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MWHHACTEPCTBO 3/IPABOOXPAHEHUSI U COLIMAJILHOT'O PA3BUTHSI
POCCHUIMCKOH ®EIEPALIUA

HMHCTPYKILIWA
10 NPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara A MeAHIIHHCKOrO IPUMEHeH S

Bunenpagen®
TabIETKH MOKPHITHIE IIEHOYHOM 060510uK0it 500 Mr

Memynapounoe HEMMATCHTOBAHHOC HA3BaHHUE: J)KO3aMULIUH

Jlexapcrennan ¢opma TabaeTKH, TOKPRITHIE IIEHOYHOH 060M04YKO

Cocras Ha 1 Tabserky

AKTHBHEIC HHTPEIUEHTHI

Jlxo3amunun - 500 mr

BenoMorarelibHble HHTPEIHEHTHI 10 Macchl Tabnerk 640 mr

MHUKpOKpHCTa/IMyeckas 1emnoiosa - 101,0 mr, nomucopbar 80 - 5,0 Mr, KpeMHHS JMOKCHJ
Konnounueld - 14,0 Mr, kapmemnosa Harpus - 10,0 mr, marHus creapar - 5,0 wr,
Metwilenonosa - 0,12825 mr, nonustunenrnukons 6000 - 0,3846 Mr, tanek - 2,0513 wr,
TutaHa auokcun - 0,641 mr, amomunus ruapokcun - 0,641 Mmr, conmomuMep MeTaKpHJIOBOM

KMCIOTBI U €€ 3¢upoB - 1,15385 mr

Onucanue

TabeTkn, HOKPHITHIE ILIEHOYHOM 060104UKOH 6EIOT0 WM MOYTH OEOTO LBETa, MPOJI0ITOBaThIE,

JBOAKOBBHIYKIIBIC, HMCIOINHE PHCKH C obenx CTOPOH.

(I)apmaKOTepaneBaneCKaﬂ rpyumnia: aHTH6HOTHK, MaKpoOJIH/I.

Kon ATX:JO1FAQ7

®dapmako/IOTHYECKHE CBOHCTBA

DapMakoOUHAMUKA.

AHTHOaKTepHAIbHEIA Mpenapar M3 TIpynnbl MakpoaugoB. MexaHHM3M JEHCTBHS CBS3aH C
HapyllleHHeM CHHTe3a Oeska B MEKpOOHOH KileTke BCIeACTBHE 00paTuMoro cBA3biBanHus ¢ 50S-
cyObenuHUIel puOOCOMBI. B TepameBTHUECKMX KOHUEHTpalMAX, KaK [pPaBHJIO, OKa3blBaeT
GakTepHocTaTHYeCKOe ICHCTBHE, 3aMEUIAs POCT H pa3MHOXeHHe Oaktepuit. Ilpu cosmanuu B

o4dare BOCITaICHHUS BEICOKHX KOHHCHTpaHI/Iﬁ OKa3bIBaCT 6aKT€pHHHﬂHbIﬁ 3(1)(1)€KT.
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JUKO3aMHIIMH aKTHBEH B OTHONIEHWH IPAMIIOJIOKHTEIBHBIX GaKTCpHil (Staphylococcus spp., B
T.4. METHUHJUTHHOYYBCTBHTEIIbHBIE LITAMMBI Staphylococcus aureus), Streptococcus spp., B T.u.
Streptococcus pyogenes u Streptococcus pneumoniae, Corynebacterium diphtheriae, Listeria
monocytogenes, Propionibacterium acnes, Bacillus anthracis, Clostridium spp. Peptococcus
spp., Peptostreptococcus spp.), TpaMOTpHIATENbHEIX Gaxrepuit (Neisseria meningitidis,
Neisseria gonorrhoeae, Moraxella catarrhalis, Bordetella spp. Brucella spp., Legionella spp.,
Haemophilus ducreyi, Haemophilus influenzae, Helicobacter pylori, Campylobacter jejuni),
YyBCTBUTENLHOCTh Bacteroides fragilis moxer Owrtb Bapuabensroit), Chlamydia spp., B T.u.
C. trachomatis, Chlamydophila spp., 8 t.4. Chlamydophila pneumoniae (panee HasbpBamach
Chlamydia pneumoniae), Mycoplasma spp., B T.4. Mycoplasma pneumoniae, Mycoplasma

hominis, Mycoplasma genitalium, Ureaplasma spp. Treponema pallidum, Borrelia burgdorferi.

Kak npaBu/io HE aKTUBEH B OTHOIUEHHH DHTEPOOAKTEpHi, MOITOMY HE3IHAYMTEJILHO BIHSET HA
MHKPO(IOPY KeNyNOYHO-KHIIEYHOTO TpakTa. CoXpaHseT akTHBHOCTE IPH PE3UCTEHTHOCTH K
SPUTPOMHULMHY U APYTrUM 14-u H 15-uneHHBIM MakpoiaugaM. Pe3ucTEeHTHOCTE K JXKO3aMHUIIHHY

BCTpEYaeTcs pexe, 4eM K 14-u 1 15-uneHHbIM MakpoIHaaM.

Papmarkoxunemuxa.

[Tocite mpreMa BHYTPB JHKO3AMHIHH OBICTPO BCACHIBAETCS U3 JKEIMYJOYHO-KHINEYHOTO TpakKTa,
NPUEM IHINK HE BIHAET Ha OMOLOCTYIMHOCTh. MakCHMaIbHAS KOHIEHTPAIMA JDKO3AMHUIIMHA B
niaasMe Jiocturaercs uepes | 4 mocine npuema. Ilpu mpueme B noze | r MaxcumanbHas
KOHLIEHTPAIUs B IJ1a3Me KpoBH cocTaniseT 2-3 MKI/Mi1. Okono 15% mKko3amulinHa CBA3bIBAETCS
¢ OenkaMu TuIasMmbl. J[KO3aMHIMH XOpOLIO pacmpenenseTcss B OpraHax M TKaHaX (3a
HCK/IIOYEHHEM T'OJIOBHOI'O MO3ra), CO3/aBas KOHIEHTpAllWH, IPERBIIAIHIME IUIA3MEHHYIO H
COXPAHSIOIUECS HA TEepParleRTHYECKOM YPOBHE JIMTENbHOEe BpeMs. OCOOEHHO BbICOKHE
KOHIIEHTPAIMH [DKO3AMHUIMH CO3JacT B JETKUX, MHHIAIMHAX, CIIOHE, I0T€ M CJIE3HOM
xuakoctH. KOHIEHTpalus B MOKpPOTE MpEBBINAET KOHLEHTpanuio B IasMe B 8-9 pas.
I[lpoxomuT miaueHTapHbI Gapbep, CEKPETHPYETCS B TI'PyAHOE MOJIOKO. J[Ko3amHiuH
MeTaboIM3NPYETCS B IIEYEHH 10 MCHEE AKTUBHBIX METa0OIUTOB U OKCKPETHPYETCS TIIABHBIM
obpazoM ¢ xenubro. [lepHox MOyBBHIBEASHHS Ipenapara cOCTaBNseT [-2 4, OJHAKO MOXET
VIUIMHATBCA Y MALMEHTOR ¢ HapyIIeHHeM (pyHKIMH NeYeHn. DKCKpellus Mmpernapara moYkaMu He

npesbimaer 10%.

IToka3zaHus K NpHUMeHEHHIO

I/IHCbCKI_[I/IOHHO-BOCHMHTCIII:HBIC 3360JICB8HI’IH, BBI3BAHHBIC YYBCTBHTECJIBHBIMH K Ipe€napary

MHKPOOpraHH3MaMH.
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UHdekiuy BepXHUX JbIXaTeNbHbIX nyrei u JIOP-opranos:

TOH3MIUTHT, (DAPHHIMT, NAPATOH3ULUIMT, JIAPUHTHT, CPEAHHH OTHT, CHHYCHT, auTepHs
(DOTMONHMUTENBHO K  JIEYEHHIO JH(GTEpUHHBIM aHATOKCHMHOM), CKapiaThHa (B ciydae

IUIIEPYYBCTBUTENBHOCTH K HCHULMIITHHY).

I/IHQCKHI/II/I HHXHHUX OBIXaTC/IhHBIX HYTCﬁI

OCTpBIii OPOHXHT, 000CTpEHHE XPOHMYECKOro OpOHXHTA, BHEOONbHMYHAS THEBMOHHSA, B TOM

YUCJIC BbI3BaAHHAA aTHIIHYHBIMH B036}’I[PITCJI$IMPI, KOKJIIOIIL, IICHTTAKO3.

I/IHQ}CKQHH B CTOMATOJIOT'HH.

T'MHI'ABHUT, MEPUKOPOHUT, TCPHOOOHTUT, aJIbBECOJIHUT, aJIBBCOHﬂprIﬁ abcnecc.

Undexuuy B opTaNILMaTOTHU:

Onedaput, JAKPHOLUCTUT

HudexInn KoXHBIX [IOKPOBOB ¥ MATKUX TKAHEH:

donmmkymur, ¢ypyHkyn, ¢ypynkynes, abcuecc, cuOupckas s3Ba, poXa, akHe, JMM(aHTHT,
numbateHuT, QaerMoHa, aHapULKUHA, paHeBbIe (B TOM YHCJIE I10CIEONEPAllMOHHbIE) U 0XOTOBBIE

HHOEKIUH.

HNudekuuy Mo4enoJioBoil CHCTEMBIL:

YPETPHUT, UEPBHINT, ITH/IHMMHUT, TIPOCTATHT, BRI3BAHHEIEC XJTaMUIHSIMHI H/WIH MHKOMIa3MaMH,
roHopesi, cuuinc (OpH THICPYYBCTBUTEIBLHOCTH K  [EHUUM/UIMHY), BEHEpHUECKas

nuMdorpanynema.

3aboeBaHU XKETYIOUYHO-KHIIEYHOrO TPAKTA, ACCOUUUPOBAHHEIE cH. pylori

SI3BeHHAs OOJIE3HB JKEAYAKA U JBCHAAIATHIIEPCTHOM KUIIIKH, XPOHHUCCKHMI TaCTPUT H Ap.

l'[ponmonomuaﬂnﬁ

- IHIEPYYBCTBHTEEHOCTE K DKO3AMUIMHY M APYTHM KOMIIOHEHTaM Tipernapara
- THIIEPUYBCTBUTENBLHOCTD K IPYTHM MaKpOJIMIaM;
- TSOKENBIE HAPYIIEHHS (PYHKUMHK NIeYEHU:

- ety ¢ Maccoit Tena Menee 10 kr.
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BepeMeHHOCTH M JTaKTALHSA
PaspeuieHo npuMeHeHHE TIpH OEPEMEHHOCTH W B IEPHOA TPYOHOTO BCKAPMIIMBAHHMA MOCHE
BpaueGHON OLEHKH MONBL3bY/pHCKa. EBponetickoe oTaenenrne BO3 pekomeryeT TKo3aMHIIMH B

KauecTBE ITpenapara BLI0opa PH JICYCHUH XAaMUIUHHOA HHEKIHH y GepeMEHHbIX XKCHIIHH.

Cnoco6 npuMeHeHUs | A03bI

PexoMeH[yeMasi CyTOYHas JJO3MPOBKa /I B3POCIEIX M IOAPOCTKOB B BO3pacTe cTapiue 14 et
cocrasngeT oT 1 10 2 r JpKo3aMUIUHa, cTanaapTHas go3a 500 Mr x 3 p B cyTkd.. CyTounas fo3a
JOIDKHA OBITH pasfeleHa Ha 2-3 npuema. B ciydae HeoOXOmMMOCTH j1032 MOXET ObITh

yBEJIMYEHa 10 3 T B CYTKH.

OGBIMHO IIPOAOIIKUTENLHOCTE JICYEHUs OTPE/IENIAETCS BPayoM, COCTaBiss or 5 jo 21 nua B
3aBHCHMOCTH OT XapakTepa M TskecTH uu(ekuu. B cooTBeTcTBHH C pexomenpauusmu BO3,
JUTATENEHOCTD JICHEHHs CTPENTOKOKKOBOTO TOH3HILTMTA JIONKHA COCTABJIATh He MeHee 10 aHeil.
B cxeMax aHTHXEJIHKOOAKTepHOH Tepalny JDKO3aMHUIMH Ha3HA4aeTcs B 103¢ 1 r 2 pasa B
JeHb B TeueHwe 7-14 nHed B KOMOMHaUMM ¢ JPYTMMH I[penaparamMd B WX CTaHAApPTHBIX
f03UpoBKax (pamoruauH 40 Mr/jcHb MmM panuTUIMH 150 Mr 2 p/aeHs + mxo3amuumH 1 1
2 p/mens + merponumason 500 mr 2 p/nensb; omenpason 20 Mr (WM JTAHCOTPa3on 30 mr, um
nanTonpazon 40 mr, unu s3oMemnpason 20 mr, win pabenpason 20 mMr) 2 p/neHb + aMOKCULMIITHH
1 r 2 p/mens + mxo3amuiMH 1 T 2 p/aeHn; oMenpasoln 20 Mr (wau nancornpaszon 30 Mr, uiau
nanTomnpasot 40 Mr, wiy s30mMenpazon 20 mr, UM pabernpaso 20 mr) 2 p/neHp + aMOKCHIHIIIHH
1 r 2 p/menp + mko3aMHUEH | r 2 p/IeHb + BUCMYTa TPHUKAIUs JHIUTPAT 240 Mr 2 p/pens;
damormmu 40 mr/nens + dypasomumon 100 mr 2 p/AeHp + IKO3AMUUHH 1 r 2 p/nens +

BHCMYTa TpHKaIus guuurpat 240 Mr 2 p/aens).

lpu Hanvuem aTpodUu  CIM3KCTOH OKEMylka C axMOprujpue, TOJITBEPKACHHON [IPH
pH-MeTpun: AMOKCHIWITMHE 1 T 2 p/ieHb + JDKO3aMULMH | r 2 p/nenp + BHCMYyTa TpUKAIHA

nuuutpar 240 Mr 2 p/neHs.

B ciyyae OGBIKHOBCHHBIX H IIaPOBHIHBIX yrpeil pekoMeHyeTcs Ha3HaYaTh [DKO3aMHIIEH B JI03€
500 Mr aBa pa3a B JIEHb B TEUCHUE NEPBbIX 2-4 nepenn, ganee - 500 Mr Ko3aMHLIUHA OOWH pa3

B JIEHL B KaYeCTBE MOAACP>KUBAIOLIEr0 JICHCHUA B TeyeHue § HeJENb.

IToGounoe neficrBHe

HexenarenbHble peakuuy MNEPEUHCIICHD] 10 4Y4aCcTOTE€ HX pErucTpaiid B COOTBCTCTBHH co

ciefyiomeii rpafauueii: o4eHp uacto: ot >1/10, wacro: OT >1/100 mo < 1/10, HewacTo: OT
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>1/1000 no < 1/100, peaxo: ot >1/10 000 mo <1/1000, ouens peako ot <1/10 000.

Co CTOPOHBI XKEJIYJIOYHO-KHIEYHOrD TPAKTa

Yacto — tuckoMGpOpT B XKeJTyJIKe, TOIHOTA
Hewacto — nuckoMdopT B XKMBOTE, pBOTA, AHapes
Peqko — cTOMATHUT, 3a10p, CHIDKEHHE allIeTHTa

OyeHb penxo — nceBAOMeMOPaHO3HBIH KOJIUT

PeakliMy rHNEpYYBCTRUTEILHOCTH:

Pesiko — kpanuBHULa, 0TEK KBUHKE M aHA(QUIAKTOUIHAS PEAKIIUA,
OueHb penko — OyIJUIe3HBIH IepMaTUT, MHOTOGOPMHAs IKCCY/TATUBHAS 3PUTEMA, B T.4. CHH/POM

CruBena-/[»xoHCOHA.

Co cTOpOHBI IeYeHH U KEITYEBLIBOAAIINX MYTEH:
QueHb peaKo — MeYeHOYHas AUCHYHKIMS, KENTyXa

Co cTOpOHEI OPraHQB YYBCTB:

B PEAKHUX ClTydasaXx coob11anoce 0 J0303aBUCUMBIX, NpEXOOAIAX HApYHMICHHUAX CIIyXa

[Ipoune: oueHb peaKo — myprypa

IlepenosupoBKa u Apyrue omuOKH npu npuéme

JIo HACTOSIIEro BpEMEHH HET JaHHBIX O CTICH(PHUYECKUX CUMIITOMAX TepPe0o3upoBKH. B ciyuae
NepeIO3UPOBKHE CIEAYeT IpelnosiaraTb BOSHHKHOBEHME CHMIITOMOB, ONHCAHHBIX B pasjese
«ITo6ounnie 3hheKTHI», 0COOEHHO CO CTOPOHBI KETYAOYHO-KHINEYHOTO TPAKTA.

B3auMojeiicTBHE ¢ APYTHMH JIeKAPCTBEHHBLIMH CPeACTBAMH

- IPYTrUe aHTUOHOTHKH

Tax Kak GaxTepHoCTaTHYECKHE AaHTHOWOTHKHM i1 Vifro MOTYT CHHXXaTh aHTHMUKPOOHEIH ekt
GaKTepULMAHKIX, CJIEAyeT U3beratb HX COBMECTHOro HasHaueHHs. J[KO3aMHIMH He ClexyeT
HA3HAa4aTh COBMCCTHO C JHMHKO3aMH/IaMH, TaK KaKk BO3MOXHO O00OKOIHOE CHIKCHHE HX

3¢ Qe THBHOCTH.

- KCAHTHHEIL

HCKOTOpHC NpeacTaBUTE/IA  I'PYNINBI MAKpOJIMAOB  3aMCIUBIIOT AJIMMHAHAOUIO KCAHTHHOB
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(TeomiuIMHA), YTO MOXET INPUBECTH K MOSABJICHUIO NPH3HAKOB HMHTOKCHKanuu, Knuuuko-
3KCIIEPUMEHTAJIbHBIE MCCIJICIOBAaHHUS YKa3bIBAIOT Ha TO, YTO JUKO3AMHIIMH OKa3hIBaET MEHBIIIEE

BJINAHUEC HA JJIUMHHALOHUEO TCO(i)I/IJIJ'II/IHa, YEeM JIPYTHE MaKpOJIHJIBI.

- aHTHTHCTaAMHUHHBIC ITPENApaThl

Hpu COBMECTHOM Ha3HA4YCHHUH JKO3aMHLUHHA H aHTUTHCTAMUHHBIX IIPENAparoB, COACPXKALIUX

Tep(peHa)IHH HJIM aCTEMH30JI, MOXKET BO3pacTark PHCK PA3BUTHSA YIDOXKAKIIHUX KH3HH apHTMHﬁ.

- AJIKAJIOUABI CIIOPBIHBHA

VIMeroTess  OTAENLHEIE coobmeHus 06 YCUJICHUH BA3OKOHCTPHKUHH II0CJIE COBMECTHOIO
HasHa4YCHUSA aJlKaJOUOOB CIIOPBIHBH U AaHTHOMOTHKOBR H3 Tpynmnsl MakpoJIMIOB, B TOM YHCJIE

CANHHUYIHOC Ha0moIeHue Ha (l)OHe IIpueMa JPKo3aMHIINHA.

- OUKJIOCIIOPHH
CoBMecCTHOE Ha3HaYeHUE JRKO3aMHULIMHA U MHKIOCIIOPHHA MOXET BBI3KIBATE MMOBBILIEHUE YPOBHS

IIMKJIOCIIOPHHA B I7a3Me€ KPOBH W IOBBIIATH PHUCK He(ppoTOKCHuHOCTH. Clenyer peryaspHo

KOHTPOJIUPOBATE KOHIEHTPAaIHIO HUKIOCIIOPHHA B IJTA3ME.

= JAT'OKCHH
HpPI COBMECTHOM HA3HAYECHHHU J[DKO3aMHIIMHA H JUIOKCHHA BO3MOXHO ITOBBINICHHE YPOBHA

MOCJICOHErO B I1a3Me KpOBH.

OcoOble ykazanus

B ciyuae cToiikoit TsKeIOH muapen cieyeT HMeTbh B BHJY BO3MOXHOCTH Pa3sBHTHsA Ha (oHe

JDKO3aMHUIIMHA ONTACHOTO JJ1A )XU3HH HCGBHOMCMGP&HOBHOI’O KOJIMTA.

Y GONbHBIX ¢ TIOYEYHOM HEHNOCTaTOYHOCTBIO JIEUEHHE CHIE/IYET IPOBOJUTH C  YUYECTOM
Pe3yJIbTaTOB COOTBETCTBYIOIIMX JIaGOPATOPHEIX TECTOB (ONPE/ENICHHE KIHPEHCA SHIONEHHOIO
KpeaTHHHHA).

Ciie/lyeT YIUTHIBATH BO3MOXHOCTH NEPEKPECTHOH yCTOMUIMBOCTH K PasjiMYHbIM aHTHOMOTHKAM

U3 Trpynnsl MaxkpoJIHAOB (MI/IKpOOpFaHI’IBMbI, yCTOﬁQHBbIC K JICYCHHIO POACTBCHHBIMH IO

XMMHHECKOM CTPYKTYpe aHTHOHOTHKAMH, MOTYT TakKe OBITh PE3UCTEHTHEI K DKO3AMHLHHY ).
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Bansuue Ha cnoco0HOCTH YNpaBJAATh TPAHCHOPTHBIMM cpeAcTBamd U paborars ¢

MeXaHH3IMaMHu

He orMeueHo BAMsAHMS 1npenapaTa  Ha CHOCOOHOCTH YNPaBIATH TPAHCIOPTHBIMH

CpeaAcTBaMH H pa6OTaTI) C MCXaHU3MaMH.

(dopma BbIyCKa

Tabnerkn nokpeiTeie MAEHOYHON 06010uKO0H 500 MT.

[To 10 tabnerox B 6Gmuctepe u3 amomuuus/I1BX. Ilo 1 6nuctepy BMecTe ¢ MHCTpYKLUHUEH MO

MPUMEHEHHIO TIOMEINAIOT B KAPTOHHYIO MMAYKY.

Cpok rognocrn
4 rona.

BHHLHpaQ)CH HE cClIeayeT IpHMEHATH II0CJIC HCTCYCHUS CpPOKa TOJHOCTH, YKAa3aHHOTO Ha

YIIaKOBKE.

YcnoBug XxpaHeHust
Xpanuth npH TemnepaType He Boie 25 °C B 3alHIIEHHOM OT CBETA MECTE.

XpaHHTb JICKApPCTBEHHOE CPCACTBO B MECTaxX, HEAOCTYIIHBIX IS Jereii!

Ycaosus OTNIYCKA U3 alITEeK

OTtnyckaercs o peLenTy Bpaya

3assuresib perucTpanun (saageen PY) _
«Actemnac ®apma IOpon B.B.», Enusaberxod 19, 2353 EB Jlefinepnopn, Hunepnanpt /
«AstellasPharmaEuropeB.V.», Elisabethhof 19, 2353 EWLeiderdorp, TheNetherlands.

IIpoussoaurTean
Mounredapmako C.in.A., Uranus/MontefarmacoS.p.A.

Via Galilei, n.7, 20016 Pero (MI), Italia

@acoBuMK (IIepBHYHAS YIIAKOBKA)
Monredapmaxo C.i.A., Uranus
nm 3A0 «OPTAT», Poccus
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YnakoBmuk (BTOpHYHAS/TPETHYHAS YIAKOBKA)
Montepapmako C.n.A., Utanus
i Temmnep Uranua C.p.JI., Utamas

w 3A0 «OPTAT», Poccus

Beinmyckaomuii KOHTPoJIb Ka4ecTBa
Temmnep Utanuna C.p.JL., Uranus
wm 3A0 «OPTAT», Poccus

IIpu ycnoBuu ynakosku Ha 3A0 «<OPTAT»
IIpousBoauTe B

Montedapmako C.i.A., Utanus/MontefarmacoS.p.A.
Via Galilei, n.7, 20016 Pero (MI), Italia

YNakoBIIHK H BbINYCKAKIIHII KOHTPOJIb
3A0 «OPTAT», Poccus

157092, Koctpomckas 06i1., CycaHuHCKHH paiioH, c. CeBepHoe, M-H XapHTOHOBO.
[Iperenzun HanpasaaTh B MockoBekoe IlpeacraButenbcTBo KoMnanuu Acresuiac @apma

KOpon b.B. no aapecy:

109147 Mocksa, Mapkcuctckas yi.16, «Mocanapko [Tnasza-1» 6u3Hec-1eHT,

A M.I'puropsesa




