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- Webinar on In-use stability study& Requirements for post approval
stability studies submission (excursion study)
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Webinar on In-use stability study& Requirements for post approval stability stud-
ies submission (excursion study)
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Requirements for post approval sta-

bility studies submission change in

Dr. Reham Ahmed 11:00-11:30 a.m.
short term excursion outside the label
storage conditions
In-use stability study 02/11/2025
Dr. Ahmed Khaled 11:30-12:00 p.m.

(Most common deficiencies & FAQ)

Ass. Prof. Dr.Rania
Q&A 12:00-01:00 p.m.
Elhossary
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« Webinar on National Guides for Rational Use of Antimicrobials.
o Training Program On Pharmacovigilance system Master File and its Quality.

« Webinar on Rational use of Antimicrobials (Part 3) (Unlock the Pharmacist Po-
tential).

« Webinar on Rational Drug Use of Oral Medications in Patients with Diabetes
Mellitus Disease (Unlock the Pharmacist Potential).

o Training Program on Emergency Safety Issues and communications / compli-
ance.

o Training program on Online Promotional Materials Guidelines.




-
CENTER FOR CONTINUING wj
CI@_'D PROFESSIONAL DEVELOPMENT =4
Pharmaceutical

Guide to Guide § 94 il g Sual) labian b 40U ad) AN Ciy 2l Ge 8 Uiy .2
(G2G)

Webinar on National Guides for Rational Use of Antimicrobials

Aol ) AL iy el it sal) due iy Adunal e 5l e yabia o Cajal S acial) Al oy e ) sl Cangs
RERUP U ERE T R NI T

I T N T

Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.
Introduction to EDA Initiatives Dr. Yassmin Refky 02/11/2025 12:15-12:30 p.m.
National Guides for Rational Use of Dr. Shimaa Nasr 12:30-03:00 p.m.

Antimicrobials
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Training Program on Pharmacovigilance system Master File and its Quality
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Day 1
Registration 09:30-10:00 a.m.
Pharmacovigilance system Master File and its Quality 10:00-11:30 a.m.
Dr. Shaimaa Mo-

Continue “Pharmacovigilance system Master File and 17/11/2025

) , ) hamed 11:30-12:00 p.m.
its Quality and most comment pitfalls
Break 12:00-12:30 p.m.
. o . Dr. Shaimaa
Ideal reception submission and most comment pitfalls 17/11/2025  01:00-03:00 p.m.
Mohamed
Day 2
Registration 09:30-10:00 a.m.
PV agreement s along with its requirements fulfil-
ments 18/11/2025
Mohamed
Key performance indicators (KPI) 11:30-12:30 p.m.
Break 12:30-01:00 p.m.
. Dr. Shaimaa Mo-
Workshop (hand on training on PSMF) h q 18/11/2025  01:00-03:00 p.m.
ame
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Webinar on Rational use of Antimicrobials (Part 3)
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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.
Rational Use of Antimicrobials 18/11/2025
Dr. Shimaa Nasr 12:30-02:30 p.m.
(Part 3)

Reporting for inappropriate pro-
Dr. Menna Ahmed 02:30-03:00 p.m.
motional material
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Webinar on Rational Drug Use of Oral Medications in Patients with Diabetes
Mellitus Disease (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.
Rational Drug Use of Oral Medica- 24/11/2025

tions in Patients with Diabetes Dr. Yasmin Yehia 12:30-02:30 p.m.

Mellitus Disease

Reporting for inappropriate pro-
Dr. Menna Ahmed 02:30-03:00 p.m.
motional material
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Training Program on Emergency Safety Issues and communications / compliance
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Day 1
Registration
Definition Of Emerging Safety Issues (ESI)
Examples of ESI

Dr. Rawda Negm  26/11/2025
Safety issues submission timeline and requirements
Regulatory actions taken for safety Reasons
Break
Risk communication including DHPC and cases of
Dr. Rawda Negm  26/11/2025

DHPC distribution
Day 2
Registration
screening of Reference regulatory authorities Dr.Nayera Elshafey 27/11/2025
Break

Dr.Shrouk Mo-
hamed

Compliance management & consequences of non
. 27/11/2025
compliance
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26,27/11/2025  Olg/dundidslw 12 Dpadislglll dis 30 3000 L.E. BgoVl I Aaidl fies

Olbwyus

Pl

09:30-10:00 a.m.
10:00-10:15 a.m.
10:15-11:00 a.m.
11:00-12:00p.m.
12:00-01:00p.m.
12:00-12:30 p.m.

01:30-03:00 p.m.

09:30-10:00 a.m.
10:00-01:00 p.m.
01:00-01:30 p.m.

01:30-03:00 p.m.
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Training program on Online Promotional Materials Guidelines
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Day 1

Registration

Opening & Welcome note Dr.Moaz Masoud

Introduction &classification
Dr.Naglaa Gamal
Responsibilities Content securing & Gating
Break
Online Content Dr.Doaa Ahmed
Submission requirements Dr.Naglaa Gamal
Day 2
Registration
Monitoring & Follow up
Dr.Michael Refaat
Timeline &Service
Violation Cases & recommendations Dr.Hanan Hassanien
Break

Content controlling
Dr.Michael Refaat
FAQs

B " oo
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26/11/2025

26/11/2025

27/11/2025

27/11/2025
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09:30-10:00 a.m.
10:00-10:15 a.m.
10:15-11:00 a.m.
11:00-12:00p.m.
12:00-12:30 p.m.
12:30-01:30 p.m.
01:30-02:30 p.m.

09:30-10:00 a.m.
10:00-10:15 a.m.
10:15-11:00 a.m.
11:00-12:00p.m.
12:00-12:30 p.m.
12:30-01:30 p.m.
01:30-02:30 p.m.

SarheT
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« Workshop on Enhancing GCP Compliance: Preparing for a successful
GCP Inspection of Bioequivalence Centers

12



CENTER FOR CONTINUING
PROFESSIONAL DEVELOPMENT

Sio-Inn

CA of Biclogical and Innovtive Products, and Clinical Trals
il il Clalpally 88isally dugall il pdniusall aSpall 3s 0

81l daall (st duteal slaniu) sdauad) dudall el jlaall JUSaY) a3k 08 Jas 4y .8

¢ 9l ol

Workshop on Enhancing GCP Compliance: Preparing for a successful GCP

Inspection of Bioequivalence Centers
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Registration

Welcome and opening remarks Dr. Asmaa Fouad
Principle of GCP Dr . Rania Hassan
GCP in Bioequivalence Studies Dr. Rania Shousha
Break
Preparation & conduction of GCP Inspection Dr. Dalia Kamal
Case Studies & Practical Exercises Dr.Omnia Ayman
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09:30-10:00 a.m.

10:00-10:15 a.m.

10:15-11:00 a.m.

24/11/2025
11:00-12:00 p.m.
12:00-12:30 p.m.
12:30-01:30 p.m.
24/11/2025

01:30-03:00p.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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Training program on the third issuance of the regulatory guide
regarding toll manufacturing licensing according to EDA 505/2021
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Registration 09:30-10:00 a.m.
Introduction Dr. Khadiga Ahmed Ali 10:00-10:15 a.m.

Toll Manufacturing Licensing Requirements (New Dr. Fatma El Zahraa
10:15-10:45 a.m.

License) Hamdy
Updating requirements for Toll Manufacturing li-
pdating red & Dr.Khadiga Ahmed Ali 177112025 40459115 am,
censes
How to deal with electronic links 11:15-11:30 a.m.
Dr. Fatma El Zahraa
Holding Cases for Toll Manufacturing licenses Hamdy 11:30-12:00 p.m.
Break 12:00-12:30 p.m.
Cancellation Cases for Toll Manufacturing licenses  Dr. Khadiga Ahmed Ali 12:30-01:00 p.m.
Deadlines for companies regarding updating Toll Dr. Fatma El Zahraa 17/11/2025  01.00-01:30 om.
Manufacturing licenses Hamdy
Questions and open discussion Dr. Khadiga Ahmed Ali 01:30-03:00 p.m.
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. Training program on Best Practice for Variation of Registered
Medical Devices and New MDR 2017/745 Updates

. Training program of best Practice for Importation of Medical
Equipments

. Training program of Best Practice for updated regulation Impor-
tation of Low-Risk Medical Devices & Class I Non sterile Devices

16
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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 Variation rules & regulation

Different cases of Medical Devices Dr Kareem Ekram

variation & its study
Different time frames &flow charts

Break

Common mistakes Dr. Kareem Ekram

Q&A Dr. Marian Hosni

Aty 9 El/)‘
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d>lg iy Gul ps of golaally
49 AUV Clbaiadl

10:00 - 10:30 a.m.

10:30-11:00 a.m.

06/11/2025
11:00- 11:45 a.m.
11:45-12:30 p.m.
12:30—01:00 p.m.
01:00-01:45 p.m.
06/11/2025

01:45-03:30 p.m.
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Training program of Best Practice for Importation of Medical Equipments
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Registration 09:30-10:00 a.m.
Opening speech Dr Fatma Raslan 10:00-10:30 a.m.
New guidelines for importation of medical 16/11/2025 ) )
devices & equipments ) 10:30 - 11:30 am
Dr Shimaa Hosny
How to Avoid most common mistakes 11:30-12:30 p.m.
Break 12:30-01:00 p.m.
Importation Common Documents on Dr Shimaa Hosny 01:00 - 02:30 p.m.
16/11/2025

Panel discussion - Q& A Dr Fatma Raslan 02:30-03:30 p.m.
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Training program of Best Practice for updated regulation Importation of Low-Risk
Medical Devices & Class I Non sterile Devices
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Registration 09:30-10:00 a.m.

Opening speech Dr Ghada Hussein 10:00-11:30 a.m.

Dr Hannan Gamal

New guidelines for importation of Low-
Risk medical devices Dr Mohamed Yousef

23/11/2025 10:30-11:30 am
Dr Nesma Gamal
Dr Omnia Adel
How to Avoid most common mistakes Dr Marwa Ali 1130-12:30 pam.

Dr Norhan ELnaggar

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

Importation C%rlr;nt?granocuments on 01:00- 02:30 p.m.

All speakers 23/11/2025

Panel discussion - Q&A 02:30-03:30 p.m.

== ¢ = 2=

23/11/2025 egg/ a‘g-.\:\_)-\s okl b 3;3,50»” ;|3JJ| @.A).SA 1500 L.E. Lo ibicwol! Qs_,&' - A
u>l9 g6 ol s ol (alaally By gunall Al
g ASIVI Sbared!



https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5Q0TAHNqyRxLuDphGRknUG5UQk5PODFSNENXOTI5QTAwQVlSS05BUlk1QSQlQCNjPTEu

CENTER FOR CONTINUING
PROFESSIONAL DEVELOPMENT

dale Q\Jhﬁu)
{KVES NV [RVS S gixo Belyd (=4

Byl Ul apazr slagienly Sladstd) £L51 2 Wi laall Sloyaid) (o 6Y Jrmanddl § &)l Ul 3
5 U0 Dol Olaliy Y #Llg dikaodl 8z lauds 8auseall duslgoll § )gaadls plUYI -
(S e Loy sl @lsly2Y) 88K o509 -
Il e Josl Copiiall e oy 394801 Gliaiall Gi] INS (o oyl die Al 3 -
omydiedl Jg309 Jgud @abass gy (3> 35 Cd gy sueall ue goll LB

32> U3 oS Lol sl e QR code U (§ gl graed] goliys Jrossd /3929 ¢y STl (222 -
O ladal) .‘.‘_)_94'4} ozl (p0 Oinb > EAY cCJL.g)..L'U\




e

CENTER FOR CONTINUING
PROFESSIONAL DEVELOPMENT

soluoll pdaoll hohill ol zlgall diye J5)0

438 sall B 1aY)

Externaltraining.affairs@edaegypt.gov.eg
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pp-trainings@edaegypt.gov.eg
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Egyptian Drug Authority
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