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e Workshop on Pharmaceutical Development of Generic Drug Products according
to ICH & WHO guidelines for successful Prequalification dossier submission
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Workshop on Pharmaceutical Development of Generic Drug Products according to ICH
& WHO guidelines for successful Prequalification dossier submission
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DAY |
Welcome address Prof. Hanan Amin
Quality Risk Management according to ICH Q9 & WHO
requirements Ass. Prof. Rania EI 19/11/2023
Pharmaceutical development of Generic Finished drug Product Hosary

according to ICH Q8 & WHO requirements

DAY II

Pharmaceutical Process development of Generic Finished drug  Ass. Prof. Rania El

Product according to ICH Q8 & WHO requirements Hosary 26/11/2023 Registration

Microbiological attributes & Compatibility Dr. Rafeek fahmy 09:30-10:00 a.m
DAY Il
1st Session
Characterization & Limits of Impurities according to Reference
. P . .g . Dr. Rafeek fahmy 10:00-12:00 p.m.
drug product Profile & International Guidelines
03/12/2023 Break
Ass. Prof. Rania El
Container Closure System Studies . .

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

DAY IV 2nd Session
Setting Leachables & Extractables limits Dr. Rafeek fahmy 12:30-03:00 p.m.

Application of Quality by Design (QbD ) in Pharmaceutical De-  Ass. Prof. Rania El 10/12/2023
velopment & case studies Hosary

DAY V

X . Ass. Prof. Rania El
Formulation Development & Process Development case Studies

Hosary 17/12/2023
Compatibility & impurities Case Studies Dr. Rafeek fahmy
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o Training Program on Best Practice for Using MeDevice Platform for
submission of medical devices Variation file
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Training Program on the Best Practice for Using MeDevice Platform for
submission of medical devices Variation file
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Registration 09:30-10:00 a.m.
Opening speech Dr. Noha Ossama 10:00- 10:30 a.m.
Variation of registered medical devices 30/11/2023  10:30- 11:00 a.m.

Dr. Marian Hosny

MD Variation Platform 11:00—01:00 p.m.

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

Panel Discussion Dr. Noha Ossama 01:00- 02:15 p.m.
30/11/2023

Q&A Dr. Marian Hosny 02:15- 04:00 p.m.
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. Workshop on Good storage and distribution practice certif-
icate issuance for Stores and Warehouses in Egyptian Mar-
ket.

. Procedures for issuing importers’ register licenses, ware-
houses" licensing process and good storage practices.

. Training program on Good Storage and Distribution Prac-
tice Requirements Provided by Medical Devices Importers.

. Advanced training program on Licensing guidelines of
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Workshop on Good storage and distribution practice certificate
issuance for Stores and Warehouses in Egyptian Market.
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Registration 09:30-10:00 a.m.
Good storage and distribution
] Dr Salah Allam 28/11/2023 10:00-12:00 a.m.
practice
Break 12:00-12:30 p.m.

How to issue Good storage and
e ) o 12:30- 01:30p.m.
distribution practice certificate

Dr Salah Allam 28/11/2023

Open Discussion 01:30- 03:00p.m.
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Procedures for issuing importers” register licenses, warehouses’
licensing process and good storage practices.
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DAY I
Registration 09:30-10:00 a.m.
Issuing new ir;rpoocretszsr:segister license Dr. Fa;w;:cllzahraa 13/11/2023  10:00 - 12:00 a.m.
Break 12:00 - 12:30 p.m.
issuing importers register renewed li- Dr. Fa;chmrzraleeclj zahaa 13/11/2023  12:30-03:00 p.m.
DAY II
Registration 09:30-10:00 a.m.

issuing new warehouse license
procedures and good storage practices Dr. Ireen Gamal 14/11/2023 10:00-12:00 a.m.

for warehouses licensing
Break 12:00 - 12:30 p.m.

issuing renewed warehouses procedures
) Dr. Ireen Gamal 14/11/2023 12:30-03:00 p.m.
& good storage practice
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Requirements Provided by Medical Devices Importers
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DAY |

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

10:00 - 11:00 a.m.
to role of MD inspection unit Dr. Sally A. Rasoul  20/11/2023

MD Definition & classification 11:00 a.m. - 12:00 p.m.

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

Inspection Procedures & Labelling Dr. Dina Nasry 20/11/2023 12:30-03:00 p.m.

DAY II
Registration 09:30-10:00 a.m.
GSDP
Practice )
Break 12:00-12:30 p.m.
Good documentation practice 12:30-01:30 p.m.
All speakers 21/11/2023
workshop &open dissection 01:30-03:00 p.m.
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Advanced training program on Licensing guidelines of
pharmaceutical products’ factories and medical devices
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DAY |

Registration
Introduction About General Administration Of

Factories Licensing & Types Of Factories 09:30-10:00 a.m.
Which Is Licensed Dr.EmHaarchbd El 19/11/2023
Services Provided By General 1st Session
Administration& Required Procedures For
Factories Licensing 10:00-12:00 p.m.
DAY Il
Required Procedures For Factories Licensing Dr.E'rggc Abd El Break
Online application procedures and common 12:00-12:30 p.m.

mistakes in
o o Dr.Reem Saeed
submission & Guidelines for factory managers

registration 20/11/2023 2nd Session
open discussion with Investment Authority I?;]/gﬁctmfgt fgf_ e
representative sen%lati\?e

DAY Illl &DAY IV :Please turn the page

11
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Advanced training program on Licensing guidelines of
pharmaceutical products’ factories and medical devices

(CONT.)
R

DAY Il

Summary Of Guidelines For Licensing for Registration

e Sterile & Non Sterile Medical De-
vices and kits

Dr.Miral Abbas 09:30-10:00 a.m.

e prosthetics
21/11/2023

Summary Of Procedures and Guidelines For 1st Session
Licensing for
Dr.Engy Mo-
o Cosmetic Factories hamed Salah 10:00-12:00 p.m.
e Antiseptics
DAY IV Break
Summary Of Procedures and Guidelines For 1o o Bl ng 12:00-12:30 p.m.
Licensing Of Pharmaceutical Factories & over- " Saved g
view on Layout review committee y
2nd Session
22/11/2023
] 12:30-02:30p.m.
Open Discussion With Representative OF IDA Reprgéelzg'f:mve
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e Training program on Medical devices vigilance .
e Training Program on Online Promotional Materials Guidelines.

e Training program on Regulation Guidelines for Medical Leaflets
of Medicinal Products for Human Use .

e Training program on Signal Management .

13
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Training program on Medical devices vigilance
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DAY I

Introduction to Medical Devices Vigilance
Dr. Lamiaa Attia 14/11/2023

Incidents Reporting System Registration
DAY I 09:30-10:00 a.m.

Investigations Made by the Manufacturer Dr. lbram Ashraf 1st Session
Field Safety Notices and Actions (FSNs _ FSCAs) 15/11/2023 10:00-12:00 p.m.

MDSD Reception Requirements Dr. Lamiaa Attia Break

2L 12:00-12:30 p.m.

Providing Medical Devices Safety Documents 2nd Session

(SMH)

12:30-02:00 p.m.
Remarks for Summary of Marketing History

Dr. Lamiaa Attia 16/11/2023 Day Il &llI

New Medical devices vigilance regulation and 3rd Session

Content of PSUR and remarks on it.

02:00-03:30 p.m.
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DAY |
Registration

Opening & Welcome Note

Dr.Moaz Masoud
Introduction & Classification of the Online Content

26/11/2023
Responsibilities
. . Dr.Naglaa Gamal
Content Securing or Gating
Break
Online Content Requirements Dr.Doaa Ahmed
Availability & Press release Dr.Samar Elfishawy  26/11/2023
Submission Requirements Dr.Nabila Ahmed
DAY II
Registration
Monitoring / Follow up by RMA
Dr.Michael Refaat
Timeline & Service Considerations
27/11/2023
Dr. Hanan Hassanein
Violation cases & recommendations
Dr. Omnia Eldakhly
Break
Content Controlling by the Applicant
Dr.Moaz Masoud 27/11/2023

FAQs

Ology /35._9)..&3 el 8

EH

26-27/11/2023

¢

& paodl slgll diud yio
el

a B < =
L9V W has
dadall LI

2000 L.E.

09:30-10:00 a.m.
10:00 - 10:15 a.m.

10:15 - 11:00 a.m.

11:00 - 11:30 a.m.

11:30-12:00 p.m.
12:00 - 12:45 p.m.
12:45 - 01:15 p.m.
01:15-02:00 p.m.

09:30-10:00 a.m.
10:00 - 10:45 a.m.
10:45 - 11:00 a.m.

11:00 - 11:30 a.m.

11:30-12:00 p.m.
12:00 - 01:00 p.m.
01:00 - 02:00 p.m.

15
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Training program on Regulation Guidelines for Medical Leaflets of Me-
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DAY I

Registration 09:30-10:00 a.m.
Introduction Dr. Rehab Mehriz 10:00-10:30 a.m.

28/11/2023
Requirements for optimum submission Dr. Zeinab Talaat 10:30-12:00 p.m.
Break 12:00-12:30 p.m.
Special tips for optimum insert preparation Dr. Alaa Mahdy 12:30-02:00 p.m.

28/11/2023
Questions Dr. Heba Hamdy 02:00-03:00 p.m.

DAY II

Registration 09:30-10:00 a.m.
Introduction of GUIDELINE Dr. May Fadel 10:00-10:30 a.m.

Requirements for optimum insert content ~29/11/2023
] Dr. Salma Ibrahim 10:30-12:00 p.m.

preparation (CONTENT LAYOUT)
Break 12:00 -12:30 p.m.
Requirements for optimum insert content
. Dr. Menna Wael 12:30-02:30 p.m.
preparation (CONTENT LAYOUT)
29/11/2023

Dr. Rehab Mehriz
Questions and closing 02:30-03:00 p.m.
Dr. Heba Hamdy

B '/ = g
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Training program on Signal Management
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DAY |

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

Signal management process in regular PV: Perspec- Dr.Nourhan Mohsen 22/11/2023  10:00-12:00 p.m.

Break 12:00-12:30 p.m.
Signal management best practices Dr.Nourhan Mohsen 12:30-02:00 p.m.

. . 22/11/2023
Practical session Dr.Asmaa Salah 02:00-03:00 p.m.

DAY Il
Registration 09:30-10:00 a.m.
How to submit a standalone signal notification
. ] Dr.Nourhan Mohsen 10:00-11:00 a.m.
(Signal reception flowchart)
23/11/2023
MedDRA Basics and Points to Consider for Coding
. Dr.Asmaa Salah 11:00-12:00 p.m.
and Term Selection

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

Standardized MedDRA Queries in Postmarketing
Pharmacovigilance Dr.Asmaa Salah  23/11/2023
Practical session 01:30-03:00 p.m.

12:30-01:30 p.m.
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