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Administrative file (Module 1)
Required documents Notes

Cover letter

Copy of Authorization letter for the company
representative

Pricing status -Pricing certificate

-Proof of submission (in case of reliance and
fast track)

Copy of all approvals or Exemptions related
to the Product (e.g. technical committee,
scientific committee, inspection reports ...) if
any.

Service consideration For every evaluation unit
Application form
CPP -Authenticated from Embassy

-Valid

-The Arab Republic of Egypt is mentioned
as Importing Country

-Number of product license is specified
-Date of issue is specified

-Dosage form (s) and Strength (s) are
specified

-License Holder (address, city, country) is
specified

-Role of License Holder is specified
-Manufacturer of solvent should be
mentioned (if different from manufacturer
of the finished product)

-Product marketed in the COO
-Manufacturing sites involved in the
manufacturing of the product should be
mentioned with its role (Finished product,
Primary Packager, Secondary Packager,
Batch releaser, Solvent manufacturer)
-Good Manufacturing Practice (GMP) of
the manufacturer is specified

-Pack Presentation and pack size(s) of the
Product is (are) specified (could be as an
attachment)
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-Active Ingredient(s) by its salt or hydrate
form (if any) with its (their) quantity (ies)
per unit dose is (are)specified

-Inactive Ingredient(s) with its (their)
quantity (ies) per unit dose is (are)
specified (could be as an attachment)
-Shelf-life of the Product is specified
(could be as an attachment)

-Storage Conditions of the Product is
specified (could be as an attachment)
-SPC or package insert of the product
(could be as an attachment)

-1f the Name of the product may change in
Egypt, copy of CPP from any reference
country with the name Targeted to be in
Egypt should be submitted (technical
committee decision on 22/5/2014).

GMP for each site (DS, DP, 1ry packager, 2"
packager)

Manufacturing license (DS, DP, 1ry packager,
2" packager)

In case of reliance pathway

-List of approved variations after first
marketing authorization

- Letter of sameness

Composition certificate

Labelling Packs:

-Declaration letter stating the type of the
submitted pack

- Outer pack & inner label artwork

SmPC & PIL:

- Proposed English Insert marketed in Country
of Origin (Numbered)

- Proposed translated Arabic Insert, translated
from a Certified translation office, except
(Vaccines- Immunosuppressant- 1V infusion
products- Hospital use only - Immunological
products- Contrast agents except iodinated
one)
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- SmPC "summary of product characteristics"
and/or CCDS "company core data sheet"

- Comparative table between reference insert
& proposed insert (in case of proposed insert
is different than reference insert)

- Declaration from MAH that the submitted
insert is the most updated & marketed in COO
(insert status)

- If a biosimilar product: submit Innovator
product insert

Contracts - Official declaration stating the relationship
between Manufacturer, Improper and
Distributor

- Copy of Agency or distribution contract

-1n case of imported bulk naked container
that manufactured abroad andpacked locally,
the following is required:

1)Copy of packaging

contract between the importing company &
local manufacturing

2)Original Authorization letter from the
abroad mother company to the importing
company for product registration and
packaging with a local licensed packaging site
-Letter of Acknowledgment of full
responsibility for storing the raw materials
and for all stages of manufacturing and for the
product’s conformity with the technical
specifications until the

completion of distribution

-The manufacturing contract in case of toll
manufacturing

Legal documents -Pledge acknowledging his commitment to the
provisions of the Intellectual Property
Protection Law No. 82 of 2002

-The updated Tax card

-updated scientific office license

-Importer register for all importers

-Updated Storage License for all Storage sites
- Commercial register

Adventitious agent’s documents TSE free certificate from license holder
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Certificate of suitability

Specific documents for plasma derived - Plasma Master File

medicinal products -Official certificates declaring plasma source
(legalized in case of API of Plasma derived
medicinal products)

-HV-1, HV-2, HBSAG, HCV freedom
legalized certificate for the plasma

-Copy of Certificate of release from Health
authority (Drug substance only)

-PMF approval from health authority (if

present).
Detailed Standard Operating Procedures Contain information related to: equipment
(SOP) for finished product used, proper quantities used in each step in

procedure and mention the dilution of the
sample and standard, the detailed description
of calculation mentioning any used equation
or software.

Summary protocol (for vaccines & plasma
derived medicinal products)

Documents regarding manufacturing sites - SMF for all manufacturing sites.

-Latest full inspection report(s) for inspection
performed by a stringent regulatory authority
in the past three years and their outcomes.
-Last Annual product review.

-One completed batch manufacturing and
packaging record.

-List of any recalls in the past three years
related to products with quality defects (if
found).

-Any warning letter or equivalent regulatory
action (production- line specific) (if found).
Documents for pharmacovigilance -Confirmation e-mail by PSMF reception
portal

- Updated version of Summary of
PSMF(s)/PSSF

-PV agreement between the MAH & the
service provider covering all the PV activities
including the concerned product(s)

-The latest Periodic Safety Update Report
(PSUR) in PSUR format ““as per GVP for
Arab Countries V.2.0” covering at least the
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last 3 years OR separate PSURs covering at
least the last 3 years

-The most updated “EU / Global/ Core-Risk
Management Plan (RMP)"of the product.

- The Egyptian display of EU-RMP
-Egyptian-Risk Management Plan (RMP)"of
the product (for locally manufactured
products)

N.B

*For more information, please refer to guideline for content file of biological products for
registration & re-registration file Code: EDREX.GL.Bioinn.004
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Administrative Data (Module 1)
Required documents Notes
Service consideration For every evaluation unit
Composition certificate
List of variations
A declaration from the license holder
mentioning the product name declare that the
submitted Module 3 (version number & date)
at the renewal process is the updated and
complete one
-A declaration letter from the applicant
mentioning that there are no updates in the
scientific & stability files at the renewal
submission date and all updates are submitted
and approved previously (or there are no
updates undertaken from the product license
issuance till
renewal submission
-List of the countries where the product is
registered & marketed including trade name in
each country & marketing status

Adventitious agent’s documents TSE free certificate from license holder
Certificate of suitability

Specific documents for plasma derived - Plasma Master File

medicinal products -Official certificates declaring plasma source

(legalized in case of API of Plasma derived
medicinal products)

-HV-1, HV-2, HBSAG, HCV freedom
legalized certificate for the plasma

-Copy of Certificate of release from Health
authority (Drug substance only)

-PMF approval from health authority (if

present).
Detailed Standard Operating Procedures Contain information related to: equipment
(SOP) for finished product used, proper quantities used in each step in

procedure and mention the dilution of the
sample and standard, the detailed description
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of calculation mentioning any used equation
or software.

Summary protocol (for vaccines & plasma
derived medicinal products)

Documents regarding manufacturing sites - SMF for all manufacturing sites.

-Latest full inspection report(s) for inspection
performed by a stringent regulatory authority
in the past three years and their outcomes.
-Last Annual product review.

-One completed batch manufacturing and
packaging record.

-List of any recalls in the past three years
related to products with quality defects (if
found).

-Any warning letter or equivalent regulatory
action (production- line specific) (if found).
Documents for pharmacovigilance -Confirmation e-mail by PSMF reception
portal

- Updated version of Summary of
PSMF(s)/PSSF

-PV agreement between the MAH & the
service provider covering all the PV activities
including the concerned product(s)

-The latest Periodic Safety Update Report
(PSUR) in PSUR format “as per GVP for
Arab Countries V.2.0” covering at least the
last 3 years OR separate PSURs covering at
least the last 3 years

-The most updated “EU / Global/ Core-Risk
Management Plan (RMP)"of the product.

- The Egyptian display of EU-RMP
-Egyptian-Risk Management Plan (RMP)"of
the product (for locally manufactured
products)

N.B

*For more information, please refer to guideline for content file of biological products for
registration & re-registration file Code: EDREX.GL.Bioinn.004
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