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Katdloyog mpoidvtev ota onoia xopnyndnke adeia kukhogopiag ano ta kpaty EZEX tov EOX yiua to
deltepo eEapnvo tou 2005

(2006/C 291/20)

Baoet e anogaong ap). 74/1999 g Mewtig Enttporrig Tou EOX, g 28n¢ Maiou 1999, 1 Mewty Emtpon)
tou EOX kaheitar va Aafer yvaon, kata ) ouvedpiaon e 2ag louviou 2006, tov akdloudev kata\dywy mou
agopouy Tig adeteg KUKAOQOPIAG QUpPPAKEUTIKGY TPOIOVTLV yia Ty mepiodo and v 1n louviou ¢og myv 31n
Aexepfpiov 2005:

Mapapmpa 1 Exdoveioeg véeg adeteg kukhogopiag

Mapaptpa 11 Avavewdeioe adeteg kukhogopiag

[apapmpa Il TNapatadeioec adeieg kukhogopiag

Mapapmpa IV AvakAndeioeg adeteg kukhogopiag

Mapapmpa V. Avaotaleiosc adeteg kukhogopiag
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1. Négg adeiec kukhogopiag:

Ot axodloudeg adeieg kukhogopiag ekdodnkav ata kpat EZES tou EOX katd v mepiodo and v 1 louviou éwg myv 31n

Aexepfpiov 2005:

ITAPAPTHMA I

A EE Moty Xope Hcposia xdoons
EU/1/00/129/001-003 Azopt Atrevotény 31.7.2005
EU/1/00/131/001-030 Peglntron Atytevotony 30.9.2005
EU/1/00/134/008-011 Lantus Aytevotony 30.9.2005
EU/[1/00/135/002 DaTSCAN Aytevotony 30.9.2005
EU/[1/00/142/009-010 NovoMix Arytevotaw 30.9.2005
EU[1/00/142/011-016 NovoMix Aty tevota 30.11.2005
EU/1/00/142/017-022 NovoMix Atyrevotiy 30.11.2005
EU/1/01/198/007-010 Glivec Atrevotéuy 31.7.2005
EU/1/02/215/001/NO-010/NO Pritor Plus NopBnyia 7.9.2005
EU/[1/02/227]003 Neulasta Arytevotaw 30.11.2005
EU/1/02/228/003 Neupopeg Aty tevotaw 30.11.2005
EU/1/03/255/001-003 Ventavis Aty tevota 30.11.2005
EU[1/03/258/013-014 Avandamet Aty tevotaw 30.9.2005
EU[1/03/263/001-003/1S Dukoral, evaiopnua eppoliov  kat [ohavdia 6.10.2005

avafpalovia  Kkokkia  yi OGO

dihupa
EU[1/03/265/003-004 Bonviva Aytevotony 30.9.2005
EU/[1/03/266/003-004 Bondenza Aytevotony 30.9.2005
EU/1/03/269/001 Faslodex Arytevotaw 30.11.2005
EU[1/03/270/003 Kentera Aty tevotaw 31.7.2005
EU/1/04/276/021-032 Abilify Anyrevotiny 31.7.2005
EU/1/04/276/033-035 Abilify Arytevotéy 30.11.2005
EU/[1/04/279/030-032 Lyrica Atytevotony 30.9.2005
EU/1/04/280/007 Yentreve Aty tevotaw 30.9.2005
EU/1/04/283/007 Ariclaim At tevotaw 30.9.2005
EU[1/04/289/002 Angiox Aty tevota 31.7.2005
EU/1/04/296/005-006 Cymbalta Atrevotény 31.7.2005
EU[1/04/297/005-006 Xeristar Atytevotony 31.7.2005
EU/1/05/310/001/NO-005/NO Fosavance NopBnyia 6.9.2005
EU[1/05/310/001-005 Fosavance Aytevotony 30.9.2005
EU/[1/05/310/001-005/1S Fosavance oe diokia Iohavdia 20.9.2005
EU/1/05/311/001/NO-003/NO Tarceva Noppryia 26.9.2005
EU[1/05/311/001-003 Tarceva Atytevotiny 30.9.2005
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EU/1/05/311/001-003/IS Tarceva IohavSia 18.10.2005
EU/[1/05/312/001/IS Xyrem Iohavdia 18.11.2005
EU/1/05/312/001/NO Xyrem Noppryia 18.11.2005
EU/1/05/313/001/NO-009/NO Vasovist Noppryia 14.10.2005
EU/[1/05/313/001-009 Vasovist Atytevotony 30.11.2005
EUJ1/05/313/001-009/1S Vasovist Iohavdia 2.11.2005
EU[1/05/314/001 Kepivance Aty tevotaw 30.11.2005
EU/1/05/314/001/1S Kepivance Iohavdia 24.11.2005
EU/[1/05/314/001/NO Kepivance NopBnyia 22.11.2005
EU[1/05/315/001 Aptivus At tevotaw 30.11.2005
EU/1/05/315/001/1S Aptivus TohavSia 25.11.2005
EU/1/05/315/001/NO Aptivus Noppryia 2.11.2005
EU/[1/05/316/001/NO-014/NO Procoralan Noppryia 10.11.2005
EU[1/05/316/001-014 Procoralan Aty tevotaw 30.11.2005
EU[1/05/316/001-014/1S Procoralan Iohavdia 24.11.2005
EU/1/05/317/001/NO-014/NO Corlentor Noppryia 10.11.2005
EU/1/05/317/001-014 Corlentor Aty tevotaw 30.11.2005
EUJ1/05/317/001-014/1S Corlentor Iohavdia 24.11.2005
EU[1/05/318/001 Revatio Aty tevotaw 30.11.2005
EU[1/05/318/001/IS Revatio Iohavdia 28.11.2005
EU/1/05/318/001/NO Revatio NopPnyia 11.11.2005
EU/1/05/319/001/NO-002/NO Xolair Nopnyia 7.11.2005
EU[1/05/319/001-002 Xolair Atytevotony 30.11.2005
EUJ1/05/319/001-002/1S Xolair Iohavdia 25.11.2005
EU/1/05/320/001 Noxafil At tevota 30.11.2005
EU[1/05/320/001/1S Noxafil Iohavdia 20.11.2005
EU/1/05/320/001/NO Nosxafil NopBnyia 23.11.2005
EU/1/05/321/001 Posaconazole SP At tevotaw 30.11.2005
EU[1/05/321/001/IS Posaconazole SP Iohavdia 24.11.2005
EU/1/05/321/001/NO Posaconazole SP Noppryia 23.11.2005
EU/2/01/030/003-004 Virbagen Omega At tevotaw 30.9.2005
EU/2/04/047/001-002/1S Purevax RCPCh Fel V, okovn «kat Iohavdia 30.6.2005
da\Ug yia evéowpo evaiopnpa
EU/[2/04/048/001-002/1S Purevax RCP Fel V, okovn «ka Iohavdia 30.6.2005
da\Ung yia evéowo evaiopnpa
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EU/2/04/049/001-002/IS Purevax RCCh,‘ okov) kat Stahung [ohavdia 30.6.2005
Yia EVEOLIO EVaOpTHa

EU/[2/04/050/001-002/1S Purevax RCPCh, okovn kai diahutng [ohavdia 30.6.2005
Yo EVECLLO EVALOPIHAL

EU/[2/04/051/001-002/1S Purevax RC, okovy kat SwehUtng yia [ohavdia 30.6.2005
EVEOIHIO EVALOPTHA

EU/2/04/052/001-002/1S Purevax RCP, oxovn) kat Stahitng yia Iohavdia 30.6.2005
EVEOLHO EVALOPTHLAL

EU/2/05/053/001 Naxcel At tevotaw 31.7.2005

EU/2/05/053/001/1S Naxcel, evéoipo evaiopnpa Iohavdia 9.6.2005

EU/2/05/053/001/NO Naxcel Noppnyia 17.6.2005

EU/[2/05/054/001/NO-017/NO Profender NopBnyia 30.8.2005

EU/[2/05/054/001-017 Profender Atytevotony 30.9.2005

EU/2/05/054/001-017/1S Profender, &whupa yia  Tomikn, Iohavdia 26.8.2005
ebwtepur) xprjon

EU/2/05/055/001/NO-002/NO Equilis Te NopPnyia 12.8.2005

EU/2/05/055/001-002 Equilis Te Aty tevota 30.9.2005

EU/2/05/055/001-002/IS Equilis Te, evéopo evarmprpa Iohavdia 2.8.2005

EU/2/05/056/001/NO-002/NO Equilis Prequenza Noppnyia 12.8.2005

EU/2/05/056/001-002 Equilis Prequenza Atytevotony 30.9.2005

EU/2/05/056/001-002/1S Equilis Prequenza, evéoto evaimpnpa Iohavdia 2.8.2005

EU/2/05/057/001/NO-002/NO Equilis Prequenza Te Noppryia 12.8.2005

EU/2/05/057/001-002 Equilis Prequenza Te Aty tevotaw 30.9.2005

EU/2/05/057/001-002/1S Equi'IiS Prequenza Te, evéoiio [ohavdia 2.8.2005
evaupprpa

EU/[2/97/004/011 Metacam Aty tevotaw 31.7.2005

EU/[2/97/004/012-013 Metacam Aty tevotaw 30.9.2005
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2. Avaveodeioeg adeieg kukhogopiag

Ot akohoudeg adeteg kukhogopiag avaveadnkav ota kpat EZES tou EOX katd v mepiodo and mv 1n louviou g v 31n

Aexepfpiov 2005:

ITAPAPTHMA 11

Apidpoc EE Mpoidy Xopa O i
EU/1/00/129/001/NO-003/NO Azopt Noppnyia 30.6.2005
EU/1/00/129/001-003/1S Azopt, ogYahpkeg OTOYOVEG, Iohavdia 30.6.2005

evaiopnua 1 %
EU[1/05/131/001/NO-005/NO Peglntron NopBnyia 24.6.2005
EU/1/00/131/001-050/1S Peglntron Iohavdia 28.6.2005
EU[1/00/131/031-050 Peglntron Aty tevotaw 30.9.2005
EU/1/05/132/001/NO-005/NO ViraferonPeg Noppryia 24.6.2005
EU/1/00/132/001-050 ViraferonPeg Atytevotany 31.7.2005
EU/1/00/132/001-050/1S ViraferonPeg Iohavdia 28.6.2005
EU/1/00/133/001/NO-008/NO Optisulin NopBnyia 27.7.2005
EU/[1/00/133/001-008 Optisulin Aytevotony 30.9.2005
EU/1/00/133/001-008/1S Optisulin TohavSia 29.8.2005
EU/1/00/134/001/NO-029/NO Lantus Noppnyia 27.7.2005
EU/1/00/134/001-007, 012-029 Lantus AtrevoTany 30.9.2005
EU/1/00/134/001-029/1S Lantus Iohavbia 29.8.2005
EU[1/00/135/001 DaTSCAN Aytevotony 30.9.2005
EU/1/00/135/001/NO-002/NO DaTSCAN Noppryia 20.9.2005
EU/1/00/135/001-002/1S DaTSCAN IoAavsia 11.10.2005
EU/1/00/137/001/NO-012/NO Avandia NopBnyia 27.7.2005
EU/1/00/137/001-012 Avandia Atyrevotany 30.9.2005
EU/1/00/137/001-012/IS Avandia Iohavia 16.9.2005
EU/[1/00/140/001 Visudyne Atytevotony 31.7.2005
EU/1/00/140/001/1S Visudyne, okovn yia evéotpo Siihupa Iohavdia 14.7.2005
15 mg
EU/1/00/140/001/NO Visudyne Noppryia 27.7.2005
EU[1/00/141/001 Myocet Aty tevotaw 30.9.2005
EU/1/00/141/001/1S Myocet lohavdia 13.10.2005
EU/1/00/141/001/NO Myocet NopBnyia 28.9.2005
EU/1/00/142/004/NO-005/NO NovoMix Penfill NopBnyia 13.10.2005
EU[1/00/142/004-005 NovoMix Atytevotony 30.9.2005
EU/[1/00/142/004-005/1S NovoMix 30 Penfill Iohavdia 21.10.2005
EU/1/00/142/009/NO-010/NO NovoMix Flexpen Noppryia 13.10.2005
EU/1/00/142/009-010/IS NovoMix 30 FlexPen Iohavia 21.10.2005
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EU/1/00/143/001/NO-006/NO Kogenate Bayer NopBnyia 7.9.2005
EU[1/00/143/001-006 Kogenate Aytevotony 30.9.2005
EU/1/00/143/001-006/1S Kogenate Bayer Iohavdia 7.10.2005
EU/1/00/144/001/NO-003/NO Helixate NexGen Noppryia 7.9.2005
EU/1/00/144/001-003 Helixate Atyrevotay 30.9.2005
EU/1/00/144/001-003/1S Helixate NexGen Iohavdia 7.10.2005
EU[1/00/145/001 Herceptin Aty tevotaw 30.9.2005
EU[1/00/145/001/1S Herceptin [ohavdia 28.11.2005
EU/1/00/145/001/NO Herceptin NopBnyia 23.9.2005
EU/1/00/146/001/NO-029/NO Keppra Noppryia 8.8.2005
EU[1/00/146/001-029 Keppra Aty tevotaw 30.9.2005
EU/1/00/146/001-029/1S Keppra Iohavdia 12.9.2005
EU/[1/00/148/001/NO-004/NO Agenerase Noppnyia 12.12.2005
EU/1/00/148/001-004 Agenerase Aty tevotaw 30.11.2005
EU/1/00/148/001-004/1S Agenerase Iohavdia 16.12.2005
EU[1/00/149/001 Panretin Atytevotony 30.11.2005
EU/1/00/149/001/1S Panretin IoAavsia 16.12.2005
EU/1/00/149/001/NO Panretin NopBnyia 9.12.2005
EU/1/00/150/001/NO-015/NO Actos NopBnyia 2.11.2005
EU/1/00/150/001-015 Actos Atyrevotany 30.11.2005
EU/1/00/150/001-015/IS Actos Iohavdia 11.11.2005
EU/1/00/151/001/NO-013/NO Glustin Noppryia 2.11.2005
EU/1/00/151/001-013 Glustin Atyrevotany 30.11.2005
EU/1/00/151/001-013/IS Glustin IoAavsia 11.11.2005
EU/1/00/152/001-018 Infanrix hexa Atytevotiny 30.11.2005
EU/[1/00/153/001-010 Infanrix penta Aty tevotaw 30.11.2005
EU/1/00/153/001-010/1S Infanrix penta Iohavdia 16.12.2005
EU/1/00/153/001-010/NO Infanrix penta NopBnyia 7.12.2005
EU/1/00152/001-018/NO Infanrix hexa Noppnyia 7.12.2005
EU/1/95/001/001, 003-005, 009, | Gonal-F Tohavdia 15.11.2005
012, 021-022, 025-028, 031-035/IS

EU/1/95/001/001/NO Gonal-F Noppryia 11.11.2005
EU[1/95/001/003/NO-006/NO Gonal-F NopBnyia 11.11.2005
EU/1/95/001/009/NO Gonal-F Noppryia 11.11.2005
EU/1/95/001/012/NO Gonal-F Noppryia 11.11.2005




30.11.2006

Enionpun Egnuepida g Evponaikns Evoong

€ 291/)75

Apdpb EE Mpoidy Xopa i S
EU/1/95/001/021/NO-022/NO Gonal-F Noppnyia 11.11.2005
EU/1/95/001/025/NO-028/NO Gonal-F Noppryia 11.11.2005
EU/1/95/001/031/NO-035/NO Gonal-F Noppryia 11.11.2005
EU/[1/98/093/002 Forcaltonin Arytevotaw 31.7.2005
EU[1/99/127/001/NO-044/NO IntronA NopBnyia 20.6.2005
EU[1/99/127/001-044 IntronA Aytevotony 31.7.2005
EU[1/99/127/001-044/1S IntronA Iohavdia 27.6.2005
EU/1/99/128/001/NO-037/NO Viraferon Noppnyia 20.6.2005
EU[1/99/128/001-037 Viraferon Aty tevotaw 31.7.2005
EU[1/99/128/001-037/IS Viraferon Iohavdia 27.6.2005
EU/2/00/018/001 Incurin Atytevotony 31.7.2005
EU/2/00/018/001/NO Incurin Noppnyia 16.6.2005
EU/2/00/022//002b-03a Ibaflin Atytevotony 30.9.2005
EU/2/00/022/001/NO-017/NO Ibaflin Noppnyia 31.8.2005
EU/2/00/022/001-017/IS Ibaflin Iohavbia 15.7.2005
EU/2/00/022/001a Ibaflin At tevota 30.9.2005
EU/2/00/022/001b-02a Ibaflin Aty tevotaw 30.9.2005
EU/2/00/022/003b-04a Ibaflin Arytevotaw 30.9.2005
EU/[2/00/022/004b Ibaflin Atytevotony 30.9.2005
EU/2/00/022/005-017 Ibaflin Atytevotony 30.9.2005
EU/2/00/024/001/1S Pruban lohavdia 16.12.2005
EU/2/99/016/001/NO-006/NO Porcilis Pesti Noppnyia 18.7.2005
EU/2/99/016/001-006 Porcilis Pesti Aty tevotaw 31.7.2005
EU/2/99/016/001-006/1S Porcilis Pesti TohavSia 13.7.2005
EU/[2/99/017/001/NO-006/NO Ibraxion NopPnyia 2.6.2005
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ITAPAPTHMA III

3. MNapatadeioes adeieg kukhogopiag

Ot akohoudeg adeieg kukhogopiag mapatadnkav ota kpat EZES tou EOX katd wyv mepiodo and v 1n louviou éwg v 31

Aekepfpiov 2005:

Hpepopnvia
Apdpog EE [Ipoiov Xopa Tapataong me
adelag
EU/1/00/142/011/NO-013/NO | NovoMix Penfill 50 NopPnyia 1.11.2005
EU/1/00/142/001-013/IS NovoMix 50 Penfill, evéoipo evaimpnpa Iohavdia 5.10.2005
EU/1/00/142/014/NO-016/NO NovoMix Flexpen 50 Noppryia 1.11.2005
EU/[1/00/142/014-016/1S NovoMix 50 FlexPen, evéoiio evarmpnpa Iohavdia 5.10.2005
EU/1/00/142/017/NO-019/NO NovoMix Penfill 70 NopBnyia 1.11.2005
EU/1/00/142/017-019/1S NovoMix 70 Penfill, evéoipo evardpnpa Iohavdia 5.10.2005
EU/1/00/142/020/NO-022/NO | NovoMix Flexpen 70 Noppryia 1.11.2005
EU[1/00/142/020-022/1S NovoMix 70 FlexPen, evéoipio evatmprpa Iohavdia 5.10.2005
EU[1/03/265/003/NO-004/NO Bonviva oe emkaluppéva pe upévio dtokia NopBnyia 28.9.2005
EU/1/03/265/003-004/1S Bonviva oe emkahuppéva pe upgvio diokia Iohavdia 25.10.2005
EU[1/03/266/003/NO-004/NO Bondenza oe emkaluppéva pe upévio Siokia NopBnyia 28.9.2005
EU[1/03/266/003-004/1S Bondenza oe emkaluppéva pe upévio Siokia Iohavdia 21.10.2005
EU[1/04/276/021/NO-023/NO Abilify Swokia tov 5 mg Swomepopeva oTo NopBnyia 18.7.2005
otopa
EU[1/04/276/021-023/1S Abilify Swokia tov 5 mg Swomeipopeva oTo Iohavdia 14.7.2005
otopa
EU[1/04/276/024/NO-026/NO Abilify, dioxia tev 10 mg Swaomeipopeva oto NopBnyia 18.7.2005
otopa
EU[1/04/276/024-026/1S Abilify, dioxia tev 10 mg Swaomeipopeva oto Iohavdia 14.7.2005
otopa
EU[1/04/276/027/NO-029/NO Abilify, dioxia tov 15 mg daomeipopeva oto NopBnyia 18.7.2005
otopa
EU[1/04/276/027-029/1S Abilify, diokia tov 15 mg daomeipopeva oto Iohavdia 14.7.2005
otopa
EU[1/04/276/030/NO-032/NO Abilify, diokia tov 30 mg daomeipopeva oto NopBnyia 18.7.2005
otopa
EU[1/04/276/030-032/1S Abilify, dioxia tov 30 mg daomeipopeva oto Iohavdia 14.7.2005
oTopA
EU/1/04/276/033|NO-035/NO Abilify, nooo ddhupa tou 1mg/ml Noppryia 9.11.2005
EU/[1/04/276]/033-035/IS Abilify, oo ddhupa tou 1 mg/ml Iohavdia 1.12.2005
EU[1/96/026/002/1S Invirase, o¢ emkaluppéva pe upévio diokia ey Iohavdia 19.7.2005
500 mg
EU[1/96/026/002/NO Invirase NopBnyia 9.6.2005
EU/2/97/004/012/NO-013/NO Metacam 0,5 mg/ml nooiyo evaiopnpa yia NopBnyia 5.9.2005
OKUNOUG
EU/2/97/004/012-013/1S Metacam 0,5 mg/ml noowo evaiwpnpa yia Iohavdia 2.9.2005

OKUNOUG
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4. Avaxhndeioeg adeiec kukhogopiag

ITAPAPTHMA IV

Ot akohoudeg adeieg kukhogopiag avakAndnkav ota kpat EZEE tou EOX katd ty mepiodo and v 1n louviou ¢wg v 31n

Aekepfpiov 2005:

Apdpog EE TTpoiov Xbpa avdk)}\-rl] }:ii]pgoggzigﬁmag
EU/1/00/158/001-034IS Opulis Tohavdia 9.9.2005
EU/[1/00/168/001/NO-006/NO Tenecteplase Noppnyia 9.8.2005
EU/[1/00/168/001-006 Tenecteplase Atytevotony 30.9.2005
EU/1/02/208/001-008/1S Xapit Iohavsia 9.9.2005
EU/1/02/210/001/NO-008/NO Rayzon Noppryia 22.7.2005
EU/1/02/210/001-008 Rayzon Atrevotény 31.7.2005
EU/1/02/210/001-008/1S Rayzon Tohavsia 5.7.2005
EU/[1/02/242/001-024 Valdyn Aty tevotaw 30.9.2005
EU/[1/02/242/001-024/1S Valdyn oe emkoluppéva pe upévio Iohavdia 5.7.2005

dioxia
EU[1/02/244/001/NO-024/NO Valdyn NopPnyia 22.7.2005
EU[1/02/244/001-024/1S Valdyn Aytevotony 31.7.2005
EU/1/96/009/010/NO-017/NO Zerit Noppryia 30.9.2005
EU[1/96/009/010-017/1S Zerit,  KAYOUNEG  MAPATETAMEVIS Iohavdia 29.11.2005
anelevdépwong
EU[1/96/023/001 Cea-Scan Atytevotiny 30.11.2005
EU/1/96/023/001/1S CEA-Scan IohavSia 9.11.2005
EU/[1/97/048/001-014/1S Infanrix HepB, evéoipo evatopnpa Iohavdia 15.6.2005
EU/2/00/023/001-003 Pulsaflox Aty tevota 30.11.2005

5. Avaotaleioeg adeieg kukhogopiag

ITAPAPTHMA V

H 10x06 tov akohovdev adeidv kukhogopiag aveotaln ota kpdtn EZEX tou EOX katd v mepiodo and my 11 louviou éwg v

311 Aexepfpiov 2005:

Apidpog EE [Tpoidv Xopa avaog};j']pcosgzigtiﬂag
EU/[1/00/147/001/NO-012/NO Hexavac Noppnyia 17.11.2005
EU/[1/00/147/001-008 Hexavac Atytevotony 30.11.2005
EU/1/00/147/001-008]1S Hexavac Iohavdia 17.11.2005




