Bilaga |

Forteckning over lakemedlets namn, lakemedelsform, styrkor,
administreringssatt av lakemedlet samt s6kande i medlemsstaterna



Medlemsstat Sokanden Lakemedlets namn Styrka Lakemedelsform Administrering
EU/EES ssatt
Osterrike Vale Pharmaceuticals Limited Simvastatin Vale 20 mg/5 ml | 20mg/5ml oral suspension oral anvandning
. Suspension zum Einnehmen
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Osterrike Vale Pharmaceuticals Limited Simvastatin Vale 40 mg/5 ml | 40mg/5ml oral suspension oral anvandning
. Suspension zum Einnehmen
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Danmark Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml oral suspension oral anvandning
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Danmark Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml oral suspension oral anvandning

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Medlemsstat
EU/EES

Sokanden

Lakemedlets namn

Styrka

Lakemedelsform

Administrering
ssatt

Finland

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale

20mg/5ml

oral suspension

oral anvandning

Finland

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale

40mg/5ml

oral suspension

oral anvandning

Frankrike

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

20mg/5ml

oral suspension

oral anvandning

Frankrike

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

40mg/5ml

oral suspension

oral anvandning




Medlemsstat Sokanden Lakemedlets namn Styrka Lakemedelsform Administrering
EU/EES ssatt
Tyskland Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml oral suspension oral anvandning
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Tyskland Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml oral suspension oral anvandning
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Grekland Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml oral suspension oral anvandning
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Grekland Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml oral suspension oral anvandning

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Medlemsstat Sokanden Lakemedlets namn Styrka Lakemedelsform Administrering
EU/EES ssatt
Irland Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml oral suspension oral anvandning
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Irland Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml oral suspension oral anvandning
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Italien Vale Pharmaceuticals Limited Simvastatina Vale 20mg/5ml oral suspension oral anvandning
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Italien Vale Pharmaceuticals Limited Simvastatina Vale 40mg/5ml oral suspension oral anvandning

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Medlemsstat Sokanden Lakemedlets namn Styrka Lakemedelsform Administrering
EU/EES ssatt
Nederlanderna Vale Pharmaceuticals Limited Simvastatine Vale 20mg/5ml oral suspension oral anvandning
. Pharmaceuticals 20mg/5mi
1b Gurtnafleur Business Park ] .
suspensie voor oraal gebruik
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Nederlédnderna Vale Pharmaceuticals Limited Simvastatine Vale 40mg/5ml oral suspension oral anvandning
] Pharmaceuticals 40mg/5mi
1b Gurtnafleur Business Park . .
suspensie voor oraal gebruik
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Norge Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml oral suspension oral anvandning
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Norge Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml oral suspension oral anvandning

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Medlemsstat
EU/EES

Sokanden

Lakemedlets namn

Styrka

Lakemedelsform

Administrering
ssatt

Portugal

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Sinvastatina Vale

20mg/5ml

oral suspension

oral anvandning

Portugal

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Sinvastatina Vale

40mg/5ml

oral suspension

oral anvandning

Spanien

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale 20 mg/5 ml
suspension oral

20mg/5ml

oral suspension

oral anvandning

Spanien

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale 40 mg/5 ml
suspension oral

40mg/5ml

oral suspension

oral anvandning




Medlemsstat Sokanden Lakemedlets namn Styrka Lakemedelsform Administrering
EU/EES ssatt
Sverige Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml oral suspension oral anvandning
. Pharmaceuticals

1b Gurtnafleur Business Park

Gurtnafleur, Clonmel

Co. Tipperary

Ireland
Sverige Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml oral suspension oral anvandning

. Pharmaceuticals

1b Gurtnafleur Business Park

Gurtnafleur, Clonmel

Co. Tipperary

Ireland
Foérenade Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml oral suspension oral anvandning
kungariket . Pharmaceuticals

1b Gurtnafleur Business Park

Gurtnafleur, Clonmel

Co. Tipperary

Ireland
Forenade Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml oral suspension oral anvandning
kungariket Pharmaceuticals

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland




