Step 2: In Country Registration

1. Has the product dossier been submitted with the NRA?
(In some countries, the originator needs to submit and get approval before the 
[bookmark: Check1]generic can apply)									|_|

2. [bookmark: Check51]Are there any generic manufacturers for the new product if applicable?		        	|_|

3. If applicable, how many generic manufacturers are there for the new product?

 _________________________________________________________									
4. [bookmark: Check53]Have any of the generic manufacturers submitted dossiers to the NRA?			|_|

5. If yes, how many: _________________________________________________________

6. Confirm with NRA if all information and appropriate forms have been received and 
[bookmark: Check2]there is no missing information.								|_|

7. [bookmark: Check11]Confirm with NRA if any product samples have been received for quality assurance	|_|

8. Where appropriate apply for registration waiver or expedited review process while 
[bookmark: Check7]national registration is pending								|_|

9. [bookmark: Check8]Regular meetings requested with NRA to monitor progress and address any bottlenecks	|_|

10. [bookmark: Check9]Discuss process to include new product in the essential medicines list		              |_|		
11. [bookmark: Check10]Discuss inclusion of new product in the national clinical management guidelines for the disease     									              |_|





Note: Countries can access the WHO CRP to accelerate the registration of prequalified finished pharmaceutical products. 



                                                






