Darba laikā tālr.: +371 67013724
24 st. mob.tel.: +371  26137761


Tel. & Fakss: +371 67013777
ADR@Olainfarm.lv
www.Olainfarm.lv
ADVERSE DRUG REACTION REPORT by HEALTH CARE PROFESSIONAL

JSC  “RIGA PHARMACEUTICAL FACTORY”







                              Business hours - phone.: +371 67013724

 24 h - mob phone.: +371 25464171

                                                                                                                                                                                                     Fax: +371 67013778


E – mail: pv_rff@olainfarm.com
   ADVERSE DRUG REACTION REPORT by HEALTH CARE PROFESSIONAL

JSC  “RIGA PHARMACEUTICAL FACTORY”







                              Business hours - phone.: +371 67013724

 24 h - mob phone.: +371 25464171

                                                                                                                                                                                                     Fax: +371 67013778


E – mail: pv_rff@olainfarm.com

I.       ON PATIENT INFORMATION
	INITIALS OR CODE
     
	AGE

     
Years

Months

Days

(please underline)
	SEX

           F  FORMCHECKBOX 
  M FORMCHECKBOX 

	WEIGHT

     
	Please, indicate information: 

 FORMCHECKBOX 
 hypersensitivity to drugs

 FORMCHECKBOX 
 allergies 

 FORMCHECKBOX 
 abuse of alcohol

 FORMCHECKBOX 
 HRT (hormone replacement therapy), contraceptive therapy
 FORMCHECKBOX 
 Pregnancy 

	Main Diagnosis

     
	Concomitant disease/diseases; please indicate a hospital if appropriate   

     
	


II.       ADVERSE DRUG REACTION 

	ADVERSE DRUG REACTION (ADR) DESCRIPTION (symptoms, results of the analysis, changes in laboratory data range, drugs used for the ADR treatment)  


	ONSET

	
	Day

     
	Month

     
	Year

     

	
	TIME: _ _/_ _

	
	END

	
	Day

     
	Month

     
	Year

     

	
	DURATION:

      
(if continued less than 24 hours, specify hours) 

	Adverse Drug Reaction caused:   
 FORMCHECKBOX 
 Patient’s death (data) _ _/_ _/_ _                                                        

 FORMCHECKBOX 
 Hospitalization or prolongation of existing hospitalization

 FORMCHECKBOX 
 Results in persistent or significant disability or incapacity (underline appropriate) 
 FORMCHECKBOX 
 Life-threatening

 FORMCHECKBOX 
 Congenital anomaly/birth defect

 FORMCHECKBOX 
 Other medically important case: please specify___________________

 FORMCHECKBOX 
 Other – please, specify _____________________

Outcome of the Adverse Drug Reaction:  
 FORMCHECKBOX 
  Complete recovery  

 FORMCHECKBOX 
  Not resolved, without sequel, 

 FORMCHECKBOX 
  Not resolved, with sequel - please, specify _________________________

 FORMCHECKBOX 
  Ongoing

 FORMCHECKBOX 
  Not known
	Was the use of drug terminated 

when adverse reaction appeared?

 FORMCHECKBOX 
Y   FORMCHECKBOX 
N   FORMCHECKBOX 
Unknown 

Did reaction disappear: 

After withdrawing the drug? 

 FORMCHECKBOX 
Y   FORMCHECKBOX 
N   FORMCHECKBOX 
 Unknown

After reducing the dosage?

 FORMCHECKBOX 
Y   FORMCHECKBOX 
N   FORMCHECKBOX 
 Unknown

                 

	
	Did reaction reappear:
 After renewing the drug intake?

 FORMCHECKBOX 
Y   FORMCHECKBOX 
N   FORMCHECKBOX 
 Unknown

After increasing the dose?

 FORMCHECKBOX 
Y   FORMCHECKBOX 
N   FORMCHECKBOX 
 Unknown


III.       SUSPECTED DRUG WHICH MIGHT CAUSE ADVERSE DRUG REACTION

	Trade name, drug form, active substance and manufacturer
	Indications for use
	Route of administration
	Dose, units,

frequency
	Start date
	End date
	Batch/

Series 

No.
	Are the drugs taken for the first time in life?
	If drugs were applied earlier, 

were the reactions similar?

	
	
	
	
	
	
	
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	
	
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	
	
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N


IV.       CONCOMITANT DRUGS USED IN LAST 3 MONTHS (INCLUDING SELF-TREATMENT)

	Trade name, drug form, active substance and manufacturer 
	Indications for use
	Route of administration
	Dose, units,  

frequency
	Start date
	End date
	  Batch/Series No.

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	CONTINUATION FROM PREVIOUS PAGE
	PATIENT’S INITIALS          


V.       REPORTER (Health Care Professional, e.g., doctor or pharmacist)

	NAME, SURNAME 

     
	PHONE

     
	E - MAIL
     

	OFFICE ADRESS 

     
	SPECIALITY/QUALIFICATION 

(physician, pharmacist, other health professional: please – specify)
  


VI.      ADDITIONAL INFORMATION   

(e.g.: on serious concomitant disease, allergic reactions, increased drug sensitivity, pregnancy, significant laboratory test results)  
	


Date  _ _/_ _/_ _ _ _ 
By submitting this report, You confirm that JSC RIGA “PHARMACEUTICAL FACTORY” DRUG ADVERSE REACTION - PHARMACOVIGILANCE PRIVACY CLAUSE, (which is available on www.rff.lv in section “Products” – Prescription medicines -  Subsection “Adverse drug reactions”)  is available and understandable for You.
Your personal data controller is JSC " RIGA PHARMACEUTICAL FACTORY ", Ozolu street 10, Riga,  Latvia, LV-1005, registration Nr 40003000765. 
If You have any questions or concerns about Your data confidentiality and  personal data processing, please write an e-mail to rff@rff.lv and / or  dpo@repharm.lv or call 371 67 355 550, +371 20002661. 
If You have questions about medicinal products safety issues, please write to pv_rff@olainfarm.com  or call - during working hours: +371 67013724; 24 hour mob. phone: +371 25464171.

Medikamentu blakusparādību uzraudzība AS Olainfarm                                                                       
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