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o Workshop on benefits, handling and interpretation of proficiency testing
schemes
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Workshop on benefits, handling and interpretation of proficiency testing schemes
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Day 1
Registration

Benefits of participation in proficiency testing
Dr Nehal Gamal
schemes

Participation in EDA-PT program schemes rules  Dr Eman Abdelsayed
Discussion All Speakers
Break

Handling of PT items Dr Eman Abdelsayed

Dealing with unsatisfactory and questionable Dr Ghada Elhag

Discussion All Speakers

Day 2
Registration

Precautions and sources of errors in chemical
Dr Eman Abdelsayed
schemes

Precautions and sources of errors in microbiolo- Dr Raghda

gy PT schemes Abdelmohsen

Discussion All Speakers

Break

Uncertainty principal and approaches Dr Eman Abdelsayed

Evaluation of measurement uncertainty with
Dr Amel Mostafa

examples
Discussion All Speakers
= Q an
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17/08/2025

17/08/2025

18/08/2025

18/08/2025

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:00 a.m.
11:00-11:30 a.m.
11:30-12:00 p.m.
12:00-12:45 p.m.

12:45-01:45 p.m.

01:45-02:30 p.m.

09:30-10:00 a.m.

10:00-10:45 a.m

10:45-11:30 a.m.

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

12:30-01:15 p.m.
01:15-02:00 p.m.

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

o)) ]

Registration

Challenges in stability studies assessment & accepta- Ass. Prof. Dr.Rania

ble qualifications pathways Elhossary
06/08/2025
Method development & Validation of impuritiesin  Ass. Prof. Dr.Samah
finished products Abdelsabour
Break
Most common deficiencies in regulatory & technical Dr'ﬁ;‘&?ﬁaﬁiﬂed
file content Dr. Amr Samir
Most common deficiencies In-use stability study Dr.AhE?Ve\:lgnlﬁhaled
06/08/2025
Most common deficiencies in locally manufactured ,
Dr.Aziza Omran
stability study files
Questions & answers Ass. E{ﬁ;ggﬁama
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09:00-09:30 a.m.

09:30-11:00 a.m.

11:00-01:00 p.m.

01:00-01:30 p.m.

01:30-02:30 p.m.

02:30-03:00 p.m.

03:00-03:30 p.m.

03:30-04:00 p.m.
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« Webinar on Use of Antimicrobials in Pediatrics (Unlock the Pharmacist Poten-
tial).

« Workshop on "CAPA for PV inspection findings /PV non-compliance
o Webinar on Drug information resources (Unlock the Pharmacist Potential).

o Training Program on Medicinal Risk management plan training & Biological
products RMP and ACO training.

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

o Training program on Non-Prescription Medicine Promotion guidelines.
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Webinar on Use of Antimicrobials in Pediatrics
(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 05/08/2025 12:15-12:30 p.m.
Use of Antimicrobials in Pediatrics Dr. Shimaa Sayed 12:30-02:30 p.m.
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Webinar on Drug Information Resources

(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 19/08/2025 12:15-12:30 p.m.

Dr. Yassmin Refky

Drug information resources 12:30-02:30 p.m.
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Workshop on "CAPA for PV inspection findings /PV non-compliance
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DAY |
Registration 09:30-10:00 a.m.
CAPA for PV inspection findings /PV non- .
. Dr. Aya Attia 18/08/2025 10:00-12:00 p.m.
compliance
Break 12:00-12:30 p.m.
Hands-on training with practical application on )
Dr. Aya Attia 18/08/2025 12:30-03:00 p.m.
CAPA for PV Inspection
DAY Il
Registration 09:30-10:00 a.m.
Practical Case Study on Inspection Outcomes )
. Dr. Aya Attia 19/08/2025 10:00-12:00 p.m.
and CAPA Implementation
Break 12:00-12:30 p.m.
Continue Practical Case Study on Inspection
Dr. Aya Attia 19/08/2025 12:30-03:00 p.m.
Outcomes and CAPA Implementation
almmls = -
= ’/ = 2=
18-19/08/2025  [AwpSolsle1y el oV dua ie 3000 L.E. L9Vl Wy Aaddl Jreo

Ol Olsy golaelt



https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5Q0TAHNqyRxLuDphGRknUG5UMUpOUjRTSE1QOUVHTUxJUk4yNU5USkRTVS4u

- rwy
CENTER FOR CONTINUING = e
CPBD #roressionat beveLopment ——— 4

Pharmaceutical

4 gaal) g ddanall ) pantiall laliial) 3 )a) ddady Ciy il o a3l gali ) L6

Training Program on Medicinal Risk Management Plan Training & Biological
Products RMP and ACO Training
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DAY |

Registration 09:30-10:00 a.m.
RMP Overview Dr. Sara Mahmoud  24/08/2025 10:00-10:30 a.m.

National pharmacovigilance regulations including
different ministerial decrees with PV requirements  Dr. Sylvia Amgad 24/08/2025 10:30-11:30 a.m.
& RMP submission contexts

Risk management 3 stages Dr. Sara Mahmoud  24/08/2025 11:30-12:00 p.m.
Break 12:00-12:30 p.m.
Cont. Risk management 3 stages 24/08/2025 12:30-02:00 p.m.

How to prepare RMP (including RMP formats and Dr. Sara Mahmoud

sources of data and references) 24/08/2025 02:00-03:00p.m.

DAY I
Registration 09:30-10:00 a.m.
Ideal Reg And Rereg Reception submission Dr. Sylvia Amgad 25/08/2025 10:00-11:00 a.m.
Risk M‘anage.ment Elane (RM P) for biglogical prod- Dr. Mohamed
ucts including national display. “Guidelines and Saved 25/08/2025 11:00-12:00 p.m.
Regulations” ave
Break 12:00-12:30 p.m.
Cont. Risk Management Plane (RMP) for biologi-
gement V) & Dr. Mohamed 12:30-01:00 p.m.
cal products including national display. 25/08/2025
Sayed
Addendum to Clinical Overview (ACO) 01:00-03:00 p.m.
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Training Program on Streamlining Labeling: Expert Strategies for Enhancing Ap-

peal and E-Labeling
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Registration

Updated Frameworks for Appeal Pro-

] o . Dr. Alaa Mahdy
cessing: Fast Track and Decision Matrix

Label Safety and warning updates Dr. Sara Ahmed

Break

Mastering E-Labeling: Strategies for Suc-

] Dr. Mahmoud Gamiel
cess and Compliance"

Dr. Alaa Mahdy
Questions

Dr. Mahmoud Gamiel

= ¢ =
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26/08/2025

26/08/2025

Ggol U Jrao

09:30-10:00 a.m.

10:00-11:30 a.m.

11:30-01:00 p.m.

1:00-1:30 p.m.

01:30-02:30 p.m.

02:30- 03:00 p.m.
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Training program on Non-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 31/08/2025 10:15-11:15a.m.
Claims & Representaﬁons 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 31/08/2025 1:00-01:30 p.m.
Questions All Speakers 01:30- 02:00 p.m.

B ¢ an FE
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o Training program on GMP for Manufacturing Operations
« Workshop on Medical Devices Plant Design

« Workshop on Importers Register Licenses Issuing Procedures

14
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Training program on GMP for Manufacturing Operations
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DAY |
Registration
Dr. Mohamed Abdel
. . Nai 09:30 to 10:00 a.m.
Starting Materials and In-Process Controls alem 10/08/2025
Dr.Reham Waheed 1st Session
Rl 10:00 -12:00 p.m.
. L Dr. Mohamed Abdel
Manufacturing Processes and Validation . 11/08/2025 Break
Naiem
DAY IlI 12:00-12:30 p.m.
2nd Session
Packaging and Labeling Operations Dr.Reham Waheed  12/08/2025 12:30-03:30 p.m.
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Workshop on Medical Devices Plant Design
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Registration 09:30-10:00 a.m.

Introduction Dr. Sally Abdel Rasuol 5/08/2025  10:00-10:30 p.m.

-Types of Medical devices factories
- Requirement for non sterile medical devices &  Dr. Rehab Abd el Salam  5/08/2025  10:30-12:00 p.m.

orthotic and prosthetic factories

Break 12:00-12:30 p.m.
Requirement for sterile medical devices factories Dr. Ramy Ahmed 5/08/2025  12:30-02:30 p.m.
Discussion All speakers 5/08/2025  2:30-03:00 p.m.

= $ = 2=
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Workshop on Importers Register Licenses Issuing Procedures
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Registration 09:30-10:00 a.m.
Issuing new importers register license

Dr. Lamiaa Mohamed 28/08/2025  10:00-12:00 p.m.

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

Issuing importers register renewed license

g1mp 8 Dr. Lamiaa Mohamed 12:30-02:00 p.m.

procedures

28/08/2025
How to submit documents on electronic

Dr. Fady Wagdy 2:00-03:00 p.m.

link
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[' ]’l“ Egyptian Drug Authority
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