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EDA’s Establishment

An Independent Public Service Authority Directly Affiliated
to the Egyptian Prime Minister

National Organization for Drug Control and Research

Before August 2019
CAPA
Central Administration of Pharmaceutical L aw no. 1 51 (@) f 2 0 1 9
Affairs ratified by President Sisi on 25 August 2019
NODCAR

Decree No. 777 0f2020

issued by Prime Minister on 29 March 2020
NORCB Executive Regulations
National Organization For Research and Control of
Biologicals
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International Accreditation

EDA is the first African NRA to
achieve WHO ML3 for both
Medicines and Vaccines -

Producing

March 2022,
December 2024




Reliance Practice
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For Finished Products
Reliance Pathways Eligibility Criteria & requirements

Verification Route Abridged Route

1-Product approved by at least two SRAs
Or Product approved in one SRA & WHO
prequalification

1-Product approved by at least one SRA
Or WHO prequalification

2-Verification of sameness of
Product for local market is similar with that
approved by SRA

2-Verification of full sameness of
Product for local market is similar with that
approved by SRA
(Sameness + Including CMC)

Sameness Unredacted

CTD

letter Ass. report
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For Active Pharmaceutical Ingredients
Relying on CEPs

Normal Evaluation

3.2.S.1 General Information
3.2.5.2 Manufacture
3.2.5.3 Characterization
3.2.5.4 Control of the API
3.2.5.5 Reference standards or materials
3.2.5.6 Container-closure system
3.2.S.7 Stability

CEPs Reliance Pathway

3.2.5.1.3 General properties
3.2.5.3.1 Elucidation of structure and other characteristics
3.2.5.4.1 Specification
3.2.5.4.2/3.2.5.4.3 Analytical procedures and validation
3.2.5.4.4 Batch analysis
3.2.5.5 Reference standards or materials
3.2.5.6 Container closure system
Exception: where
the CEP specifies a container closure system and the applicant/ FPP
manufacturer declares to use the same
container closure system.
3.2.5.7 Stability
Exception: where the CEP specifies a re-test period that is the same as
or of longer duration, and storage
conditions which are the same or higher temperature and humidity as
proposed by the applicant.
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API Listing
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Purpose of API Listing

r_ 1- Ease of selection of API suppliers with confirmed high-quality
E\ standards of their drug substances.

@ 2- Saving time of evaluation of Quality CTD file (only P-Part will be
'\) evaluated).
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APls are Listed by:

Egyptian API
Manufacturer.

Imported API MAH of finished
Manufacturer. pharmaceutical
product.
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API Listing

Total Listed APlIs Number of APIs Total Users

b
€& ¢ €D

Total APIs with more than 1 supplier 48 edom el
Total APIs with the same supplier with different monographs 9 ot s s
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API Listing

Total Listed APlIs CEP

288

>
A B C 1 E F G H
e ([ B

B AP Narne B DMF | CEP Holdar Name B Lt Ditecf g appe | Aoprowl gyt | AP Lising Applicant

165 Hebivolol Hydrochloride Cadia Pharmaceulicals Limiled - India RO-CEP 2022095 - Ry 00 Tjun-2025 Flun2030 Fi.Eur. dywarros Bharma for Pharmaceutical Industries (A3)

266 Telmisarizn Thejiang Huahai Pharmaoeutical Co., Ltd. China. R1-CEP 2009 -077-Rew 02 11-un-2025 11-Jun-2030 P Eur. Parkville Pharmaceuticals Egyat [A3)

Applicant Part:
. - ' AP-00 August, 2020 R _ ) )
abes PR— ] - ks 11-Jun-2025 sure Pharmaceutical b --_
167 Mlirabegran Hanour lab limited - India Restricted Part: 1-Jun-2025 1-un-2030 P, Eur Future Pharmaceutical Industries (A3)
RP-00, July-2031
26 Anastrozale Heters [abs Limited, India Applicant part: &F 11-ufy 2021 15-un-2015 15-un-2030 P.Eur. Pharmed health care [A3)
Restricted part: RP [ER], 18- November-2031

6 Imatinik Mesylate Hetene labs Limited, India CEP 2018-222-Few 14 15-lun-2015 15-Jun-2030 P Eur. Pharmed health care (A.3) COUNCIL OF ELROPE
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a m Fingalimod Hydrochlorice Honour Lab imited, India RO-CEP 2018171 - Rew D1 15-4ur-2025 15-Jun-2030 Ph.Eur. Bl Pharma (4.3) for e Qudlily dela qulé
g % HealthCare | & sains de sante CONSEIL DE LEURCPE




= AP API Tool

& " B B

SEARCHING TOOL
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API SEARCHING TOOL

2 API

SEARCHING TOOL

‘ll‘

Since 24/9/2024

This innovative tool offers detailed information on active
pharmaceutical ingredients, including:

Inclusion in the EDA White List.
Available Scientific References (Pharmacopeias)

Key Influential Properties on Substance Quality
(CQA- Critical quality attribute)
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EDA API SEARCHING TOOL

ﬁ';} APl Name : None (1) -

Listing Status - Listing Data
Mo data

Mo data

EDA Specific Guidance -
Mo data

Reference »

Mo data

Name(s) of pharmacopiais) =«
Mo data

-

Critical Quality Attributes
C

Mo data
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EDA API SEARCHING TOOL

33{;, APl Name : Amlodipine (As besilate) 1) -

Listing Status «

Listing Data
Listed on EDWA Whits List

Hetero Labs Limited, India Applicant part: AP [EM], 27-April, usp Hetero labs Limited (A.2) Sep 4, 2029
2023{USP)

EDA Specific Guidance - Restricted part: RP [EM], 22-Suguest
e i o

A 2023
Cadila Pharmaceuticals Limited Applicant Part: Ph.Eur/BF Utopia Phammaceutic alz Apr 26, 2028
- India CPLADVARP48 Wer 28, March 2022 (A3
Restricted Part:
Reference - CPLADNCPMA52 Wer 06 | August 2020

Phamacopeial

Name(s) of pharmacopia(s) =«
United States Phamacopeia
European Phamacopeia
Britizh Pharmacopeia
Japanease Pharmacopeia

-

Critical Quality Attributes
Ca

This data is under construction
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EDA APl SEARCHING TOOL

Q, API Name : Ammonium Chloride (1) ~

Listing Status « Listing Data
Not Listed

EDA Specific Guidance =

w edasgypt

pt.gov.e
plicant-guidance

a/mediafwindxscc/note

n-atypical-api. pdf

Reference -«

Phamacopeial

Name(s) of pharmacopia(s) =
United States Phamacopeia
European Phamacopeia

British Pharmacopeia

Critical Quality Attributes
CQ

-

Thizs data iz under construction
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Annex I: List of Atypical Active Pharmaceutical Ingredient (AAPI)

e |dd e o] -

1 Sodium Chloride
2 Magnesium Chloride
Central Administration for Pharmaceutical Products 3 Calcium Chloride
General Administration of Human Pharmaceuticals Registration 4 Carboxymethyl Cellulose (sodium salt)
Administration of Technical Affairs for Human Pharmaceuticals 3 Cellulose {35 .‘\-‘IEﬂ'L}-'lEE.'HI.Ih.'}SE:I and Derivatives
6 Citric Acid
7 Sodium Sulfate
8 Magnesium Carbonate
9 Magnesium Oxide
. . 10 Sodium Acetate
Notice to applu:ant 11 sodium Bicarbonate
Guidance on Atypical Active Pharmaceutical Ingredients E S*"dé"i':;’l gﬁ;‘;”df
for Medicinal Products 14 Potassium Chloride
15 Ammonium Chloride
16 Glucose [ Dextrose
Year 2023 17 Glyeerol / Glycerin
18 sorbitol
19 Mannitol
20 Polyethylene Glycol
Code: EDREX: NP. CAPP.066 21 Pmp}'lenf: Gl}'l:{'!].
Version No: 1 22 Silicone
Issue Date: 24-08-2023 Mote: List will be updated periodically.

Effective date (if needed): 24-08-2023
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Annex I: List of Atyvpical Active Pharmaceutical Ingredient { AAPL)

Jezpdd e 0]

l Sodium Chloride
{'_ll:ntrnl .-tdmi_ni_sl:rlti_nn for Pharmaceutical Fm_-ducm . ) 3 Maenesinm Chlonide
Creneral Administration of Human Pharmacenticals Registration L=
Administration of Technical Affairs for Human Pharmaceuticals 3 Calciom Chlonde
4 Carboxvmethy] Cellulose (sodium salt)
5 Cellulose (as Methyleellulose) and Denvatives
f Citrie Acid
7 Sodium Sulfate
b Magnesium Carbonate
9 Magnesium Oxde
MNotice to app]icant 10 Sodium Acetate
11 Sodium Bicarbonate
Guidance on Atypical Active Pharmaceutical Ingredients 12 Sodium Hydroxide
. . 13 Zinc Oxade
for Medicinal Products 13 Potassium Chloride
15 Ammonium Chloride
[+ Glucose / Dextrose
Year 2025 17 Glyecerol / Glyeerin
1 Sorbiiol
19 Manmitol
20 Polyethylene Glycol
21 Propylene Glycol
Code: EDREX: NP, CAPP.066 2 Silicone
Version No: 2 3 Sodiuwm Citrate
Issue Date: 03-08-2025 24 Potaszsium Bicarbonate
Effective date (if needed): 03-08-2025 Note: List will be updated periodically.
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DMF sections

Reguired (R Oyptiomal (O

M ibes

3.2.5.1 tseneral Imformmatiom

3.2.5.1.1 MNomeanclature R
F.2.51.2 Structure R
2. 2.5.1.3 General Properties R
3.2.5. 2 Manufacture
3.2.5.2.1 fManufacturer(s) R
2. 2.5.2.2 Description of Manufacturing Process R Erief descriptomn with
and Process Controls manufacturing process flowchart
inclwuding materials used
2252 2 Contral of Materials L]
T 252 4 Controlls of Critical Steps and [}
Intermediates
3.2 .5.2.5 Process Validation arnd for Evaluation o
I 2526 PManufacturing Process Development [}
3. 2.5 3 Characterizatiom
3.2.5.3.1 Elucidation of Structure arnd other o
Characterisoics
I 25322 Impurities R Brief description of possible
impurities
3. 2.5 4 Contral of Drrag Substance
3.2.5.4.1 Specification R From both APl manufacturers amd
Finished product manufacturer
3.2.5.4.2 Analytical Proceduiraes [
2. 2.5.4.3 validation of Analytical Procedures [}
3. 2.5.4.4 Batch Analyses R Certificates of analysis (COA)
3.2 5. 4.5 Jlustificaton of Specification [ ;8
3255 Referemnce Standards or Materials
3.2.5.5 Reference Standards or Materials L= ]
3. 2.5.6 Container Closure Svstem
3.2 5.6 Container Closure Systermm R Brief description aonlly
3257 Stabilityw
I 257 Stability [}

i 0] o i

1. Free TSE/BSE declaration is reguired.
2. Additional data may be reguired if deemed necessary.
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Q APl Name : Etoricoxib

(1) -

Listing Status =
Listed on EDA White List

EDA Specific Guidance «
IR

Reference =«

Mon- Phamacopeial

Mame(s) of pharmacopial(s) =
[l

Critical Quality Attributes
CQA -
hitps ffedasgypt-
my.sharepoint.com b .‘g.‘r:uers-:un_ln'hdr qualitymod
ule edaegypt gov eg/EQdulszFl «Kjimd4 CrafE

MBvNrEOuCL ke 6BcbehfT-Lhw¥e=DMNEckM

Assurgen Pharma Private
Limited, India

Cadila Healthcare Limited -
ndia

Wirdev Intermediate Pwit. Lid.
ndiz

Kekule Pharma Limited-India

Hetero Labs Limited Unit |, India

PRUDEMCE PHARMA CHEM.
MDA

Kekule Pharma Limited-India

Listing Data

DMIF version numberfCEP number APl Reference

Applicant part
APPLETC/APDNIE2019
Restricted part
APPLETC/RPOOMDS2015

"Applicant Part:
APETB/L er. 000 |, 28-June-2020

Resiricted Pari:
RP/ETE/L Mer.000 ; 05-February-2021

plicant

’“TDfﬁ-Jg" APLSA TD.’III'-'IZIT-’
Restricied part

CTDVRPAPLIETOND/0G

Applicant Part:
KPLACE-IHAP-01/03-2023
Resiricted Part:
KPLACE-IHRP-0203-2023

Applicant Part: AP [EM], 01-Juby-21021
Restricted Part: RF [EM] 12 January
2022

fg:uplln:ant part APET XG0S
=tricted part- RP/ETX/02

Applicant Part:
KPLIACE-IHIAP-00 /12-2022

Resiricted Pari:
KPLIACE-IHIRP-01 March 2021

In-House

In-House

In-House

In-House

In-House

In-House

In-House

To Lead for
Phamaceuticals (A3

Cct 1, 2029

Apex pharmma (A.3) har 25, 2029

Liptis For Dec 31, 20258
Pharmaceuticals and

Medical Products (4.3)

Incandesce (A 3) Sep 10, 2025

Al Andalous for Jul 9, 2028
phamaceutical
industries Il hormone
(£ 3]

Julphar Plus (A _3) Jum 25, 2028

El Delta for
Pharmat eutical
Industries — Delia
Pharma (&.3)

bMay 23, 2028

1-10f
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Degradation | Forced degradation studies have shown sufficient stability but Etoricoxib has been found to

( undergo massive degradation in response to oxidative conditions. Considering literature
General Aduuigtation of Bt Frrvuncrnlicsls Reglivatisn u __ information about photolytic degradation processes under certain circumstances, sufficient
Administration of Technical Affairs for Human Pharmaceuticals Ardlliliadi s photo stability of drug substance has been demonstrated. *

Central Administration of Pharmaceutical Produocts [0l ;q v \

According to the forced degradation study, Etoricoxib was found to be susceptible to

. —_— e ' \ 5
Critical v Attributes (CQAs) of Etoricoxib degradation by base hydrolysis and oxidation.

Parameter Relevant Data

Solubility Etoricoxib is a substance with pH dependent solubility. It has a high solubility in the gastric Notes:

media at low pH, whereas its solubility decreases as pH increases. . ) . ) ) ) o
The selection of the cntical quality attnbutes of the drug substance i1s the responsibility of the

Etoricoxib is freely soluble in methanol, tetrahydrofuran, dimethyl sulfoxide, methyl ethyl applicant.
ketone, dimethyl formamide, and chloroform. Etoricoxib is soluble in isopropyl acetate,
ethanol and toluene, sparingly soluble in 2-propanol, and practically insoluble in water. *

" Polymorphism | Several Etoricoxib polymorphic forms (Forms I-V; Forms IX-XVI), two hydrate forms and References:
one amorphous form have been reported. * . o o
I. Patent WO2016015776A1, Pharmaceutical composition of etoricoxib.

It has been reported that forms IV and V are more thermodynamically stable than forms I 2. Patent WO2021124044A1, Pharmaceutical composition of eyclooxygenase - 2 inhibitors.
I, but we have *”’1’";1?‘3‘3’ ﬂi‘;‘mﬁt “‘“‘hf“f;“ ! P;J*F“'“d in L‘““jj“?”y thf“““ ‘_'f;‘*‘-‘* 3. Patent EP2714676B1, A Process for The Preparation of Polymorphic Form I of Etoricoxib.
t : ' s st tec ess conditions such ¢ . ..
0 20 conversion 0 16 Suble tncar TocTqI0ice process confiions SICH & L 106, 4. Public Assessment Report of Etoricoxib Zydus 30/60/90/120 mg film-coated tablets
compression or blending with excipients. Another advantage of form 1 is better solubility in Etoricoxib

loricoxib,

comparison to polymorphic forms IV and V which can afford to improved pharmacological
properties such as bioavailability. * 5. Public Assessment Report of Etoricoxib - 1 A Pharma / Etoricox-Hexal 30 /60 /90 / 120

: . . , mg Filmtabletten Etoricoxib.
Evidently, etoricoxib containing even small amounts of hemihydrate form would convert

during time to undesired physical form, whereas pure polymorphic form [ has no tendency
to conversion. Consequently, pure polymorphic form I is preferably used for incorporation , COUNCIL OF EUROPE

e . . ol it 3

& into pharmaceutical compositions.

N
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