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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Marnesutpuc ®@opre Kpono, 100 mr + 10 mr, TabneTKH, TOKPBITHIE TNICHOYHOH 000I0YKOM.

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JeiicTByrolue BelecTBa: MarHus IIUTPaT, MUPUAOKCUHA THAPOXJIOPHT

Kaxxnas Tabnerka, MOKpbITas TNIEHOYHON 00071049K0H, copepxut: 100 Mr Maraus (B BUIe MarHus
uutpata) u 10 Mr nupuaOKCHMHA THIPOXIIOPUIA.

BcrnomoratenbHble BeliecTBa, HaJIHMUKWe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
mpernapara: J1akTo3a, H30MalbT (cM. pazaen 4.4).

[TonHbBIN CTIMCOK BCIIOMOTaTENIbHBIX BEIIECTB IPUBEACH B pazzaeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, HOKPHITHIE IUICHOYHOI 000I0YKOM.

TabneTku OBaJIbHBIC JBOSKOBBIMYKIIbIC, IOKPHITHIC TICHOYHOW 00O0J0YKOW OEJI0ro MM MOYTH
6emnoro nsera. Ha pasmome TabieTok BUAHO PO OT OEI0TOo A0 IMOUTH OENoro IBeTa, OKPYKEHHOE

OJIHUM CJ10€M O00JIOYKH.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

IIpenapar Maruesutpuc ®opre KpoHo, mokazaH K IPUMEHEHHUIO Y B3pOCIBIX M JIETEH cTapiie
6 JeT C yCTaHOBJEHHBIM Je(DUIUTOM MAarHus, U30JMPOBAHHBIM WJIM CBSI3aHHBIM C JIPYTHMMH
JNe(QUIUTHBIMU COCTOSHUSIMU, COITPOBOKAAIONIUMCS TAKUMHU CUMIITOMaMH, KaK:

e  TIOBBILIECHHAs Pa3IpPaKUTEILHOCTD;

e  HE3HAYUTEJbHBIC HAPYIICHMS CHA;

e  KEJYJ0YHO-KUILIEYHBIE CTIa3Mbl WM YYallleHHOE CepALEeONEeHHE;

e  IIOBBIIIEHHAs YTOMIIIEMOCTb;

e 00U U CTIa3Mbl MBIIIII;

(] OIMYIICHHUE IMOKaJIbIBAHWA B MBIIIIIAX.

4.2. Pe:xuM 103UPOBAHUSA U CIIOCO0 NPUMEHEHUA

Pexxum go3upoBaHus

B3pocnbiM pekoMenayercss mpuHUMaTh 3—4 TabneTku B cyTKU. CyTOYHYIO J03y CledyeT
pazaenuTh Ha 2—3 npuema. [IppuHumaTs BO BpeMsi €1bl.
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(0,4— 1,2 mmoub/kr/cyTkn)). CyTOUHYIO 103y ClIeayeT pa3aenuTh Ha 2—3 npuema. [IpuHumMaTs BO
BpeMsI eIbl.

Croco0 rmpuMeHeHus

[Ipenapar MarueButpuc ®opre KpoHo mnpegHazHaueH uisi npuemMa BHYTPb BO BpPEMs €bl.
TabneTku  clueayeT TPOTNAThIBATh  IEIMKOM, 3amuBas — CTakaHOM  Bojbl.  OOBIYHO

MPpOAOJIKUTCIILHOCTD JICUCHHA COCTABJIACT OAWH MCCALI.

4.3. [IpoTuBONOKA3aAHUS

* ['unep4yBCTBUTENBHOCTD K JICHCTBYIOIIMM BELIECTBAM WJIM K JIFOOOMY M3 BCIOMOTaTENbHBIX
BELIECTB, [IEPEUNCIIEHHbIX B pa3jeie 6.1;

* [ToueuHast HEIOCTATOYHOCTD TSIKEIION CTEeTIeHH (KIMpeHC KpeaTnHuHa MeHee 30 MiI/MuH);

* JleTckuii Bo3pact 110 6 JieT;

* OJIHOBPEMEHHBII MpUeM JIeBOAOMHI (CM. pazaen 4.5).

4.4. OcoOble ykazaHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO IPUHHUMATE:

— IIpH MMOYCYHOM HCAO0CTATOYHOCTHU  Cp e,[[Heﬁ CTCIICHU  TSDDKCCTHU (pI/ICK Pa3BUTHA
FI/IHepMaI‘HI/ICMI/II/I).

Oco0ble yKa3auus

[Tpenapat B popme TaOIETOK MperHAa3HAYEH TOJIBKO JJIs B3POCIBIX U AeTel crapiie 6 jaer. Jlns
neTei Miajiero Bo3pacra (crapuie 1 roga) pekoMeHIyeTcs mnpemnapar B ¢popMe pacTBOpa JUIs
npruemMa BHYTpb.

HpI/I OIHOBPECMCHHOM I[e(l)I/IHI/ITe KajJgblusd U Mar”Hus, }le(i)I/IIII/IT Marauvsg CJICAy€T BOCHOJHATH J0
Haydajia mprueMa npenapaTtoB KaJIbIWA WU IMUIICBBIX I[O6aBOK, COZACpIKAIMNX KaHBHI/Iﬁ.

[Ipy npumMeHeHUM NUPUAOKCHHA B BBICOKMX Jo03ax (6omee 200 Mr B CyTKH) B Te4YeHHE
JUIUTEJILHOTO BPEMEHH (B TEUEHUE HECKOJIBKUX MECSIIEB MU JIET) MOXKET Pa3BUTHCS CEHCOpHas
aKCOHalbHass  HeWporatus  (OCHOBHOW  CHMIITOM  XPOHHYECKOTO  3JIOYHOTpEOJIeHUs
HI/IpI/IlIOKCI/IHOM), KOTOpasa COMpPOBOKIAACTCA TAKUMHU CUMIITOMaMHM, KaAK OHCMCHHUEC U HAPYHICHUSA
IPONPUOLIENTUBHON YYyBCTBHTEIBHOCTH, TPEMOpP MUCTAJbHBIX OT/AEIOB KOHEYHOCTEH U
MIOCTETNIEHHO Pa3BHBAIOIIASICS CEHCOpHAs aTakcHs (HApYIIEHUs KOOPIMHALMH ABMKEHHH). DTH
HapyumcHuA OOBIYHO SIBJISIOTCS 06paTI/IMBIMI/I U TOpOXOOAT TIOCIEC MPCKpaAIICHUA IIpHEMa
MUPUIOKCHHA.

BcnomorarenbpHbI€ BelllecTBa

[Ipenapar coaepkuT U30MaibT U JakTo3y. [larmenTam ¢ peiko BCTpedaroencsi HaCIeICTBEHHOU

HETNIEPCHOCUMOCTBIO rajJJaKkTo3bl, ,I[e(bI/II_[I/ITOM JIaKTa3bl U1 TITFOKO30-TaJIaKTO3HOM
2
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MajbaObcopOIel He ClIelyeT MPUHUMATh 3TOT IIpPermapar;

4.5. B3aumopeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHBIMH MNpenapaTtaMM W Jpyrue BH/bI
B3aUMO/IeliCTBUS

C neBogonou

[Tpu onHOBpeMeHHOM IpuMeHeHuu npenapata Maruesutrpuc @opre KpoHo u neBogonsl B 103e
5 Mr wim Gonbine yMeHbIIATCs 3P QPeKTrl neBoonbl. [103TOMY y MAMEeHTOB, TPUHUMAOIIUX
nesojony, mnpemnapar MarneButpuc Popre KpoHo crneayer Ha3HayaTb OJHOBPEMEHHO C
HHTUOMTOpaMu nieprudepruIecKoi 101aaekapOOKCHIa3hl.

C npenaparamMu, coaepKaliuMu (bOC(baTBI, COJIM KaJIbIIMA WJIN MOHBI XKCEJIC3a

OnHOBpeMEHHOE TMPHMEHEHUE TMPEeraparoB, cojaepkammx (ocdarbl, COMH KIbIUS WIA UOHBI
JKeye3a He PEKOMEHIYeTCs, MOCKOJIbKY TaKHWe Ipenaparhl CHIDKAIOT BCACHIBAHWE MAarHHs B
KUIICYHUKE.

C TeTpalluKINHAMHU (,I[J'IH npuema BHVTDL)

[Ipennapar MarueButpuc @opre KpoHo ciienyer Ha3HayaTh, 10 KpaHEW Mepe, HE paHee 4YeM
yepe3 3 yaca mociie npuema TEeTpPAlMKINHA BHYTPh (Tak Kak IpernapaTbl MarHus yMEHbIIAIOT
BCACHIBAHHE TETPALIUKINHOB).

C XuHOJIOHAMHU

XWHOJIOHBI ClIeTyeT Ha3HavaTh, 110 KpaiiHel Mepe, 3a 2 yaca 710 WK yepe3 6 yacoB Mociie npuemMa
npenapara MarueButpuc ®opre Kpono st Toro, ytoObl u30exaTh HapyIIEHUs BCACBIBAHUS

XHMHOJIOHOB. McclieqoBanus B3aUMOIEHCTBUS HE MMPOBOAUIINCE.

4.6. bepeMeHHOCTD M JIAKTAIUA

bepemeHHOCTD

KnuHnueckuit OnbIT MpUMEHEHHS TIpernapara y JOCTaTOYHOTO KOJUYeCTBa OEPEMEHHBIX JKEHIIUH
HE BBISBUJ KaKoOro-mu00 HeOMarompusITHOTO BIMSHUS HA BO3HHMKHOBEHHE TMOPOKOB Pa3BUTHS
10712 UK PETOTOKCUYECKOTO JEHCTBUS.

[Ipenapar Maruesutpuc @opte KpoHo MOXET IPUMEHSITHCS B IEPHO]T 0€PEMEHHOCTH TOJIBKO MPH
HEOOXOIMMOCTH H 110 PEKOMEHAITUN Bpaya.

Jlakranus

Maruwuii npoHuKaeT B rpyaHoe mojoko. Crienyer u3berath MpuMEHEHHs MpernapaTa B MEepUOT

JAKTALMKU U KOPMJIEHUS TPYIBIO.

4.7. BuusiHue Ha CHOCOOHOCTH YINPAaBJATH TPAHCHOPTHBIMHM CPeACTBAMH M padorarh ¢
MeXaHHU3MaMH

[Tpemapar Marnesutpuc ®opre KpoHOo HEe OKa3pIBaeT BIMSHHUE Ha CIIOCOOHOCTH YIPaBIAThH
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TPAHCTIOPTHBIMU CPEACTBAMHU U PabOTATh C MEX:

4.8. HexenarejbHbIEC peaKnMu

Tabauunoe pE3IOME HEXKENATCIbHBIX PEaKIIU

YacroTa HexellaTeIbHBIX peakluii IpeICTaBICHA 0 CACAYIONICH KiTacCU(UKALIMH:
OuyeHb yacTo >1/10

Yacro >1/100, Ho < 1/10
Heuacto >1/1000, HO < 1/100
Penxo > 1/10000, Ho < 1/1000
Ouens penko < 1/10000
YacroTa HEM3BECTHA HA OCHOBAHUU UMEIOIIUXCSI JAHHBIX OLIEHUTh YaCTOTY HEBO3MOXKHO
CucTeMHO-OpraHHbIi KJIacc YacTora HexenarenbHble peakiun
Hapywenus co cmoponul Peakiun [MOBBIIIEHHON
. YactoTa HenM3BeCTHA
UMMYHHOU CUCHEMbL qYBCTBUTEIHLHOCTH

HapymeHuﬂ CO CNOPOHbL KOJHCU

KosxHbIE peaxkuuu
. Yacrora HEU3BECTHA
U NOOKOJICHBIX MKAHEl (KpanuBHULIA, 3y]1)
Kenyoouno-kuueunvie Jluapest, 0onb B JKHBOTE,
YacroTa HEU3BECTHA TOIIHOTAa, PBOTA, METEOPU3M,
HapyuieHus
3arop

Coo01eHus 0 MoA03peBaeMbIX HeKeJIATeIbHBIX PeaKIUAX

BaxxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATeNbHBIX pEaKIUsAX TIOCJe PEeTUCTpaluu
JICKapCTBEHHOTO TIperiapara ¢ Meliblo 00eCreYeHrs] HeMPEePhIBHOIO MOHUTOPHUHTA COOTHOIICHUS
«IONb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYETCS
coo0ImaTe 0 JIIOOBIX MOJ03PEBAEMBIX HEXENaTeNbHBIX PEaKIMSIX JEKapCTBEHHOTO IMpernapara
yepe3 HallMOHAJBHBIE CUCTEMBI COOOIICHUS O HEKEIaTeNbHBIX PEaKIIMSIX TOCy/IapCTB — YJICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccutickas @enepanusa

®denepanbHas ciyx0a 1o Haazopy B cdepe 3apaBooxpanenust (POC3APABHA/I30P)
109012, r. Mocksa, CnaBsiHcKkas ., A. 4, cTp. 1

Ten.: +7 (800) 550-99-03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

WNuTtepuer—caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMOTOMBI
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[Ipy HOpMANTBHON (YHKINH MOYEK Mepeo3npoBKa Marsi et Dhesd BHyipn DOMHS re

NPUBOAUT K BO3HUMKHOBEHHMIO TOKCHYECKHX peakuuil. OjHako B clydae MOYEYHOUH
HEJI0OCTATOYHOCTH BO3MOXKHO Pa3BUTHE OTPABJICHUS MarHUEM.

CuMITOMBI TEPEO3UPOBKH, BBIPAXKEHHOCTh KOTOPBIX 3aBUCHUT OT KOHIICHTPAIlMM MarHusl B
KpPOBU: CHIDKEHHE apTepUATILHOTO JaBJICHUS; TOIIIHOTA, PBOTA; YTHETCHHE LICHTPAIbHON HEPBHOM
CUCTEMBI, CHIDKEHUE Pe(IICKCOB; M3MEHEHHS Ha JJIEKTPOKAPIUOTPAMME; YTHETCHHUE JBIXaHUS,
KOMa, OCTaHOBKa Cep/illa U Mapaany JIbIXaH!s; aHypUUECKUM CUHIPOM.

JleueHue

Perunparanus, ¢opcupoBanHbiii auype3. Ilpu modedyHol HEZOCTaTOYHOCTH HEOOXOIUM

IréMoauaIn3 Ui HepI/ITOHeaJII)HI)Iﬁ JHUaJIn3.

5. DPAPMAKOJIOTUYECKHWE CBOMCTBA

5.1. ®apmakoauHaMHuYecKne CBOiCTBA
dapmakoTepaneBTHYeCKAs] TPYNNa: BUTAMHUHBI, JIpyrue KOMOWHHUPOBAHHBIC BUTAMUHHBIC

npenaparbl; BUTAMUWHBEBI C MI/IHepaJH)HI)IMI/I BCIICCTBAMM.
Kox ATX: A11JB.

MexaHHN3M e CTBUS

Maruuii sBisieTCSl JKM3HEHHO Ba)KHBIM DJIEMEHTOM, KOTOPBIM HAaXOAWTCS BO BCEX TKaHSX
opraHM3sMa M HEO0O0XOAUM [UIsi HOPMAJbHOTO (PYHKIIMOHUPOBAHUSA KIETOK, Y4YacTBYeT B
OOJBIIMHCTBE peaklMii oOMeHa BelecTB. B yacTHOCTH, OH y4acTBYET B peryisluu Nepeaadu
HEPBHBIX UMIIYJIbCOB M B COKpAllleHWU MbIL. OpraHusM Iojy4aeT MarHuii BMECT€ ¢ MHILEH.
HenocraTtok marHus B opraHu3mMe MOXET HAONIOAATbCsl MPU HAPYLIEHWH PEeXHUMa MUTAHUA
(muera) WM pH YBEJTUYCHUH MOTPEOHOCTH B MArHUM UJTU TP ArcOaaHCce TTOCTYIIJICHUS! MarHus
B OpraHusM (B TOM YMCJI€ ONOCPEIOBAaHHOM CHM)KEHUU YPOBHSI MarHusl B MPOAYKTaX MUTaHUS),
MeTaboaM3Ma U BBIBEJCHUN MarHus (HarmpuMmep, Ipy MOBBIIEHHON (pu3nYecKoi 1 yMCTBEHHOM
Harpyske, cTpecce, B IepuoJi 0epeMeHHOCTH, IPU MIPUMEHEHUU TUYPETUKOB).

[Mupunokcun (BUTaMuH Be) yyacTByeT BO MHOTMX MeTabONIMUYECKHX Ipolieccax, B Perysiuuu
MeTaboar3Ma HepBHOW cuctembl. Butamun Be ynyumiaer BcachblBaHHE MarHusi U3 >KENIyJIOYHO-
KHILIEYHOI'O TPAaKTa U €r0 MPOHUKHOBEHHE B KIIETKH.

Maruuii ¥ TUpUIOKCHH 00J1aaI0T CUHEPTUYHBIMU (B3aWMO/IONOHSIOIUMHE) 3 hexTamu.
CopepxaHuie MarHusi B CbIBOPOTKE:

* o1 12 1o 17 mr/n (0,5 — 0,7 MMOIIB/1T) — yMEpeHHasi HeIOCTaTOYHOCTh MarHus;

* Huoxe 12 mr/a (0,5 MMOITB/IT) — TSDKENBIN NeUIMT MarHusl.
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5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopouus

BcacbiBanue wmarHus B KENYJAOYHO-KMILIEYHOM TpakTe cocTaBisier He Oonee 50 % ot
NPUHUMAEMOM BHYTPB JI03BI.

Pacopenenenue

99 % marHus B OpraHu3Me HaXOUTCSA BHYTPH KIETOK. [IpuMepHO 2/3 BHYTPUKIECTOYHOTO MarHust
pacmpeensercss B KOCTHON TKaHU, 1/3 HaXOUTCS B II1aIKON U MONEPEYHO-I0JIOCATON MBIIIICYHON
TKaHHU.

OJIMMUHALNS

Marnuii BEIBOIUTCS MPEUMYIIECTBEHHO ¢ MOYOH (110 MeHbIIel mepe, 1/3 oT mpuHATON 03B

Marsusi).

6. DPAPMAIIEBTUUECKHUE CBOVICTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

S npo Tabierku

Kpemuus 1MOKCUI KOJITOUAHBIN
Kpockapmemnnosa Hatpust (Tur A)

JlakTO3BI MOHOTHPAT

Marnus creapat

Maxporon 6000 (OIM3TUIEHTIIMKOJIb)
IToBunmon K-30

[emtrono3a Mukpokpuctauindeckas (tum 102)

0O0oJ104Ka Ta0JIETKH

['unpomenosa (ruIpOKCUTTPONTMIMETHIILIEIIIIOI03a)
N3omansT
Kanpius kapbonat

Makporo (MOTUITHICHTITUKOIb )

6.2. HecoBMmecTUMOCTD

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs )
2 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPaHEHUN

Xpanutb npu Temneparype He Bbie 25 °C BO BTOpUYHON YNAKOBKE (Mauke KapTOHHOM) AJs

6
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3allUTHI OT CBCTA.

6.5. XapakrTep u copep:kaHue YIaKOBKHU

ITo 10 Tabnerok B KOHTYpPHYIO STYEMKOBYIO YIAKOBKY M3 IUIEHKHM MOJIMBUHWIXJIOPUIHOW WM
[MBX/TIBAX (moJMBUHUIXIIOPUT/TIONUBUHAIUACHXIOPUT) M (OJBIH aIFOMUHUEBON MEYaTHON
JTAKUPOBAHHOM.

[To 50, 60 nmu 90 TabneTok B OaHKY MOJTMMEPHYIO JIJIS JICKAPCTBEHHBIX CPEJCTB U3 MOJUITHIICHA
HU3KOTO JABJICHHS WU TOMUATHICHTepedTanara, yKyMOPEHHYIO KPBIIIKONW W3 MOJUATHIICHA
(25 % IIDH/ + 75 % [19B/1 niau HU3KOTO AaBIEHUS) WU MOJIUIPONHIICHA.

Ha GaHKy HakjenBarOT 3TUKETKY U3 OyMaru WM CaMOKJIESAIIYIOCS TUKETKY.

ITo 3, 4, 5, 6 KOHTYPHBIX STYEUKOBBIX YITAKOBOK WJIH 110 1 GaHKe MOJIMMEPHOM JIJIsl JIEKapCTBEHHBIX
CPEJCTB BMECTE C JIMCTKOM-BKJIAIbIIIEM IOMEUIAIOT B MMAYKy U3 KapTOHA JUIsl OTPEOUTENbCKON
Tapsbl.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPHM  YHHYTOXKEHHH  HCIOJIb30BAHHOIO
JIEKAapCTBEHHOI'0 Npenapara WM 0TX0A0B, OJYy4YeHHbIX M0cJe IPUMEeHeHHs Npenapara, u
Apyrue MaAaHMIYJISIIIUN € IPenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanus

00O «Kponodapm»

109235, r. MockBa, BH. Tep. I'. MyHUIIMIAIBHBIN OKpyT [ledatnukwy, yi. 1-1 KypesHosckas, 1. 34,
ctp. 1

Ten.: +7 (495) 136-26-40

OnektpoHHas nouta: info@kronopharm.ru

7.1. IIpeacTaBuTe/Ib AEPKATE/S] PETHCTPALMOHHOI0 YA0CTOBEPEeHHUs

[Iperen3un HOTDG6I/ITCJICI71 HamnpasJATh 110 agApeECy:

Poccuiickas @enepanus

3A0 «KpoHodapma mpoIaKImH

141100, MockoBckast 0011., r. [llenkoBo, yi. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

8 (800) 700-59-99 (GecnmaTHas ropsiyas IUHUS 24 daca)

DnekTpoHHas nmoyra: safety@canonpharma.ru

8. HOMEP PEIT'UCTPALIMOHHOI'O YAOCTOBEPEHUA
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9. IATA TEPBHUYHOIl PETMCTPALIMM (MOATBEPAMEHMS PEFHCTPATIAM,

INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanyu:

10. IATA IEPECMOTPA TEKCTA

OO6mmas xapakTepucTUKa JeKapcTBeHHOro npemnapara Maruesutpuc @opre Kpono nocrymnna Ha
UHPOPMAIMOHHOM TOpTaie EBpa3smiickoro HSKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKAITMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.



