You can send a report by e-mail: pharmacoviqilance.ru@chiesi.com, tel.: + 7 495 967 12 12,        
cell.: +7 968 867 53 56 or by fax + 7 495 967 12 11
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 NOTIFICATION OF ADVERSE DRUG REACTION 
OR LACK OF EFFICACY 
OF MEDICINAL PRODUCT 
	Initial
	Additional information to the report                         №___________ dated_________________


	Patient information

	Initials (patient code)*___________________________________      Sex    □ M  □ F    Weight__________ kg

	Age ___________________ Pregnancy  □, gestational age _____ weeks

	Allergy    □ No     □ yes, to ______________________________________ 

	Treatment    □    outpatient     □    inpatient    □    self-treatment    

	Suspected medicinal products 

	
	Brand name*
	Manufacturer
	Batch number
	Dose, route of administration
	Date of treatment initiation
	Date of treatment termination
	Indication for use

	1
	
	
	
	
	
	
	

	2
	
	
	
	
	
	
	

	3
	
	
	
	
	
	
	

	Adverse drug reaction 
	Date of ADR onset __________

	ADR description* (describe all details, including laboratory findings) 
Date of ADR resolving _________________________________
	ADR seriousness criteria:       

	
	□   Death

	
	□   Life-threatening

	
	□   Hospitalization or its prolongation

	
	□   Disability

	
	□   Birth defects

	
	□   Medically important event

	
	□   Not applicable

	Action taken

	 □  No treatment     □  Withdrawal of suspected MP     □  Reducing of suspected MP dose

	 □  Non-drug therapy (including surgical intervention) 

	 □  Drug therapy _________________________________________________________________

	Outcome

	 □   Recovery without consequences    □  State improvement    □  State without changes

	 □   Recovery with consequences (specify)___________________________________________
 □   Death □ Unknown □ Not applicable 


	Did the ADR disappear after the MP was discontinued?
	□ No  □ Yes  □ MP was not withdrawn □ Not applicable

	Was MP readministered?  □ No  □ Yes  
	Result ___________________   □ Not applicable

	Other medicinal products administered during the last 3 months,  including self-administered MP (on his/her own volition)

	
	Brand name
	Manufacturer
	Batch number
	Dose, route of administration
	Date of treatment initiation
	Date of treatment termination
	Indication for use

	1
	
	
	
	
	
	
	

	2
	
	
	
	
	
	
	

	3
	
	
	
	
	
	
	

	4
	
	
	
	
	
	
	

	5
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Information on the reporter

	□  Physician    □  Other healthcare specialist    □   Patient    □  Other 
Contact number /e-mail:* ________________________________________________________________    

	Full name _____________________________________________________________________________________

	Position held and place of work ____________________________________________________________________

	Date of report_____________________________________________________________________________
  

	


* a field is required to be completed 
