Annex 5 to sub-item 7.1.1. of item 7.1. of the Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use
	Case Report on adverse reaction (hereinafter- AR) or lack of efficacy (hereinafter- LE) of medicianl product (hereinafter-MP)
at medical use (to be filled by manufacturer/ applicant (or his representative)
	CASE IDENTIFICATION № _________

Type of report
( initial  ( final


І. INFORMATION ABOUT PATIENT AND AR
	1. Patient’s initials

	1.1 Country
	2. Date of birth
	2.1. Age, years
	3. Gen-der
	4-9 AR category 
( death of patient /__/___/___/
( life-threatening
hospitalization of ambulatory patient or prolongation of hospitalization 

( temporary or considerable disability, invalidity
( congenital malformations 
____________________

( other

	
	
	Day
	Month
	Year
	
	
	

	
	
	
	
	
	
	
	

	10 Description of AR (including data of laboratory tests) / Identification of LE of MP
Case:

Comment:


	

	11.Onset of AR/LE of MP 
	12. End of AR 
	13. Sequela of AR

	Day
	Month
	Year
	Day
	Month
	Year
	(
AR persists 
	( 

Recovery without sequelа
	( Recovery with sequela 

	
	
	
	
	
	
	
	
	


ІІ. INFORMATION ABOUT SUSPECTED MP
	14. Suspected MP (trade name, dosage form)
(hereinafter-SMP)

	20. ( Withdrawal of SMP
Was the withdrawal of SMP followed by AR disappearance?                        ( yes    ( no

	15. Single dose and dose frequency of SMP
	16. Method of administration
	

	
	
	21. ( Repeated use of SMP 
Did the AR reappear after repeated use of SMP?                    ( yes     ( no  

	17. Indication for prescription of SMP 

	

	
	22. ( SMP dose reduction (specify how much):
Did the AR reappear after SMP dose reduction?                                              ( yes    ( no   

	18. Date of prescription (from/till)


	19. Duration of SMP therapy 

	


Annex 5, continued
ІІІ. INFORMATION ABOUT CONCOMITANT MPS (except for MP used to correct the sequela of AR). Patient’s history
	23. Concomitant MP (trade name, dosage form, single dose, dose frequency, method of administration, date of prescription (from/till))



	24. Other important information, related to development of AR (patient’s history, diseases, allergies, laboratory tests , etc.)




ІV. INFORMATION ABOUT MANUFACTURER
	25. Name and address of manufacturer

	26. Lot №


	27. Date of receiving data about AR by manufacturer    /____/____/____/
	28. Source of data about AR submitted to manufacturer  
(    investigator        (   medical representative          
(   health worker

	29. Date of completing report    /____/____/____/
	30. Authorized signature (manufacturer)     _________________

	Report to be sent to: Pharmacovigilance Department, State Pharmacological Center MoH Ukraine, 18, Chygorin St., 01042, Kyiv, Ukraine; tel./fax (+38 044 286-7505, ext 2-34);
 e-mail: vigilance@pharma-center.kiev.ua


V.T. Chumak
Director,
State Pharmacological Center MoH Ukraine

