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EHITPOIIH ®APMAKQN I'TA ANGPQIIINH XPHXH
(CHMP)
I'NQMH XE XYNEXEIA THX ITAPAIIEMIITIKHE AIAAIKAYXIAY TOY APOPOY 29
MAPATPA®OX 2' TTIA TO

Lansoprazol CT-Arzneimittel 15 mg ko 30 mg

Kowodypnom d1ebvig ovopooio (INN): Aaveorpaloin

IXTOPIKO

To Lansoprazol CT-Arzneimittel (AavcoompaloAn) sivol €vag ovooToAEng OVIAING TPMTOVI®V TOL
eUMOdilel TNV €KKploN YAGTPIKOD 0EE0C Kot ¥pnoltomoleitat Yo T Ogpaneio ToV dMOEKASAKTVAIKOD
KOl TOV YOOTPIKOD EAKOVG, TNG O100QAYITIONG amd YOGTPO-0100PUYIKY TAAIVOPOUNGN, TNG YAUOTPO-
01G0QOYIKNG TAAVOpOUNOoNG, Kobmg kat yio T Oepomeio kKot TV TPOEOAUEN TV GYETILOUEVOV UE
MZA® yootpikdv Kol SMOEKOSUKTUAK®V €KV, Yy 10 oVOvdpopo Zollinger-Ellison xai, oe
GLVOVOGUO [LE TOVG KOTAAANAOVS OVTIUKPOPLoKoVg BEpamenTIKOVg TAPAYOVTEG, Y10t TNV EKPIL®OT TOL
gacopaxtnpdiov Tov TApPov (H. pylori) kot v TpdAnyn Katd TG VTOTPOTNG TOV TEXTIKMV EAKDOV
o€ ao0evelg pe EAkog mov oyetiletat pe To EAKoPakTnpidlo Tov TLAMPOD.

2115 7 Nogpuppiov 2003, yopnynonke dadeia kuxropopios yio to Lansoprazol CT-Arzneimittel (15 mg
kot 30 mg) omv etapeio ratiopharm GmbH, ®dwiavdio. Ztic 16 Zemtepfpiov 2004 Eexivmoe
dwdwkacio apofoiog avoyvopions. To kpdrog pérog avaeopds eivor n Owioavdic kor To
evOl0pepOLEVO KpaTog LEAOG glvan 1 Teppavia. To ev AMdym kpdtog pélog dev Katopbwaoe va emriyet
CLUUE®VIC, GYETIKG pe TV apoPoic avayvadpion g Adelng KVKAOQopiag mov yopnyndnke omd to
Kkpatog pérog avapopds. H 'eppavio mopémepye toug Adyovg g dawpoviag otov EMEA otig 15
Agxepfpiov 2004.

Evtoniotnkav onpovtikéc S1opopés o€ oy€om e To TPoldv avopopds GOV apopd TNV Topdypapo NG
[IXTI ywo T docoroyia. H TIXII tov mpoidvtog avapopds ot [eppavia meptiapPdvel cuykekpyuéves
GUVICTOUEVEG SOGELS Kol SYNUATA J0GOA0YING Y100 TO GLUVEVAGHO TG AAVGOTPOaLOANG LE avTIPLOTIKA
v TV ekpilmon Tov glkoBakTnpidiov Tov TVA®POD.

H Swdwoasio stutnoiog Eekivnoe otig 20 Iavovapiov 2005. O gonynmg KoL GLVEIGT|YNTNG 7OV
dropilotnkav frav ot Sif Ormarsdottir/Tomas Salmonson, Gottfried Kreutz/Julia Dunne avtictotyya. O
KATOY0G TNG Gdelag kKukAopopiog vréPaie yparntég eénynoeis otig 20 TovAiov 2005.

Katd ™ ovvedpioon g tov Zentépppo tov 2005, n CHMP, Bdacel 1ov cuvolKk®dv vroPAndéviov
dedoévav Kol TNG EMOTNUOVIKNG culnTnong Tov deénydn otovg KOATOLS TG, EKPVE OTL 1| GYEOT
oeérelog/kvdbvoy eivor Oetikr] v to Lansoprazol CT-Arzneimittel. H CHMP evékpive Tig
tpomonomcel; oty mapaypapo 4.2 g ITIXIT (Aocoloyio xor TPOTOG YOopnynong) Omov
TEPLYPAPOVTOL AETTOUEPDG Ol GUVIGTMOHEVEG HOGOAOYIEG Y1 TO AVTIPLOTIKA, COUPOVA [E TO «ZnUEin
pog eEETAON OYETIKA UE T S10TOHTTOOoT 0G0V 0popa T Bepancio ekpilwong Tov glikofaxtnpidiov Tov
TUA®POV og emheypéveg Topaypdpovg g IIXII» ko evékpve Betikn yvoun otig 15 Xertepfpiov
2005.

' ApBpo 29 mapdypapog 2 g odnyiog 2001/83/EC, 6Tmg auTh TpOmomotdnKe.
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O kaTdLOYOC T®V €V AOY® OVOUACI®V TOV TPoidvtog mapotifetarl oto mapdpmue 1. Ta emomnuovikd
nopiopata mopatifevior oto mapdapua I Kot n wepiAnym TV YopaKTPISTIKAOV TOV TPOIOVTOS GTO
mopdptnpa 111

H opiotikny yvoun evoopotodnke ot oyetikn amdéeoon g Evponaikng Emtpomng ot 21
DeBpovapiov 2006.

Page 2/2
©EMEA 2006



