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« Workshop to introduce the Guidelines for export of Medical prod-
ucts and devices.
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Workshop on Guidelines for export of Medical products and devices
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Registration 09:30 - 10:00 a.m.
Introduction 10:00 -10:30 a.m.
Guidelines for export of pharmaceutical ) ]
products Dr. Yasmine El Khatib ~ 11/12/2025 ~ 10:30-11:30a.m.
Guidelines for expor’F of medical devices & 11:30- 12:30 p.m.
kits
Break 12:30 - 01:00 p.m.
Guidelines for mgsﬂtzharmaceuhcal 01:00-02:30 p.m.
Dr. Aya Youssry 11/12/2025
Guidelines for MFE of Medical devices 02:30-04:00 p.m.
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« Webinar on The Fundamentals of Pharmacovigilance

o Training Program on pharmacovigilance Inspection process and PV Audit
o Training program on Prescription Medicine promotion guidelines

o Training Program on Non-Prescription Medications Guide

o Training Program on Medical device Pharmacovigilance

« Webinar on Drug Dose Adjustment (Unlock the Pharmacist Potential)

o Training Program On PV SOPs writing

o Webinar on medication management for hypertension and heart diseases (Unlock
the Pharmacist Potential)

« Workshop on excellence in searching for the optimum reference (how to search in
authorized and accredited websites for reference and non-reference Insert prepa-
ration)
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Introduction to Pharmacovigilance

The Fundamentals of Dr. Marwa Ahmed

Pharmacovigilance& Q.A 02/12/2025 10:00-01:00 p.m.
Reporting of nappropriate  Genera| Adminitation fo
Marketing Material and Marketing Material

Introduction to Pharmacovigilance

The Fundamentals of Dr. Monica Magdy

Pharmacovigilance& Q.A 09/12/2025 10:00-01:00 p.m.
Reparting of Inappropriste  SeneralAdmInitiation fo
Marketing Material and Marketing Material

Introduction to Pharmacovigilance

The Fundamentals of Dr. Maram Hany

Pharmacovigilance& Q.A 16/12/2025 06:00-09:00 p.m.
Reportng of Inapproprate  GneraLAdTIttion fo
Marketing Material and Marketing Material

Introduction to Pharmacovigilance

The Fundamentals of Dr. Shaymaa Raslaan

Pharmacovigilance& Q.A 23/12/2025 06:00-09:00 p.m.
. . General Administration for
Reporting of Inappropriate . .
Marketing Material Regulations of Advertising
and Marketing Material
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Training Program on pharmacovigilance Inspection process and PV Audit
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Day 1

Registration

Pharmacovigilance audit and its objective Dr. Aya Attia
Break
Pharmacovigilance inspection program process
& . p. .p & P Dr. Aya Attia
and its objective.
Day 2
Registration
Continuing Inspection program process including
Dr. Aya Attia
Fundamentals of MedDRA coding and safety data
analysis using MedDRA
Break
Hands-on Case Series Causality Assessment and .
Dr. Aya Attia

Interactive Discussion
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09:30-10:00 a.m.

10:00-11:00 a.m.

12:00-12:30 p.m.

12:30-02:00 p.m.

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-12:00p.m.

12:00-12:30 p.m.

01:30-03:00 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 10:00-10:15 a.m.
Dr.Naglaa Gamal
General Rules 15/12/2025  10:15-11:15 a.m.
Claims & Representaﬁons Dr.Doaa Ahmed 11:15-12:00 p.m.
Break 12:00-12:30 p.m.
Claims & Representations Dr.Doaa Ahmed 12:30-01:30 p.m.
Special Issues Dr.Naglaa Gamal 15/12/2025 1:30-02:30 p.m.
Questions All Speakers 02:30- 03:00 p.m.
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Training Program on Non-Prescription Medications Guide
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Registration 09:30-10:00 a.m.
Introduction to non - prescription medications .
o Dr. Abeer Elbeheiry 10:00-10:30 a.m.
& General principles
16/12/2025

Approaches & Criteria for assessment of a .

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

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

Submission process guide: Requirements of .
Dr. Eman Zakaria 16/12/2025 12:00-02:30 p.m.

submission process
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Day |

Registration 09:30-10:00 a.m.
Introduction to Medical Devices Vigilance 10:00-12:00 p.m.

Medical Devices safety and Multidimensional Respon- ~ Dr. Lamiaa Attia  16/12/2025
12:00-01:00 p.m.

sibility
Break 01:00-01:30 p.m.
MDSD Reception Requirements Dr.Shaimaa Ahmed 16/12/2025 01:30-03:00 p.m.
Day I
Registration 09:30-10:00 a.m.
Incidents Reporting System Dr. Marian Nashaat 17/12/2025 10:00-12:00 p.m.
Break 12:00-12:30 p.m.
Investigations Made by the Manufacturer ) ) 12:30-01:30 p.m.
Field Safety Notices and Actions (FSNs _ FSCAs) Or. Lamiaa Attia L7/1212025 01:30-03:00 p.m.
Day Il
Registration 09:30-10:00 a.m.
PSUR Dr. Lamiaa Attia 18/12/2025 10:00-12:00 p.m.
Break 12:00-12:30 p.m.
New MD vigilance guideline Dr. Lamiaa Attia 18/12/2025 12:30-03:00 p.m.
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Webinar on Drug Dose Adjustment
(Unlock the Pharmacist Potential)
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Introduction to EDA activities 12:00-12:15 p.m.

Dr. Yassmin Refky

Drug Dose Adjustment 23/12/2025 12:15-02:30 p.m.

Reporting for inappropriate pro-
motional material

EH

23/12/2025

Dr. Menna Ahmed 02:30-03:00 p.m.
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Training Program On "PV SOPs writing"
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Registration 09:30-10:00 a.m.

How to write Pharmacovigilance SOPs with the

. Dr. Shaimaa Mohamed 23/12/2025 10:00-12:00 p.m.
most comment mistakes

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

Hand on Pharmacovigilance SOP writing Dr. Shaimaa Mohamed 23/12/2025 12:30-03:00 p.m.
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Webinar on medication management for hypertension and heart diseases
(Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Yassmin Refky 12:00-12:15 p.m.

Medication Management for Hy- . . .
pertension and Heart Diseases Dr. Eman Zakaria 30/12/2025 12:15-02:30 p.m.

Reporting for inappropriate pro-

motional material Dr. Menna Ahmed 02:30-03:00 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 Re-
Dr. Rehab Mehriz
sources

How to Navigate reference countries websites
Dr. Hoda Nasser
for the most updated leaflets

Break

How to collate information for non reference
Dr. Ahmed Mostafa
inserts

Questions Dr. Heba Hamdy
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09:30-10:00 a.m.

10:00-11:30 a.m.

30/12/2025
11:30-01:00 p.m.
01:00-01:30 p.m.
01:30-02:30 p.m.
30/12/2025

02:30-03:00 p.m.
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o Workshop on Guidelines for the review and technical assessment of
analytical files of human pharmaceutical products

o Workshop on Effective practices to overcome challenges and stream-
line the process of drug control: Smoothing out the pathway to as-
suring the quality of products

15
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Workshop on Guidelines for the review and technical assessment of analytical files
of human pharmaceutical products

mm

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

Introduction and history of CADC Guidelines Dr. Neveen Ahmed 10:00-11:00 a.m.

Dr. Doaa garhy 09/12/2025

Review and assessment of physical analysis in

11:00-12:30 p.m.
human pharmaceutical product files Dr. Asmaa Taha P

Break 12:30-01:00 p.m.
Review and assessment of chemical analysis in Dr. Safaa Khaled 01:00-02:00 p.m.
human pharmaceutical product files
09/12/2025
Review and assessment of microbiological analy- Dr. Hadeer Ezzat 02:00-03:00p.m.

sis in human pharmaceutical product files
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Workshop on effective practices to overcome challenges and streamline the pro-
cess of drug control: Smoothing out the pathway to assuring the quality of prod-
ucts
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mm

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

Overview of workshop objectives 10:00-10:30 a.m.

Dr. Hend Yehia 22/12/2025

From document review to report issuance: Chal-
10:30-11:30 a.m.
lenges encountered by manufacturers

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

Cracking the code to streamline the submission Dr. Vivian Refaat

12:00-01:30 p.m.

process -
Dr. Christine Fathy 22/12/2025

The role of technical support throughout the

Dr. Samah Mamdouh 01:30-03:00p.m.
product’s pathway in CADC
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