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o Workshop on Selection, handling and qualification of reference
standards in quality control pharmaceutical companies
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Workshop on Selection, handling and qualification of reference standards in quality
control pharmaceutical companies
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Registration 09:30-10:00 a.m.

introduction and important definitions Dr. Nehal Sedki 10:00-11:30 a.m.

production of reference materials according to
ISO 17034:2016, Material procssing, Homogeni- 15/06/2025
ty&stability assessments, Characterization ap-  Dr. Nehal Mohammady 11:30-01:00 p.m.
proaches, Metrological traceability and uncer-
tainty of CRM

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

handling of different types of reference materi-

als, Reciept&qualification, Storage, Proper use Dr. Suzy ramsis 01:30-02:30 p.m.
of refernce materials, Intermediate checks of
15/06/2025
Overview on reference strains&reference cul-
tures, Types&sources, Inspection, han- Dr. Raghda Kilany 02:30-03:30 p.m.

dling&storage, Intermediate checks
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Training program on Most common deficiencies in stability studies
submitted to EDA.
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Training program on Most common deficiencies in stability studies submitted to
EDA.
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Registration 09:30-10:00 a.m.

Challenges in stability studies assess-

ment & acceptable qualifications Ass. Prof. Dr.Rania 10:00-11:00 a.m.
Elhossary
pathways 17/06/2025
Method development & Validation of Dr. Samah ] )
Abdelsabour 11:00-01:00 p.m.

impurities in finished products
Break 01:00-01:30 p.m.

Most common deficiencies in regula-  Dr. Ahmed Khaled

. i . 01:30-02:00 p.m.
tory & technical file content Dr. Amr Samir

Most common deficiencies In-use Dr.Heba Saad 02:00-02:30 p.m.

stability study 17/06/2025

Most deficiencies in locall
ost common deficiencies INIOCATY b aziza Omran 02:30-03:00 p.m.

manufactured stability study files

Ass. Prof. Dr.Rania

Questions & answers 03:00-04:00 p.m.

Elhossary
U
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« Webinar on Principles of rational drug use in Hepatic Failure Management Un-
lock the Pharmacist Potential).
« Webinar on The Fundamentals of Pharmacovigilance.

o Training Program on pharmacovigilance Inspection process and PV Audit.

« Webinar on Basics of Drug Interaction Management in patients (Unlock the Phar-
macist Potential).

o Webinar on The Fundamentals of Pharmacovigilance.

o Training Program on Medical devices Pharmacovigilance.

o Training Program on Non-Prescription Medications Guide.

o Training program on Prescription Medicine Promotion guidelines.

o Workshop on Optimum Searching in scientific references to prepare the medical
Leaflet.
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Webinar on Principles of rational drug use in Hepatic Failure Management
(Unlock the Pharmacist Potential).
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.

Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.

Principles of rational drug use in

Hepatic Failure Management Dr. Yassmin Refky 03/06/2025 12:30-02:30 p.m.

Drug formulary Dr. Nesma Atef 02:30-02:45 p.m.
Reporting for

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

promotional material
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Webinar on The Fundamentals of Pharmacovigilance
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Introduction to Pharmacovigilance

Pharmacovigilance: The Fundamentals

Q&A

Reporting of Inappropriate Marketing
Material

Dr. Nadia Moustafa

Dr. Nadia Mostafa

Dr. Nadia Mostafa

Dr. Omnia el Dakhly
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Training Program on pharmacovigilance Inspection process and PV Audit
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DAY |
Registration
Pharmacovigilance audit and its objective. Dr. Aya Attia
Break
Pharmacovigilance Inspection program process Dr. Aya Attia
and its objective.
DAY Il
Registration
Continuing Inspection program process including
conduction process, and on site requests. .
Dr. Aya Attia
PV compliance along with response to findings and
CAPA
Break
Workshop (Hands on training on inspection obser- )
. Dr. Aya Attia
vations and CAPAs)
Aty =
= ¢y =
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16/06/2025

16/06/2025

17/06/2025

17/06/2025

Q9o Wy daddl Lios

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.

10:00-10:45 a.m.

10:45-11:00 a.m.

11:30-12:00 p.m.

12:00-01:00 p.m.
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Webinar on Basics of Drug Interaction Management in patients

(Unlock the Pharmacist Potential).
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.

Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.

Basics of Drug Interaction Manage-

ment in patients Dr. Kholoud Al-Naggar 17/06/2025 12:30-02:30 p.m.
Drug formulary Dr. Nesma Atef 02:30-02:45 p.m.
Reporting for
inappropriate Dr. Omnia 02:45-03:00 p.m.

promotional material
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Introduction to Pharmacovigilance Dr. Lobna Samy

Pharmacovigilance:

The Fundamentals Dr. Nadia Mostafa

22/06/2025 06:00-09:00 p.m.

Q&A Dr. Nadia Mostafa

Reporting of Inappropriate Mar-

keting Material Dr. Omnia el Dakhly
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Training Program on Medical devices Pharmacovigilance
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DAY |

Introduction to Medical Devices Vigilance

. . . . Dr.Lamiaa Attia
Medical Devices safety and Multidimensional
Responsibility
MDSD Reception Requirements Dr.Shimaa Ahmed

DAY Il

Incidents Reporting System Dr.Marian Nashaat

Investigations Made by the Manufacturer

Dr.Lamiaa Attia
Field Safety Notices and Actions (FSNs _ FSCAs)

DAY I

PSUR

Dr.Lamiaa Attia
New MD vigilance guideline

= O 9 =
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Registration

09:30 to 10:00
22/06/2025 a.m.

1st Session
10:00-12:00 p.m.
Break
23/06/2025 U0 tEUpam.
2nd Session
12:00-01:30 p.m.
3rd Session

01:30-03:00 p.m.

Except DAYIII 2
24/06/2025 Sessions Only

2nd Session

12:30-03:00 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 medi-

cations & General principles Dr. Abeer Elbeheiry 10:00-10:30 a.m.
24/06/2025
Approaches & Criteria for assessment
of a product as a non-prescription med- Dr. Yasmin Refky 10:30-11:30 a.m.
ication
Break 11:30-12:00 p.m.
Submission process guide: .
] o Dr. Eman Zakaria 12:00-12:30 p.m.
-Requirements of submission process
24/06/2025
-Submission Forms & how to fill them Dr. Eman Zakaria 12:30-02:00 p.m.
Discussion All Speakers 02:00-02:30 p.m

== 9 axn 2=
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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 26/06/2025 10:15-11:15a.m.

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

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

Special Issues Dr. Mayada lbrahim 01:00-02:00 p.m.
26/06/2025

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

= ¢ =
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Workshop on Optimum Searching in scientific references to prepare the medical
Leaflet
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Registration 09:30-10:00 a.m.

Introduction to scientific resources and

types Dr. Rehab Mehriz 10:00-11:00 a.m.
30/06/2025

How to search reference websites for Dr. Hoda N 11:00-01:00 b.m

inserts data and extract r.noda Nasser : Hup.m.

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

How to collate information for non ref- . .

erence inserts Dr. Soad Ahmed 01:30-02:30 p.m.
30/06/2025

Questions Dr. Heba Hamdy 02:30-03:00 p.m.

3
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o Training program on Scientific Offices Inspection Procedures.

17
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Training program on Scientific Offices Inspection Procedures
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Registration 09:30-10:00 a.m.

Scientific offices ti_lposr;])ection Introduc- 10:00-10:30 a.m.
Dr. Ahmed Hamaky 24/6/2025

Scientific offices inspection Regulations 10:30-11:30 a.m.

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

Scientific Office Inspection Procedures 12:00-12:30 p.m.
Dr. Ahmed Hamaky 24/06/2025

Discussion 12:30-03:00 p.m.

= ¢ an
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