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EIIITPOITH ®PAPMAKQN I'TA ANOPQIIINH XPHXH (CHMP)

XYNOIITIKEX IAHPO®OPIEX XXETIKA ME TH 'NQMH EIII ITIAPAIIOMITIHX

BAXEI TOY APOPOY 6 IIAPAI'PA®OX 13 TOY KANONIEMOY (EK) APIO. 1084/2003 I'TA
TO

VIANI DISKUS ko 1ig ovvageic ovopaoics (Bi. Hapaptnpa I)
Kowodypnot diebvig ovopacio (INN): cakpetepoin/erovtikalovn

IXTOPIKO

To Viani Diskus kai ot cuvaeeic ovopacieg (PA. mapdptua I) mepiéyxel calueTepdAn Kol TPOTIOVIKY
@AovTIKALOVN, €vav GuVOLOoUO oTadEPNC dOGNG TOV P-0y@VIGTH HOKPAC OpAong COAUETEPOAT Kol
TOV EIOTVEOUEVOL KOPTIKOGTEPOEIOOVG TPOTIOVIKT) PAOVTIKALOVN, Kol EVOEIKVLTOL Y0 TNV TOKTIKY
Oepaneio Tov dobpatog 6mov 1 YopNyNo”M TPOiIOVTOG GLVOVAGHOL (B-Uy®OVIGTAG LOKPAS OpACT|G Kol
EIGMVEOLEVO KOPTIKOGTEPOELDES) Dempeital KOTAAANAN; - Yoo acOeveic un emopkdc EAEYXOUEVOVG UE
EIGTMVEOLEVO. KOPTIKOGTEPOELDN 0UTE UE KT €miKAnom ypnor €lonveduevon P2-aymviot) Ppoyeiog
dpdong M — yw acBeveic NON emapK®G EAEYXOUEVOVG LE EIOMVEOUEVO KOPTIKOOTEPOEWN Kot P2-
oy®VIoTH Hokpdc dpdong.

e apketd kpdrn pwéAn e EE, n ovopooia Viani Diskus kot ot cuvageig ovouacisg £xovv eykpiel
péom g oadikaciog apoPaiog avayvopiong (MRP). Xto mlaicio mg MRP, 1 Zouvndia eivar to
Kpatog pélog avoeopdg kot 1 Avotpia, To Béhylo, n T'ailia, n I'eppavia, 1o Hvouévo Baciielo, n
Iphavdio, n Iomavia, n ItoMa, to Aov&euPovpyo, n Iloptoyorio kot 1 dwAavdia sivor ta
EVOLOLPEPOLLEVD, KPATT] PEAT.

Ot kdToyor g adetag kukhopopiog (KAK) vaéfoalav aitnon tpomomoinong tomov Il 610 mAaicto
apoBaiog dradikaciag avayvopiong tov IovAto tov 2004, pe oKomd TV EXEKTAON TNG EVOEIENS, OOTE
va TepneOel 1 apyiKn GUVTINPNTIKN ayoY He cuvdvoaoud ctabepng d6ong oe acbeveig pe ypovio
emipovo doBua. To xpdrtog PELOG OvOQOPAG Kol TO EVOLNMEPOLEVO KPATN HEAN améppryoav TNV
tpomomoinon tomov I, Adym TG apvNnTIKNAG GUVOAIKNG GYECNC MPEAELNG-KIVODVOL Yol TNV £VOEIEN TNG
OPYIKNAG CUVTNPNTIKAG oYM

>11c 12 Avyodvotov 2005, ot kdtoyot g Gdeslag Kvuklopopiog mapémepyay 1o {ftnua ctov EMEA
ovuemva e to apbpo 6 mapdypagog 13 tov kavovicpov (EK) apf. 1084/2003 tng Emitponng. Me
Béon To arTloA0YIKO TOL TaPATEUTTIKOD, To {TNnue Tov KANOnKe va eetdoel 1 CHMP fitav dv eivan
EVOEOEIYUEV] T EQOPUOYN OPYIKNG OCUVINPNTIKNAG Oy®YNS HE oLVOVOCHO otabepng dO0MG
COALETEPOANG KOl TPOTIOVIKNG PAOLTIKALOVNG 6€ OAOLS TOVG acBeVElS e ¥pOVIo emiptovo doBpa.

H odwdwacio mapomopnnc Eexivinoe otig 19 XemtepPpiov 2005. Ewonyntig kol cuvelonyntig
dwopiomkav ot dp. D Lyons kv G Calvo Rojas avtiotoiya. O kdtoyog g Go€10¢ KOKAOQOPIOG
VIEPOAE GUUTANPOUOTIKEG TANPOPOpieg ot 3 DePpovapiov 2006 evd ypantég eEnynoelg doOnKav
otig 30 Maprtiov 2006.

H CHMP, pe Bdon v a&oldynon tov dwwbdéciumv otoyeiov kol tov ekfécemv a&loAdynong tov
glonynt, €&édwoe yvoun otig 27 Ampidiov 2006 kot glonynnke TV TPOTONOINGCT TOV OPOV TOV
0EIOV KUKAOPOPIOG e TNV TPOTOTOINON TNG TEPIANYNG TV YAPOUKTNPICTIKAOV TOV TPOIOVTOG, TNG
EMONUOVONG KoL TOV QOALOD 0dNYIDV XPNOEMG.
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O KoTdA0YOC TV €V AOY® OVOLAGLOV TOL TPoidvtog mapatiBetal oto mapdptnua I. Ta emotnpovikd
nopicpata mopatifevral oto mapdpmue I kot N Tepiinyn TOV YOPAKTNPIGTIKOV TOL TPOIOVTOG, M
EMIGNLLOVON KOL TO POALO 0dNYIOV XPHONG, OT®G TpoToTTOONKaY, 6To TapdpTnue 1.

H opotikn yvoun eveopatmdnke oe oyetikn andgaon ¢ Evpondikig Emitponig otig 4 IovAiov
2006.

* Eaefnymuotikny onpeioon: Ot minpopopieg mov mopéyoviol G610 TOPOV EYYpopo Kol To
TopopTiHoTe aviikatontpifovv udvov tn yvoun g CHMP, 6mwg dwutvnddnke otig 27 Ampiiiov
2006. Ot appddteg apyés TV Kpatmv peAdv Ba cuveyilovv va eEetdlovy To mpoidv e TaKTIKY Bdon.
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