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MEDICAL DEVICE
WHOLESALER





A. BUSINESS DETAILS: 
Please provide details as requested in the space on the right side 
	Name of Business/Company 

	

	Name of applicant
	

	Postal Address 


	

	Physical Address 
(Attach sketch map at the back)

	

	Contact Person 


	

	Tel/Cell Phone numbers 

	

	E-mail Address 

	

	Name and registration number of  person in the pharmacy, nursing or medical field under whose personal management and control affairs of the company would be subject.
	

	MRA TPIN (for new business) 

	

	Tax Clearance Certificate No. (for business registered with 
MRA for more than one year) 

	

	Please give the names of public facilities your business has ever supplied to and what 

were the goods supplied 


	


B.  CATEGORIES OF MEDICAL SUPPLIES 

	
	Description of Category 
	Sources(s) and or Manufacturer(s) and Country of Origin 

	1 
	Reagents 
	

	2 
	Surgicals e.g. sutures, canulae, catheters, blades etc
	

	3 
	Gloves 
	

	4 
	Dressing 
materials 
e.g. 

bandages 
	

	5 
	X-ray 
films 
and 
other 

radiography materials 
	

	6 
	Dental materials 
	

	7 
	Syringes 
	

	8 
	Blankets, Linen and mattresses 
	

	9 
	Medical Equipment 
	

	10 
	General category of consumables e.g. pill bags, aprons, disposable containers,  
	

	11
	Others: Please list below 

	


  C. COMPETENCIES AND CAPACITY

	  
	Area to be addressed 
	Applicant to fill in the space given below 

	1 


	Competencies: Give the number, qualifications of employees. Is there any employee with experience in handling health products? 

Describe. 


	

	2 


	Capacity: Describe the storage facilities including ventilation, size, and security. As for medical equipment please provide what installation, and maintenance arrangements you have in place. 


	


D. GENERAL INSTRUCTIONS
a) A Medical device wholesaler should give details of the sources or manufacturers of medical supplies to be stocked.
b) A Medical device wholesaler should have premises which shall be inspected.
c) A supplier should declare “Manufacturer not known” if at this stage the manufacturer(s) is indeed not known but should note that every supplier shall be required to have manufacturers’ authorizations from their sources when goods are in stock or being supplied 
d) A supplier should have a physical location where goods will be kept. The goods in storage shall require supporting transaction documents such as invoices, sales register, receipts, order or import documents etc that will be verified by the Pharmacy and Medicines Regulatory Authority (PMRA) upon demand at any time. 
e) A supplier should declare the category or categories of medical supplies intended for supply that will be matched with competency levels and capacity declared. 
E. SUBMISSION OF APPLICATIONS
Completed Application Form should be submitted to the address below:
The Director General,
Pharmacy and Medicines Regulatory Authority,
P O Box 30241, 
Opposite NACIT and Off Paul Kagame Road, LILONGWE 3.
F. VALIDITY
The Registration Certificate to be issued by the PMRA shall be valid for the fiscal year and shall need to be renewed by the start of the new fiscal year on1st July of every calendar year. 
H. NOTE
a) All applications that do not contain the required information will not be processed.  PMRA reserves the right to check on information applicants have provided from any source in order to make an informed decision on the applications 
b) Any medical device wholesaler reported or found supplying stolen goods or goods marked with a name or logo of a foreign Ministry of Health or Ministry of Health, Malawi, will be reported to police, investigated and de-registered indefinitely. 
c) The Pharmacy and Medicines Regulatory Authority shall inspect business premises to certify if they meet minimum requirements for a Medical Device wholesaler Licence .
d) All Medical device wholesalers that currently have duly paid for and valid authorization to medical supply business from Office of the Director of Public Procurement, are required to submit the original documents with payment receipts together with this application form. 
e) A Non-Refundable prescribed fees as determined by the Authority shall be paid once the application has been vetted and approved.
1. I, the above mentioned applicant, submit herewith an application fee of 

K ______________________________________
 and Inspection fee of K ______________________________
Date:__________/__________/_________
                       
 _______________________________________________








   Signature of applicant

2. FOR OFFICE USE ONLY:

(a)   (i)
Application fee of K. _______________________________ 
Receipt No. _________________________

(b)   (ii) Inspection fee of K__________________________________
Receipt No. _________________________

(c)   Date of inspection of premises:__________________________________________________________________

(d) Remarks:__________________________________________________________________________________________

(e) Date of approval of application__________/__________/_________

(f) Registration No.:________________________________________________

       Date:. __________/__________/_________
Signature:______________________________________________




Director General__________________________________
Pharmacy and Medicines Regulatory Authority
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All applications should be addressed to:

The Director General, Pharmacy and Medicines Regulatory Authority, P.O Box 30241,

CAPITAL CITY LILONGWE 3, MALAWI.

