
 

Bilag I 

Liste over navne, lægemiddelform, lægemidlets styrke, administrationsvej, 
ansøger i medlemsstaterne  
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Medlemsland 

EU/EØS 

Ansøger Særnavn Styrke Lægemiddelform Administrationsvej 

Østrig 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 20 mg/5 ml 

Suspension zum Einnehmen 

20mg/5ml oral suspension oral anvendelse 

Østrig Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 40 mg/5 ml 

Suspension zum Einnehmen 

40mg/5ml oral suspension oral anvendelse 

Danmark 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Danmark 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 
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Medlemsland 

EU/EØS 

Ansøger Særnavn Styrke Lægemiddelform Administrationsvej 

Finland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale  20mg/5ml oral suspension oral anvendelse 

Finland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale  40mg/5ml oral suspension oral anvendelse 

Frankrig 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Frankrig 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 

3 
 



 
 

Medlemsland 

EU/EØS 

Ansøger Særnavn Styrke Lægemiddelform Administrationsvej 

Tyskland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Tyskland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 

Grækenland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Grækenland Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 
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Medlemsland 

EU/EØS 

Ansøger Særnavn Styrke Lægemiddelform Administrationsvej 

Irland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Irland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 

Italien 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatina Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Italien 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatina Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 
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Medlemsland 

EU/EØS 

Ansøger Særnavn Styrke Lægemiddelform Administrationsvej 

Holland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatine Vale 

Pharmaceuticals 20mg/5ml 

suspensie voor oraal gebruik 

20mg/5ml oral suspension oral anvendelse 

Holland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatine Vale 

Pharmaceuticals 40mg/5ml 

suspensie voor oraal gebruik 

40mg/5ml oral suspension oral anvendelse 

Norge 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Norge 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 
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Medlemsland 

EU/EØS 

Ansøger Særnavn Styrke Lægemiddelform Administrationsvej 

Portugal 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Sinvastatina Vale 20mg/5ml oral suspension oral anvendelse 

Portugal 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Sinvastatina Vale 40mg/5ml oral suspension oral anvendelse 

Spanien 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 20 mg/5 ml 

suspensión oral 

20mg/5ml oral suspension oral anvendelse 

Spanien 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 40 mg/5 ml 

suspensión oral 

40mg/5ml oral suspension oral anvendelse 
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Medlemsland 

EU/EØS 

Ansøger Særnavn Styrke Lægemiddelform Administrationsvej 

Sverige 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Sverige 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 

Det Forenede 

Kongerige 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

20mg/5ml oral suspension oral anvendelse 

Det Forenede 

Kongerige 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 

Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 

Pharmaceuticals 

40mg/5ml oral suspension oral anvendelse 

  


