I. MELLEKLET

FELSOROLAS: MEGNEVEZES, GYOGYSZERFORMA(K), GYOGYSZERKESZITMENY-
DOZIS(OK), ALKALMAZASI MOD(OK), KERELMEZO(K), FORGALOMBA HOZATALI
ENGEDELY JOGOSULTJA(I) A TAGALLAMOKBAN



Tagallam A forgalombahozatali engedély jogosultja |Hatéanyag Torzskonyvezett megnevezés [HataserdsséglGyogyszerforma Az alkalmazas
moédja

Ausztria Bayer HealthCare AG Moxifloxacin Actira 400 mg - Filmtabletta 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Ausztria Bayer HealthCare AG Moxifloxacin Octegra 400 mg - Filmtabletta 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

[Ausztria Bayer Austria GmbH Moxifloxacin Avelox 400 mg - Filmtabletta (400 mg Filmtabletta Oralis alkalmazas
Herbststralle 6-10 hydrochloride
1160 Wien
Austria

Bulgaria Bayer AG Moxifloxacin [Avelox 400mg Filmtabletta Oralis alkalmazas
51368 Leverkusen
Germany

Belgium Bayer AG Moxifloxacin Actira 400 mg 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Belgium Bayer s.a.-n.v. Moxifloxacin Avelox 400 mg 400 mg Filmtabletta Oralis alkalmazas
Avenue Louise 143 Louizalaan hydrochloride
B-1050 Bruxelles
Belgium

Belgium Therabel Pharma S.A. Moxifloxacin Proflox 400 mg 400 mg Filmtabletta Oralis alkalmazas
Rue Egide Van Ophem 108 hydrochloride
1180 Bruxelles
Belgium

Ciprus Bayer Hellas S.A. Moxifloxacin I AVELOX 400 mg Filmtabletta Oralis alkalmazas
Sorou 18-20 hydrochloride
151 25 Marousi - Athens
Greece

Csehorszag Bayer HealthCare AG Moxifloxacin [Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany




Tagallam A forgalombahozatali engedély jogosultja |Hatéanyag Torzskonyvezett megnevezés [HataserdsséglGyogyszerforma Az alkalmazas
moédja

[Németorszag [Bayer Vital GmbH Moxifloxacin Avalox 400 mg Filmtabletta 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

[Németorszag [Bayer HealthCare AG Moxifloxacin Octegra 400 mg Filmtabletta 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

[Németorszag |Bayer HealthCare AG Moxifloxacin Actira 400 mg Filmtabletta 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

[Németorszag [Bayer HealthCare AG Moxifloxacin Actimax 400 mg Filmtabletta  [400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Dania Bayer HealthCare AG Moxifloxacin Actira 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Dania Bayer HealthCare AG Moxifloxacin [Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Dania Teva Denmark A/S, [Moxifloxacin Infekt 400 mg Filmtabletta Oralis alkalmazas
Parallelvej 10,
2800 Kongens Lyngby
Denmark

Dania Teva UK Limited [Moxifloxacin Moxifloxacin "Teva" 400 mg Filmtabletta Oralis alkalmazas
Brampton Road
BN22 9AG East Sussex
United Kingdom

Esztorszag Bayer Health Care AG Moxifloxacin Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany
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IAz alkalmazas
moédja

Gorogorszag

Elpen SA Pharmaceutical Industry
95, Marathonos Avenue

190-09 Pikermi

Greece

Moxifloxacin

Octegra

400 mg

Filmtabletta

Oralis alkalmazas

Gorogorszag

[Bayer Hellas Abee
Sorou 18-20

15125 Maroussi - Athens
Greece

[Moxifloxacin

Avelox

400 mg

IFilmtabletta

Oralis alkalmazas

GOrdgorszag

Bayer plc, Pharmaceutical
Bayer House

Strawberry Hill

[Newbury

Berkshire RG14 1JA
United Kingdom

[Moxifloxacin

Proflox

400 mg

IFilmtabletta

Oralis alkalmazas

Spanyolorszag

QUIMICA FARMACEUTICA BAYER, S. A.
Av. Baix Llobregat, 3y 5

08970 Sant Joan Despi

Barcelona

Spain

Moxifloxacin
hydrochloride

Actira 400 mg filmtabletta

400 mg

IFilmtabletta

Oralis alkalmazas

Spanyolorszag

Procter and Gamble Pharmaceuticals Iberia,
SL

WTC Almeda park, Edif 1, 2° planta

08940 Cornella de Llobregat

Barcelona

Spain

Moxifloxacin
hydrochloride

Octegra 400 mg filmtabletta

400 mg

IFilmtabletta

Oralis alkalmazas

Spanyolorszag

RECORDATI ESPANA, SL
Carretera De Zeneta, 149
30588 Beniel (Murcia)

Spain

Moxifloxacin
hydrochloride

Havelox 400 mg filmtabletta

400 mg

IFilmtabletta

Oralis alkalmazas




Tagallam A forgalombahozatali engedély jogosultja |Hatéanyag Torzskonyvezett megnevezés [HataserdsséglGyogyszerforma Az alkalmazas
moédja

Spanyolorszag |Laboratorios Dr Esteve, SA Moxifloxacin Proflox 400 MG filmtabletta 400 mg Filmtabletta Oralis alkalmazas
lAvda. Mare de Déu de Montserrat, 221 hydrochloride
08041 Barcelona
Spain

Finnorszag Bayer HealthCare AG [Moxifloxacin Actira 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Finnorszag Bayer HealthCare AG Moxifloxacin [Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Franciaorszag [BAYER SANTE Moxifloxacin [ZILOX 400 mg, filmtabletta  [400 mg Filmtabletta Oralis alkalmazas
13, rue Jean Jaures hydrochloride
92807 PUTEAUX CEDEX
France

Franciaorszag |[BAYER HEALTHCARE AG Moxifloxacin OCTEGRA 400 mg, filmtabletta 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Magyarorszag |Bayer Hungaria Kft Moxifloxacin [Avelox 400 mg Filmtabletta Oralis alkalmazas
Alkotas ut.50 hydrochloride
1123 Budapest
Hungary

[zland Bayer HealthCare AG Moxifloxacin [Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Olaszorszag  [Bayer S.p.A. Moxifloxacin Avalox 400 mg Filmtabletta Oralis alkalmazas
Viale Certosa, 130 hydrochloride
20156 Milano
[taly

Olaszorszag  |[Bayer AG Moxifloxacin Proflox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany




Tagallam A forgalombahozatali engedély jogosultja |Hatéanyag Torzskonyvezett megnevezés [HataserdsséglGyogyszerforma Az alkalmazas
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Olaszorszag  [Innova pharma S.p.A. Moxifloxacin Octegra 400 mg Filmtabletta Oralis alkalmazas
Via M. Civitali, 1 hydrochloride
20148 Milano
[taly
Olaszorszdg  [Sigma-Tau Industrie Farmaceutiche Riunite ~ [Moxifloxacin Actira 400 mg Filmtabletta Oralis alkalmazas
S.p.A. hydrochloride
Viale Shakespeare, 47
00144 Roma
[taly
lrorszag Bayer Limited Moxafloxacin Avelox 400mg Filmtabletta Oralis alkalmazas
The Atrium hydrochloride
Blackthorn Road,
Dublin 18
Ireland
Litvania Bayer HealthCare AG Moxifloxacin Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany
Luxemburg Bayer Healthcare AG Moxifloxacin Actira 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany
Luxemburg Bayer s.a.-n.v. Moxifloxacin Avelox 400 mg Filmtabletta Oralis alkalmazas
[Avenue Louise 143 Louizalaan hydrochloride
1050 Bruxelles
Belgium
Luxemburg  [Therabel Pharma Moxifloxacin Proflox 400 mg Filmtabletta Oralis alkalmazés
110 Rue Egide Van Ochem hydrochloride
1180 Bruxelles
Belgium
Lettorszag Bayer HealthCare AG [Moxifloxacin Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany




Tagallam A forgalombahozatali engedély jogosultja |Hatéanyag Torzskonyvezett megnevezés [HataserdsséglGyogyszerforma Az alkalmazas
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Malta Bayer Vital GmbH Moxifloxacin Avalox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Hollandia Bayer BV Moxifloxacin Avelox 400 mg tabletta 400 mg Filmtabletta Oralis alkalmazas
Energieweg 1 hydrochloride
3641 RT Mijdrecht
[Nederland

Hollandia Bayer HealthCare AG Moxifloxacin Octegra 400 mg tabletta 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Lengyelorszag [Bayer HealthCare AG Moxifloxacin [Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Portugalia Bayer AG Moxifloxacin Actira 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany

Portugalia BayHealth - Comercializa¢do de Produtos Moxifloxacin [Avelox 400 mg Filmtabletta Oralis alkalmazas
Farmacéuticos Unipessoal, Lda. hydrochloride
Rua Quinta do Pinheiro, 5
2794-003 Carnaxide
Portugal

Portugalia Bialfar - Produtos Moxifloxacin Proflox 400 mg Filmtabletta Oralis alkalmazas
A Av. da Siderurgia Nacional hydrochloride
P.O. Box 56
4745-457 S. Mamede do Coronado
Portugal

Romania Bayer HealthCare AG Moxifloxacin IAvelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany
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Svédorszag Bayer HealthCare AG Moxifloxacin Avelox 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany
Svédorszag Bayer HealthCare AG Moxifloxacin Actira 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany
Svédorszag Bayer HealthCare AG Moxifloxacin Octegra 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany
Szlovénia BAYER d.o.o. [Moxifloxacin Avelox 400 mg filmtabletta 400 mg Filmtabletta Oralis alkalmazas
Bravnicarjeva 13 hydrochloride
1000 Ljubljana
Slovenia
Szlovakia Bayer HealthCare AG Moxifloxacin Avelox 400 400 mg Filmtabletta Oralis alkalmazas
51368 Leverkusen hydrochloride
Germany
Egyesiilt Bayer plc, Pharmaceutical Moxifloxacin [Avelox 400mg tabletta 400 mg Filmtabletta Oralis alkalmazas
Klralysag Bayer House hydrochloride
Strawberry Hill
[Newbury
Berkshire RG14 1JA
United Kingdom




