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Viðauki I 

Listi yfir heiti, lyfjaform, styrkleiki lyfsins, íkomuleið, umsækjandi í 
aðildarríkinu 
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Aðildarríki 
ESB/EES 

Umsækjandi (Fundið upp) Heiti Styrkleiki Lyfjaform Íkomuleið 

Austurríki  

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 20 mg/5 ml 
Suspension zum Einnehmen 

20mg/5ml mixtúra, dreifa til inntöku 

Austurríki Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 40 mg/5 ml 
Suspension zum Einnehmen 

40mg/5ml mixtúra, dreifa til inntöku 

Danmörk 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Danmörk 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 
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Aðildarríki 
ESB/EES 

Umsækjandi (Fundið upp) Heiti Styrkleiki Lyfjaform Íkomuleið 

Finnland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale  20mg/5ml mixtúra, dreifa til inntöku 

Finnland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale  40mg/5ml mixtúra, dreifa til inntöku 

Frakkland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Frakkland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 
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Aðildarríki 
ESB/EES 

Umsækjandi (Fundið upp) Heiti Styrkleiki Lyfjaform Íkomuleið 

Þýskaland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Þýskaland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 

Grikkland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Grikkland Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 
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Aðildarríki 
ESB/EES 

Umsækjandi (Fundið upp) Heiti Styrkleiki Lyfjaform Íkomuleið 

Írland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Írland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 

Ítalía 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatina Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Ítalía 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatina Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 
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Aðildarríki 
ESB/EES 

Umsækjandi (Fundið upp) Heiti Styrkleiki Lyfjaform Íkomuleið 

Holland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatine Vale 
Pharmaceuticals 20mg/5ml 
suspensie voor oraal gebruik 

20mg/5ml mixtúra, dreifa til inntöku 

Holland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatine Vale 
Pharmaceuticals 40mg/5ml 
suspensie voor oraal gebruik 

40mg/5ml mixtúra, dreifa til inntöku 

Noregur 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Noregur 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 
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Aðildarríki 
ESB/EES 

Umsækjandi (Fundið upp) Heiti Styrkleiki Lyfjaform Íkomuleið 

Portúgal 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Sinvastatina Vale 20mg/5ml mixtúra, dreifa til inntöku 

Portúgal 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Sinvastatina Vale 40mg/5ml mixtúra, dreifa til inntöku 

Spánn 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 20 mg/5 ml 
suspensión oral 

20mg/5ml mixtúra, dreifa til inntöku 

Spánn 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 40 mg/5 ml 
suspensión oral 

40mg/5ml mixtúra, dreifa til inntöku 
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Aðildarríki 
ESB/EES 

Umsækjandi (Fundið upp) Heiti Styrkleiki Lyfjaform Íkomuleið 

Svíþjóð 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Svíþjóð 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 

Bretland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

20mg/5ml mixtúra, dreifa til inntöku 

Bretland 

 

Vale Pharmaceuticals Limited 

1b Gurtnafleur Business Park 
Gurtnafleur, Clonmel  

Co. Tipperary 

Ireland 

Simvastatin Vale 
Pharmaceuticals 

40mg/5ml mixtúra, dreifa til inntöku 

  


