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(Note: Provide documents corresponding to 
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1 A dully filled application form for 

premises licensing of Medical 

Products- FDISMFDIC/FOM/002 

x x x x x x x x x 

2 RDB registration certificate of the 

domestic company or equivalent 

certificate /recommendation from local 

government 

 

x x x X x  x x  

3 Architectural plan of the site applicable 

for manufacturing facility 

x    x x x   

4 Environment impact assessment report 

applicable for manufacturing facility  

x    x x x   

5 Proof of Payment of the prescribed fees 

(referred to regulation related to 

Regulatory service Tariff/fees and 

Fines)  

 

x x  x x x x   

6   List of products to be manufactured 

applicable for manufacturing facility 

x         

7 Lease/rent contract of the 

premise/house 

 

x    x  x   

   8 Notarized copy of Degree (and 

equivalence if applicable) of 

Responsible Technician  

NB: 

i. Human Retail Pharmacy: 

minimum of 2 months experience in 

community pharmacy 

ii. Human Wholesale Pharmacy: 

minimum of 2 months’ experience in 

supply chain management 

x X x x X  x X  
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iii. Central medical store and the 

branches: minimum of 2 months’ 

experience in supply chain 

management 

iv. Hospital pharmacy: minimum of 4 

months’ experience in clinical 

pharmacy 

  9 Notarized Valid License of the 

responsible technician to Practice 

Profession issued by Recognized 

Professional Councils in Rwanda (if 

applicable) 

 

x x  x x X X x X  

 10 Notarized degrees of the key personnel 

to be involved in the manufacturing 

process, quality control and quality 

assurance:  

NB: 2 years minimum experience for a 

Bachelor degree holder; or 6 months 

minimum experience for a Master 

degree holder in the relevant field with 

working experience in a company that 

has been approved as manufacturer of 

medical products 

x   x   x   

 11 Professional agreement between the 

Managing Director/ Director General/ 

Chief Executive Officer and the 

responsible technician in case the 

Managing Director is not the responsible 

technician  

x x x x X  x X  

 12 The copy of Identity Card/Passport of 

the managing Director/Director 

General/ Chief Executive Officer and 

the Responsible technician 

x x x x X  x X  

 13 Written commitment of the 

responsible technician, to respect the 

laws and regulations relating to the 

profession and ethics  

x x  x  x x   

 14 Signed resignation letter/proof of 

service delivered issued by the last 

employer of responsible technician, 

if applicable 

x   x   x   

 15 Copy of the Valid contract between 

responsible technician and Managing 

Director/ Director General/ Chief 

Executive Officer 

x x  x X  x X  

 16 A Detailed curriculum vitae of the 

responsible technician 

x   x   x   

 17  Original authorization of the  x x x x x x x x 
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