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Mpeaucnoeue

Llenu, ocHOBHBIE NPWHLKNL W NOPAGOK NpoBedeHrs pabor No MEsncyJapcTEEHHDA CTaHJaRTHAaLMMA
yoeTawoeners [OCT 1.0—52 «MexrocygapcraesHas cucTema cTaHgapTyiauri. OCHOBHLIE NONOMEHHAD
MoCT 1. 2—=2009 «MexrocyaapcTEEHHAA CHCTEMAE CTAHAAPTHAALMH. CTAHAARTE MEXTOCYAAPCTRE HHBIE, NDa-
BANE W PEXCMEHZALKNW MO MEKIOCYJAPCTBEHHOR CTAHGAPTHIALMWK. MpaBuna paspaboTen, NEHHATHA, NEKME-
HEHWA, CEHORNEHAR K OTMEH I

CReaaeHMA O cTaHOapTe

1 NOOArOTOBNEH @eaepanbHeid rocydapcTBEHHEIM YHUTADHLIM NPEANPHUATHEM «BoepocoHACEMA
HAYYHO-MCCMeOoBATENLCKKA  MHCTWUTYT  CTAHZapTHIALMA 1 CEPTUDHEILUMHM B MAWWHOCTROSHKN %
(BHWIHMALL)

2 BHECEH degepansHsis areHTCTEOM N0 TEXHWYECKOMY DeryNHDORAHMEG W METRONoMkK (PoccTan-
aapT)

3 MPHUHAT MesrocydapcTEEHHBIM COBETOM MO CTAHJAPTHIALMKM, METRONCIHMA 0 CepTUEMEaLINE
(NpoTokon oT 29 HoAGpa 2011 r. Me 40}

3an PUHATHE NDOronocoBanA:

HDH TEDE ASMMEHOERH & CT DEFE KL‘!_E] CTRRHE |:E“H:H!I'_IE"H‘lI:IE HAMMEHIEEHEE HARWOHRNEHDTD Opraqda
no MK {ACO 1188} B4—87 e ME (MCO 31667 004 —97 P G 0 T 3 L,
Benapyck BY lNoccraxnapTt Pecnylnuke: Benapyce
KezaxcTaH K lMocerasgapTt PecnyBnuee Ke3axeTax
Knpruaua i3 Heipre acTasnapTt
Poccim mu FococTaHoapt
Tan=urdcTaH TJ TaowHKCTAHGAPT
YaberncTaH uz YacTaraapt

4 lMpyrazom PegepansHONs areHdTCTEa Mo TEKHNHECKOMY PErYHPOBaHHID W METponorn o7 13 oerabpr
2011 r. Mo 1330-cT MexrocyQapcTEEHHBIA cTandapT FMOCT IS0 10343—2011 pEeOeH B ABACTEWE B KIYECTRE
HauWoHanNsHoro cTangapTta Poccuiackon Pegepaymi ¢ 1 aneapa 2013 1

5 HacToRwKA CTAHAAPT WOSHTHYEH MemOyHapoasomMy cTadgapry S0 10343:1997 Ophthalmic
instruments — Ophthalmometers (OnTraeckre npdBopel. OdTaneMomeTpR ).

CrengHs cOOTEETCTERR — WaedT4eHan (10T

CTaHoapTt NogroToBRNEH HA OCHOBE NpMMeseHdA TOCT P ACO 10343—2008.

CeegeHa O CoOOTERTCTEMH MERTOCYJAPCTEEHHSIX CTAHGADTOR CObNOYHEIM MENIYHAPDIHLIM CTAHIAD-
Tam NoHEEIEHE B DONONHMTENSHOM NPHNoHKEHKM 1A

& BBEEQEHBMEPELIE

Hrohopmauus o eeederuu & delomeue {Npexpalletiy dedomaus) Hvacmosweso cmandapma mySnusy-
GIMCA @ fRazamens oHayuonaibHela crandapimsis,

HMrdhoprauus of UIMEHEHURX K HACMOoAWeMY ciraddapmy nyanukyemen 8 yiadamene s HauuoransHee
CMandanmbly, & MEKST LAWENSHUD — & UHhODMaLUDHKLIX YRazamenax « HayuoHaneisie cmandapmeis. B
CApYEE NEpECMOMPa LWl oMMENs! HAoMoAWes2o cmakdapma coomaemomayiwas ungopmayus Sydem
GYEALKSaaHE 8 UHDORMALUOHROM YWadamene « HayuoNansnes cmandapimed s,

B CrangapTeHdopm, 2014

B Poccuickol Pegepadny HACTOAWWA CTAHIADT HE MOKET Bl Te MONHOCTEED MNK Y3CTHYHD BOCNPOWIEE-
O, THRAKWPORAH W PACNPOCTRaHEH B KA4YeCTEe ohMUMANEHOrD H3OaHHA Bl paspeanns DedepankeEHorg
AreHTCTER N0 TEXHUYECKOMY DETYNMDOERHAMY I METDONOTHIA
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M E XK T oc Y O APCTUBEUHH b H C T A HIAOAPT

O0TANBMOMETPERI
TexHuyecke TpaboBAHWA W METOOEI HCNEITAHWA

8 phiheim ometers. Technical requiraments and testmethods

Data geegendas — 2013—01—01

1 OBnacTe NPUMEHEHWA

HacTtoawml cTavgapT coasmecTHo © IS0 15004 ycTanaenvaaeT TexHUYeckHe TpeboralnA K o Tanemo-
METPAM C 3HANCTOBON MK WP POBOR MAOWEALWEHR M MX METOLE NOEEDEHM. DO TaNEMOMET D HEKOTOPEIX THROB
(Ten 1 & Tabnuue 1} NO3BONRIOT MIMERSTE PAOWYC KPMBHAHLI KOHTAETHBIX NUHA, KAk onkucado B 150 10338, 8
MPEANOACEEH MK, 4T POTOBALA ¥ 008 NOBERXHOCTH KOHTAKTHOA NHH3E ABNRINTCA CHEPHYBCKHMMEKE MK TOPOoK-
SaNBHEMM,

Mps paanuy4max B HacToAwemM ctasgapTe o 150 15004 npropuTeT MMEeeT HacTOAW WA CTaHZapT.

2 HopMmaTHBHbLIE CChINKK

B HacToAWwEM CTAHJADTE HCNONEI0BAHE HODMATHEHEIS CCRMEA Ha CIEOYHWME MEKAYHADOOHBIE CTaH-
DADTRL:

IS0 84291986 Oplics and optical instrumentz; Ophthalmology. Graduated dial scale [OnTHEa W onNTHYec-
pue Nprbopel. OdgTaneyonorka. [pagydpoeadHan wrkana yedgepbnartworg Tina)

IS0 150041997 Ophthalmic instruments — Fundamental requirements and test methods (MNpuéopi
chTaneMonordeckke. OCHOBONONaranwne TPEGORaHHA M METO0R ACNRTaHHA)

IS0 10338:1996 Optics and optical instruments — Cantactlenses — Determination of curvature [(Onmi-
K2 W ONTHYECKRE NEMBopE . KOHNTaKTHBIE NMH3EL. ONpeneneHde KPranIHe: )

IEC 60801-1:1888 Medical electrical eguipment — Part 1. General requirements for safety {Meguurs-
CHOE anexkTpHYeckoe oGopyacsanKe. Hacte 1. DGwmMe TpeGoRaHHA BeaonacHocTH)

3 TepmuHbl K onpegeneHys

B HacTOAWEsM CTaHOARTE NPWMEHEHE CNESYIOLWHME TEDMAHLI C COOTBETCTEYIOWMMIA ONDedeaHAM .

3.1 odpransMosetp: [MpyGop, NpegHaIHaYeHHLIR ONA HAMeDEHHA PAOKYCa KDHUBHMIHLI W HANDABNEHKIA
MNEBHLLX MEDHOMAH0E LEHTRaNEH0R 05AaCcTH POrOBMLE MMa3a YenNoBeka W KoHTAKTHEIX MKKI.

3.2 opTansMoMEeTP ¢ AMCTAHLMOHHO 3JABMCHMEBIM METOOOM Mameperua. OdimanesomeTp, ¥ KoTo-
PO Ha pa3ynbTaT HAMEPEHAA OXa3kiBaaT BNHAHWE PACCTOAHWE 0T NPWEBCRa 00 WAMEDREMON NOBEDKHOCTH,

3.3 TopoWAanbHaA NOBOPXHOCTE: [CEEpKHOCTE, MMEHILWAR DB ODTOMOHANLHLIX KDYIMbLIX oMNagHbix
MEDKAOMAHAY — O0HH MAKCHMANBHBIE [CANEHEBIA) M OOWH MAHKMANEHBIE (Chabeif) 4 obpaioaaran BpaweH-
M OYTH OKDYHHOCTH BOKDYT OO0, NEXALENA 8 TOH ME NNOCKCCTH, YTO W AYTa, HO HE NPOXOAALLEH Yepes LEHTD &8
KEHBAIH I,

3.4 rnaEHoe HANPABNEHWE HPWEBW3HE] NOBEPXHOCTH: HanpaonaHwe, B KOTODOM MaMEBREHHDE 3HAYE-
HIE PAOKYCS KPHEMIHE OTDaMIKWEA NOREPXHOCTA NPUHHMAST MAKCHMENT b HOE W MAHAMANEHOE IHIYEH K,

MapaHue odMUHansHoe
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3.5 pedhparu A poroerub: BenuduHa, sHaqeH e E0TORoA BEMMCIRnT no Gopmyne
F = [n-1-1000
.'. '
rae F — pedpakyia porosrui, M-

f — NPUCEOEHHOE IMAYEHWE NOKAIATENA NPENOMNEHHA POTOBHLL! [BEMTIOYAA NNEHKY CNEIH0A MAOKDCTH),
F— paguyc KPUEMIHE NEpegHed NoBep HOCTH POTOBALI, MM,

4 TpeboeaHuA

4.1 OBwme TpeboBaHKA
O@TansMOoMeTPEl QOMTEHE COOTEESTCTEOBATE ODLWHMM TReboRAHWAM, YEadaH M B 150 15004,
4.2 WamepeHue pagnyca KpHBHIHL] POroBH LI

OdTansMoMeTpel OMEHL COOTEETCTEOBA T TReboRaHKAM, NpHESOEHHEIM B TAEMKMUe 1. ConTBETCTRBHE
O0mMKHO BTe NPoBEREHT CornacHo 5.1,

Tatneus 1 — TpeBoBaHWA & HAMEDEHMID PARAWYCE KPMEA3HE ROF0EBNLB

Mapamarp Tun BHEYEHAE, MM
OHanazos nZMEREHNA A 55—10.0
B &,5—59.4
MHaM=BELHA 3Ha 3 | {
a 114 18HUR paguyca B BE | LLE-HE. OeneHYR WEane D05
£PHEWIkKI -
2 L||E Ha Genexda WEdnsi ':'.1
UAbpoaREA OuckperHocTs 0,02
”‘;IE,EIE':'II:E A0nyCcEa B8R NOrpelLUHOCTH WaMapaH#A i | e A AR
ING KpATERH 2ol
2 +0,05

4.3 WamepoHHe HaNpaBneHHAA MaBHLIX MepUOHAHOE

O TansMoMeTpsl OMEHEI COOTERTCTEORAT: TRelosannam, NpreedeH e B Tabnmue 2. CooTBRTCTBHE
OCAMHO BB TE NOBEPEHD COTNacHo 3.1

FfTatnwua 2 — TpeBoBaHNA & MIMEREHNID HANDAENEHWA TRASHEIE MEDEOWAHOE
MapameaTtp ARadEHAE
OdUAENEZ0H WIMEDEHWR 0—180°
MiHOWEBLWA NapaMeTpoE HENPAB- BHENGroBaA LeHa geneHWA Wwrane 5°
NEeH#ER
yddposaa LUCKpeTHOCTE 17
Mpegene QONYCEESMOA DOTpSLL- Ecnu paisocTs Mexiy IHa4eHWAMM TNEB- +4°
HOCTH CRPEACTES NOBEPEA (NG ZpMTE- | HelX MEDHOHEHOE MO pPRAMYCY KPHEMaHE He Bo-
DU 2c) nee 0.3 s
Ecnu paisocTe MeRLY Isa4EeHWRAMW TNEB- + 2
Hel% MEBWORAHOE N0 PAOHYCY KPHEHIHE] CBEl-
we O35 MM
Y IMOERE NOLAZEHUA ADNKHE BeTe cOFNacoBaHel ¢ 150 3420,

4.4 PerynpoBKa OKYNAPa (8cnd NDEayCMOTREHA KOHCTPYELWER odTansMoMeTpa)
Ouanasod QUONTPHAHDE HAB0OK OKYMADE NPK QUCTAHUMOHHD JAEHCHMOM METOOE MAMEDEHWA, ONTR.,
HE MEHEE. MHHYC 4 — Mos 4, npH4em weana sMuHyc 3 — nnoc 2 gnTp. aonsHa SelTe kankbposaxa.

2
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5 MeTogbl NOBEpPKK

Boe MCMeITAHWA, SNWCAHHBIE B HACTOALEM CTaHOApTe, ABNAKITCA METOOAMK NOBEDKA.
3.1 MNpopepka TpeGoBaAHAN K ONTHYSCHKAM JNeMaHTaM

CooteetcTeqe Tpehopankam 4.2 4.3 gonsHo GoeiTE NPOREREHD G NOMOW B0 CREOCTE NOBEPKK, NOrPeLl-=
HOCTE MAMEDEHHA KOTOPEIX Ha 10 % MEHBLUE, HE8M HAHMEHBLLEE IHEYSHWE WIMEDASMOR BENWHHGI,

PaiynbTatel NOBEPKA GOMEHL DeTe CUSHEHE COrMacHo 0DwWMM NPABKMNAM CTATHCTHEN,

CooTeeTcTEHe TpebopamuAMm 4.2 NoNKHO GBITE NPOBEREHD C MCNONSICEAHAEM TREX ITANOH LK Cgrepn-
HECKWX NOBEPXHOCTEN, KEAMOAR W3 KOTOPLIX BeiGpaHa U3 Tpex WanasoHos SHAYEHHA DaanyCoB KM BH3HEI:

= A0 6.8 M,

- oT7.5008,1 MM,

= CB. 8.1 mma.

STH ATANOHHEIE NOBEDXHOCTH ACMHMHE MMETE CNedyIowke CEONCTES.

d) HeonpeneneHHICTE DaAHYCa Ccihepul — HE Gonee 1 MEM;

b)] mecTHOR OTHACHEHWE OT chepkl — He Bonee 0,5 MEM,

C] WepoxoBaTocTs NOBERKHOCTH — He Bonee 0,05 Mim,

dl guameTp patouyel NOBEREHOCTH — HE MeHes B sM.

CooTEETCTEME TReBoBEaHWARM 4.3 JonHHO BeiTe NPOBSPaHD C NOMOW LI JBYX CREACTE NOBSPRA, ONUcaH-
Hbix B T2bnuue 3. C Uenki BENONHUTE TPEBoBaHkA 4.3 kakooe HIMepeHre QOoNMHT BelTe NDOBEaeHD NPEK
HETEHPEX ODHEHTAUWAX CPEOCTEA NOBEDKK,. a MMenHo: §°, 45° 90° 1 135", CpegcTea NOBEpKK OpHEHTHPYIOT
FOpHIDHTANEHD N0 BAGKOCTHOMY YEOBHID. [PHMED TAKOrD CPegCTEa NOBEPRM ONHCEH B NPANOKEHAR A,

Frefnmnya 3 — TpeloBaHUA K WAMEDEHHK HANPABNEHUA MMABHEY MEEHOH A0S

i PaanosTe Maxay paanycasa TAYHOCTE, C EOTORGH MIBECTHE
- Marcumanessi ragaye 5
Eh] HEIMEMAHE] MHAEHER HANPABMNSHAE OCEH IMATHEIR
KPMEMIHEL MM
MEPHIHAHDE, kR ME A AHAHIE
1 a0—0.2 0,2—0,07 -1
2 B 0—02 O 4—007 -0.5"

6 ConpoBoAWUTenbHbIE QOKYMEHTLI

O TaneEMOMETDE CONPOBMEOA0T JOKYMEHTAMMN, COOSDMALMMI DYKORDOCTAO N0 IKCMNYATALMM M Npa-
puNa Geaonackol aKCNNyaTaLuy. B 4acTHOCTH, O0MKHa BhlTe NPWBEGEHA CHE0YI0LWLaA MEDOpMaL|Ma;

a) HAMMEHOBAHWE W a0DEC HArOTOBMTENA,

b AHCTDYELMK No addrerTraHo@ QeskuHdekyd oD TaneMoMETpoR;

C] NPUCBOEHHOE IHAYSHME NOKAIATENA NPENOMASHAA POMOBMLE T, MCNONEIYEMOE NPH PACYETE IHAYE-
HIAA DeDpaKLLAA DOrORA L b

d) 3aKMOHEHKE O TOM, 49TO OB TANLMOMETD B ODHTHUHANEHOA YNAKOBKS COOTRETCTEYET YCNOBKAM TRAHC-
MoOPTHRORKK, NPUBSOEHHEM B 150 15004, nogpaagen 5.3;

8] NpoYse QoNoNHETENEHLIE GOEYMERTE cornacko 6.8 IEC 60601-1, nogpaagen 6.8

7 MaprvpoBKa

Ha cpranemomeTpe AoNKHa SHTe HAHSCEHa CREOYIOWAA KHDODMaLKA.

8) HAMMEHOBAHKE W AJDEC HArOTOBWTENA WNK NOCTABWMES;

b HaWMeHOBaHWE, MOQENL, CEPHUHAHLIA HOMED W THN cornacHo 4.2,

C) QonNonHUTENEHAs MapEMDoBKa cornacHo Tpebosaquam IEC 060 1-1;

d) couinka Ha HACTOALWWA CTAHGART, BCNH WITOTOBWTEN: WKW NOCTABLWE JAABAAET O COOTHETCTEMM
HACTOALEMY CTAHOAPTY.
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NpanodaHws A
[peioMeHayeMOR )

CpegocTed NoOBEPEM W ONTHYSCKAA CXemMa ONA HIMEPEHHA HanpaBneHWA
@ro MepHOMoHANBHEIX OCeH OTHOCHTENEHD NONOXKEHHA o TanLMOMETPa

Ha pecyHie A1 naohpakesHa 00HA U3 0BYY NWHE, WMEDWWE OOHY NNOCKYSD W DO#Y TOPOWOENEHYH NOBERXHOCTE, O
COEM3AANUIHMY DNTHYMECKMM W MEXaHHMECKHM LESTPAMH KPMEWIsE. Pagnycsl KPMEWIHE TOROWAAN=HOA NOBERXHOGTH
OONEHE WMETE SRSy KWL HE KOHCTRYRTHEHEE NADaMETRE!

£y = 08,00 £0,2) mn,

R

Faasuua Mexny pagdyCaMH KPHEHIHE OBYX 3TENCHHLIX NWHE, NDUESASHHE X B TAGNMUEe 3, COCTAENALT.

-orHm (0,2 = 0,07 ) MM;

- a2 (0,4 =0,07F) Mm.

KawneA NWH3a YCTAHOENEHE B ONPAEE, OCh CHMMETRNE KOTOPOR COBNAARET G ONTHHECKDN OCs 10 3TENOH=GA MHHIE 1
NAapENNeneHE &n, KaKk Nok3zaso 48 PUCyHEe A1, ONpEEE — 370 B0CEM WIpasHK, oBpa308EHHE A YETREEMA NEREMA TNOC-
KWE NEPENNENEHEE NOBSPXHOCTEN, KamOan W2 KOTOPHE PREHOYISNEHE 0T OCGH CHMMETDMM ¥ NEpENNENEHE R, Kaxnan
TOpOMOAANEHEA STENOHHAR NUH3E YCTAHDBNEHE TaK, HTolk B8 MABHEE MEPWOMEHE DENW NEpPNeHIBEYNApE £ NoGoh
OPTOFOHANEHOM NEPE CNORHLIX NOERPEXHOCTEN CNDAEL B NREGSNAY CNeLYH e A NOFpeULEHE0CTH:

- THm 1+ 1F

- THn 20 5%,

PBcLaniig™sg 1 Pl T BET P

3 .

1 ITANDHHITA NHH IS 2 TApaWoENEHEA NOSBpNHCTER: 3 FIMFCEAA FOREEKHOCT b

FucyHok A.1 — CRegcTed NOESQEM

¥rnoead TOMHOCTe YCTAHOEKE NWHIE B BOCEMWUTPAHECA ONDAESE MOHET fBiTh NEOEE pEHS Ha YCTEHOBEE, NPpHES0EH-
HOW HA PHCYHES A2 Ma ASEHEA NYH0K HANYYSHEA BRI MOFD QMENa30Ha W MAN0R AHTEHCHBHOCTA OMAMABTROM Np M M 36~
TEnbHD 10 M HENPAENSH N0 HOPMENH K NROCKCA NOB2PXsCCTE aTANOHHOW NMEHSE. YMEeHBW BHHDS JeRCTERTENSHOE
umtipa HEHWE CTROWTCR ATANOHHOW NAHA0R B BO3AYLWHOM DPOCTRAHCTEA. MNono#WTENSHAA NEH3E C COOTA BTCTEYH LW
PoRYCHBR OTRE3K0OM, NOMBWEHHEA HA ONpPEgeNBHHOM BRCCTORH M@ OT 3TOr0 AepBECTro HECIE-FIE.H'LE HAR. CTPOMT erd yaaneg-
Y HHOE ?‘-ﬂﬂﬁp BFEHWE HA IEPAHE. Ecnu on PaEA ATANOHA0A NAHIE W OCH KECODAWHAT 2KDEHA CODHEHTHDOBaHE! N0 XAQKOC-
THOMY yPOBHKD, PABRNEHROCTs ODPHEHTAUMA 3TANOHHOA NWHAS B ONPEEE MOKHD NEOBEDUTS.
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1 CHEaCTaD nopepen; 2

nazepnsi myeor; d

npoesETap 4 EL{aE L]

PHG'-_FHI:I.{ A2 — CxemManpoeepxl NPEENNEHOCTH YCTAHOBKH 3TAMOHHOR NUEEE B B0CeMWFPEHHOR ONpaEE

NpunoxeHues O&
[cnpaBouHoe)

CeeaeHWA O COOTRETCTEMH MEKTOCYADCTEEHHLIX CTAHOAPTOR
CCLINOYHLIM MEKIYHAPOAHLIM CTAHOAPTAM

TaBnuwya A1

DEoamadaHAE o HRMEEDBAMAS L YHAPOAHDIg
CTaHAApTA

CTemeis

COOTERTCTOMA

DHoaHAE HME M 03 H RSO DAHAE MK A T BB N0
CTiH O EpTA

150 B4291986 ONTHES W onTH4ECEAE nprbo-
pe. O@Tanesmonorda. CpagyHpoBEHHAR WEANS
undepbnartsors THna

153 150041987 MNpubopsl ofTanbMONOTH-
seckde. Dosnsononarawule TpelioaaHka W Me-
TOAB MCRETEHWG

150 1033319096 OnTEka M ONTHHECEHE NEH-
Gopki. KOHTEKTHEE M3z, Onpegenedse kon-
B IHE

IEC BOGO1:1958 MeaMuMHCKOE SMakTpUyEc-
koe obopyaoaadne, YaoTe 1. Dfwwee TpeldoaaHHA
fezonackHocTu

MO0

FOCY 30324 .0—85 {IEC 60601-1—88) Mane-
N#A  MEdWUMHCESS  3NSkTphadeckee. Yacte 1.
Difwme TpeboaeHrA BeaonacHoOCTH

z ':-E-IZI':EE'TC'E'E.'GU.I,Hh MEHMCydapcTEEHHEIA CTAHLAPT CTCYTCTEYET. 0 870 YTEEDHMOSHEA PEROMEHdYETCA HCNonk-
A0BATE NEPSE0O 28 PYCCHAE A3l E JASHOMD MEXQYHAD0OHOMD CTASA80TE. MNepesog JakHOMO M2 HOYHADOOR0M CTaHAAD-
TE HEXOOXTCA B DE0eDaneHIM AHDOPMELWOHHGM QDOHOS TEXHAHSCER: PEINAMEHTOR W CTa=da0ToE.

N pPAMBYBEHAS— B HacTOAWEM CTAHAAPTE HCNONEICEAHD G oYM es YCNOSHEE clozHavesne CTENEHN COOT-

ESTCTEWA CTAHASRTA
- MO0 — mogndnuMpoBaHHE A CTAHOERT.
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