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Covering letter on applicant head letter signed and stamped for file submission for Exemption
Payment receipt (according to last update of fees decree)

Authorization letter for the person responsible for communication on behalf of applicant during the
procedure and this letter should be certified as truly signed

CPP of the product
SPC of the product

List of the countries where the product is registered & marketed including trade name in each
country & marketing status, should be notarized from the chamber of commerce or its equivalent in
the country of origin and certified from the Egyptian embassy abroad

Suggested price (signed and stamped on company letter head)

Scientific reference the imported biological products neither WHO prequalified nor
marketed in one of the reference countries

Source & manufacture of the biological active ingredients.

10.Composition Certificate( Signed & Stamped by the license holder)

11.Pack Presentation and pack size (s) of the Product is (are) specified

12.Product proposed leaflet (reference insert in case of biosimilar)

13.Module 2, Module 4 and Module 5

14.Plasma master file, PMF approval from health authority & viral inactivation, certificate of

release from Health Authority, certificate of analysis (plasma derived product as active or
excipient)
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Egyptian pharmacy law (127/1955)

Egyptian Drug Authority establishing decree (151/2019)
Prime minister decree at (777/2020)

EDA Chairman Decree (343/2021)

Ministerial decree 250/2015

EDA chairman decree 59/2020 for service considerations
EDA chairman decree 61/2021 for service considerations
EDA chairman decree 387/2022 for service considerations
EDA chairman decree 310/2021 for service considerations
EDA Chairman Decree no. 38/2022 regarding amendment of article no. 4 of EDA
Chairman Decree no. 343/2021.

Regulatory Guideline of Mechanisms and Rules of Implementing the Decree of
Egyptian Drug Authority's Chairman No. (343) of 2021.
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WHO summary of product characteristics (SmPC) template

WHO patient information leaflet (PIL) template

Stability ICH Guidelines (Q1A - Q1E)

Validation of analytical procedure: text and methodology (Q2).

Impurities ICH Guidelines (Q3C — Q3D)

Quality of Biotechnological products (Q5A-Q5E).

Specifications: ~ Test  Procedures and  Acceptance  Criteria  for
Biotechnological/Biological Products (Q6B)

ICH Guidelines (Q7-Q11)

ICH Guidelines (Q13-Q14)

The Extent of Population Exposure to Assess Clinical Safety for Drugs Intended
for Long-Term Treatment of Non-Life-Threatening Conditions (E1)

Clinical safety data management: definitions and standards for expedited reporting
(E2A).

Post-approval safety data management: definitions and standards for expedited
reporting (E2D).

ICH Guidelines ( E3-E11)
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https://extranet.who.int/pqweb/sites/default/files/documents/110%20Annotated%20SmPC%20template_Oct2016_0.docx
https://extranet.who.int/pqweb/key-resources/documents/patient-information-leaflet-pil-template
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e ICH Guidelines (E14-E19)

o MedDRA-Medical Dictionary for Regulatory Activities (M1).

e Guidance on Nonclinical Safety Studies for the Conduct of Human Clinical Trials
and Marketing Authorization for Pharmaceuticals (M3)

e Assessment and Control of DNA Reactive (Mutagenic) Impurities in
Pharmaceuticals to Limit Potential Carcinogenic Risk (M7)

e Drug Interaction Studies (M12)

o ICH Guidelines (S1-S12)

o All relevant WHO guidelines related to biological products
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