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« Workshop on Innovative Products Registration's ministerial Decree 388/2023
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Workshop on Innovative Products Registration's ministerial Decree 388/2023
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DAY I
Registration 09:30-10:00 a.m.
Prof. Dr. Ayman
Opening Session ¥ 10:00- 10:15 a.m.
Elkhateeb
Introductory Session Dr. Asmaa Fouad 10:15- 10:45 a.m.
Dr. Ahmed Mostafa EI-  17/01/2024
Innovative Products Registration Workflow 10:45- 11:45a.m.
lekawy
Scientific Evaluation of Innovative Prod-
Dr. Basma Gamal-eldin 11:30- 12:15 p.m.
ucts

Break 12:15-12:45 p.m.

Clinical Trials Oversight for
Dr. Mona Essam 12:45- 01:15 p.m.

Innovative Local Products

Pharmacovigilance Requirements for Inno- 17/01/2024

.g a ) . Dr. Walaa Ebrahim 01:15- 02:00p.m.

vative Product Registration
Open discussion (Q & A) All Trainers 02:00- 03:30 p.m.
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o workshop on newly implemented Updates in the General Administration of
Human Pharmaceuticals Registration
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workshop on Newly implemented Updates in the General Administration of Human
Pharmaceuticals Registration
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Registration 09:30-10:00 a.m.
Opening Session Dr. Hamada Gamal 10:00-10:30 a.m.
Introduction to the session Dr. Eman Hussein 10:30-11:00 a.m.
Updates on EDA Chairman Decree 150/2022
. . ) Dr. Mohamed
Executive regulation Version 5 for Re- Rachad 23/01/2024  11:00-11:30 a.m.
asha

registration procedure

Updates on submission for registration re-

] Dr. Wessam Ahmed 11:30-12:30 p.m.
quests for human pharmaceuticals
Break 12:30-01:00 p.m.
Updates on EDA Chairman Decree 450/2023
regulation Version 2 for Registration proce- Dr. Yasmin Hisham 01:00-02:00 p.m.
dure

Overview on the submission and registration ]

. . Dr. Eman Hussein 02:00-02:30 p.m.
of synthetic peptides 23/01/2024

Eligibility Criteria for submission of reference &
] 02:30-03:00 p.m.
Non reference pharmaceutical Products

Dr. Mariam Maged
Updates on forth edition of variation guide-
03:00-03:30 p.m

lines
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e Training program on Pharmacovigilance Master File and Inspection
e Workshop on process of files submission

e Training program on Guideline on Medical Leaflets of Medicinal Products for
Human Use

e Training program on Non-Prescription Medicine Promotion guidelines
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Training program on Pharmacovigilance Master File and
Inspection
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DAY |

Pharmacovigilance system Master File
and its Quality
Dr.Shaimaa Mohamed 16/01/2024
Continue (Pharmacovigilance system
Master File and its Quality Registration

DAY Il 09:30-10:00 a.m.

Workshop (Application on PV System 1st Session

and reception ) Dr.Shaimaa Mohamed

17/01/2024 . .
Quality management system (QMS) Dr.Doaa M.Soliman it UG
DAY IIi Break
Inspection process (types and 12:00-12:30 p.m.
preparation steps) Dr.Aya Attia
. . ) 2nd Session
Inspection conduction ad follow up 18/01/2024
12:30-03:00p.m.
Inspection workshop Dr.Doaa M.Soliman
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Workshop on process of files submission
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Registration 09:30-10:00 a.m.
Opening &Welcome Note Dr.Moaz Masoud 10:00-10:15 a.m.
Submission process & standard checklist
. Lo Dr.Naglaa Gamal 10:15-11:115 a.m.
for Printed / Electronic files (New)
21/01/2024

Submission process & standard checklist
for Printed / Electronic files ( Variation = Dr.Samar El-Feshawy 11:15-12:00 p.m.
&Extension)

Break 12:00-12:30 p.m.
Submission process & standard checklist L .
L Dr.Mai Said Hassib 12:30 - 01:15 p.m.
for Online files
. 21/01/2024
General Work Instructions Dr.Moaz Masoud 01:15-01:30 p.m.
Questions All Speakers 01:30-02:00 p.m.
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Training program on Guideline on Medical Leaflets of Medicinal

Products for Human Use
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Registration

General Introduction

Introduction of GUIDELINE
Requirements for optimum submission
FAQs
Break

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

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

questions and closing

Dr. Rehab Mehriz

Dr. May Fadel
Dr. Heba Hamdy

Dr. Alaa Mahdy

Dr. Salma Ibrahim

Dr. Menna Wael

Dr. Rehab Mehriz

Dr. Heba Hamdy

24/01/2024 pol/ i olele5  clol dan yie 1500 L.E.
S3laall A paoll

24/01/2024

24/01/2024

G9odl W% oo

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

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

02:30-03:30 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 Dr.Moaz Masoud 10:00-10:15 a.m.
General Rules Dr.Naglaa Gamal 28/01/2024 10:15-11.15 a.m.
Claims & Representations 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 28/01/2024 01:00-01.30 p.m.
Questions All Speakers 01:30-02:00 p.m.
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o Workshop on Evaluation of impurities and Residual
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Registration 09:30-10:00 a.m.

Prof. Dr. Mohammed
Welcome address 10:00-10:15 a.m.
Abdallah

Different Types of impurities and re-

sidual solvents Dr. Ahmed Sakr
29/01/2024 10:15-11:30 a.m.

CADC decision tree for impurities and
residual solvents

Verification of impurities compendial

Dr. Neven Ahmed 11:30-12:00 p.m.
monographs

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

e Limit of impurities in in new drug
products acc. To ICH Q3B (R2)

. ilgél;;)f residual solvents acc. To USP Dr. Ahmed Sakr

12:30- 02:00 p.m.

Validation of in house impurities method 29/01/2024

according to ICH Q2 (R1) 02:00-03:00 p.m.

D —
evelopment and Validation of GC Dr. Abeer Rashad 03:00-03:30 p.m.

method for residual solvents
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. Workshop on Basic GMP For Cosmetic
o Training Program On Basic GMP For technicians

. Workshop on Implementation of Good Storage and Distribu-
tion Practice & Good Warehousing Practice Training

12
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Registration 09:30-10:00 a.m.

Introduction Dr . Maged Samir 10:00-10:30 p.m.

Dr Mary Onsy 31/01/2024
Factory Premises guidelines 10:30-12:30 p.m.

Dr Sally Samir

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

. Dr Mary Onsy
Proper Documentation

31/01/2024 01:00-03:00 p.m.

Techniques+ Importanc
(Te ques portance) Dr Sally Samir

= 9 = e
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Training Program On Basic GMP For technicians
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DAY |

Quality Good Manufacturing Practices - Main Con-
cepts

Good Manufacturing Practice - documentation sys-
tem

DAY Il

Good Manufacturing Practice - documentation sys-
tem

Good Manufacturing Practice — sanitation / hygiene/
Gowning

DAY Il

Good Manufacturing Practice - Equipment qualifica-
tion/validation

Good manufacture practice -Cleaning validation

DAY IV

Good manufacture practice -Cleaning validation

Good storage practice& Good distribution practice

= ¢

£lgull Ay

9,10,16,17/01/2024 94/ &yt el 24 sl pmel

Dr. Nermeen
Kamal

Dr. Hala Helal

Dr. Hala Helal

Dr. Moatasem
Abd El-Raouf

Dr. Sayed Rady

Dr. Sayed Rady
Dr. Marian Reda

09/01/20
24

10/01/20
24

16/01/20
24

17/01/20
24

.
== 2=
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Registration

09:30
t010:00 a.m.

1st Session

10:00-01:00

p.m.
Break

01:00-01:30

p.m.

2nd Session

01:30-04:30
p.m.

14
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Workshop on Implementation of Good Storage and Distribution

Practice & Good Warehousing Practice Training
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Registration

Most common violations

Violations Avoiding strategies Dr Salah Allam
Overview on WHO TRS 1025 & EDA GSDP
guidelines
Break
Overview on WHO TRS 1025 & EDA GSDP guide-
lines Dr Salah Allam

How to be prepared for GSDP inspection &
certificates requirements

= v =
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09:30-10:00 a.m.

10:00-10:30 a.m.
31/01/2024 10:30-11:00 a.m.
11:00-12:00 p.m.
12:00-12:30 p.m.

12:30-1:30 p.m.
31/01/2024

1:30-3:30 p.m.

Oileally
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Egyptian Drug Authority

Edaegypt.gov.eg

[" a Egyptian Drug Authority
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