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Training Program For Licensing Bioequivalence Centers
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Registration

9:30-10:00 a.m.

Introduction

Guidelines & regulations for licensing new bioe-
quivalence center

Documents required for licensing new bioequiv-
alence center

Licensing procedures

Dr. Rasha Mahmoud

14/7/2021

10:00- 12:00 p.m.

Break

12:00-12:30 p.m.

Cases for renewal of licensed bioequivalence
centers

Documents required for renewal of licensed bio-
equivalence centers

Procedures for Licensing renewal.

Annual audit procedures

Dr. Omar Mohsen
Salem

14/7/2021

12:30—3:30 p.m.
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Registration 9:30-10:00 a.m.
Introduction
Guidelines & regulations for licensing new sta-
bility center Dr. Areeg Abd El- | 0 1212021 | 10:00—12:00
Documents required for licensing new stability Monaim ) o p.m.
center

Licensing procedures

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

Cases for renewal of licensed stability centers

Documents required for renewal of licensed
stability centers Dr. Omar Mohsen

15/7/2021 | 12:30—3:30 p.m.

. . Salem
Procedures for Licensing renewal.

Annual audit procedures
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Registration:
Production Dr. Aya Ahmed 27/7/2021
9:30 to 10:00 AM
Session 1:
Documentation Dr. Ramy Ayad 28/7/2021 10:00 AM to
12:00 PM
Break :
Lab Assessment checklist Dr. Ramy Ayad 12:00 to 12:30
PM
29/06/2021
Session 2 :
Open discussion covering main non con- Dr. Rehab Abd EI-
formity and how to avoid it Salam 12:30 to 2:30 PM
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Validation, Verification &Method transfer of analytical procedure according to ICH
Q2 & Pharmacopieal requirements.

CTD/ module 3 ) cilay galdl) 3agad) Cila aniliig anali A< to dale 3,4
A pial) ddauall cpaantiiiall Ll Jarag ggaad) SRS cilifyag
Overview on Submission and Evaluation of Module 3 (Quality File) of the CTD,

Bioequivalence and Comparative In Vitro Dissolution studies.
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Validation, Verification &Method transfer of analytical procedure
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Topic Lecturer Date Duration
Registration 9:30-10:00 a.m.
Validation of analytical procedures: Dr. Mohamed
) . 2 2021 10:00 - 12: .m.
principles and methodology Badawi 5/7/20 0:00 00 p.m
Break 12:00-12:30 p.m.
Verification &Method transfer of analytical Dr. Mohamed . .
procedures: principles and guidelines Badawi 25/7/2021 12:30—2:30 p.m.
Registration 9:30-10:00 a.m.
Specific validation requirements for
) ) Dr. Rafeek Fahmy 26/7/2021 | 10:00—12:00 p.m.
analytical techniques
Break 12:00-12:30 p.m.
Analytical data interpretation and statistical . .
tools for procedure validation Dr. Rafeek Fahmy 26/7/2021 12:30—2:30 p.m.

Closing session

All trainers

2:30—3:00 p.m.
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Overview on Submission and Evaluation of Module 3 (Quality File)
of the CTD, Bio equivalence and Comparative In Vitro Dissolution studies
(Guidelines and submission guidance) Day 1
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Selection criteria for reference listed product.

Registration 9:30-10:00 a.m.
Welcome and opening Prof.Dr.Hanan Amin
br.Ahmed Mostafa 10/7/2021 9:30 - 9:45 a.m.
Introduction and brief about Quality Module Evaluation department, X i
its role and activities Dr.Mona Moussa 9:45 - 10:15 a.m.
3.2.5.1General information
3.2.5.2 Manufacture Dr. Mohamed Mohsen 10:15-11:00 a.m.
Guidelines on submission of doc- | 3-2-S-3 Characterization
umentation for a multisource 10/7/2021
(generic) finished pharmaceutical
product: Quality S- Part: 3.2.5.4 Control of Drug Shstance Dr. Aya Osama 11:00 - 11:45 a.m.
3.2.5.5 Reference Standards
3.2.5.6 Container Closure System Dr. Ahmed Abd El- . .
3.2. 5.7 Stability Samie 11:45 - 12:30 p.m.
Break 12:30-1:00 p.m.
Certificate of Suitability of the . .
European Pharmacopoeia (CEP) How to read a CEP Dr. Haytham Shabaan 10/7/2021 1:00—1:30 p.m.
. Definitions & methods to assess equivalence br. Ahmed Red
r. Ahmed Reda :30—2:
. Required Documents For Submission of Studies' Reports and Appeals 10/7/2021 1:30—2:00 p.m.
Pharmaceutical Products exempted from equivalence studies
2:00—2:30 p.m.
Dr.Asmaa
Waivers of in-vivo bioequivalence studies (Biowaiver) Mohamed 10/7/2021 2:30—3:00 p.m.
3:00—3:30 p.m.
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Overview on Submission and Evaluation of Module 3 (Quality File) of the CTD,
Bioquivalence and Comparative In Vitro Dissolution studies
(Guidelines and submission guidance)

Submission guidance for evaluation of products submitted ac-
cording to Emergency Use Authorization (EUA) procedures.

Rahaman

Day 2
Topic Lecturer Date Duration
Registration 9:00-9:15 a.m.
1. Format & content of Comparative In Vitro Dissolution study
report . Lo . Dr.Marwa Abd Ellatif 9:15 -10:00 a.m.
2. Experimental conditions & Similarity calculation
Format & content of Bioequivalence study report Dr.Ahmed Reda 10:00 -10:45 a.m.
Guidelines on submission of | 3.2.P.1 Description and Composi- .
documentation for a multi- | tion. Dr. Zeinab Hamdy 11/7/2021 |10:45-11:15a.m.
source (generic) finished
pharmaceutical product: 3.2.P.2 Pharmaceutical Develop-
Quality P- Part: ment Dr. Menna El-Lekawy 11:15-11:45a.m.
.2.P.3 Manufacture (FPP)3.2.P.4
Excipients (FPP) Dr. Ahmed Sakr 11:45 -12:15 p.m.
3.2.P.5 Control of Drug product . . .
3.2.P.6 Reference Standards Dr.Youstina Fouad 12:15-12:45 p.m.
Break 12:45-1:15 p.m.
Guidelines on submission of
documentation for a multi-
source (generic) finished 3.2.P.7 Container Closure System Dr. Ahmed Abd El - 1:15—2:00
pharmaceutical product: 3.2. P.8 Stability Samie i>—2:00 p-m.
Quality
P- Part:
Guidelines on submission of documentation for a multisource
(generic) finished pharmaceutical product:
3.2.A Appendices Dr. Haytham Shabaan 11/7/2021 2:00—2:15 p.m.
3.2.R Regional information
Submission guidance for the preliminary evaluation of 2:15—2:45 p.m.
(Composition & FPP specifications
L . . Dr. Mohamed Mohsen
and API specifications/S-Part of files) for products submitted ac-
cording to ministerial decree 645/2018
Dr. Ahmed Abd EI- 2:45—3:15 p.m.

'Y

Lg\‘).m.dh Jhw @\z\‘).\ﬂ\ ELALI‘)_\“‘;M\?SASAJ

YeVgde lol


https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_S3DWrN_ZZdCreRFK180swFUM09XOVdYTUdOT1NWQU1DWjlMODhXRDFJVC4u

R
BS M 3)aYly Aol
Zdapall 4ol
N 7

ey g Aga Ao cililgall Jlasy diGaall Lalall aladic) 48y kg Galdd) upail) galisl) K
(C'_iLU)g)
Marketing Materials & Media Monitoring PROMAT

Gl d)ga Cilila anali Cle hal galdd) e pail) zalisl) .Y
Marketing Materials & Media Monitoring (Process Of Files Submission)

Ay cale cildhial Caial) i) galil) ¥
Condensed Pharmacovigilance Training

'Y

YeVgde lol



Aga Ao clidgall Jlaay LiCiaal) daial PNKESA) 33,y Laldl) (i) ald )
(lagy) ceYly (Bagu
Marketing Materials & Media Monitoring PROMAT

ol cilghad Jadd g dyig Sy dualal) aladiad o Syl el lead) cupuilly ciyatl ) Jaad) ddy chags
lgadi 3l claadl) ABlS diSpa ) & et 3l cdasial) coldlall dilgdl) ABBjgall o Jguanl) i culilall Jlasicdy dagliag
JNaiay) (el Alaglaal) 4 Aiaay padl) Jsadll sad Ay paall Agall cilgas g Ludilad MEY 1y (Grsmdll dalad) 3)Y)

laglaall Laglgisal JiaY)

‘#y.. YA %%\...

. . Aa

e

Ayl wlsyd ‘_,l".uu

10:00 -10:15 a.m.

Registration

Opening and definition of the importance of auto-
mating approvals for marketing and Dr.Moaz Masoud
advertising materials 28/07/2021
Dr.Nglaa Gamal

10: 15—10:30 a.m.

Promat feature 10:30—12:30 a.m.
Dr.Michael Rifat

Break 12:30 - 1:00 p.m.

Dr.Nglaa Gamal
Dr.Michael Rifat

Dr.Marwa Fawzy

. - . ' 1:00-2:00 p.m.
Practical t_ram_mg on using the platform's features Dr.Doaa Ahmed
and tracking files 28/07/2021
Dr.Samar El Fishawy
Dr.Hanan Hussinen
Dr.Nglaa Gamal
FAQ 2:00 - 2:45 p.m.
Dr.Michael Rifat
&
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Registration

10:00 - 10:15 a.m.

Opening & Welcome Note Dr.Moaz Masoud 10:15-10:30 a.m.
St f Files Submissi Naglaa Gamal :30- 11: .m.

eps of Files Submission g 08/7/2021 10:30-11:30 a.m

. Naglaa Gamal

Standard Checklists For Each Track 11:30- 12:30 p.m.
Break 12:30 - 01:00 p.m.

Common causes of file rejection Doaa Ahmed 01:00 - 02:00 p.m.

08/7/2021

General work instructions Dr.Moaz Masoud 02:00 - 02:30 p.m.
Questions 02:30 - 03:00 p.m.

Yo
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] Registration :
Pharmacovigilance Master File Nabila Sheta 25/7/2021 :
10.00 - 10.30 a.m.
Session 1:
Risk Management Plan Mahmoud Abdelbasset 26/7/2021
10.30 - 12.30 p.m.
Break:
Addendum of Clinical Overview Walaa Ibrahim 27/7/2021
12.30-1.00 p.m.
Reporting Adverse Reacti Nada Adel 28/7/2021 esson®
eporting Adverse Reactions 1.00 - 3.00 p.m.
E . foty | Nourihan Salah 29/7/2021 FAQ:
merging Safety Issues 9/7/20 3.00 - 3.30 p.m.
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Best Practice For Importation Of Dental Products
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Best Practice For Importation of IVD Products
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Registration 10:30-11:00 a.m.
Opening speech 11:00-11:15a.m.
; Dr. Hager Kamel 14/07/2021
Importation of dental products 11:15 - 12:15 p.m.
procedures
Break 12:15- 12:45 p.m.
Most common mistakes 12:45 - 01:00 p.m.
Dr. Hager Kamel 14/07/2021
Panel discussion 01:00 - 02:30 p.m.
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Registration 10:30-11:00 a.m.

Opening speech

Importation of IVD procedures

11:00 -11:15 a.m.
Dr. Omneya Hussein |13/07/2021

11:15-12:15 p.m.

Break

12:15- 12:45 p.m.

Most common mistakes

Panel discussion

12:45 - 01:00 p.m.
Dr. Omneya Hussein [13/07/2021

01:00 - 02:30 p.m.
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Registration

9:30 - 10:00 a.m.

Registration

- e .0 . Dr / Mahmoud ) )
Pricing policies in Egypt and it’s referencing Abdulghany 11/07/2021 | 10:00 - 12:30p.m.
Break 12:30- 1:00 p.m.
Ov.erwev.v .of legislative framework regu- Dr / Mahmoud 1:00- 1:30 p.m.
lating pricing Abdulghany 11/07/2021
Open Discussion 1:30 - 2:30 p.m.

9:30-10:00 a.m.

Dr / Mahmoud

Implementation of pricing policies Abdulghany 14/07/2021 | 10:00 - 12:30p.m.
Break 12:30- 1:00 p.m.
Internal pricing regulations 1:00 - 1:45 p.m.
— — Dr / Mahmoud
Updating indicative cost sheet / Pricing for Abdulghany 14/07/2021 | 1:45 - 2:30 p.m.
export
Open discussion 2:30- 3:30 p.m.
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[i Egyptian Drug Authority @ Edaegypt.gov.eg
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