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

2. Workshop on Applying VICH Stability Guidelines GL3 & GL58: Overview,
Dosage Forms, and In-Use Stability Studies with Key Q&A
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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 09:30-10:00 a.m.
Stability by design Ass.Prof Rania Elhosary 10:00-12:30 p.m.
Matrixing & Bracketing Dr. Youmna safie eldein 01:00-03:00 p.m.
Open discussion Ass.Prof Rania Elhosary 03:00-03:30 p.m.

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

Most common deficiencies for related sub- Ass. Prof. Samah Ab-
. 10:00-12:30 p.m.
stance analysis delsabour

Break 12/10/2026 12:30-01:00 p.m.
In-use stability study Dr. Heba Saad 01:00-03:00 p.m.
Q&A Ass.Prof Rania Elhosary 03:00-03:30 p.m.
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Workshop on Applying VICH Stability Guidelines GL3 & GLS58: Overview,
Dosage Forms, and In-Use Stability Studies with Key Q&A
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Registration 09:30-10:00 a.m.

Overview VICH GL3, GL58 Ass. Prof. Rania Elhossary 10:00-12:00 p.m.

Veterinary Product Stability studies :

Identifying and Correcting Common Dr. Shereen Shaker

12:00 - 01:00 p.m.
08/11/2026
Deficiencies

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

Most common Q&A Dr. Youmna safie eldein 01:30-02:30 p.m.
In-use stability Dr. Heba Saad 02:30-03:30 p.m.
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1. Webinar on Enteral Nutrition (Unlock the Pharmacist Potential)

2. Webinar on The Fundamentals of Pharmacovigilance

3. Training Program on Online Promotional Materials Guidelines

4. Webinar on Rational Drug Use in Breast Cancer (Unlock the Pharmacist Po-
tential)

5. Training Program on Emergency Safety Issues and communications/
compliance

6. Training Program on Pharmacovigilance System Master File

7. Training program on Guideline on Medical Leaflets of Medicinal Products for

Human Use

8. Webinar on Rational Drug Use of Antivirals (Unlock the Pharmacist Potential)
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9. Training Program on Effective Performance and Quality Systems: from KPI
Management, to Appeals and QMS Integration with PV

10. Webinar on Drug Dose adjustment (Unlock the Pharmacist Potential)

11. Training program on Implementing Risk Minimization Measures for prod-
ucts safety and Measuring Their Effectiveness Using Appropriate Methodol-
ogies.

12. Webinar on EDA Oncology Pharmacy Guide to Good Pharmacy Practice
Guide to Guide (G2G)

13. Training Program on Prescription Medicine Promotion Guidelines

14. Webinar on Management of Common Drug Toxicity (Unlock the Pharma-
cist Potential)

15. Training Program on Pharmacovigilance Inspection & Audit

16. Webinar on Pediatric Vaccination and Management of Adverse Effects
(Unlock the Pharmacist Potential)

17. Workshop on Excellence in searching for the optimum Reference
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Webinar on Enteral Nutrition (Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Yassmin Refky 12:00—12:15 p.m.
Enteral Nutrition Dr. Eman Talaat 05/10/2026 12:15—02:30 p.m.
Reporting for inappropriate promotional material ~ Dr. Nabila Ahmed 02:30—03:00 p.m.
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Intro to Pharmacovigilance
Dr. Marwa Ahmed 11/10/2026

Pharmacovigilance: The Fundamentals 10:00—12:00 p.m.

. . morning
Q&A Regional Unit—GAPV

e T e T e o

Intro to Pharmacovigilance

Dr. Maram Hany 22/10/2026
Pharmacovigilance: The Fundamentals 8:00—6:00 p.m.
Q&A Regional Unit—GAPV Evening
I N N N
Intro to Pharmacovigilance
Dr. Esraa Salah 13/12/2026
Pharmacovigilance: The Fundamentals 10:00—12:00 p.m.
Q&A Regional Unit—Gapy ~ MorMiné

I N B

Intro to Pharmacovigilance
Dr. Monica Magdy 17/12/2026

Pharmacovigilance: The Fundamentals 8:00—6:00 p.m.

Evening
Q&A Regional Unit—GAPV
= "/ = B
::ﬁgggig pe/ duysolele 3 Slaiadl il ps Free aoszall ddluo
13/12/2026 A=>lg gy 459 ASIY
17/12/2026
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Training Program on Online Promotional Materials Guidelines
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DAY | Registration

Opening & Welcome note Dr. Moaz Masoud Registration

Introduction &classification 09:30—10:00 a.m.

Responsibilities Dr. Naglaa Gamal

Content securing & Gating 12/10/2026 1st Session
Break 10:00—12:00 p.m.

Online Content
Dr. Doaa Ahmed
Submission requirements Break

DAY Il Registration 12:00—12:30 p.m.

Monitoring & Follow up
Dr. Michael Refaat .
Timeline &Service 2nd Session

Violation Cases & recommendations Dr. Hanan Hassanien 12:30—03:00 p.m.
13/10/2026
Break

Content controlling
Dr. Michael Refaat

FAQs
B P = 2=
" 4 A 2 % ":H ¥
12,13/10/2026 [ duoyds Olelw 12 & pandl clgldl Eiud yio 2000 LE. iy L9 R fioe OF
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Webinar on Rational Drug Use in Breast Cancer

(Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Yassmin Refky 12:00—12:15 p.m.
Rational Drug Use in Breast Cancer Dr. Noha Anis 13/10/2026 12:15—02:45 p.m.
Reporting for inappropriate promotional Dr. Nabila Ahmed 12:15—3:00 p.m.
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Training Program on Emergency Safety Issues
and communications / compliance
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Topic
DAY | Registration

Definition Of Emerging Safety Issues (ESI)

Examples of ESI

Safety issues submission timeline and requirements
Regulatory actions taken for safety Reasons

Break

Risk communication including DHPC and cases of DHPC distri-
bution

DAY Il Registration

screening of Reference regulatory authorities

Break

Compliance management & consequences of non compliance

= 9

18,19/10/2026 Ok / duybidslw 12 Lpaell clgdl diud Hio
Olayul Pl

Speaker Date

Dr. Rawda Negm

18/10/2026

Dr. Alaa Yahia

Dr. Alaa Yahia

19/10/2026

Dr. Shrouk Mo-
hamed

3000 LE 9oV 0y dladdl s

Duration

09:30—10:00 a.m.

10:00—12:00 p.m.

01:00—12:00 p.m.

01:00—01:30 p.m.

03:00—01:30 p.m.

09:30—10:00 a.m.

1:00—10:00 p.m.

1:00—1:30 p.m.

3:30—1:30 p.m.
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Training Program on Pharmacovigilance System Master File
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DAY | Registration

Pharmacovigilance system Master File and its Registration
lit

Quality 09:30—10:00 a.m.

Dr. Shaimaa Mohamed

Continue “Pharmacovigilance system Master

Fil dit lit d t t pitfall

ile and its Quality and most comment pitfalls 28/10/2026 1st Session
Break 10:00—12:30 p.m.

Ideal reception submission and most comment Break

itfall Dr. Shaimaa Mohamed
prttalis 12:30—01:00 p.m.

DAY Il Registration

PV agreement s along with its requirements

. ) 2nd Session
fulfilments Dr. Shaimaa Mohamed
Key performance indicators (KPI) 29/10/2026 01:00—03:00 p.m.
Break
Workshop (hand on training on PSMF Dr. Shaimaa Mohamed

= ? = 2=
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Training program on Guideline on Medical Leaflets of Medicinal Products for

Human Use (Insert from submission to approval)
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Registration

General Introduction Dr. Rehab Mehriz

Introduction of GUIDELINE Dr. Heba Hamdy

Requirements for optimum submission Dr. Zeinab Talaat

TIPS & FAQs Dr. Yasmin Samy

Break

Requirements for optimum insert content prep-
_ Dr. Menna Wael
aration (content layout) Part |

Requirements for optimum insert content prep-
) Dr. Menna Wael
aration (content layout) Part Il

Dr. Rehab Mehriz

Questions
Dr. Heba Hamdy
(U U] =
= ¢ an
P/ Al Sl b g al slgul dn
28/10/2026 | . - Sutate 1500 L.E.
d=l9 Slaiall gdl e / Jaiedb

a9 ASIVI

28/10/2026

O § Jromaddl 9k
EIPRS]

09:30—10:00 a.m.
10:00—10:30 a.m.
10:30—11:00 a.m.
11:00—12:00 a.m.
12:00—12:30 a.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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Webinar on Rational Drug Use of Antivirals (Unlock the Pharmacist Potential)
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Introduction to EDA Activities Dr. Yassmin Refky 12:00—12:15 p.m.

Rational Drug Use of Antivirals Dr. Shimaa Nasr 12:15—02:30 p.m.
03/11/2026

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

[
B
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Training Program on Effective Performance and Quality Systems: from KPI Man-
agement, to Appeals and QMS Integration with PV
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Registration 09:30—10:00 a.m.

Introduction Dr. Shaimaa Mohamed 10:00—10:30 a.m.
Quality Management System Integration .

. 10:30—12:30 a.m.

(training , auditing, etc) Dr. Shaimaa Mohamed ', 5556 am

Break 12:30—01:00 p.m.

Performance Precision: Mastering Appeals Dr. Shaimaa Mohamed 01:00—03:30 p.m.

and KPI Management

B ¢ = B8
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Webinar on Drug Dose adjustment
(Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Yassmin Refky 12:00—12:15 p.m.

Drug Dose adjustment Dr. Yassmin Refky 12:15—02:30 p.m.
16/11/2026
Reporting for Inappropriate Promotional
Dr. Nabila Ahmed 02:30—03:00 p.m.
Material

[
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Training program on Implementing Risk Minimization Measures for products
safety and Measuring Their Effectiveness Using Appropriate Methodologies.
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DAY | Registration 09:00—09:30 a.m.

Overview of Risk Minimization Measures

09:30—10:00 a.m.
(RMMS) and its type

Implementation of risk minimization Dr. Shrouk Mohamed
o 10:00—11:00 a.m.
measures for medicinal products

Principles of Effectiveness Evaluation 11:00—12:00 p.m.
; ; ; ; 23/11/2026
Selecting the Appropriate Effectiveness Evaluation Dr. Shrouk Mohamed /11/
Methodology (Knowledge Surveys , Drug Utilization 12:00—01:00 p.m.
Studies (DUS) , Observational Studies ). Dr. Shaimaa Taha
Break 1:00—1:30 p.m.

Development and Validation of Survey Questionnaires

. Dr. Shrouk Mohamed 01:30—03:00 p.m.
and practical examples

B '/ an)
23/11/2026 o/ &y Ol 6 dapasdl clglll A Hio Free

REPIPAN eiall
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Webinar on EDA Oncology Pharmacy 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.

24/11/2026
Dr. Noha Anis 12:15—03:00 p.m.

EDA National Guidance on Rational

Oncology Drug Use

[
B
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Training Program on Prescription Medicine Promotion Guidelines
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Registration

Opening & Welcome Note
General Rules

Claims & Representations

Break

Claims & Representations
Special Issues

Questions

B

26/11/2026 92/ &y wlelu 6
d>lg @p.ﬂ

Dr. Naglaa Gamal

Dr. Doaa Ahmed

Dr. Doaa Ahmed

Dr. Naglaa Gamal

All Speakers

¢

& paall clgl &ud yio
el

[

1500 LE.

09:30—10:00 a.m.
10:00—10:15 a.m.
10:15 —11.15a.m.

11.15 —12:00 p.m.

26/11/2026
12:00—12:30 p.m.

12:30 — 01:30 p.m.
01:30 — 2.30 p.m.

02:30 — 3:00 p.m.

g&db 293.»‘3" ‘::K,:L ‘;&M
daalad!
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Webinar on Management of Common Drug Toxicity
(Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Yassmin Refky 12:00-12:15 p.m.

Management of Common Drug Toxicity Dr. Asmaa Ragae 12:15-02:45 p.m.
02/12/2026

Reporting for Inappropriate Promotional Material ~ Dr. Nabila Ahmed 02:45-03:00 p.m.

= 9 © pa
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Training Program on Pharmacovigilance Inspection & Audit
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DAY | Registration

Pharmacovigilance audit and its objective
Break

Pharmacovigilance Inspection program pro-
cess and its objective.

Dr. Aya Attia

Dr. Aya Attia

DAY Il Registration

Continuing Inspection program process in-
cluding conduction process, and on site re-
quests.

PV compliance along with response to find-
ings and CAPA

Break

Workshop (Hands on training on inspection
observations and CAPAs)

= 9
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Dr. Aya Attia

Dr. Aya Attia

2000 LE.

09/12/2026

10/12/2026

09:30-10:00 a.m.
10:00-12:00 p.m.
12:00—12:30 p.m.

12:30-03:00 p.m.

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-12:30 p.m.

12:30-01:00 p.m.

01:00-03:00 p.m.
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Webinar on Pediatric Vaccination and Management of Adverse Effects
(Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Yassmin Refky 12:00—12:15 p.m.

Pediatric Vaccination and Management of Adverse
Dr. Shimaa Nasr 12:15—02:45 p.m.

Effects 14/12/2026

Reporting for Inappropriate Promotional Material Dr. Nabila Ahmed 02:45— 03:00 p.m.
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Workshop on Excellence in searching for the optimum Reference
(how to search in authorized and accredited websites for reference and non

reference Insert preparation)
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Registration

Exploring Different Types of Scientific

Resources
Dr. Rehab Mehriz

How to Navigate reference countries
websites for the most updated leaflets

Break

How to collate information for non refer-

. Dr. Ahmed Mostafa
ence inserts

Questions Dr. Heba Hamdy

= ¢ an
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09:30—10:00 a.m.

10:00—11:30 a.m.

11:30—01:00 p.m.

01:00—01:30 p.m.

01:30—02:30 p.m.

02:30—03:00 p.m.
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1. Training Program: From Root Cause to Resolution: Advanced Approaches
in OOS Results Investigation and Prevention, and Laboratory Testing Best
Practices.

2. Training Program on Benefits, selection, handling and interpretation of
proficiency testing schemes.

3. Training Program on Nitrosamine Impurities: Risk Assessment, Control
Strategies, and Regulatory Compliance.

4. Workshop on Effective practices to overcome challenges and streamline
the process of drug control : Smoothing out the pathway to assuring the
quality of products.

5. Training program on Personnel Management in Pharmaceutical Quality
Control Laboratories.
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Training Program: From Root Cause to Resolution: Advanced Approaches in
OOS Results Investigation and Prevention, and Laboratory Testing Best Practices
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Registration 09:30-10:00 a.m.

Addressing OOS challenges and dealing with sam-
) Dr. Sara Hashem 10:00-11:00 a.m.
ple non-compliance

OO0S prevention: Physical and Chemical Attrib-
tes Dr. Ghada Gorab 13/10/2026 11:00-12:00 p.m.
u

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

Microbiological Compliance- Special considera-

) o Dr. Sara Omar 01:00 -03:30 p.m.
tion: Suitability test

= ¢ = M-
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Training Program on Benefits, selection, handling and interpretation of

proficiency testing schemes
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DAY | Registration
Benefits of participation in proficiency testing schemes

Participation in EDA-PT program schemes rules
Discussion
Break
Handling of PT items
Dealing with unsatisfactory and questionable

Discussion

DAY Il Registration

Precautions and sources of errors in chemical schemes

Precautions and sources of errors in microbiology PT

Discussion
Break
Uncertainty principal and approaches
Evaluation of measurement uncertainty with examples

Discussion

?
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Dr. Nehal Gamal El Din

Dr. Eman Abdel Sayed

All Speakers

Dr. Eman Abdel Sayed
Dr. Eman Fetyan

All Speakers
Dr. Ahmed Mostafa
Dr. Al Zahraa Salah

Dr. Raghda Abdel-

All Speakers

Dr. Eman Abdel Sayed
Dr. Amel Mostafa

All speakers

=,
Ce]

4000L.E.

26/10/2026

27/10/2026

G9odl W% oo

JJ..«.H an_;\.” Q.Su\.e.:

09:30—10:00 a.m.
10.00—10.30 a.m.

10.30—11.00 a.m.
11:00—11:30 a.m.
11:30—12:00 p.m.
12:00—12:45 p.m.
12:45—01:45 p.m.
01:45—03:30 p.m.

09:30—10:00 a.m.

10:00—10:45 a.m.

10:45—11:30 p.m.

11:30—12:00 P.m.
12:00—12:30 p.m.
12:30—01:00 p.m.
01:00—02:30 p.m.
02:30—03:30 p.m.

Page no. 27



wu =) Lyf‘ {/,/
JELY g AadlSal) cibiasil il g ‘Jhla.die.\.m, il J g idl) quil pld) e (i) ald pal) 22
dpalatil) il oll

Training Program on Nitrosamine Impurities: Risk Assessment, Control
Strategies, and Regulatory Compliance
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Registration 09:30-10:00 a.m.

Introduction for nitrosamine impuritiess 10.00:10.30 am
How to set the limit Dr. Neveen Ahmed 10:30-11:00 a.m.

Risk assessment 09/11/2026 11:00-12:00 a.m.

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

Case study 01:00-01:30 p.m.
Laboratories testing Dr. Neven Ahmed 01:30-02:00 p.m.
Regulatory Expectation 02:00-03:30 p.m.

= ¢ & 8
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Workshop on Effective practices to overcome challenges and streamline the

process of drug control : Smoothing out the pathway to assuring the quality of

products

Loy ¢l amiunall (Ao LB ddas dxlgs L..S“J‘ Gbdeadl e cdaal) Jlaallg éhlwﬁ\ Oglal 3a5a5 dl L?"J)J.’U\ bl g
NN @A)J\).b;)]b ‘AL;U)’\ 39 ¢ pazianall 8392 Olowd J) N’ypj LB I Hluwo 5;‘.225&9) Lg VW)

I S N T

Registration

Missing items Management :From Request to Res-

) Dr. Mai Basha
olution
Causes of missing items requests in microbiological
testing Dr. Sara Omar

Special consideration: Suitability test

From document review to report issuance: Chal- .
Dr. Hend Yehia
lenges encountered by manufacturers

Cracking the code to streamline the submission o
) Dr. Vivian Refaat
process :Challenges in Post Approval pathway

Break

Cracking the code to streamline the submission

process :Challenges in Evaluation and Approval Dr. Christine Fathy
pathway
Technical Support Across the Product Pathway in Dr. Samah

= ? =

30/11/2026 N pg [y S dslw 6 Dpaellslgll dud yie  20QQLLE.
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09:30-10:00 a.m.

10.00:10.30 am

10:30-11:00 a.m.

11:00-11:30 a.m.
30/11/2026

11:30-12:00a.m.

12:00-01:00 p.m.

01:00-01:30 p.m.

01:30-03:30 p.m.

dgol W oo
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Training program on Personnel Management in Pharmaceutical Quality

Control Laboratories

JUizaYly Aholall (558l BeliS cyomias oy &81901 BylB,)1 olpies (§ 21,331 Bylo] lylge dxeid J] gyl el Cogy

Aodaidll yulaadly 8o gl Coldlaiel

S T T T

Registration

Foundations- The competency framework and labora-
tory structure (regulatory requirements for QC Lab
personnel- competency mapping and role definition)

Dr. Suzan Samir
Selection, training and qualification (competency

based recruitment and selection - initial training and
evaluation- continuous development and requalifica-
tion)
Break
oversight, performance and continuous improvement

(competency assessment and performance appraisal Dr. Suzan Samir
(KPI - personnel related documentation) - Case study

(U U] 9 2,
07/12/2026 GON a9 [Auny 5 Al 6 dupaedl slall dun is  20QQL.E.
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09:30-10:00 a.m.

10.00:11.00 a.m.

07/12/2026 11:00-12:00 a.m.

12:00-01:00 p.m.

01:00-03:.30 p.m.
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1. Workshop on Updates on Regulatory Guideline of Mechanisms and

Rules of Implementing the Decree of Egyptian Drug Authority's Chair-
man No. 343 of 2021
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Workshop on Updates on Regulatory Guideline of Mechanisms and

Rules of Implementing the Decree of Egyptian Drug Authority's
Chairman No. 343 of 2021
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Registration 09:30-10:00 a.m.

Dr. Asmaa Fouad
Opening Remarks 10:00-10:15 a.m.
Dr. Hebatalla Ibrahim

Different registration pathways Dr. Samar Hamedo. 10:15-11:00 a.m.
Process of Inquiry Submission Dr. Maryam Ali Abd-EL moneim 11:00-11:45 a.m.
Dr. salah El-Dein ahmed Mohamed
Process of hard file submission 11:45-12:30 p.m.
shawky.
Break 28/12/2026 12:30-01:15 p.m.
Process of stability file submission Dr. Doaa Ali Ismail 01:30-02:00 p.m.
Process of scientific, preclinical and clinical file
P . Dr. Heba Mohamed Ahmed 02:00-02:30 p.m.
submission
Process of quality file submission Dr. Amira Elsayed 02:30-03:00 p.m.
Open discussion (Q&A) All Trainers 03:00-03:30 p.m.

== ? = 2!
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1. Training Program on Best Practice for Variation of Registered Medical De-
vices and New MDR 2017/745 Updates.

2. Training Program on Best Practice for Importation of Medical Equipment.

3. Training program on Best Practice for Registration of Local Medical IVDs
With and Without Quality Certificates.

4. Training Program on Best Practice for updated regulation of Importation
of Low-Risk Medical Devices & Class | Nonsterile Devices .

5. Training Program on Best Practice for Importation of IVD Products.

6. Training program on Best Practice for Using MeDevice Platform for sub-
mission of medical devices file.
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Training Program on Best Practice for Variation of Registered Medical Devices

and New MDR 2017/745 Updates
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09:30-10:00 a.m.

Registration

Opening speech

A brief introduction to the Medical Devices Dr. Sara EL Nady

Variation rules & regulation

Different cases of Medical Devices variation & its
Dr. Esraa Atef

study

Break

Different time frames &flow charts Dr. Sara EL Nady

Common mistakes Dr. Esraa Atef
Q&A
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10:00 - 10:30 a.m.

10:30-11:30 a.m.

14/10/2026 ' 11.39 — 12:30 p.m.

12:30—01:00 p.m.

01:00-02:00 p.m.

02:00-03:30 p.m.
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Training Program on Best Practice for Importation of Medical Equipment
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Registration 09:30-10:00 a.m.
Opening speech 10:00-10:30 a.m.
New guidelines for importation of medical
_ _ Dr. Fatma Raslan 10:30-11:30 a.m.
devices & equipment
How to Avoid most common mistakes 29/10/2026 11:30-12:30 p.m.
Break 12:30-01:00 p.m.
Importation Common Documents on Platform 01:00-02:00 p.m.
Panel discussion Dr. Fatma Raslan
02:00-03:30 p.m.
Q&A
[0 U] = C
&= ¢ oo s
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Training program on Best Practice for Registration of Local Medical IVDs With
and Without Quality Certificates
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Registration 09:30 - 10:00 a.m.
Opening speech 10.00:10.30 p.m.
New guidelines for Registration of local 10:30-11:30
. :30-11:30a.m.
medical IVDs With Quality Certificates Dr. Amira Gehad
11/11/2026
New guidelines for Registration of local
11:30-12:30 p.m.
medical IVDs Without Quality Certificates
Break 12:30-01:00 p.m.
Panel discussion
Dr. Amira Gehad 01:00-03:30 p.m.

Q&A
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Training Program on Best Practice for updated regulation of Importation of
Low-Risk Medical Devices & Class | Nonsterile Devices

G Oliuwedl B hakte 79 duball Olojbiwad) Jglui zlowl) Al delgdlly Oleh2Yl mus g5 ) 8 poloxall g
padell Calall (s § Blandl s WAl 59 s gd clldSy WlehaYl ) CBugs @l Jglally eeuad lglas
B! ©ladlgall Silelyz! (o slgidl ds ud

R T

Registration
Opening speech

New guidelines for importation of Low-

Risk medical devices

How to Avoid most common mistakes

Break

Importation Common Documents on
Platform

Panel discussion

Q&A
i
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Dr. Marwa Ali

Dr .Hannan Gamal
Dr .Mohamed Yousef
Dr. Alaa Salah
Dr. Mawra Maher
Dr. Norhan ELnaggar
Dr. Maii Hassan

All Speakers

.

o]

1500 L.E.

i g ASIYI

09:30-10:00 a.m.

10:00 - 10:30 am

10:30-11:30 am

19/11/2026  17.30- 12:30 p.m.

12:30 - 01:00 p.m.

01:30 - 02:30 p.m.

02:30-03:00 p.m.
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83 giunal! duall
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Training Program on Best Practice for Importation of IVD Products
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Registration 09:30-10:00 a.m.
Opening speech 10:00-10:30 a.m.
Introduction to types & categories of products Dr. Omnia 10:30-11:30 a.m.
Requirements for Registration of local IVD Hussein 11:30-12:00 p.m.
Development of T.F & How to prepare Key elements 12:00-12:30 p.m.
14/12/2026
Break 12:30-01:00 p.m.
Importation of IVD procedures 01:00-01:30 p.m.
How to Avoid most common mistakes Dr. Omnia 01:30-02:30 p.m.
Panel discussion Hussein

02:30-03:30 p.m.
Q&A
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Training program on Best Practice for Using MeDevice Platform for submis-
sion of medical devices file
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Registration 09:30-10:00 a.m.
Opening speech 10:00-10:30 a.m.
Dr. Sara Emad
Platform explanation Dr. Donia Atef 10:30-12:30 p.m.
22/12/2026

Break 12:30-01:00 p.m.
How to Avoid most common mistakes 01:00-02:00 p.m.

Panel discussion All speakers
02:00-03:30 p.m.

Q&A

B ’/ an 2=
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1. Workshop to introduce the rules and Procedures for issuing Importa-
tion approvals and sealed Customs release letters for Medical Products,
their ingredients and Packaging requirements
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Workshop to introduce the rules and Procedures for issuing Importation ap-

provals and sealed Customs release letters for Medical Products, their ingredi-
ents and Packaging requirements
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Registration 09:30-10:00 a.m.
Introduction Dr. Amira Hosny 10:00-10:15 a.m.
Importation And Custom Release of Raw Dr. Asmaa Abdel . )
Materials and Packaging Materials Maksoud Eliwa 10:15-11:30a.m.
Pharmaceutical Exemption Dr. Salma Taha 11:30- 12:00 p.m.
_Importation And Custom Release of Dr. Nahla Mashhour 25/10/2026
imported Pharmaceutical & Biological 12:00- 01:00 p.m.
Products Dr. Norhan Tahoon or
27/10/2026
Break 01:00 - 01:30 p.m.
Importation Al\lnadrccout?zgm Release of Dr. Nehal Hossam 1:30-02:00 p.m.
Importation And Custom Release of . .
Cosmetic, Pesticides & Disinfectant Dr. Reham Abo Etab 02:00 - 02:30 p.m.
Q&A All Speakers 2:30-3:00 p.m.
U Ul A, U
B '/ = g
0 Otlolatedl WA oo
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. Training Program to Introduce the Latest Requirements and Procedures
for Licensing Medical Supplies and Laboratory Reagents Factories

. Advanced Training Program Licensing Pharmaceutical Products Factories
. Training Program on Medical Products Stores Licensing Procedures

. Training program on the Third Issuance of The Regulatory Guide Regard-
ing Toll Manufacturing Licensing according to EDA 505/2021

. Training Program on Updating Licensing Requirements for Cosmetic Man-
ufacturing Facilities
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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 | Registration

Overview on medical devices & types of medical
Dr. Miral Mohamed

Guidelines for licensing of sterile, ready to be

Break 21/10/2026

Guidelines for licensing of in-vitro diagnostic

medical devices factories
Dr. Miral Mohamed

Guidelines for licensing of prosthetics, orthotics &

DAY Il Registration

Procedures for issuance of technical license for
operation Dr. Nancy Al

Guidelines for factory managers registration
Break 22/10/2026
Overview on Layout review committee

Online application procedures and common Dr. Nancy Ali
mistakes in submission
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09:30-10:00 a.m.

10:00:11:00 a.m.

11:00:12:00 p.m.

12:00-12:30 p.m.

12:30-01:30 p.m.

01:30-03:30 p.m.

09:30-10:00 a.m.

10:00-11:00 a.m.

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

12:30-01:30 p.m.

01:30-03:30 p.m.
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Advanced Training Program Licensing Pharmaceutical Products Factories
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DAY | Registration

Introduction About General Administration Of Factories Licensing

Types Of Factories Which Is Licensed Dr. Eman Abd El
15/11/2026 . .
Services Provided By General Administration Hady Registration
Required Procedures For Factories Licensing 09:30 to 10:00 a.m.
DAY Il Registration
Classification of Cosmetics by Production Lines
Steps to Obtain the Technical License of operation
Online application procedures and common mistakes in submission .
Dr.Engy Salah  16/11/2026 1st Session
Procedures for factory managers registeration
10:00-12:00 p.m.
Procedures of layout committee
Q&A
DAY Il Registration
Summary Of Guidelines For Licensing Of Sterile & Non Sterile Medical Devices .
. Dr. Miral Abbas
and kits Break
Summary Of Procedures and Guidelines For Licensing Of Cosmetic Factories 12:00-12:30 p.m.
17/11/2026
Summary Of Procedures and Guidelines For Licensing Of Antiseptics / Dr. Engy Salah
Disinfectants Factories Or Production Lines
Summary Of Guidelines For Licensing Of prosthetics Dr. Miral Abbas
DAY IV Registration
2nd Session
Summary Of Procedures and Guidelines For Licensing Of Pharmaceutical Dr. Marwa El-hag
12:30-03:30 p.m.
Online application procedures and common mistakes in submission 18/11/2026
Guidelines for factory managers registration Dr. Reem Saeed
overview on Layout review committee
U
= 9 = 8
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Training Program on Medical Products Stores Licensing Procedures

44;3&}“ OB pas) Obw Be J.J..\:;uj‘ Gl ¢ pansyi ol lgeld] Caxrlgll lel Yl Casyadl )
92024 &l 725 03) dpanll gl D )80 lado 4333)” O § a,dlgs Collkall b AaYb k_.Q:\_}:./J‘ dl Gug ellisy
alig yaball eaaid! Jdul

I S R T N

Registration

Medical products stores licensing documents and pro-

cedures
Good storage practice required in medical products

Break

Medical Products stores updating/ renewing licenses
documents and procedures
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Dr. Ireen Gamal

15/11/2026
Shehata

Dr. Omar Sherif
Emam

15/11/2026
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09:30:10:00 a.m.

10:00:11:00 a.m.

11:00:12:00 p.m.

12:00-12:30 p.m.

12:30-03:30 p.m.
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Training program on the Third Issuance of The Regulatory Guide Regarding Toll

Manufacturing Licensing according to EDA 505/2021
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Registration

Introduction
Toll Manufacturing Licensing Requirements (New Li-

Updating requirements for Toll Manufacturing licenses

How to deal with electronic links
Holding Cases for Toll Manufacturing licenses

Break

Cancellation Cases for Toll Manufacturing licenses
Deadlines for companies regarding updating Toll Manu-

questions and open discussion
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Dr. Khadiga Ah-

Dr. Fatma El Zah-

30/11/2026
Dr. Khadiga Ah-

Dr. Fatma El Zah-
raa

Dr. Khadiga Ah-

30/11/2026
Dr. Fatma El Zah-

Dr. Khadiga Ah-
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09:30-10:00 a.m.

10:00-10:15 a.m.

10:15-10:45 a.m.

10:45-11:15 a.m.

11:15-11:30 a.m.
11:30-12:00 p.m.

12:00-12:30 p.m.

12:30-01:00 p.m.

01:00-01:30 p.m.

01:30-03:30 p.m.
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Training Program on Updating Licensing Requirements for Cosmetic

Manufacturing Facilities
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DAY | Registration
Definition of cosmetics and their types
Key laws and regulations related to the industry
Definition of the GMP Concept
Importance of Implementing GMP in the Cosmetics Industry
Break

Objectives and Foundations for Updating the guidelines

Comparison Between guidelines Before and After the Update

Explanation of guidelines After the Update
DAY Il Registration
Classification of Cosmetics by Production Lines
Steps to Obtain the Technical License of operation
Break

Online application procedures and common mistakes in
submission

Procedures for factory managers registeration
Procedures of layout committee

Q&A
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Dr. Eman Abd El

Hady
06/12/2026
Dr. Engy Salah
Dr. Engy Salah
07/12/2026
Dr. Engy Salah
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09:30-10:00 a.m.
10:00-10:30 a.m.
10:30-11:00 a.m.
11:00-11:30 a.m.
11:30-12:00 p.m.
12:00-12:30 p.m.
12:30-01:00 p.m.
01:00-01:30 p.m.
01:30-02:30 p.m.
09:30-10:00 a.m.
10:00-11:00 a.m.
11:00-12:00 p.m.

12:00-12:30 p.m.

12:30-01:00 p.m.

01:00-01:30 p.m.

01:30-02:30 p.m.

02:30-03:30 p.m.
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1. Webinar on How to Track and Handle Recall and Falsified Products Issued
by EDA .

2. Webinar on Overview of EDA Chairman Decree No. 265 of 2024 and the
Regulatory Guidelines for Submitting Corrective Action Plans for Pharma-
ceutical Institutions

3. The training program on laboratory control systems and analytical data
integrity
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Webinar on How to Track and Handle Recall and Falsified Products
Issued by EDA
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Registration
Introduction

Identifying the types of publications issued by EDA

The difference between recall notices and Falsified Prod-
ucts notices

Break

Proper handling of products subject to issued circulars
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Dr. Aml Mamdouh

Dr. Aml Mamdouh = 11/10/2026

Dr. Aml Mamdouh
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09:30-10:00 a.m.

10.00:11.00 am

11:00-11:30 a.m.

11:30-12:00 p.m.

12:00-12:30 p.m.
12:30-01:00 p.m.
01:00-01:30 p.m.
01:30-02:30 p.m.
02:30-03:30 p.m.
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Webinar on Overview of EDA Chairman Decree No. 265 of 2024 and the Regulatory
Guidelines for Submitting Corrective Action Plans for Pharmaceutical Institutions
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Registration

Introduction
Dr. Hanan Hamada
Understanding Chairman Decree No. 265 of 2024

Identifying the types of violations in pharmaceutical Institu-

Dr. Hanan Hamada 15/11/2026

tions that require corrective action

Break

Requirements and procedures for submitting a Corrective

. . o Dr. Hanan Hamada
Action Plan (CAP) for pharmaceutical Institutions
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15/11/2026

09:30-10:00 a.m.

10.00:11.00 am

11:00-11:30 a.m.

11:30-12:00 p.m.

12:00-12:30 p.m.
12:30-01:00 p.m.
01:00-01:30 p.m.
01:30-02:30 p.m.
02:30-03:30 p.m.
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Day |
The QC Laboratory& Laboratory Infrastructure & Equip-
ment Dr. Heba Abdel-Hafeez
22/11/2026
Dr. Loai Mohamed
Analytical Method Validation & Practical Exercise Registration
Day Il 09:30-10:00 a.m.
1st Session
Out-of-Specification Investigation,Out-of-Trend: statistical
- . . . Dr. Heba Abdel-Hafeez 10.00-12.30 p.m .
vs. specification-based detection, Practical Exercise 23/11/2026
Dr. Loai Mohamed Break
Laborat Data Integrity ,Practical E i
aboratory Data Integrity ,Practical Exercise 12:30-01:00 p.m.
Day il 2nd Session
Stability Programs,Microbiological ,QC, Practical Exercise 01:00-03:30 p.m.
Sample Management & Laboratory Workflow Dr. Heba Abdel-Hafeez 24/11/2026
Laboratory Self-Inspection & Compliance Assessment Dr. Loai Mohamed

Batch Release
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