Allegato I

Elenco dei nomi dei medicinali, della forma farmaceutica, del dosaggio,
della via di somministrazione, del richiedente negli Stati membri



Stato Membro Richiedente Nome (di fantasia) Dosaggio Forma Via di
UE/SEE farmaceutica somministrazio
ne
Austria Vale Pharmaceuticals Limited Simvastatin Vale 20 mg/5 ml | 20mg/5ml sospensione orale uso orale
. Suspension zum Einnehmen
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Austria Vale Pharmaceuticals Limited Simvastatin Vale 40 mg/5 ml | 40mg/5ml sospensione orale uso orale
. Suspension zum Einnehmen
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Danimarca Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml sospensione orale uso orale

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Stato Membro
UE/SEE

Richiedente

Nome (di fantasia)

Dosaggio

Forma
farmaceutica

Via di
somministrazio
ne

Danimarca

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

40mg/5ml

sospensione orale

uso orale

Finlandia

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale

20mg/5ml

sospensione orale

uso orale

Finlandia

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale

40mg/5ml

sospensione orale

uso orale

Francia

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

20mg/5ml

sospensione orale

uso orale




Stato Membro Richiedente Nome (di fantasia) Dosaggio Forma Via di
UE/SEE farmaceutica somministrazio
ne
Francia Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Germania Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Germania Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Grecia Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml sospensione orale uso orale

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Stato Membro Richiedente Nome (di fantasia) Dosaggio Forma Via di
UE/SEE farmaceutica somministrazio
ne
Grecia Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Irlanda Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Irlanda Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Italia Vale Pharmaceuticals Limited Simvastatina Vale 20mg/5ml sospensione orale uso orale

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Stato Membro Richiedente Nome (di fantasia) Dosaggio Forma Via di
UE/SEE farmaceutica somministrazio
ne
Italia Vale Pharmaceuticals Limited Simvastatina Vale 40mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Paesi Bassi Vale Pharmaceuticals Limited Simvastatine Vale 20mg/5ml sospensione orale uso orale
. Pharmaceuticals 20mg/5mi
1b Gurtnafleur Business Park ] .
suspensie voor oraal gebruik
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Paesi Bassi Vale Pharmaceuticals Limited Simvastatine Vale 40mg/5ml sospensione orale uso orale
. Pharmaceuticals 40mg/5mi
1b Gurtnafleur Business Park . .
suspensie voor oraal gebruik
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Norvegia Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml sospensione orale uso orale

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Stato Membro
UE/SEE

Richiedente

Nome (di fantasia)

Dosaggio

Forma
farmaceutica

Via di
somministrazio
ne

Norvegia

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale
Pharmaceuticals

40mg/5ml

sospensione orale

uso orale

Portogallo

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Sinvastatina Vale

20mg/5ml

sospensione orale

uso orale

Portogallo

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Sinvastatina Vale

40mg/5ml

sospensione orale

uso orale

Spagna

Vale Pharmaceuticals Limited

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Simvastatin Vale 20 mg/5 ml
suspension oral

20mg/5ml

sospensione orale

uso orale




Stato Membro Richiedente Nome (di fantasia) Dosaggio Forma Via di
UE/SEE farmaceutica somministrazio
ne
Spagna Vale Pharmaceuticals Limited Simvastatin Vale 40 mg/5 ml | 40mg/5ml sospensione orale uso orale
] suspension oral
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Svezia Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Svezia Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml sospensione orale uso orale
. Pharmaceuticals
1b Gurtnafleur Business Park
Gurtnafleur, Clonmel
Co. Tipperary
Ireland
Regno Unito Vale Pharmaceuticals Limited Simvastatin Vale 20mg/5ml sospensione orale uso orale

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




Stato Membro

Richiedente

Nome (di fantasia) Dosaggio Forma Via di
UE/SEE farmaceutica somministrazio
ne
Regno Unito Vale Pharmaceuticals Limited Simvastatin Vale 40mg/5ml sospensione orale uso orale

1b Gurtnafleur Business Park
Gurtnafleur, Clonmel

Co. Tipperary

Ireland

Pharmaceuticals




