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e Guideline for file content of biological products submitted for registration &
re-registration file Code: EDREX.GL.Bioinn.004
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CTD Common Technical Document
EDA Egyptian Drug Authority
EDREX Egyptian Drug Regulatory Index
EMA European Medicines Agency
FDA U.S. Food and Drug Administration
GL Guideline
GMP Good Manufacturing Practice
IPRP International Pharmaceutical Regulators Program
WHO World Health Organization
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- Good reliance practices in regulatory decision-making for medical products:
high-level principles and considerations. Draft working document, WHO,
Rev.1, August 2020.

- EDA Chairman Decree (343/2021)

- EDA Chairman Decree (157/2026)

- IPRP Questions and Answers document on reliance (09/2022)
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1 CTD dossier should be the same as that approved by the reference regulatory authority for
modules 2-5.

2 Sameness letter

3 Unredacted assessment report along with other relevant supporting documents from the
reference regulatory authority such as: reports pertaining to post-approval variations, post
marketing commitments, supporting documents on comparative safety and efficacy studies
submitted to the reference authority (Reliance level one only)

4 Reference regulatory authority variation application with annexes

5 Correspondence between the applicant and the reference regulatory authority relating to
safety and efficacy or queries, the risk management plan, or benefit-risk decisions should be
provided

6 List of variations after first MA issued from country-of-origin reference regulatory authority

7 Questions & answer documents between applicant and the reference regulatory authority

with all annexes

Inspection requirements:

Update Site Master File for all sites included in the product manufacturing

Valid GMP certificate for all sites included in the product manufacturing

Last annual product review

Manufacture license for all sites included in the product manufacturing

List of recall and complaints last 5 years (if found)

Process validation

N NN AW N -

Manufacturing process for drug substance and drug product including manufacturing flow
chart

Last inspection report for inspection performed by a stringent regulatory authority in the past
three years and their outcomes

Periodic review for the product should be performed post product registration by
reviewing the following documents (If needed):

- Annual product review

- List of deviation

- List of change control

- List of out of specifications

- List of complaint and recall
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