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Medicinal prod-
uct details 

Invented name of medicinal product  
      

Strength 
      

Pharmaceutical form 
      

Quantity in numbers (maximum therapy duration one year) 
      

Manufacturer 
      

Active agent(s) 
      
Imported by  
      

Pharmaceutical wholesaler 
      

 Summary of product characteristics and/or package leaflet annexed  

User’s details User’s name  
      

Medical 
grounds 

Therapeutic indication 
      

Grounds for use 
      

Reasons why a product with marketing authorisation cannot be used for the indication in question  
      

Physician  
Dentist  Physician  Dentist  Bachelor of Medicine  

Sickness Insurance number  
      

Specialty
      

Date Signature and name in block capitals 
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Annexes 
 Explanation of grounds, signed by the physician  Copy of the prescription  

Party supplying 
the product  
(should submit 
the application 
to Fimea) 

Pharmacy, subsidiary pharmacy, hospital pharmacy, pharmaceutical wholesaler or pharmaceutical manufacturer
      

Date Signature and name in block capitals

            
For official use 

 In favour 
 

 Not in favour  

 

 Further clarifications:       
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