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. Webinar on Handling of Hazardous Drugs (Unlock the Pharmacist Potential)
. Webinar on The Fundamentals of Pharmacovigilance
. Training program on Medical devices Pharmacovigilance

. Training Program on process of marketing material file submission

N A W N

. Webinar on Rational Use of Dialyzable Drugs (Unlock the Pharmacist
Potential)

=)

. Training Program on pharmacovigilance Inspection process and PV Audit

7. Training program on GUIDELINE ON Medical Leaflets of Medicinal Products
f or Human Use

8. Webinar on Egyptian Guidelines on medical device vigilance
9. Webinar on Rational Use of Antimicrobials (Unlock the Pharmacist Potential)

10. Workshop on Signal assessment and concepts on MedDRA coding and safety
data analysis using MedDRA
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11. Webinar on Common Medication Errors in Outpatients (Unlock the
Pharmacist Potential )

12. Training program on Ensuring Pharmacovigilance Continuity: Managing
SDEA, PV Agreements, and Transition Plans for System Integration or Termina-
tion

13. Webinar on Egyptian Guidance for Oncology Pharmacy Practice Guide to
Guide (G2G)

14. Training program on online Materials Guidelines

15. Webinar on Management of Anemia in Chronic kidney Disease patients
(Unlock the Pharmacist Potential )

16. Webinar on Prothesis Devices Vigilance Requirements

17. Training Program on Risk Management Plans (RMP) and ACO for Pharma-
ceutical and Biological Products

18. Webinar on Calculation of Drug Dosage (Unlock the Pharmacist Potential )
19. Training Program on Non-Prescription Medications Guide
20. Training program on Prescription Medicine Promotion guidelines

21. Workshop on Excellence in searching for the optimum Reference (How to search in
authorized and accredited websites for reference and non reference Insert preparation)
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Webinar on Handling of Hazardous Drugs
(Unlock the Pharmacist Potential)
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Introduction to EDA activities

Introduction to EDA Initiatives

Handling of Hazardous Drugs

Reporting for inappropriate pro-

motional material

EH

05/04/2026

P92/ dupyds Ol 3
KEST @)JIS

Dr. Abeer Elbeheiry

Dr. Yassmin Refky

Dr. Noha Anis

Dr. Menna Ahmed

2
Q om
Glaiadl il ne Free
g ASIVI

05/04/2026

12:00-12:15 p.m.

12:15-12:30 p.m.

12:30-02:30 p.m.

02:30-03:00 p.m.
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Webinar on The Fundamentals of Pharmacovigilance
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Intro to Pharmacovigilance

Dr. Ali Elgened
Pharmacovigilance: The Fundamentals 8 y

Q&A Regional Unit—GAPV 06/04/2026 .09 9.00

. p.m.
General Administration for Reg- Evening

Reporting of Inappropriate Marketing Material ulations of Advertising and Mar-
keting Material

I S R B

Intro to Pharmacovigilance

Dr. Monica Magd
Pharmacovigilance: The Fundamentals gay

Q&A Regional Unit—GAPV 21/04/2026 6:00 -9:00

) p.m.
General Administration for Reg- Evening

Reporting of Inappropriate Marketing Material ulations of Advertising and Mar-
keting Material

I S N N

Intro to Pharmacovigilance

Dr.Aya H
Pharmacovigilance: The Fundamentals r-Aya Hany

Q&A Regional Unit—GAPV 08/06/2026 ) 50 - 1:00

_ p.m.
General Administration for Morning

Regulations of Advertising and

I S N R N

Intro to Pharmacovigilance

Reporting of Inappropriate Marketing Material

- Dr. Nadia Mostafa
Pharmacovigilance: The Fundamentals

1 202
Q&A Regional Unit—GAPV >/6/2026 10:00 - 1:00

p.m.

General Administration for Reg- Morning
Reporting of Inappropriate Marketing Material ulations of Advertising and Mar-
keting Material

= O 9 = m

06 &21/04/2026 pee/ Ay o3 Glail gasl s Free dovall eyl pade
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Training program on Medical devices Pharmacovigilance
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DAY | Registration

Introduction to Medical Devices Vigi-
lance

Dr. Christena Basily
Medical Devices safety and Multidimen-

sional Responsibility

Break

MDSD Reception Requirements Dr. Christena Basily

DAY Il Registration
Incidents Reporting System Dr. Marian Nashaat
Break

Investigations Made by the Manufactur-

er

Dr. Christena Basily
Field Safety Notices and Actions (FSNs _

FSCAs)

DAY Il Registration

And National Appendix PSUR Dr. Marian Nashaat
Break

New MD vigilance guideline Dr. Christena Basily

U U] 9 =,
07-09/04/2026 [ &)k el 18 dpandi cloll diud 450 2000 LE.

Gy pll A5 Jeally

09:30-10:00 a.m.

10:00-12:00 a.m.

07/04/2026 12:00-01:00 a.m.

1:00—1:30 p.m.
01:30-03:00 p.m.
09:30-10:00 a.m.
10:00-12:00 a.m.
12:00—12:30 p.m.

08/04/2026 12:30-01:30 p.m.

01:30-03:00 p.m.

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

09/04/2026 12:00—12:30 pm.

12:30-03:00 p.m.

S kI fins
dudall o jhiaad!
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Training Program on process of marketing material file submission
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Registration
Opening & Welcome Note

Submission process & standard checklist

for Printed / Electronic files (New)

Submission process & standard checklist
for Printed / Electronic files ( Variation

&Extension)

Break

Submission process & standard checklist
for Online files

General Work Instructions

Dr. Moaz Masoud

Dr. Naglaa Gamal

Dr. Naglaa Gamal

Dr. Doaa Ahmed

Dr. Moaz Masoud

Questions All Speakers
= ¢ ==
20/04/2026 pg /S Ol 6 Lpanll slgl Liud yio 1500 L.E.

KEST @3).\3

il

20/04/2026

d9adl W oo
adall L3819

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-11:30a.m.

11:30-12:00 p.m.

12:00-12:30 p.m.

12:30-01:30 p.m.

01:30- 02:30 p.m.

02:30- 03:00p.m.
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Webinar on Rational Use of Dialyzable Drugs
(Unlock the Pharmacist Potential)
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.
Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.
21/04/2026

Rational Use of Dialyzable Drugs Dr. Eman Talaat 12:30-02:45 p.m.

Reporting for inappropriate pro-
Dr. Menna Ahmed 02:45-03:00 p.m.

motional material

[
&

= 9

21/04/2026 pg/ s olelw 3 Slaial Gil ps Free zoienall doluo
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Training Program on pharmacovigilance Inspection process and PV Audit
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DAY | Registration

Pharmacovigilance audit and its

objective. Dr. Aya Attia

Break

Pharmacovigilance Inspection pro-

. . Dr. Aya Attia
gram process and its objective.

DAY Il Registration

Continuing Inspection program pro-
cess including conduction process,
and on site requests.

Dr. Aya Attia

PV compliance along with response to

findings and CAPA Dr. Aya Attia
Break

Workshop (Hands on training on in-

Dr. Aya Atti
spection observations and CAPAs) r-Aya @

EH

27-28/4/2026

[ duyds Olelw 12
Ol Olags

L pacll sl L 4o
Olaiadl Gul s [ oyl
g ASIVI

¢ an

2000 LE.

09:30-10:00 a.m.
10:00-12:00 a.m.
27/4/2026 12:30-01:00 p.m.
12:30-03:00 p.m.

09:30-10:00 a.m.

10:00-11:00 a.m.

28/4/2026 11:00-12:30 a.m.
12:30-01:00 p.m.

01:00-3:00 p.m.

Lol Wb calelall auer
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Training program on GUIDELINE ON Medical Leaflets of Medicinal Prod-
ucts for Human Use
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Registration 09:30-10:00 a.m.

General Introduction Dr. Rehab Mebhriz 10:00-10:30 a.m.
Introduction of GUIDELINE Dr. Heba Hamdy 10:30-11:00 a.m.
Requirements for optimum submission Dr. Zeinab Talaat 11:00-12:00 a.m.
TIPS & FAQs Dr. Yasmin Samy 28/4/2026 12:00-12:30 a.m.
Break 12:30-010:00 p.m.

Requwemen?s for optimum insert content Br. Menna Wael 01:00-02:00 p.m.

preparation (content layout) Part |

Requirements for optimum insert content Br. Menna Wael 02:00-02:30p.m.

preparation (content layout) Part Il

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

= ¢ =R -

28/4/2026 P/ A Olelw 6 Dnacll slgll A yie 1500 LE. 3 el g 9o
d>g gy Olaiell o ps / sl LoV W%
g ASIYI
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Webinar on Egyptian Guidelines on medical device vigilance

onall JRAIL Lginat 5 ol & peall sl dlatul) e lS Al saebue )l ol Caagy

T T

Prothesis devices Vigilance requirements Dr. Christena Adel 29/04/2026 10:00-01:00 p.m.

== ’/ = g
29/4/2026 poaldmys wlel 3 Slaiell Gu>l pe Free O dady Jies
d=>lg gy a9 ASIVI dudall Olojliwed!
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Webinar on Rational Use of Antimicrobials

(Unlock the Pharmacist Potential )
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“m

Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.
Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.
Rational Use of Antimicrobials Dr. Shimaa Hassan 05/05/2026 12:30-02:30 p.m.

Reporting for inappropriate promotional
Dr. Menna Ahmed 02:30-03:00 p.m.
material

= ¢ @

05/05/2026 p9 [ )k el 3 Slaill su=! ps Free Obdiiuedl Dolue
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Page no.13



TR AR S5 E 4o
el
MedDRA aladiuly 458l (ady Le JS g 4 galall @l JLE) 3000 ¢ Jes Ay .10

Workshop on Signal assessment and concepts on MedDRA coding and
safety data analysis using MedDRA
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I S I N

Day |

Overview on Potential Safety Signals and the

Signal Management Process

Dr. Lobna Kilany

Principles of Signal Detection and Dispropor- Registration
tionality Analysis

12/05/2026 09:30 to 10:00 a.m.
Break

Case Series Causality Assessment: Concepts -
and Applications 1st Session

Dr. Lobna Kilany
Hands-on Signal Validation and Prioritization L s

Day Il
. . - . Break
Ideal Signal reception submission Dr. Lobna Kilany
. 12:00-12:30 p.m.
Fundamentals of MedDRA coding Dr. Mona Abo-Elseoud
Break 13/05/2026
2nd Session
Hands-on Using MedDRA in building query All Speakers
12:30-03:00 p.m.
Safety data analysis using MedDRA and SMQ Dr. Lobna Kilany
Day I

Literature screening on medical websites and

Dr. Mona Abo-Elseoud
related aspects

Hands-on literature screening (Case study) All Speakers 14/05/2026

Hands-on Signal Validation and Prioritization All Speakers

== ¢ an

12-14/05/2026 A / syl delw 18 L paall sloll g yio 2000 L.E.
a3 ol Pl
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Webinar on Common Medication Errors in Qutpatients

(Unlock the Pharmacist Potential )
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Introduction to EDA activities

Introduction to EDA Initiatives

Common Medication Errors in Qutpa-
tients

Reporting for inappropriate promotional
material

Dr. Abeer Elbeheiry

Dr. Yassmin Refky

Dr. Kholoud Al Naggar

Dr. Sara Shokry

Dr. Menna Ahmed

alm'a 9 2,
19/05/2026 pg/ s olelw 3 Slaial Gil ps Free
KEST @3).\3 A9 ASIVI

19/05/2026

12:00-12:15 p.m.

12:15-12:30 p.m.

12:30-02:30 p.m.

02:30-03:00 p.m.
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Training program on Ensuring Pharmacovigilance Continuity: Managing
SDEA, PV Agreements, and Transition Plans for System Integration or
Termination

il i Qe lana 5 5 sal) ALl Adadal 4y ) pates) clallaial (p piall agd 3y a3 () mspail) gl pall 138 gy
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T e e e

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

From Compliance to Continuity:
Integrated Governance of SDEA, PV Dr. Shaimaa Mohamed

Agreements, Change Management, 10:00-12:00 a.m.
and Manual Safety Database Track-
ing Systems 21/05/2026
Break 12:00-12:30 p.m.

Regulatory Requirements for Devel-
oping and Submitting Transition
Plans for Pharmacovigilance System
Integration or Termination

Dr. Shaimaa Mohamed 12:30-03:00 p.m.

= ¢ an

21/05/2026 p/ Ay S ool 6 Dpas clgll dud yie 1500 LE.
d>lg gyl Jeadb
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Guide to Guide (G2G)

Webinar on Egyptian Guidance for Oncology Pharmacy Practice
Guide to Guide (G2G)
o) sall L s jae g ddadil e oyl 1 YL A Y Ale ) Clas s bl Aalia Ciy jad ) el il Cangy

- o)t Adanall il jladll & gald a¥) Jalally oy yaill 5 Al sall e gill g Adasal) dle Sl e jalay (3ley Lag 3y uaall
Aoz Gl b Jaall g

S O N N

Introduction to EDA activities Dr. Abeer Elbeheiry 12:00-12:15 p.m.

Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.
24/05/2026

Egyptian Guidance for Oncology

Pharmacy Practice
_— . . Dr. Noha Anis 12:30-03:00 p.m.
Pharmacist's Role in Personalized

Medication Management - Part 1

= ¢ = 8

24/05/2026 pge [ duyds el 3 Olaidl sl pe Free Ol bl DBoluo
d=>lg g_st?)"\; 49 AUV Lol wlu>gg
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Training program on online Materials Guidelines
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DAY I Registration
Opening & Welcome note Dr. Moaz Masoud

Introduction &classification Dr. Naglaa Gamal

Responsibilities Content securing &
PonsIbIl uring Dr. Naglaa Gamal

Gating 24/05/2026
Break
Online Content
Dr. Doaa Ahmed
Submission requirements
DAY Il Registration
Monitoring & Follow up
Dr. Michael Refaat
Timeline &Service
Violation Cases & recommendations Dr. Hanan Hassanien
25/05/2026

Break
Content controlling

Dr. Michael Refaat
FAQs
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09:30-10:00 a.m.
10:00-10:15 a.m.
10:15-11:00 a.m.

11:00-12:00 a.m.

12:00-12:30 p.m.
12:30-01:30 p.m.
01:30-03:00 p.m.
09:30-10:00 a.m.
10:00-11:00 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.

02:00-03:00 p.m.
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Webinar on Management of Anemia in Chronic kidney Disease patients
(Unlock the Pharmacist Potential )
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Introduction to EDA activities Dr. Abeer Elbeheiry 12:00 -12:15 p.m.
Introduction to EDA Initiatives Dr. Yassmin Refky 12:15-12:30 p.m.

Management of Anemia in Chronic kidney 02/06/2026
Dr. Yasmen Yehia 12:30— 2:30 p.m.

Disease patients

Reporting for inappropriate promotional
Dr. Menna Ahmed 2:30— 3:00 p.m.
material

= ¢ an
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Webinar on Prothesis Devices Vigilance Requirements
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Prothesis devices Vigilance requirements Dr. Christena Adel 03/06/2026 10:00- 01:00 p.m.
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Training Program on Risk Management Plan (RMP) and ACO for Pharma-
ceutical and Biological Products
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DAY | Registration 09:30-10:00 a.m.
RMP Overview Dr. Sara Mahmoud 10:00 - 10:30 a.m.

National pharmacovigilance regulations including
different ministerial decrees with PV Dr. Sylvia Amgad 10:30- 11:30 a.m.
requirements & RMP submission contexts

Risk management 3 stages Dr. Sara Mahmoud 14/06/2026 11:30- 12:00 a.m.

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

Cont. Risk management 3 stages 12:30-2:00 p.m.

How to prepare RMP (including RMP formats and ~ Dr- Sara Mahmoud
02:00-3:00 p.m.
sources of data and references)

DAY Il Registration 09:30-10:00 a.m.
Ideal Reg And Rereg Reception submission Dr. Sylvia Amgad 10:00 - 10:30 a.m.

Risk Management Plane (RMP) for biological

products including national display. “Guidelines Dr. Yara Raslan 10:30- 11:30 a.m.
and Regulations”

Break 15/06/2026  12:00-12:30 p.m.
Cont. Risk Management Plane (RMP) for
biological products including national display. 12:30-2:00 p.m.
“Guidelines and Regulations” Dr. Yara Raslan
Addendum to Clinical Overview (ACO) 02:00-3:00 p.m.

= ¢ an
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Webinar on Calculation of Drug Dosage (Unlock the Pharmacist Potential )
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Introduction to EDA activities

Introduction to EDA Initiatives

Calculation of Drug Dosage

Reporting for inappropriate promotional

material

Dr . Abeer Elbeheiry

Dr.Yassmin Refky

Dr. Shimaa Sayed

Dr. Menna Ahmed

= ==
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12:00 - 12:15 p.m.

12:15-12:30 p.m.
16/06/2026

12:30- 2:30 p.m.

2:30- 3:00 p.m.
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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

Dr. Abeer Elbeheiry 10:00 - 10:30 a.m.
medications & General principles
Approaches & Criteria for assessment of a 23/06/2026
Dr .Yassmin Refky 10:30- 11:30 a.m.
product as a non-prescription medication
Break 11:30-12:00 p.m.
Submission process guide:
Dr .Eman Zakaria 12:00-3:00 p.m.

- Requirements of submission process

= ¢ = -
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Training program on Prescription Medicine Promotion guidelines
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Registration 09:30-10:00 a.m.

Opening & Welcome Note 10:00-10:15 a.m.
Dr. Naglaa Gamal

General Rules 10:15-11.15 a.m.

Claims & Representations Dr. Doaa Ahmed 11.15-12:00 p.m.

Break 24/6/2026 12:00-12:30 p.m.

Claims & Representations Dr. Doaa Ahmed 12:30-01:30 p.m.

Special Issues Dr. Naglaa Gamal 01:30-2.30 p.m.

Questions All Speakers 02:30-3:00 p.m.

= ¢ = PE
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Workshop on Excellence in searching for the optimum Reference

(How to search in authorized and accredited websites for reference and non

reference Insert preparation)
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Registration

Exploring Different Types of Scientific
Dr.Rehab Mehriz
Resources

How to Navigate reference countries
Dr.Hoda Nasser
websites for the most updated leaflets

Break

How to collate information for non Dr.Ahmed Mostafa

reference inserts

Questions Dr.Heba Hamdy

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

10.00-11:30 a.m.

11.30 a.m.-1:00 p.m.
30/6/2026

1:00—1:30 p.m.

1:30—2:30 p.m.

2:30-3:00 p.m.
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1. Training Program on Updating Licensing Requirements for Cosmetic
Manufacturing Facilities

2. Training program on the third issuance of the regulatory guide re-
garding toll manufacturing licensing according to EDA 505/2021

3. Advanced Training Program on Licensing pharmaceutical products factories

4. Workshop on Importers register licensing & Warehouses licensing Journe
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Training Program on Updating Licensing Requirements for Cosmetic
Manufacturing Facilities

S I S N

Day 1 Registration 09:30-10:00 a.m.

Definition of cosmetics and their types 10.00:10.30 am

Key laws and regulations related to the industry 10.30:11:00am
Dr. Eman Abd El

Definition of the GMP Concept Hady 11:00-11:30am

Importance of Implementing GMP in the Cosmetics In-
11:30-12:00p.m.

dustry
05/04/2026
Break 12:00—12:30 p.m.
Objectives and Foundations for Updating the guidelines 12:30-1:30 p.m.
Comparison Between guidelines Before and After the
Dr. Engy salah 1:30-2:30 p.m.
Update
Explanation of guidelines After the Update 2:30-3:00p.m.
DAY Il Registration 09:30-10:00 a.m.
Classification of Cosmetics by Production Lines 10:00-11:00 a.m.
Dr. Engy salah
Steps to Obtain the Technical License of operation 11:00-12:00 p.m.
Break 12:00—12:30 p.m.
Online application procedures and common mistakes in
o 06/04/2026 12:30-1:00 p.m.
submission
Procedures for factory managers registeration Dr. Engy salah 1:00-1:30p.m.
Procedures of layout committee 1:30-2:30p.m.
Q&A 2:30-3:00 p.m.
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Training program on the third issuance of the regulatory guide regarding

toll manufacturing licensing according to EDA 505/2021
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Registration 09:30-10:00 a.m.
Introduction Dr. Khadiga Ahmed Ali 10.00:10.30 am
Toll Manufacturing Licensing Requirements Dr. Fatma El Zahraa
. 10:30-11:00 a.m.
(New License) Hamdy
Updating requirements for Toll Manufacturing Dr. Khadiga Ahmed 11:00-11:30 a.m.
How to deal with electronic links Dr. Fatma El Zahraa 6/04/2026 11:30-12:00 p.m.
) o Dr. Fatma El Zahraa
Holding Cases for Toll Manufacturing licenses 12:00-12:30 p.m.
Hamdy
Break 12:30-01:00 p.m.
Cancellation Cases for Toll Manufacturing li- .
Dr. Khadiga Ahmed 01:00-01:30 p.m.
censes
Deadlines for companies regarding updating Dr. Fatma El Zahraa 01:30-02:30 p.m.
guestions and open discussion Dr. Khadiga Ahmed 02:30-03:00 p.m.
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Advanced Training Program on Licensing pharmaceutical products factories
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DAY |

Introduction About General Administration Of Registration

Factories Licensing + QAs & Discussions
09:30-10:00 a.m.
Types Of Factories Which Is Licensed

Dr. Eman Abd El

Services Provided By General Administration + Had 12/05/2026
QAs & Discussion ady 1st Session
Required Procedures For Factories Licensing + 10:00-12:00 p.m.

QAs & Discussion

DAY Il Break
Required Procedures For Factories Licensing + Dr. Eman Abd El 12:00-12:30 p.m
Questions & Discussion (cont.) Hady ' ' o
0 bi ion With R tative OF IDA Representative OF
pen Discussion With Representative DA 13/05/2026 2nd Session
open discussion with Investment Authority repre- = Investment Authori- 12:30-3:00 p.m.

sentative ty representative

oo\l deiall (3 (yi ol JLeSiil
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Advanced Training Program on Licensing pharmaceutical products factories

e e

DAY Il

Summary Of Guidelines For Licensing Of Sterile &
Non Sterile Medical Devices and kits + Questions &
Discussion

Summary Of Procedures and Guidelines For Licens-
ing Of Cosmetic Factories + Questions & Discussion

Summary Of Procedures and Guidelines For Licens-
ing Of Antiseptics / Disinfectants Factories Or Pro-
duction Lines + Discussion

Summary Of Guidelines For Licensing Of prosthetics

DAY Il

Summary Of Procedures and Guidelines For Licens-
ing Of Pharmaceutical Factories + Questions & Dis-

cussion

Online application procedures and common mis-
takes in submission

Online application procedures and common mis-
takes in submission

overview on Layout review committee

== 9
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Dr. Engy Mohamed

Dr. Engy Mohamed

G paall cloull dud yio

Dr. Miral Abbas

Registration

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

14/05/2026
1st Session

Salah 10:00-12:00 p.m.

Dr. Miral Abbas

Break

12:00-12:30 p.m.

Dr. Marwa El-hag

Sayed
2nd Session

18/05/2026  12:30-3:00 p.m.

Dr. Reem Saeed
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Workshop on Importers register licensing & Warehouses licensing Journey
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DAY | Registration 09:30-10:00 a.m.
Issuing new importers register license Dr. Eatma El Zahraa
10.00-12.00 pm
procedures Ahmed

Break 07/06/2026  12:00-12:30 p.m.

Importers register license Renewal & Reissuing Dr .Fatma El Zahraa 12:30 -2:00pm

How to submit documents on electronic link Dr .Fady Wagdy 2:00-3:00 PM
Day Il Registration 09:30-10:00 a.m.

Issuing new warehouse license procedures .
Dr. ireen Gamal

and good storage practices for warehouses 10:00-12:00 p.m
. . Shehata
licensing
08/06/2026
Break 12:00-12:30 p.m.
Issuing updated warehouses license Dr. Hanaa Moham-
12:30-3:00 pm
procedures med El-Ghazaly

B2 O ¢ = 2]
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1. Training Program on ICH E6 Good Clinical practice and its im-
plementation through EDA Requirements, National and Interna-
tional regulations

2. Workshop on Updates on Regulatory Guideline of Mechanisms
and Rules of Implementing the Decree of Egyptian Drug Authority's
Chairman No. 343 of 2021
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Training Program on ICH E6 Good Clinical practice and its implementation
through EDA Requirements, National and International regulations
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DAY | Registration 09:30-10:00 a.m.
Opening Remarks - Overview of ICH and the
o Dr. Asmaa Fouad 10:00 - 10:30 a.m.
Harmonization Process
Purpose and Scope of ICH E6(R3) Dr. Rania Hassan 10:30- 11:15a.m.
Key Principles of GCP Dr. Rania Shosha 11:15- 11:45 a.m.
Responsibilities, and Procedures Communication )
) o Dr. Dalia Kamal 11:45- 12:30 p.m.
with IRB/IEC and Regulatory Authorities 22-04-2026
Roles and Responsibilities of Key Stakeholders Dr. Omnia Ayman 12:30- 01:15 p.m.
Break 01:15-01:45 p.m.
Informed Consent Process Dr. Dalia Kamal 01:45- 02:15 p.m.
Quality Control and Assurance Management Dr. Nourhan Gamal 02:15- 03:00 p.m.

oo\l deiall (3 (oyi) ol J LS
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Training Program on ICH E6 Good Clinical practice and its implementation

through EDA Requirements, National and
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DAY Il Registration

Investigational Product Management Dr. Hebatalla Mohamed

Essential Documents in Clinical Trial Dr. Omnia Ayman

Study Protocol, Protocol Compliance and Man- .
] Dr. Rania Shosha
agement, Investigator’s Brochure

Participants’ Medical Care & Safety Reporting Dr. Hebatalla Mohamed

Break

Monitoring (Types, Plan, Reports) Dr.Dr. Rania Shosha

Dr. Nourhan Gamal

Panel Records and Reports

Data Management & Data Governance DDr. Dalia Kamal

BH @O ¢ =
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23-04-2026

09:30-10:00 a.m.

10:00 - 10:30 a.m.

10:30- 11:30a.m.

11:30- 12:15 p.m.

12:15- 01:00 p.m.

01:00-01: 30 p.m.

01:00 - 01:45 p.m.

01:45- 02:15 p.m.

02:15- 03:15 p.m.

&9l 381y (fias 9 CROS [=]]
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Workshop on Updates on Regulatory Guideline of Mechanisms and Rules
of Implementing the Decree of Egyptian Drug Authority's Chairman

No. 343 of 2021

? 4 sl Gl el i Gilel a2 2021 4aud 343

Registration
Opening Remarks

Different registration pathways

Process of Inquiry Submission

Process of hard file submission

Break
Process of stability file submission

Process of scientific file submission

Process of quality ,preclinical and clini-
cal file submission

Open discussion (Q&A)

EH

15/06/2026 pe/ duys wlelw 6
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Dr. Asmaa Fouad
Dr. Hebatalla Ibrahim

Dr. Samar Hamedo.

Dr. Maryam Ali Abd-EL

Dr. salah El-Dein ahmed Mo-

15/06/2026
Dr. Doaa Ali Ismail
Dr. Heba Mohamed Ahmed
Dr. Amira Elsayed
All Trainers
2 >
¢ Co) &=

Dgal WL Jios
Dguod) O paseiund|

3000 L.E.

09:30-10:00 a.m.

10:00-10:15 a.m.

10:15-11:00 a.m.

11:00-11:45 a.m.

11:45-12:30 p.m.

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

01:30-02:00 p.m.

02:00-02:30 p.m.

02:30-03:00 p.m.
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1. Workshop on Advanced Stability Studies: Bracketing & Ma-
trixing Designs, Herbal Product Challenges, and Stability testing
for updated variation requirements of human pharmaceutical
products

2. Training program on comprehensive overview of quality mod-
ule of CTD file
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Workshop on Advanced Stability Studies: Bracketing & Matrixing Designs,
Herbal Product Challenges, and Updated Variation Requirements

(ICH & VICH)
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Registration

Bracketing and matrixing designs
for stability testing acc. To ICH &
VICH guidelines

Most Common Deficiencies in
herbal Product Stability studies

Break

Stability requirements according to
updates in variation guidelines for
human pharmaceutical products :-

Regulatory perspective

Stability requirements according to
updates in variation guidelines for
human pharmaceutical products :-

Technical perspective

H O
P92/ Awys wlelw 6

03/05/2026
NESTY 5::).!5

Dr. Amr Samir

Ass. Prof. Dr. Rania Elhossary

Prof. Dr. Sameh Fekry Salama

Dr. Reham Ahmed

¢

L paall 19l did yio
Lygarell

.

[e]

1500 L.E.

03/05/2026

9.00-9.30 a.m.

9.30-11.30 a.m.

11.30-1.30 p.m.

1.30p.m-2.00 p.m.

2.00p.m-2.30 p.m.

2.30p.m-3.00 p.m.

a2
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Workshop on Advanced Stability Studies: Bracketing & Matrixing Designs,
Herbal Product Challenges, and Updated Variation Requirements

(ICH & VICH)

‘;r,J_\S).d\@‘m)fzﬂm—,m‘;u&d\um\)JéAce@}um@)wuﬁJmA\ .u}).,‘;\u.:)m]\ \Mg_mg_a

bt Aalles g il Glad jo Y S i g u.m;.a(Matrl)qng) MM\}(Bracketlng) e.\.uﬂ.\s\
MYM\ s_:\)‘.a;_u.mﬂ PRAA( &_1\).\:(_\.«3\ u\.;ﬂa.ug 4\.\.«.\):.:4.“ u_aLxﬂa.\A]\

?@} “LL.\.uﬂ\ 4\_\,\}:]\ L_ala_u.d\_a M\AJ\ t_al_.ul\

Aladl A sall Slals ) ae (381 5 Lo Ll 5 Lol pa) 5 LA LA el o paanat ) AiLal 4 50

I T T

Registration

Bracketing and matrixing designs
for stability testing acc. To ICH &
VICH guidelines

Most Common Deficiencies in
herbal Product Stability studies

Break

Stability requirements according to
updates in variation guidelines for
human pharmaceutical products :-

Regulatory perspective

Stability requirements according to
updates in variation guidelines for
human pharmaceutical products :-

Technical perspective

H O
P92/ Auwys wilelw 6

14/06/2026
d>lg 5::).!5

Dr. Amr Samir

Ass. Prof. Dr. Rania Elhossary

Prof. Dr. Sameh Fekry Salama

Dr. Reham Ahmed

¢

L paall 19l did yio
Lygarell

1500 L.E.

14/06/2026

9.00-9.30 a.m.

9.30-11.30 a.m.

11.30-1.30 p.m.

1.30p.m-2.00 p.m.

2.00p.m-2.30 p.m.

2.30p.m-3.00 p.m.
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Training Program on the Evaluation Principles of the Quality Module of
CTD file
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Day I: Module-3 of the CTD registration file

Overview of different modules of CTD file Registration
Dr. Menna El -Gamil
And different sections of module 3 09:30—10:00 A.M
Introduction to S-Part of module 3 Dr. Shereen Alaa Eldeen
21/06/2026
Overview of different types of impurities in 1st Session

Dr. Shereen Alaa Eldeen
drug substance & drug products
10:00—12:30 P.M
General properties of drug substance and )
o Dr. Ismail Mohamed
their impact on drug product

Day Il: Module-3 of the CTD registration file Break

Introduction to P-Part of module 3 Dr. Menna El -gamil
12:30—01:00 P.M

Composition of finished product in mod- .

Dr. Menna El -gamil

ule 3
Overview on specifications of finished ) 25/06/2026 :
. Dr. Menna El -gamil 2nd Session
product in module 3
Basic principles of validation of analytical 01:00—03:30 P.M

q Dr. Ismail Mohamed
procedures

= ¢ = B8

B98I W ke
21,25/06/2026 [ &yl olelw 12 Dpacdl slgll dud yio 4000 L.E.  (Regulatory affairs, R&D,
Olauyi Olagy Lygarally QA, QC...)
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1. Training program on variation of medical device & variation files due to New
MDR 2017/745 updates

2. Training program on Best Practice for Importation of Medical Equipment

3. Training program on Best Practice for submission procedures for stability and
biocompatibility specialized committee

4. Training program on Best Practice for updated regulation of Importation of
Low-Risk Medical Devices & Class I Nonsterile Devices

5. Training program on Best Practice for Registration & Importation of IVD
Products

6. Training Program on Guidelines for Registration of Imported and Local Medi-
cal Devices and Bundling Criteria

7. Training program on Best Practice for Registration of Local Medical Devices
Without Quality Certificates
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Training program on variation of medical device & variation files due to New

MDR 2017/745 updates

s Aol Alall e Sl e @l it o) oY Aaiall ae ) gl 5 le) Dl saaall cilipanill mu 5 M dandl 35 Cangs
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Registration

Opening speech

A brief introduction to the Medical Devices
Variation rules & regulation

Different cases of Medical Devices variation & its

study

Different time frames &flow charts

Break

Common mistakes

Q&A

Dr. Sara EL Nady

Dr. Sara EL Nady

Alamts 9 E]A
27/04/2026 gl Ayl el 6 Qi paocdl slglll diud yio 1500 L.E.
Ay oyl Slhaiall Gl s of Juiwll

a9 ASIVI

27/4/2026

Blacy © %
Slojlianal!

09:30-10:00 a.m.

10:00 - 10:30 a.m.

10:30-11:00 a.m.

11:00 — 11:45 a.m.

11:45 — 12:30 p.m.

12:30—01:00 p.m.

1:00- 1:45 p.m.

1:45-3:30 p.m.
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Training Program on Best Practice for Importation of Medical Equipment
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Registration 09:30 Pm
Opening speech Dr. Fatma Raslan 10:00 - 10:30 am
New guidelines for importation of medical 10:30 - 11:30 am

devices & equipment

Dr .Fatma Raslan

Haw to Avoid most common mistakes 30/4/2026 11:30- 12:30a.m.
Break 12:30- 1:00 p.m.
Importation Common Documents on 01:30— 2:30 p.m.
Platform
Dr .Fatma Raslan
Panel discussion - Q&A 2:30-3:30 p.m.

= ¢ ==

30/04/2026 pof Ay Ol 6 Dpacdl slall s yio 1500 L.E.
RESTY g:g.ﬁ Olaial |6&\>|~}};31‘w~. L
a9 ASIVI
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Training program on Best Practice for submission procedures for stability
and biocompatibility specialized committee

Lalall lalll e (o jall allati ) dgall il Jlsall cililey alall el ya Wl oy yeil) o 5ol el Chngg
iy Jaad) Jlars cags Al aail) eUadf @l )i 488 5 (5 sl 58S 5 il il jo bl daiasiial)

T T

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

Opening speech 10:00 - 10:30 am

Dr. Ibram Ashraf
Procedures of Stability and Biocompati- . .
bility Study 10:30 - 12:00 p.m.

14/05/2026

Break 12:00—12:30 p.m.

Most common mistakes 01:30-2:30 p.m.
Dr. Ibram Ashraf

Q&A

2:30- 3:30 p.m.

= ¢ ==

14/05/2026 pof i Olelw 6 Dpasislgll s i 1500 L.E.
d>lg o)l Slaiall sd>l e of Juiall
g AUV
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Training Program on Best Practice for updated regulation of Importation of Low-
Risk Medical Devices & Class I Nonsterile Devices
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Registration 09:30-10:00 a.m.

Opening speech Dr. Marwa Ali 10:00 - 10:30 am

Dr .Hannan Gamal
New guidelines for importation of

Low-Risk medical devices 10:30-11:30 am

Dr .Mohamed Yousef

Dr Nesma Gamal

19/5/2026
How to Avoid most common mistakes Dr Omnia Adel 11:30- 12:30 a.m.
Dr. Norhan ELnaggar
Break 12:30—01:00 p.m.
Importation Common Documents on 01:30- 2:30 p.m.
Platform All Speakers
Panel discussion - Q& A 2:30-3:30 p.m.

= ¢ =

19/05/2026 92/ duydi el 6 L pacdl slglll L yie 1500 L.E.
Ay oyl Slaiall sd>l e of Juiall
dd g ASIYI
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Training Program on Best Practice for registration & Importation of IVD Products
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Registration

Opening speech
Introduction to types & categories of products

Requirements for Registration of local IVD

Development of T.F & How to prepare Key
elements

How to Avoid most common mistakes

Break

Importation of IVD procedures

Dr. Omnia Hussein

09:30-10:00 a.m.

10:00 - 10:30 am

10:30-11:30 am

11:30- 12:30a.m.

Dr. Omnia Hussein

Panel discussion - Q&A

At 9 E]A
08/06/2026 P92/ duydi Olelw 6 dpanll clgll digs yio 1500 L.E.
Ay oyl Slaiall sd>l e of Juiall

dud g ASIYI

08/06/2026
12:30—01:00 p.m.
01:30- 2:30 p.m.
2:30- 3:30 p.m.
U

Adoaodl Olojliwad! aibae
ddoeoll duanseidllg
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Bundling - Gk

Training Program on Guidelines for Registration of Imported and Local
Medical Devices and Bundling Criteria

h&d@acw;cﬁjJM\w\ Q\AM\MX&A&‘M‘ L\}ﬂ\j&‘;\)}‘}“ C\:\..A}.\‘_,’J\BJAA\AA“ u.l€_|
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Registration 09:30-10:00 a.m.

Opening speech
10:00-10:30 a.m.
Dr. Yomna Hamad

Dr. Donia Atef

Registration procedures of local & im-
) . 10:30-12:00 p.m.
ported medical devices

16/06/2026
Break 12:30—01:00 p.m.
Bundling for non-sterile medical devices 12:30-02:00 p.m.
Dr. Yomna Hamad
Panel Discussion Dr. Donia Atef
02:00- 03:00 p.m.
Q&A
(U U = C
e '/ = P8
16/06/2026 poil Ay el 6 Dpacl slgl dis Hio 1500 LE.  lepbivmed! glas 9 i
>y g Olaill Gl ps of duiall dedall
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Training program on Best Practice for Registration of Local Medical Devices
Without Quality Certificates
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Registration 09:30-10:00 a.m.

Opening speech 10:00 - 10:30 am.

-Legal or Administrative documents
-Declaration of conformity & its content Dr. Asmaa Maraei

-Device description and specification 10:30 - 12:30 am.

25/06/2026
-Information to be supplied by the manu-
facturer
Break 12:30—01:00 p.m.
-Design and Manufacturing information
i 01:30-2:30 p.m.
-Quality assurance measures Dr. Asmaa Maraei
Open Questions 2:30-3:30 p.m.
O
B '/ an 2=
25/06/2026  pg/ iy lelu 6 AnaellslodiBs she 1500 LE. el lojlisll glae M8
R PRPORY Slardl Gu>t pe of Jarall EWEN
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1. Training program on Laboratory Control Systems & Analytical Data Integrity
Workshop about GMP requirements for orthosis & prothesis factories

Workshop on Introductory Session on Imported IVDS

Eal R

Workshop on procedures for RM release, sampling, follow-up and procedures for
pesticides FP

Training program on Non-Sterile Facilities, Utilities & Contamination Control
Workshop on GMP requirement for medical devices factories
Workshop on Basic EDA Regulations for imported medical devices inspection

Workshop on Imported Cosmetics & Pesticides GSP

S %X ; W,

Workshop on Sterile Facilities, Utilities & Contamination Control Strategy (CCS)
10. Workshop on Medical Devices Plant Design

11. Training program on Scientific Offices Inspection Procedures
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Training program on Laboratory Control Systems & Analytical Data Integrity
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Day I: GLP in QC Labs

Laboratory layout, segregation, and workflow control br. Loai Registration
14/04/2026  09:30 to 10:00
Mohamed
a.m.

Sampling, testing, and release procedures

Day II: Method Validation & Verification 1st Session

10:00 -12:00 p.m.

ICH Q2 requirements
Dr. Heba Abdel-

15/04/2026
Hafeez Break
Method lifecycle and transfer 12:00-12:30 p.m.
Day Ill: 00S/0OT Investigations
2nd Session
Root cause analysis in labs 12:30-03:30 p.m.
Dr. Reham
16/04/2026
Waheed

Trend monitoring and CAPA in QC

= ? = =

3]l g§333 Aoluall e kol
e kol 319l &l
wST aludly ,\,;-uf@w| Slbewlat
L_;w..\.ke)l M.EJI_g &.'\.,a.'i.llj 8o g2xll
i)l Ol pasiual! gilbasy

14-16/04/2026  bi3 fiuyuidclu 18 dopacislol)l & yia  SO0OL.E.
EWARY A=l s ol pyell
459 AU laiall
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Workshop about GMP requirements for orthosis & prothesis factories

83eaY) Z Ul ailian s daina uall Auhal) e Slisall gilas b Lol 55 ol Cultliially iy il LY Gac 385 Cangs
al) il il 3y 5 il (paimy Las e il il a1 5 S all e e 5 ey sl

09:30-10:00 a.m.

Registration

Introduction Dr. Sally A. Rasoul
what is meant of orthosis & prothesis, classifi- Dr. Rehab Abdel
cation of factories Salam
Break

Dr. Rehab Abdel
Salam

GMP requirements & documentation

Dr. Marwa Elsayed
Dr. Sally A. Rasoul

Open Discussion Dr. Rehab Abdel
Salam

B Q =

19/04/2026 92 /Ay dslw 6 D paell slgull At i 1500L.E.
d>lg (g Gl ps of (olaaly
A9 AUV laiall

Jo3 § Al S )
Slopiuall aiuas Jloze

10:00-10:30 a.m.

10:30-12:00 p.m.

12:00-12:30 p.m.
19/04/2026

12:30-02:00 p.m.

02:00-03:00 p.m.

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

Registration

Introduction

IVDs definition / classification & inspection pro-
cess ( Release / New IVDs sampling system)

Break

Labelling & revising of the market authorization

Open Discussion

= ¢

Dr. Sally A. Rasoul

Dr. Mariam George
Labib

20/04/2026

Dr. Mariam George
Labib

Dr. Enjy Fayez

All Speakers

= U

am| 2=

20/04/2026 G pg2 /&5 dslw 6 L paoll slgll diun yie 3000L.E.  ailgSl 83) gl 85I
d>lg Su>l ps o olaalb ddoao]!
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10:00-10:30 a.m.

10:30-12:00 p.m.

12:00-12:30 p.m.

12:30-02:00 p.m.

02:00-03:00 p.m.
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Workshop on procedures for RM release, sampling, follow-up and proce-
dures for pesticides FP

5 sisall s Aulaall il e il s el Glald e Gaail se) sy Cajaill ) Jaall B 5 Cangs

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

Introduction

Inspection of Pesticides Raw Materials & Local pub- ~ Df- Morcos Adel 10:00-12:00 p.m.

lic Health Pesticides

Inspection of local Natural Insects Repellents 30/04/2026
Break 12:00-12:30 p.m.
Inspection of Local Household pesticides Dr .Sally Samir 12:30-01:00 p.m.

Inspection of Imported pesticides & Natural In-
Dr .Reham Ramses 01:00-02:00 p.m.

sects Repellents

Open Discussion All Speakers 02:00-03:00 p.m.

= $ = m

30/04/2026 0 g [y dsl 6 Dpadl gl ds e J00LE. gy Blas fao
g $olaalls Oldual!
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Training program on Non-Sterile Facilities, Utilities & Contamination
Control
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Day I: Premises & Equipment
Registration

Facility layout for GMP compliance

Equipment qualification & maintenance

Day ll: Utilities Systems 1st Session

HVAC qualification & monitoring 10:00-12:00 p.m.

Water systems (PW, WFI) management Dr. Nehal Ahmed 05/05/2026
Break
Validation & ongoing control
12:00-12:30 p.m.
Day lll: GMP & Contamination Controls
Contamination control Strategy 2nd Session
Dr. Mohamed 12:30-03:30 p.m.

. 06/05/2026
. . o Naiem
Gowning and environmental monitoring

(U U A,
E ? = 2
L paoll slgll L 4o 5000L.E. B sl ‘§353 doluall (pe crakalall

Sl pe ol L) guaialls e ool éb.\.ﬂ il
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Workshop on GMP requirement for medical devices factories
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Day | Registration 09:30-10:00 a.m.

Introduction (identification & classification) Dr. Sally A. Rasoul 10:00-10:30 a.m.

Types of MD factories Dr. Ramy Ahmed 10:30-11:15 a.m.

Production areas (requirements & types) Dr. Rehab Abdel Salam 11:15-12:00 p.m.
10/05/2026

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

Warehouses & Lab Dr. Ramy Ahmed 12:30-03:00 p.m.

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

Documentation & lab checklist assessment Dr. Ramy Ahmed 10:00-12:00 p.m.

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

Sterilization—Water Planet—AHU Dr. Ramy Ahmed 11/05/2026 = 12:30-02:00 p.m.

Discussion covering main non conformity &
o All speakers 02:00-03:00 p.m.
how to avoid it
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10-11/05/2026 Ologs /dumyds delw 12 slol L yio 3000L.E. Jlxe § daladl W GJI

Ol 9 glaall & panll )l el iy EE
Gkl il pe

Page no. 54



83 gisal) dyahall e Jiiall Ao (i) duland daliial) 30 gbll g Sl Y aal Ge Jus 4y .7

Workshop on Basic EDA Regulations for imported medical devices

inspection
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Registration

Introduction & MD Definition Dr. Sally A. Rasoul
Inspection Procedures & Labelling Dr. Dina Nasry
Break
Data Integrity Dr. Dina Nasry
Open Discussion All speaker

= ¢ =
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09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-12:00 p.m.

12:00-12:30 p.m.

12:30-02:00 p.m.

02:00-03:00 p.m.
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Workshop on Imported Cosmetics & Pesticides GSP
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Registration 09:30-10:00 a.m.
Introduction (I1SO 22716) Dr. Maged Samir 10:00-11:00 a.m.

EDA Decree 122 of 2022

EDA Decree 265 of 2024

Dr .Reham Ramses 11:00-12:00 p.m.
EDA Regulatory Guide for GSDP of 2024

Preparation of GSP Inspection Visit 04/06/2026

Break 12:00-12:30 p.m.
GSP Guidelines/Inspection checklist for imported
. . Dr. Shery Refaat 12:30-01:15 p.m.
cosmetics & pesticides warehouses

Inspection Report & CAPA Review Dr .Reham Ramses 01:15-02:00 p.m.
Open Discussion All speaker 02:00-03:00 p.m.
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Workshop on Sterile Facilities, Utilities & Contamination Control Strategy
(CCS)
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Day I: Contamination control Strategy (CCS)

Introduction to Contamination Control Strategy
Registration

Implementation Roadmap: CCS as a Dynamic Sys- Dr. Mohamed . .
. 07/06/2026 09:30 to 10:00 a.m.
Naiem
How to Apply Risk Assessment in Contamination
Control Inspector’s View on a Comprehensive 1st Session
Strategy
10:00 -12:00 p.m.
Day II: Point To Consider in Manufacture of Sterile Medicinal Products

Production and specific technologies

Dr. Amal Adel  08/06/2026 Break
Environmental and process monitoring, —APS 12:00-12:30 p.m.
Day lll: Point To Consider in Manufacture of Sterile Medicinal Products
Filter Validation 2nd Session
Dr. Mohamed 12:30-03:30 p.m.

Pre-use post sterilization integrity testing (PUPSIT) Naiem 03/06/2026

Aseptic Behavior
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Workshop on Medical Devices Plant Design
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Registration 09:30-10:00 a.m.

Introduction Dr. Sally A. Rasoul 10:00-10:30 a.m.

Types of Medical devices factories

Dr. Rehab Abdel
10:30-12:00 p.m.

Salam
Requirement for non sterile medical devices & 14/06/2026
orthotic and prosthetic factories
Break 12:00-12:30 p.m.
Requirement for sterile medical devices factories = Dr. Ramy Ahmed 12:30-02:00 p.m.
Open discussion All speaker 02:00-03:00 p.m.

= =
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Training program on Scientific Offices Inspection Procedures
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Registration

Scientific offices inspection Introduction

Scientific offices inspection Regulations

Break

Scientific Office Inspection Procedures

Open discussion

=
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Dr. Ahmed Hamaky
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09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:30 p.m.

21/06/2026 11:30-12:00 p.m.

12:00-02:30 p.m.

02:30-03:00 p.m.
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1. Training program on Laboratory Control Systems & Analytical Data Integrity
Workshop about GMP requirements for orthosis & prothesis factories

Workshop on Introductory Session on Imported IVDS

Eal R

Workshop on procedures for RM release, sampling, follow-up and procedures for
pesticides FP

Training program on Non-Sterile Facilities, Utilities & Contamination Control
Workshop on GMP requirement for medical devices factories
Workshop on Basic EDA Regulations for imported medical devices inspection

Workshop on Imported Cosmetics & Pesticides GSP

S %X ; W,

Workshop on Sterile Facilities, Utilities & Contamination Control Strategy (CCS)
10. Workshop on Medical Devices Plant Design

11. Training program on Scientific Offices Inspection Procedures
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Training program on Laboratory Control Systems & Analytical Data Integrity
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Day I: GLP in QC Labs

Laboratory layout, segregation, and workflow control br. Loai Registration
14/04/2026  09:30 to 10:00
Mohamed
a.m.

Sampling, testing, and release procedures

Day II: Method Validation & Verification 1st Session

10:00 -12:00 p.m.

ICH Q2 requirements
Dr. Heba Abdel-

15/04/2026
Hafeez Break
Method lifecycle and transfer 12:00-12:30 p.m.
Day Ill: 00S/0OT Investigations
2nd Session
Root cause analysis in labs 12:30-03:30 p.m.
Dr. Reham
16/04/2026
Waheed

Trend monitoring and CAPA in QC

= ? = =
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Workshop about GMP requirements for orthosis & prothesis factories
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09:30-10:00 a.m.

Registration

Introduction Dr. Sally A. Rasoul
what is meant of orthosis & prothesis, classifi- Dr. Rehab Abdel
cation of factories Salam
Break

Dr. Rehab Abdel
Salam

GMP requirements & documentation

Dr. Marwa Elsayed
Dr. Sally A. Rasoul

Open Discussion Dr. Rehab Abdel
Salam

B Q =
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10:00-10:30 a.m.

10:30-12:00 p.m.

12:00-12:30 p.m.
19/04/2026

12:30-02:00 p.m.

02:00-03:00 p.m.

oo dadall
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Workshop on Introductory Session on Imported IVDS
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09:30-10:00 a.m.

Registration

Introduction

IVDs definition / classification & inspection pro-
cess ( Release / New IVDs sampling system)

Break

Labelling & revising of the market authorization

Open Discussion

= ¢

Dr. Sally A. Rasoul

Dr. Mariam George
Labib

20/04/2026

Dr. Mariam George
Labib

Dr. Enjy Fayez

All Speakers
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10:00-10:30 a.m.

10:30-12:00 p.m.

12:00-12:30 p.m.

12:30-02:00 p.m.

02:00-03:00 p.m.
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Workshop on procedures for RM release, sampling, follow-up and proce-
dures for pesticides FP
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Registration 09:30-10:00 a.m.

Introduction

Inspection of Pesticides Raw Materials & Local pub- ~ Df- Morcos Adel 10:00-12:00 p.m.

lic Health Pesticides

Inspection of local Natural Insects Repellents 30/04/2026
Break 12:00-12:30 p.m.
Inspection of Local Household pesticides Dr .Sally Samir 12:30-01:00 p.m.

Inspection of Imported pesticides & Natural In-
Dr .Reham Ramses 01:00-02:00 p.m.

sects Repellents

Open Discussion All Speakers 02:00-03:00 p.m.

= $ = m
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Training program on Non-Sterile Facilities, Utilities & Contamination
Control
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Day I: Premises & Equipment
Registration

Facility layout for GMP compliance

Equipment qualification & maintenance

Day ll: Utilities Systems 1st Session

HVAC qualification & monitoring 10:00-12:00 p.m.

Water systems (PW, WFI) management Dr. Nehal Ahmed 05/05/2026
Break
Validation & ongoing control
12:00-12:30 p.m.
Day lll: GMP & Contamination Controls
Contamination control Strategy 2nd Session
Dr. Mohamed 12:30-03:30 p.m.

. 06/05/2026
. . o Naiem
Gowning and environmental monitoring
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Workshop on GMP requirement for medical devices factories
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Day | Registration 09:30-10:00 a.m.

Introduction (identification & classification) Dr. Sally A. Rasoul 10:00-10:30 a.m.

Types of MD factories Dr. Ramy Ahmed 10:30-11:15 a.m.

Production areas (requirements & types) Dr. Rehab Abdel Salam 11:15-12:00 p.m.
10/05/2026

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

Warehouses & Lab Dr. Ramy Ahmed 12:30-03:00 p.m.

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

Documentation & lab checklist assessment Dr. Ramy Ahmed 10:00-12:00 p.m.

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

Sterilization—Water Planet—AHU Dr. Ramy Ahmed 11/05/2026 = 12:30-02:00 p.m.

Discussion covering main non conformity &
o All speakers 02:00-03:00 p.m.
how to avoid it

== ¢ = 8
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Workshop on Basic EDA Regulations for imported medical devices

inspection
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data integrityd) ac 58 2l iy =il 5 48y aadil) Alec

Registration

Introduction & MD Definition Dr. Sally A. Rasoul
Inspection Procedures & Labelling Dr. Dina Nasry
Break
Data Integrity Dr. Dina Nasry
Open Discussion All speaker

= ¢ =
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17/05/2026

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-12:00 p.m.

12:00-12:30 p.m.

12:30-02:00 p.m.

02:00-03:00 p.m.
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Workshop on Imported Cosmetics & Pesticides GSP
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Registration 09:30-10:00 a.m.
Introduction (I1SO 22716) Dr. Maged Samir 10:00-11:00 a.m.

EDA Decree 122 of 2022

EDA Decree 265 of 2024

Dr .Reham Ramses 11:00-12:00 p.m.
EDA Regulatory Guide for GSDP of 2024

Preparation of GSP Inspection Visit 04/06/2026

Break 12:00-12:30 p.m.
GSP Guidelines/Inspection checklist for imported
. . Dr. Shery Refaat 12:30-01:15 p.m.
cosmetics & pesticides warehouses

Inspection Report & CAPA Review Dr .Reham Ramses 01:15-02:00 p.m.
Open Discussion All speaker 02:00-03:00 p.m.
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Workshop on Sterile Facilities, Utilities & Contamination Control Strategy
(CCS)
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Day I: Contamination control Strategy (CCS)

Introduction to Contamination Control Strategy
Registration

Implementation Roadmap: CCS as a Dynamic Sys- Dr. Mohamed . .
. 07/06/2026 09:30 to 10:00 a.m.
Naiem
How to Apply Risk Assessment in Contamination
Control Inspector’s View on a Comprehensive 1st Session
Strategy
10:00 -12:00 p.m.
Day II: Point To Consider in Manufacture of Sterile Medicinal Products

Production and specific technologies

Dr. Amal Adel  08/06/2026 Break
Environmental and process monitoring, —APS 12:00-12:30 p.m.
Day lll: Point To Consider in Manufacture of Sterile Medicinal Products
Filter Validation 2nd Session
Dr. Mohamed 12:30-03:30 p.m.

Pre-use post sterilization integrity testing (PUPSIT) Naiem 03/06/2026

Aseptic Behavior

= ¥ = 2=
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Workshop on Medical Devices Plant Design
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Registration 09:30-10:00 a.m.

Introduction Dr. Sally A. Rasoul 10:00-10:30 a.m.

Types of Medical devices factories

Dr. Rehab Abdel
10:30-12:00 p.m.

Salam
Requirement for non sterile medical devices & 14/06/2026
orthotic and prosthetic factories
Break 12:00-12:30 p.m.
Requirement for sterile medical devices factories = Dr. Ramy Ahmed 12:30-02:00 p.m.
Open discussion All speaker 02:00-03:00 p.m.

= =
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Training program on Scientific Offices Inspection Procedures
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Registration

Scientific offices inspection Introduction

Scientific offices inspection Regulations

Break

Scientific Office Inspection Procedures

Open discussion

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

10:00-10:30 a.m.

10:30-11:30 p.m.

21/06/2026 11:30-12:00 p.m.

12:00-02:30 p.m.

02:30-03:00 p.m.
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. Workshop on Modern Analytical Applications & Laboratory Efficiency

. Workshop on Advanced Analytical Chemistry & Measurement Uncertain-
ty
. Workshop on From root cause to resolution: Advanced approaches in

OOS handling, chromatographic design, and microbiological testing

. Workshop on Raising Awareness on Regulatory Guideline of Laboratory

Testing of Veterinary Medicine
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Workshop on Modern Analytical Applications & Laboratory Efficiency

M‘ E;LSS“ e:\:\sjj ;\;J\\“ 2:‘:‘\'2“ ﬁ"do::Lﬁ“.\ g_q:\_),:\“ sz‘ quj‘ g_.q,jg_’:\

Registration

Analytical Strategies for Amino Acids:

1- Pre- vs. Post-Column Derivatization:1- Principles of Amino Acid Derivatization.
2- Pre-Column Derivatization: Mechanism and Applications.

3- Post-Column Derivatization: Techniques and Advantages.

4- Reagents Commonly Used in Amino Acid Derivatization.

Disinfectant Efficacy Test: Quantitative Suspension Test According to
European Standards

Break

Intelligent Selection of Mobile Phase and Column in Pharmaceutical Chromatog-
raphy From Fundamentals to Algorithmic Optimization

Fostering a Culture of Safety: implementing Best Practices for hazardous drug
management in Pharmaceutical Operations-*identifying and mitigating hazard-
ous drug risk
* engineering controls
*ensuring personal safety through protective measures
* medical surveillance and training
*emergency response and safety protocols

* creating a safety- focused culture

= ¢ == =
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09:30-10:00 a.m.

Dr. Omar Farid 10:00:11:00 a.m.
Dr. Marwa
Hossam
11:00-12:00 p.m.
Dr. Reham Ko-
rany 26/04/2026

12:00-12:30 p.m.

12:30-01:30 p.m.

Dr. Omar Farid

Dr. Dalia
Elkhateeb

01:30-02:30 p.m.

ORI g gdie Shos
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Workshop on Advanced Analytical Chemistry & Measurement
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Topic Speaker

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

Quantitative Determination of Ethylene Glycol: Principles and applica-
y v P PP 10:00:11:00 a.m.

tions
Dr. Omar Farid
Analytical Chemistry Overview— advanced HPLC techniques 11:00-12:00 p.m.
1/06/2026
Break 12:00-12:30 p.m.
Overview of types of Uncertainty measurement used in pharmaceutical
. 12:30-01:30 p.m.
analysis
Dr. Marwa
Mokhtar
The role of measurement uncertainty in the conformity assessment 01:30-02:30 p.m.

= ¢ == =
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Workshop on From root cause to resolution: Advanced approaches in OOS

handling, chromatographic design, and microbiological testing
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Registration 09:30-10:00 a.m.

Addressing OOS challenges and dealing with

| i 10:00:11:00 a.m.
sample non-compliance Dr Sara Hashem

0OO0S prevention: physical and chemical attrib- Dr. Ghada Ghorab

11:00-12:00 p.m.
utes

04/06/2026

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

What drives risk of OOS: case studies and sug-

12:30-01:30 p.m.
gested solutions P

Dr. Abeer Derar

Microbiological compliance-Special considera-

01:30-02:30 p.m.

tion: suitability test
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Workshop on Raising Awareness on Regulatory Guideline of Laboratory Testing of

Veterinary Medicine
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Registration

Introduction to regulatory guideline for laboratory testing of

veterinary medicine
Dr Marwa Shaheen

Dr. Samar Affifi

Analytical Chemistry Overview— advanced HPLC techniques 29/06/2026
Break
Overview of required chemical testing Dr. Eman Moustafa
Overview of required microbiological testing Dr Hadeer Ezzat
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09:30-10:00 a.m.

10:00:10:45a.m.

10:45-12:15 p.m.

12:15-12:45 p.m.

12:45-01:45 p.m.

01:45-02:30 p.m.
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