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	Annex 16
 to Item 3.3 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 registration (re-registration) of active substances
Application received on                        
   


___ __________ 200__                                   №______________________
	Warranty


Trade name of active substance 

Applicant
Person authorized by 

the Applicant to act on his behalf




This is to confirm that all available data pertinent to the quality of active substance have been included in the registration dossier, as appropriate.

Also this is to confirm that all fees envisaged have been paid/will be paid according to the legislation requirements.

                                                        ____________________________________

On behalf of the applicant                          Signature (s)

                                                                    _____________________________________

                                                                    Name
                                                                    _____________________________________

                                                                    Position

                                                                    _____________________________________

                                                                    Place                           date ( .. / .. / .... )

 1. Particulars OF application for State registration of active substance
	1.1. Proposed (trade) name of active substance in Ukraine




	1.2. Name of active substance(s) 


1.2.1 Presentation (powder, liquid, etc.)*
Note. Only one name should be given in the following order: INN**, State Pharmacopoeia of Ukraine, European Pharmacopoeia, common name, scientific name. 

_________________

* Please state pharmaceutical forms (sterile or non-sterile) for manufacture of which this active substance shall be used. 
**Active substance should be named by its recommended INN, accompanied by its salt or hydrate form (if any).


1.3. Container

	1.3.1. Container, closure, including description of material from which it is made (use current list of standard terms – State Pharmacopoeia of Ukraine or European Pharmacopoeia) 


For each type of pack give:
1.3.1.1. Package size(s) 

1.3.1.2. Proposed shelf life 
1.3.1.3. Proposed shelf life (after first opening) 
1.3.1.4. Proposed storage conditions 
1.3.1.5. Proposed storage conditions after first opening of container 



1.4. Applicant (holder of the registration certificate/contact person/company)

	1.4.1. Holder of the registration certificate in Ukraine:
Company name:

Address;
Country; 

Phone;
Fax;    
E-mail;    


	1.4.2. Person/company authorized to negotiate on applicant's behalf during registration procedure in Ukraine:
Name/Company name:  

Address;
Phone;
Fax;   
E-mail.   


1.5. Manufacturer

	1.5.1. Manufacturer (or importer) responsible for batch release of the active substance brought to the market of Ukraine: 

Name of manufacturer (or name of authorized person):
Address;
Country;
Phone/Fax;
E-mail.



	1.5.2. Active substance manufacturer

Note. Only the final manufacturer(s) should be indicated
Name;
Address;
Country;
Phone/Fax;
E-mail.



	1.5.3 In case active substance of animal origin susceptible to the risk of transmission of spongiform encephalopathy (SE):

□ Attach a State Pharmacopoeia of Ukraine or European Pharmacopoeia Certificate of suitability pertinent to SE or a document, issued by the competent authorities of  veterinary control in the country of origin of the raw material  related to the registration of cases of spongiform encephalopathy (clinically or laboratory confirmed) in the country (item 3.3 of this Annex)


2. Other information

	2.1. Is active substance protected by patents valid in Ukraine? 

             ○ No                  ○ Yes

If Yes, give the following information:

Reference number 
Date of issue
Valid till
Patent holder
· Attach copies of patents (item 3.4 of this Annex) 


	2.2. Is the trade mark protected in Ukraine? 

             ○ No                 ○ Yes

If Yes, give the following information:

Reference number 
Date of issue
Valid till
Document holder
· Attach copies of documents (item 3.5 of this Annex)


3. Annexed documents (tick the necessary)
· 3.1. Letter of attorney authorizing to negotiate/sign documents on behalf of applicant.
· 3.2. Copy of the manufacturing authorization (for manufacture in Ukraine).
· 3.3. State Pharmacopoeia of Ukraine or European Pharmacopoeia Certificate of suitability pertinent to SE (in case of animal origin).
· 3.4. Copies of patents which are valid in Ukraine, if any.
· 3.5. Copies of documents related to protection of trade mark in Ukraine, if any.
______________________________________________

	(Annex 16 in wording of MoH Ukraine Order as of 01.03.2006 № 95,  amended according to MoH Ukraine Order as of 11.09.2007 № 536, 

in wording of MoH Ukraine Order as of 25.09.2008 № 543)
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