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- Training program on importers register licenses issuing procedures.

« Training Program on Updating Licensing Requirements for Pharma-
ceutical Manufacturing Facilities.

- Training program to introduce the latest requirements and procedures
for licensing medical supplies and laboratory reagents factories.

« Workshop on licensing processes of medical products stores.
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Training program on importers register licenses issuing procedures

33&‘}%&&\;\})}&3)}3@\dM&A&EﬂL}M‘Q\M‘}U_ﬂc\)}:}“‘;‘QSJJM\Q\SJJ\S\M’Q}:\‘;\@D‘)J\QJH

2
I S A A
Registration 09:30-10:00 a.m.
. . . . Dr. Fatma El Zahraa
Issuing new importers register license procedures Ahmed 15/01/2026  10:00-12:00 p.m.
me
Break 12:00-12:30 p.m.
Importers register license Renewal & Reissuing Dr. Fatma El Zahraa
12:30-02:00 p.m.
procedures Ahmed
15/01/2026
How to submit documents on electronic link Dr. Fady Wagdy 02:00-03:00 p.m.
O
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Training Program on Updating Licensing Requirements for Pharmaceutical

Manufacturing Facilities
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Day 1
Registration

Introduction About General Administration of Factories
Licensing& Types of Factories

Licensing requirements for ware housing- sampling &

dispensing Dr. Marwa El-Hag  21/01/2026
Licensing requirements for Solid dosage forms 11:00-11:30 a.m.
Licensing requirements for Semi solids& liquids dosage
11:30-12:00 p.m.
forms
Break 12:00-12:30 p.m.
Online application procedures and common mistakes in
o 12:30-01:30 p.m.
submission
Dr. Reem Saeed = 21/01/2026
Accessory stores— factories managers and layout com-
. 01:30-03:00 p.m.
mittee
Day 2
Registration 09:30-10:00 a.m.
Licensing requirements for Sterile dosage forms 10:00-11:00 a.m.
Dr. Marwa El-Hag 22/01/2026
Licensing requirements for HVAC / Water station 11:00-12:00 p.m.
Break 12:00-12:30 p.m.
Plasma guidelines &regulations Dr. Manar Refaat 12:30-01:30p.m.
Licensing inspections committee’s types & Adding activ- Dr. Yasmine 22/01/2026
. . L 01:30-03:00 p.m.
ities to licensed production lines Helmy
At == -
= ? = =
4 din Sbas pas il (reddiall
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09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:00 a.m.
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Training program to Introduce the latest requirements and procedures for
licensing medical supplies and laboratory reagents factories
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Day 1
Registration

Overview on medical devices & types of medical devic-

es factories under the mandate of EDA Dr. Miral
27/01/2026
Guidelines for licensing of sterile, ready to be sterilized Mohamed Abbas
& non-sterile medical devices factories
Break
Online application procedures and common mistakes in
submission Dr. Miral Mo-
27/01/2026
Accessory stores— factories managers and layout com- ~ hamed Abbas
mittee
Day 2
Registration
Procedures for issuance of technical license for opera-
Dr. Nancy Ali 28/01/2026
Guidelines for factory managers registration
Break
overview on Layout review committee
Online application procedures and common mistakesin ~ Dr. Nancy Ali 28/01/2026
submission
At == -
= ? = =
. I Sbas e crediiel!
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09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-01:00 p.m.
01:00-01:30 p.m.

01:30-01:45 p.m.

01:45-03:00 p.m.

09:30-10:00 a.m.
10:00-11:00 a.m.

11:00-01:00 p.m.
01:00-01:30 p.m.
01:30-01:45 p.m.

01:45-03:00 p.m.
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Training program of Medical products stores licensing procedures
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Registration 09:30-10:00 a.m.

Medical products stores licensing documents and
10:00-11:00 a.m.

procedures
Dr. Ireen Gamal 15/02/2026
Good storage practice required in medical prod-
11:00-12:00 p.m.
ucts stores
Break 12:00-12:30 p.m.
Medical Products stores updating licenses docu-
Dr. Suzan Kamal 15/02/2026  12:30-03:00 p.m.

ments and procedures

= ¢ = 2]
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« Workshop on most common deficiencies in stability & method

validation for Impurities analysis & In-use study and Veterinary
products’ stability studies.

Training program on comprehensive overview of CTD modules
with preparation submission criteria of the dossier.
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Workshop on most common deficiencies in stability & method validation for Impu-
rities analysis & In-use study and Veterinary products’ stability studies

Jalatl Jlaill (5 5ha (e (3l 5 bl il 3 8 1B g Gl sil) 5l A8 e e Al S 5 Baclise ) cay il 138 Caagy
Ayl cilaiiall il a5 i) U 2t Al a5 il sl

Registration 09:00-09:30 a.m.
Stability by design: Applying QbD Across the Pharma-
o 8 . PPYINg . Dr. Rania Elhossary 09:30-11:30 a.m.
ceutical Product Life Cycle

22/01/2026

Most common deficiencies in stability study method r. Samah 11:30-01:30 p.m.
validation for Impurities analysis & In-use study Abdelsabour

Break 01:30-02:00 p.m.
Veterinary Product Stability studies : Identifying and Dr. Shereen shaler 02:00-02:30 p.m.
Correcting Common Deficiencies Dr. Hanan Hafez 02:30-03:00 p.m.

22/01/2026
Common Deficiencies in Screening Stability Studies: Dr. Amr Samir 03:00-04:00 p.m.

A Regulatory Perspective

= ¢ as
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Training program on comprehensive overview of CTD modules with preparation
submission criteria of the dossier

IIIIIIIIIIIIIIIIHHHHIIIIIIIIIIIIIIIIIIIIIIHHHHHHIIIIIIIIIII===IIIIIIIII:lEIlIIIIII

Day I: Regulatory updates for Registration of Human Pharmaceuticals

Workshop Introduction & Overview on registration
process according to EDA Chairman decree
450/2023

Registration of local human pharmaceuticals ac-

cording to EDA Chairman Decree No. (450) of 2023 )
Dr. Eman Hussien Registration
Registration of imported human pharmaceuticals 26/01/2026
according to EDA Chairman Decree No. (450) of 09:30—10:00 A.M

2023

Re-registration of human pharmaceuticals accord-
ing to EDA Chairman Decree No. (150) of 2022 1st Session

What'’s next regarding CTD & e-CTD platform Dr. Radwa El-gamil 10:00—12:30 P.M

Most Common deficiencies Dr. Eman Hussien
Day II: Module-3 of the CTD registration file

Overview of different modules of CTD file Break

Dr. Menna El -gamil
Different sections of module 3 12:30—01:00 P.M

Overview of phase | review of module 3 Dr . Rana Magdy
27/01/2026
Introduction to S-Part of module 3 Dr. Shereen Alaa Eldeen
2nd Session
General properties of drug substance and their im-
prop g Dr. Ismail Mohamed 01:00—03:30 P.M
pact on drug product
Day lll: Module-3 of the CTD registration file
Overview of different types of impurities in drug
Dr. Shereen Alaa Eldeen
substance & drug products
28/01/2026

Basic principles of validation of analytical proce-

Dr. Ismail Mohamed
dures

Los\)! doeiall § gyl ol pdl JUSiud
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Training program on comprehensive overview of CTD modules with preparation
submission criteria of the dossier

S N A T

Day IV: Module-3 of the CTD registration file

Introduction to P-Part of module 3 Dr. Menna El -gamil

Composition of finished product in module 3 Dr. Ahmed Mahmoud 29/01/2026

Overview on specifications of finished product in .
Dr. Menna El -gamil

module 3
Day V: Module-5 of the CTD registration file Registration
Introduction & Overview on Bioequivalence 09:30—10:00 A.M
Guidelines

Dr. Basma Ismail 1st Session

Selection Criteria of Innovator Product 10:00—12:30 P.M

-Overview on In- vitro study Break
(Required documents , Application form & Study 12:30—01:00 P.M
summary )
2nd Session
-Focus on points that accelerate evaluation of 01/02/2026
Dr. Samah Hegazy 01:00—03:30 P.M

Potency ,Uniformity of dosage unit

Dissolution test, similarity calculation

Bioanalytical Method Validation Dr. Noran Saaid

Discussion All speakers

= ¢ =

25-29/01/2026 (.:lgi 5/ duyul delw 30 4 paocll slgl did yio 5000 L.E. dazrlye (J funng Jueadll (39
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« Webinar on Common Disease Specific Patient Counseling (Unlock the Pharmacist Potential)

o Webinar on EDA Renal Anemia Guide to Good Pharmacy Practice
« Webinar on rational drug use for heart failure (Unlock the Pharmacist Potential)
« Webinar on Types of Drug information resources (Unlock the Pharmacist Potential)

e Training Program on Streamlining Labeling: Expert Strategies for Enhancing Appeal and E
-Labeling

« Webinar on Pediatric Dehydration and Electrolyte Imbalance )Unlock the Pharmacist Po-
tential) )

« Waebinar on Basics of Drug Interaction Management (Unlock the Pharmacist Potential)
« Waebinar on Rational Drug Use in Peptic Ulcer and GERD (Unlock the Pharmacist Potential)

o Webinar on National Guidance of Rational Antimicrobial Use in the Management of Skin
and Soft Tissue Infection

o Training Program on Non-Prescription Medications Guide

12
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Webinar on Common Disease Specific Patient Counseling
(Unlock the Pharmacist Potential)

Blee 8 Janall 50 daal s il sl Ao sill 5 Adapall e 1 yaba e ol 1 AL aainal) Aabia iy pai )l sl g
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.
Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.
Common Disease Specific Patient 12/01/2026
Dr. Kholoud EINaggar 12:30-02:30 p.m.
Counseling

Reporting for inappropriate pro-
Dr. Menna Ahmed 02:30-03:00 p.m.
motional material

= ¢ =
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Webinar on EDA Renal Anemia Guide to Good Pharmacy Practice

55180 Q380 oyl Lo b Al il jlaall b (ol ) JIally gl A0 52l e 530 5 Al el il palaay (3la
el
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.

Introduction to EDA Initiatives Dr. Yassmin Refky 20/01/2026 12:15-12:30 p.m.

EDA Renal Anemia Guide to Good

Pharmacy Practice Dr. Yassmin Yehia 12:30-02:30 p.m.

[
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Webinar on rational drug use for heart failure

(Unlock the Pharmacist Potential)

G oo aud N Aladiay) g Al gall e sill g dfanall dle 1l jalae e o padll 2 Y0 aatiaall Adalia iy jad ) Sl ol Ca
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Introduction to EDA activities Dr. Abeer Elbeheiry
Introduction to EDA Initiatives Dr. Yassmin Refky
Rational Drug Use for Heart Failure Dr. Eman Zakaria

Reporting for inappropriate pro-
Dr. Menna Ahmed
motional material

aam's 9
27/01/2026 ‘433/153_)-\3 olelw 3 Glaiall o=l pe
d>ly L9 AUV

Free

27/01/2026

12:00-12:15 p.m.

12:15-12:30 p.m.

12:30-02:30 p.m.

02:30-03:00 p.m.
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Webinar on Types of Drug information resources
(Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.

Introduction to EDA Initiatives 12:15-12:30 p.m.

Dr. Yassmin Refky 08/02/2026

Types of Drug Information Re-
12:30-02:30 p.m.
sources

Reporting for inappropriate pro-
Dr. Menna Ahmed 02:30-03:00 p.m.
motional material

[
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Training Program on Streamlining Labeling: Expert Strategies for Enhancing
Appeal and E-Labeling

w3l 2yl 8 ) ALY ol il Al ol jall abad) 5513y Jals asal) Jead) faliils Cay el ) a5l eali sl G
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Registration 09:30-10:00 a.m.

Updated Frameworks for Appeal Pro-

' s ) Dr. Alaa Mahdy 10:00-11:30 a.m.
cessing: Fast Track and Decision Matrix
11/02/2026
Label Safety and warning updates Dr. Soad Ahmed 11:30-01:00 p.m.
Break 1:00-1:30 p.m.
Mastering E-Labeling: Strategies for Suc-
& & i & Dr. Mahmoud Gamiel 01:30-02:30 p.m.
cess and Compliance"
11/02/2026

Dr. Alaa Mahdy
Questions 02:30- 03:00 p.m.

Dr. Mahmoud Gamiel

= ¢ & e
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Webinar on Pediatric Dehydration and Electrolyte Imbalance

( Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.
Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.
Use of Antimicrobials in Pediatrics Dr. Shimaa Nasr 15/02/2026 12:30-02:45 p.m.

Reporting for inappropriate pro-
Dr. Menna Ahmed 02:45-03:00 p.m.
motional material

# v &
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Webinar on Basics of Drug Interaction Management

( Unlock the Pharmacist Potential)
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IS N N

Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.
Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.
Basics of Drug Interaction Manage-
Dr. Kholoud EINaggar 08/03/2026 12:30-02:30 p.m.
ment
Reporting for inappropriate pro-
Dr. Menna Ahmed 02:30-03:00 p.m.

motional material

= ¢ & e
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Webinar on Rational Drug Use in Peptic Ulcer and GERD
( Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.
Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.
Rational Drug Use in Peptic Ulcer 17/03/2026

Dr. Shimaa Hassan 12:30-02:30 p.m.

and GERD

Reporting for inappropriate pro-
Dr. Menna Ahmed 02:30-03:00 p.m.
motional material
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Webinar on National Guidance of Rational Antimicrobial Use in the Management
of Skin and Soft Tissue Infection
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Introduction to EDA activities

Introduction to EDA Initiatives

National Guidance of Rational An-
timicrobial Use in the Manage-
ment of Skin and Soft Tissue Infec-
tion

B

29/03/2026 P9/ duyds Olelw 3
A=>lg gy

Dr. Abeer Elbeheiry

Dr. Yassmin Refky

Dr. Shimaa Nasr
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12:00-12:15 p.m.

12:15-12:30 p.m.
29/03/2026

12:30-03:00 p.m.
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Training Program on Non-Prescription Medications Guide
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Registration 09:30-10:00 a.m.
Introduction to non - prescription medications .
o Dr. Abeer Elbeheiry 10:00-10:30 a.m.
& General principles
31/03/2026

Approaches & Criteria for assessment of a .

o o Dr. Yassmin Refky 10:30-11:30 a.m.
product as a non-prescription medication

Break 11:30-12:00 p.m.

Submission process guide: Requirements of .
Dr.Eman Zakaria ~ 31/03/2026 12:00-02:30 p.m.

submission process
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. Training Program on Best Practice for Using MeDevice Platform

. Training program on Best Practice for Registration of Imported
IVD products

. Training program on Best Practice for Registration of local med-
ical IVDs With Quality Certificates
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Training Program on Best Practice for Using MeDevice Platform
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( MeDevice Platform)
“m
Registration 09:30-10:00 a.m.
Opening speech Dr. Sara Emad 10:00 - 10:30 a.m.
18/01/2026
Platform explanation Dr. Donia Atef 10:30-12:30 p.m.

Break 12:30—01:00 p.m.

Most common mistakes 01:00-02:30 p.m.

. . Dr. Sarah EL Nady 18/01/2026
Panel discussion
02:30-03:30 p.m.

Q&A

E ¢ = -
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Training program on Best Practice for Registration of Imported IVD products
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Registration 09:30-10:00 a.m.

Opening speech 10:00 - 10:30 a.m.

Dr Sara Emad 26/01/2026
Registration guidelines for Imported IVDs 10:30-12:30 p.m.
Break 12:30—01:00 p.m.
Most common mistakes 01:00-02:30 p.m.
. . Dr. Sara Emad 26/01/2026
Panel discussion
02:30-03:30 p.m.

Q&A

[
B
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Training program on Best Practice for Registration of local medical IVDs With

Quality Certificates
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09:30-10:00 a.m.

Registration

Opening speech

Dr. Amira Gehad

New guidelines for Registration of local
medical IVDs With Quality Certificates

Break

Most common mistakes

. . Dr. Amira Gehad
Panel discussion

Q&A

Almts 9 El/)‘
15/02/2026 pof Ay Ol 6 dupaedl slgll digs yie 1500 L.E.
dlg gy Gul ps of golaally
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10:00 - 10:30 a.m.

10:30-12:30 p.m.

12:30—01:00 p.m.

01:00-02:30 p.m.

02:30-03:30 p.m.
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e Workshop on Nitrosamine Impurities: Risk Assessment, Control
Strategies, and Regulatory Compliance

e« Workshop on Good laboratory practice in quality control laborato-
ries

o Workshop on Integrated Life Cycle Management of Scientific instru-
ments: From Procurement to Decommissioning
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Workshop on Nitrosamine Impurities: Risk Assessment, Control Strategies, and
Regulatory Compliance
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Registration 09:30-10:00 a.m.

Introduction for nitrosamine impurities Dr . Abeer Rashad 10:00-10:45 a.m.

How to set the limit Dr . Ola El Husseini 21/01/2026 10:45-11:30 a.m.

Risk assessment Dr. Neven Ahmed 11:30-12:15 p.m.

Break 12:15-12:45p.m.

Case Study 12:45-01:30p.m.

Laboratory Testing Dr. Neven Ahmed 21/01/2026 01:30-02:15p.m.

Regulatory expectations 02:15-03:00p.m.
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Workshop Good laboratory practice in quality control laboratories
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Day 1

Registration 09:30-10:00 a.m.

Sessionl : Pharmaceutical Quality System, Document
i . 10:00-11:30 a.m.
&record Control, good Documentation practices

. . . . Dr .Suzan Samir  02/02/2026
Session 2: Internal Audit, Handling of non-conforming

work, Corrective and preventative actions, Risk man- 11:30-01:00 p.m.
agement

Break 01:00-01:30 p.m.

Session 3: Laboratory facilities and premises, Environ- .
o Dr Suzan Samir 02/02/2026  01:30-03:30 p.m.
mental control and monitoring

Day 2
Registration 09:30-10:00 a.m.

Session1 : Laboratory Resources( managing personnel
and competencies, management of laboratory equip- 10:00-11:30 a.m.

ment, managing of reagents and reference materials)
Dr Nehal Gamal  03/02/2026
Session 2: Laboratory processes( Sampling and han-

dling of sample, Analytical testing and specifications, 11:30-01:00 p.m.
Data processing and data integrity)

Break 01:00-01:30 p.m.

Session 3: Evaluation of results and handling of OOS,
. Dr Nehal Gamal 03/02/2026  01:30-03:30 p.m.
Reporting of laboratory results, Safety rules

= ¢ = m
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Workshop on Integrated Life Cycle Management of Scientific instruments: From
Procurement to Decommissioning
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Registration 09:30-10:00 a.m.

Overview of scientific instruments life cycle from  Dr. El Shaymaa Abou-

. - 10:00-10:45 a.m.
procurement to scrapping decisions bakr

Preventative and corrective maintenance strate-

gies Dr. Nourhan Mohamed 12/02/2026 10:45-11:30 a.m.

Performance trending and KPI evaluation Dr. Rania Yehia 11:30-12:15 p.m.

Break 12:15-12:45p.m.

Dr. El Shaymaa Abou-
Calibration: Introduction and Compliance to bakr

12:45 -01:30p.m.
Quality Standards P

Dr. Nancy Nagy

Calibration: Sustainability and Precision Dr. Mariam Mohamed ;05 5026  01:30-02:15 p.m.

Calibration of balances, HPLC equipment and UV- Dr. Marwa Ashour

Vis spectrophotometer Dr. Lamis Ashraf 02:15-03:00 p.m.

= ¢ = m
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. Workshop on Pharmaceutical Quality System (PQS) & Gov-
ernance

. Workshop about GMP requirements for orthosis & prothesis
factories

. Workshop on Cosmetic Raw Materials Inspection Procedures
. Workshop on Medical Devices Plant Design

- Workshop on Validation System — Lifecycle Approach, Process
Validation & Control Strategies
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Workshop on Pharmaceutical Quality System (PQS) & Governance
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Day I: PQS Foundations

GMP principles overview (WHO, PIC/S, EDA)

PQS model & ICH Q10 alignment

Change management in PQS Dr. Mohamed Naiem
Deviation management Dr. Mahmoud Galal 11/01/2026 Registration
Dr. Samar Mamdouh
Root Cause Analysis techniques 09:30 to 10:00
a.m.
Supplier Management
1st Session
Internal and Quality Audit 10:00 -12:00
Day II: Risk & Knowledge Management p.m.
Break

Quality Risk Management (ICH Q9)
Dr. Mohamed Naiem 12/01/2026 12:00-12:30 p.m.

Knowledge Management
2nd Session

Day lll: Quality culture & Continuous Improvement 12:30-03:30 p.m.

Quality culture & leadership commitment

Dr. Reham Waheed
CAPA effectiveness verification

Dr. Mohamed Naiem 13/01/2026
Quality Oversight

Metrics & KPIs for PQS performance

Los\)! doeiall § gyl ol pdl JUSiud
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Workshop on Pharmaceutical Quality System (PQS) & Governance
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Day IV: Documentation Systems

Introduction to Data Integrity Foundations &
Principles

Regulatory Expectations: Global Regulatory DI

Trends
Dr. Mohamed Fathy Registration
Good documentation practices 14/01/2026 ) )
Dr. Mohamed Naiem 09:30 to 10:00
ALCOA+ Principles with examples a.m.
1st Session

Hybrid systems risks and mitigation controls
10:00-12:00 p.m.
Batch record review best practices

Break
Day V: Advanced Data Integrity 12:00-12:30 p.m.
Hands-On Group Work - Data Governance 2nd Session
Framework & Pol icy Development 12:30-03:30 p.m.

Case studies: DI from an Inspector’s Lens
(Common DI violations) Dr. Mohamed Naiem  15/01/2026

Computer System Validation

Audit trail review

= ¢ an 2]
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Workshop about GMP requirements for orthosis & prothesis factories
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Registration 09:30-10:00 a.m.
Introduction Dr. Sally A. Rasoul 10:00-10:30 a.m.
19/01/2026
what is meant of orthosis & prothesis, classifica-
. . Dr.Rehab Abdel Salam 10:30-12:00 p.m.
tion of factories
Break 12:00-12:30 p.m.

Dr.Rehab Abdel Salam

GMP requirements & documentation 12:30-02:00 p.m.
Dr. Marwa Elsayed

19/01/2026

Dr. Sally A. Rasoul

Open discussion 02:00-03:00 p.m.
Dr.Rehab Abdel Salam

= $ = m
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Workshop on Cosmetic Raw Materials Inspection Procedures
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Registration
Introduction

(EDA decree 122/2022)

Regulations & Guidelines for Importation & Circula-
tion of

cosmetic raw materials

Break

Inspecting process of cosmetic raw materials

Open Discussion

Dr . Maged Samir

Dr.Rehab Abdel
Salam

Dr .Sally Samir

Dr . Sally Samir

Dr .Reham Ramses

(U_U] 9 2,
03/02/2026 N p9 /Ay dslw 6 Dpacdl slgll &b yie  H0QQLLE.
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09:30-10:00 a.m.

10:00-11:30 a.m.

03/02/2026
11:30-12:30 p.m.
12:30-01:00 p.m.
01:00-02:30 p.m.
03/02/2026

02:30-03:00 p.m.
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Workshop on Medical Devices Plant Design
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Registration 09:30-10:00 a.m.
Introduction Dr. Sally A. Rasoul 10:00-10:30 a.m.

10/02/2026

Types of Medical devices factories
- Requirement for non sterile medical devices &  Dr-Rehab Abdel Salam 10:30-12:00 p.m.
orthotic and prosthetic factories

Break 12:00-12:30 p.m.
Requirement for sterile medical devices factories Dr. Ramy Ahmed 12:30-02:00 p.m.

10/02/2026
Discussion All speaker 02:00-03:00 p.m.
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Workshop on Validation System — Lifecycle Approach, Process Validation & Con-
trol Strategies
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Day | : Validation System Fundamentals
1. The Validation Lifecycle Approach

e Regulatory basis (WHO TRS), Validation Master Plan (VMP)
— structure, governance, and approval, Risk-based decision

i L e - Dr. Moh
making in validation activities r N;e?nmed 30/03/2026
2. Integration with PQS
e Link between CAPA, change control, and validation
e Inspection expectations and common pitfalls
Day II: Process Validation 09:30 to 10:00
a.m.
o Stage 1- Process Design, Stage 2 — Process Performance DI Mqhamed .
Qualification, Stage 3 — Continued Process Verification Naiem 31/03/2026 1st Session
e Case studies: Critical vs. major validation deficiencies from Dr. Nehal 10:00 -12:00
inspections Ahmed p.m.
Day Ill: Annual Product Quality Review (APQR)
1. Annual Product Quality Review (APQR) 12:0pO-ri2:30
e  Purpose and regulatory basis, Data collection, trending, )
and interpretation, APQR as a tool for continual improve-  pr. Mohamed 2nd Session
ment and validation requalification triggers Naiem 01/04/2026  15.39.03:30
2. Validation of Support Systems (overview) p-m.
e Integration with contamination control strategy (CCS)
Day IV: Cleaning Validation & Control Strategies
e Regulatory requirements, Setting acceptance criteria
(MACO, PDE-based limits) Dr. Mo.hamed
Naiem
e Sampling techniques (swab vs. rinse, recovery studies) Dr. Ahmed 02/04/2026
e Visual inspection and its limitations, Worst-case product Gad

selection & changeover protocols
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