Central Administration CAPP
General Administration Stability

Flow chart for Stability Submission

Year 2024

Code: EDREX:NP. CAPP.073
Version No:3

Issue Date:11-9-2024

Effective date (if needed):11-9-2024

Notice to Applicant title: Flow chart for Stability Submission
Code: EDREX:NP. CAPP.073
Version /year :3/2024

jueo|dde 01-



jueojdde o

@ P Resubmit the documents

Within Incomplete
7 WD X file \( An email is sent to the applicant

4 Lcompany with the required documents
Complet
file
\ ><>>

The company upload
stability study file via
electronic submission

Assessors in GA-Stab sends e-mail with
deficiency documents to applicant to complete
submission through electronic submission

Incomplete file

to be submitted
Assessors in GA-Stab starts in
reviewing & evaluation of study
submitted

o Issuing the approval technical report

Complete file

*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: 55SWDS

-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

Notice to Applicant title: Flow chart for Stability Submission
Code: EDREX:NP. CAPP.073
Version /year :3/2024



