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« Workshop on awareness about updated stability study
dosier submission guidance
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Workshop on updated stability study dosier submission guidance
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Registration 09:30-10:00 a.m.
Welcome address Ass. Prof. Dr.Rania
. 10:00-10:30 a.m.
Informational resources Elhossary
Mechanism of submission for applicants Dr. Ahmed khaled 10:30-11:00 a.m.
10/11/2024
File content for administrative documents Dr. Amr Samir 11:00-11:30 a.m.
File content from reviewing point of view for im- .
Dr. Nancy Mounir 11:30-12:15 p.m.
ported products
Break 12:15-01:00 p.m.
Reviewing composition Dr. Nancy Ali 01:00-01:30 p.m.
File content from reviewing point of view for locally
Dr. Ahlam Mahmoud 01:30-02:00 p.m.
manufactured products
. . . Ass. Prof. Dr.Rania
Evaluation of impurities acc. To Q3A& Q3B 02:00-02:30 p.m.
Elhossary
10/11/2024
File content from reviewing point of view for locally
L. Dr. Reham Ahmed 02:30-03:00 p.m.
manufactured products for variation
File content from evaluation point of view Dr. Ibrahim Mahmoud 03:00-03:30 p.m.
. Ass. Prof. Dr.Rania
Questions & answers 03:30-04:30 p.m.

Elhossary
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« Webinar on Violations of pharmaceutical Institutions and Penalties and the role
of the Egyptian Drug Authority in controlling the Egyptian drug market.

o Training program on work procedures, guideline , and licensing requirements
for Pharmaceutical product, cosmetics and medical devices factories.

o Training program for Licensing scientific office.

« Workshop on the third issuance of the regulatory guide regarding toll manufac-
turing licensing according to EDA 505/2021.

« Workshop on organization guide & decrees of cosmetic inspection.
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« Webinar on Violations of pharmaceutical Institutions and Penalties and the role
of the Egyptian Drug Authority in controlling the Egyptian drug market
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Registration 9:30-10:00 a.m.
Introduction to the Pharmacy low
and the most Important regula- Dr. Sameh Shaker 10:00 -11:00 a.m.
tions and decisions
11/11/2024

Violations may be found In the Dr. Hani shams Eldin

Pharmaceutical institutions and 11:00-12:30 p.m.

Penalties for that. Dr. Sameh Shaker

Break 01:00-01:30 p.m.
Practical Examples and open Dis- Dr. Hani Shams Eldin
) 11/11/2024 01:30-03:00 p.m.
cussion Dr. Sameh Shaker
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Training program on work procedures, guideline , and licensing requirements for
Pharmaceutical product, cosmetics and medical devices factories
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DAY |

Introduction & Q&A
Types Of Factories Which Is Licensed
] } o ) Dr.Eman Abd El Hady 17/11/2024
Services Provided By General Administration + & Q&A

Required Procedures For Factories Licensing + & Q&A
DAY Il

Required Procedures For Factories Licensing + Questions & Discussion

(cont.) Dr.Eman Abd El Hady

Online application procedures and common mistakes in submission

Dr.Reem Saeed
Guidelines for factory managers registeration 18/11/2024 Registration

. . . . . Investement Authori-
open discussion with Investement Authority representative 09:30 t010:00 a.m.

ty representative

DAY lll 1st Session

Summary Of Guidelines For Licensing Of Sterile & Non Sterile 10:00-12:00 p.m.

Medical Devices and kits + & Q&A

Dr. Miral Abbas
Break

Summary Of Procedures and Guidelines For Licensing Of Cos- 12:00-12:30 p.m.

metic Factories + Questions & Discussion Dr. Engy Mohamed = 19/11/2024
R . . . Salah 2nd Session
Summary Of Procedures and Guidelines For Licensing Of Antisep- ala
tics / Disinfectants Factories Or Production Lines + & Q&A 12:30-02:30 p.m.
Summary Of Guidelines For Licensing Of prosthetics Dr. Miral Abbas
DAY IV
Summary Of Procedures and Guidelines For Licensing Of Pharma- Dr.Marwa El-hag
ceutical Factories + Questions & Discussion Sayed

. . . . Representative OF

Open Discussion With Representative OF IDA DA 20/11/2024

. . . Dr.Marwa El-hag
overview on Layout review committee

Sayed
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Day 1
Registration 09:30-10:00 a.m.

Introduction, Types of scientific offices &
Guidelines & regulations for licensing scientific Dr. Rasha Mahmoud 18/11/2024  10:00-12:00 p.m.

offices
Break 12:00-12:30 p.m.
Updated documents required for licensing new
S ] ) i Dr.Omar Mohsen 18/11/2024 12:30-02:30 p.m.
scientific office & Licensing procedures
Day 2
Registration 09:30-10:00 a.m.

Renewal cases for scientific office license, Up-
dated documents required for renewal of sci- .

. o Dr.Hadeer Alaa Eldin 19/11/2024  10:00-12:00 p.m.
entific office license & Procedures for renewal

of scientific office license

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

Documents required for licensing / renewal of Dr. Omar Mohsen

19/11/2024  12:30-02:30 p.m.

scientific office branch & Cancellation cases Dr. Nahla Attia
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Workshop 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 License)

Dr. Eman Moharam

Dr. Fatma El Zahraa

09:30-9:45 a.m.

09:45-10:00a.m.

10:00-10:30 a.m.

Updating requirements for Toll Manufacturing licenses Hamdy 24/11/2024 10:30-11:30 a.m.
Dr. Eman Moharam
Holding Cases for Toll Manufacturing licenses 11:30-12:00 p.m.
Break 12:00-12:30 p.m.
Cancellation Cases for Toll Manufacturing licenses Dr. Fatma El Zahraa 12:30-01:30 p.m.
Hamdy 24/11/2024
Deadlines for companies regarding updating Toll Manufac-
R 01:30- 03:00 p.m.
turing licenses
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Workshop on organization guide& decrees of cosmetic inspection
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Registration 09:30-10:00 a.m.
Introduction Dr. Maged Samir 10:00-10:45 a.m.
Ministerial decree no 151/2015
Ministerial decree no 783/2022 re- Dr.Reham Ramses 10:45-11:15 a.m.
garding sampling imported cosmetic 27/11/2024
products and its trading
Ministerial decree no 151/2015
Ministerial decree no 783/2022 re- Dr.Mary Onsy 11:15-11:45 a.m.

garding sampling local cosmetic prod-
ucts and its trading

Break 11:45-12:15 p.m.
Ministerial decree 122/2022 regarding
cosmetic product notification Dr.Sally Samir
27/11/2024 12:15-2:30 p.m.
Organization guide of local & import- Dr.Reham Ramses

ed cosmetics inspection
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. Webinar on The Fundamentals of Pharmacovigilance.

. Webinar on Principles of Rational Drug Use in Hepatic Failure
Management & Reporting Inappropriate Ads.

. Webinar on Principles of Rational Antimicrobial Use& Reporting
Inappropriate Ads.

. Training program on Prescription Medicine Promotion guidelines.

11
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Webinar on The Fundamentals of Pharmacovigilance

EMN Gyl cdasSall S0 (52 MY xS Aol cidobpnal Al ey dromsall ol s oy J) Slizsrs)! Sy
d>ladl

Pharmacovigilance of The

Fundamentals Dr. Yara Raslan 03/11/2024 06:00-08:00 p.m.

Pharmacovigilance of The

Fundamentals Dr. Yara Raslan 25/11/2024 10:00-12:00 p.m.

Pharmacovigilance of The

Fundamentals Dr. Yara Raslan 26/11/2024  06:00-08:00 p.m.
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Webinar on Principles of Rational Drug Use in Hepatic Failure
Management & Reporting Inappropriate Ads
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:30 P.m.

Counseling tips on
medicines use in patients with liver Dr. Yassmine Refky 13/11/2024  12:30-02:30 P.m.
disease

Reporting Inappropriate drug . A na.
promotional materials Dr. Omnia AbdElnaby 02:30-03:00 P.m.
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Webinar on Principles of Rational Antimicrobial Use& Reporting Inappropriate Ads
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Introduction to EDA activities

Principles of Rational
Antimicrobial Use

Reporting Inappropriate drug
promotional materials

B
24/11/2024 93/ duydi Olelw 3
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Dr. Abeer Elbeheiry

Dr. Shima Nasr Elden

24/11/2024

Dr. Omnia AbdEInaby

.
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12:00-12:30 P.m.

12:30-02:30 P.m.

02:30-03:00 P.m.
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Training program on Prescription Medicine Promotion guidelines
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Registration 09:30-10:00 a.m.

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

General Rules Dr. Naglaa Gamal 28/11/2024 10:15-11.15 a.m.

Claims & Representations Dr. Doaa Ahmed 11:15-12:30 p.m.

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

Special Issues Dr. Mayada Ibrahim 01:00-02:00 p.m.
28/11/2024

Questions All Speakers 02:00-02:30 p.m.
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