCTBa MO TEXHUYECKOMY PErynMpoBaHUIO M METPonorun ot
13 aekabpsa 2011 r. Ne 1256-cT mexrocyaapctBeHHbln crtaHaapt FTOCT ISO 8319-1-2011 BBeaeH B
OencTBMe B Ka4ecTBe HaLMoHanbHOro craHgapta Poccuiickon ®egepayun ¢ 1 aueaps 2013 r.

5 HacroAwmn crtangapt naeHTudeH mexagyHapogHomy crtaHgapty ISO 8319-1:1996 Orthopaedic
instruments — Drive connections — Part 1: Keys for use with screws with hexagon socket heads
(MHcTpymeHTol opToneguyeckue. OcyllecTBneHue coeauHeHun. Yactb 1. Knwounm ana BUHTOB C
LUeCTUrPaHHbIM YrrybneHuem B ronoBke).

CTeneHb COOTBETCTBUA — uaeHTudHasa (IDT).

CBeleHMs O COOTBETCTBUM MEXTOCYAaPCTBEHHbIX CTaHAAPTOB CCbINOYHbIM  MEXAYHaPOAHbIM
cTaHgapTaMm npuBeAeHbl B AONOMHUTENLHOM npunoxeHun OA.

CTaHgapT noaroToBNEeH Ha ocHose npumeHeHua FOCT P MCO 8319-1-2006

6 BBEJJEH BMNEPBbIE

NHpopmayus o egedeHuu e Oelicmeue (npekpaweHuu Oelicmeusi) Hacmosiuwea2o0 cmaHlapma
nyénukyemcs e ykasamerne «HayuoHanbHble crmaH0apmeiy.

UHopmauua 06 u3MeHeHUsIX K HacmosaweMmy cmaHlapmy nybnukyemcs 6 ykasamerse
«HauuoHarnbHble cmaH0apmbi», a MeKem uaMeHeHull — 8 UHhOPMaUUOHHbIX yKa3amernsax «HauuoHanbHble
cmaHOapmbl». B criyyae nepecmompa unu ommeHbl Hacmosweso cmaHO0apma coomeemcemeyrouas
uHgopmayus 6ydem onybnukosaHa 8 UHHOPMaUUOHHOM yKazamerne «HauyuoHanbHble cmaHdapmaly

© CraHpapTtuHdopm, 2013

B Poccuiickoit deaepaunmu HaCTOALWMIA CTaHZAPT HE MOXeET ObiTb MOJNIHOCTBIO WM YaCTUYHO
BOCMPOU3BEAEH, TUPAXUPOBAH U PacnpoCTpaHeH B kadecTBe odmumansHOro msgaHus 6e3 paspelueHus
denepanbHOro areHTCTBa no TEXHUYECKOMY PErynMpoBaHUIO 1 METPONOrnn

II




I'OCT ISO 8319-1-2011
BBeneHue

MexayHapoaHbeit  ctaHgapt I1SO 8319 coctouT U3 crnepylowmx Jactew,
06beaANHEHHbIX obwum HaMMeHoBaHNeM «UHCTpYMEHTHI opTonesmyeckme.
OcyLUecTBNeHe CoeaUHEHNNY:

-yactb 1. Knoun ans BUHTOB € LLECTUrPaHHBIM YriyGneHneM B ronoBKe;

-yactb 2. OTBEPTKN ANS BUHTOB C OAHUM LWAULEM, KPecToobpasHbiM LWAMLEM U
KpecToobpasHbIM yrinyGneHnem B ronoske.

MpunoxeHne A HacToALLEro cTaHaapTa SBNSETCS CNPaBoYHbIM.

Ko Bcem Tunam kroven NpeabsaensoTcs CrneayoLwme 0CHOBHbIE TpeGoBaHusA:

a) pabounn KOHeL KnroYa AOMKEH akKypaTHO BXOAUTb B 3auenfieHue C rorfioBKoN
BUHTS;

b) maTepuanbl, ucnonbdyemble  ANA  U3FOTOBNEHUS  KMIOYEW,  AOSDKHbI
COOTBETCTBOBaTL BCEM MEAULIMHCKMM TpeboBaHUAM;

C) KIod AorpkeH obnagatb AOCTAaTOMHON MEXaHUYECKON MPOYHOCTbHO.

Llenblo HacToswero craHgapta sensetca ofecneyeHne BbINOMHEHUS 3TUX
TpeboBaHuii 6e3 YpeamepHbIX OrpaHUYEHNIA MO KOHCTPYKTUBHBIM NapameTpam.

v



roCT ISO 8319-1-2011
MEXIFTOCYOLAPCTBEHHbBIA CTAHOAPT

UHCTPYMEHTbI opToneanyeckme
OCYLWECTBNEHWE COEAUHEHUN

Yactb 1
Knioun ana BUHTOB € WeCcTUrpaHHbIM YriybneHnem B ronoBke

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

Dara BBeaeHusa — 2013-01-01

1 Obnactb NnpuUMeHeHust

Hacrosiwmin cTaHpapT ycTaHaBnuBaeT TpeGoBaHWsA K pasmepam, [AOoMyckam,
MeXaHW4YeCKUM CBOWMCTBaM W 3KCMIyaTaLMOHHLIM XapaKTepUCTUKaM paboumx KOHLOB
KNioYer, WUCMonb3yeMblX ANA YCTAHOBKU U U3BIEYEHUS METamNNUYECcKUX BUHTOB C
LIeCTUrpaHHbIM YrnyGreHneM B rONOBKE, MPUMMEHSIEMbIX B Ka4eCTBE XMPYPruyeckux
WUMMNaHTaToB B KOCTHOW XUPYpPru.

Kntoun ¢ napametpamu paboumx KOHLOB, YCTaHOBMIEHHLIMU B HACTOSILEM

cTangapTe, AOIMKHbI COOTBETCTBOBAaTh BMHTam no ISO 5835.

2 HopmaTuBHbIe CCLINKN

B HacTosWemM cTaHfapTe MCnonb3oBaHsl HOPMAaTMBHBIE CChINKU Ha cneayrowme
MeEXAYHapoAHbIE CTaHapTh!:

ISO 5832-5:1993 Implants for surgery - Metallic materials - Part 5. Wrought
cobalt-chromium-tungsten-nickel alloy (MUmnnaHtatbl ans xupypruv. MeTtannuyeckue
matepuansl. Yacte 5. [Jedopmupyembii cnnaB Ha ocHoBe kobanbTa, Xpoma,
BOnbdpama, HmKkens)

ISO 5835:1991 Implants for surgery. Metal bone screws with hexagonal drive
connection, spherical under-surface of head, asymmetrical thread. Dimensions
(UmnnaHTatel ana  xupyprui. MeTannmyeckme KOCTHblE BWHTbI C  BHYTPEHHUM
LIECTUrPAHHMKOM U CHEPUHECKON ONOPHON MOBEPXHOCTLIO MONIOBKN Y aCUMMETPUYHON
pesbGoin. Pasmepb) !

_—
CM. npunoxeHue A AnA uHGpOPMaUMM O B3aMMOCBSI3U MEXAYHAPOAHbIX CTaHAapTOB,
OTHOCAILLMXCA K KOCTHbIM BUHTaM, NNACTMHKaM U COOTBETCTBYIOLLIMM MHCTPYMEHTaM.

M3paHue ocbmumansHoe



FOCT ISO 8319-1-2011
ISO 6508:1986 Metallic materials. Hardness test. Rockwell test (scales A-B-C-D-

E-F-G-H-K) (MaTtepuanbl meTannuyeckue. VicnbiTaHne Ha TBeppocTb. OnpepeneHve
TBEpAocTn no Pokesenny (wkanel A-B-C-D-E-F-G-H-K)

ISO 7153-1:1991 Surgical instruments. Metallic materials. Part 1: Stainless steel
(MHCcTpyMeHTbI xupyprudeckne. Metannmyeckne martepuansl. Yacte 1 Hepxasetowas

cTanb)

3 Pasmepbl 1 gonyckun knwouel

Pa3smvepbl ¥ pgonyckM Ha  KIWYM  AO/DKHblI  COOTBETCTBOBATb  3HAUYEHUAM,

YCTaHOBJIEHHbIM Ha puUcyHke 1 u BTabnuue 1

€ — AnamMmeTp no BbiCTynam; S — WNpUHa No rpaHAM WecTUrpaHHuka;

/ — ANMHA WeCcTUrpaHHol Yactu

PucyHok 1 — O603Ha4YeHne pa3mMepoB Kiouel

Tab6nuuya 1— Pa3mepbl 1 A0NYCKN KIKOYei
B munnnmetpax

Tunopa3mep BUHTOB B Paswmep kntoueit
cooTteeTcTBUN C ISO 5835
S e /
HOMVHa/Ib-  MakcuMasib- MUHUMasb- MakCuMaslb- MUHUMa/lb- MUHUMasb-
HbIlA HbIlA HbIlA HbIlA HbIli HbIli
HA 1,5; HA 2,0 15 1,500 1,475 1,690 1,650 2
HA 2,7; HA 3,5; HB 4 2,5 2,500 2,475 2,840 2,800 4
HA 4; HA 4,5; HA 5; HB 6; 35 3,500 3,470 3,980 3,932 5
HB 6,5 45 4,500 4,470 5,130 5,082 6
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4 Marepuanbi U Mapkvu METarnmnoR Arsi U3roTOBMNEHUs Krnoyen

Kntoum fomkHbI U3roTaBnMBaThCs U3 CriefyoLmx MeETarnnos:

a) MapTeHCUTHOW Hepxaeetowlen cranu (Hanpumep mapok C, D, H wnm | no
ISO 7153-1);

b) aecpopmmpyemoro xonoaHoobpaboTaHHOro cnnaea koBanbT-xpom-

BonbdpamM-Hukenb no 1ISO 5832-5 unu gpyroro skBuBaneHTHoOro ko6ansToOBOro Cnnaea.

5 TpeboBaHMA K IKCNNyaTaUMOHHbIM XapaKTepucTUKam

5.1 TeeppoocTb
Mpu ucnbitanmm B cootBeTcTBUM C ISO 6508 TBEepaocTb NOo PokBenny AomkHa

HaxoAMTbCA B ANAana3oHe, NPYBEAEHHOM B Tabnuue 2.

Tabnwnya 2 — TeepaoCTb KINOYEN

Marepuan TeepaocTb no Poksenny, HRC
Hepxasetowas cranb Ot 48 g0 54
Lecbopmmpyembin cnnae kobanbT-Xpom-BonbdpamM-HUKerb Or 45 o 50

5.2 Tpe6GoBaHUA K UCTILITAHUIO Ha KPYTALWMUIA MOMEHT

B 3aBMCMMOCTW OT WMCMOMb3YyeMOoro MpY UCMbITAHUM MUHUMaNbHOTO 3HaYeHUst
KpyTsLlero MoMeHTa (CM. pa3gen 6 u Tabnuvuy 3) Koy ANs BUHTOB C LUECTUrPaHHbIM
yrnybneHnemM B rOSfiOBKE HE [AOMKEeH paspylatbCs WM NPOSIBASATb OCTaTOYHYHO

nedopmauuio.

6 UcnbiTaHue Ha KPYTAWMUIA MOMEHT

6.1 O6opynoBaHue

6.1.1 ApanTep C LecTUrpaHHsIM yrnybneHwem u rnyGuHoW 3auenneHus B
cooTBeTCTBUM C Tabnuuen 3. Apantep c yrnybneHvem pommkeH ObiTb 3akaneH w
obnapatk 6onbLUMM 3HaYEHWEM TBEPAOCTU NO PokBenny, YeMm KoY Ans BUHTA.

6.2 NMpoBeaeHne UcnbITaHUA

BcraBnsoT pabounin KOHeL, knoyva B agantep v NpunaratoT KPYTALMA MOMEHT,

3HaYeHne KOTOPOro npueegeHo B Tabnuue 3.
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Mpn vcnbiTaHMM He cneayeT Aepratb KM U yAapsTe No Hemy. Harpysky

Heobxognmo npuknagbiBartbe NOCTENEHHO A0 AOCTWXKEeHUA MUHUManNbHOO 3HavYeHuA

KPYTALLEro MOMEHTA.

Ta6bnuya 3 — Pasmepbl M 3HAYEHWS KPYTALLMX MOMEHTOB, MCMONMb3yeMblX Mpu

UCrblTaHUN
LUnpuHa No rpaHaM WEeCTUrpaHH1Ka S, MM
MuHuManbHaa .
rny6uHa MuHMManbHbIN
Knova ajanTtepa C WecTurpaHHbiM yrnybneHvem KPYTSALLMIA
3auenneHus
MOMEHT, H'm
KIiroya, MM
HOMMWHanbHas HOMMWHanbHas AOnycK
1,5 1,5 +0,046 0,9 0,7
+ 0,006
2,5 2,5 ’ 1,2 3,8
+ 0,058
3,5 3,5 +0010 2,8 9,7
+ 0,058
4,5 4,5 +0010 3,8 12

7 MapkupoBka

Ha kniou porkHa ObITb HaHECeHa NOCTOAHHAsA M Nerko yutaemas MapKu1poBka,

coaepxallas:

a) pasmep BuHTa (koa u gnameTp pe3bbbl B cootBetcTBuM ¢ ISO 5835), ans

MCcnoJsib3o0BaHUA C KOTOPLIM OH NpeAHa3Ha4eH;

b) HanmeHoBaHne nnn ToproBas mapka U3roToBuTens;

c) o6o3HaYeHVe HACTOSALLEro cTaHaapTa (ecnm NMeeTC A0CTaTOuHO MecTa);

d) maTepuan, U3 KOTOpOro U3roTOBMEH KoY (ECNU UMEETCH AOCTaTOMHO MecTa).




I'OCT ISO 8319-1-2011

MpunoxeHune A

(cnpaBoyHoOe)

B3anmocBssb MeXayHapoAHbIX CTaHOAPTOB Ha BUHTbI U MeTarsinyeckKkmue
NAACTUHKN OAna CKpensieHNs OTIOMKOB KOCTU U Heo0X0AUMbIMM SISl ITOro

MHCTPYMEHTamMu

Cepusi MexayHapoAHbIX CTaHAApPTOB Ha BWMHTbI U METanNMYeckue nnacTuHKA
LANS CKpEenieHusi OTNIOMKOB KOCTM W COOTBETCTBYIOLLUME WMHCTPYMEHTHI pasfjerneHa Ha
ABe napannenbHbix cepun. OCHOBaHMeM sBMMOCH Oonblioe pasnuune B opme
pe3bbbl BWHTOB ANS CKPENMEHWsS OTMOMKOB kocTu (Tunbl BuHTOoB HA ©n HB
npoTueonocraenstoTcs Tunam suHToB HC 1 HD).

Cxema, nnnroctpupytoLas B3arMoCBs3b MEXAYHaAPOAHbIX CTAHAAPTOB Ha BUHTbI
N MeTannu4eckme NnacTuHKU ANS CKPENmeHns OTNOMKOB KOCTU U Heobxogumble Ans
3TOTO0 VHCTPYMEHTLI, BXOASLME B ABE NapannernbHble Cepuyv MexayHapoaHbIX
CTanzapToB, npvBeaeHa B Tabnmue A.1.
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Ta6bnuya Al

Pe3bba

HWKHAA NOBEpPXHOCTb
BuHTbI rOI0BKM

CoeaviHeHve Ansi nepefaym
MOMeHTa

MexaHunueckne TpeﬁOBaHVIFl

OTBepCTVs U WANLbI

MnacTuHbl MexaHuyeckne Tpe6osaHus
MHCTpYMEHTBbI Kntoun n otBepTkn
4ns nepepgaun

KpyTALLEero

MOMEHTa

HA

wW

Cdpepuueckas pesbba
no 1SO 5835

LecTurpaHHmnk

KpyTswmii MOMeHT
nonomku/yron nosopota no 1SO
6475 [2]

Mo 1SO 5836 [1]

B cTagum noaroToBku

LlecTurpaHHbie Knouu
no 1SO 8319-1

KoHunyeckasn
pe3bba
no ISO 9268 [4]

© w ©

Mpoctas KpecTtoo6- [onoBka c

npopesb  pasHas KpecToo6-
npopesb pasHbIM
wayem

B cTagun nofroToBku

Mo 1SO 9269 [5]

B cTagun nofroToBKu

OTBepTKkMn no 1SO
8319-2 [3]



[1] 1SO 5836:1988

[2] ISO 6475:1989

[3] ISO 8319-2:1986

[4] ISO 9268:1988

[5] ISO 9269:1988
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Bubnuorpadgpusa

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

(Umnnantatel ana  xupyprum. Metannuueckve nnactvHkM Ans
CKpEnneHuss OoTnoMkoB koctu. OTBepcTa nMNOA  BWHTBI  C

acMMMETPUYHON pe3bbon 1 chepryeckon ONOPHON NOBEPXHOCTbLIO)

Implants for surgery — Metal bone screws with asymmetrical thread
and spherical under-surface — Mechanical requirements and test

(UmnnaHTatel ana xupypruv. Metannmyeckue BUHTbI ANSA CKPenseHns
OTIIOMKOB KOCTM C aCMMMETPUYHOM pe3bbon 1 Chepuieckon onopHoOm
NoBEPXHOCTLIO. TpeboBaHUst K MEXAHUYECKMM CBOWCTBaM U METOAbI

MCnbITaHUA)

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

(OTBEPTKM ONST BMHTOB C OQHMM LMLUEM, C KpecTooOpasHbiM

LnmueMm 1 kpectoobpasHbim yriybneHnem B rornioske)

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

(MmnnanTaTel ANS XMpyprn. MeTannuyeckve BUHTbLI 4118 CKPenieHns
OTNOMKOB KOCTU C KOHWYECKON OMOPHOW MNOBEPXHOCTBIO TONOBKM.

Paamepsbl)

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

(MmnnanTatel Ans  xvpyprum. MeTannuyeckme nnacTUHKA — Ans
cKpenneHuss oTrnomkoB kocth. OTBepCTMS M Masbl ANA BWMHTOB C

KOHNYECKOWN OMOPHOM NOBEPXHOCTHLIO FOMOBKN)
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Mpunoxenune OA

(cnpaBouHoe)

CBepgieHUs 0 COOTBETCTBUUN MEXrocyaapCTtBeHHbIX CTaHOAPTOB CCbUJTOYHbIM

Tabnunya OAA1

MeXxayHapoaHbIM cTaHaapTamMm

O0o3Ha4YeHne 1 HANMEHOBAHHE
CCBIJIOYHOTO MEKIY HAPOIHOTO
cTaHmapra

O603HaueHKE U
HAUMECHOBAHUC
MEXy HApOIIHOT'O CTaHaapTa
JPYroro roaa usfaHus

Crenenb
COOTBETCT-
BHUA

O6o3HaueHne U
HAaHUMECHOBAHHE
MEXKIOCY 1apCTBEHHOTO
CTaHzmapTa

ISO 5835:1991 UMmnaHTaThI 1J1st
XUpypruu. Meranigdeckue
KOCTHbIE BHHTBI C BHY TPEHHUM
LIECTUIPAHHUKOM U Chepudeckoi
ONOPHOH MOBEPXHOCTHIO T'ONIOBKU
U aCHMMETPUYHOM pe3bOoil.
Pasmepst

b3

ISO 5832-5:1993 MnuaHTaTh
i xupy priuu. Metannudeckue
matepuasl. HacTs S.
Hedopmupyemblii cruias Ha
OCHOBe KODajibTa, XpoMma,
BoJIb(paMa, HUKEJIsI

ISO 6508:1986 Matepuasbl
Metannndeckue. Mcneitanue Ha
TBepaocTe. Onpenenenue

TBepaocTu 1o Poksenty (Lkassl
A-B-C-D-E-F-G-H-K)

MOD

I'OCT 9013-59 (MCO
6508-86) Metannbl. Meron
H3MEpEeHHsl TBEPAOCTH MO
Poxsemnny

ISO 7153-1:1991 UHCTpyMEHTBI
Xupyprudeckue. Mertaundeckue
matepuaisl. Hactp 1.
Hep:xaserommas cranb

ISO 7153-1:1988
HucTpymeHTH

XUPY prHYECKHE.
Mertamnu4yeckue MaTepUabl.
Yacts 1. Hepkaseromas
cTanb

MOD

I'OCT 30208-94 (MCO
7153-1-88) MHCTpYyMEHTBI
XHUPYPrUYecKHe.
Merammueckue
Matepuaibl Yacts 1.
Hep:kaseromas cranb
(ISO 7153-1:1988, MOD)

* COOTBETCTBYIOINMI MEXTOCYJapCTBEHHBIH CTAHHAPT OTCYTCTBYyeT. Jlo ero yTBep:KAeHHs
PEKOMEH/IyeTCsT MCIONB30BaTh MEPEBOl HA PYCCKHUH s3BIK AAHHOTO MEXAYHApOmHOro cranmapra. Ileperon
AAHHOI'O MEXIYHAapOAHOro CraHaapTa HaXOAUTCS B (I)eI[epaJ'II)HOM I/IH(bOpMaI.[I/IOHHOM q)OHI[e TEXHHUYECCKUX

PEriIaME€HTOB U CTAHAAPTOB.

IIpumeuanue — B HacrosiieM cTaHIapTe HCIOJIB30BAHO Cleaylolnee YCIoBHOe oOo3Ha4YeHHe

CTE€NE€HHU COOTBETCTBHA CTaHAApTa:

- MOD — moaubuumpoBaHHbIE CTAHAAPTHL
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YK 621.883.7:615.465:006.354 MKC 11.040.40 P22 IDT

KntoueBble cnosa: MegnLmHCKoe 060py,ﬂ.OBaHl/le, oprtonegu4veckne nMmnnaHTaTbl, BUHTbI
Cc LIJeCTI/IFpaHHOIZ rONOBKOW, BWHTbI C yrny6neHV|eM B TrONOBKe, Xupyprn4eckoe

obopyaoBaHMe, raeyHble KIOYW, TexHWYeckne TpeboBaHus, pasmepbl, OMyckU Ha
pasmepbl, UCMbITAHNS, UCTIBITAHWS Ha KPyYeHUe, MapKMpoBKa
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