Priloha I

Seznam nazvii IécCivych pFipravki, Iékové formy, koncentrace, zpiisob
podani, Zadatelé a drzitelé rozhodnuti o registraci v ¢clenskych statech



Clensky stat Drzitel rozhodnuti o (Smysleny) nazev Koncentrace Lékova forma Cesta podani
EU/EHP registraci
Rakousko Vale Pharmaceuticals Limited Simvastatin Vale 20 mg/5 20mg/5ml Peroralni suspenze K peroralnimu
] ml Suspension zum podani
1b Gurtnafleur Business Park .
Einnehmen
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Rakousko Vale Pharmaceuticals Limited Simvastatin Vale 40 mg/5 40mg/5ml Peroralni suspenze K peroralnimu
. ml Suspension zum podani
1b Gurtnafleur Business Park .
Einnehmen
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Dansko Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml Peroralni suspenze K peroralnimu
] Pharmaceuticals podani
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Déansko Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml Peroralni suspenze K peroralnimu

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals

podani




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

(Smysleny) nazev

Koncentrace

Lékova forma

Cesta podani

Finsko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale

20mg/5mi

Peroralni suspenze

K peroralnimu
podani

Finsko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale

40mg/5ml

Peroralni suspenze

K peroralnimu
podani

Francie

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

20mg/5mi

Peroralni suspenze

K peroralnimu
podani

Francie

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

40mg/5ml

Peroralni suspenze

K peroralnimu
podani




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

(Smysleny) nazev

Koncentrace

Lékova forma

Cesta podani

Némecko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

20mg/5mi

Peroralni suspenze

K peroralnimu
podani

Némecko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

40mg/5ml

Peroralni suspenze

K peroralnimu
podani

Recko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

20mg/5mi

Peroralni suspenze

K peroralnimu
podani

Recko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

40mg/5ml

Peroralni suspenze

K peroralnimu
podani




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

(Smysleny) nazev

Koncentrace

Lékova forma

Cesta podani

Irsko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

20mg/5mi

Peroralni suspenze

K peroralnimu
podani

Irsko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

40mg/5ml

Peroralni suspenze

K peroralnimu
podani

Itélie

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatina Vale
Pharmaceuticals

20mg/5mi

Peroralni suspenze

K peroralnimu
podani

Italie

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatina Vale
Pharmaceuticals

40mg/5ml

Peroralni suspenze

K peroralnimu
podani




élensk? stat Drzitel rozhodnuti o (Smysleny) nazev Koncentrace Lékova forma Cesta podani
EU/EHP registraci
Nizozemi Vale Pharmaceuticals Limited Simvastatine Vale 20mg/5ml Peroralni suspenze K peroralnimu
. Pharmaceuticals 20mg/5mi podani
1b Gurtnafleur Business Park .
suspensie voor oraal
Gurtnafleur, Clonmel .
gebruik
Co. Tipperary
Ireland
Nizozemi Vale Pharmaceuticals Limited Simvastatine Vale 40mg/5ml Peroralni suspenze K peroralnimu
] Pharmaceuticals 40mg/5mi podani
1b Gurtnafleur Business Park .
suspensie voor oraal
Gurtnafleur, Clonmel .
gebruik
Co. Tipperary
Ireland
Norsko Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml Peroralni suspenze K peroralnimu
. Pharmaceuticals podani
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Norsko Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml Peroralni suspenze K peroralnimu

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals

podani




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

(Smysleny) nazev

Koncentrace

Lékova forma

Cesta podani

Portugalsko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Sinvastatina Vale

20mg/5mi

Peroralni suspenze

K peroralnimu
podani

Portugalsko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Sinvastatina Vale

40mg/5ml

Peroralni suspenze

K peroralnimu
podani

Spanélsko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale 20 mg/5
ml suspension oral

20mg/5mi

Peroralni suspenze

K peroralnimu
podani

Spanélsko

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale 40 mg/5
ml suspensioén oral

40mg/5ml

Peroralni suspenze

K peroralnimu
podani




élensk? stat Drzitel rozhodnuti o (Smysleny) nazev Koncentrace Lékova forma Cesta podani
EU/EHP registraci
Svédsko Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml Peroralni suspenze K peroralnimu
. Pharmaceuticals podani

1b Gurtnafleur Business Park

Gurtnafleur, Clonmel

Co. Tipperary

Ireland
Svédsko Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml Peroralni suspenze K peroralnimu

] Pharmaceuticals podani

1b Gurtnafleur Business Park

Gurtnafleur, Clonmel

Co. Tipperary

Ireland
Spojené Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5mi Peroralni suspenze K peroralnimu
kralovstvi . Pharmaceuticals podani

1b Gurtnafleur Business Park

Gurtnafleur, Clonmel

Co. Tipperary

Ireland
Spojené Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml Peroralni suspenze K peroralnimu
kralovstvi Pharmaceuticals podani

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland




