Anness |

Lista tal-ismijiet, ghamliet farmacewtici, qawwiet tal-prodott medicinali,
mnejn jinghata, id-detenturi tal-awtorizzazzjoni ghat-tqeghid fis-suq fl-
istati membri



Stat Membru
EU/EEA

Id-Detentur tal-
Awtorizzazzjoni ghat-
tgeghid fis-suq

Isem lvvintat

Qawwa

Ghamla Farmacewtika

Mnjen
jinghata

II-Kontenut
(Koncentrat)

L-Awstrija

Lundbeck Austria GmbH
Dresdner Strasse 82
1200 Vienna

Austria

Saroten

10 mg

Pillola miksija b’rita

Uzu orali

L-Awstrija

Lundbeck Austria GmbH
Dresdner Strasse 82
1200 Vienna

Austria

Saroten

25 mg

Pillola miksija b’rita

Uzu orali

L-Awstrija

Lundbeck Austria GmbH
Dresdner Strasse 82
1200 Vienna

Austria

Saroten Retard

25 mg

Kapsula li terhi I-medicina
bil-mod, iebsa

Uzu orali

L-Awstrija

Lundbeck Austria GmbH
Dresdner Strasse 82
1200 Vienna

Austria

Saroten Retard

50 mg

Kapsula li terhi I-medicina
bil-mod, iebsa

Uzu orali

11-Belgju

Lundbeck S.A.
Avenue Moliére 225
1050 Brussels
Belgium

Redomex

10 mg

Pillola miksija b’rita

Uzu orali

1-Belgju

Lundbeck S.A.
Avenue Moliere 225
1050 Brussels
Belgium

Redomex

25 mg

Pillola miksija b’rita

Uzu orali

11-Belgju

Lundbeck S.A.
Avenue Moliere 225
1050 Brussels
Belgium

Redomex
Diffucaps

25 mg

Kapsula li terhi [-medicina
bil-mod, iebsa

Uzu orali




Stat Membru
EU/EEA

Id-Detentur tal-

Awtorizzazzjoni ghat-

tgeghid fis-suq

Isem lvvintat

Qawwa

Ghamla Farmacewtika

Mnjen
jinghata

II-Kontenut
(Koncentrat)

11-Belgju

Lundbeck S.A.
Avenue Moliére 225
1050 Brussels
Belgium

Redomex
Diffucaps

50 mg

Kapsula li terhi [-medicina
bil-mod, iebsa

Uzu orali

Cipru

C. G. Papaloisou Ltd.
Office address:

35 Kilkis Avenue
2234 Latsia

Cyprus

Mail address:

P.O. Box 1711

2261 Latsia

Cyprus

Saroten Retard

25 mg

Kapsula li terhi I-medicina
bil-mod, iebsa

Uzu orali

Cipru

C. G. Papaloisou Ltd.
Office address:

35 Kilkis Avenue
2234 Latsia

Cyprus

Mail address:

P.O. Box 1711

2261 Latsia

Cyprus

Saroten Retard

50 mg

Kapsula li terhi I-medicina
bil-mod, iebsa

Uzu orali

Id-Danimarka

H. Lundbeck A/S
Ottiliavej 9
2500 Valby
Denmark

Saroten

10 mg

Pillola miksija b’rita

Uzu orali

Id-Danimarka

H. Lundbeck A/S
Ottiliavej 9
2500 Valby
Denmark

Saroten

25 mg

Pillola miksija b’rita

Uzu orali




Stat Membru Id-Detentur tal- Isem Ivvintat |Qawwa Ghamla Farmacewtika Mnjen II-Kontenut

EU/EEA Awtorizzazzjoni ghat- jinghata (Koncentrat)
tgeghid fis-suq

Id-Danimarka H. Lundbeck A/S Saroten Retard 25 mg Kapsula li terhi I-medi¢ina  |Uzu orali
Ottiliavej 9 bil-mod, iebsa
2500 Valby
Denmark

Id-Danimarka H. Lundbeck A/S Saroten Retard 50 mg Kapsula li terhi I-medic¢ina |Uzu orali
Ottiliavej 9 bil-mod, iebsa
2500 Valby
Denmark

L-Estonja H. Lundbeck A/S Saroten Retard 50 mg Kapsula li terhi I-medi¢ina  |Uzu orali
Ottiliavej 9 bil-mod, iebsa
2500 Valby
Denmark

I-Germanja Bayer Vital GmbH Saroten Tabs 50 mg Pillola miksija b’rita Uzu orali
Medizin/Zulassung
51368 Leverkusen
Germany

II-Germanja Bayer Vital GmbH Saroten retard 75 mg Pillola li terhi il-medicina Uzu orali
Medizin/Zulassung Tabs b'mod modifikat
51368 Leverkusen
Germany

I-Germanja Bayer Vital GmbH Saroten 2 ml 50mg/2mi Soluzzjoni ghall-injezzjoni  |Uzu ghal gol- 25 mg/mi
Medizin/Zulassung muskoli
51368 Leverkusen uzu ghal gol-
Germany vini

1I-Grecja PNG GEROLYMATOS MEDICAL [SAROTEN 25 mg Kapsula li terhi il-medicina |Uzu orali
AE, ASKLIPIOU 13, KRYONERI b’mod modifikat, iebsa
14568

II-Grec¢ja PNG GEROLYMATOS MEDICAL |SAROTEN 75 mg Kapsula li terhi il-medic¢ina |Uzu orali

AE, ASKLIPIOU 13, KRYONERI
14568

b’mod modifikat, iebsa




Stat Membru
EU/EEA

Id-Detentur tal-
Awtorizzazzjoni ghat-
tgeghid fis-suq

Isem lvvintat

Qawwa

Ghamla Farmacewtika

Mnjen
jinghata

II-Kontenut
(Koncentrat)

1I-Grecja

PNG GEROLYMATOS MEDICAL
AE, ASKLIPIOU 13, KRYONERI

14568

SAROTEN

25 mg

Pillola miksija

Uzu orali

1I-Gredja

PNG GEROLYMATOS MEDICAL
AE, ASKLIPIOU 13, KRYONERI

14568

SAROTEN

10 mg

Pillola miksija

Uzu orali

ll-Lussemburgu

Lundbeck S.A.
Avenue Moliére 225
1050 Brussels
Belgium

Redomex

10 mg

Pillola miksija b’rita

Uzu orali

ll-Lussemburgu

Lundbeck S.A.
Avenue Moliere 225
1050 Brussels
Belgium

Redomex

25 mg

Pillola miksija b’rita

Uzu orali

ll-Lussemburgu

Lundbeck S.A.
Avenue Moliére 225
1050 Brussels
Belgium

Redomex
Diffucaps

25 mg

Kapsula li terhi [-medicina
bil-mod, iebsa

Uzu orali

ll-Lussemburgu

Lundbeck S.A.
Avenue Moliere 225
1050 Brussels
Belgium

Redomex
Diffucaps

50 mg

Kapsula li terhi I-medicina
bil-mod, iebsa

Uzu orali

L-Olanda

Lundbeck B.V.
Gebouw Jupiter
Herikerbergweg 100
Postbus 12021

1100 AA Amsterdam
The Netherlands

Sarotex Retard 25

25 mg

Kapsula li terhi [-medicina
bil-mod, iebsa

Uzu orali




Stat Membru
EU/EEA

Id-Detentur tal-
Awtorizzazzjoni ghat-
tgeghid fis-suq

Isem lvvintat

Qawwa

Ghamla Farmacewtika

Mnjen
jinghata

II-Kontenut
(Koncentrat)

L-Olanda

Lundbeck B.V.
Gebouw Jupiter
Herikerbergweg 100
Postbus 12021

1100 AA Amsterdam
The Netherlands

Sarotex Retard 50

50 mg

Kapsula li terhi [-medicina
bil-mod, iebsa

Uzu orali

In-Norvegja

H. Lundbeck A/S
Ottiliavej 9
2500 Valby
Denmark

Sarotex

10 mg

Pillola miksija b’rita

Uzu orali

In-Norvegja

H. Lundbeck A/S
Ottiliavej 9
2500 Valby
Denmark

Sarotex

25 mg

Pillola miksija b’rita

Uzu orali

In-Norvegja

H. Lundbeck A/S
Ottiliavej 9
2500 Valby
Denmark

Sarotex Retard

25 mg

Kapsula li terhi I-medicina
bil-mod, iebsa

Uzu orali

In-Norvegja

H. Lundbeck A/S
Ottiliavej 9
2500 Valby
Denmark

Sarotex Retard

50 mg

Kapsula li terhi I-medicina
bil-mod, iebsa

Uzu orali

L-Isvezja

H. Lundbeck A/S
Ottiliavej 9
2500 Valby
Denmark

Saroten

10 mg

Pillola miksija b’rita

Uzu orali

L-Isvezja

H. Lundbeck A/S
Ottiliavej 9
2500 Valby
Denmark

Saroten

25 mg

Pillola miksija b’rita

Uzu orali




