Annex 10 to sub-item 8.3.3. of item 8.3. of Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use
notification about STARTING safety study of medicinal product Permitted for medical use
	Date of receiving:
	Registration number, issued by the State Pharmacological Center MoH Ukraine  (SPhC MoH Ukraine):




To be filled by the manufacturer/applicant (or his representative) 
Identification of safety study of medicinal product Permitted for medical use (hereinafter – safety study)
	Protocol code number, issued by the manufacturer/applicant (or his representative):



	Full title of safety study


	Date of agreement with SPhC MoH Ukraine: “_______”________”_______” (DD/ММ/YY) 


Identification of the manufacturer/applicant (or his representative)
(tick appropriate)

	Notification about starting safety study submitted to competent authority
	

	- manufacturer 
	

	- applicant
	

	- person or organization, authorized by the manufacturer/applicant to submit the given report. 

In this case, indicate:
	

	- Organization:
	

	- Name of contact person:
	

	- Address:
	

	- Phone:
	

	- Fax:
	

	- E-mail:
	

	
	

	
	

	
	

	
	

	
	

	
	


Annex 10, continued 

	Start of safety study 
	(DD/ММ/YY):

	Specify health care setting(s), where safety study(s) will take place:

	Name:



	Address:



	Responsible investigator or investigators:




	I, the undersigned, confirm/confirm on behalf of manufacturer/applicant (or his representative), that the above information is true. 



	
	

	Manufacturer/applicant (or his representative),  who submits the notification about the start of safety study to the SPhC MoH Ukraine (as stated on page one):

	Date:

	Signature:

	Full name in block letters:


V.T. Chumak

Director,
State Pharmacological Center MoH Ukraine 

