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IrocT IS0 8319-1-2011

Mpegucnosne

Lene, oOcHoBHBIE NPWHUMNTE @ NOPAOOK  NpoBededdA  paboT No MesrocylapcTReHHOR
cTadaapTHaausr yeTanoanese [OCT 1.0—82 «MewrocynapcreeHsan cucTema cTadgapTyaagme. OCHoBHEIE
nonoseddss W FTOCT  1.2—2009 sMewrocydapcToeHHans CcUcTeMa  cTaddapTeiauvd. CTaudgapTel
MEWTOCYSARCTEEHHEE, MPABKNA W PEKOMEHJAUMKA MO MEMTOCYAAPCTEEHHOR CTaHddapTuaadun. [NMpasuna
pa3paboTeM, NOUHATHA, NPUMEHEHNA, 0DHOBNEHKA W OTMEHEID

CeeaeHWA o cTaHpapTe

1 NCAOrOTOBNEH degepanessis rocyZapcTREHHEM YHHTAPHEM NpeanpuaTien «BoepoccHickmi
HAYUHO-WCCNEOOBATENLCHMA  MHCTHTYT  CTAHOAPTHIAUMKM W CepTHOMEALMA B MaEWMHOCTPOEMAM D

(BEHAMHMALL)

2 BHECEH degepancHbld aSreédTCTEOM N0 TEXHWYECKOMY PEryNEPORSHAK W METDONOMAH
(PoccTanpgapT)

3 MPAHAT MesrocyoapcTEEHHEIM COBETOM N0 CTAHAARTHIALWM, METDOMOMMA W CcepTRMKaLMA
(MpoTowon Me 40-2011 o1 29 wosbpa 2011 1)
3a NPUHATKHE CTAMOARTA NPOrONoOCOSan!

Kpaioe aumaiosaure crpausino | i A SIES O tioranaars oo
O03—07 No CTAHOAPTMIALHH
Benapyce BY lMoccrangapt Pecnybnusn Benapyce
Kazaxcrau KZ lMocctangapt Pecnybnaen Kasaxcraw
KeiprelacTaq ] KblpreiscradgapT
Pococuickan Penepauun RU PaoccradgapT

4 Mpekazon DeOepanbUOrd ArgHTCTEA N0 TEXHWUYECHOMY PEryNUpoRaHWK 4 METPONCrHM oT
13 pexadps 2011 r. Mg 1256-c7 MexrocyfapcTBeHHbli cTadgapt MOCT 1S5S0 8319-1-2011 eeeged B
OEACTEME B KEa4ECTEE HaLMOHaNeHorD cTadgapTa Pococriickol Qegepaynk ¢ 1 adeaps 2013 1.

5 HacToAWMWA CTAaHZapT WOEHTHYEH MEewOyHapoOHomMy cTadgapTy 150 8319-1:1996 Orthopaedic
ingtruments — Drive connections — Part 1. Keys for use with screws with hexagon socket heads
[MHCTPYMENHTE  opTONEOMYEcKMe. OCyWecTENEHWe CcoegMHeHHA. YacTe 1. Knouw OnA BAHTOE C©
WECTHNPAMHEIM YINYONEHHEM B FONOaKe ).

Creneds COOTEETCTEMA — waedTuysas (IDT).

CREOEHMA O COOTBETCTEMA MEsroCYIADRCTEEHHBIX CTAHOAPTOE CCBIMOYHBIM  MEKDYHADO L HEM
CTaHdapTam NpreedeHsbl B JONCNHWTENBHOM NpUnose ik 04

CTaMapTt NnogroToaneH Ha ocHoBe nprMeHasds MOCT P MCO 831912006

&6 BEEEJEH BMNEPBLIE

Hiwhopsayus o asededuy & Jelomaus (Npakpaienudy Jelomaus) Hacmofweso omakdapma
MEnNUKYEMeR & Ykazameane sHauwoHanbibie cmandapmble.

Hiwhbopsayus 00 USMEMEHURKX K Hacmaaliesy cocmandaomy Oyanusyemcd 8  ywasamens
wHayoHaNEHNER CMandapmes, & MEKCTT UIMENEHLUD — & UNDODMELUCHRBIE YRalamanax sHayuoHanbtsLe
cmakdapmeis. B cnyyae nepecuompd Wil OmMeshl HacmOAWE2s comandapma coomasmomayiowuian
uHchapManus Opdem onybnuksaans 8 uWiDODMALLOHNGM yEaZamene « HauuoHansHee Cmandaoibis

£ CrangapTaudgropm, 2013

B Pocowickor depepalMd HACTOAWWH CTAHOAPT HEe MOWET ObiTe NOMHOCTEID MAW  YaCTHYHO
BOCMQOMIBEAEH, THDAMMPOBAM W PACNPOCTPAHEH B KadYecTee OhMUWANEHOMD W3gaduA Bel palpeleHda
DenepansHoro argHTCTEA No TeXHWYESCKIMY PEMYIADCEAMMUK W METPONCrAW
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BeepeHue

MexayHapoaHsld cTadgapt IS0 B319 cocToMT W3 CNegysowMx  4acTes,
00 beOMHEHHBIX 0B LL M HaWMEHOBAHWEM «VIHCTPYMEHTEI opTonequYecKkne.
OcywecTeNeHWe COSOMHEHNAN:

-4acTb 1. Knouw gna BMHTOB © WeCTUrPaHHLIM yrnyBneHuem B ronoeke,;

-4acte 2. OTBEPTKKM ONA BUHTOE C OOHWMM LUNWLUEM, KPecTooDpaszHelM WNWUEM W
¥pecToobpazHbiM yrnyGneHven B ronoeke.

MpunoxedHue A HACTOAWETD CTAHOAPTA ABNAETCA CNPABOYHBIM.

Ko Bcem TUNam knioqen NpegbABNAKTCA CNegyelMe OCHOBHbie TpeboBaHua:

a) pabouvid KOHELU KNoH4a QOMHEH SKKYPATHO BXOAMTL B 3AUENNEHWE C ONOBKOW
BWHTA;

b) maTepuansi, WCNOnNbayembie  OANA MZrOTOBNEHWA  KNMWOYEH,  OOM#HB
COOTBETCTEOBATL BCEM MedWUMHCKUM TpeboBaHuAM,

C) KneoM gonsed obnagarte 4OCTATOMHOW MEXaHMHYECKOW NPOYMHOCTRID.

Llensto HacToswero cradgapra AenaetcA  obecneyeHWe BLINONHEHWA 3TUX

TpeboeaHui Be3 YpeamepHsx OrpaHUHMeHUA NO KOHCTPYKTHMBHLIM NapameTpam.

Y
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MEXITOCYOAPCTBEHHBIWA CTAHOAPT

WHCTpyMeHTLI opToneguyueckue
OCYLWECTBNEHWE COEOWMHEHMW

HYacTte 1
Kniwo4u anA BUHTORB C WECTHIPaHHbIM YrNybneHuwemM B ronoBke

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

Oata eeegenws — 2013-01-01

1 OBnacTe NpUMeHEHUA

HacToAwWiA cTaHnapT ycTaHaenweaeT TpeboBadWsA K pasMepam, OONYCKam,
MEXSHMMECKMM CBOWCTBAM M 3KCANYATALUMOHHLIM XapaKkTEPUCTHKaM pabouux KOHUOB
KMHYER, WMCNONb3yEMbIX [ANA YCTAHOBKW W W3BNEYEHWA MeTannuYeckux BWHTOB C
WECTUIpaHHbIM YyINyENeHWeM B TONOBKE, NDUMEHASMbIX B KAYECTBE XWPYDIMHECKMX
MMMNAHTATOR B KOCTHOW XUDYPIUA.

Kniud © napaMetpamid pabouWx KOHUOB, YCTAHOBNEHHBLIMW B HACTOALLEM

CTaHaapTe, AOMNEHEl COOTBETCTROBATE BUHTaM no |50 5835,

2 HopMaTUBHbIE CCLINKX

B HacToswem cTaHfapTe MCNonNsL30BaHbel HOPMATHMEHLIE CCHINKM Ha cnegyrwue
MeXOyHapoaHele CTaHAapThL:

ISO 5832-5:1993 Implants for surgery - Metallic maternials - Part 5: Wrought
cobalt-chromium-tungsten-nickel alloy (MMnnadTatel Ana xMpypran. Metannuueckue
maTepuwans. “Yacte 5. [Hedopmupyemsid cnnae Ha ocHoee koBaneta, xpoma,
BONbpanMa, HUKENHA)

S0 5835:1991 Implants for surgery. Metal bone screws with hexagonal drive
connection, spherical under-surface of head, asymmetrical thread. Dimensions
(MMmnnaHTaTel ONA  XUpyprvd.  MeTannuyeckue KOCTHBIE BWHTBEI C  BHYTPEHHUM
WeCTUIpaHHHUEOM W CDepUYeckol ONOPHOW NOBEDXHOCTED FONOBKA W aCHMMETDUMHON

pesbbon. Pasmepsl)

YOCM. npunokeHwe A OnA WHOpPMaUMKH 0 BIAWMMOCEAIN  MEKOVHAPOOHEYX CTaHgapTon,
OTHOCALWMACH K KOCTHEIM BUHTAM, MNACTWHKEM 1 COOTBATCTEYHILLMM WHCTPYMEHTAM,

WMapganme orumanbHoe

|
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S0 6508:1986 Metallic materials. Hardness test. Rockwell test (scales A-B-C-D-

E-F-G-H-K) (Matepwansol metannuueckme. WMconsitadue Ha TeepnocTs. Onpenenedue

TeepgocTi no Pokeenny (wxans A-B-C-D-E-F-G-H-K)

SO 7153-1:1991 Surgical instruments. Metallic materials. Part 1: Stainless steel

(MHCTRDYMEHTEL xMpyprndeckde. MeTannuyeckne marepuans. Yacte 1. Hepxasewwan

CTalnb)

3 Pazmepbl 1 AONYCKW KNWOYeR

Paamepsl

" O0NYCEA

Ha  ENHIYK

YCTAHOBNEHHLIM Ha pucyHKe 1 W B Tabnuue 1.

OoM+HHbI

KBOCTOBME W DYEOATEA,

HH g My R LA
HE YoTAMARMMEARTCR

"\ Kpas Moyt Oelth

CEPYITEHR] MITA CEOLLERRI

e — OUamMeTp No BLICTYMNaM, 5 — WHPKHa No MadHam WeCTUrpadHHRED

TaGnuvua

{ — ONWHA LWECTUIPAHHOW YacTh

1 — Paamepb! v 0ONYCKWU KNKOYEA

Pucyrok 1 — ObBoadayveHne pasmepos KNoYend

COOTBETCTEBOBATE  3AHBYEHWHM,

B munnumerpax

Tunopasmep BUHTOB B

cooTEETCTEMK ¢ IS0 5835

FPaamep knoqen

5

=

i

HOMMHEANE- | MaBKCHMANE| MHHUMAENb- | MEECHMMAaNe] MHUHUMANR-] MAHWMANR-
HBEIA HBIA HBIA Hbl# HbiA HbdA
HA 1.6 HA 2.0 1.5 1,500 1,475 1,690 1,650 2
HA 27 HA 35 HB 4 2.5 2500 2475 2,840 2,800 4
HA 4; HA 4 5 HA &; HBE &; 35 3,500 3470 3,980 3.932 5
HE 6.5 45 4 R0 4 470 5130 5082 f

-
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4 Matepuansi 1 MapKW METanNNoB ANA U3TOTOBNEHMA KNKYen

Knwouu gon#He M3roTaeNUMBaTeCA W3 CNenyWuy MeTannos!

a) MAapTEeHCUTHOW Hepxaeewlwed ctanu (Hanpumep mapox C, D, H wnu | no
150 7153-1);

b} pedropMmupyemMoro xonogHoobpaboTadHoro cnnaesa KoBanbT-Xpom-

BoNbpam-Hukens no 1ISO 5832-5 wnu gpyroro skEMBaNeHTHoro kobansToBoro cnnaea.

5 TpeboBaHWA K 3KCNNYATALUMOHHbLIM XapaKTEpUCTHUKAM

5.1 TeeppocTb
Mpw weneiTadu 8 cooTeeTcTeMu ¢ 1SO 6508 TeepgocTe no Pokeenny OonwHa

HAaXCOOWTECH B OWanaioHe, NpyueeleHHOM B Tabnuue 2.

Tabnwua 2 — TeeplocTe KNKYEN

MaTepwan Tsep,qu-mh rao E'Dﬁaennj,r, HRC
Hepsaeswwas cTans Or 48 o 54
ﬁecbnpmmpyemuﬁ CNNas KoBaneT-xpomM-BoONsHpaM-HUKEND O7 45 no 50

5.2 TpeBoBaHMA K UCNLITAHWIO HA KPYTALWMA MOMEHT
B 3aBMCUMOCTW OT WCNONL3IYEMOro NPY MCNBITAHKUK MUHWMANLEHOIO 3IHAYEHWA
KpyTAWere momedTa (oM. pazgen 6 v Tabnuuy 3) KNy ANA BUHTOB C WECTUIPaHHBIM

}fFﬂFEHEHHEM B rondBEe He O0MMXEH Pa3pyllaTeCcHd WNKW NpoABNATe OCTATOYMHYHD

OedopMagni.

6 McnbITaHKMe Ha KPYTALWMA MOMEHT

6.1 OBopynoBaHue

6.1.1 Apantep ¢ wecTurpaxHbiM yrnybneHwem w rmyDMHOA 2aUenneHqs B
cooTeeTcTeMw c Tabnuued 3. Apgantep ¢ yrnybnedHwem gonwed ObiTb 3akaned M
obnagaTte DONEWKM 3HAYEHWEM TBEDOOCTH No POKBENNY, YEM KNHY ANA BMHTA.

6.2 NpoeegeHne MCNLITAHKWA

BecragnawT pabouuid KOHEU KNYa B a0anTep W NpUnarawT EpyTAWWA MOMEHT,

JHaYeHWe KOTOpOro NpUeeneHo g Tabnuue 3.

3
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Mp¥ WCNBITAHWKM He cnegyeT OepraTe KWW W YyOapATe No Hemy. Harpyasy

HEUﬁXDﬂHI‘.‘IG npueEnaibleaT™s MNOCTEeneHHO 40 A0CTUREEHWMA MUHWManbLHOMo 3Hg4eHWA

ERpYTAWESND MOMEHTA.

Tabnuua 3 — Pasmepbl W IHAYEHWA KPYTALMX MOMEHTOB, WCNONb3IyeMbIX NpM

HMCNBITaHKWK

LUH.I:IHHE. no rpaHAaM WecTurpgHHMER 5, MM

MuHUmMansHan " .
. ny6Guns MHUMANBHEIR
ErH4a aaanTepa ¢ WeCTUrpadHeIM yrnyGnesnem sBLERnaS MZF:.,F;::J—“::M
ENHYE, MM !
HOMWHANBHEH HOMWHANBHAH falalp{fles
1.5 1.5 +0.046 0.9 0,7
+ (0.006
2.5 25 1,2 3.8
+ (1.058
3.5 3.5 +0.010 2.8 9.7
[
45 45 M 2.8 12

T MapkupoBKa

Ha kmeou gonxHa ObITe HAHECEHA NOCTOAHHAA W NEerko YuTaeman MaprErpoBEa,

cofep#alwlan:

a) paamep BWHTA (KOO W guameTp peabbel 8 cooTeeTcTEuM c ISO 5835), ans

WMCNONb3CBaHWA C KOTODBRIM OH NpedHa3HaeH,

b} HAUMEHOBAHWE HMNK TOPIOBAA MAPKa W3TOTOBKUTENA,

c) 0B03HAYMEHWE HACTOALWEND CTAHAAPTA (eCnN MMEETCA JOCTATOMHO MecTa),

d} matepwan, u3 KOTOPOro MaroTOBNEH KIKY (ECNKW UMEETCA AOCTATOMHO MeCTa).

4
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Npunoxenune A

(cnpaBo4Hoe)

BaanmoceR3b MEXOAYHAPOOHLIX CTAHOAPTOB Ha BMHTEI 1 METanNNHU4YeCEWe
NMMN3ACTHHEW ONA CEPENNEHHMA OTNOMEOB KOCTH M HeobXOAMMBIMK ONA 3TOrO

HHCTPYMEHTaMHK

Cepua MexayHapoaHsXx CTAHOAPTOE Ha BMHTHE W METanNMWYeckme MNNacTUHKW
Ond ckpenneHuA OTNOMKOEB KOCTW M COOTBETCTBYHILWME WHCTPYMEHTH pa3deneHa Ha
nee napannensHsix cepuwy. OcHoBadwewm nAevnocs Donbwoe pasznuyduve B dopme
peabbbl BUHTOB ANA  CHEPENNeHWs OTNOMKOB KOCTW  (TMnel BuHTOE HA W HB
NPOTMBONOCTABNAKTCA TMNam BuHToR HC 1 HD).

Cxema, WNNHCcTpUpYIOWan BIaWMOCBA3L MEXIYHAPOAHBIX CTAHOAPTOE HA BUHTE
W METaNMNMYECKHe NNACTMHEKW ONA CKPEenneHwWsa oTNOMKOE KOCTH W HeobxoduMele Ans
3TOMO  MHCTPYMEHTEl, BXOOAWMWME B JdBe napannencHbie cepud MexdyHapoOHbIX

cTaHgapToBe, npueegexa s Tabnuuye A1,

5
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MOCT IS0 8319-1-2011

Bt

Paawfa

MHMAHRER MOS0 EHGETE

[f=tal=] 19

H HE

Cepudeckan paisba
na 150 5835

i HO
\-\ o I__.- \‘\. an K
r ",

\ \/‘

KavuyscEan
peaefa
no 1SS0 9268 4]

CoanuiaHAe LNA Nepenaysm
FAGMEHTE

IWesrrpandame

A RO,

|NMpactan  Epectoob Menanka o
Npopess pasHan KpRcTood
ApopE Ik AR BIM

L HLE

Mexannesokne Tpefosanng

AEYTHUIHN WREHT
II\'.IJ'!I'J'II."d.'j'I O NDEEEaTa mE 150
B4TS 2]

B cragau nagrotsngn

ar BERFCTAA H LWIMALUE

Mo 120 5836 [1]

Mo 150 9269 [5]

MnacTere

Mexannseckne rpadananen

o CTAGQUH NOOQroTaasn

B cTagan nagratsusn

rocTt

MHET pymE T
a5 neganayumn
EPYTHLUETD
WOMEHT

Krman 1 oTaEpTRA

]

e Tar pany s Ko
na IS0 83191

=

a—
g ]

Oraepren na IS0
E3158-2 [3]
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[1] IS0 5836:1988

[2] ISO 6475:1989

[3] ISO B319-2:1986

[4] ISO 9268:1988

[5] ISO 9269:1988

IMoCT IS0 8319-1-2011

Bubnuorpacdun

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

(MMmnnadTate! gna  xvpyprid.  MeTannuyeckde nNacTUHEW AONA
CKpPENNEHWA  OTNOMKOB  KOCTW. OTBEpCTMA  No4  BHHTHEL  C

ACUMMETPUYHOW pe3sBoi 1 cheprYecKol ONoOPHON NOBEPXHOCTEHY)

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

(MmMmnnadTaTe ANA XMpYpPruv. Metannyyeckue BUHTLI ONA cKpenneHua
OTNOMEOB KOCTH C aCHMMETRHUHYHON pedbbol i chepryeckol onopHon
NOBEPXHOCTLH. TpeboBaHMA K MeXaHWYeCKMM CBOWCTEBAM W MeTodkl

HENBITAHWA)

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

(OTeepTKKM ANA BWHTOB © OOHMM WNWUEM, C kKpecTooBDpazHbim

WNHUEM W KpecTooBpasHeiM yrnyBneHrenM B ronoexe)

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

(MMnnadTaTe ANA XMpyprov. Metannvyeckue BUHTLI ONA CKpenneHua
OTNOMEOBE KOCTM C KOHWYECKOW ONOPHOW NOBEPXHOCTLHY TOMOBKW.

FPaamephl)

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

(MmnnadTatel gna  xupyprid.  MeTannuyeckue nNNacTUHKKW ANA
CKPEenneHna OoTNOMKOE KocTW. OTBEpCcTHA M Naskl ONA BWMHTOB C

KOHUMECKOW ONOPHOW NOBEDXHOCTEH TONOBKK)

2
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NpunoxeHune QA

(cnpaBo4Hoe)

'CBE,EI,EHHH O COOTBETCTEHMH MEXIOCYOapPCTBEHHBIX CTAHOQPTOB CChINOYHBIM

MEXOYHapPOOAHbIM CTaHOQAPTaM

Tatnwua QA1

Ofoanauenie u _ Odotnayenie H
Ofoinadeiine 0 HaHMEHDBARNE Crenens
HAHMEHOBAHHE HANMEHOBLIHE
CCRUIOUHOTO MERIYHAPOAHOTO ) o COOTBETCT- o _ _
crangapm MERYHAPOAHOND CTANIapTa - MERTOCY TAPCTEEIHOTD
Apyroro rojga HilaHnus CTanAapTa
[S0) 58351991 Mmnaantate ana ¥
xHpyprun. Metananveckne
KOCTHBLIE BHHTE ¢ BHYTPEHHHM
WECTHIPANHUEOM 1 chepiieckoi
OHOPHOH NOBEPXHOCTLH NOIOBEH
H ACHMMETPHYHOH pesoi.
Paimepr
150 5832-5:1993 Humnaantate *
ana xupypron. Metananueckne
sarepHais. Yacte 5.
Hedopuupyesniii crias na
OCHOBE KODANLTA, XpoMa,
OB paMa, HHKens
IS0 6508 1980 MaTtepranu MOD FOCT 9013-59 (HCO
metannnueckie. Memuranme na f30E-R0) Merann.. Meton
TEEPAOCTE. Onpejencnne HIMEPEHHA TREPIAOCTH M0
TEEpa0cTH no Poksenny (ukanm Pokpeany
A-B-C-D-E-F-GG-H-K}
[SO 7153-1:1991 HuctpyMenTi ISO TI53-1: 1988 MOD [OCT 30208-94 (HCO
xupyprudeckne. Mertananueckue | Huctpymentnl T153-1-88) Hucrpymentnl
sMarepHans. Yacte 1. XHPYPrHYecKte. KHPYPrHdecKie.
Hep#asewwan crans Metannnueckne MaTepHalsl. MeTannuueckne
Yacte | Hepaneomas smatepuansl. Yacrn 1.
CTANL Hepmanewinan cran,
(IS0 715311988, MOD)

*  CooTBeTcTBRY IO

MEHTOCY 1apCTESHILI

CTanaapT

OTCYTCTEWET.

do o ero

YFTBEPACITHA

PEKOMENIYETCE HCNONLIOEATE NEPER0 HA PYCCKHIE A3LIK Jannoro smesavnapoauoere crannapra. [lepemon
JAHHOTG MERIYHAPOAHOIe cTaniapta naxoanrcea B Penepansinoyd nidopMatnonnoy Goiee TeXnHYeckix
PEriaMenTol H CTallapTos.

[Tpausmevanne - B pacTosmem cramiapTe HCNOILIOBANO CASIYIOLWIEE YCIoBHOe oDO3NavenHe
CTENEHH COOTRETCTEHA CTAMIapTA:

= MOD - moandHuHpoBaniEe CTaNIapTL.
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Kniwodvebkle cnoBa: MedWUWHCKDS DEOPF,D,GBEIHME_. opTonegMyYeckde MMNNaHTaTel, EMHTEI
C LIJECTHF[JEHHCIﬁ ronoBKGd, BUHTEI C 'frn}l'ﬁﬂEHHEM E TroNnoeke, XUpDYPrHYeckos
DEDD'_-.-',CEGEI.EIHHE, ragyHbBle KNHYK, TeXHWYeCcKne TpeboBaHus, pa3mepbl, OONYCKW Ha

paamepbl, MCALITAHWA, MCNBEITEHWA Ha KpYYEHKME, MapKAPOBKa
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