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« Workshop on awareness about updated stability study
dosier submission guidance
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Workshop on updated stability study dosier submission guidance
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Registration 09:30-10:00 a.m.
Welcome address Ass. Prof. Dr.Rania
. 10:00-10:30 a.m.
Informational resources Elhossary
Mechanism of submission for applicants Dr. Ahmed khaled 10:30-11:00 a.m.
08/12/2024
File content for administrative documents Dr. Amr Samir 11:00-11:30 a.m.
File content from reviewing point of view for im- .
Dr. Nancy Mounir 11:30-12:15 p.m.
ported products
Break 12:15-01:00 p.m.
Reviewing composition Dr. Nancy Ali 01:00-01:30 p.m.
File content from reviewing point of view for locally
Dr. Ahlam Mahmoud 01:30-02:00 p.m.
manufactured products
. . . Ass. Prof. Dr.Rania
Evaluation of impurities acc. To Q3A& Q3B 02:00-02:30 p.m.
Elhossary
08/12/2024
File content from reviewing point of view for locally
L. Dr. Reham Ahmed 02:30-03:00 p.m.
manufactured products for variation
File content from evaluation point of view Dr. Ibrahim Mahmoud 03:00-03:30 p.m.
. Ass. Prof. Dr.Rania
Questions & answers 03:30-04:30 p.m.

Elhossary
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- Workshop on Guideline for Lot Release of Biological Products in
Egypt

. Training Program on Guideline of the regulation of Post-
approval Changes to a registered biological product in Egypt
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Workshop on Guideline for Lot Release of Biological Products in Egypt
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Registration 09:30-10:00 a.m.
Opening Session Dr. Asmaa Fouad 10:00-10:15 a.m.
Introduction to the new LR policy up-
Dr. Doaa Rad 10:15- 11:00 a.m.
dates Y 26/12/2024
Hands on new LR system for biological
v g Dr. Shaimaa Fathy 11:00-12:00 p.m.
products
Break 12:00-01:00 p.m.
Hands on new post-marketing qualit
' PO 8A%MY " br. shaimaa Hamdy 01:00-02:00 p.m.
monitoring program 26/12/2024
Open Discussion (Q&A) All Trainers 02:00-03:00 p.m.
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Training Program on Guideline of the regulation of Post-approval Changes to a
registered biological product in Egypt
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DAY |
Opening Session Dr. Asmaa Fouad

Introductory session Dr. Hebatallah Ibrahim

Updates on procedures and data requirement's for PAC

handling through Normal Track Dr. Reem Mahmoud

Variation file essential requirements Dr. Amira Gamal
_ 15/12/2024
Dr. Amira Gamal
PACs evaluation Dr. Rana Maher
Regi .
Dr. Heba Mohamed egistration
Pharmacovigilance Requirements within the 09:30 t010:00
framework of PACs of Biological Products Dr. Mohamed Sayed
a.m.
DAY II
Stability considerations and data evaluation for PACs Dr. Doaa Ali 1st Session
Introductory Session on Lab Evaluation Administration ~ Dr. Mohamed El Sayed 10:00-12:00 p.m.
Manufacturing Process of different N .
r. Marwa Fayez
Biological Products y Break
Common technical evaluation considerations for PACs 16/12/2024 .
with real applications Dr. Sara Talat 2nd Session
Inspection Consideration for PACs Dr. Donia Samir 12:30-02:30 p.m.
PACs Evaluation Outcomes Dr. Rana Maher
Impact of PACs on lot release process and decision Dr. Doaa Hassan
DAY Il

Introduction about Reliance practice in PAC &General br. R Mah g
considerations r. Reem Viahmou

Procedures and data requirements for PAC handling Dr. Reem Mahmoud 17/12/2024

th h Reli Track
rough reflance frac Dr. Amira Gamal

Case Study / open discussion (Q&A) All Trainers
== 9 = 0
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« Workshop on GLP in pharmaceutical quality control micro-
biological laboratories.

« Workshop on how to overcome different challenges in de-
veloping and verifying analysis methods.
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Workshop on GLP in pharmaceutical quality control microbiological laboratories
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DAY I

Good practices in microbiology laboratories : premised
requirements , Environmental Monitoring, cleaning and
disinfection, waste disposal

Basic microbiological techniques: Dr. Raghda Kilany

Microorganism handling , maintenance, and storage 09/10/2024 Registrati
egistration

Gram staining #microorganism identification

Good practices in microbiology laboratories: 09:30 t010:00 a.m.

Critical equipment and their qualification, calibration, Dr. Eman Fatyan

maintenance and monitoring

DAY II .
1st Session

Basic microbiological techniques:

Media preparation and quality determination of media, Dr. Eman Fatyan 10:00-12:00 p.m.
reagents, and kits

Microbial limit test and test for specified microorganisms 10/10/2024
Sterility testing Dr. Raghda Kilany Break
rea
Overview on Rapid Microbiological Methods
DAY Il 12:00-12:30 p.m.
Bacterial endotoxin testing Dr. Raghda Kilany 2nd Session
Antibiotics-microbial assay Dr. Eman Fatyan  11/12/2022
o . L . . 12:30-02:30 p.m.
Validation and verification of Antibiotics-microbial assay Dr. Aya Hamdy
DAY IV 3rd Session
Microbiological testing of water for pharmaceutical use 02:30-04:00 p.m.
Dr . Eman fatyan
Antimicrobial effectiveness testing and disinfectant studies
Good practices in microbiology laboratories: 12/12/2024

Introduction to contamination control strategy in sterile .
manufacturing Dr. Raghda Kilany

Case study

B Q an =

/ oy Olelw 20 A pacll slgl & yia 3000LE. 9 cpdiedl 98390l Jghne
a5 bl daf 4 grarelly 9 D901 O cplloeall
SP 9950kl Jolze

09-12/12/2024



https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5YnZ5G6y_KpLisVWxz_VfthUQ0FGNzc0UjM3WjVPU1E1NThBM0NEQzExRS4u

CENTER FOR CONTINUING :JC
Cl@_lD PROFESSIONAL DEVELOPMENT ¢

Drug Control

Lgba (3l g Jalail) y ghat 3 AGNA AN cilaatl) o liil) LS o Jos Adiyg .5

Workshop on how to overcome different challenges in developing and verifying
analysis methods

Q9o I 8392001 eblys pludl (3 Jelontll o (o3lall BeUiS 18, (s Jos Ay Janll dyg L3g5

T e T o e

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

Overview of fundamentals of GC Dr. Abeer Rashad 10:00-11:30 a.m.

Overview of In-depth aminoacids profil- 30/12/2024

ing: unraveling the power of derivatiza-  Associate Prof. Omar Faried 11:30-01:00 p.m.
tion in Chromatography

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

Overview of uncertainty measurement
Dr.Marwa Mokhtar 30/12/2024 01:30-03:30 p.m.

in pharmaceutical analysis
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o Training program for Importers register licenses issuing procedures Training.
o Training Program on Basic GMP
o Training program on GSDP

« Workshop on medical products stores licensing processes

« Workshop on Sampling and implementation of RB-Post Market Surveillance
plan in-field

11
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Training program for Importers register licenses issuing procedures Training.
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Registration

09:30-10:00 a.m.

Issuing new importers register license Dr. Fatma El Zahraa
08/12/2024 10:00-12:00 p.m.
procedures Ahmed
Break 12:00-12:30 p.m.
Issuing importers register renewed license Dr. Fatma El Zahraa
12:30-02:00 p.m.
procedures Ahmed
08/12/2024
How to submit documents on electronic link Dr. Fady Wagdy 02:00-02:30 P.m.
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DAY |
The concept of GMP Dr. Heba Bahaa
Assessment of inspection file module in CTD File Dr. Alshaimaa Salah
: 16/12/2024
GMP Documentation and
Records Dr. Ghada Refaat
Introduction to Validation and Qualification Dr. Mohamed Abdellah
Registration
DAY Il
HVAC and Clean area Classification Dr. Naglaa Taha 09:30 to 10:00 a.m.
Types of Biological Products Dr. Alshaimaa Salah  17/12/2024 1st Session
GSDP Dr. Shadwa Salama
10:00-12:00 p.m.
DAY Il
. Break
Water for pharmaceutical use. Dr. Ahmed Hassan
QaMs Dr. Marwa Saeed 2nd Session
18/12/2024
QRM Dr. Mohamed Abdellah 12:30-02:30 p.m.
DAY IV
Sanitation and hygiene Dr. Mohamed Abdellah
Training and personal Dr. Marwa Saeed 19/12/2024
Complaint and Recall Handling Dr. Ahmed Hassan
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Registration 09:30-10:00 a.m.

How to apply distribution and good

. Dr. Salah Allam  18/12/2024 10:00-12:00 p.m.
storage requirements

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

How to prepare for GSDP certification

certification
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Workshop on medical products stores licensing processes
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Registration 09:30-10:00 a.m.

Medical products stores licensing documents and pro-

cedures Dr. Ireen Gamal
Shehata

10:00-11:00 a.m.
23/12/2024

Good storage practice required in medical products 11:00-12:00 p.m.

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

Medical Products stores updating licenses documents  Dr. Omar Sherif
23/12/2024 12:30-2:30 p.m.
and procedures Emam
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Workshop on Sampling and implementation of RB-Post Market Surveillance plan
in-field
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Registration 09:30-10:00 a.m.
An introduction about What is RB-PMS?

introduction to the regulatory guide for risk-based Dr. Shereen

Post Marketing Surveillance (RB-PMS) withdrawal 30/12/2024

Hamdy 10:00-01:00 p.m.
plan

(Medical and Biological products)
Designing, planning and implementing of RB-plan
Break 01:00-01:30 p.m.

Methodology of implementation

Cold chain monitoring and its quality assurance 01:30-02:45 p.m.
Dr. Shereen 30/12/2024

PMS-RB sampling Work Flow Hamdy

Implementation and pharmacists role

Questions and discussions 02:45-03:00 p.m.
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. Webinar on Patient Counseling on Diabetes management
(Unlock the Pharmacist Potential)

. Training program on medical devices pharmacovigilance

. Training program on non-Prescription Medicine Promotion guide-
lines

. Training Program on Non-Prescription Medications Guide

. Webinar on Counseling tips in pediatric patients (Unlock the Phar-
macist Potential).

. Workshop on Optimum Searching in scientific references to pre-
pare the medical Leaflet

17
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Webinar on Patient Counseling on Diabetes management (Unlock the Pharmacist
Potential)
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Registration 11:30-12:00 p.m.
Introduction to EDA activities Dr. Abeer Elbeheiry 12:00 - 12:30 p.m.
Patient Counseling on Diabetes manage- Dr. Kholoud Al-N 12:30-02:30 p.m
ment r. Kholoud Al=Naggar 10/12/2024 : ->U p-m.

Reporting for inappropriate promotional D . 02:30- 02:45
material r. Omnia Eldakhly : 4o p.m.
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Training program on medical devices pharmacovigilance
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DAY |

Introduction to Medical Devices Vigilance
Medical Devices safety and Multidimensional

Responsibility Dr. Lamiaa Attia 10/12/22024 Registration
Egyptian Medical devices vigilance requirements ) )
in Pre-market and Post-Market 09:30-10:00 a.m.
DAY I 1st Session

Incidents Reporting System
o de by th ; 10:00-12:00 p.m.
Investigations Made by the Manufacturer Dr. Lamiaa Attia  11/12/2024

Field Safety Notices and Actions (FSNs _ FSCAs) Break
DAY I 12:00-12:30 p.m.
Summary of Marketing History Content (SMH) Dr. Shaimaa 2nd Session
Remarks for Summary of Marketing History Ahmed
PSUR Dr. ,\'\/I/I:gddoynna 12/12/2024 12:30-02:30 p.m.
MDSD Reception Requirements Dr. Lamiaa Attia
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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 15/12/2024 10:15-11.15a.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 01:00:01:30 p.m.

Dr.Moaz Masoud

15/12/2024
Dr.Naglaa Gamal

Questions 01:30 :02:00 p.m.
Dr.Doaa Ahmed

Dr.Marwa Adawi
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Training Program on Non-Prescription Medications Guide
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Registration 09:30-10:00 a.m.

Introduction to non - prescription medi-
cations & General principles Dr. Abeer Elbeheiry 10:00 — 10:30 a.m.
17/12/2024
Approaches & Criteria for assessment of
a product as a non-prescription medica- Dr. Yasmin Refky 10:30-11:30 a.m.
tion
Break 11:30-12:00 p.m.
Submission process guide: .
] o Dr. Eman Zakaria 12:00-12:30 p.m.
-Requirements of submission process
17/12/2024
-Submission Forms & how to fill them Dr. Eman Zakaria 112l 12:30-02:00 p.m.
Discussion All trainers 02:00-02:30 p.m.
O
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Webinar on Counseling tips in pediatric patients (Unlock the Pharmacist Potential).
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Registration 09:30-10:00 a.m.

Introduction to EDA activities Dr. Abeer Elbeheiry 12:00- 12:30 p.m.

Counseling tips in pediatric patients Dr. Shimaa Saied 24/12/2024 12:30-02:30 p.m.

R . . . .
eporting for |nﬁ)§:§r[i)ar‘:ate promotlonal Dr. Omnia Eldakhly 02:30- 02:45 p.m.
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Workshop on Optimum Searching in scientific references to prepare the medical
Leaflet
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Registration 09:30-10:00 a.m.
Introduction to scientific resources and .
Dr. Rehab Mehriz 10.00-11:00 a.m.
types
31/12/2024
How to search reference websites for
. Dr. Hoda Nasser 11.30-01:00 p.m.
inserts data and extract
Break 01:00-01:30 p.m.
How to collate information for non ref-
. Dr. Maha Mustafa 01:30-02:30 p.m.
erence inserts 31/12/2024
Questions Dr. Heba Hamdy 02:30-03:00 p.m.

L Q an 2=
31/12/2024 pfun el 5 naelicloMi &b yie 1500 LE. dgoll LT Jias

>l s gl (Solanll

>l &5‘.‘.’)"\3
i 459 ASIVI laiall



https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5X5jdmQhyEpLhfuWBeUi4RhUNEtIM0lKNUQwOE83SzRJWFNPSVNPWkhNMS4u

CENTER FOR CONTINUING
PROFESSIONAL DEVELOPMENT

dale &‘J@Jl
oz Jdudl 198 (S o Belyd 2y

B)lats] bl pazr slainly lopatl] U312y Wie handl byl oo Y Upmwdd] § &)1 D> (3
180 Juseudl
G5 JSo Lol lali Y #Llg dukaal 83 lids Bousall duslgall (§ Hguaamdly NI -
(S e Loy sl @lsly2Y) 88K o509 -
bl e Jgsdl opdidl e o A9 ASIY Oliaiedl Gi=] IS e oyl e > (4 -
)l Jg359 9 ealall gty 3> 35 CB 93 ddomall de gl JuB

32> U3 oS Lol sl e QR code U (§ sl raed] oy Jrassd /3929 ¢y ST (222 -
O ladal) .‘.‘_)_94'4} ozl (p0 Oinb > EAY cCJL.g)..L'U\




e

CENTER FOR CONTINUING
PROFESSIONAL DEVELOPMENT

soluoll pdaoll hohill ol zlgall diye J5)0

3 354 A A alE )

Externaltraining.affairs@edaegypt.gov.eg | Jsial) slal) Agall paghil) 3S ja
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Egyptian Drug Authority Edaegypt.gov.eg

[' a Egyptian Drug Authority




