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Workshop on Fundamentals of chromatographic separation and
impurities evaluation and analytical quality by design
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Workshop on Fundamentals of chromatographic separation and impurities evalua-

tion and analytical quality by design

il s Aol B3l C3lgidl oy @gilag, Sl Juadll Olualul Cayatl) Joadl Aty Bugs

T T N

Registration 09:30-10:00 a.m.
Analytical procedure life
Dr. Ahmed Sakr 10:00-11:00 a.m.
cycle
24/02/2025
Fundamentals of HPLC Dr. Neveen Ahmed 11:00-12:00 p.m.
Break 12:00-12:30 p.m.
Chromatographic columns . .
) Associate Prof. Omar Faried 12:30-01:30 p.m.
and HPLC troubleshooting
24/02/2025
AQBD Dr. Ahmed Ibrahim 01:30-02:30 p.m.
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o Workshop on the latest regulatory and technical updates by the
general administration for the registration of human
pharmaceuticals.

o Workshop on Bioequivalence introduction & selection of innovator
product and submission of comparative invitro studies.

e« Workshop on Most Common Variations requests Submitted &their
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Workshop on the latest regulatory and technical updates by the general
administration for the registration of human pharmaceuticals
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DAY I

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

Prof. Dr. Hanan Amin

Opening & Welcome 10:00-10:30 a.m.
Dr . Hamada Gamal

Workshop Introduction & Updates on finalizing

registration according to previous ministerial Dr. Eman Hussien 10:30-11:00 a.m.
decrees
. . . . 09/02/2025

Updates concerning registration of local human pharmaceuticals accord-

Dr. Reham Ali 11:00-11:30 a.m.
ing to Egyptian Drug Authority Chairman Decree No. (450) of 2023

Updates concerning registration of imported human pharmaceu-

ticals according to Egyptian Drug Authority Chairman Decree No. (450) of ~ Dr. Yasmin Hisham 11:30-12:00 p.m.
2023 and reliance

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

Updates on regulatory guideline on re-registration of human pharma-
ceuticals according to Egyptian Drug Authority Chairman Decree No. Dr. Mohamed Rahsad 12:30-1:00 p.m.

(150) of 2022

Discussion & Questions All Speakers :00-01: .m.
Qi p 09/02/2025 01:00-01:30 p.m

Updates on Naming & Mock-up guidelines for human pharmaceu-
. Dr. Ahmed El wakeel 01:30-02:30 p.m.

ticals
Scientific evaluation for Newly added scientific references Dr. Amany lbrahim 02:30-03:00 p.m.
DAY Il

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

Technical affairs administration for human pharmaceuticals Updates Dr. Mohamed Badawi  10/02/2025 10:00-12:00 p.m.

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

Updates on guidelines & decisions of administration of human pharma- Dr. Eman Shafik

. - 12:30-02:30 p.m.
ceuticals variation

Dr. Amira Zakaria 10/02/2025

Discussion & Questions All Speakers 02:30-03:00 p.m.
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Workshop on Bioequivalence introduction & selection of innovator product and
submission of comparative invitro studies
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Registration 09:30-10:00 a.m.
Prof. Dr. Hanan Amin
Opening & Welcome 10:00-10:15 a.m.
Dr. Hamada Gamal

Introduction & Overview on Bioe-

. o Dr. Asmaa Mohamed 10:15-10:30 a.m.
quivalence Guidelines
- Selection Criteria of Innovator )
Dr. Marina Magdy 10:30-11:00 a.m.
Product
-Overview on Updates of submis-
sion of In- vitro study 11/02/2025
((required documents ,Application .
Dr. Marwa Abd Ellatif 11:00-12:00 p.m.
form & study summary )
-Focus on points accelerate evalua-
tion of the study
Potency ,Uniformity of dosage unit
Dr. Sarah Fouad 12:00-12:30 p.m.
& avoiding common errors
Break 12:30-01:00 p.m.
Dissolution test, similarity calcula-
tion Dr. Rania Yousry 01:00- 02:15 p.m.
& avoiding common errors
11/02/2025
Validation of analytical method
Dr. Samah Hegazy 02:15-03:15 p.m.
& avoiding common errors
case study & discussion All speakers 03:15-03:30 p.m.

= O 9 = m
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Workshop on Most Common Variations requests Submitted &their submission
guidance For the three Variation Units
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Registration 09:30-10:00 a.m.

Introduction and interview Dr. Hamada Gamal 10:00-10.15 a.m.
Overview about the Guidance Dr. Mariam Maged 16/02/2025 10:15-10.45 a.m.
Required documents For API variations Dr. Nahed Badr 10:45-12:15 p.m.
Break 12:15-12:45 p.m.

Required documents For Ownership & Man-

. o Dr. Amira Zakaria 12:45-01:30 p.m.
ufacturing variations

Dr. Eman Shafik
Required documents For Composition Ibrahim 16/02/2025

&container closure system variations 01:30-02:30 p.m.

All Trainers
Q&A 02:30-03:30 p.m.

= O 9 = m
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o Training Program on Individual case safety reports (ICSRs) Management.

« Webinar on Management of Chemotherapy Side Effects (Unlock the Pharmacist
Potential Webinar).

« Webinar on The Fundamentals of Pharmacovigilance.

« Webinar on Principles of rational drug use in Hepatic Failure Management
(Unlock the Pharmacist Potential Webinar).

« Workshop on Literature screening .

« Webinar on The Fundamentals of Pharmacovigilance.

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

o Training Program on Non-Prescription Medications Guide.

o Training Program on Non-Prescription Medicine.
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DAY |
Registration 09:30-10:00 a.m.
Introduction to Individual Case Dr. Reem Tarek 10:00-11:30 a.m
Safety Reports (ICSRs) 26/02/025
Ideal processing of ICSRs Dr. Reem Tarek 11:30-01:00 P.m.
Break 01:00-01:30 p.m.
Vaccinovigilance (Repgrting of Dr. Reem Tarek 26/02/2025 01:30-03:00 p.m.
DAY Il
Registration 09:30-10:00 a.m.
] Dr. Reem Tarek
Reception of ICSRs 10:00-10:30 a.m.
Common Pitfalls in ICSRs Man-
agement (Repeated pitfalls en- Dr. Reem Tarek 27/02/2025
10:30-11:30 a.m.
countered and possible solu-
tions)
Workshop Dr. Reem Tarek 11:30-12:30 p.m.
Break 12:30-01:00 p.m.
Cosmetovigilance Dr. Rawda Negm 27/02/2025 01:00-03:00 p.m.
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Webinar on Management of Chemotherapy Side Effects
(Unlock the Pharmacist Potential).

ol cddanall Lle Il bl y909 slgll pluseisl dudoyd (3 due gl Ol ggzeall 1 GIL paizmadl Asluo Loyl J byl Bug
ypaall elgal] B o y3Uall phs¥ dga (19l Pl Cisypatll ¢ (§5laSl Zall &usiland] B go Jolatl 0ol Lol

“m

Dr. Abeer Elbeheiry

Introduction to EDA activities 12:00-12:15 p.m.
Management of Chemotherapy Dr. Noha Anis . .
Side Effects 12:15-0 2:30 p.m.
26/02/2025
Dr. Nesma Atef

Oncology Formulary 02:30- 02:45 p.m.

Reporting f

porting for Dr. Omnia

inappropriate 02:45-03:00 p.m.

promotional material

= 9
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Webinar on The Fundamentals of Pharmacovigilance
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Topic Speaker

Intro to Pharmacovigilance

Dr. Medhat Abd El hakam

Pharmacovigilance: 10/02/2025
The Fundamentals

06:00-08:00 p.m.

Q&A Dr. Medhat Abd El hakam

Reporting of Inappropriate .
Marketing Material Dr. Omnia Eldakhly
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Webinar on Principles of rational drug use in Hepatic Failure Management
(Unlock the Pharmacist Potential).
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Speaker

Registration 11:25-12:15 p.m.

Dr. Abeer Elbeheiry
Introduction to EDA activities 12:00- 12:30 p.m.

Counseling tips on Dr. Yassmine Refky
medicines use in patients 12:30- 02:30 p.m.
with liver disease
11/02/2025
Dr. Nesma Atef
Drug formulary 02:30-0 2:45 p.m.
Reporting for Dr. Omnia
inappropriate 02:45-03:00 p.m.

promotional material
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Workshop on Literature screening

a2lge I duo gl &4y duaz ol 408yl wlgdl @Bl § Condl pase b S Jeally Syl plad Y1 ) Joall diyg Bugs
Lnzryall Lol gl @dlge e bad qiy | dowall dile )l 2ada) dgagoll bzl ol 4 galall

IIIIIIIIIIHHHHIIIIIIIIIIIIIIIIIIHHHHHHIIIIIIIIIIII:==IIIIIIIIII:IEHIIIIIIII

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

Reference Regulatory
Authorities screening and Dr.Amina El Ashry 10:00-01:00 p.m.
related aspects

17/02/2025

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

Demonstration on Reference

Regulatory Authorities screening Dr.Amina El Ashry 01:30-03:00 p.m.
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Webinar on The Fundamentals of Pharmacovigilance
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Topic Speaker

Intro to Pharmacovigilance

Dr: Lobna Samy

Pharmacovigilance: 12:00-02:00 p.m.

The Fundamentals 24/02/2025
Q&A Dr. Medhat Abd El hakam
Reporting of Inappropriate .
Marketing Material Dr. Omnia Eldakhly
0
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Training Program on Streamlining Labeling: Expert Strategies for Enhancing Ap-
peal and E-Labeling
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Registration 09:30-10:00 a.m.
Updated Frameworks for Appeal
Processing: Fast Track and Deci- Dr. Alaa Mahdy 10.00-11:30 a.m.
sion Matrix
25/02/205
Label Safety and warning up-
Dr. Soad Ahmed 11.30-01:00 p.m.
dates
Break 01:00-01:30 p.m.
Mastering E-Labeling: Strategies .
. Dr. Mahmoud Gamiel 01:30-02:30 p.m.
for Success and Compliance"
25/02/205

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

E Q o ria
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Training Program on Non-Prescription Medications Guide
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Introduction to non - prescription
medications & General principles

Approaches & Criteria for assess-
ment of a product as a non-

Submission process guide:
-Requirements of submission pro-

-Submission Forms & how to fill
them

Discussion

B

25/02/2025 P9/ &y ©lelw 6
>l ‘_5\3_)..\3

Registration

Dr. Abeer Elbeheiry

Dr. Yasmin Refky

Break

Dr. Eman Zakaria

Dr. Eman Zakaria

Dr /Abeer Elbeheiry
Dr / Eman Zakaria
Dr/Yasmin Refky

¢ an

a‘.‘:_pa.m" slgll did o 2000 L.E.
o=l e gl Golaall
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09:30-10:00 a.m.

10:00- 10:30 a.m.
25/02/2025

10:30-11:30 a.m.
11:30-12:00 p.m.

12:00-12:30 p.m.

02:00-02:30 p.m.

&9l W oo
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Training program on Non-Prescription Medicine

dslel slgal) deadaiill delsdll e dralall CI8GIIg 9ol 8 G oo oyl ] (ol mebill Gug
Joludly adll oladlge (e Jamamdl Qi dduogll ae Ol pasiunl)

T T N

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

Opening &Welcome Note Dr.Moaz Masoud 10:00-10:15 a.m.
Dr.Naglaa Gamal

General Rules 27/02/2025 10:15-11:15a.m.

Claims & Representations Dr.Doaa Ahmed 11:15-12:00 p.m.

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

Claims & Representations Dr.Marwa Adawi 12:30-01:00 p.m.

Special Issues Dr.Naglaa Gamal 01:00-01:30 p.m.

Dr.Moaz Masoud
27/02/2025
Dr.Naglaa Gamal
Questions 01:30-02:00 p.m.
Dr.Doaa Ahmed

Dr.Marwa Adawi
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« Workshop on Medical devices plant design.
« Workshop on Dealing with DAWANA Application

« Workshop on Conducting Risk-Based Post Market Surveillance Plan within the
Egyptian Market (Medical and Biological products)

o Training Program on Auditing of cosmetic factories as per ISO 22716:2007

o Training program on GMP for Manufacturing Operations
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Workshop on Medical devices plant design.
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Registration 09:30-10:00 a.m.

Dr. sally abdel rasuol

Introduction 10:00-10:30 a.m.
16/02/2025

Warehouses, Sterilization & Labs Dr. Ramy Ahmed 10:300-12:00 p.m.

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

Production Areas
Dr. Ramy Ahmed 12:30-02:00 p.m.

16/02/2025
Dr. Ramy Ahmed
Discussion 02:00-02:30 P.m.

Dr. sally abdel rasuol
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Workshop on Dealing with DAWANA Application
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Registration 09:00-09:30 a.m.
"Introduction and Overview of the
Importance of Implementing Dr. Radwa AbdulGalil
09:30-11:30 a.m.
‘Dawana’ to Regulate the Distribution Dr. Mona Farougq
of Psychotropic Drugs 11/02/2025

"Decree No. 172 of 2011 Regulating Dr. Mona AlHashash

the Distribution of Psychotropic 11:30-12:30 p.m.
DR. Phoebe Adel

Drugs"
Break 12:30-01:00 p.m.
How to Use the Dawana App as a Dr. Mona Farouq
. 01:00-02:00 p.m.
Pharmacist Dr. Phoebe Adel

11/02/2025
Dr. Radwa AbdulGalil
Discussion & Summary. 01:30-03:00 p.m.
Dr. Mona Farouq
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Workshop on Conducting Risk-Based Post Market Surveillance Plan within the
Egyptian Market (Medical and Biological products).
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Registration

RB-PMS Definition

Importance of risk base plan in market

control Dr. Shereen Hamdy

RB-PMS plan designing and imple-

menting
Break
Sampling implementation
Submitting to EDA’s NCLs Dr. Shereen Hamdy

Questions and discussions
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09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:00 a.m.

11:00-12:30 p.m.

12:30-01:00 p.m.

01:00-01:45 p.m.

01:45-02:30 p.m.

02:30-03:00 p.m.
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Training Program on Auditing of cosmetic factories as per ISO 22716:2007
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Registration 09:30-10:00 a.m.

Dr. Maged Samir
Brief on Iso 22716/2007 Dr. Sally Samir 17/02/2025 10:00-11:30 a.m.

Dr.Morcos Adel

Break 11:30-12:00 p.m.
Inspection A udit- Audit Agenda Dr.Morcos Adel 12:00-01:30
:00-01: .m.
Report and its fol-low up Dr.Mai Nabil P
Dr. Sally Samir 17/02/2025
Open Discussion Dr.Morcos Adel 01:30-02:00 p.m.
Dr.Mai Nabil
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Training program on GMP for Manufacturing Operations
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Topic
Speaker

e Starting Materials and In-Process Controls Cesistrati
Dr. Loai Mohamed  20/02/2025 egistration

09:30-10:00 a.m.

1st Session

10:00-12:00 p.m.

¢ Manufacturing Processes and Validation
Dr. Mohamed Naeim = 23/02/2025 Break

12:00-12:30 p.m.

2nd Session
e Packaging and Labeling Operations
12:30-02:30 p.m.

Dr. Reham Waheed  27/02/2025
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Egyptian Drug Authority Edaegypt.gov.eg
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