
OBllA$I XAPAKTEPHCTHKA JIEKAPCTBEHHOFO HPEHAPATA 

1. HAHMEHOBAHHE JIEKAPCTBEHHOFO HFEHAPATA 
Fep6HoH 14C HCKH MOX, Ta6J1eTKH uisi 

2. KAqECTBEHHMH H KOJIHqECTBEHHMH COCTAB 

/4'èücmeyioiqee eetqecmeo 
Cyxoi 31(CT KT HCJ1aH,1CKOrO Mxa ((30-40) :1) (Cetraria islandica (L.) Acharius s.1., cMoeBHWa) 
Ka asi Ta6JIeTKa J1$1 paCCaCbIBaHHSI CO P)KHT 

ôeücmeyiozqee eeiqecmeo: 3 Mr 3KCT KT (B BHC cyxoro 3Kc'rpaKTa) Cetraria islandica (L.) Acharius 

s.1., ciioeBiva (3KBHBaJTeHTHO 90 MF - 120 Mr HCJ-IaHCKOMy MXy). 

PaCTBopHTeJTh JI$i 3Kc'rpaKlu4ll: soa. 

BcrloMoraTeimHbxe eecTBa, HaJIwifie KOTOpMX Hao YHThIBTB B COCTaBe IIKPCTBCHHOFO riperiapaa 

- H3OMJTbT (E953), 6yTHMrHpoKdHaHH3on (E320). 
KaicaM Ta6J1eTKa JT5I paccaciaaiii CO P)KHT 143OMaJThT (E953) 2432,10 Mr FT 6yTiuIrHpoKCHaHM3on 

(E320) 0,0006 Mr. 

HwIHbIii CIIJ4COK BCHOMOFTJIbHMX BeWecTB, CM. B flYHKT 6.1. 

3. JIEKAPCTBEHHA$I DOPMA 
Ta6JTeTKF1 j1$I paccacbIBarn4 . 

HoTH K FMO 4OpMbI Ta6JTeTKH JT5I CCCMBH14M C aCKOi 14 mepoxoBaToi 11OBPXHOCTbIO OT 

eioro o Kopw1HeBaTO-)KeJITOrO IweTa. 

,LonycKaeTcs1 HJIMtH4 6oiiee TMHMX T-IacTFII, 6o.jiee CBTJThIX rIs1TeH, [IY3bIbKOB BO3 X 14 He6oimmllx 

3a3y6peHHbIx KpaeB. 

4. KJIHHHECICHE AHHME 
4.1. HoKa3aHHH K npwieennio 

Fep6HoH FICj1aHCKHH MOX fl I1MH$ITC$I B COCTB KOMIIJIeKCHO4 TeparIIrn J1$I O6j1ertIeHHsi; 

- pa3pa)KeHHsI CJllI3FTCThIX o6wIoeK HOJIOCTH F! rJ1oTKH, CYXOM KaliliJe 

- OCHIIJIOCTH F! 6oJIH B ropJie. 

4.2. PeKHM O3HOBHHM H CIIOCO6 1JPHMHHHH 

Pe4UIM JIo3Hr)ouanrnl 

B3pociible U no&pocmKu cmaptue 12 iiem: 1 Ta6J1eTKa H5i PCCCbIBHH 8 pa B CTKF! ('iTo 

3KBHBJTHTHO 24 ML' CYXOFO 3KCT KT MXa FICsIaWCKoro). 

Ocoôble ZYflflbt naiuenmoe 

4emu 

ll pllMelleHne y eTei o 12 JTT npo'rFIBorIoKa3aHo. 

Cuucoii U IIMCIlCIIUI1 

)IJI5I PCCChIBHH BO pTy. 

PaCTBOpFITe Ta6neTKy BO pTy. 

He cieye [IHH14MTL npenapa'r I1CHOC CTBHHO nepe eoIl 11J114 BO BeMI npiea 111111U4. 

HaIHeHTaM He CJT T ynoTpe6slllm I1H1UY HJII4 HanHTx14, llOCKOJIbK 3T0 MO)KT YCKOPHTh Bb1B HI4 

riperiapaa CO CJT143HCTot O6OJTOKF1 pOTOBOi1 [IOi1OCT11 H ropma. Ta6MeTKH He ceye HHHHMTh BO 

BPM$I eiiji. 
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HpooJDKJ4TeJmHocTb .rleqellFf$I 3BHCHT OT xapaK'repa 11 T$DKeCTH 3a6oJ1eBaHI1s1, HO3TOMY nee e MO)KT 

ripoonxamcsi Hll bIBHO B TeeHHe 6011ee TUTF1TeJ1LHOFO nepoa B MHH (7-14 iuieii). 

PeKoMewyeTcsI ll OOJDKH14 rJpHeMa rlpenapara B eqe e HeCKOJmKHX Heui rioc.ne I1Cqe31-IoBeHF1s1 

KJT14HH CKFJX CHMIITOMOB. Ecjrn CHMIITOMM CTHOB$1TC$1 6o.qee BEI ?KHHMM14 J4JTH He HOXOS1T 3a 7 
Heti, cneye o6pammcsi K neaueMy Bpa1y. 

4.3. ll poTuBolloKa3anllil 

- 1-Hllep'IyBCTBHTeJIbHOCTh K eI1CTBy1OIIeMy BeIJ.eCTBy 141111 K Jllo6oMy 113 BCJ1OMOFTJ1bHbIX BeIJeCTB, 

nepe14cJTeHHbIx B pa eiie 6.1. 
- 6epeMeHHOCTh FL HPFLO JIKTUHI4 

- eTCKHui BO3 CT O 12 JIeT (, iisi aHHOt1 IIeKapCTBeHHOII (1)OPMbI B CB$1311 C I-IeBo3Mo)KHocmlo 

KOPPeKWLH O3hI) (CM. pa e 4.4.) 
- naII4eHmI C HaCJIeCTBeHHOi 4pyKTO3bI 

4.4. 0co6,ie yaaunii H MCbI nPeL*0cTOpOKHOCTn HH HPHMCHHHH 

HpH HJIFI11H 3a6OJTeBaH11fi bIXaTe1I1HMX nyTefl, C011pOBO)1cLa1OH14XC$1 3TPYHHHbIM bIXaH11eM, 

IJOBMllTHI4M TeMHepaTyp1I TeJIa, XPOHW1CK11M KauxJTeM, OCHHJTOCTLIO hull BLI JTHHM MOKOTM C 

KOBb1O ceye HM JIHHO rIpOKOHCyJThT11pOBaT1CI1 C Me'-IaUHM Bpat-IOM riepe 11F1MCHHI4M 3T01'O 

rupenapaTa. 

ECJTH COCTO$1HF1 He yJIyII1aeTC$L B Tt1H11 7 HeI4 riocie aaia iieqeHFii, PKOMHYTC$1 O6paT11ThC51 K 

JTet.1aHeMy Bpaqy. 

,ljemu 
HpFIMeHeHF1e Ta6JTeToK J11I CCCMBH1151 B BO3PCT o 12 .JTeT npomBorloKa3aHo, TK KK ) HH$I 

J1KPCTBHH$1 4OpMa He 11O3BOJ151T KOPPKTHO HOBCT11 no6op LO3M. J114 )eTeui B BO3PCT o 12 
JIeT 11PHH14MTh npenapa ['ep6HoH CI4PO[I 11CJ1HCKOFO Mxa. 

BcnoMoraTeJnHhIe BelljeCTBa 

H3oMwzbm (E953) 
HaIWeHTaM C peKO!i HaCJ1eCTBeHHoI H[I HOCJ4MOCTMO d2pyKTO3bI He CJIeyeT [I 11MH51Tb npenapa'r. 

fiymwl2u&poKcuanu3oil (E320) 
MoeT BM3bIBaT1, MCTHM KO)KHM peaiiu (harlphMep, KOHTaKTHbIi epMaTF1T) 141111 rta 

H CJII'I314CTbIX O6OJTOqeK. 

4.5. B3aHMOLeuICTBHe C pyFHMH JIKBCTBHHbIMH npenapaan H Lpydne BH*b1 
B3aHMoIeficTBHhI 

HHbI o BJIH$IHHH nperiapaa Fep6noH 11CJ1aHCKH1 MOX Ha [IpeHaaTbI 

OTCyTCTBy1oT. CHeUF1aJTbHhIX HCCJIeOBaHHi1 Me)K11eKapCTBe1-IHMX B3allMQLLeflCTBH He HpOBOHJIOCb. 

4.6. II'CpTHJILHOCTb, 6epCMCHHOCTb H J1BKTUHiI 

bepcMeuullocm 

B CB$1311 C H OCTTOHOCTLIO KJTHHW1CK14X HHMX ['epGHOH HC11aHCKH1 MOX He HHMH11Tb 

BO BPM$1 6epeMeHHocm. 

KQpMJIenHe F'PY)bK) 

B CB$I314 C H OCTTOHOCThIO KJIHHH'{eCKHX HHbIX Fep6HoH 14CHaHCKni1 MOX He CJI T HHMH5ITh B 

fl HO JTaKTa[HH. 

IC1)FUJ1 6H OCTb 

LJaHHbIe 0 BJIHIIHHI4 npenapaa Ha 4epT14JTbHOCTb qeJuoBeKa OTCYTCTBYIOT. 
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4.7. BJIHIIHHC øa CIIOCO6HOCTb YIIPBJ1HTb TPHCHOPTHMMH CCCTBMH H paóOTa'rb C 

MexaHH3MaMH 

lipeflapaT Fep6Hoi-i HCJTaHCKH1 MOX He BJTH$IT Ha dllOCO6HOCTb YflPBJT51Tb TPHCHOPTHMMFI CP CTBMM 

f pa6o'ra'm C MexaHFI3MaMH. 

4.8. Hee.rIaTe.JmHb1e PCBKUHH 

Kollu'Iecmeeunble pumepuu 'iacmombt He/CeJlameJlbHblX peak quu U laccu/,UKai1wI eaiceiiameiiuzx 

pea uU B COOTBeTCTBHII C cHCTCMHO-opriLHHOIi KllaCcu4HKaLWei i C IlCTOTo IiX Bo3nHicIIoBeH14sl. 

(OnpeeJIeI1He 1IaCTOTbI Uo6O'-lllhix 5IBlleHl1II IIOBOJThTCI B COOTBCTCTBHH CD CJIe1)'k3IUHMlI ICI3l1TCpI iMl.i 

O4CIIb iacTo (> 1/10), '(acTo (oi >1/100 jo < 1/10), IIC'iaCTO (or > 1/1000 o < 1/IOU), pe i<o (aT > 

1/10000 ,LO < 1/1000), o'-IeHb pe o (< 1/10000), HH3BCTHO (HeBo3MoHo OUHHTb Ha OCHOBHHH 

HMe}OWHXC5I .TaHHBIx). 

Heueecmno (HeBo3Mo)KHo OUHHTb Ha OCHOBHHH 14MCIO I4XC aHHbIx) 

- peaii si FHHep'IyBCTBHTeJTbHoCTH, HPO$iBJ1SIIOW$iC5I 3yoM, FHrIepeMHei;I KO)KH I4JIH ObIfflKOi 

Coo6neunH 0 II003 BBCMbIX HKJ1TCJIbHB1X peanunx 

BaMHo Coo6ilaTb 0 H)KMTJT&HMX peaKIUi$ix riociie FHCT LU4H JT1K CTBHH0F0 

riperiapaa c uejmio 06ecne1.ieflllsi HH PMBHOF0 MoHFITopHHI'a COOTHOUJHH$I (ffloJlb3a-pHcK>> 

MeKapcTBeHHoro ilpenapaTa. MeHUHHCKHM pa6oTHHKaM PCKOMHYTC$I C0O6WaTb 0 Jno6blx 

rIoo3peBaeMbIX H)KJTTJ1hHbIX peai x JIKPCTBHH0FO nperiapaa epe HauvIoHaJ1I, Hble CHCTMM 

coo6weHH5i 0 HC)KJ1TJ1bHMX peaiu x rocyapcTB-'uIeHoB EBpa3HicKoFo 3KoHoMw-IecKoro COIO3a. 

Pecny&luKa Ka3a,xcman 

010000, r. ACTaHa paioH BaiKoHbIp, ym A. J1MaHoBa, . 13, EU <HypcayJieT 2>> 

PFLI Ha HXB <<HaIUIoHajmHbIi UHTP 3KC[I TH3bI JIK CTBCHHhIX C CTB H M FILHHCKHX H3eJTHIi)> 

KOMHTeTa MHLHHCK0F0 H 4iapMa1eBTW.lecKoFo KOHTOJT$I MHHHCTepCTBa 3PBOOXPHHHM 

Pecny6imKJi Ka3aXCTaH 

Tem: +7 7172 235 135 
Apec 3M. noTThI: farm@dari.kz 

Be6-catiT: www.ndda.kz 

PoccuücKall (Iie&epazlwl 

1090 12, r. MOCKBa, CJIaBBHCKa fliT!., . 4, c'rp. 1 
DeLepaJTLHaM CJIpK6a HO B c4iepe 3PBOOXPHHH5I 

Tell.: +7 (800) 550 99 03 
ApeC 31!. rioqmi: pharm@roszdravnadzor.gov.ru 

Be6-CaiT: www.roszdravnadzor.gov.ru 

Pecny6JluKa b'eilapycb 
220037, r. MHHCK, ToBapHWecKHii rlep., . 2a 
Pecny6iTrHKaHCKoe HHT HO flP LllPH5JTHC <<UeHTp 3KCI1 TH3 H HCHMTaHH1 B 

Teie4oH oTeMa 4apMaKoHa3opa: +375 (17) 242 00 29; 4aKC: +375 (17) 242 00 29 
Apec 31!. flO'-iTbI: rcpl@rceth.by, rceth@rceth.by 
Be6-caiT: www.rCeth.by 

Pecny6lluica ApMenuil 

0051, F. EpeBaH, fip. KOMFITaCa, ,r. 49/4 
HayqHbII LCHT 3KCflPTH3bI J1KPCTB H MHUHHCKHX TeXHOJIOrHIl HMHFI aKaeMHKa 3. Fa6pi'eiisma>> 

Tea.: + 374 60 83 00 73 
Apec no'imi: adrnin@pharm.am, vigi1ance pharm. am, letters@pharm.am 
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Be6-caiiT: www.pharma.am 

Kbipbl3cKai Pecny6JluKa 

720044, yiCKa51 o6.nacm, F. Binuiei, yji. 3-si JIFIHFI5I, ,r. 25 
enapTaMeHT J1eKapCTBeHHbIX CPICTB H MHUHHCK14X H3eHHi 

Teji.:+996(312)21 9286 
ATpec 3.11. rlotimi: d1smi pharm.kg 
Be6-caiiT: www.pharm.kg 

4.9. Hepeo3nposKa 

He cneye HHMHMT& riperiapa B O3ax, npeBiIma1ounx peKoMeHoBaHHMe. HHbIX 0 

rJepeo3HpOBKe riperiapaa He riosiy'.ieHo. 

5. DAPMAKOJIOFHqECKHE CBOhCTBA 
5.1. DapMaKOHHaMH'ICCKHC CBOI&CTBa 

ctapMaKoTepaneBTHtlecKa5I rpyrina: HpOTHBOKaHIJTeBMC ripenapami H cpec a i$I JIeqeHHH 

flPOCTYHhIX 3a6osleBaHllhi. il pomBoKaulsleBble npenapami, KPOM K0M6HHaUH1 C 

0TXPKHB1OWHMH cpe.11cTBaMH. )pyFHe H0THB0Kll1JTCBbI llpeflapaTM. Kor ATX RO5DB 

MexaHn3M eiicTBvIsI 

Fep6HoH HcJ1aHCKFIli MOX npe,ci'ansie'r co6oi ripenapa CTHTJThHOF0 HpoHcxo)KeHH5i, 

JBI o6jler'IeHH$l a3pa)KeHI1$I CJ1H3I4CTbIX o6wIoeK HOJTOCTI4 pa I'JTOTKH, cyxoro 

Kamnll, OXPHHJTOCTH H 6oim B ropjie. 

c1)apMaKoJuEpaM ecgI1e J4eK1bI 

OCHOBHLJMFI K0MII0HHTMH 3KCT KT $1BJT$IIOTC1 CJTH3B pacTuTejll,Horo HpoHCXo)K,ieH145I H 

HOJIHCaXapHbI. HonaaH Ha CJIH3HCT1O 060J10Ky BPXHHX hJXTJTBHbIX nyTeui, 01414 o6pa3y1oT 

3allu4THblui csioui, K0T0pbIui noorae II0 BHTb Ka1IUIeB0ui pe4flTeKC, BbI3BaHHbIi1 BH1HHHM14 

pa3paK14TeIIsIMn, H yMeHI,maeT BbIP)1(HH0CTL cyxoro KaluJisi. CJIH3b pacTHTeJIbHoro [IP0HCX0)K HH5I 

TK)K BJI )KH51T H cyxyio CJIH3HCT1O o6011oqKy poToBoil HOIIOCTH H ropjia. 

K.riIII1l4ecIca5l 3(1(j)CX1HBHOCTb Fl 5e30llaCH0CTb 

KJ1HHHqeCKHe HCCM OBHH Ta6JIeToK, coepKan14x 3KCTPKT cjiawcxoro Mxa, H0TBP)K 1OT 

344eKTHBHOCTb H 6e30HaC11oCTb BeuecTB/npenapaTa. 

5.2. IapMaKoKnHeTnqeCKne CBOIICTB 

HH40pMaLHn o 4apMaK0KHHeTHeCKHX CB0uiCTBaX 3KCTPKT I4CJIHCK0F0 MX He IIoJIyqeH0. 

5.3. aHnbIe oKJ1HHHqeCKoü 5e3oHaCHoCTH 

B 0KJIIIHH CKHX ,raHHbIx, IIOJIy'-IeHi-IMX HO cTaH,rapTHbIx HccJ1eoBaHH1i 

4apMaKoMorFlqecKoui 6e30naci-iocTll, TOKCH'IHOCTH fl H MH0F0KPTH0M BBeeHHH, reHoT0KcH'1H0cTH, 

KauueporeHHoro [IOTHU14JI H penpoyKTHB11Oui 14 oHToreHeTwlecKoui TOKCHqHOCTFI, oCO6blui spe mi 

qefioueKa He BM5JBJJeH. 

6. DAPMAEBTHqECKHE CBOhCTBA 
6.1. HCpeeflb BCHOMOfBTCJIbHhlX BCWCTB 

ACK0p6HH0BaM KHCJI0T (E300) 
MaHHHT0JI (E42 1) 
I6JIoqHaM KHCJI0Ta (E296) 

ЛП ГП СОГЛАСОВАНО



CyKpaJTO3a (E955) 
ApoMaTH3aTOP aneJmcvll-IoBbJii HaTypaJIbHbIi 

ApoMaTH3aTOP IHTpyCOBbIii HaTypaimHbln (6ymJ-wH.LpoKdHaHH3oJ-i (E320)) 
Kpacwrellb KYPKYMbI MaCJIO 

H3oMaJTI,T (E953) 
BcnoMoraTeJThHbIe BeJJecTBa, HCIWTL3 MbI B 3KCTpaKTe: H3OMJTbT (E953), KMHFI5I H0KCH 

K0J1J1OWHbIH 6e3BoHbI . 

6.2. HeCOBMeCTHMOCTb 

HHbI OTCyTCTBYIOT. 

6.3. CpoK FOJHOCTH 

2 roa. 

He npHMeHMm no ucTe1ieHrn cpoxa FOHOCTH. 

6.4. 0c06b1e MCPM HPIOCTOPO1CHOCTH IIPH xpaeunn 
JIeKapCTBeHHLIu1 riperiapa He Tpe6yeT CHUHJThHMX yCJ1OBHh xpaHeHH5i. 

XpaHHTb B HCOCTYHHOM JI5I eTeH MecTe! 

6.5. XapaKTep H coLep)KaHHe flCpBHHOIi HHKOBKH 

Ho 8 Ta6.rIeToK B KOHT HIO W4 KOBIO HKOBK 113 HJTHKH noMHBHHHMxMopHHoui, rIoJIH3THJIeHa, 

HJTHKH IIOJTHBFIHHM4HXJIOpI4HO11 H 4IOJThFH aJTIoMHHHeBoFI. 

Ho 1, 2, 3, 4 HuH 5 KOHTPHbIX $JeuiKOBbIX YHKOBOK BMCT C uTII4cTKoM-BKJTaMmeM BKJ1 bIBIOT B 

na y i'13 KapTOHa. 

6.6. 0c06b1e M bI HP OCTOPOKHOCTH HpH YHHMTOCHHH HCHOJ1b3OBHHOFO J1ICBPCTBCHHOFO 

penapaa 11)111 OTXOOB, IIOJI CHHbIX HOCJIC HPHMCHHHH J1KBCTBHHOFO npellapara HJIH 

pa6oTb1 C HUM. 

HeT oco6blx Tpe6oBaHHl K yTH.JTH3aLI4H. 

Becb OCTaBIIIHIIC$I JIeKapCTBeHHbIui npenapa H OTXObI cueye YHHTOHTb B YCTHOBflHHOM HOpsLLKe. 

7. LEPKATEJIL, PEFHCTPALHOHHOFO YLOCTOBEPEHH51 
AO <KPKA, HoBo MCTO>> 

llJMapbenlKa ueca 6, 8501 HoBo MecTo, CJTIOBeHHM 

Tem:+3867331 2111 
taKc: +3867332 1537 
Apec 3JL no'ImJ: info@krka.biz 

7.1. HPECTABHTEJth ,LEP)ICATEJIM PETHCTPAIHOHHOFO YOCTOBEPEHfflI 
HpeTeH3rn4 noTpe6HTeJIeii Hll BH5ITb [10 apecy: 
Pecny6JluKa Ka3axcman 
TOO <<KPKA Ka3axcTaH)> 
050040, r. AHMaTI,I, MHKpopauioH KOKTEM-1, OM 15A, OHC 601 
Teji.: +7(727)311 0809 
Apec 3M. no'imi: info.kz@krka.biz 
Be6-cajtr: www.krka.biz 

PoccuücKau ctie&epa quit 
000 <<KPKA-PYC>>, 143500, MOCKOBCKa 06ji., r. I4cTpa, yri. MOCKOBCKa51, . 50 
Teji.: +7 (495) 994 70 70 
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1 
cllaKc: +7 (495) 994 70 78 
Apec 3M. lloqml: krka-rus@krka.biz 
Be6-caT: www.krka.biz 

Pecny6MuKa Eeii apyc 
Hpe,ICTaBHTeJThCTBO AKIHoHepHoro o6Wec'rBa <<KRKA, tovarna zdravil, d.d., Novo mestox (Pedny6nriKa 
CJIOBeHnsI) B Pecny6nHKe Eenapycb 

220114, r. MHHCK, yJI. cbHJu{MoHoBa, . 25[', o4fflc 315 
Ten.: 8 740 740 92 30 

aKc: 8 740 740 92 30 
Apec 3n. 1101ITM: info.by@krka.biz 

Be6-caiT: www.krka.by 

Pecny6nuKa Apmeuun 
Hpe4CTaBHTeJThCTBO <<KpKa, HOBO MCCTO>> B Pedny6nuKe ApMeHII$L 
0001, r. EpeBaR, yJT. HaJI6aHH, . 106/1 (<<CA5JT-HOBA>> EH3HEC-1EHTP), o4rnc 103 
Ten.:+374 11560011 
A,rpec 3n. noqmi: info@krka.am 

Be6-c&1T: www.krka.biz 

Kbip2bz3cKa PecnyôMuica 
HpeCTaBHTeMbCTBO AO <KPKA, ToBapna pauii, HOBO MCTO>> B Kblpru3claHe 
720040, qyicKa51 o6nacm, r. BliffiKeK, 6YJTI,Bap 3pKHHLHK, L. 71, 6J1oK A 
Ten.: + 996(312)662250 
Apec n. noqmi: info.kg@krka.biz 

Be6-cati'r: www.krka.biz 

8. HOMEP PEFHCTPA1HOHHOFO YOCTOBEPEHH 

9. ATA HEPBH'IHOI1 PEFIICTPAUHH (HOLTBEP)KJEHLUI PEr1IcTpAIUIH, 
HEPEPEITICTPAIHH) 
aa nepBHHOii perHcTpaulrn: 

10. ATA IIEPECMOTPA TEKCTA 

O6i a,i xapaK1epHCTHKa sleKapcmcl-IHoro nperiapa-ia Iep6lloH HcMawcKrIi MOX OCTHH Ha 
HuopMaIUIOHI-IoM nopiane EBpa-1Ilflcioro 5KOi-IoMI1trecKOFO CO}O3 B hH4)opMaw{onllo-
KOMMyH11KaIHOHHO11 CTH <<I4HTepHeT>> http://www.eec.eaeunion.org 
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