


[bookmark: _Toc93838016]Application Form for Registration of Medical Devices
The applicant for registration of a medical device is required to provide the completed Application form below by summarizing the registration dossiers. Information that is not provided in the dossier should not appear in the formats in the application form. Annexes and addendum in the registration dossier should always be cross-referenced in the application form.
	Application Form for Registration of a Medical Device
Food and Drug Authority of Ethiopia

	S. No.
	Title
	To be completed by the applicant
	Remarks

	1
	Applicant
	
	

	
	Name
	
	

	
	1.2. Physical address including street number, telephone, e-mail, etc.
	
	

	
	1.3. Contact person in the company
	
	

	2
	Type of Application
New    Re-Registration      Variation
	
	

	3
	Representative in Ethiopia
	
	

	
	3.1 Name
	
	

	
	3.2. Physical address including street number, telephone, e-mail, etc.
	
	

	
	3.3. Contact person in the company
	
	

	4
	Manufacturer of the Product
	
	

	
	4.1 Name
	
	

	
	4.2. Physical address including street number, telephone, e-mail, etc.
	
	

	
	4.3. Contact person in the company
	
	

	5
	Application group: 
	
	

	6
	Details of the Product
	
	

	
	6.1. Device Common or Generic Name 
	
	

	
	6.2. Brand Name
	
	

	
	6.3. Model(s)
	
	

	
	6.4. Device’s intended use
	
	

	
	6.5. Device’s short description
	
	

	
	6.6. Device’s class
	
	

	
	6.7. Its classification rule number
	
	

	
	6.8. Device’s list of configurations (its accessories and parts that are intended to be used together)
	
	

	7
	Device Safety and Performance Conformity Assessment
	
	

	
	7.1. Declaration of conformity
	
	

	
	7.2. Standards to which the device complies
	
	

	
	7.3. Summary Technical Documentation
	
	

	8
	Essential Principle Checklist (for Device
Safety and Conformity Assessment)
	
	

	9
	Regulatory Situation in Other Countries
	
	

	10
	List of Documents Attached with This
Application
	
	

	
	Chapter one
	1.
	
	

	
	
	2.
	
	

	
	
	3…………
	
	

	
	Chapter two
	1.
	
	

	
	
	2.
	
	

	
	
	3…………
	
	

	
	Chapter three
	1.
	
	

	
	
	2.
	
	

	
	
	3…………
	
	

	
	Chapter four
	1.
	
	

	
	
	2.
	
	

	
	
	3…………
	
	

	
	Chapter Five
	1.
	
	

	
	
	2.
	
	

	
	
	3…………
	
	

	
	Chapter Six
	1.
	
	

	
	
	2.
	
	

	
	
	3…………
	
	

	11
	Declaration by Applicant
	
	

	
	I, the undersigned, certify that all the information in the accompanying documentation concerning an application for registration of the medical device listed below is correct and true, and reflects the total information available.

Name of the Device (trade name, common name): _________________________

Device Type (IVD or Non-IVD): _________________________________
Duly authorized to represent (applicant company name)
_________________________________________________________________________
I further confirm that the information referred to in my application file is available for verification. I also agree that I am obliged to comply with the requirements of the Authority related to the Medical Device Registration at any time in future.
Name: _______________________________________________________________
Signature: ____________________________________________________________
Position in company: _______________________________________________
Date: _______________________________________________________________






