	
	
	Annex 14 
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 State Re-registration of Medicinal Product

Application received on                  


№______________________

___ __________ 200__    

	I hereby apply for re-registration. 

I declare, that the quality of the product, methods of preparation and control have been regularly updated by variation procedure with due account of technical and scientific progress. 

I confirm, that no changes have been made to the product particulars, other than those approved by MoH Ukraine.

Main signatory  _____________             Status  ______________________

Name_____________________                Date      ______________________

Second signatory    ______________      Status ______________________

(where applicable)

Name  ____________________                Date     ______________________




Note: Please, attach a proof of payment of the registration fee and expert evaluation costs 
Continuation of the Annex 14
	Trade name  

Active substance(s)

Pharmacotherapeutic classification

(Group + ATC code)   

Pharmaceutical form(s) and strength(s)
Method(s) of administration
Present types of packaging 
Registration certificate(s) №
	Name and address of the applicant

Name and address of the authorized person

Phone 

Fax

e-mail

Applicant’s references


	Date of the first registration in Ukraine

Date of expiry of the current registration certificate
	Proposed renewal date




	Approved or pending variations and line extension applications, since grant of registration certificate or last renewal. 

Please provide a chronological list of approved or pending variations under considerationr. Give the date of submission, the date of approval (if approved) and brief description of the change.

1. Date of submission

Procedure number, where applicable

Date of approval

Brief description of change

2. Date of submission

Procedure number, where applicable

Date of approval

Brief description of change

3. Date of submission

Procedure number, where applicable

Date of approval

Brief description of change

 Further variations shall be indicated in the same format.


Continuation of Annex 14
	Approved manufacturers:

Note: Authorized manufacturer(s) responsible for batch release (as shown in the package leaflet or in the labelling).    

name

address

country

phone           



fax   
    


e-mail

Further manufactures responsible for batch release can be indicated below in the same format.

Sites, where the batch control/testing takes place, if different from above.  :

name

address

country

phone           



fax   
    


e-mail

(Further sites can be indicated below in the same format)




	Manufacturer(s) of medicinal product and site(s) of manufacture

(including diluent and solvent manufacturing sites ) 

name

address

country

phone           



fax   
    


e-mail

Brief description of functions performed by manufacturer of dosage form/assembler etc.

(Further sites can be indicated below in the same format )

Manufacturer(s) of the active substances: 

Note: All manufacturing sites, involved in the manufacturing process of each source of active substance should be listed.

name

address

country

phone           



fax   
    


e-mail

 (Further active substance manufacturers can be indicated below in the same format )


Continuation of  Annex 14
	Qualitative and quantitative composition of active substances and the excipients

A note should be given concerning as to which quantity the composition refers

(e.g.: 1 capsule) 

List the active substance(s) separately from the excipients

Name of active substance       Quantity         Unit             Monograph standard   

(s)*               

Name of excipient(s) *          Quantity          Unit             Monograph standard  

* Only one name should be given in the following order of priority: INN, State Pharmacopoeia of Ukraine, European Pharmacopoeia, common name, scientific name. The active substance should be declared by its recommended INN, accompanied by its salt or hydrate form, if relevant.  

      The details of any overages should not be included in the formulation but stated below:

Active substance(s):

Excipients(s):




If a revised SPC, package leaflet or labeling is proposed to take account of issues raised by the expert, specify the precise present and proposed wording, underlining or highlighting the changed words. Attach a complete new version. 

	Current  SPC/package leaflet/labeling wording
	Proposed SPC/package leaflet/labeling wording

	
	


