Annex 8 to item 7.5. of
Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use
Form for submitting by manufacturer/applicant (or his representative) of  summary data about safety of medicinal product in Ukraine during the validity period of the most recent registration certificate
	Calendar year
(in chronological order)
	Number of adverse reactions: specify the
number and ratio of serious/non-serious adverse reactions 
	Sales volume: 
specify quantity in presentation units: tablets, ampoules, vials, etc.

	Index of frequency of adverse reactions of medicinal product2


	1
	2
	3
	4

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Total
	
	
	


Conclusion should contain explicit data, reasoning for introducing changes to information about safety of medicinal product (Instruction for use, Patient’s package leaflet and relevant recommendations, etc. proposed by manufacturer/applicant (or his representative). 
� Column 3 to be filled by manufacturer/applicant (or his representative), on Center's  request





2 Data in column 4 to be calculated by manufacturer/applicant (or his representative) according to item 5 of regular report. When determining the index of frequency of adverse reactions of medicinal product the manufacturer/applicant (or his representative) can use sales volume data, obtained from independent organizations engaged in market monitoring. 
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