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o Workshop on in-vitro dissolution testing method development.

e Workshop on Selection, handling and qualification of reference
standards in quality control pharmaceutical companies
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Workshop on in-vitro dissolution testing method development
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Registration 09:30-10:00 a.m.

Dissolution Testing 10:00-11:00 a.m.

. . ) Dr. Ahmed Sakr 05/05/2025
Development of a discriminatory dissolution
11:00-12:00 p.m.

testing method

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

Dissolution method validation 12:30-02:00 p.m.
Dr. Doaa Garhy 05/05/2025

How to set dissolution limit 02:00-03:30 p.m.
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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- 19/05/2025
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
th lidity of ref terials, C tud
e validity of refernce materials, Case study 19/05/2025
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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e Training program on Regulatory rules and requirements for the
registration of Pesticide products (household & public health) and

Variation files.
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Training program on Regulatory rules and requirements for the registration of

Pesticide products (household& public health) and Variation files
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Registration 09:30-10:00 a.m.
Introduction Dr. Marwa Soliman 10:00-10:15 a.m.
Definitions & Classification

Dr. Dina Hussein 10:15-11:00 a.m.

Overview on general regulations 21/05/2025
Registration flow chart and required docu- Dr. Marina Essam 11:00-12:00 p.m.

ments for registration (checklist)

Registration of Natural Repellents Dr. Dina Hussein 12:00-12:30 p.m.
Break 12:30-01:00 p.m.
Variation types & required documents Dr. Eman Shaban 01:00-02:30 p.m.

21/05/2025
Open Discussion All speakers 02:30-03:30 p.m.
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« Webinar on Guide Role of Pharmacist in Radiotherapy .

« Webinar on Medication Management for Hypertension and Heart Diseases within
Unlock the Pharmacist Potential Initiative .

« Webinar on Medication Management for Cancer patients Unlock the Pharmacist
Potential Initiative .

o Training Program on Pharmacovigilance System Master File (PSMF)
o Training program on online Materials Guidelines
o Training Program on Emergency Safety Issues and communications / compliance

o Training program on GUIDELINE ON Medical Leaflets of Medicinal Products
for Human Use.

o Training Program on Non-Prescription Medications Guide.
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.

Introduction to EDA Initiatives Dr. Yassmin Refky 06/05/2025 12:15-12:30 p.m.
Guide Role of Ph ist in Radio- .

uide oeothe?;:gwyaus in Radio Dr. Noha Anis 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. Abeer Elbeheiry 12:00-12:15 p.m.

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

Medication Management for Hy-

pertension and Heart Diseases Dr. Eman Zakaria 11/05/2025 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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Day 1
Registration 09:30-10:00 a.m.

Pharmacovigilance system Master File
dits Qualit 13/05/2025 10:00-11:30 a.m.
andts uality Dr. Shaimaa Mohamed

Continue “Pharmacovigilance system
Master File and its Quality and most 13/05/2025 11:30-12:00 p.m.
comment pitfalls

Break 12:00-12:30 p.m.
Ideal reception submission and most
. Dr.Basant Ahmed 13/05/2025 12:30-03:00 p.m.
comment pitfalls
Day 2
Registration 09:30-10:00 a.m.

PV agreement s along with its require-
) 10:00-11:30 a.m.
ments fulfilments

Dr. Shaimaa Mohamed 14/05/2025

Key performance indicators (KPI) 11:30-12:30 p.m.
Break 12:30-01:00 p.m.
Workshop (hand on training on PSMF) Dr. Shaimaa Mohamed 14/05/2025 01:00-03:00 p.m.
almmls = -
= ’/ = 2=
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Webinar on Medication Management for Cancer 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.

Medication Management for

Cancer Patients Dr. Noha Anis 18/05/2025 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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Training Program on Emergency Safety Issues and communications / compliance
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Registration

Definition Of Emerging Safety Issues (ESI)

DAY |

Dr. Amina El Ashry

Examples of ESI

Safety issues submission timeline and Dr. Amira Avman 26/05/2025 . '
requirements . y 11:00-12:00 a.m.
Regulatory actions taken for safety Reasons  Dr. Nayra El Shafey 12:00-01:00 p.m.
Break 01:00-01:30 p.m.
Risk communication including DHPC and cases Dr. Navra El Shafe
of DHPC distribution - Nay Y  26/05/2025 01:30-03:30 p.m.
DAY II
Registration 09:30-10:00 a.m.
) o Dr. Amina El Ashry 10:00-12:00 p.m.
screening of Reference regulatory authorities 27/05/2025
Dr. Amira Ayman 12:00-01:00 p.m.
Break 01:00-01:30 p.m.
Compliance management & consequences of Dr. Shrouk Mo- _ .
non compliance hamed 27/05/2025 01:30-03:30 p.m.
Alamts = -
= / ax 2=
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09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:00 a.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 & General principles Dr. Abeer Elbeheiry 10:00- 10:30 a.m.
27/05/2025
Approaches & Criteria for assessment
of a product as a non-prescription Dr. Yasmin Refky 10:30-11:30 a.m.
medication
Break 11:30-12:00 p.m.
Submission process guide: )
. o Dr. Eman Zakaria 12:00-12:30 p.m.
-Requirements of submission process
-Submission Forms & how to fill them Dr. Eman Zakaria 27/05/2025 12:30-02:00 p.m.
Discussion All Speakers 02:00-03:30 p.m
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Training program on Guideline on Medical Leaflets of Medicinal Products for Hu-

man Use (Insert from submission to approval)
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Registration

General Introduction

Introduction of GUIDELINE

Requirements for cr>1p1:imum submis-
sio

TIPS & FAQs

Break

Requirements for optimum insert con-
tent preparation (CONTENT LAYOUT)
Part |

Requirements for optimum insert con-
tent preparation (CONTENT LAYOUT)
Part

questions and closing

Dr. Rehab Mehriz

Dr. Heba Hamdy

Dr. Zeinab talaat

Dr. Shaza Farahan

Dr.Menna Wael

Dr.Menna Wael

Dr. Rehab Mehriz
Dr. Heba Hamdy

B '/
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28/05/2025

28/05/2025

O § Jeeradl g gie
LgaYl

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:00 a.m.

11:00-12:00 p.m.

12:00-12:30 p.m.

12:30-01:00 p.m.

01:00-02:00 p.m.

02:00- 02:30 p.m.

02:30-03:00 p.m.



https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5Q0TAHNqyRxLuDphGRknUG5UQkVPT1MwN1oyUExNRjhKQzdTMktZUzhNSS4u

CENTER FOR CONTINUING
PROFESSIONAL DEVELOPMENT

CEBD

P ot
w‘

Pharmaceutical

Care

g SY) g sall g cusaiall e Al ) 3 gl Apa it a0 ghlly iy aill 5 gl 11

Training program on online Materials Guidelines
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DAY |
Registration

Opening & Welcome note Dr. Moaz Masoud

Introduction &classification Dr. Moaz Masoud

Responsibilities

Content securing & Gating Dr. Naglaa Gamal

Break

Online Content Dr. Doaa Ahmed

Press release & Availability Dr. Mai Said
Submission requirements Dr. Mai Said
DAY II

Registration

Monitoring & Follow up Dr. Michael Refaat

Timeline &Service Dr. Michael Refaat

Dr. Hanan Hassanien

Violation Cases & recommendations Dr. Omnia Eldakhly

Break
Content controlling Dr. Moaz Masoud

FAQs Dr. Moaz Masoud

Aty 9 E/J-
28-29/05/2025  Olog/duyS Olelu 10 dpacll slgll L Hde 2000 L.E.
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28/05/2025

28/05/2025

29/05/2025

29/05/2025

COally gV D oo
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09:30-10:00 a.m.
10:00-10:15 a.m.

10:15-11:00 a.m.

11:00-11:30 a.m.

11:30-12:00 p.m.
12:00-12:45 p.m.
12:45-01:15 p.m.

01:15-03:00 p.m.

09:30-10:00 a.m.
10:00-10:45 a.m.
10:45-11:00 a.m.

11:00-11:30 a.m.

11:30-12:00 p.m.
12:00-01:00 p.m.
01:00-03:00 p.m.
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. Training program on EDA's Medical Devices Platform
(MeDevice)

. Training program on Best Practice for Importation of IVD Prod-
ucts.
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Training program on EDA's Medical Devices Platform (MeDevice)
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Registration 09:30-10:00 a.m.
A brief introduction to the Medical
Devices Platform 10:00-11:30 a.m.
(MeDevice) Dr. Donia Atef
12/05/2025
Different fields of Medical Devices Dr. Shaimaa Taalat 105/
Registration/ Variation Platform ’ 11:30-12:30 p.m.
(MeDevice) Dr. Sara Emad
Break 12:30-01:00 p.m.
Different fields of Medical Devices
Market Authorization Platform : 01:00 - 02:30 p.m.
(MeDevice) Dr. Donia Atef

Dr. Shaimaa Taalat = 12/05/2025
Common Mistakes
Q&A.

Dr. Sara Emad 02:30 - 04:00 p.m.
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Training program on Best Practice for Importation of IVD Products
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Registration

Opening speech

A brief introduction to the IVD Platform Dr. Heba Ahmed

(MeDevice)

Importation of IVD procedures
(MeDevice)

Break

Market Authorization Approval types for

IVDs (normal, annual , Devices ) Dr. Heba Ahmed

Dr. Sara Emad

Common Mistakes

Q&A. Dr. Omnia Hussein

= ¢
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Dr. Sara Emad

Dr. Omnia Hussein

1500 L.E.

19/05/2025

19/05/2025
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09:30-10:00 a.m.

10:00-11:30 a.m.

11:30-12:30 p.m.

12:30-01:00 p.m.

01:00- 02:30 p.m.

02:30-04:00 p.m.
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o Training program on Quality Risk Management and Continuous Improvement.
o Training program on Contamination Control Strategy (CCS)

« Workshop on Good Pharmaceutical Practices And of Pharmacy Ethics

o Training program on GLP for Quality Control.

o Advanced Training Program for Licensing pharmaceutical products factories

o Training program on Cold chain importance, monitoring and its Quality assur-
ance for Pharmaceutical products
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Training program on Quality Risk Management and Continuous Improvement
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Quality Risk Management Principles Dr. Mohamed Naeim  11/05/2025 Registration
09:30-10:00 a.m.

CAPA (Corrective and Preventive Action) Sys- 1st Session

Dr. Reham Waheed  12/05/2025
tem 10:00-12:00 p.m.
Break

12:00-12:30 p.m.

Continuous Improvement and Quality Culture  Dr. Mohamed Naeim  13/05/2025 2nd Session

12:30-03:30 p.m.

= ¢ = 8

11-13/05/2025 LI /duploleles  Rraddlealldais  ggq0p 845 Gad9 Adkall e cpdalall

Ayl Lygaially Olaslusl o ool Bladl gty I3 _
98392e) WS falu@‘l_a RVE S F AW E
el.,a.m ‘éw..b.é." Mb &_4.'\.443”
Aduall Ol sl



https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5Q0TAHNqyRxLuDphGRknUG5URDBZTlpZWDAySlk4V0c5UURWRlJPUU5PUS4u

CENTER FOR CONTINUING
PROFESSIONAL DEVELOPMENT

CEBD

C
o0

o) AnBlSa At aaly oy ill o )28 el 32 .15

Training program on Contamination Control Strategy (CCS)
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Registration

Introduction to Contamination Control

Strategy
Dr. Mohamed Naeim
Implementation Roadmap: CCS as a

Dynamic System
Break

How to Apply Risk Assessment in Con-

tamination Control
Dr. Mohamed Naeim
Inspector’s View on a Comprehensive

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

10:00-11:00 a.m.

18/05/2025
11:00-12:30 p.m.
12:30-01:00 p.m.
01:00-02:00 p.m.
18/05/2025

02:00-03:30 p.m.
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Workshop on Good Pharmaceutical Practices And of Pharmacy Ethics
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Registration

Basic Principles Of The Quality Manage- .
Dr. Radwa Abdul Galil
ment System.

Dr. Radwa Abdul Galil
Application Of The Quality System on

. Dr. Anas Amr
The Pharmacies And Warehouses.

Break

Pharmacy Ethics and The Role of The

. . Dr. Shaimaa Lotfy
Pharmacists Towards Society.

Discussion & Summary. Dr. Radwa Abdul Galil
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09:30-10:00 a.m.

10:00-11:00 a.m.

20/5/2025
11:00-12:00 p.m.
12:00-12:30 p.m.
12:30-01:30 p.m.
20/5/2025

01:30-02:30 p.m.
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Laboratory Controls and Testing
Laboratory infrastructure and equipment qualifica-

tion and Analytical method validation and transfer i :
y _ Dr. Reham Waheed 20/05/2025  egistration
Reference standards and reagents and Practical ex-
09:30-10:00 a.m.

ercise: Developing and validating an analytical

method

e Microbiological Control and Sterility Assurance 1st Session
Sterility testing and validation and Bioburden con- 10:00-12:00 p.m.
trol and monitoring Dr. Loai Mohamed 21/05/2025
Environmental monitoring: Viable and non-viable
particles and Investigating a sterility test failure Break

e  Stability Testing and Release of Product 12:00-12:30 p.m.

Stability testing protocols and requirements

and Shelf life determination and management

P.r'oducft‘release procedures: QP certification, batch Dr. Reham Waheed  22/05/2025 2nd Session
disposition

Practical exercise: Developing a stability testing pro-

tocol-Beyond Compliance — How to Future-Proof

Your Data Management Strategy)

12:30-03:30 p.m.
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Advanced Training Program for Licensing pharmaceutical products factories
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DAY |

Introduction About General Administration Of Factories Li-
censing +Questions & Discussions

Types Of Factories Which Is Licensed

Services Provided By General Administration + Questions &
Discussion

Required Procedures For Factories Licensing + Questions &
Discussion

DAY II

Required Procedures For Factories Licensing + Questions &
Discussion (cont.)

Online application procedures and common mistakes in sub-
mission

Guidelines for factory managers registeration

open discussion with Investement Authority representative

DAY llI

Summary Of Guidelines For Licensing Of Sterile & Non Sterile
Medical Devices and kits + Questions &

Discussion

Summary Of Procedures and Guidelines For Licensing Of
Cosmetic Factories + Questions

Summary Of Procedures and Guidelines For Licensing Of
Antiseptics / Disinfectants Factories Or Production Lines +
Questions & Discussion

Summary Of Guidelines For Licensing Of prosthetics

DAY IV

Summary Of Procedures and Guidelines For Licensing Of
Pharmaceutical Factories + Questions & Discussion

Open Discussion With Representative OF IDA

overview on Layout review committee

= 9

25-28/05/2025 bl dagyl /a0yl Al 20 & pandl £lgll &ud yie 4000 L.E.

s 8)g=ally

Dr.Eman Abd El Hady

Dr.Eman Abd El Hady

Dr.Reem Saeed

Investement Authority
representative

Dr. Miral Abbas
Dr.Engy Mohamed
Salah

Dr. Miral Abbas

Dr.Marwa El-hag Sayed

Representative OF IDA
Dr.Marwa El-hag Sayed

=,

o]

25/05/2025
09:30 to 10:00 a.m.
1st Session
26/05/2025
10:00-12:00 p.m.
2nd Session
12:30-03:00 p.m.
27/05/2025
28/05/2025
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Training program on Cold chain importance, monitoring and its Quality assurance

for Pharmaceutical products
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Registration

What is Cold chain?
What is PMS and other relative definitions?

Classification between different medicinal prod-

uct types Dr. Shereen Hamdy

Importance of Cold Chain for different
pharmaceutical products
(Why Cold chain is important?)
Break

Equipments of cold chain & the Ideal methods
of their utilization

Cold chain and temperature monitoring

Ensurance of Cold chain quality assurance via

Dr. Shereen Hamdy
PMS

Implementation of Cold chain monitoring re-
garding the importance of PMS-RB annual plan
sampling

Questions and discussions
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09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:00 a.m.

11:00-11:30 p.m.

11:30-12:00 p.m.

12:00-12:30 p.m.

12:30-01:00 p.m.

01:00-01:30 p.m.

01:30-02:00 p.m.

02:00-02:30 p.m.

02:30-03:30 p.m.
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Egyptian Drug Authority Edaegypt.gov.eg

[' a Egyptian Drug Authority




