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         Application Form for Registration of Medical Devices

The applicant for registration of a medical device is required to provide the completed templates below by summarizing the registration dossiers.
	S/N
	Title
	To be completed by the applicant

	1
	Applicant

	
	Name
	Click or tap here to enter text.

	
	Physical address including street number, telephone, e-mail, etc.
	Click or tap here to enter text. 

	
	Contact person in the company
	Click or tap here to enter text.

	
	Telephone of contact person
	Click or tap here to enter text.

	
	Email of contact person
	Click or tap here to enter text.

	2
	Type of Application (Please Tick) 

	
	New Product                                
	 ☐

	
	Listed Product 
	 ☐

	
	If listed provide MDL numbers
	Click or tap here to enter text.

	3
	Local Technical Representative in Botswana

	
	Name of Company/Person
	Click or tap here to enter text.

	
	Physical address including street number, telephone, e-mail, etc.
	Click or tap here to enter text. 

	
	Contact person in the company
	Click or tap here to enter text.

	
	Telephone of contact person
	Click or tap here to enter text.

	
	Email of contact person
	Click or tap here to enter text.

	
	LTR is also an importer of device (yes/no)
	Click or tap here to enter text.

	
	If No, provide details of importer 
	Click or tap here to enter text.

	4
	Manufacturer of the Product

	
	Name 
	Click or tap here to enter text.

	
	Physical address including street number, telephone, e-mail, website etc.
	Click or tap here to enter text. 

	
	Contact person in the company
	Click or tap here to enter text.

	
	Manufacturing Site Address
	Click or tap here to enter text.

	5



	Details of the Product

	
	Device Category 
	In Vitro Diagnostic     ☐
Other Medical Device ☐

	
	Name of the Product (common name/generic name)
	Click or tap here to enter text.

	
	Brand Name/ Trade Name
	Click or tap here to enter text.

	
	Model name/ number
	Click or tap here to enter text.

	
	Software version (If applicable)
	Click or tap here to enter text.

	
	Nomenclature (GMDN)
	Click or tap here to enter text.

	
	GMDN Description
	Click or tap here to enter text.

	
	GMDN Term
	Click or tap here to enter text.

	
	GMDN Category 
	Click or tap here to enter text.

	
	Has Medical Device System/IVD test kit? If Yes, specify
	Click or tap here to enter text.

	
	Has Medical Device Group/IVD Cluster? If yes, specify
	Click or tap here to enter text.

	
	Has Medical Device Family/ Series? If yes, specify
	Click or tap here to enter text.

	
	Has Reagent/Accessories? If yes, specify
	Click or tap here to enter text.

	
	GS 1 Unique Device Identifier (UDI) (if available)
	Click or tap here to enter text.

	
	If GS1 UDI is not available, state available UDI
	Click or tap here to enter text.

	
	Device intended use
	Click or tap here to enter text.

	
	Device intended user
	Click or tap here to enter text.

	
	Instruction for use (IFU)
	Click or tap here to enter text.

	
	Device description
	Click or tap here to enter text.

	
	Device risk classification
	A ☐              B☐
C ☐              D☐

	
	Risk Classification Rule 
	Click or tap here to enter text.

	
	Life span or Shelf life and use period
	Click or tap here to enter text.

	
	Country of Origin
	Click or tap here to enter text.

	6
	Device Safety and Performance Conformity Assessment

	
	Standards to which the device complies
	Click or tap here to enter text.

	
	Quality Management System established by manufacturer
	Click or tap here to enter text.

	
	Indicate the area covered by Quality Management System
	

	
	Summary Technical Documentation 
	Click or tap here to enter text.

	7
	Essential Principle Checklist (for Device Safety and Conformity Assessment) 
	Click or tap here to enter text.

	8
	Regulatory Status in Other Countries

	
	List of countries and provide certified copy or proof of  registration in which this product has been registered, restrictions on sale or distribution, withdrawn from the market, etc
	Click or tap here to enter text.   

	9
	List of Documents Attached with This Application

	
	Covering letter (With authorised stamp)
	Click or tap here to enter text.

	
	Agency agreement (if applicable)
	Click or tap here to enter text.    

	
	Certified copy of business registration certificate of LTR
	 Click or tap here to enter text.

	
	Certificate of compliance with International standards
	Click or tap here to enter text.    

	
	QMS Certificate
	Click or tap here to enter text.

	
	Safety Declaration
	Click or tap here to enter text.

	
	Labelling
	Click or tap here to enter text.

	
	Declaration of Conformity
	Click or tap here to enter text.

	
	Others (document other than those mentioned above)
	Click or tap here to enter text.

	10
	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. I further confirm that the information referred to in my application file is available for verification.

	
	Name
	Click or tap here to enter text.

	
	Position in company
	Click or tap here to enter text. 

	
	Date:
	Click or tap here to enter text. 

	
	Signature
	Click or tap here to enter text.  
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