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Section Requirements
1.0 Cover letter
1.2 Application Form
1.3 Product Information:
1.3.1 Summary of Product Characteristics (SPC)
1.3.2 Labeling
1.3.3 Patient information leaflet (PIL)
1.3.3.1 Arabic leaflet
1.3.3.2 English leafiet
1.3.4 Artwork (Mock-ups)
135 Sampies
1.7 Certiﬁcates
1.7.1 CPP or Free Sale Certificate
1.7.7 Certificate of suitability (COS) or Drug Master File (DMF) for API(s)
1.8 Pricing
1.8.1 Price list
3.2P8 Updated Stability Studies (Last 5 years)
3.2P81 Stability Summary and Conclusions
3.2P82 Post-Approval Stability Protocol and Stability Commitments
3.2P83 Siability Data
In addition to:

Sample of the marketed product (one only)
Approved variation requests by MOH or SFDA for the five years
Plasma Master File (F{M F) or a pledge letter to not to change plasma sources approved by SFDA

Updates on technical contracts for pharmaceuticals manufactured contractually
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