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Scientific Advice for Biological Products (expectations and outcomes)
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Registration

Welcome address Dr. Engy Mohamed

Elhosary

Introduction on technical support ad-

ministration Dr. Sara Magdy

Overview on scientific advice function Dr. Hoda El Saeed

Dr. Dina Mahdy &
Pathway and time frame

Dr. Yousra Ali

Break

Preclinical and clinical technical

support's aspects Dr. Aya El abed

Open Discussion (Q&As) All Trainers
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09:30-10:00 a.m.

10:00 -10:15 a.m.

10:15— 11:00 a.m.

14/08/2022
11:00 — 11:45a.m.
11:45 — 12:30 p.m.
12:30—01:00 p.m.
01:00- 1:45 p.m.
14/08/2022
1:45-3:30 p.m.
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Pharmaceutical
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Workshop on How to Prepare and Submit Scientific and Variation Files for
Herbal Medicine
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Introduction Dr.Nessma El-Sayed 10:00 - 10:30 a.m.
How to prepare scientific files Dr.Raghda El Anwar 10:30-11:30 a.m.
30/08/2022
Scientific file assessment Dr.Amira samir 11:00-11:45a.m.
Extensive approach on specificitems  Dr.Mai Mohamed E 1.
of scientific file Nagii 11:45-12:30 a.m.

Variation introduction

(variation of license holder & manu- ~ Dr.Shimaa Othman 01:00-02:30 p.m.
facturer of product 30/08/2022
Open Discussion Dr.Nessma El-Sayed 02:30-03:30 p.m.
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Best Practice for Registration of IVD products Training Program

gz 84S s 939 daslad) elasYl e sguall ladus

s | s | Dme | Dumton

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

Opening speech 10:00 -10:30 a.m.
Dr.Heba Ahmad 22/08/2022

Registration guidelines for kits 10:30— 12:00 p.m.

Break 12:00 —12:30 p.m.

Most Common Mistakes 12:30-01:30 p.m.

Panel discussion DrHeba Ahmad >, /08/2022 01:30-03:00 p.m.

Q&As 03:00-03:30 p.m.
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Best Practice for Registration of Local Medical Devices Without Quality
Certificates Training Program
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Registration 09:30-10:00 a.m.

Opening speech 10:00 -10:30 a.m.
Dr.Eman Abdullah 08/08/2022

New guidelines for Registration of local

medical devices 10:30— 12:00 p.m.

Break 12:00 —12:30 p.m.
Technical requirements for medical Dr.Rehab Abdelsalam 12:30- 02:00 b.m
devices factories . ) LU p.-m.
Most common mistakes 08/08/2022 02:00-02:30 p.m.
_ _ Dr.Rehab Abdelsalam 108/
Panel discussion Dr.Eman Abdullah 02:30-03:30 p.m.
Q&As 03:30-04:30 p.m.
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Registration
Opening & Welcome Note
Introduction, Definitions & Platform Services
Demonstration of (Printed/Electronic) Submission
Break
Investigations Made by the Manufacturer

Demonstration of (Notifications) Submission

Registration

Briefing
Hands on (Printed/Electronic) Submission
Break

Hands on (Online) Submission

=2 \/

10/08/2022
& 11/08/2022

neg/ Ayl olelw 8
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DAY |

Dr.Moaz Masoud

Dr.Michael Refaat

Dr.Michael Refaat

DAY II

Michael Refaat
Michael Refaat

Naglaa Gamal
Doaa Ahmed
Hanan Hassanein
Samar Elfeshawy
Noha Khalifa

Michael Refaat
Naglaa Gamal
Doaa Ahmed
Hanan Hassanein
Samar Elfeshawy
Noha Khalifa
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10/08/2022

11/08/2022

Aualall (I8l Dgodl B Jiaa

09:30-10:00 a.m.
10:00-10:30 p.m.
10:30 - 11:30 a.m.
11:30- 12:30 p.m.
12:30 - 01:00 p.m.
01:00 - 02:00 p.m.
02:00 - 02:30 p.m.

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

10:30 - 12:30 a.m.

12:30-01:00 p.m.

01:00 - 02:30 p.m.
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Training Program on How to Search in Authorized and Accredited Websites
to Prepare Medical Inserts for Reference and Non-reference Products

duxzyall Ol pasminal] dudall Oadll slae] daSo OB adl ras Canyad J) gopdd! gelidl Caug
Ldle g W buainall gdlgally azrlyall (3 ol UMy dunzyo pillg

Speaker Duration

Registration 09:30-10:00 a.m.
The Most Important Pharmaceutical A0 10-
References Dr.Emad Samy 10:00 —10:30 a.m.
23/08/2022
Introduction to Scientific Resources and Dr.May fadel 10:30— 12:00 a.m.
Types
Break 12:00 —12:30 p.m.
how to search reference websites for . .
inserts data and extract Dr.Alaa Mahdy 12:30-02:30 p.m.
23/08/2022
Q & As session Dr.Heba Hamdy 02:30-03:30 p.m.
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Webinar on Files Submission procedures of Promotional, Educational and
Awareness Materials
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Registration 09:30-10:00 a.m.

Opening & Welcome Note Dr.Moaz Masoud 10:00 - 10:15 a.m.

Submission proczsascﬁ tSrtaacnkdard checklist for Dr.Naglaa Gamal  25/08/2022  10:15— 11:15 a.m.

Submission process.& Stgndard checklist for Dr.Michael Refaat 11:15 — 12:00 a.m.
online files

Break 12:00 —12:30 p.m.

Common causes of rejection Dr.Doaa Ahmed 12:30- 01:00p.m.

General work Instructions Dr.Moaz Masoud | 25/08/2022 01:00-01:30 p.m.

Q & As session All speakers 01:30-02:00 p.m.
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Workshop on the Regulatory Guide for Good Distribution and Storage Requirements
for Raw Materials Import Agents Stores
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09:30-10:00 a.m.

Registration

GSDP (Good Storage and Distribution
Practices)

Requirements for raw Materials
Warehouses

Dr.Marian Reda

Break

The Practices to Obtain GSDP
Certification

Dr.Marian Reda

Inspection Checklist of Raw materials
Store

= =

23/08/2022 92/ s Olel 4 B pandl cloll & yio 1000 L.E.
prelb

23/08/2022 10:00 —12:00 a.m.

12:00 —12:30 p.m.

12:30-01:30p.m.
23/08/2022

01:30-02:30 p.m.
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DAY | & DAY II

Air handling unit system : 15/8/2022

(HVAC introduction, air flow & pressure con-  Dr.Amany Haroun . .
cept, system & components, commissioning, 16/8/2022 Registration
qualification & maintenance)

DAY Ill & DAY IV

09:30-10:00 a.m.

Water for pharmaceutical use 17/8/2022
(Introduction &treatment, Water purification  Dr. Amany Haroun 1st Session
storage & distribution, Operational consideration, 22/8/2022
Inspection of water purification systems) 10:00-12:00 p.m.
DAY V & DAY VI
Design, validation & Qualification of phar- 23/8/2022 Break

maceutical manufacturing facilities & equip-

ment approach 12:00-12:30 p.m.

(Solid d ; iouid d ‘ o Dr. Aml Adel

olid dosage form, liquid dosage form, semisol-

id dosage form, steriI%viaI 2)& ampoule ,sterile eye 24/8/2022
rops

2nd Session

DAY VII
12:30-02:30

Practical implementation of process -
validation lifecycle approach Dr. Aml Adel 29/8/2022

DAY Vi

Cleaning Validation and Inspection
Methods. Dr.Hend Bakr 30/8/2022

DAY VIX
Equipment qualification/validation

Dr.Nermin Kamal  31/8/2022

Quality risk management

1o
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DAY X

Computerized system software validation

Dr.Amany Haroun = 05/9/2022 Registration

Data integrity principles 09:30-10:00 a.m.

DAY XI

1st Session
Thermal mapping & qualification
studies : (Autoclave validation, Tunnel Dr.Amany Haroun 06/9/2022 10:00-12:00 p.m.
qualification, Oven qualification)

DAY XII
Break
Validation of sterile process :
(Media fill, Fumigation, Disinfectant Dr.Aml Adel 07/9/2022 12:00-12:30 p.m.
validation)
DAY XIll & XIV 2nd Session
. . 12:30-02:30
Quality assurance documentation system 12/9/2022
(Supplier qualification, Validation master plan,
Annual product review, Complain & recall Dr.Hend Bakr
Self inspection, Training, SOP of SOPs, Change
control, Medical examination) 13/9/2022

= O 9 = mE|

15,16,17,22,23,24,29,30

,31/8/2022 pLi14/ dupSolelwse AR w:\j” Ln s 10,000 L.E. oty 53551 ST pludl 5,501 5335 coaladt
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Guidelines for Files Submission Procedures for Herbal and Veterinary

Drug Control

medicinal Products
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Topic Speaker Date Duration
Registration 09:30 - 10:00 a.m.
Prof. Dr. Medhat Al-
Ghobashy
Welcome Address 10:00-10:30 a.m.
Prof. Dr. Mohamed
Abdallah
Guidelines for submitting of . .
veterinary medicines Dr. Ahmed Sakr 25/08/2022 10:30-11:15a.m.
Updated guidelines for
veterinary products Dr. Manal Samy 11:15-12:00
(Physical& Chemical tests)
Panel Discussion Dr. Ahmed Sakr 12:00-12:30 p.m.
Break 12:30- 01:00p.m.
Guideline for submitting herbal Dr. Ahmed Sakr 01:00-01:45 p.m.
medicinal product analysis file
Development of method of _ _
analysis of herbal medicinal Dr. Ghada Farouk 25/08/2022 01:45-02:30 p.m.

Dr. Ahmed Sakr
Dr. Ghada Farouk

Panel discussion

= xn 9 2=
25/8/2022 po/ A olel s 2000 L.E. & paall slgll Ligd yio Q9o W Jies
Jadll )y grazl) NPES VLY
1500 L.E. s3] DA G jgaad) gliag
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02:30-03:30 p.m.

19
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