
Description of the Procedure of Registration / Renewal of MP in Terms of Pharmacovigilance
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Filling out of a 
referral to a 

specialized expertise
(Form 11).

Distribution of 
dossier materials for 
specialized expertise

2-4 days

Specialized expertise 
of dossier materials

25 days for generics &
45 for original medicines

  and biosimylarians

Is there a remark 
to the applicant?

Providing the 
necessary materials 

and explanations

Yes

No Drawing the expert 
conclusion

There were 
already 2 
remarks?

No

Yes

Recommendation to the MoH to
refuse registering the MP

(By the MoH order)

Receiving the 
materials of 

registration dosier
Positive conclusion

Registration of the 
letter

Request for AEG 
advice  (upon 

renewal of MP)

Yes
(for renewal)

Referral to Permanent 
Commission on Problem 

Considerations
(for settlement)

Recommendation
for positive 
conclusion?

No

Yes

Referral for consideration 
at SEC / STC


