FEDERAL, DEMOCRATIC REPUPLIC OF ETHIOPIA
MINISTRY OF HEALTH
FOOD, MEDICINE AND HEALTH CARE ADMINSTRATION AND CONTROL         AUTHORITY
Re-Registration screening check list for medical device 
Device Name: - ______________________                                   1st date:-_________________
General use category _________________
Device class ____________________                                            local agent:-______________
Manufacture: - _____________________                                  received date:-_____________                                                                    
	S/No
	Description of topics 
	yes
	No 
	Not applicable 

	1 
	Is the document accompanied by a covering letter?
Comment ________________________________
	
	
	

	2 
	Are all sections in English language or have English translation in case of other language?
Comment__________________________________
	
	
	

	3 
	Is there table of content?
Comment___________________________________
	
	
	

	4 
	Is there application form which is signed and dated by the applicant?
Comment___________________________________
	
	
	

	5
	Is it previously registered and the registration is valid?
Comment ___________________________________
	
	
	

	6
	Is there any variation?
	
	
	

	7
	Is there original and authenticated  free sale certificate 
Comment ______________________________

	
	
	

	8 
	Is there sample of packing material ( if applicable)

	
	
	

	9 
	Is there  performance evaluation data (for class II & class III)
If applicable?
Comment _________________________________

	
	
	

	10 
	Are there sample of actual product for laboratory analysis ( if applicable)
Comment __________________________________
	
	
	

	11 
	Is the appropriate re-registration fee submitted (CPO or bank transfer)?
Comment ___________________________________
	
	
	




Screened By_______________________     signature ____________   Date_____________-
Remark: Received           not received      
comment _____________________________________________________________
_____________________________________________________________________ 
