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Training program on Online Promotional Materials Guidelines

2. Training program on guideline on Medical Leaflets of Medicinal Products for Human Use
3. Training program on medical devices vigilance

4. Webinar on awarness of the rational use of antimicrobials ( Part 1)

5. Webinar on awareness of the rational use of medications for patients with liver failure

6. Webinar on awarness of the rational use of antimicrobials ( Part 2)

7. Webinar on managing drug interactions

8. Webinar on the fundamentals of Pharmacovigilance and Reporting technique

9. Webinar on the fundamentals of Pharmacovigilance and Reporting technique
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DAY 1
Registraﬁon 09:30' 10:00 da.m.
Opening & Welcome note 10:00- 10:15 a.m.
Dr.Moaz Masoud 15 -11-
Introduction &classification 10:15 - 11:00
22/05/2024 a.m.
Responsibilities 11:00- 11:30 a.m.
] . Dr.Naglaa Gamal
Content securing & Gating
Break 12:00- 11:30 p.m.
Online Content Dr.Doaa Ahmed 12:00- 12:45 p.m.
Press release & Availability Dr.Diana Emil 22/05/2024 | 12:45-1:15p.m.
Submission requirements Dr.Mai Said 1:15-2:00 p.m.
DAY II
Registraﬁon 09:30'10:00 a.m.
Monitoring & Follow up 10:00- 10:45 a.m.
Dr.Michael Refaat
T . 10:45-11:00 a.m.
Timeline &S
imeline &Service 23/05/2024
L ) Dr.Hanan Hassanien 11:00- 11:30 a.m.
Violation Cases & recommendations .
Dr.Omnia Eldakhly
Break 12:00 -11:30p.m.
Content controlling 23/05/2 12:00- 1:00 p.m.
Dr.Moaz Masoud 024
FAQs 1:00- 2:00 p.m.

B Q an riz

i @olaall duolall




CENTER FOR CONTINUING
Cl@_lD PROFESSIONAL DEVELOPMENT

-/
=i

< S

Pharmaceutical
Care

A i) g g Alal) ) il ApagBBiil) a0 g8Y o (i) aligal), 2

Training program on guideline on Medical Leaflets of Medicinal Products for

Human Use
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Topic Speaker Date Duration
Registration 09:30-10:00 a.m.
General Introduction Dr/Rehab Mehriz 10:00-10:30 am
. Dr/Heba Hamdy
Introduction of GUIDELINE 10:30-11:00 am
Requirements for optimum Dr/ Zeinab talaat 019
submission 11:00-12:00 am
FAQs Alaa Mahdy 12:00-12:30 am
Break 12:30-01:00 p.m.
28/05/2024

Requirements for optimum insert
content preparation (CONTENT
LAYOUT) Part |

Dr/ Salma lbrahim

Requirements for optimum insert
content preparation (CONTENT
LAYOUT) Part i

Dr.Menna Wael

2:00-01:00 p.m.

Q&A
questions and closing

Dr/Rehab Mehriz
Dr/ Heba Hamdy

2:00-02:30 p.m.

2:0-03:00 p.m.
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Topic Speaker Date Duration
DAY I Registration
Introduction to Medical Devices Vigilance 09:30 t010:00 a.m.
Lamiaa Attia 26/05/2024
Incidents Reporting System
DAY II 1st Session
Investigations Made by the Manufacturer 10:00-12:30 p.m.
Field Safety Notices and Actions (FSN Madonna Magdy
ield Safety Notices and Actions s _
New Medical devices vigilance regulation and . .
Content of PSUR and remarks on it. Lamiaa Attia Break
DAY 1l 01:00-01:30 P.M.
Providing Medical Devices Safety Documents Shaimaa Ahmed
(SMH)
Remarks for Summary of Marketing History Lamiaa Attia 28/05/2024 2nd Session
MDSD Reception Requirements Shaimaa Ahmed 01:30-03:30 p.m.
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Webinar on awarness of the rational use of antimicrobials
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Topic Speaker Date Duration

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

Coping with the global efforts to combat
AMR

10:00-11:00 a.m.

Dr. Shima Nasr Elden | 07/05/2024

WHO AWaRe list 11:00-12:15 a.m.
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Webinar on awareness of the rational use of medications for patients with liver

failure
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Topic Speaker Date Duration

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

10:00-10:30 a.m.
Introduction to EDA activities Dr / Abeer Elbeheiry

15/05/2024

Counseling tips on
Dr/ Shimaa Sayed 10:30-12:30 p.m..
Acute liver failure

B e an e
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Webinar on awareness of the rational use of antimicrobials
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Registration 09:30-10:00 a.m.

Principles of Rational Antimicrobial Use
in Bronchitis, Otitis media, Pharyngitis, 10:00-11:00 a.m.
Sinusitis

Dr. Shima Nasr Elden | 22/5/2024

Principles of Rational Antimicrobial Use
i ) ) 11:15-12:15 a.m.
in Oral and dental infection
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Topic Speaker Date Duration
Registration 09:30-10:00 a.m.
Introduction to EDA activities Dr / Abeer Elbeheiry 10:00-10:30 a.m.
29/05/2024

Types and Handling of Drug —Drug Inter-
action

Dr/ Lobna Samy

10:30-12:30a.m.
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Topic Speaker Date Duration
Registration 010:30-11:00 a.m.
The Fundamentals of Pharmacovigilance | Medhat Abdelhakam 11:00 to 01:00 a.m.
Introduction about Marketing Materials Moaz Masoud 07/05/2024 | 1:00 to 01:15 a.m.
Reporting inappropriate Ads Michael Refaat 1:15 to 01:30 p.m.

Topic N EL G Date Duration
Registration 05:30-06:00 p.m.
The Fundamentals of Pharmacovigilance | Medhat Abdelhakam 06:00 to 08:00 Pm
Introduction about Marketing Materials Moaz Masoud 09/05/2024 | (8:00to 08:15 Pm
Reporting inappropriate Ads Michael Refaat 08:15to 08:30 Pm
i '/ = e
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o Training Program on Frequently Asked Questions (FAQs) in preparing the P-
Part of Module-3 in the CTD file
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Topic Speaker Date Duration
DAY I
Registration 09:30-10:00 a.m.
Welcome and opening Dr. Hamada Sherief 10:00-10:30 am
Introduction to Module-3 of the CTD file Dr. Mohamed Badawi 10:30-11:30 am
What are the most common deficiencies in phase | review X
Dr. Zeinab Hamdy 11:30-12:30 pm
of P-Part of module-3 ?
Break 12:30-1:00 p.m.
19/05/2024
How to write the “Composition” of drug product in the . 105/
Dr Dina Medhat 1:00-1:30 pm
best form ?
How to summarize “Pharmaceutical development “ of the
. . Dr. Doha Ismaeel 1:30-3:00 pm
finished product in Module-3 ?
What are the major deficiencies in writing the .
A i Dr. Haitham Shaaban 3:00-4:00 pm
“Manufacturing” of the drug product in Module-3 ?
DAY Il
Registration 09:30-10:00 a.m.
How to set “Impurities limit” in the finished product spec- i
. Dr. Mohamed Badawi 10:00-11:30 am
ifications ?
How to set “Dissolution limit” in the finished product
. Dr. Mohamed Mofreh 11:30 am-1:00 pm
specifications ?
Break 1:00-1:30 p.m.
What are the most common deficiencies in “Analytical 20/05/2024
Procedures & their validation” of the drug product in Dr. Asmaa El-Sherief 1:30-3:00 pm
Module-3 ?
What are the required data for “Container closure sys- i
i Dr. Ahmed Soliman 3:00-3:30 pm
tem” to be added in P-Part of Module-3 ?
What are the most common deficiencies in “3.2.P.8.3” i
. Dr. Ahmed Soliman 3:30-4:00 pm
section of Module-3 ?
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- Advanced training Program on licensing Pharmaceutical Products
Factories Advanced

« Training Program on Good Manufacturing Practice - Advanced
level

15
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Advanced training Program on licensing Pharmaceutical Products Factories
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Topic Speaker Date Duration

DAY |

Introduction About General Administration Of Factories Licensing
+Questions & Discussions

Types Of Factories Which Is Licensed

Registrati
Services Provided By General Administration + Questions & Discus- | Dr-Eman Abd El Hady 26/05/2024 ceranen

sion 09:30 t010:00 a.m.

Required Procedures For Factories Licensing + Questions & Discus- 1st Session
sion
10:00-11:00 a.m.
DAY II
Required Procedures For Factories Licensing + Questions & ;

Discussion (cont.) Dr.Eman Abd El Hady 2nd Session

Online application procedures and common mistakes in submission 11:00-12:00 p.m.
Dr.Reem Saeed 27/05/2024 P

Guidelines for factory managers registeration
Break

open discussion with Investement Authority representative

12:00-12:30 p.m.
DAY Il

Summary Of Guidelines For Licensing Of Sterile & Non Sterile 3rd Session
Medical Devices and kits + Questions & Dr.Miral Abbas

Summary Of Guidelines For Licensing Of prosthetics 12:30-01:30 p.m.

Summary Of Procedures and Guidelines For Licensing Of Cosmetic 28/05/2024 4th Session
Factories + Questions & Discussion OrE Moh d Salah
r.Engy Mohamed Sala 20 .19
Summary Of Procedures and Guidelines For Licensing Of 01:30-02:30 p.m.
Antiseptics / Disinfectants Factories Or Production Lines +
Questions & Discussion
DAY IV
Summary Of Procedures and Guidelines For Licensing Of
Pharmaceutical Factories + Questions & Discussion Dr.Marwa El-hag Sayed
overview on Layout review committee 29/05/2024
Open Discussion With Representative OF IDA IDA Representative
B '/ = 2=
U1 4 Jdud olele 16 dpanll slgdl Lgp yhio 4000 L.E.  ailaodl ol crediiel!
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Training Program on Advance Good Manufacturing Practice
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Topic

Computerized system software validation &
Data integrity principles

Speaker

Dr. Sayed Rady

Date

01/05/2024

Design , validation , &qualification of pharma-
ceutical manufacturing facilities &equipment
approach

Dr. Amal Adel

05,08/05/2024

Dr. Nermeen Mo-

qualification/validation

Quality assurance documentation system 07/05/2024
hamed

Practical implementation of process valida-

o Dr. Amal Adel 13/05/2024
tion lifecycle approach

Cleaning Validation Dr. Sayed Rady 14/05/2024

Quality Risk Management & Equipment
Dr. Nermeen Kamal 15/05/2024

Air handling unit system : HVAC introduction,
- air flow &pressure concept. - system & com-
ponents ----commissioning , qualification
&maintenance

Dr. Sayed Rady

20,21/05/2024

Thermal mapping &qualification studies

Dr. Amal Adel

22/05/2024

Water for Pharmaceutical use

Dr. Sayed Rady

27,28/05/2024

Duration

Registration

09:30-10:00 a.m.

1st Session

10:00-12:00 p.m.

Break

12:00-12:30 p.m.

2nd Session

12:30-02:30 p.m.

Validation of sterile process Dr. Amal Adel 29/05/2024
e 2 C
EH " x| 2=
1-20/05/2024 ¥ 13/4a olelu 52 Lpasll slglll & 530 10000 L.E. Bagll aludly calalal
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Workshop on Pharmaceutical Quality control laboratories—
Troubleshooting in analytical procedures
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o Workshop on Pharmaceutical Quality control laboratories—Troubleshooting in
analytical procedures.
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Topic Speaker Duration
Registration 09:30-10:00 a.m.
Overview of comprehensive training on )
] Dr Omar Farid 11.00-10.00a.m
residual solvents
21/05/2024
Overview of best practice for analyzing
] o ] Dr Nehal Gamal 12.00-11.00p.m
impurities in pharmaceutical products
Break 12:00-1:00 p.m.
Overview of good %hcr:matographlc prac- Dr Heba Elegezy 1.00-2.00p.m
21/05/2024
Good practice of suitability in microbio-
logical test Dr Sarah Omar 2.00-3.00p.m

B Q an A
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Egyptian Drug Authority
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