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Annex I 

List of the names, pharmaceutical form, strengths of the medicinal 
products, route of administration, applicants and marketing authorisation 
holders in the member states 
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Member 
State  
(in EEA)  

Applicant Marketing 
authorisation 
holder 

INN Product name Strength Pharmaceutical  
form 

Route of  
administration 

Belgium  Astellas Pharma BV, 
Erasmus Park, 
Square Marie Curie 
50, Building 5, 1st 
floor 
1070 Brussels 
Belgium 

Nicardipine 
hydrochloride 

Rydene 1 mg/ml Solution for injection  Intravenous use 

Belgium Magenta Pharma 
Consulting 
Ericapark 38 
2403 EG Alphen 
aan den Rijn 
The Netherlands 

 Nicardipine 
hydrochloride 

Nicardipine 
Aguettant 

10 mg/10 
ml 

Solution for injection  Intravenous use 

France  NOVARTIS PHARMA 
SAS 
2-4, rue Lionel Terray 
92500 Rueil-
Malmaison 
FRANCE 

nicardipine 
(chlorhydrate de) 

LOXEN 10 mg/10 
ml, solution 
injectable (I.V.) 

10mg/10ml Solution for injection  Intravenous use 

France 

 

LABORATOIRE 
AGUETTANT 
1, rue Alexander 
Fleming 
69007 Lyon 
FRANCE 

nicardipine 
(chlorhydrate de) 

NICARDIPINE 
AGUETTANT 10 
mg/10 ml, solution 
injectable 

10mg/10ml Solution for injection  Intravenous use 

France 

 

ARROW GENERIQUES 
26, avenue Tony 
Garnier 
69007 Lyon 
FRANCE  

nicardipine 
(chlorhydrate de) 

NICARDIPINE 
ARROW 10 mg/10 
ml, solution 
injectable 

10mg/10ml Solution for injection  Intravenous use 
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Member 
State  
(in EEA)  

Applicant Marketing 
authorisation 
holder 

INN Product name Strength Pharmaceutical  
form 

Route of  
administration 

Luxembourg  ASTELLAS PHARMA 
Square Marie Curie 
50 1 
Building 5 
1070 Brussels 
Belgium 

Nicardipine Rydene 1 mg/ml 
(5ml) 

Solution for injection  Intravenous use 

Spain  ASTELLAS PHARMA, 
S.A. 
Paseo del Club 
Deportivo,1  
bloque 14 
28223 Pozuelo de 
Alarcón (Madrid) 

Nicardipine 
hydrochloride 

VASONASE 1 
mg/ml solución 
para perfusión 

1 mg/ml Solution for infusion Intravenous use 

The 
Netherlands 

 Astellas Pharma B.V. 
Sylviusweg 62 
2333 BE Leiden 
The Netherlands 

nicardipine Cardene IV 5 mg/5 ml Concentrate for 
solution for infusion 

Intravenous use 

United 
Kingdom 

Mercury 
Pharmaceuticals 
Limited 
No. 1 Croydon, 
12-16 
Addiscombe 
Road, Croydon, 
Surrey CR0 0XT, 
United Kingdom 

 Nicardipine 
hydrochloride 

Nicardipine 
10mg/10ml 
solution for 
injection 

1mg/1ml Solution for injection  Intravenous use 

 
 


