Annex 1 to item 5.1 of the Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use   

	Name of Ministry, other Central Executive Authority or local authority, which the setting belongs to __________________________________________________________________
__________________________________________________________________

Name and address of setting ___________________________

__________________________________________________________________
	Medical documentation

	
	Form of initial reporting documentation 
Form № 137/0

Approved by Order of MoH Ukraine of 27.12.2006 № 898



	EDRPOU identification code 
	
	
	
	
	
	
	
	
	
	
	

	Report form on adverse reaction (hereinafter-AR) or lack of efficacy (hereinafter-LЕ) of medicinal product (hereinafter-MP)
at medical use (to be filled by physician)
	 Type of report 
  ( initial
( final


І. Patient Information
	1. Patient’s initials
	2. Case history/ medical card №
	3. Date of birth
	4. Age, years
	5.

Gender
	6. AR sequela

	
	
	
	
	
	( recovery without sequela 
	( recovery with sequela 

	
	
	day
	month
	year
	
	
	
	

	
	
	
	
	
	
	
	
	

	7. Clinical diagnosis (include code of International Disease Classification -10)

	8. Other important information (data of patient’s history, data of laboratory tests, allergy status, etc.)



ІІ. Information about AR/LE
	9. Onset of AR/LE 
	10. End of AR 
	11. AR persists (
	13. AR category 

	/_____/_____/____/
	/_____/_____/____/
	
	

	12. Description of AR/Indication of LE of MP 

Case:


	( death of patient /__/___/___/
( life-threatening
( hospitalization of ambulatory patient or prolongation of hospitalization 
( temporary or considerable disability, invalidity
( congenital malformations
( other


ІІІ. Information about suspected MP (SMP), manufacturer of SMP 

	14. SMP (trade name, dosage form)
	15. Manufacturer, country
	16. Lot № 

	
	
	

	17. Indications for use 

	18. Single dose
	19. Dose frequency 
	20. Method of administra-tion
	21. Start of treatment with SMP

	
	
	
	
	/___/___/___/

	22. Did the patient use SMP previously? 

( yes    ( no   ( unknown
	23. If yes, which AR were observed: 

( similar    ( other   ( unknown


Annex 1, continued
ІV. Information about concomitant MP (except for medicinal products used to correct the sequеla of AR)
	24. Concomitant MP (trade name, dosage form)
	25. Single dose
	26.Frequency of use
	27. Method of administration 
	28. Date of prescription (from/till)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


V. AR correction methods 
	( Withdrawal of SMP

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

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

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

	( There was no correction of AR


	( Withdrawal of concomitant MP (specify, which)



	

	( Drug therapy of AR (specify MP, dosage regimen, duration of treatment):    




VI. case-effect relation between AR Clinical presentations and  SMP  
	(
definite
	(
probable 
	(
possible
	(
uncertain
	(
indefinable


VІІ. Information about reporter 
	29. Name of reporter, tel./fax
	30. Name and address of 
patient care institution
	

	
	
	Fill-in date           _____________________

	
	
	Signature                            _____________________

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


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

