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Mpeancnoeue

1 PAZPABOTAH OTHDRITEM aKUWOHERHBIM 00WecTEoM « THC-0NTHEE COBMBCTHO C NogkoMuTeTon MK S
i MAEDOCKONE! 1 3 00CKONSEE TEXHUYECKD KoMUTeTa TE 296 « DNTHEE W oNTHYeckHe NpuBopsis

2 BHECEH TexHd4eckam komMuTeTom 296 «OnNTrEa W oNTHYECKME NPUSo P

3 YTERBEPWIEH W BBEAEH B NEMCTBME Mpukazonm GefepansHoro areHTcTBa No TEXHHYECKOMY
pEryNUpOBaHHID M MeTpoenordl oT 15 cktebpa 2014 r. Ne 1336-cT

4 BRENEH BMNEFBLIE

Mpgawna NpUMBHENUR HECMORWE20 cmaddapma yomanoanete @ NOCT P 102012 (paaden 8). Hagdwopamauur
A5 UZMEHEHLAY ¥ HACTMORWEMY cmarndapmy nySnurpamcr & sxesodHon (N0 COCmORRu HE T AHEa0R merpsan 2oda)
LHEBGORMAUDOREONM pHAZATens sHEYLONHANBHLIE CIaR0EpMB, 3 EUULUSILHED MEeKcm UIMERERUD U Nonpagoy — &
SREMECAYHOM DODMELUOHRDN YRAZEMENs sHayoosanssdee cmardapmery. B ciiyvYas nepecMomps (3amessl] wng
QITMEHE! HACMOAWESSD CManfapma CoomEamomeyrles pesdoMnerus Bydem onplnurogaqs 8 Srussiilen aumpoKe
ENEMECHYHIZ0 UHDBODMELUOHNDZ0 FRAIEMENA ¢ HAUUOHANEHSE Gmadtapmey. Coomesmomeyuas uHBoDManLs,
peRedMAsHUE U MEKoMbl DIXMELSHNTICR MEkse 8 UHPOOMAUUONHOLD cuomeds oOWess monbIodanls — Ha
afiuEmeHOr  cadme  Pedepanshosg SEeHMGCTES N0 MEXHUNECKOMY DESyTUDOESARUKD U WESMponosuy 8 cem
HumepHem [gostou)

© Crannaptvadiopm, 2015

HacToAwmia cTanoapT HE MOMET BeiTk NONHOSTEID MAM YACTHYHO BOCMPOMIBEAEH, THPAMMDORAH M
pACNPOCTREaHEH B KAYECTEE OUUWANEHOND WagauuA Ge3 paspelweswA PedepansHon areHTCTEa No
TEXHAHECKOMY DETYNMOOBAHMIO W METDOMNOTHA
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HAUMOHANBHBIW CTAHOAPT POCCHMHUCKOW EOEPALMM

M2OENKHA MEOQWUWHCKWE 3NEKTPUYECKWE
MHKPOCKONBI ONEPALUWMOHHBIE
Texuvyeckne TpeGonaHWA ANA rocyAapCTEEHHLIX JaKYNOK

Medical electrical aquipmeant. Operation microscope. Specifications for governmental purchase

HData esegedns — 2015—06—01
1 Ob6nacTbe NpUMEHEHUA

HacToAWKMA CTaHgapT YCTaHaBNWEAET TEXHWYECKAE TPEGOBaHWA K ONEpaUMOoHHLIM MAKDOCKONAaM, a
TEI#E YacTHee TpeboBaHWA B OTHOWSHWA ONacHOCTH  ONTHYECKONS  HANyHeHWs  OnepaygWMoHHbix
MAKDOCKONCE, HCTONBIYEMBIX B TNaIH0A KMPYPIHH, NPRMERABMBIE ONA MOCY 323pCTEEHHBIX I3 TOK.

CTangapT HE pPacnpocTpaqHAETCA Ha pasni-HbIE NOQKNKHYeHHBE yoTpoAcTEa doukcaurd {(DoTo- |
BHOSOKAMEDE ) MNK BblB0Oa MADBPaAKEHNA {MOHUTODE, NPHUHTEDE ).

2 HopmaTHBHbIE CCbINKK

B HacToAWweM cTaHdapTe MCNoNs3I0BaHel HOPRMATHEHLIE CORIMKA HA CReOyKWKeE CTaROapTE.

MCT IEC 60601-2-22-2011 ManenuAa MeQUUHHCEWE INeKTprYeckde. HacTe 2-22.0 YacTHee
TpeBoEpadvs K De30nacHocTM NpW paboTe © XMDYDPIWYEecHMM, KDCMETHUYECKWM, TEDaMeBTWYHECKHM K
OWATHOCTHYECKARM NAZepHbiM 0G0pYEOBAHWE M

M3CT P ACO 8001=-2008 CucTemsl MeHegxMeHTa kavecTaa. Tpebosanus

MACT P ACO 13683-2000 CTeprnniatka MEeduUMHCKOA NPoayKUdd. TPeboBaHna K BANMIam M 1 TEKYLLEMy
KOHTECHD, STEpHNMIaL A BRakHbIM TENMOM B METHUNHTHHY YYpesaaHHAY

rMCT P MCO 148712002 HMagenwA  seddulHckre. TpeHMessHre  MeHedxMEeHTa DHCES K
ME QUL MHCIAM HIDE AN

MaCT P MO 15223-1-2010 Manenua mMegdurHckbe. CHMBONS, NPHMEHASMEE NP MapKKDOBAHKA
HE8 MEOMUMHCKHX WAOeNWAx, ITHKETHaX W B CONDOBCOMTEMNBMONA  OokyMedTaudy. Yacte 1. Obwue
TpefoRaHka

rMocT P S0267.0-92 (M3K 601-1-88) Magenus mMeguuWHckkMe anekTpudecede. Hacte 1. OBwwe
TpeBoBankA GE30NacHOCTH

MICT P 50314-92 Ontiea. MNpegnoyTHTENBHBIE OAWHE BOAH

MCT P 50444-82 [Mpubopel, annapgatet W obopyooBadHde MeguuuHcEde. O0WWe TexHWY4ecKue
YCMORMA

MaCT P 51609-2000 WMagends MegdunHckke. Knacckdrsauqs B 3apACHMOCTH OT NOTEHLWaNEHOMN
pUCEa nprseHeHEd. Downe Tpebonanma

roCT P M3K 60601-1-2010 Hagenwa sagoquMHckine anekTpr4eckse. Yacte 1. Obwwe TpeGoBakKa
BEICNACHOCTA C YHETOM CCHOBHEIX YHELMOHANBHLIN XapaKkTEpHCTHE

recT P SS719-2013 Magends sMeduudHCEME anekTprdeckde. TpebopaduA K cOgepsaHHio W
CHOODMNEHNED TEXHWYECEHX J30aHAH ANA KOHEYPCHOW SGOKYyMEHTALWA NpHW NDCEEJEHHK MOCYIapCTEeHHbIX
IANYNOK BRICOKOTEXHONOMNHONS MEQWUMWHCKOrD 000Dy OoBEaHHA

M3CT P 56169-2014 Ontvka ¢ onTedeckme NpubBopsl. MAKDOCKONEl ONEQALUWMOHHBIE. TEXHWYECKHE
Tpebopanka. METOdkl HCNBITAHKIA

rMecT P oSe092-2014 (ACO 15004-2:2007) Mpebopel ofTaneMonorsdeckie. Yacte 2. OGwwe
TpeboRarKa K 0 TansMonoriecsHs NpUbopam M MeTogel MCNETaHME, 3aWKWTa T CEETOROR ONACHOCTK

M2CT 15150-69 MawkHes, npubopsl M OPYrHe TEXHWHECKHS HAOenHa. WononHeHHds gna pasndYHbx
KMWMATWHECKWY pakodon, KaTeropWd, yonoBWa IXCNNYATALMKW, XPaHeHWA W TREHCNOPTADOE3HWA B YacTk
BOIOEHCTANA KNMMaTHYeckky fakTopos aHeWHed cpenil

M>CT 2848950 Mukpocskonsl CEBEToBBE. TEpMUHE |1 ONDEgENEHNA

MOCT 29214=91 (MCO 8040:86) OnTrka W onTHYeckre Nprbopel. Mukpockonsl. MpucoeadHUTENEHEE
pasMepkl TYEYCHLIX BCTAROK W NAICE QNA HIAX

Hapnaumue oduuHansHoe
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3 TepmWuHbI K onpeaeneHnUA

B HacToAwesd cTaHdapTe NpWMeHeHbl TepMuHEl W onpegenedda no TOCT 28483, [1), a Takxe
CNegyIioWWe TEPMHHE ¢ COOTEETCTEYVIOWMMH CNPEneneH kan M.

3.1 onepaudoHHbIA MuKpockon: CTepecMUEDOCKOn, NpHMEHREMeIR  anA  wabnogedds  aa
KMPYPrHHECKHMA W GPYTAMKA METWMUAHCEMBK NROUESdYDamMy W COCTOAWNWA W3 HabnogaTeneHoi onTHHeckoi
CHCTEMBl, BEMIOYAR COLEKTHE, ONTAYECKOA CHUCTEMEl NEDEMEHHOrD MK NOCTOARKOMD YRENMWHYEHHA, TyEyca K
CEYIAPOR.

Mpumep = HonbMockomsl.

3.2 npudop rpynniel 1. [MpuBop. OT KOTOROM HE NPOMCKOOKMT HHEAEOH NOTEHUAANEHOR CRETOROM
ONACHOCTA W B OTHOLSHWW KOTOROMND MOMET BbiTe NOOTESDHIOHD BeNOnHeHde Tpeboeadwiz MOCT P 56092
{nogpaznen 5.2}

3.3 npudop rpynnit 2. Mpubop, ¥ KOTODOMD CYLWECTEYET NOTEHUMANsHAA CRETOBAA ONAGHOCTE W
KOTORERA HE YOoRMNETRORAET TpeSoraHuAMm MOCT P 56092 (nogpasaen 5.2).

34 OoNACHOCTE ONTHYSCHKOro WanyyeHuA. ONAacHOCTE TPABMEB! MME3A MO0 OSACTEHEM JHEpIMH
CNTHUSCKOND WAMYYEHWA.

3.5 MWAIrOTOBWTENE (ONEDALMOHMOID  MHEDCCKONa).  DHUIMYSCHOE  WNKY ODHOWYecKDE NEUG,
BRCTABNAK LSS ONERALMOHHBIA MAUKDOCKON HA Dbl HOK.

3.6

NpeaAyCMOTREHHOE  MPUMEHEHHNOMPEaYCMOTROHHOS  HAZHAYGHWE.  MCnonLaoBadke  Wagenda,
NPOUECC MK YCNYMA B COOTBETCTEMI ¢ TEXHMUYECKHMK XADAKTEDHMCTAKAMM, MHCTDYRLMAMK ¥ MHOopManei,
NpeaoCTARMASMON MArOTODWTENEM.

[FOCT P M3K 60601-1-2010, nyHxT 3.44]

3.7

MEHEOMMEHT pMCKa. CHCTEMATHUECEDS NPWMEHEHHE NOWHLWNOE MEHSLEMEHTA, NPOUSOYD M
METOO0E K 330340 aHANKIE, OUEHWEAHWA ¥ YIPAENSHWA PUCHAMM.
[FOCT P MK 60601-1-2010, myueT 3.107]

1.8

hain MeHeIHMEHTA pMCKa. CoBOKYNHOCTE 33MNWCEH M OPYIWE DOEYMEHTOB [(HEe O0AIaTensHOo
BAAMMOCEAIAHHLIX), COAOARASMEIX B NPOUECCE MEHELKMEHTI DUCKS,
[MOCT P M3K 60601-1-2010, myuxT 3_108]

149

HOpMANLHaA JECANyaTaUMA: JCNNyaTagua WIgends, BENOYan NNaHoBEE OCMOTR W DEryNapooy
|onepaTopom, a Take pEKMME! OHAOAHWA, COMMAcHT MHCTRYRLKW MO JHCTNYATALMM.
[FOCT P M3K 60601-1-2010, nyHsT 3.71]

4 TexHwdeckue TpeboBaHWUA

4.1 Obwme TpeboBaHWA

411 Boe npHesgedHHble B HACTOAWEM cCTaddapTe TexHWYecKWe TpeGoBasWA  AGnAKTCH
MUHAMANBHBA. Dol CNpaseanKes NpW OCHOBHOM ONKHE BONHB, YyCTaHOANeHHoW cradgaprom TOCT P
0314,

4.1.2 OnepaudoHHBE MAKDOCKOMLI, MCNONBIYEMEBIE ONA MasHol XMpYyprad, OoMeHs YO0BNETECDATE
TPeBoBaKHKAM B H9a3CTH 33WKTE OT CEETOROW ONACHOCTH, yoTanoanedHer 8 [OCT P 36092,

413 Obhwmre TpeSoRaHWA K IAKyNTAEMER OMEPALUMOHHEIM MAKDOCKONAaM, NPABELEHHEE B HACTOSLLEM
cTaHdapTe, CNenyeT NEMMEHATE COBMECTHO ¢ TpeSoradwamn FOCT P MaK §0601-1, MOCT P 50444, a

Takwe TpeboRaHrAMK No 4.2-4 8.

4.1.4 OnepadroHHble BAKDOCKONE J0M#HL ObiTE KNACCUHUMDOEAHE MO KNACCAM, THNAM W TPy Rnam
cornacHa FOCT P 50444 (pasgen 1).

415 OnepaudoHHEE  MUKDOCKONE,  WCNONBIYEMEBIE GNA  [NAZHOW  XMDYPIWMH,  chegyert
ENAcCHPULHMPOBaTE K3k npubopel NUED rpynne 1, nWBo rpynnel 2 B cooteeTcTEMM ¢ TOCT P 56002 (paagen
4). AnA ccywecTane ke aTol Knacckprkaury QoNKHE NDMMEHATECA METOOL MCNBTAHKA, MAN0OHEHHBIE B
MoCT P 56092,

4.1.6 3awynacMels oNepauMoHHbIE MAKROCKONGl QOMEHLl DbiTh HEMOTOBNEHE MO TEXHHYECHOMY
JAgaHWio, pajpagoTadHoMy B cooTeeToTEWW o TOCT P 557189, cormacoBadHOMY W YTEGDWOSHHOMY B
YCTAHORMNEHHOM NOPAOKe.

417 MHononeayemble BOONOMOFATENEHEE NPMCROCCONednAa, Hanpusep, HNbTEbl  WANYYeHHA,
NoNALKMIATOPE, KOMNEHCATODE, BCNOMOraTENEHbIE NPENARATE C UENBID NOMYYEHHA PAInNMYHEX 30dherTon,

2
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O0MiEHLl COOTEETCTEODATE TRpebopawwam TOCT 29214.

4.1.8 TpebopaHka K NPOUSCCY 33KyNOK, WHRODMALMK Mo 3aKyNaskblM onapaunoHHER MAKDOCKONSM,
BEPUMEALMA  IAKYINEHHEE ONEQaUMoOHHEX  MHUKDOCKONOE, NPOMIBCOCTEY W ODCHySMBAHKKD  OONKHE
cooTeeTcTROBATE TOCT P MCO 9001 {paagens 7.4 1 7.5}

4.1.2 WarcToBWTENe ONepauMOoHHBY MAEDOCKONSE  J0MMeH NEoBOOWMTE NpoUedyDy MEeHegmMeHTa
pUCKa B COOTBRTCTBMK C TpeGopaHwAmn TOCT P WMCO 14971 w TOCT P M3K 60801-1 uenew koTopol
ARMAKTCA

- OLUEHKE BEPOATHICTY BO3HMEHOBEHHR PHCKE ANR NauxkenTa;

= OUEHKa NOCNeqCcTeMi HaHECEHWA Bpeaa [CTeNeHE TAMECTH HAHECEHKA).

4 110 OnepauroHHele BHEDOCKOE B IABACAMOCTH OT NOTEHUMANBHOMD PHXCKE NPHMEHEHIME GOMEHE BeTh
KnaccHuMposade B COOTRETCTEMM C© TReGoaanuamd MTOCT P 31609,

4.2 TpeboBaHHA K KOHCTRYHL MK

421 OnepaydoHHEE MAKDOCKONE GOMKHE DbiTe CKOHCTRYWROBAHE! Tak, YT0GhL NPpH OCYLECTBNEHHIA
NPELYCMOTPEHHOTD NPHMEHEHWA B COOTEETCTEMM C MHCTDYELMAMW, NPELOCTABNAEMbIMM M3TOTORATENEM,
PHCER, CEBAISHHER C NPEOYCMOTREHHBIM NPHMEHEHNEM, DB MAHMMEN bHBIBK.

4.2.2 MNpuHyanie onpegensHyia SONYCTHMONS PUCKa W OONYCTHMOCTE OCTaTONMHONS pUcKa [pWCKoR)
OoMEHEl GbTE YCTAHOBEMNEHE HITOTOBWTENEM W NOSTESOMOeHEl (PARNoM MEHEIHBMEHTA PUCKS,

4.2.3 Bua kNemaTHHeCckons UCNoNHEHNa M K3TEM0PMI0 DA3MEWEHWA YCTAHABNWBAKNT 8 COOTRETCTEMMK C
MOCT 15150 ¢ yuetom Tpebosanui FOCT P 50444 8 3aBMCHMOCTH OT NPESYCMOTPEHHOMD NEHMEHEHKWA
CMepauHoHHOTD MUKPOCKONA.

4 2.4 CpeacTea H3MEepEHWA, MCNONBIYEMEE B ONERALUMOHHBIX MHUKPOCKONaX, O0MMHE BeTe NOBEDEHE
B COOTBRETCTEMM C TpeboaaHuamMu [2].

4.3 TpeSopaHHMA K ONTHKO=-MEXAHHYECKHM XAPDAKTEPACTHEIM

4.3.1  OnepaudoHHLIE  MHEPOCKONE  O0N#HE  WMET:  XapakTepWcTHEM  GNA BhINONHEHWA
MPeaYCMOTEEHHOTS MArOTOBKMTENEM HAIHAYSHHA B HOPMANEHBIX YONORWAR MY IKCNNYATALMH.

4 3.2 TpebosanyA & ONTHEC-MEXAHWYECEMM XaPAKTENMCTHEAM ONEpaLNOHHEX MUKPOCKONOR JOITHHE
COOTBETCTEOBATE TREGOBAHMANM, NpUBELEHHL B TOCT P 56169 (Tabmkua 1).

4.3.2 TpebopaHHA K OCHOBHBLIM NADAMETDAM COMNEPaUMOHHLIX MUEDOCKONOE © WCTOYHWROM NMWATaHWA —
no MOCT P 50444 (paagen 2)w FTOCT P M3K 80601-1.

4.4 TpebonaHHA K MaTEpHANAM

4.4.1 KoMNoHEHTEl ONepauMOHHLIE MAKDOCRONGE, KOTODLIE NDEQHAIHaYeHEM ONA HeNocpeqcTREHHOM
KOHTAKTa C NAUKeHTOM WWNY onepatopomM, SoMmeHbl BsiTe WAr0TOBMEHEl M3 HETOECHYHELY MATEPWUanoR, He
BRIIHAANOWHMY  ANAEprMYECKHME  DEIKUME NPH  MCNONB3I0BAHAK N0 NPEOYCMOTPEHHOMY HIMOTORMTENEM
HEIHAYEHHIO, W DbiTe PAIPEWEHHBEIMK K NPUMEHERRI0 oprasami PocnoTpetnagaopa.

4.5 TpeGoBpaHHA K JAWKWTE OT 3ArPpAIHEHWA

4.5.1 OnepaudoHHBle MUEPOCKONE  GOIMEHL ST YCTORYMBE K cTepundiaudd no FOCT P WMCO
13653

4 5.2 Magends, KOHTAKTHOVIOLWME C PAHEDSLIMK NOBSDXHOCTAMA CAMIKCTOR oDONOYKH, BCNH OHM MOTYT
BLIZEATE MOBPEMOEHHE NOCNELHER, OOMHHEl BRiTE YCTONYWBR! K 083MHMERUHA W CTEDHNHIaLNK.

4.6 TpabonaHHA YCTOWYHBOCTH K BHEWHWM BO3ASRCTEYIOWMM (haKkTopam

461 OnepaydoHHEE MHEPOCKONLI  OOMEHBl YAORNETBOPATE  TpeDOBaHMAM K BHELIHWAM
BO3OEWCTRYIOWWMM dakTopaM, yoTaHoBNeHHLM B cTakgapTax FTOCT P MGOK 60601-1 w TOCT P 50444,

4.7 TpebopaH¥a BeIONACHOCTH

4.7.1 OdwmKe TpeGoBaHWA

4.7.1.1 Jonwke npumesaTeca Tpeboaanwa MOCT P S0267.0 1 TOCT P M3K 60601-1 co cnegyiowgias
HaMeHEHHERM: NYHKT 421 TOCT P S0267.0 He NpHUMEHATE.

4.7.1.2 HactHeie TpeCopaddA & D820NMacHoCTH NpW pabtoTe C NalepHbiM 0GOpYROBaHWEM DONHHE
COOTEETCTEOEATE YyoTaHoaneHHbM TOCT IEC 60601-2-22,

4.7.2 TpeboBannAa DeEIONACHOCTA ONEPALUMOHHEIX MHKPOCKONOE OT CBETOBOrS MINy4YeHWA,
HCNOMNbLIYaMBLIX ANA FMAIHoA XHPYPrvi

4.7 2.1 Tpebopanva BE30NacHOCTH CNEfaUMoHHEEY MUKDOCKONOE OT CEETORO0M MaNy-HeHWA, HCMoNbIyYemsix
QA MazH0RE XMPYDrde Qomiesl YOoeneTeopaTe Tpeboearqan MOCT P 56092 (nogpaaien 4.5).

4.8 TpeSoBRaMMA K MAPKWMPOBER, YNAKOBKE, TDAHCNODTAROBAHMID W XPAHEHMED

4.8.1 Ha onepayMoHHeld MUEDDCEON DOMWHE GhiTe HaHEoEHa cTORKAEA MAPKWPODKS © 0BOIHAYEHUAMM
no MOCT P M3K 60601-1 oo cnegyiowMss OononHe Hes:

CHMBONE, NPAMEHAEMEBE NPH  MAPKMPOEKE HA  ONEDALWMOHHOM  MAKPOCKONE, ITHEETHAX W B
CONPOROOATENBHON QoRyMeHTauMK — no FTOCT P MCO 15223-1.

4 5.2 TpebopaHKa K yNAKoBKE, TRAHCNORTHPOBAHMIE KW xpadeHdo — no FTOCT P 504442 (pasaen 8).
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4.9 [JononHdTenbHan HAHpOpMaLWA, KOTOpYK oOO0R3aH NMpegocTaBNATE WIrOTOBMTENbL
ONEPALHOHHLIX MHKPOCKONORE, HCNONLIVEMLIX OMA rNAZHOHE XUPYPrHK, OTHOCALWMXCA K rpynne 2

481 NononuuTensHan kedopsauus, xoTopyio obfian NpeaocTasnTs WATOTOBWMTENL ONEpaUHOHHEIX
MHUEPOCKONOB, ACNONEIYERMBX ANA MAa3H0A SARYRTHK W OTHOCRWWMXCA & rpynne 2 no FOCT P 56092, pomsxa
cooTeeTcTEOBaTe MOCT P 56092 (nogpaanen 4.6).
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rMocT P 56168—2014
BuBnuorpadra
[1] WCO 8032:87 OnTeka K onTHYeckre Npubopel. Muspockones. YaenknseH9A

[2] NP 50.2.006-94 TlocygapoTeedHHan cHoTEMa obecnedeHia eguHcTEa Wasmepeddi. MopRgos
NPOBESEHWMA NOBEQKK CRE0cTE MAMEDEHHA
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YK 681.784 83:006.354 OKC 1104070

KniougBkie CNOBA: MAOENHA MEOHUMHCKWE JNEKTPHYECKME, MUKDOCKOME! ONEpaunoHHLe, TeXHIYeckHe
TpeGosanuA, rocydapcTBeHHan aakynka

Mogmvcads 8 nevats 02.03.2015.  Dopuaar BOxs4 ',
Yen, mey. A, 093, Trpas 30 sx3. Jax. 1253,

MogroToenssd HA OCHOBE EI]'IE‘HT:FDHHEIF'I BEDCHHA, I'IFIE.EIDETEEJ'IE‘HHDIH PH.]-DEﬁDT"IHH.EIM CTaHadpTd

DT o« CTAHOAPTHHROPR »
123955 Mockea, MpasaTHed nep., 4.

wrarww . gostinio.ru infoigostinfo.ru
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