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- Workshop on Innovative Products Registration ministerial
Decree 388/2023.
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DAY I

Registration

Opening Session

Introductory Session

Innovative Products Registration Workflow

Scientific Evaluation of Innovative Products

Clinical Trials Oversight for
Innovative Local Products

Break

Pharmacovigilance Requirements for Inno-
vative Product Registration

Patent in the Pharmaceutical field

Open discussion

B
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J=>lg

Prof. Dr. Ayman Elkhateeb

Dr. Asmaa Fouad

Dr. Ahmed Mostafa El-lekawy

Dr. Basma Gamal-eldin

Dr. Mona Essam

Dr. Walaa Ebrahim

Dr. Rasha Gamal
(Egyptian Patent Office— Egpo)
Dr. Asmaa Fouad
Dr. Ahmed Mostafa El-lekawy
Dr. Basma Gamal-eldin
Dr. Mona Essam
Dr. Walaa Ebrahim
Dr. Rasha Gamal

Dr. Eman Saleh-Egpo
Dr. Marwa Hosny-Egpo
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09:30-10:00 a.m.
10:00- 10:15 a.m.

10:15- 10:45 a.m.

10:45- 11:30 a.m.
11:30- 12:15 p.m.

12:15- 12:45 p.m.

12:45-01:15 p.m.

01:15- 01:45 p.m.
27/06/2024

01:45- 02:30 p.m.

02:30- 03:30 p.m.
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o Training Program on An Explanation of The Mechanisms for Evaluating The
Cosmetics Ingredients (CosIng), The Claims of Cosmetics (Claims Guide), Ex-
planation of the Common Reason for Request Rejection, Naming Rules for
Locally-Manufactured Cosmetic Products, and a Presentation of the Cosmet-
ics Notification Portal .

o Training program on the veterinary variation guidelines .
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Pharmaceutical
Products
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2.Training Program on an Explanation of The Mechanisms for Evaluating The
Cosmetics Ingredients (Cosing), The Claims of Cosmetics (Claims Guide),
Explanation of the Common Reason for Request Rejection, Naming Rules for
Locally-Manufactured Cosmetic Products, and a Presentation of the Cosmetics
Notification Portal
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Registration 09:30-10:00 a.m.

Introduction Dr. Heba Essam EI-Din 10:00—10:15 a.m.

; ; Dr. Nahla Abd EI-Rahman
Explanation of CosIng as the search engine for 10:15—11:00 a.m.

cosmetics ingredients database

05/06/2024
. . ) Dr. Reham Said

Explanation Of Claims Guide 11:00—11:45 a.m.

Explanation Of Common Reasons For Request : A 19.
Rejection &Violations Dr. Heba Essam EI-Din 11:45—12:30 p.m.

Break 12:30—01:00 p.m.
Explanation Of Naming Rules For Locally- . )

Dr. Sherin Attia 01:00—01:45 p.m.

Manufactured Cosmetic Products

Dr.Heba Essam EI-Din
Demonstration of EGYCOSM portal 05/06/2024  01:45—02:30 p.m.
Dr. Marwa fawzy

Dr.Heba Essam EI-Din

Discussion 02:30—03:30 p.m.
Dr.Walaa Hassan
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3.Training program on the veterinary variation guidelines
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09:30-10:00 a.m.

Registration
Welcome address & Introduction Dr. Marwa Hamdy 10:00—10:30 a.m.
Overview on Composition & . c_10.

Specifications variation Dr. Hanan lbrahim 09/06/2024 11:15-10:30a.m.
Dr. Hanan lbrahim

panel Discussion 11:15—11:45 p.m.
Dr. Marwa Hamdy

Break 11:45—12:30 p.m.

Overview on Ownership, Manufacturing
Dr. Heba Ahmed 12:30—01:15 p.m.

& APIs variation
Dr. Heba Ahmed ~ 09/06/2024
01:15—02:00 p.m.

panel Discussion Dr. Marwa Hamdy
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« Workshop on imported Cosmetic Raw Materials Inspection Proce-
dures
- Workshop on warehouses licensing processes.
. Training program on Scientific Offices Inspection Procedures.

.« Training program on Medical Device Inspection Journey from
manufacturer to patients .

« workshop about GMP requirments for orthosis & prothesis facto-
ries

. Training program on Importers register licenses issuing proce-
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4.Workshop on imported Cosmetic Raw Materials Inspection Procedures
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Registration 9:30-10:00 a.m.
Introduction on the
Dr Reham Ramses 10:00-10:30 a.m.
EDA decree 122/2022
Overview on the regulations of 11/06/2024
Importation / Circulation of Dr Reham Ramses 10:30-12:00 p.m.

cosmetic raw materials & periodic statement

Break 12:00-12:30 p.m.
Inspecting process of cosmetic raw materials  Dr Sally Samir 12:30-02:00 p.m.
11/06/2024
Open Discussion All speakers 02:00-02:30 p.m.

== ¢ = m|m

11/6/2024 d=>lg pgo /&.93_)-.\3 okl g a;’.}‘"“" slgull i sio 1500 L.E. SV giumg Blas Lo
Pl ezl cilals



https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5YnZ5G6y_KpLisVWxz_VfthUOFg2MlQ3OEo1Wk9EQVlNTjhKUzRDT0dQTyQlQCNjPTEu

G@_l‘.D CENTER FOR CONTINUING CO.
PROFESSIONAL DEVELOPMENT O

slac ¢} Cile 3 ghusay daldl) (andl Al Cilel ol e Jue Ay .5

5.Workshop on warehouses licensing processes
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Registration 09:30-10:00 a.m.

Warehouses licensing documents and pro-
10:00-11:00 a.m.

cedures

Dr. Ireen Gamal 12/06/2024

Good storage practice required in ware-
11:00-12:00 a.m.

houses

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

Warehouses updating licenses documents
Dr.Sahar Ahmed 12/06/2024  12:30-02:30 p.m.

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

Scientific offices inspection Introduction 10:00-10:30 a.m.
Dr. Ahmed Hamaky 26/06/2024

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

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

Scientific Office Inspection Procedures 12:30-02:30 p.m.
Dr. Ahmed Hamaky 26/06/2024

Open Discussion 02:30-03:00 P.m.
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7.Training Program on Medical Device Inspection Journey from manufacturer to
patients
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DAY |
Registration 09:30-10:00 a.m.
Introduction 10:00-11:00 p.m.
Definition and Role of MD inspection unit Dr. Sally A. Rasoul
Relation betwei?\?el\r/leDstigé%%crﬁizg unit and other 11/06/2024
Inspection Procedures & Labelling Dr. Dina Nasry 11:00 - 12:00 a.m.
Break 12:00 - 12:30 p.m.
Inspection Procedures & Labelling Dr. Dina Nasry 12:30 - 03:30 p.m.
DAY Il
Registration 09:30-10:00 a.m.
Regulations Compliance Dr. Dina Nasry 12/06/2024 10:00-01:00 p.m.
Break 01:00 - 01:30 p.m.
Good Documentation Practice Dr. Dina Nasry 01:30 - 02:30 a.m.
workshop Dr. Sally A. Rasoul 12/06/2024 02:30 - 03:30 p.m.

L
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8.workshop about GMP requirements for orthosis & prothesis factories
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09:30-10:00 a.m.

Registration

Introduction about the scope and Objectives of Lo- Dr. Sally A. Rasoul
cal Medical Device Inspection Unit

25/06/2024
what is meant of orthosis & prothesis classification = Dr. Rehab Abdel
of factories GMP requirements Salam
Break

GMP requirements
All Speakers 25/06/2024

Open discussion

== ¢ = m|m
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10:00- 10:30 p.m.

10:30- 12:30 p.m.

12:30-01:00 p.m.

01:00-02:00 p.m.

02:00 —03:00 p.m.
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9.Training Program on Importers register licenses issuing procedures.
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Registration 09:30-10:00 a.m.

Issuing new importers register  Dr Fatma El Zah-

i 09/06/2024 10:00-12:00 p.m.
license procedures raa
Break 12:00-12:30 p.m.
Issuing importers register Dr Fady wagd
& . P & y wagay 09/06/2024 12:30-02:30 p.m.
renewed license procedures Nour
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e« Workshop on GLP for pharmaceutical QC Laboratories
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10.Workshop on GLP for pharmaceutical QC Laboratories
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DAY |

quality management system
Documentation

Change control Dr. Suzan Samir 23/06/2024

Premises General

Personnel competence and training
DAY II

Equipment qualification and calibration Dr.Nehal Sedki

Data processing and data governance 24/06/2024

Reference standards, chemicals and reagents Dr Mai Talaat

DAY Il Registration
09:30-10:00 a.m.
Sampling of materials and finished products for QC testing

Dr. Suzan Samir 1st Session

Supplier evaluation

Analytical method validation 25/06/2024 10:00-12:00 p.m.

Ensuring the validity of laboratory results Break
Testing in QC laboratories: procedures and specifications ~ Dr- Nehal Sedki
12:00-12:30 p.m.
DAY IV 2nd Session
Quality of water for pharmaceutical use: monitoring, 12:30-02:30 p.m.
sampling and testing of water

. Dr. Nehal Sedki
Trend analysis

Evaluation of laboratory results and handling of OOS results
Reporting of results
Internal audits 26/06/2024
Non-conforming work Dr Suzan Samir
Corrective and preventive actions
Roost cause analysis

Risk management

¢
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PROMAT Platform Training Program

Training Program on Excellence in searching for the optimum Reference and non reference leaflets prepa-
rations

Training Program On Emergency Safety Issues and communications
Webinar on awareness of the rational use of antimicrobials
Training Webinar: “Guide to Guide (G2G) Nuclear”

Webinar on the fundamentals of Pharmacovigilance and Reporting technique

17
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11.Workshop on PROMAT Platform
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Registration 09:30-10:00 a.m.

Introduction 10:00-10:30 a.m.
Dr.Michael Refaat 23/06/2024

Demonstration of Submission 10:30-12:00 p.m.

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

Dr.Michael Refaat
Dr.Naglaa Gamal
Dr.Doaa Ahmed
Hands on Submission 23/06/2024  12:30-02:30 p.m.
Dr.Samar Elfeshawy

Dr.Mayada Ibrahim

Dr.Hanan Hassanein

= ¢ 2=
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12.Training Program on Excellence in searching for the optimum Reference and
non reference leaflets preparations
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Registration

Introduction to scientific resources )
Dr. Rehab Mehriz
and types

How to search reference websites
i Dr. Hoda Nasser
for inserts data and extract

Break

How to collate information for non
reference inserts Dr. Heba Hamdy

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

10.00-11:00 a.m.

25/06/2024
11.30-01:00 p.m.
01:00—01:30 p.m.
01:30—02:30 p.m.
25/06/2024

02:30-03:00 p.m.
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13.Training Program On Emergency Safety Issues and communications compliance
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Registration

Definition Of Emerging Safety Issues (ESI) and
safety notification &Examples of ESI

Reference Regulatory Authorities screening
Document submission requirements

ESI and safety notification timelines

Break

DHPCs and Cases of DHPC distribution

Regulatory Actions taken for safety reason.

Demonstration of ESI

Scope of Pharmacovigilance Compliance follow

Ideal submission to Pharmacovigilance Compli-

Sequences of non compliance
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Dr. Amina El Ashry

Dr. Amina El Ashry

Dr. Shorouk Mo-
hamed

DR.Asmaa Salah

=

o]

1000 L.E.

L9oYI o Aadl oo

27/06/2024

27/06/2024

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:30 a.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.

02:30-03:00 p.m.
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14.Webinar on awareness of the rational use of antimicrobials
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Registration 09:30-10:00 a.m.

EDA activities in rational antimicrobial .
Dr. Abeer Elbeheiry 10:00 - 10:30 a.m.
use

02/06/2024

Principles of Rational Antimicrobial Use
in Bronchitis, Otitis media, Pharyngitis , Dr. Shima Sayed 10:30— 12:00 p.m.
Sinusitis, Oral and dental infection,

Topic Speaker
Registration 09:30-10:00 a.m.
EDA activities in rational antimicrobial .
Dr. Abeer Elbeheiry 10:00 - 10:30 a.m.
use
Principles of Rational Antimicrobial Use 23/06/2024
in Community acquired pneumonia, Dr. Shima Sayed 10:30— 12:00 p.m.

COPD exacerbation, Gastroenteritis, Cel-
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15.Training Webinar: “Guide to Guide (G2G) Nuclear”
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Speaker Duration
Registration 09:30-10:00 a.m.
Introduction - EDA Publications Dr. Abeer Elbeheiry 10:00 - 10:30 a.m.

Impacts and Responsibilities of

a Nuclear Pharmacist Dr. Kholoud AlNaggar

10:30— 11:00 a.m.
Types of Radiation

. . 25/06/2024
Radiopharmaceuticals
. Dr. Noha Anis 11:00— 11:30 a.m.
Hospital Nuclear Pharmacy
Instrumentation & Equipment )
Dr. Hebatullah Abdulaziz 11:30— 12:00 p.m.

Patient Related Aspects
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16.Webinar on The Fundamentals of Pharmacovigilance and Reporting
Inappropriate Ads
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Topic Speaker Duration

Pharmacovigilance : The Fundamentals Dr. Medhat Abdelhakam 11:00 - 01:00 p.m.
Introduction about Marketing Materials Dr. Moaz Masoud 24/06/2024 01:00 - 01:15 p.m.
Reporting inappropriate Ads Dr. Michael Refaat 01:15-01:30 p.m.
Topic Speaker Date Duration
Pharmacovigilance : The Fundamentals Dr. Medhat Abdelhakam 06:00 - 08:00 p.m.
Introduction about Marketing Materials Dr. Moaz Masoud 08:00 - 08:15 p.m.
25/06/2024
Reporting inappropriate Ads Dr. Michael Refaat 08:15-08:30 p.m.
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