Egyptian Drug Authority
Central Administration For Pharmaceutical Products
Human Pharmaceutical Registration Directorate

Bioequivalence Department
hdr.bicequivalence@edaegypt.gov.eg

Tel: +202 — 23684288
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Certificate of Compliance of:
Good Clinical Practice {GCP)
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It is hereby certified that the below
mentioned bioequivalence center:
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Address: Future University, 90th St., Fifth
Settlement, New Cairo, Egypt

‘License No.: 1 /2019

Conducts in-vivo bioequivalence and
comparative in-vitro dissolution studies in
compliance with the “Egyptian Guidance Of
Licensing Requirements For Bioequivalence
Centers”, issued in 2016 & “Egyptian
Guideline For Conducting Bioequivalence
Studies For Marketing Authorization of
Generic Products”, issued in 2017.

The above mentioned bioequivalence
center undergoes routine  periodic
inspection visits by our specialized auditors
team to ensure compliance with GCP
procedure and guidelines of ICH
Harmonized Tripartite Guideline: Guideline
for Good Clinical Practice E6 (R1), issued in
1996 & Integrated Addendum To ICH E6
(R1): Guideline For Good Clinical Practice E6
(R2), issued in 2015.

This Certificate reflects status of the
above mentloned n iter
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