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MUHHCTEPCTBO 3JIPABOOXPAHEHMS POCCHIACKOM OEEPATTARCH 1

t-0062523-1 00620
MHCTPYKIIMS CUTTACOBAHO
[0 MEJIMLIMHCKOMY TIPUMEHEHHWIO JIEKAPCTBEHHOIO TIPETIAPATA

bBALIMHELIMH
Perncrpanmonnbiii Homep

Toprosoe nanmenopanue

bALIMHELIMH

M.emzlyuaponnoe HEeNATEHTOBAHHOC H/IH I'PYHNITHPOBOYHOC HAUMEHOBAHHE

6a1.1u1pa LIMHTHEOMULIMH

JlekapcrBennas popma

[Topoiok i HaApYXKHOTO NMPUMEHEHHS

Cocrapnalr

Jeticmeyrowgue eewyecmsa: Gauutpaunt (B popme Sauntpaunta nuk™* — 0,00416 r) — 250 ME,
HeomulmH (B Gopme HeomuimHa cyibpara* — 0,00746 r) — 5000 ME.

Bcnoamozamenvroe seujecngo: Kpaxman KyKypy3Hbiii— 0,987 r.

* KosmmuecTBeHHOE CofiepKaHue B rpaMMax 3aBUCHUT OT UCXOIHOH aKTUBHOCTH JAEHCTBYIOIIUX BELLECTB.
Cojeprkanne JAeHCTBYIONNX BEIECTB B IPaMMax YKa3aHO U3 pacyeTa aKTHBHOCTH:

- 60 ME/Mr 6auutpaipHa B nepecuere Ha OalUTpaliHa LIHHK;

- 670 ME/Mr HeoMH1IHHa B TiepecueTe Ha HEOMHULIHHA Cyb(ar.

Onucanne

MCﬂKOﬂHCI’IepCHHﬁ NMOPOIIOK 0es10ro UM KEJITOBATOTO I[BETA.

®apMmakoTepaneBTHYECKas IPynna

AHTHOMOTHK, KOMOHHHUPOBAHHBIH.

Koa ATX: DO6AX.
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(DapMarkoJI0rHiecKHe CBOHCTBA

Dapmarodunamuxa

[Ipenapat sBasieTCsi KOMOMHUPOBAHHBIM aHTUOAKTEPHANILHBIM TIPENApaToM, MNMpe/IHa3HAYEHHBIM
JUTS1 HAPYXKHOTO TIPUMEHEHNS.

IMpenapar conepkuT ABa OAKTEPULMIAHBIX aHTUOHOTHKA: HEOMHLMH U GauuTpauunH, 6aaroxaps
KOMOWHALMH KOTOPBIX JIOCTUIAETCs CHHEPIU3M JIEHCTBHS.

BauutpauuH riaBHeIM  00pa3soM  MHTHOHpPYET CUHTE3 MYpPEHHa B KICTOYHOW CTEHKE
FPamMIoI0KUTENLHBIX GAaKTEPUH (1 HEKOTOPBIX TPAMOTPULIATENLHBIX OAKTEPHIA).

bauuTtpauuH akTHBEH NPEHMYLIECTBEHHO NPOTUB TPAMIONIONKUTEIbHBIX MHKPOOPraHW3MOB:
Streptococcus  hemolyticus,  Staphylococcus — spp., Clostridium  spp.,  Corynebacterium
diphtheriage, W HEKOTOPBIX TrPaMOTPULIATE/IbHBIX MHKpOOpranusMoB: Neisseria spp. 1
Haemophilus  influenzae. bauntpaums Takke aktHBeH mnpotus Treponema  pallidum,
Actinomyces spp. v Fusobacteria spp.

Pe3ucTeHTHOCTD K OalMTpalMHy BCTPEYAETCS YPE3BIYANHO PEIKO.

DPPeKTHBHOCT HEOMUIIMHA YACTMYHO CBSI3aHA C YBEIMUYCHHEM MNPOHMUAEMOCTH KICTOYHOM
MeMOpaHbl BC/IEACTBHE WHTHOMPOBaHMSA CHMHTe3a Oejika. HeomuuuH aKkTHBEH Kak IPOTHB
rpamMoIOKUTENbHBIX, TAK U IPAMOTPULATEIbHbIX NATOI€HOB, TakuX Kak Staphylococcus spp., Proteus
spp.. Enterobacter aerogenes, Klebsiella pnewmoniae. Salmonella spp.. Shigella spp., Haemophilus
influenzae, Pasteurella, Neisseria meningitidis, Vibrio cholerae, Bordetella pertussis, Bacillus anthracis,
Corynebacterium diphtheriae, Streptococcus faecalis. Listeria monocytogenes, Escherichia coli u
Mycobacterium tuberculosis. Taxke akTnBeH 1poTuB Borrelia w Leptospira interrogans (L.
icterohaemorrhagiae). HekoTopble 1ITaMMBbl CTaQIUIOKOKKOB YCTOHYMBBI K HCOMULIHHY.

Brarozaps HCrosb30BaHMIO KOMOHHALMK 3THX ABYX BELIECTB JOCTHTAETCs IUMPOKHIT CIIEKTP ACHCTBHA
npenapara, 3a MCKJIKOUEH!EM JeHCTBHS POTHB MCEBIOMOHA/L, HOKap/uii, rpuOOB ¥ BHPYCOB.

TkaHeBas MEPEHOCHMOCTh TIpenapata paclieHHBAeTCsi Kak XOopolas, HHAKTHBALMK OHONOTHYECKUMH
MPOAYKTAMH, KPOBbIO I TKAHEBbIMHU KOMIOHEHTAMM HE OTMEYaeTCH.

Ecnu npenapaT HAHOCHTCS Ha OOUINPHbIE YHACTKII MOPAXKEHUs KOKH (C HApyLICHAEM PEKOMEHI0BAHHOIO
peXHMa JI03MPOBaHKs), ClelyeT MPIHIMATh BO BHHMaHHE BO3MOXHOCTh abcopOuMu mpenapata v ee
nocneAcTsua (cMotpu pasaensl «lIporuBonokazannsy», «BsanmoaecTaue ¢ Ipyrumil JeKapCTBEHHBIMII
cpeacTBammy, «Ocobble ykasauusy i «ITobounbie 3 dexThi» ).

TTopoiIoK Takke 061a/1aeT MO/CY IMBAIOLIAM, YCTIOKAUBAIOIIMM I OXTAKAAIOLNIM dPheKToM.
DapmaroKunemuxa

[lpu HajIeKalleM UCMOIb30BAHUN JEHCTBYET JIOKAJIBHO B MECTE HAHECEHHUS. Tem He MeHee, B
cayuae abcopOLUMU NEpHO TTONYBBIBEICHNS HEOMULIMHA WK OaUMTPALMHA U3 ChIBOPOTKH KPOBH

COCTABJAET NPUOIN3UTEBbHO 2-3 yaca.
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Bauutpauun npaktMyeckn He abcopOupyeTcss CIM3MCTBIMH 000J0YKaMM M KOxKeH. OaHako
cleayeT NPHHMMATh BO BHHMaHHWE BO3MOJKHOCTb abCOpOUMM TIpM HAHECEHWM Mperapara Ha
OTKpBITbIE PAHBI.
Tonabko HeGONBLIOE KOIMYECTBO HEOMHLHHA abcopOupyeTcss HEMOBPEXKIEHHOH KOKEH.
Heomunun 6eicTpo abcopOupyerest nMpu MOBPEKACHUH KEPATHHOBOTO €J10s1 (S3BbI, PaHbl, 0XKOTH
M T.J1.) ¥ BOCMIAJICHHOM WJIM MOBPEXKICHHON KOXKEH.
Jlroboe konmmuecTBO mnpenapara, abCOpOMPOBAHHOE HEMOBPEXKACHHOW KOXKEH, BBIBOIHTCS C

MOYOH.

ITokazanusi K NPUMEHEHHIO

[Topowox nokazaH Ui NPUMEHEHMs Npu MHQEKUMX, BBI3BAHHBIX MHKPOOpPraHW3MaMHu,
4YBCTBHUTEIBHBIMUA K HEOMULIMHY W/WIIH OauMTpalmHy.

- bakrepuasnbHble HHEKIMHA KOXHK OrPaHUYEHHOH pacrpoCTPaHEHHOCTH, HAIIPUMEP, MOKHYILEE
KOHTArMo3HOE HWMIIETHIO, HMHOHIHMPOBAHHBIE TPOPHUUECKHE S3Bbl HHIKHUX KOHEYHOCTEH,
MHQUUMPOBaHHAs  3K3eMa, OaKTepuasibHblii  TENCHOYHBIM  JAepMaTuT,  OakTepuaibHble
OCJIKHEHHs BHUpPYCHBIX HH(eKkwid, Boi3BanHpix Herpes simplex u Herpes zoster, B T.u.
MH(ULIHPOBAHWE BE3UKYJ NMPH BETPSHO# ocre.

- Tlpodunaxruka mynouHoi HHPEKLUMN Y HOBOPOKIEHHBIX.

- Ilpodmunakruka u JeyeHHe HHPEKLMHU TTOC]IE  XUPYPrHUYECKMX (1epMaToNIOrH4ecKHX)
npoueayp:  MOPOIIOK  MOXET  MPHUMEHATBCS U JOMNOJHHUTENBHOTO  JICUCHUS B
MOCJIEONEePALIMOHHOM  [IepHO/E (MOCIE MCCEYEHUs, KayTepu3alluH, OSIHU3MOTOMHH, JICUCHHS

TPEIIMH Ha KOXKE, paspbiBa MPOMEKHOCTH U MOKHYIIHNX PpaH H U]BOB).

IIporuBonoka3sanns

- MOBBLILIEHHAs  YYBCTBUTEIBHOCTH K  OAQUMTpALMHY, HEOMHULMHY, aHTHOMOTHKaM
AMUHOTIMKO3U/IHOIO Psijia, K BCIIOMOraTe/bHbIM KOMIIOHEHTAM Iperapara;

- OOIIMpHbIE TMOPaXKEHHs KOXKM, TOCKOJIbKY BCAChIBAHHE TperiapaTa MOMKET BbI3BATDH
OTOTOKCHUYECKHUiT 3 (DeKT, CONPOBOKAAIOILIMIACSA NOTEPEN CiryXa:

- BBIpAKEHHbIE HAPYIIEHUs BBIACIUTENBHON (YHKIMH BCIEJACTBHE CEPAECYHOM MM MOYECHHOM
HEJ0CTATOYHOCTH Y TALMEHTOB C YK€ HMEIOLIUAMHUCS TOPAKEHUAMH BeCTHOYIApHOU U
KOXJIEAPHOW CHCTEM B CIY4asX. €CJAM BO3MOXKHO BCACHIBAHHEC AKTHBHBIX KOMITOHEHTOB
npenapara;

- HH(EKIMM HAPYKHOTO CIYXOBOTO Mpoxoa ¢ nepdopaumeii GapabaHHON NEPENOHKM;

- IPUMCHCHHEC NMOPOLIKaA /Ul JICUCHNS MH(bt?Kl.U’lﬁ rjaas;
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- O/IHOBPEMECHHOC NPUMECHEHUE ¢ aMHUHOTJIHKO3WAHBIMHU AHTHOMOTHKAMU CUCTEMHOIO ACHCTBUS

(13-3a pHCKa KyMYJISTUBHOM TOKCUYHOCTH).

C 0CTOPOKHOCTBIO
V MauueHToB €O CHIKEeHMeM (QYHKUMM TeUeHH M/WITH MOYeK, auua030M, TSKENoH MUacTeHUeH

WIIH JIPYTHUMHA Hel‘/'lpO:\'lblUJe“Ithlei 3a00/1eBAHUAMH,

IpuMenenne npn 6epeMeHHOCTH B NEPHO] IPYAHOI0 BCKAPMJIHBAHNS

[lpuMeHenue npenapata BO Bpemsi OEPEMEHHOCTH M B MEPUOJ TIPYAHOTO BCKAPMJIMBaHHS
BO3MOJKHO TOJBKO TOCJIEe KOHCYJIBTALMM € BpPAauOM, €CIM mpeanosaraemMas rojb3a ajis Matepu
NpeBbIlIaeT MOTEHLUMANBHBIM PHCK A naoaa win muajaeHua. Crnefyer NOMHHMTB, YTO
HEOMHIIHH, KaK M BCE AHTMOHOTHKH AMHHOTJIMKO3MIHOTO psjia, MOXET MPOHHKATh Yepes
nianeHtapHelii Oapeep. Ilpy nNpUMEHEHMH CUCTEMHO BBICOKHX [103 aMMHOITIMKO3MIHBIX

AHTHOMOTHKOB OBLIIO OMUCAHO BHYTPUYTPOOHOE CHIDKEHHE ClTyXa IUI0Ja.

Crnocol npuMeHeHust U 103bl

HapyxHo. B03MOXHO HaHOCHTB, He Kacasch NMOpaXXeHHOH noepXxHocTH pykamu. [lopomox
HAHOCAT TOHKHM CJI0€M Ha NOPAKEHHbIC YHacTKM 2 - 4 pa3a B 1eHb B3POCIIbIM H AETAM; €CJIH ITO
uenecoobpa3Ho — noa noesasky. [1nowaap HaHeceHnst nopolKa He A0/DKHA npesblwark 1 % ot
TUI01A/11 TOBEPXHOCTH Tesa (U4TO COOTBETCTBYET pa3Mepy J1a0HH NalMeHTa).
[Tpo0mKUTENBHOCTD JIEYEHUS HE 0JDKHA NPEeBbIATh 7 JHEH.

[TaunenTr! ¢ napyuenuesm ynkyuu nevenu u/i Novex.

[Ipy npUMEHEHUH 103, HAMHOTO MPEBBIMIAIOIIMX PEKOMEHIYEMBIE, HEOOXOAMMO YYHTHIBATH
BO3MOJKHOCTb Pa3BHTHS HEPPO- W/MIIH OTOTOKCUYECKHX M3MEHEHMH, U3-3a MOBBILIEHHOTO PUCKA
BO3MOHOM a0COPOLMH aKTUBHBIX BEILECTB, OCOOCHHO Yy MAlMEHTOB ¢ HapyIleHUeM (GyHKUMH
NeYeHu H/UIM nouek. PekomeHyeTcss MpoBOANTE COOTBETCTBYIOIME aHAJIM3bl MOYM M KPOBH
WJIH ayAMOMETPUYECKHE HCCIIETOBAHHS.

[TaumeHTsl noocu020 8o3pacma (65 net u crapuie).

Koppekins 10361 Y MOKHIBIX MALUEHTOB He TpedyeTcs.

IMo6ounoe aeiicreue
[To aannbiM Beemuphoii opranusaumu 3apasooxpanenns (BO3) nexenarensHbie 3¢ dexTsl
KJ1aCCU(ULIMPOBAHBI B COOTBETCTBUM € MX YACTOTOH PasBUTUA CIEAYIOUMM 00paszom: O4YCHb

gacto (>1/10), wacro (ot >1/100 mo <1/10), Hewacto (ot >1/1000 mo <1/100), peako (ot
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>1/10000 a0 <1/1000), ouens peako (<1/10000); yactoTa HEN3BECTHA - 0 UMEIOIIMMCS IaHHBIM
YCTAHOBHTB YaCTOTY BO3HUKHOBEHUS HE MPEJICTABIAIOCH BO3MOKHBIM.

[IpernapaT 06bIYHO XOPOLIO MEPEHOCUTCS TIPH HAPYKHOM MPUMEHEHHH.

Hapyuienust co cmoponst uMMYHHOU CUCTIEMbL

PE/IKO: a/leprudeckie peakuuu (MpHU HAJMYMW aJUIEPrHYECKUX PeakuMid Ha HEOMMLMH B
aHamHese B S50 % ciy4aeB BO3MOXKHO pa3BUTUE TNEPEKPECTHOM aAICPrduM K JIPYTUM
aMUHOTJIMKO3H/1aM ),

YacTOTAa HEW3BECTHA: MMOBBILIEHHE YYBCTBUTEIBHOCTH K pa3iM4YHbIM BEIIECTBAM, BKJIOYast
HEOMMIMH (KaK TMpaBuio, HadMoaaeTcss MNpH  WUCMONB30BAHHK B Tepariu  XpOHUYECKHX
J€PMATO30B), B HEKOTOPBIX CIIyHadX anlepruyeckue peakumy MOTYT BbITJIAAETh KaK OTCYTCTBUE
adderra oT poBOAMMOI TEpanuu.

Hapywenus co cmoponbt HepsHoU Cucmembl

YaCTOTA HEM3BECTHA: MOPaKeHHE BeCTHOY/ISIPHOTO HepBa, HelpoMblleuHas 610Kaa.
Hapywienus co cmoponvl opzana cyxa u 1aOUpuHmHole Hapyuienus

4acTOTa HEU3BECTHA: OTOTOKCHYHOCTb.

Hapyuenus co cmopomnsl Ko U ROOKONCHBIX MKAHEH

PEIKO: aJIepruyecKie peakuuu, MaHudecTupyromue B BHAE KOHTAKTHOIO JIEpMarHTa,
ajlJIepruyecKas peakiius Ha HEOMULIMH.

4acTOTa HEW3BECTHA: A/UICPrUYECKUE peakUMH B BUAE MOKPACHEHHUS M CYXOCTH KOXKH. KOXKHbBIX
BBICHINAHWM W 3y/1a (TIPH JUIMTEILHOM NPUMEHEHNH).

Hapywienus co cmoponvt ROYEK U MOYEEbIGOOAUUX Hymell

4acTOTa HEU3BECTHA: HEPPOTOKCUUYHOCTD.

Ecan mobble M3 YKa3aHHBIX B HMHCTPYKUMHM 110004YHBIX S(PdeKToB yCyrybasorces, WM
oTMeuaroTes obeie apyrue nodounsie d(QEKTbI, HE YKa3aHHbIE B WHCTPYKLHH. CleAyeT

HEMCAJICHHO COO6[U,VITI> 00 3TOM Bpayvy.

IlepeaosupoBka
[lpy npuMEHEHHM B J103aX, CYLIECTBEHHO IIPEBLIMIAIOIMX PEKOMEHIOBAHHbIC, BCIIEACTBHE
BO3MOXKHOTO BCACHIBAHMSI AKTHBHBIX KOMIOHEHTOB TMOpouIKa cleayer obpaTuth ocoboe

BHUMAHHC Ha CUMIITOMBI, YKa3bIBAFOLLIHUC Ha HCQ)pO- W/ WU OTOTOKCHYECKHUE pCaKkuunH.

B3aumoaeicraue ¢ APYIHMH JICKAPCTBECHHBIMH CPEACTBAMH
ﬂpu CUCTEMHOM BCAaChIBAHUM  AKTHBHBIX KOMIIOHEHTOB [mpenapara, OJHOBPEMCHHOC
TMPUMCHEHHC ued)aﬂocnopm{os WK  aHTUOMOTUKOB aMHUHOIIUKO3UI0BOIO psaa  MOXET

MOBBILIATH BEPOATHOCTH HedpoTOKCHUecKoH peakiuu. OJIHOBPEMEHHOE HCIIONIB30BAHUE ¢



npenapaToM TakKuX JMYPETHKOB, KaK OTaKpMHOBAs KHCIOTA WM (QypoceMH, MOXeT
NPOBOLMPOBATH OTO- U HedpoTokcuueckui >ddekt. BeackiBaHue aKTUBHBIX KOMIOHEHTOB
npernapaTta MOKeT YCHJIMBATh sBJIEHHs 010Ka/bl HEHPOMBIIEUHOH MPOBOJAMMOCTH Y OOJIBHBIX,

NMOJTY4aromMX HapKOTUHECKHE BEUICCTBA, aHCCTCTHKH W WIH MUOPECJIAKCAHTBI.

OcoOble yrasanus

[TocKoTbKY PHCK TOKCHHYECKHX d(EKTOB BO3pAcTAeT MPU CHIKEHHH (YHKUMH TIEUYCHH W/HIH
MOYEK, Y NMALHEHTOB ¢ MEYEHOUYHON W/WJIM MOYEUHON HEeJ0CTATOYHOCTBIO ClIeyeT MPOBOAUTH
aHAIU3bl KPOBH M MOYH BMECTE ¢ ay/IHOMETPHUYECKMM MCC/IEI0BAHUEM JIO H BO BpeMs Tepariu
npenapaToM.

I[1py BcachiBaHUM aKTMBHBIX KOMIIOHEHTOB Tpernapara cieayeT oOpatuth ocoboe BHUMaHHE Ha
NOTEHIHATBHYIO 6JI0Ka1y HEWPOMBILICUHON MPOBOANMOCTH, OCOOEHHO y DONBHBIX € aLMI030M,
COMYTCTBYIOLIEH TsHKeN0H MuacTeHuei (myasthenia gravis) win JApyrumMu HEMpOMBILICUHBIMU
3aboneBauuamMu. [lpy HToM mnpenaparbl Kajiblus WM HEOCTUIMHHA MeTWiCynb(ar Moryr
MPENsSTCTBOBATH PA3BUTHIO TakuxX Osokaa. [Ipum AnuTensHOM JIEYEHHMM JIOJGKHO  Y/ICJISThCS
BHHUMaHHME BO3MOXHOMY POCTY YCTOHYMBBIX MHKPOOPraHM3MOB. B TakuX cUTyauusx cieayet
BHIOPATh COOTBETCTBYIOLLYIO TAKTHKY JieueHus. B ciayuae npumenenus npenapara y AeTew,
NALMEHTOB ¢ HApPYWIEHHOW (DYHKIMEH MeYeHW M MOYEK. a Takke npu OOo/bIION niouaau
oOpabaTbiBaeMOil MOBEPXHOCTH, ATHTCIBHOM MPUMEHEHUMM M TIyOOKHX MOPAKCHUAX KOXKH
PEKOMEH/IYETCS MPEABAPUTENILHO MPOKOHCYIbTUPOBATLCS € BPAYOM.

[laluenTaM, y KOTOPBIX pa3BMIACh alleprus Wid cyrnepuH(pEKUus, npenapar J0JbkeH ObITh

v/

OTMCHCH.

BiansiHue JIeKapCTBEHHOTO Mpenapara Ha CHocoOHOCTH YIPABJIATH TPAHCHOPTHBIMH
cpeacTBaMH, MeXaHHM3MaMH

[lpeniapat He OKa3blBaeT BJWSHHUS HA BBINOJHEHHE [OTECHUMAIBHO OMACHBIX BMJIOB
JCATENBHOCTH,  TPeOYIOWMX — MOBBILICHHOW — KOHLCHTPAMM  BHUMAHMA M OBICTPOTHI
MCHXOMOTOPHBIX Peakiyil (B TOM YMCIIE YIIPAaBICHHE TPAHCTIOPTHBIMM CPEJCTBAMH, padoTa ¢

ABUIKYLIHMHCAH MexaﬁmmaMn).

Dopma BbIIyCKa

[Mopowok anst Hapys:kHOro npuMeHenust 250 ME/r + 5000 ME/r.

ITo 10, 15, 20 r nopoiuka B rnjactMaccoBble (JIAKOHbI U3 MOJIMITHICHA BBICOKOTO JIABJICHHS ©
[1aCTMACCOBLIMU  J103aTOPAMH M3 TOJIMOTUIIEHA BbICOKOTO jaBienus. Ha kamawiit ¢rakoH

HAKJICUBAKOT 3TUKETKY U3 OyMaru nucuen.
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1 (t)HaKOH C NNOPOUIKOM BMECTC C HHCprKL{HCﬁ 10 MCJHMUMHCKOMY MNPHUMCHCHHIO NMOMELAIOT B

NavykKy U3 KapToHa.

YeaoBusi XpaHeHus
B samuieHHOM OT cBeTa MecTe npu Temnepartype He Beie 25 °C.

XpaHuTth B HEJOCTYITHOM JUIS JIeTel MecTe.

Cpok roanoctu
2 roza.

He MPUMCHATL TTO UCTECUYCHUU CPOKa O IHOCTH.

YceaoBusi ornycka

Otnyckator 0e3 peuenta.

IMponspoaurens/Opranusanusi, IPHHUMAKINAS PETEH3HH:
000 «Tynbckas papmanesTrdeckas Gpadpukar

Poccus. 300004, r. Tyna, Topxosckuit npoesa, a. 10
Ten./paxc: (4872) 41-04-73

MPEKTOP

1 ~
000 «Tynbckas papManeBTHyeckas padbpuxay JES1. Pabunosny




