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	Annex 1
to Item 3.2 of the Procedure for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Documents during Validity Period of Registration Certificate 


  

  

  

APPLICATION
for conducting expert evaluation of materials pertinent to medicinal product submitted for state registration (re-registration) 

  

  

	Application received on

“___”__________ 200_ 
	№_____________________ 


  

1. Name of medicinal product:    

2. International Non-Proprietary Name or common name :   

3. Pharmaceutical form :  

4. Packaging: 

outer:    

immediate:   

5. Applicant :

* Name of company (firm): 

* Legal address:  

* Location (address): 

* Phone: 

* Fax:     

* Director's Name: 

Authorized representative of applicant in Ukraine (in Ukrainian):

* Full Name: 

* Legal Address: 

* Location (address): 

* Phone: 
* Fax:      

6. Manufacturer (s) of medicinal product (for domestic manufacturers – in Ukrainian, for foreign ones - in Ukrainian and English). 

6.1. Name of the company (firm): 

· Legal Address: 

· Phone: 
· Fax:      
· Director:   

· Manufacture of medicinal product (tick necessary):

· fully at the present firm 

· partially at the present firm 

· fully at another firm 
· 6.2. Name of the company (firm): fill if manufacture of medicinal product fully at another firm 
· Legal address: ___________________________________________________________
· Phone: _________________________________________________________________
· Fax: ___________________________________________________________________
· Director's Name: _________________________________________________________
· Manufacture of the medicinal product (tick necessary):

· fully at the present firm:____________________________________________________

· partially at the present firm:_________________________________________________ 

· fully at another firm:_______________________________________________________ 
7. Qualitative and quantitative composition of the medicinal product, including excipients*, manufacturers of active substances and excipients: 

* Expressed by weight or biological units per unit of pharmaceutical form: dragees, tablets, suppositories, ampoules, vials, as percentage or mg/ml, mg/g: ointments, creams, solutions, powders for reconstitution, collections 

	Substance 
	Quantity per unit of pharmaceutical form 
	Manufacturer 

	  Active ingredient:

 Other ingredients:


	
	 




8. Pharmacological effect: 

9. АТС classification or proposals for it: 

10. Sphere of use (indicate diseases, at which the medicinal product is recommended as preventive or curative remedy): 

11. Recommended doses: 

· single: average -
                        maximum - 

             
      

· daily: average -  
              
 maximum - 

             

· course: average - 


 maximum -                                        



12. Registration status in other countries (list of countries): 

13. Patent protection in Ukraine (cross out necessary):

 yes 


no 
13.1. If " yes", provide the following information: 

	Patent number 
	Date of issue 
	Term of validity 
	Patent holder 

	  

  
	  
	  
	  


14. Protection of trade mark in Ukraine (cross out necessary): 
yes 


no 
14.1.  If " yes", provide the following information: 

	Document number 
	Date of issue 
	Term of validity 
	Document holder 

	  

  
	  
	  
	  


15. Shelf-life of the medicinal product: 

16. Storage conditions (tick necessary): 

· Temperature:

· - 18оС 

· ( -1-2оС) – ( -8оС) 

· 4-8 оС – 15 оС 

· room temperature  _______________
· Special conditions:

· toxic 

· under control of International Drug Control Committee 

· drastic 

· other 

17. Dispensing category in the applicant's country (fill in letter index of corresponding dispensing category): 

· А - strictly on prescription (without renewal) 

· B - in pharmacies on prescription 

· C - in pharmacies and branch pharmacies 
_______________________

· D - in non-pharmacy outlets 

18. Is promotion activity foreseen? (cross out necessary): 

yes 

no 

 Applicant assumes responsibility for efficacy, safety and quality of the medicinal product as well as assures reliability of information contained in registration materials. 

  

  

	Date of filling in

“____”____________200__ 
	Signature of firm's director or authorized representative

Seal 


  

