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1. Training Program on Variation Applying According to the Sixth Edition
of Human Pharmaceutical Variations Guidelines

2. Workshop on Applying VICH Stability Guidelines GL3 & GL58: Over-
view, Dosage Forms, and In-Use Stability Studies with Key Q&A

3. Training Program on Explanation of the Mechanisms for Evaluating
Cosmetic Products and an Introductory Overview of How to Use The Cos-
metics Notification Portal

4. Workshop on Introduction to Bioequivalence , Selection Criteria of inno-
Vator Product and Performance of Comparative in Vitro Studies

5. Training Program on Clarification of rules of Evaluation the Quality Mod-
ule of CTD file

6. Workshop on Stability by Design: Most Common Deficiencies in Related
Substance Analysis, Matrixing & Bracketing to In-Use

7. Workshop on Veterinary Medicines Registration (Regulations and updates)
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Training Program on Variation Applying According to the Sixth Edition of
Human Pharmaceutical Variations Guidelines
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Registration

Introduction

Variation Inquiry with assessment
Variation Inquiry without assessment
& Appeals

Break

Reliance on reference regulatory
authority

Post Marketing Variation Approvals

Dr. Mariam Maged

Dr. Dina Mohamed Kamal

Dr. Rah | il Al
r. Rahma Ismail Ali 16/07/2026

Dr. Nahed Adel

Dr. Amira Zakaria
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09:30-10:00 a.m.

10:00-11:00 a.m.

11:00 - 11:30 a.m.

11:30-12:30 p.m.

12:30-01:00 p.m.

01:00-01:30 p.m.

01:30-3:00 p.m.
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Workshop on Applying VICH Stability Guidelines GL3 & GL58: Overview,
Dosage Forms, and In-Use Stability Studies with Key Q&A
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Registration

Overview VICH GL3, GL58 Ass. Prof. Dr. Rania Elhossary

Veterinary Product Stability studies :

Identifying and Correcting Common Dr. Shereen Shaker
Deficiencies
09/08/2026
Break
Most common Q&A Dr. Youmna safie eldein
In-use stability Dr. Heba Saad

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

10:00-12:00 p.m.

12:00 - 01:00 p.m.

01:00-01:30 p.m.

01:30-02:30 p.m.

02:30-3:30 p.m.
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Training program on Explanation of the Mechanisms for Evaluating Cosmetic

Products and an Introductory Overview of How to use the Cosmetics
Notification Portal
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Registration 09:30-10:00 a.m.
Introduction Dr. Heba Essam EI-Din 10:00-10:15 a.m.

Explanation of Notification . )
requirements Dr. Mayada Mousa 10:15-11:00 a.m.
Explanation Of Claims Guide Dr. Reham Said 11:00-11:30 a.m.

Explanation Of Common Reasons For . . )
Request Rejection &Violations Dr. Heba Essam EI-Din 11:30-12:15 p.m.
Break 12:15-12:45 p.m.

20/08/2026
Explanation Of Naming Rules For

Locally-Manufactured Cosmetic Dr. Walaa Hassan 12:45-01:15 p.m.

Products

Dr. Heba Essam El-Din
Demonstration of EGY COSM portal 01:15-01:45 p.m.
Dr. Marwa fawzy

Dr. Sandy Sami
Explanation Of Variation Department 01:45-02:30 p.m.
Dr. Heba Essam El-Din

Discussion All speakers 02:30-03:30 p.m.
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Workshop on Introduction to Bioequivalence , Selection Criteria of Innovator
Product and Performance of Comparative in Vitro Studies
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Registration 09:30-10:00 a.m.
Opening & Welcome Dr. Asmaa Mohamed 10:00-10:15 a.m.

Introduction & Overview on Bioequiv- . ]
alence Guidelines Dr. Asmaa Mohamed 10:15 - 12:00 p.m.

Overview on Updates of submission of
In- vitro study

Dr. Engy Adel 20/08/2026 12:00 - 12:30 p.m.
Focus on points accelerate evaluation
of the study
Break 12:30-01:00 p.m.
Potency ,Uniformity of dosage unit & . .
avoiding common errors Dr. Samah Hegazy 01:00-02:00 p.m.
Overview on Bioequivalence study Dr. Samhaa ELSaleh 02:00-03:00 p.m.
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Training Program on Clarification of Rules of Evaluation the Quality
Module of CTD File
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Day I: Module-3 of the CTD registration file

Overview of different modules of CTD file Registration
Dr. Menna El -Gamil
And different sections of module 3 09:30—10:00 A.M
Introduction to S-Part of module 3 Dr. Shereen Alaa Eldeen
07/09/2026
1st Session

Overview of different types of impurities in
Dr. Shereen Alaa Eldeen
drug substance & drug products 10:00—12:30 P.M

General properties of drug substance and .
o Dr. Ismail Mohamed
their impact on drug product

Day Il: Module-3 of the CTD registration file Break
Introduction to P-Part of module 3 Dr. Menna El -gamil 12:30—01:00 P.M
Composition of finished product in module 3 Dr. Menna El -gamil
Overview on specifications of finished prod- 08/09/2026 2nd Session

) Dr. Menna El -gamil
uct in module 3
01:00—03:30 P.M
Basic principles of validation of analytical pro- .
Dr. Ismail Mohamed
cedures
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Workshop on Stability by Design: Most Common Deficiencies in Related
Substance Analysis, Matrixing & Bracketing to In-Use
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Day |
Registration
Stability by design Ass.Prof Rania Elhosary 09:30—10:00 a.m.
13/09/2026
Matrixing & Bracketing Dr. Youmna safie eldein .
1st Session
Open discussion Ass.Prof Rania Elhosary 10:00—12:30 p.m.
Day Il
Break
Most common deficiencies for related sub- Ass. Prof. Dr. Samah Ab-
stance analysis delsabour 12:30—01:00 p.m.
In-use stability study Dr. Heba Saad 14/09/2026
2nd Session
Q&A Ass.Prof Rania Elhosary 01:00—03:30 p.m.
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Workshop on Veterinary Medicines Registration (Regulations and Updates)
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Registration

Overview on Regulatory Process of
Inquiry Requests & common mistakes/
Related modifications/ Fast Track
workflow

Overview on Regulatory Process of
Naming & common mistakes/ Related
modifications/ Naming updated guide-

lines

Overview on scientific file common
mistakes & related modifications

Break

Overview on scientific modifications
common mistakes

Overview on veterinary
bioequivalence studies

Overview on Regulatory Process of
New/ Re-reg final registration files &
common mistakes/ Related
modifications

Overview on updates of transfer/
addition of manufacturing site

Overview on variation requests
common mistakes

P92/ A olels 6

EH
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>l ‘5:)_)»’3
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Dr. Madonna Medhat

Dr. Salem Abdelmoneim

Dr. Nada Mohamed

Dr. Magda Fawzy

Dr. Amany Raafat

Dr. Yasmin Abdelsamea

Dr. Heba Ahmed

Dr. Marwa Hamdy

¢ an

2500 L.E.
el

14/09/2026

L9 Jrzeud
i

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30 - 11:15 a.m.

11:15-11:45 a.m.

11:45-12:15 p.m.

12:15-12:30 p.m.

12:30-01:00 p.m.

01:00-02:00 p.m.

02:00-02:30 p.m.

02:30-03:30 p.m.
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1. Webinar on Rational use of Anticoagulants and Antiplatelets
2. Training Program on Individual Case Safety Reports (ICSRs) Management

3. Webinar on Management of Dyslipidemia Treatment (Unlock the Pharmacist Po-
tential)

4. Training Program on Effective Performance and Quality Systems: from KPI Man-
agement, to Appeals and QMS Integration with PV

5. Webinar on EDA Renal Anemia Guide to Good Pharmacy Practice Guide to
Guide (G2G)

6. Training Program on Medical Device Vigilance

7. Workshop on PROMAT Platform

8. Webinar on Management of Antimicrobials Allergy (Unlock the Pharmacist Potential )
9. Workshop on CAPA for PV Inspection Findings /PV Non-Compliance

10. Webinar on Management of DVT in Adults and Pediatrics

(Unlock the Pharmacist Potential )

Page no. 11



T sl 48 @l pantosall Tile ) 3 pall Tpa i) s ghlly iy il s 5 geali e 11
i) cilipand g 4 g AN @l pddl) (8 o 0 el 12

el 2 La dadlal) il pa 08 Jas Aipg.13

@S9 120, (19 (Aana By pllial) LiLEA T3 8 (s Sl .14

Aas o A Aay (a pdaiaal) g sad cladlaiay Gy adll o 0 el .15

(ima Bl (el Sl (asa B Calaall g alliad) ) sl (8 i Jling .16
PRSP
ddaal) AB80L Aaldl) duwldl) Juadal) cile) ja) AliS (adile JS o8 Jas Ay .17

il g Saal) cilabiaal aadi 1) aladliud (ool i) Julally iy 2lll 08 et Jliug 18
Guide to Guide (G2G) £ 55w

hliall g éél.'ud\ ﬁ;&ﬂ so9) ALl ce Y el 219

i ge i) g danlail) g dile Al o) gal) Clila asal Cile) ) (8 ol el 2,20

11. Training program on Non-Prescription Medicine Promotion guidelines

12. Training Program on Streamlining Labeling: Expert Strategies for En-
hancing Appeal and E-Labeling

13. Workshop on Post-Authorization Safety Studies and Active Surveillance.
14.Webinar on Management of Osteoporosis Treatment

Unlock the Pharmacist Potential)

15. Training Program on Non-Prescription Medications Guide

16. Webinar on Bone and Mineral Disorders in Chronic Kidney Disease ( Un-
lock the Pharmacist Potential)

17. Workshop on How to write PV SOPs

18. Webinar on National Guidance of Rational Antimicrobial Use Guide to Guide
(G2G)

19. Training Program on The Periodic Benefit Risk Evaluation Reports (PBRERs)

20. Training program on process of marketing material files Submission

Page no. 12
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Webinar on Rational Use of Anticoagulants and Antiplatelets
(Unlock the Pharmacist Potential)
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Introduction to EDA Activities Dr. Yassmin Refky 12:00-12:15 p.m.

Rational Use of Anticoagulants and

Dr. Sara Shokry
Antiplatelets 06/07/2026

12:15-02:30 p.m.
Reporting for Inappropriate
Dr. Nabila Ahmed 02:30-03:00 p.m.
Promotional Material

[
B
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DAY | Registration 09:30-10:00 a.m.
PV intro and ADRs Reporting 10:00-12:00 a.m.
Dr. Reem Tarek
Classification of ADRs 12:00-01:00 a.m.
09/07/2026
Break 1:00—1:30 p.m.
Ideal Case Processing / Practical Session
( Including MedDRA Coding and Causality Dr. Reem Tarek 01:30-03:00 p.m.
Assessment)

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

Vaccinovigilance Dr. Reem Tarek 10:00-12:00 a.m.
Common pitfalls / Practical Session Dr. Reem Tarek 12:00—12:30 p.m.
Break 12/07/2026  12:30-01:00 p.m.

Cosmitoviglance Dr. Rawda Negm 01:00-03:00 p.m.

= ? = 2=
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Webinar on Management of Dyslipidemia Treatment

(Unlock the Pharmacist Potential)

Gl Lash 4y peadl) o sall i Cila jae s Adadil e Cajadll 1 YL adinall Aalia oy o ) ool Sl 5l Cangy
AU o saall A il slaal #3le 4aS Al sall due sl g dglanall dle Sl G by

I S N A R

Introduction to EDA activities Dr. Yassmin Refky 12:00-12:15 p.m.

Management of Dyslipidemia

Dr. Shimaa Nasr 12:15-02:30 p.m.
Treatment 13/07/2026

Reporting for Inappropriate
Dr. Nabila Ahmed 02:30-03:00 p.m.
Promotional Material

[
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Training Program on Effective Performance and Quality Systems: from KPI
Management, to Appeals and QMS Integration with PV
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Registration 09:30-10:00 a.m.
Introduction Dr .Shaimaa Mohamed 10:00-11:00 a.m.

Quality Management System Integration

(training , auditing, etc) Dr .Shaimaa Mohamed 16/07/2026 11:00-12:30 a.m.
Break 12:30-01:00 p.m.
Performance Precision: Mastering Ap- Dr Shaimaa Mohamed 01:00-03:00 p.m.

peals and KPI Management

B ¢ = B8
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Webinar on EDA Renal Anemia Guide to Good Pharmacy Practice Guide
to Guide (G2G)
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Introduction to EDA activities Dr. Yassmin Refky 12:00-12:15 p.m.

Dr. Heba Abdulaziz 21/07/2026

EDA Renal Anemia Guide to Good
Dr .Yasmin Yehia 12:15-03:00 p.m.
Pharmacy Practice

Dr. Abdelrahman Amin

= v =
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Training Program on Medical Device Vigilance
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Day |
Introduction to Medical Devices Vigilance

Medical Devices Safety and Multidimensional
Responsibility

Break

Egyptian Medical Devices Vigilance Require-
ments in Pre-market and Post-Market

MDSU Reception Requirements
Day Il

Incidents Reporting System

Break
Investigations Made by the Manufacturer

Field Safety Notices and Actions (FSNs _
FSCAs)

Day lll
PSUR
Break
National Appendix
New MD Vigilance Guideline

9

L paoll slgll diud yie
Lygaaiall

Dr. Christena Basily

Dr. Christena Basily

Dr. Christena Basily

Dr. Christena Basily

Dr. Christena Basily

Dr. Christena Basily

A,
[e]

3000 L.E.

Registration

28/07/2026  (09:30 to 10:00 a.m.
1st Session
10:00 -12:00 p.m.
Break
12:00-12:30 p.m.
29/07/2026
2nd Session
12:30-03:00 p.m.
30/07/2026
2=
% dady Siee
dudal) Slojbid!

Page no. 18



Qla\gﬁ@\gﬂ‘j‘@d\ aladic) o il Jae Al .7
Workshop on PROMAT Platform

PROMAT 45 Sy duaiall o ansill 43S o Zualall ilSall 5 45 50Y) IS 55 Jian Gyt ) Josll 2 5 g

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

Introduction, Definitions & Platform
10:00-11:00 a.m.

Services Dr. Maichel Refaat
Demonstration of Submission 11:00-12:00p.m.
Break 12:00-12:30 p.m.
30/07/2026
Dr. Maichel Refaat 12:30-01:30 p.m.
Practical workshop
Dr. Naglaa Gamal 01:30- 02:30 p.m.
Hands on Submission
Dr. Doaa Ahmed 02:30- 03:00p.m.

= 9
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Webinar on Management of Antimicrobials Allergy

(Unlock the Pharmacist Potential )

Gl yaliay alahy Lasd 4y | el sall A il jiia ¢ Al oyl 1 YU aiacall Aobua Ciy s ) il U o)) Cangy
D ) Lad 4 B : Doy Iz o 2 (o Ol ¢
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I T T

Introduction to EDA activities Dr. Yassmin Refky

Management of Antimicrobials Allergy Dr. Shimaa Nasr

Reporting for Inappropriate Promotional
Dr. Nabila Ahmed
Material

04/08/2026 po/ duys olelw 3 Slaiadl Gil ps Free
d>ly A5 g9 ASIV

12:00-12:15 p.m.

12:15-02:45 p.m.
04/08/2026

02:45-03:00 p.m.
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Workshop on CAPA for PV Inspection Findings / PV Non-Compliance

cligin) ae /A8 (R ol e Tl 2ald ol 5 Ransaaaill cile) ja ) MR S &N oU8 AAS & 8 ) aall B 5 Congs
AR il e 3l el el s Lo laall (ol g 2601 Ll

IS N T N

DAY | Registration

CAPA for PV Inspection Findings / PV

. Dr. Aya Attia
Non - Compliance 4

Break

Hands-on Training with Practical Applica-

tion on CAPA for PV Inspection Dr. Aya Attia

DAY Il Registration

Practical Case Study on Inspection Out-

Dr. Aya Atti
comes and CAPA Implementation r. Aya Attia
Break
Continue Practical Case Study on
Inspection Outcomes and CAPA Imple- Dr. Aya Attia

mentation

B Q =

17-18/08/2026 [ duysi olelw12  dpaall slol dixd yio

Ol Olags prell

2000 LE.

09:30-10:00 a.m.

10:00-12:00 a.m.

12:00—12:30 p.m.

17/08/2026
12:30-03:00 p.m.
09:30-10:00 a.m.
10:00-12:00 a.m.
18/08/2026  12:00-12:30 p.m.

12:30-03:00 p.m.
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Webinar on Management of DVT in Adults and Pediatrics
(Unlock the Pharmacist Potential )

Gl jalean Bl Lagd 4y b el sall daa il jaa g Adaiiil oyl 1 YL aiacall Aolua iy jad ) oo oaill L gl ca
) L Lag 4y 5 : 249 ! 2 L 2 () el Ol 24
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Introduction to EDA Activities

Management of Deep Vein Thrombosis

(DVT)

Reporting for Inappropriate Promotional

Material

Dr. Yassmin Refky

Dr. Shimaa Hassan

Dr. Nabila Ahmed

Alemls E]A
17/08/2026 P92/ duyds olelu 3 Wlaiddl Ul ne Free
A=>lg gy

12:00-12:15 p.m.

12:15-02:45 p.m.
17/08/2026 >-02:45 p.m

02:45-03:00 p.m.
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Training program on Non-Prescription Medicine Promotion Guidelines
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Registration

Opening & Welcome Note

General Rules

Claims & Representations

Claims & Representations

Special Issues

Questions

EH

24/08/2026

P92/ &yl olelu 6

RET 5:)).)3

Break

Dr.Naglaa Gamal

Dr.Naglaa Gamal

Dr.Doaa Ahmed

Dr.Marwa Adawi

Dr.Naglaa Gamal

Dr.Naglaa Gamal
Dr.Doaa Ahmed

Dr.Marwa Adawi

" ox)

& paall cloull diud yio

Jeelly

-

1500 LE.

24/08/2026

09:30-10:00 a.m.

10:00-10:15 a.m.

10:15-11:15 a.m.

11:15-12:00 p.m.

12:00-12:30 p.m.

12:30-01:00 p.m.

01:00-01:30 p.m.

1:30: 03:00p.m.

Page no. 23



Clalaily) clisand o @JJ&"X\ Q) plidl) G eyl el 0,12

Training Program on Streamlining Labeling: Expert Strategies for

Enhancing Appeal and E-Labeling

2yl o0 Y ALY b il daal) aal all Zalall 3 la¥1 Jals Zasall Jeal b Gy jail ) a3l geeli ol Chngs
Ay SNl Aalall Ll ) ALY Al Ac) Y G5 4S5l 08 (e adiall cllll (e JST o) il
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Registration

Updated Frameworks for Appeal Pro-

cessing: Fast Track and Decision Matrix Dr. Alaa Mahdy

Label Safety and warning updates Dr. Sara Ahmed
Break 25/08/2026
Mastering E-Labeling: Strategies for

Dr. Mahmoud Gamiel
Success and Compliance"

Questions Dr. Alaa Mahdy

= 9 = Fa

25/08/2026 p /&y Olelw 6 dusasll slgll dis yie 1500 LE. B9l U Jiae
d>lg gyl Glaiadl Gu>! ps [ Jinlb
g ASIYI

09:30-10:00 a.m.

10:00-11:30 a.m.

11:30-01:00 a.m.

01:00-01:30 p.m.

01:30-02:30 p.m.

02:30-03:00 p.m.
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Workshop on Post-Authorization Safety Studies and Active Surveillance.
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Registration 09:30-10:00 a.m.
Active vs Passive Surveillance Strat-
egies for Modern Pharmacovigi- Dr. Shimaa Taha Sayed 10:00-12:00 p.m.
lance
§ 27/08/2026
Break 12:00-12:30 p.m.

Fundamentals of Designing& Imple-

Menting of Effective PASS Dr. Shimaa Taha Sayed 12:30-03:30 p.m.

= 9 = P8

27/08/2026 P92/ &S Olelw 6 dpacll clglll A yie 1500 LE. Jol> o LoVl W (Sas |
A9 ()5 S| s [$olanll (MAHs) &gl sy Sy -
g ASIY) ilarel! Ludladll Sge ! USJ“O [x] "J'-';."i'

Page no. 25



(=19 faina, B9 (Asa) B aleay allal) Ldlda Ze 0o i Jling .14
Webinar on Management of Osteoporosis Treatment

( Unlock the Pharmacist Potential)

sl L2 23l A il 5l Ao i) 5 Al Ade )

I S N N

Introduction to EDA Initiatives Dr. Yassmin Refky 12:00-12:30 p.m.

Management of Osteoporosis Treat-
Dr. Kholoud Al Naggar 12:30-01:30 p.m.

ment 02/09/2026

Reporting for Inappropriate Promotion-
Dr. Nabila Ahmed 01:30-03:30 p.m.
al Material

= ¢ = 8

02/09/2026 92/ &yl el 3 Olail Gu>l e Free aiemall doluo
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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 & General Principles Dr. Eman Zakaria 10:00-10:30 p.m.

Approaches & Criteria for Assess-
ment of a Product as a Non- Dr. Yassmin Refky 07/09/2026 10:30-12:30 p.m.
Prescription Medication

Break 12:30-01:00 p.m.
Submission Process Guide:

Requirements of Submission Dr. Eman Zakaria 01:00-03:00 p.m.

Process

= 9 = P8

07/09/2026  ps/ dmySolelub Slaiall Gu>] e 2000 LE. L9oY) L fhae
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Webinar on Bone and Mineral Disorders in Chronic Kidney Disease

(Unlock the Pharmacist Potential)

Gl Lash 4y peadl) o sall i Cila jae s Adadil e Cajadll 1 YL adinall Aalia oy g ) ool Sl o)) Cagy
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Introduction to EDA Initiatives Dr. Yassmin Refky

Bone and Mineral Disorders in Chronic
Dr. Yasmin Yehia
Kidney Disease

Reporting for Inappropriate Promotional Ma-
Dr. Nabila Ahmed
terial

=: '/ an
14/09/2026 92/ &yl el 3 Olaiedl Ga>l e Free
A=>lg gy a9 ASIVI

12:00-12:15 p.m.

14/09/2026 12:15-02:45 p.m.

02:45-03:00 p.m.
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Workshop on How to Write PV SOPs

Lae dlapal) Adagdly ddadil A daalal) dpul@ll Judil) e ja) AUS Gadile JS o il 5 iy jaill Jaal) 4 ) 5 Coags
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Registration

Introduction

How to write Pharmacovigilance Dr. Shaimaa Mohamed
SOPs with the Most Comment Mis-

takes

Break

Hand on Pharmacovigilance SOP

Writing Dr. Shaimaa Mohamed

= ¢ an

pg /s olelw 6 & paodl gl &g yio
Ay il Pl

17/09/2026 1500 LE.

17/09/2026

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-12:30 a.m.

12:30-01:00 p.m.

01:00-03:00 p.m.
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Guide to Guide (G2G) & 34w
Webinar on National Guidance of Rational Antimicrobial Use

Guide to Guide (G2G)
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“

Introduction to EDA Initiatives Dr. Yassmin Refky 12:00-12:15 p.m.
22/09/2026
National Guidance of Rational Antimicrobial
Dr. Shimaa Nasr 12:15-03:00 p.m.
Use
[U" U] A, U
B "/ = e
22/09/2026 92 [ &y wlslw 3 Glaiall Gl e Free  ©h>gg Olddiual dolue
S>ly (g 459 ASIYI AWl dyle
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Training Program on The Periodic Benefit Risk Evaluation Reports

(PBRERS)

bl 5 adliall gl gy sall ) apaiy Aalal) il s sall JS0 Tlee 5 1 s Qi) L) (I o 50l el ) Coagy
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DAY | Registration

Risk Assessment and Pharmacovigi-
lance

Introduction to PBRER and PBRER Fre-

Dr. Joustin Adel
guency Proposals

Common Pitfalls of Reception Submis-
sions

Break

Assessment and Evaluation of PBRER

Dr. Joustin Adel
Template (1st part) f. Joustin Ade

DAY Il Registration

Assessment and Evaluation of PBRER

Dr. Amira Hat
Template (2nd Part) - Amira Hatem

Break

Hands on Training on PBRER (Practical

Dr. i
Workshop on PBRER Document) r. Amira Hatem

BH @O Q =

27-28/9/2026 [dmyb olelw12  dpadlslol dus yio 3000 LE.
Oluyld Olag s>l e [ pyelh
439 AU Wiliaiall

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-12:00 a.m.

27/9/2026 12:00-12:30 p.m.
12:30-01:00 p.m.
01:30-03:00 p.m.
09:30-10:00 a.m.
10:00-12:30 p.m.
28/9/2026

12:30-01:00 p.m.

01:00-3:00 p.m.

Aaddl Jlmes pleladl g
LoVl WL ddusall
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Training Program on Process of Marketing Material Files Submission
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Registration

Opening & Welcome Note

Submission process & Standard
Checklist for Printed / Electronic
Files (New)

Submission Process & Standard
checklist for Printed / Electronic
Files ( Variation & Extension)

Submission Process & Standard
Checklist for Online Files

General Work Instructions

Questions

EH

28/09/2026

P92/ &yl olelu 6
RET 5:)).)3

Dr. Moaz Masoud

Dr. Naglaa Gamal

Dr. Naglaa Gamal

Break

Dr. Doaa Ahmed

Dr. Moaz Masoud

All Speakers

Q ax

Lpaoll slgll) &b yie 1500 LE.
Jeelly

09:30-10:00 a.m.

10:00-10:15 a.m.

10:15-11:15a.m.

11:15:12:.00p.m.

28/09/2026
12:00-12:30 p.m.
12:30-01:30 p.m.
01:30-02:30 p.m.
02:30-03:00 p.m.
O

LoVl W (Sas
dadall LI
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1. Training Program on Integrated Life Cycle Management of Scien-
tific Instruments: From Procurement to Decommissioning

2. Training Program on Computerized Systems and Computerized
System Validation

3. Training Program on Guidelines for the Review and Technical As-
sessment of analytical Files of Human Pharmaceutical Products—
Version 3

Page no. 33
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Training Program on Integrated Life Cycle Management of Scientific Instru-
ments: From Procurement to Decommissioning

i) il sal) pa s (g Vot - JalSIL Aaalall 5 3 lam B 5] b sy A 5o¥) S g 35 ) o) geali ) g
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Registration 09:30-10:00 a.m.

Overview of scientific instruments life cycle from Dr. Alshaymaa
10:00-10:45 a.m.

procurement to scrapping decisions Abobakr
Preventative and corrective maintenance strate- Dr. Nourhan
. 11:30-10:45 a.m.
gies Mohamed
Performance trending and KPI evaluation Dr. Rania Yehia 11:30-12:15 p.m.
Break 27/07/2026 12:15-12:45 p.m.
Dr. Alshaymaa
Calibration: Introduction and compliance to
, P Abobakr 12:45-01:30 p.m.
quality standards
Dr. Nancy Nagy
) . o . Dr. Mariam
Calibration: Sustainability and Precision 01:30-02:15 p.m.
Mohamed

Calibration of Balances, HPLC equipment and UV~ Dr. Marwa Ashour
-Vis spectrophotometer Dr. Lamis Ashraf

02:15-03:00 p.m.

= ¢ = M-

27/07/2026 P92 /45 dslw 6 4 paall slgll i 4o 2000 L.E. Wl Sas
d>lg gyl 4)ygraially

Page no. 34



i3
e
sz 5) M

@M\MV\MGA&M\J@M\MY\&@J&'@UJ* 2
Training Program on Computerized Systems and Computerized System

Validation

L) Tedlas i) Y1 53 sl ilillae e (3815 Ly

Registration

Foundations— regulation, GAMP5 (Introduction
to CSV and regulatory landscape— introduction
to GAMP5)

The Validation lifecycle— from requirements to
testing ( the validation life cycle and planning—
defining the system— specifications— verification
— testing strategies)

Break

Operational phase— data integrity, part 11 and
system retirement (data integrity considera-
tions— operational phase management— system
retirements— case studies)

Dr. Nehal Gamal
Eldin

Dr. Ghada Elhag

Dr. Nehal Gamal
Eldin

Dr. Ghada Elhag

= '/ an
31/08/2026 a4 dslu 6 & paoll el dun s 2000L.E.

A9 oyl pg2 &)ygaarally

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-12:00 p.m.

31/08/2026
12:00-12:30 p.m.
12:30-03:00 p.m.
2
OB fhos
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Training Program on Guidelines for the Review and Technical Assessment of
Analytical Files of Human Pharmaceutical Products— Version 3

dé&;ﬂ} ua;ﬂ! dalal) .\r_\}ﬂ\ %) (| )\M‘}” ‘_g EJJ\)M :\7\‘»@\}“ U_’w\ 9 ;ngql.udb A_L\)z::n ‘_A‘ ﬁ).\ﬂ\ CAL:).\S\ A_Q.AH

A i) Adauall Gl et

Registration

Introduction and history of CADC Guidelines Dr. Asmaa Said

. . i Dr. Doaa Garhy
Review and assessment of physical analysis in

human pharmaceutical product files
Dr. Asmaa Taha

Break

Review and assessment of chemical analysis in
. ) Dr. Neven Ahmed
human pharmaceutical product files

Review and assessment of microbiological analy-
- . ! Dr. Hadeer Ezzat
sis in human pharmaceutical product files

= ? =

delg dygaaially

28/09/2026

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-12:00 p.m.

12:00-12:30 p.m.

12:30-02:00 p.m.

02:00-03:00 p.m.
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1. Training Program on Importers Register Licenses Issuing Proce-

dures

2. Training Program on Licensing Requirements for Pharmaceuti-

cal Products Factories

3. Workshop on Importers Register Licensing & Warehouses Li-

censing Journey
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Training Program on Importers Register Licenses Issuing Procedures
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T T

Registration

Issuing new Importers Register License

Procedures

Break

Importers Register License Renewal &
Reissuing Procedures

How to Submit Documents on Electronic
link

Accessory Stores-Managers

== '/ =
30/07/2026 pse/ duwyl olel 6 L paoll slgull diud yio 2000 L.E.

Dr. Fatma El Zahraa
Ahmed

Dr. Fatma El Zahraa
Ahmed

Dr. Fady Wagdy

A9 8)gxalls

09:30-10:00 a.m.
10:00—12:00 p.m.

12:00-12:30 p.m.
30/07/2026

12:30-2:00pm

2:00-2:30 PM

83y ghunall IS Ed) Q9o
Ol sl 193 apez)
dudall
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Training Program on Licensing Requirements for Pharmaceutical Products
Factories

la il 55 canl gl gl el 55N Al
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DAY | Registration

09:30-10:00 a.m.
Introduction About General Administration of Facto-

. . . . 10.00:10.30 am
ries Licensing& Types of Factories

Licensing requirements for ware housing- sampling &

Dr. Marwa El- 10.30:11:00am
Hag
Licensing requirements for Solid dosage forms 11:00-11:30
16/08/2026
Licensing requirements for Semi solids& liquids dosage 11:30-12:00
Break 12:00-12:30 p.m.
Online application procedures and common mistakes
. L. Dr. Reem 12:30-1:30pm
in submission
Saeed
Accessory stores-managers 1:30-2:30p.m.
DAY Il Registration 09:30-10:00 a.m.
Licensing requirements for Sterile dosage forms Dr. Marwa El- 10:00- 11:00p.m.
Licensing requirements for HVAC / Water station Hag 11:00- 12:00p.m.
Break 12:00—12:30 p.m.
17/08/2026
Plasma guidelines &regulations 12:30-1:30 p.m.
Dr. Yasmine
Licensing inspections committee’s types & Adding ac- Helmy

1:30-2:30p.m.

= ¢ = m
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Workshop on Importers register licensing & Warehouses licensing Journey
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DAY I Registration 09:30-10:00 a.m.

, . ) Dr. Fatma El Zahraa
Issuing New Importers Register License 10.00:12.00 am

Ahmed
Break 12:00-12:30 p.m.
30/08/2026
Importers Register License Renewal & Reis- 12:30 —2:00
:30-2:00pm
suing Procedures Dr. Fatma El Zahraa p
Ahmed
How to Submit Documents on Electronic Link 2:00 -2:30 PM
DAY Il Registration 09:30-10:00 a.m.
Issuing New Warehouse License Procedures Dr. Ireen Gamal
i 10:00-12:00
and Good Storage Practices for Warehouses Shehata
31/08/2026
Break 12:00—12:30 p.m.
Issuing Updated Warehouses License
Dr. Sahar Ahmed 12:30-2:30 p.m.

Procedures

H O ¢ = &
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1. Training Program on ICH E6 (R3) Good Clinical Practice and its
Implementation through EDA Requirements, National and Interna-
tional Regulations

Page no. 41



el
L clyllaia P& (e 480k g [CH E6 (R3) 3 ASiley) clajlaall (8 (s galipg .1
dalaiall Ay gall g Astaal) as) 4811 5 Ay puaal) &) gal)

Training Program on ICH E6 (R3) Good Clinical Practice and its
Implementation through EDA Requirements, National and International
Regulations
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DAY | Registration 09:30-10:00 a.m.

Opening Remarks - Overview of ICH and the Harmonization Process Dr. Asmaa Fouad 10.00:10.30 am

Purpose and Scope of ICH E6(R3) Dr. Rania Hassan 10.30:11:15am

Key Principles of GCP Dr. Rania Shosha 11:15-11:45am

Responsibilities, and Procedures
Dr. Dalia Kamal 11:45-12:30p.m.
Communication with IRB/IEC and Regulatory Authorities
25/08/2026
Break 12:30—01:00 p.m.
Roles and Responsibilities of Key Stakeholders Dr. Omnia Ayman 01.00-01:45 p.m.
Informed Consent Process Dr. Dalia Kamal 01:45-2:15 p.m.
Quality Control and Assurance Management (Risk-Based Ap-
Dr. Nourhan Gamal 02:15-03:00p.m.
proach)

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

Investigational Product Management Dr. Hebatalla mohamed 10:00-10:30 a.m.

Essential Documents in Clinical Trial Dr. Omnia Ayman 10:30-11:15 p.m.

Study Protocol , Protocol Compliance and Management .
i Dr. Rania Shosha 11:15- 12:00 p.m.
Investigator’s Brochure

Participants’ Medical Care and Safety Reporting Dr. Hebatalla mohamed 26/08/2026 12:00- 12:45 p.m.
Break 12:45 - 01:15 p.m.

Monitoring (Types of Monitoring, Monitoring Plan, Reports) Dr. Rania Shosha 01:15- 02:00 p.m.
Records and Reports Dr. Nourhan Gamal 02:00-02:30p.m.

Data Management & Data Governance Dr. Dalia Kamal 02:30-03:00p.m.

= 0 = = =13 g
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1. Training Program on Best Practice for Scientific Evaluation of Local Medical
Equipments

2. Training Program on EDA's Medical Devices Platform (MeDevice)

3. Training Program on Guidelines for Registration of Imported and Local Medi-
cal Devices and Bundling Criteria

4. Training Program on Best Practice for Registration of Local and imported
Dental Medical Devices

5. Training Program on Best Practice for Registration of Local Medical Devices
Without Quality Certificates

6. Training Program on Best Practice for Submission Procedures for Stability
and Biocompatibility Specialized Committee
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Training Program on Best Practice for Scientific Evaluation of Local Medical

Equipment's
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Registration 09:30-10:00 a.m.

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

Dr. Norhan
guidelines and rules governing the scientific evalu- Elnaggar
6/07/2026 10:30-01:30 p.m.
ation of locally manufactured medical devices 107/
Break 01:30—02:00 p.m.
Panel discussion Dr. Norhan 5:00-3:30
.UU— 5! .m.
Q&A Elnaggar ’

EH

6/07/2026
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Training program on EDA's Medical Devices Platform (MeDevice)

Leilile Caliday 1l Landl gf il puaiall o) Jamasill Al il Sbinsall AL apaill A a3 ) 8 julaall Cangs
MeDevice Platform auhll cule jliwell 45 5 yiSIV) duaiall e leadlais

ool o815 ) Sl oY) ABlia s ¢ 55 il Ol o (35 sTad JS o ¢ 5

I R N

Registration

Opening speech Dr. Sara Emad

Dr. Aya lbrahim

Platform explanation Dr. Ahmed Emad

Break

Most common mistakes
Dr. Sara Emad

Dr. Donia Atef

. . Dr. Ahmed Emad
Panel discussion

Q&A

= ¢ ==
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09:30 - 10:00 a.m.

10:00-12:00 p.m.

12:00 - 01:00 p.m.

21/07/2026 01:00 - 01:30 p.m.

01:30 - 2:30 p.m.

2:30- 3:30 p.m.
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Training Program on Guidelines for Registration of Imported and Local
Medical Devices and Bundling Criteria
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Registration 09:30-10:00 a.m.

Opening Speech Dr. Nadine Ahmed 10:00-10:30 a.m.

Guidelines for Registration of Imported

and Local Medical Devices and Bundling 10:30- 01:00 p.m.

Dr. Donia Atef

Criteria 05/08/2026
Break 01:00—01:30 p.m.
Common Mistakes 01:30-2:30 p.m.
All speakers
Panel Discussion
02:30-03:00 p.m.

Q&A

E Q = m|
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Training Program on Best Practice for Registration of Local and imported

Dental Medical Devices
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Registration

Opening speech
Dr. Donia Atef
Updated regulations for registration of
Dental Medical devices

Break
Panel Discussion
Dr. Donia Atef

Q&A

= ¢ ==
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09:30-10:00 a.m.

10:00-10:30 a.m.

10:30 - 01:00 p.m.

01:00—01:30 p.m.

01:30-2:30 p.m.

02:30-03:00 p.m.
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Training program on Best Practice for Registration of Local Medical Devices
Without Quality Certificates
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Day |

Opening Speech Registration

Legal or Administrative Documents Declara-

, . . 09:30—10:00 a.m.
tion of Conformity & its Content

Dr. Asmaa Maraei 15/09/2026
Device Description and Specification
1st Session
Information to be Supplied by the Manufac-
turer 10:00—12:00 p.m.
Day Il
Design and Manufacturing Information
Break
Quality Assurance Measures Dr. Asmaa Maraei 16/09/2026
Open Questions 12:00—12:30 p.m.
Day lil
Essential Requirements )
2nd Session
Product Verification and Validation
Dr. Asmaa Maraei 17/09/2026 12:30—03:00 p.m.

Benefit-Risk Analysis and Risk Management-

Pre-clinical and clinical data

= ¢ == 2=
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Training program on Best Practice for Submission Procedures for Stability
and Biocompatibility Specialized Committee
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Registration 09:30-10:00 a.m.

Opening speech 10:00 - 10:30 am

Dr. Shaimaa Sayed
Procedures of Stability and Biocompati-

bility Study 1210912026 10:30 - 01:00 p.m.

Break 01:00—01:30 p.m.

Most common mistakes 01:30—2:30 p.m.
Dr. Shaimaa Sayed

Q&A

2:30- 3:00 p.m.

= ’/ an 2=
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1. Webinar on The Resolution No. 172 of 2011 Regarding the Regulation of
Medications that Affect the Psychological State and the Application of
“DAWANA” used to Control the Dealing of Pharmaceutical Institutions
with Medications that Affect the Psychological State

2. Training program on Non-Sterile Facilities, Utilities & Contamination
Control

3. Webinar on Violations of Pharmaceutical Institutions, Prescribed Penal-
ties, and the Role of the Egyptian Drug Authority in Controlling the
Egyptian Drug Market

4. Training Program on Sterile Facilities, Utilities & Contamination Con-
trol Strategy (CCS) Program

5. Webinar on Fundamentals of Quality Management Systems (QMS) Im-
plementation in Pharmaceutical Institutions & Highlights on Pharmacy
Professional Ethics

6. Workshop on Cosmetic Raw Materials Inspection Procedures
7.Training Program Pharmaceutical Quality System (PQS) & Governance
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Webinar on The Resolution No. 172 of 2011 Regarding the Regulation of Medi-
cations that Affect the Psychological State and the Application of
“DAWANA” used to Control the Dealing of Pharmaceutical Institutions with
Medications that Affect the Psychological State

Bloo Gaudad po Jolaill 3yb09 2011 & 172 51,8 e Byl ] o) golipdl ugy
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Registration 09:30-10:00 a.m.

Introduction Dr. Radwa Abdel Galil 10.00:10.30 am

The Resolution No. 172 of 2011 regarding
the regulation of medications that affect = Dr. Radwa Abdel Galil 10:30-12:30 a.m.
the psychological state

14/07/202
Break 6 12:30-01:00
The application of “DAWANA” used to
control the dealing of pharmaceutical in-
Dr. Phoebe Adel 01:00-03:00 p.m.

stitutions with medications that affect the
psychological state

=== 9 = 2=

14/07/2006 R/ AwLEAE  claislsusl e Free Slanwgell Volo
@3_)..\3..\>|3 49 ASIYI omalls Ao

Page no. 52



““’L’.\w/ﬁﬁ‘ ﬁ/,/
Gl
Lol G gan ada g aSadll 488 g pluaally alra paall ppiaill cilialal) g cilidially gald o 35 el g 2

Training program on Non-Sterile Facilities, Utilities & Contamination Control
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DAY | Registration

Dr. Amal Adel
Facility Design and contamination control

Dr. Mohammed Naiem Qoutob

Break 26/07/2026

Advanced concepts in Pharmaceutical Equip-

ment: Selection, Design & Compliance and Dr. Amal Adel

their qualification requirements Dr. Mohammed Naiem Qoutob
DAY Il Registration

Pharmaceutical Utility Systems - Design &

Troubleshooting (Water Systems, HVAC, & Dr. Moatasem Abd-Elraof
Process Gases) - HVAC qualification & moni- Dr. Nehal Ahmed

toring
Break 27/07/2026
Dr. Moatasem Abd-Elraof
Water systems (PW, WFI) Management
Dr. Nehal Ahmed
DAY Il Registration
Production Operations for nonsterile solid, sem-
isolid, and liquid dosage forms against latest .
GMP requirements Dr. Mohammed Naiem Qoutob
Process gas systems and their qualification Dr. Mohamed Fathy
requirements
Break 28/07/2026

Management of production deviations with
structured investigation methodology Dr. Mohammed Naiem Qoutob
Effective cross-contamination prevention Dr. Mohamed Fathy
Batch records review with GMP rigor

= ¢ = A
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Registration
09:30 to 10:00
a.m.

1st Session
10:00-12:30
p.m.

Break
12:30-01:00 p.m.

2nd Session
01:00-03:00 p.m.
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Webinar on Violations of Pharmaceutical Institutions, Prescribed Penalties,

and the Role of the Egyptian Drug Authority in Controlling the Egyptian Drug

Market
Gy Jad (3 Dpaall slgall L 939 8)y20dl Slglally ddumall Slusiall Slalire s e Byaill ) @l gl G
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I T
Registration 09:30-10:00 a.m.
Introduction Dr. Sameh Shaker 10.00:10.30 am
Violations of Pharmaceutical Institutions,
) ] Dr. Sameh Shaker 11:00-12:30 a.m.
Prescribed Penalties
17/08/2026
Break 12:30-01:00 p.m.
Role of the Egyptian Drug Authority in . .
Dr. Shaimaa Lotfi 01:00-03:00 p.m.

Controlling the Egyptian Drug Market

=== ¢ =
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Training Program on Sterile Facilities, Utilities & Contamination Control Strategy

(CCS) Program
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Introduction to Contamination Control Strategy

DAY I

Dr. Nermin Kamal
Dr. Mohamed Abdel Naiem

Implementation Roadmap: CCS as
a Dynamic System Dr. Amal Adel
Break 17/08/2026
How to Apply Risk Assessment in Contamination
Control All Speakers
Inspector’s View on a Comprehensive Strategy
DAY I
Point To Consider in Manufacturing of Sterile Dr. Nermin Kamal
Medicinal Products: Dr. Mohamed Abdel Naiem
Production and specific technologies, Dr. Amal Adel
Aseptic Behavior, & Gowning, aseptic techniques All Speakers 18/08/2026
Break
Sterilization techniques & its Validation All Speakers
DAY Il
Dr. Nermin Kamal
Environmental and process monitoring Dr. Mohamed Abdel Naiem
Dr. Amal Adel
APS: Aseptic Process Simulation for Aseptically Filled
products All Speakers 19/08/2026
Break
Filter Validation, & Pre-use post sterilization integrity
testing (PUPSIT) All Speakers
U

EH

17-19/08/2026
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Registration
09:30 to 10:00
a.m.

1st Session
10:00-12:30 p.m.

Break
12:30-01:00 p.m.

2nd Session
01:00-03:00 p.m.
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Webinar on Fundamentals of Quality Management Systems (QMS)
Implementation in Pharmaceutical Institutions & Highlights on Pharmacy

Professional Ethics
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. . 09:30-10:00
Registration

a.m.

Introduction Dr. Radwa Abdel Galil 10.00:10.30 am
Fundamentals of Quality Management
Systems (QMS) Implementation in Phar- = Dr. Radwa Abdel Galil 11:00-12:30 a.m.
maceutical Institutions 14/09/2026
12:30-01:00
Break
p.m.
Highlights on Pharmacy Professional ) .

Dr. Shaimaa Lotfi 01:00-03:00 p.m.

Ethics

=== ¢ = 2=
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Workshop on Cosmetic Raw Materials Inspection Procedures
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Registration 10:00-10.30 a.m.
Introduction
Dr. Maged Samir 10:30-11:00 a.m.
(EDA Decree 122/2022)

Regulations & Guidelines for Importation
) ) . . Dr. Reham Ramses 11:00-12:00 p.m.

& Circulation of cosmetic raw materials

16/09/2026
Break 12:00-12:30 p.m.
Inspection process of cosmetic raw mate- )

Dr. Sally Samir 12:30-2:00 p.m.

rials

Dr. Reham Ramses
Open Discussion 2:00-2:30 p.m.
Dr. Sally Samir

=== ¢ == 2=
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Training Program Pharmaceutical Quality System (PQS) & Governance
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Registration—Day | PQS Foundation
PQS Regulatory Framework

Dr. Mohamed A.Naiem Qutob
Quality System Architecture & ICH Q10 alignment

PQS Elements in Daily Operation

Change management in PQS Dr. Nermin Kamal
Deviation management & Dr. Amal Adel
Root Cause Analysis techniques 20/09/2026
Break
h Rel Registration
Batch Release 09:30 to 10:00 a.m.
Supplier Management Dr. Nehal Ahmed
Internal and Quality Audit 1st Session
Registration—Day Il Risk and Knowledge Management 10:00-12:30 p.m.
Quality Risk Management (ICH Q9) Dr. Mohamed A.Naiem Qutob Break
Knowledge Management Dr. Mohamed A.Naiem Qutob 2nd Session
Registration—Day Ill Quality Culture and Continuous Improvement 01:00-03:00 p.m.
Quality Oversight , Quality .cgl.ture & Dr. Mohamed A.Naiem Qutob
Management Responsibility
CAPA effectiveness verification Dr. Reham Waheed
Break 22/09/2026
Metrics & KPIs for PQS performance Dr. Mohamed A.Naiem Qutob

PQS Assessment & The PQS Self-Assessment: maturity mode = Dr. Mohamed A.Naiem Qutob
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Registration Day IV Documentation system

Introduction to Data Integrity Foundations & Principles

Regulatory Expectations: Global Regulatory DI Trends Dr. Mohamed Fathy

Good documentation practices & ALCOA+ Principles with br. Nehal Ahmed

examples
23/09/2026 . .
Batch record review best practices Dr. Mohamed Fathy Registration
09:30 to 10:00 a.m.
Break
Hybrid systems risks and mitigation TSI
v Y & Dr. Nehal Ahmed 10:00-12:30 p.m.
controls
Registration— Day V : Advanced Data Integrity Break
12:30-01:00 p.m.
Data Governance Framework & Policy Development Dr. Mohamed A.Naiem Qutob il Sesdfien
01:00-03:00 p.m.
Computer System Validation Dr. Mohamed A.Naiem Qutob
Break
rea 24/09/2026
DI from an Inspector's Lens (Common DI violations) Dr. Mohamed A.Naiem Qutob

Group Work - Case studies

Q& A Dr. Mohamed A.Naiem Qutob
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