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Reliance Evaluation Route

= Egyptian Drug Authority adopts Good Reliance Practises in the evaluation of safety,
efficacy and quality data of human pharmaceutical products registered in stringent
regulatory authorities (SRAS) included in the list of reference countries approved by the
Technical Committee for Drug Control or WHO prequalified to grant the MA License,

which includes:
1. Verification Evaluation Route:

2. Abridged Evaluation Route

Evaluation Route Eligibility Criteria

Verification - Product that has been
approved by at least two
stringent regulatory
authorities or one
reference and WHO
prequalification

(An Administration process
not a scientific assessment
to reach a regulatory
decision, based on
registration or authorization

by Stringent Regulatory -Full Sameness of product
Authority or WHO (where EDA ensures that
prequalification. the product for local

marketing is equal or
similar to that approved
by the stringent regulatory

Requirements

. Valid Certificate of

Pharmaceutical Product

Complete CTD dossier

. Verification of Full Sameness*(for

example sameness letter)

Unredacted Assessment report
(otherwise justified with evidence)

Proof of approval from at least
two stringent regulatory
authorities or one reference and
WHO prequalification

authority or WHO

prequalified including Good Manufacturing Practise

CMC). Certificate (GMP)
Abridged Product that has been . Valid Certificate of
(A limited assessment - approved by at least one Pharmaceutical Product
assessing specific parts of stringent regulatory c :

. . omplete CTD dossier
the Common Technical authority or WHO P
Document (CTD) - of prequalification . Verification of Sameness* (for
suitability of use under local example sameness letter)
conditions and regulatory Unredacted Assessment report
requirements, while relying (otherwise justified with evidence)
on prior assessment from Proof of I§ |
Stringent regulatory root of approval from least one
. stringent regulatory authority or
authorities or WHO e .
e - WHO prequalification
prequalification.
Good Manufacturing Practise
Certificate (GMP)
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*Sameness: Ensuring similarity of products (or that where differences exist, these are clearly
stated) which are submitted to Egyptian Drug Authority compared to the reference Stringent
Regulatory Authority (SRAS), regardless of the approaches or assessment activities
conducted by the SRAs. The same pharmaceutical product is defined as characterized by:

m The same qualitative and quantitative formulation.

m The same manufacturing site(s) for the drug substance and finished product, including
specific block(s)/unit(s), manufacturing chain, processes, control of materials and finished
product.

m The same specifications for the excipient(s), drug substance and finished product.

m The same essential elements of product information for pharmaceutical products.

*Sameness letter: is an authorized document issued by the License Holder to assure the
same quality of the product and to provide transparency about any potential differences
compared to the reference Stringent Regulatory Authority (SRAS).
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Tabl D Pilul Spansules
P (Sugar - Film Hard Gelatin (Tablet in Caplets Lactabs (Pills / (SUQar
Solid unit dosage Coated capsules Erench Casul coated Pills
1 Box | form (trad_itional oated) rench) apsule) /Capsule)
_ (Conyentlonal) Lozenges
immediate release)
Gums
Soft Gelatin capsules
Flash Tablets - . Oro-
Quick Tablets (DISSOLVE IN Oro-disintegrating Melt tablets Dispersible
Solid Unit MOUTH only) Tablets
Dosage Form Chewable Tablets
2 Box 11

(Fast Immediate
Release)

sublingual Tablets

Buccal Mucoadhesive Tablets (Buccal Mucoadhesive Tablets (prolonged only in mouth for local effect or

systemic effect)

effervescent Tablets

Disintegrating Tablets

Dispersible Tablets
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Effervescent Granules/Powders Powder in Bottle Powder /
(each dose will be reconstituted at time of use Sachets
lid uni Enteric
Solid unit SR, CR, MR, XR Capsules / Tablet Depotabs Retard Capsules / Tablet Coated
Dosage Form
3 Box 111 (Modified tablets
release) Modified Release Powder/Granules in Sachets Modified Release Powder/Granules in Bottle
(each dose will be reconstituted at time of use
Oral Preparation . Oral - Drinking Powders POWd(?rS/ . . Oral |Oral
L .. |Solutions | Syrups Elixirs foral Emulsion | Emulsion [Suspension
4 Box IV (Liquid-semisolid- drops ampoules (Solution) | Susp) Gels |Jelly
Powder/ Granules P
for Reconstitution) Modified Release Oral Preparations
Oral Paste
Oromucosal Gels
5 Box V Bucca_l
Preparation Oromucosal Sprays
Gargles | Mouth washes
[ [
Sterile Solutions | Suspensions Emulsions
6 Box VI Preparation Irrigation Solutions (LVP)
(injections) Modified release Injections | oily injections
7 | BoxVIl [ Implants |
Sterile Prefilled Syringes
8 Box Preparation . -
VI (sterile Prefilled Pen Filled Preparations
Injections) Cartridges
Topical Cream
Topical gels/Emulgel
Topical ointments
Topical solutions Topical lotions (if solution)
- Topical Emulsions Topical lotions (if Emulsion)
Tradl_tlonal Topical Pastes Poultices (Cataplasm)
9 Box IX topical - - -
Preparation Topical Nail Preparation
Topical Paints
Topical Shampoos
Topical Plaster
Topical Liniments
Roll on (Pack)
Topical Sprays (Pressurized
Non-Traditional P prays ( )
10 | Box X Topical Topical Foams
Preparations
Bag on valve (BOV)
Transdermal Transdermal Patches (Transdermal Plaster)
11 Box X1 - -
Systems Medicated dressings
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Transdermal Semisolids

Vaginal Creams

Vaginal ointments

Vaginal Foams

Vaginal & IUD Vaginal Ovules/Pessaries | Vaginal Capsules | Vaginal Tablet
12 | Box XII . -
Preparations Medicated IUD
Vaginal Rings (Diaphragm)
Vaginal Sponges
Vaginal Douches
Rectal suppositories | Rectal Tablets Rectal Capsules
Rectal
Box Rectal ecta _Creams
13 . Rectal ointments
X1 Preparations
Enemas
Rectal Foam
Solutions Viscous Liquids (Soln) Drops Suspensions Vlscc(JgZSI;)qwds
Gels
Eye/ear Ointments
14 | Box XIV Preparations Ocular Injections
Ocuserts
Creams
Sprays
Nasal Drops | Nasal Solutions
Nasal Sprays
Nasal Viscous Liquids Nasal Gels
15 | Box XV Nasal g : |
Preparations Nasal Qintments
Nasal Creams
Nasal Powder
Rota Tabs
Capsules
16 | Box XVI Inhaler Solutions
Powders
Aerosols
17 Box Nebules Respules
XVII
Box Oral Soluble - .
18 XVIII Films Thin Film Wafer Sublingual Wafer
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Registration Time Frames of Locally manufactured products

The annex aims to establish clear timeframes for each stage of the registration process of Locally manufactured products to ensure efficient
and timely processing of applications.
Registration Time Frame:

Procedure/Time

Case | & 111 Case Il
Frame for Files (Normal Track) (Fast Track)
submitted Technical Affairs Bioequivalence Regulatory Affairs
according to
Screening @ 15 WDs 5 WDs 15 WDs

Technical
Evaluation @

1%t Evaluation and sending letter of
comments. = 40 WDs
Review of 1% Suppl. Doc.= 15 WDs
Review of 2" Suppl. Doc.= 15 WDs

1%t Evaluation and sending letter of
comments. = 40 WDs
Review of 1% Suppl. Doc.= 5 WDs
Review of 2" Suppl. Doc.= 5 WDs

1%t Evaluation and sending letter of
comments. = 40 WDs
Review of 1% Suppl. Doc.= 10 WDs
Review of 2" Suppl. Doc.= 10 WDs

Approval Release
from complete

5 WDs

5 WDs 10 WDs
dossier
Final Review of 1%t Evaluation and sending letter of
Registration comments. = 30 WDs
Dossier Review of 1% Suppl. Doc.= 15 WDs
Review of 2" Suppl. Doc.= 15 WDs 60 WDs

Presentation to
Technical
Committee and
MA release

30 WDs
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(1) Screening: Review of the technical study by the relevant division (in Normal Track) / review of the registration dossier by

Administration of Regulatory Affairs of Human Pharmaceutical Products (in Fast Track) to check its completeness to proceed to
the technical assessment process or not.

(2) Technical Evaluation: Detailed technical review and assessment of the technical study.

Abbreviations:

a. Suppl. = Supplementary
b. Doc. = Documents
c. WDs: Working Days
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Reqgistration Time Frames of Imported products

Scope:
The annex aims to establish clear timeframes for each stage of the registration process of Imported products to ensure efficient and timely processing of
applications.
Registration Time Frame:
Procedure/Time Case | & 111 Case Il
Frame for Files (Normal Track) (Fast Track)
submitted according to Imported from Imported from Non- Track A Track B Track C Track C
Reference Country Reference Country Imported from reference Imported from non-
and Not marketed in country reference country & not
Reference Country marketed in reference
country
Screening ® 20 WDs 30 WDs 3 WDs 6 WDs 9 WDs 15 WDs
Distribution and 1%t Evaluation and sending |1t Evaluation and sending letter of| 1%t Evaluation and sending 1%t Evaluation and sending | 1% Evaluation and sending letter| 1%t Evaluation and sending
Technical Assessment @) letter of comments. = 25 comments. = 40 WDs letter of comments. = 6 WDs | letter of comments. = 12 WDs of comments. = 20 WDs letter of comments. = 40 WDs
WDs Review of 1% Suppl. Doc. Review of 1%t Suppl. Doc. Review of 1%t Suppl. Doc. Review of 1% Suppl. Doc. Review of 1% Suppl. Doc.
Review of 1% Suppl. Doc. =20 WDs =2 WDs =4 WDs =5 WDs =10 WDs
=10 WDs Review of 2" Suppl. Doc. Review of 2" Suppl. Doc. Review of 2" Suppl. Doc. Review of 2" Suppl. Doc. Review of 2" Suppl. Doc.
Review of 2" Suppl. Doc. =20 WDs =2 WDs =4 WDs =5 WDs =10 WDs
=10 WDs
Approval Release from
complete dossier 10 WDs 10 WDs 5 WDs 10 WDs 10 WDs 10 WDs
Final Review of 1st Evaluation and sending | 1st Evaluation and sending letter
Registration Dossier letter of comments. = 30 of comments. = 30 WDs
WDs Review of 1% Suppl. Doc.
Review of 1% Suppl. Doc. =15WDs 7 WDs 14 WDs 25 WDs 60 WDs
=15 WDs Review of 2" Suppl. Doc.
Review of 2" Suppl. Doc. = 15WDs
= 15WDs
Presentation to
Technical Committee 30 WDs 30 WDs
and MA release
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(1) Screening: Review of the registration dossier by Administration of Regulatory Affairs of Human Pharmaceutical Products to check
its completeness to proceed to the technical assessment process or not.
(2) Technical Evaluation: Detailed technical review and assessment of the registration dossier.

Abbreviations.

a. Suppl. = Supplementary
b. Doc. = Documents
c. WDs: Working Days
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1- Annex 6 (Good practices of national regulatory authorities in implementing the collaborative
registration procedures for medical products) WHO Technical Report Series, No. 1019, 2019
https://cdn.who.int/media/docs/default-source/medicines/norms-and-
standards/quidelines/regulatory-standards/trs1019-
annex6.pdf?sfvrsn=f839be63 2&download=true

2- Annex 10 (Stability testing of active pharmaceutical ingredients and finished pharmaceutical
products). WHO Technical Report Series, No. 1010, 2018
https://cdn.who.int/media/docs/default-source/medicines/norms-and-
standards/guidelines/regulatory-standards/trs1010-annex10-who-stability-testing-of-active-
pharmaceutical-ingredients.pdf?sfvrsn=7cb7a4c9 4&download=true

3- Guideline on process validation for finished products - information and data to be provided
in regulatory submissions. (21 November 2016)
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-process-validation-
finished-products-information-and-data-be-provided-regulatory-submissions-revision-

1_en.pdf

4- CADC guidelines (Guidelines for File Assessment for Pharmaceutical Products for Human
Use).(version 2)
https://www.edaegypt.gov.eg/media/zpidyytc/guidelines-for-file-assessment-for-human-
pharmaceutical-product.pdf
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https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/regulatory-standards/trs1019-annex6.pdf?sfvrsn=f839be63_2&download=true
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/regulatory-standards/trs1019-annex6.pdf?sfvrsn=f839be63_2&download=true
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/regulatory-standards/trs1010-annex10-who-stability-testing-of-active-pharmaceutical-ingredients.pdf?sfvrsn=7cb7a4c9_4&download=true
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/regulatory-standards/trs1010-annex10-who-stability-testing-of-active-pharmaceutical-ingredients.pdf?sfvrsn=7cb7a4c9_4&download=true
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/regulatory-standards/trs1010-annex10-who-stability-testing-of-active-pharmaceutical-ingredients.pdf?sfvrsn=7cb7a4c9_4&download=true
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-process-validation-finished-products-information-and-data-be-provided-regulatory-submissions-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-process-validation-finished-products-information-and-data-be-provided-regulatory-submissions-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-process-validation-finished-products-information-and-data-be-provided-regulatory-submissions-revision-1_en.pdf
https://www.edaegypt.gov.eg/media/zpidyytc/guidelines-for-file-assessment-for-human-pharmaceutical-product.pdf
https://www.edaegypt.gov.eg/media/zpidyytc/guidelines-for-file-assessment-for-human-pharmaceutical-product.pdf
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