Anness |

Lista ta” I-ismijiet, ghamla farmacewtika, gawwa tal-prodott(i)
medicinali, mnejn jinghata, id-detenturi ta™ |-awtorizzazzjoni ghat-
tqeghid fis-suq fl-istati membri



Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
L-Awstrija AstraZeneca Osterreich GmbH Plendil retard 2,5 mg - 2,5mg Pilloli b’rilaxx Uzu orali
Schwarzenbergplatz 7 Filmtabletten prolongat
1037 Wien
Austria
L-Awstrija AstraZeneca Osterreich GmbH Plendil retard 5 mg - 5 mg Pilloli b’rilaxx Uzu orali
Schwarzenbergplatz 7 Filmtabletten prolongat
1037 Wien
Austria
11-Belgju NV AstraZeneca SA Plendil 5 mg Retard 5 mg Pilloli b’rilaxx Uzu orali
Rue Egide van Ophemstraat prolongat
110, B-1180 Brussel
Belgium
11-Belgju NV AstraZeneca SA Plendil 10 mg Retard 10 mg Pilloli b’rilaxx Uzu orali
Rue Egide van Ophemstraat prolongat
110, B-1180 Brussel
Belgium
II-Bulgarija AstraZeneca AB MneHaun 5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje (Plendil) prolongat
Sweden
II-Kroazja AstraZeneca d.o.o. Plendil 5 mg 5 mg Pilloli b’rilaxx Uzu orali

Radnicka cesta 80
10 000 Zagreb
Croatia

tablete s produljenim
oslobadanjem

prolongat




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
II-Kroazja AstraZeneca d.o.o. Plendil 10 mg 10 mg Pilloli b’rilaxx Uzu orali
Radnicka cesta 80 tablete s produljenim prolongat
10 000 Zagreb oslobadanjem
Croatia
Cipru AstraZeneca AB Plendil 2.5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Cipru AstraZeneca AB Plendil 5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Cipru AstraZeneca AB Plendil 10 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Ir-Repubblika Ceka AstraZeneca UK Limited PLENDIL ER 5 mg 5 mg Pilloli b’rilaxx Uzu orali
2 Kingdom Street prolongat
London W2 6BD
United Kingdom
Ir-Repubblika Ceka AstraZeneca UK Limited PLENDIL ER 10 mg 10 mg Pilloli b’rilaxx Uzu orali
2 Kingdom Street prolongat
London W2 6BD
United Kingdom
Id-Danimarka AstraZeneca A/S Plendil 2.5mg Pilloli b’rilaxx Uzu orali

Arne Jacobsens Allé 13
2300 Kdbenhavn S.
Denmark

prolongat




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
Id-Danimarka AstraZeneca A/S Plendil 5 mg Pilloli b’rilaxx Uzu orali
Arne Jacobsens Allé 13 prolongat
2300 Kdbenhavn S.
Denmark
Id-Danimarka AstraZeneca A/S Plendil 10 mg Pilloli b’rilaxx Uzu orali
Arne Jacobsens Allé 13 prolongat
2300 Kdbenhavn S.
Denmark
L-Estonja AstraZeneca AB Plendil 2.5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
L-Estonja AstraZeneca AB Plendil 5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
L-Estonja AstraZeneca AB Plendil 10 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
II-Finlandja AstraZeneca Oy Plendil 2.5mg Pilloli b’rilaxx Uzu orali
Itsehallintokuja 4 prolongat
02600 Espoo
Finland
II-Finlandja AstraZeneca Oy Plendil 5 mg Pilloli b’rilaxx Uzu orali

Itsehallintokuja 4
02600 Espoo
Finland

prolongat




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
ll-Finlandja AstraZeneca Oy Plendil 10 mg Pilloli b’rilaxx Uzu orali
Itsehallintokuja 4 prolongat
02600 Espoo
Finland
Franza AstraZeneca FLODIL 5 mg Pilloli b’rilaxx Uzu orali
1 place Renault prolongat
92844 Rueil-Malmaison Cedex
France
I-Germanja AstraZeneca GmbH Modip 2,5 mg 2.5 mg Pilloli b’rilaxx Uzu orali
22876 Wedel prolongat
Germany
II-Germanja AstraZeneca GmbH Modip 5 mg 5 mg Pilloli b’rilaxx Uzu orali
22876 Wedel prolongat
Germany
I-Germanja AstraZeneca GmbH Modip 10 mg 10 mg Pilloli b’rilaxx Uzu orali
22876 Wedel prolongat
Germany
II-Grecja AstraZeneca S.A. Plendil 2.5mg Pilloli b’rilaxx Uzu orali

Theotokopoulou & Astronafton
str

151 25 Maroussi

Greece

prolongat




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
II-Grecja AstraZeneca S.A. Plendil 5 mg Pilloli b’rilaxx Uzu orali
Theotokopoulou & Astronafton prolongat
str
151 25 Maroussi
Greece
II-Grecja AstraZeneca S.A. Plendil 10 mg Pilloli b’rilaxx Uzu orali
Theotokopoulou & Astronafton prolongat
str
151 25 Maroussi
Greece
L-Ungerija AstraZeneca Kft. Plendil 2,5 mg retard 2.5 mg Pilloli b’rilaxx Uzu orali
H-1113 Budapest filmtabletta prolongat
Bocskai ut 134-146
Hungary
L-Ungerija AstraZeneca Kft. Plendil 5 mg retard 5 mg Pilloli b’rilaxx Uzu orali
H-1113 Budapest filmtabletta prolongat
Bocskai ut 134-146
Hungary
L-Islanda AstraZeneca A/S Plendil 2.5 mg Pilloli b’rilaxx Uzu orali
Arne Jacobsens Allé 13 prolongat
2300 Kdbenhavn S.
Denmark
L-Islanda AstraZeneca A/S Plendil 5 mg Pilloli b’rilaxx Uzu orali

Arne Jacobsens Allé 13
2300 Kbbenhavn S.
Denmark

prolongat




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
L-Islanda AstraZeneca A/S Plendil 10 mg Pilloli b’rilaxx Uzu orali
Arne Jacobsens Allé 13 prolongat
2300 Kobenhavn S.
Denmark
L-Irlanda AstraZeneca UK Ltd. Plendil 2.5mg 2.5 mg Pilloli b’rilaxx Uzu orali
600 Capability Green Prolonged-release, prolongat
Luton LU1 3LU Film-coated Tablets
United Kingdom
L-Irlanda AstraZeneca UK Ltd. Plendil 5mg Prolonged- | 5 mg Pilloli b’rilaxx Uzu orali
600 Capability Green release, Film-coated prolongat
Luton LU1 3LU Tablets
United Kingdom
L-Irlanda AstraZeneca UK Ltd. Plendil 10mg 10 mg Pilloli b’rilaxx Uzu orali
600 Capability Green Prolonged-release, prolongat
Luton LU1 3LU Film-coated Tablets
United Kingdom
L-ltalja AstraZeneca S.p.A Plendil 5 mg 5 mg Pilloli b’rilaxx Uzu orali
Palazzo Volta compresse a rilascio prolongat
Via F. Sforza prolungato
20080 Basiglio (MI)
Italy
L-Italja AstraZeneca S.p.A Plendil 10 mg 10 mg Pilloli b’rilaxx Uzu orali

Palazzo Volta

Via F. Sforza
20080 Basiglio (MI)
Italy

compresse a rilascio
prolungato

prolongat




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
L-ltalja AstraZeneca S.p.A Feloday 5 mg 5 mg Pilloli b’rilaxx Uzu orali
Palazzo Volta compresse a rilascio prolongat
Via F. Sforza prolungato
20080 Basiglio (MI)
Italy
L-Italja AstraZeneca S.p.A Feloday 10 mg 10 mg Pilloli b’rilaxx Uzu orali
Palazzo Volta compresse a rilascio prolongat
Via F. Sforza prolungato
20080 Basiglio (MI)
Italy
L-ltalja SIMESA S.p.A Prevex 5 mg 5 mg Pilloli b’rilaxx Uzu orali
Palazzo Galileo compresse a rilascio prolongat
Via F. Sforza prolungato
20080 Basiglio (MI)
Italy
L-Italja SIMESA S.p.A Prevex 10 mg 10 mg Pilloli b’rilaxx Uzu orali
Palazzo Galileo compresse a rilascio prolongat
Via F. Sforza prolungato
20080 Basiglio (MI)
Italy
ll-Latvja AstraZeneca AB Plendil 5 mg ilgstosas 5 mg Pilloli b’rilaxx Uzu orali
S-151 85, Sodertélje darbibas tabletes prolongat
Sweden
ll-Latvja AstraZeneca AB Plendil 10 mg ilgstosas 10 mg Pilloli b’rilaxx Uzu orali

S-151 85, Sodertalje
Sweden

darbibas tabletes

prolongat




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
ll-Litwanja AstraZeneca AB Plendil 2.5 mg Pilloli b’rilaxx Uzu orali
S-151 85, Sdodertalje prolongat
Sweden
ll-Litwanja AstraZeneca AB Plendil 5 mg Pilloli b’rilaxx Uzu orali
S-151 85, Sodertalje prolongat
Sweden
ll-Litwanja AstraZeneca AB Plendil 10 mg Pilloli b’rilaxx Uzu orali
S-151 85, Sdodertalje prolongat
Sweden
Il-Lussemburgu NV AstraZeneca SA PLENDIL 5 mg Retard 5 mg Pilloli b’rilaxx Uzu orali
Rue Egide van Ophemstraat prolongat
B-1180 Brussel
Belgium
Il-Lussemburgu NV AstraZeneca SA PLENDIL 10 mg Retard 10 mg Pilloli b’rilaxx Uzu orali
Rue Egide van Ophemstraat prolongat
B-1180 Brussel
Belgium
Malta Astra Zeneca AB Plendil 5mg Prolonged- | 5 mg Pilloli b’rilaxx Uzu orali
Gartunavagen, S-151 85 release, Film-coated prolongat
Sodertalje, Sweden Tablets
II-Pajjizi 1-Baxxi AstraZeneca BV Plendil 2.5 2.5mg Pilloli b’rilaxx Uzu orali

Louis Pasteurlaan 5
2719 EE Zoetermeer
The Netherlands

prolongat




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
II-Pajjizi 1-Baxxi AstraZeneca BV Plendil 5 5 mg Pilloli b’rilaxx Uzu orali
Louis Pasteurlaan 5 prolongat
2719 EE Zoetermeer
The Netherlands
II-Pajjizi 1-Baxxi AstraZeneca BV Plendil 10 10 mg Pilloli b’rilaxx Uzu orali
Louis Pasteurlaan 5 prolongat
2719 EE Zoetermeer
The Netherlands
In-Norvegja AstraZeneca AS Plendil 2.5 mg Pilloli b’rilaxx Uzu orali
Postboks 6050, Etterstad prolongat
0601 Oslo
Norway
In-Norvegja AstraZeneca AS Plendil 5 mg Pilloli b’rilaxx Uzu orali
Postboks 6050, Etterstad prolongat
0601 Oslo
Norway
In-Norvegja AstraZeneca AS Plendil 10 mg Pilloli b’rilaxx Uzu orali
Postboks 6050, Etterstad prolongat
0601 Oslo
Norway
lI-Polonja AstraZeneca AB Plendil 5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
II-Polonja AstraZeneca AB Plendil 10 mg Pilloli b’rilaxx Uzu orali

S-151 85 Sodertalje
Sweden

prolongat

10




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
ll-Portugall AstraZeneca Produtos Preslow 5 mg Pilloli b’rilaxx Uzu orali
Farmacéuticos, Lda. prolongat
Rua Humberto Madeira, 7
Queluz de baixo
2730-097 Barcarena
Portugal
ll-Portugall AstraZeneca Produtos Preslow 10 mg Pilloli b’rilaxx Uzu orali
Farmacéuticos, Lda. prolongat
Rua Humberto Madeira, 7
Queluz de baixo
2730-097 Barcarena
Portugal
Ir-Rumanija AstraZeneca AB Plendil 2.5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Ir-Rumanija AstraZeneca AB Plendil 5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Ir-Rumanija AstraZeneca AB Plendil 10 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Ir-Repubblika Slovakka | AstraZeneca AB Plendil 2.5 mg 2.5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden

11




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
Ir-Repubblika Slovakka | AstraZeneca AB Plendil 5 mg 5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Ir-Repubblika Slovakka | AstraZeneca AB Plendil 10 mg 10 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Spanja AstraZeneca Farmacéutica Plendil 5 mg 5 mg Pilloli b’rilaxx Uzu orali
Spain, S.A. comprimidos de prolongat
C/Serrano Galvache 56 liberacion prolongada
Edificio Roble
28033 Madrid
Spain
L-Isvezja AstraZeneca AB Plendil 2.5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
L-Isvezja AstraZeneca AB Plendil 5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
L-Isvezja AstraZeneca AB Plendil 10 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
L-lsvezja AstraZeneca AB Felodipin AstraZeneca 2.5 mg Pilloli b’rilaxx Uzu orali

S-151 85 Sodertalje
Sweden

prolongat

12




Stat Membru tal- Detentur tal- Isem (ivvintat) Qawwa Ghamla Mnejn ghandu jinghata
UE/ZEE Awtorizzazzjoni ghat- farmacewtika
Tqeghid fis-Suq
isem, indirizz tal-kumpanija
L-Isvezja AstraZeneca AB Felodipin AstraZeneca 5 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
L-lsvezja AstraZeneca AB Felodipin AstraZeneca 10 mg Pilloli b’rilaxx Uzu orali
S-151 85 Sodertalje prolongat
Sweden
Ir-Renju Unit AstraZeneca UK Ltd. Plendil 2.5 mg Pilloli b’rilaxx Uzu orali
600 Capability Green prolongat
Luton LU1 3LU
United Kingdom
Ir-Renju Unit AstraZeneca UK Ltd. Plendil 5 mg Pilloli b’rilaxx Uzu orali
600 Capability Green prolongat
Luton LU1 3LU
United Kingdom
Ir-Renju Unit AstraZeneca UK Ltd. Plendil 10 mg Pilloli b’rilaxx Uzu orali

600 Capability Green
Luton LU1 3LU
United Kingdom

prolongat

13




