
	 
	


 
ADVERSE DRUG REACTION REPORT 
	Reporter (physician or pharmacist) 
Reporter’s family name, given name, middle name (if any):
Phone: 
Reporter's title and Organisation:
Organisation’s address: 
	Patient
Patient’s initials:
Medical card number ______________________
Sex: □ М     □ F
Age: _______ Body weight (kg): ________
Impaired liver function:
□ yes □ no □ not known
Impaired renal function:
□ yes □ no □ not known
History of allergies (indicate): 

	Treatment: 
□ hospital
□ outpatient hospital 
□ self-medication 
Report type: □ initial
□ follow up to report  from ___________________________
                (date of the initial report)
	

	SUSPECTED DRUG

	International nonproprietary name
	 
	Brand name
	 

	Name of manufacturer
	 
	Batch number
	 

	Indication (diagnosis)
	Route of administration
	Single dose
	Frequency of administration
	Start Date
	End date

	 
	 
	 
	 
	/   /
	/   /

	CONCOMITANT MEDICATION
(indicate «NO», if the patient has not taken other medications)

	International nonproprietary name or Brand name 
	Indication (diagnosis)
	Route of administra
tion
	Single dose
	Frequency of administration
	Start Date
	End date

	 
	 
	 
	 
	 
	/   /
	/   /

	 
	 
	 
	 
	 
	/   /
	/   /

	 
	 
	 
	 
	 
	/   /
	/   /

	 
	 
	 
	 
	 
	/   /
	/   /

	Suspected adverse drug reaction description:
	Date adverse reaction onset: 
___/___/__________
Date adverse reaction end: 
___/___/_________

	Effect of dechallenge: 
□ recovering
□ no improvement 
□ drug was not withdrawn 
□ not known 
□ not applicable
	Comorbidities, other concurrent conditions or risk factors:

	Case causality assessment: 
□ сertainly 
□ probable
□ possibly 
□ unlikely 
□ conditional
□ unclassifiable
	Outcome: 
□ recovered without sequelae
□ recovering
□ recovered  with sequelae (indicate) ________________________________
□ condition unchanged (not yet recovered) 
□ death is possibly related with adverse reactions
□ death is not related with adverse reactions 
□ not unknown

	Management of adverse reaction: 
□ without treatment 
□ suspect drug withdrawal 
□ reducing the dose of the suspect drug 
□ withdrawal of concomitant treatment 
□ use of drug therapy 
□ non-drug therapy (including surgery) 
□ other (specify)____________________________
__________________________________________
__________________________________________
	Drug(s) used to treat an adverse reaction (if required)

	Seriousness (criterion for qualifying as a serious adverse reaction) 
□ death
□ life-threatening 
□ requires inpatient hospitalization or prolongation of existing hospitalization 
□  congenital anomaly/birth defect 
□ results in persistent or significant disability/incapacity 
□ other medically important condition 
□ not applicable
	Effect of rechallenge (or re-exposure), for suspect drug(s) only: 
□ reaction recur on readministration
□ no reaction 
□ no rechallenge  
□dose  reduced  -  no adverse reaction 
□ unknown

	The suspected drug is used in: 
□ medical practice  
□ clinical trials (clinical trial protocol number)
_________________________________________________________________________________________

	Important additional information 
Clinical, laboratory, X-ray and autopsy data, including the determination of the concentration of drugs in the blood (tissues), if any and associated with an adverse reaction (give dates):
______________________________________________________________________________________
______________________________________________________________________________________
______________________________________________________________________________________
Medical history: _______________________________________________________________ 
______________________________________________________________________________________
______________________________________________________________________________________
Suspected drug interactions: _____________________________________________ 
______________________________________________________________________________________
______________________________________________________________________________________
For congenital anomalies indicate all other medications taken during pregnancy and  the date of last menstrual period :
______________________________________________________________________________________ 
______________________________________________________________________________________
______________________________________________________________________________________
Additional  pages are attached  if  necessary.
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	__________________

	 
	(Signature)


 
