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 The company upload 

stability study file via 

electronic submission 

Incomplete 

file 

Complete 

file 

An email is sent to the applicant 

company with the required documents 

to be submitted 

 

Resubmit the documents 

 
Assessors in GA-Stab starts in 

reviewing & evaluation of study 

submitted  

Incomplete file 

Complete file 

Assessors in GA-Stab sends e-mail with 

deficiency documents to applicant to complete 

submission through electronic submission 

 Issuing the approval technical report 

 

Within 

7 WD 

*Timeframe for all Locally manufactured generic products submitted stability studies from complete file 

submission to issuing technical report is 60 WDS except for: 

        - Imported products in one of SRAs or WHO prequalified: 55WDS 

-Imported products approved from FDA and EMA in addition to one of SRAs or WHO prequalified: 15 WDS 

- Imported products approved from FDA or EMA in addition to one of SRAs or WHO prequalified: 30 WDS 

- Imported products marketed in one of SRAs or WHO prequalified:  40 WDS 

- Imported products from non-reference and not marketed in one of reference countries: 80 WDS 

- Imported products from non-reference and not marketed in one of reference countries: 70 WDS 
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