SAHPRA Head Office
A P R A Building A
Loftus Park

South African 2" Floor
Health Products Kirkness Road
Regulatory Authority Arcadia
0083
Notification of Inplementation date of Templates 08 March 2021

Dear Applicants,
Kindly note that the templates listed below is to be implemented from 5" April 2021
6.31 Summary of Critical Regulatory Elements (SCoRE)

6.32 Bioequivalence Trial Information Form (BTIF)

6.38 Additional Strength Biowaiver Application Form
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6.39 Biopharmaceutics Classification System (BCS) Based Biowaiver Application

Form

Regards,
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