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    Schedule II       

 

  

  

        

  

  Particulars to be entered in the register of applications for registrations of medicines 

 

  

  

        

  

1  Date of receipt 

 

: 

    

  

  

   

: 

    

  

  

        

  

2 Application number : 

    

  

  

        

  

3  Name of manufacturer : 

    

  

  

        

  

  

   

: 

    

  

  

        

  

4  Country of manufacture : 

    

  

  

        

  

5 Authorized importer : 

    

  

  

        

  

  

   

  

    

  

  

        

  

  

        

  

6 Generic name of medicine : 

    

  

  

        

  

7 If the medicine is a combination product,  : 

    

  

  generic names of active ingredients 

     

  

  

        

  

8 Brand name of medicine (if any) : 

    

  

  

        

  

9 Dosage form of medicine : 

    

  

  

        

  

10 Strength of medicine : 

    

  

  

        

  

11 Type of application 

 

: 

    

  

  

 

(a) new 

 

:   

   

  

  

 

(b) renewal :   

   

  

  

        

  

  

        

  

12 Type of medicine 

 

: 

    

  

  (a) new molecular entity 

    

    

  (b) new dosage form of an already registered molecular entity  

  

    

  (c) new combination consisting of already registered molecular entity(ies) 

 

    

  (d) new product of a biological origin 

    

    

  (e) new product (branded and  generic) of an already registered entity(ies) 

 

    

                    

 


