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Central Administration of Drug Control
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Quality Control of Pharmaceutical
Products in EDA Lab

Objective: The training program aims to introduce the general principles of Quality
Control for Pharmaceutical Products with emphasis on the Safety, Efficacy and
Compliance in addition to assessment methods of chemical, physical and
microbiological properties of pharmaceutical products through

a practical training in different labs of Egyptian Drug Authority .

‘ ’Reglster Here:
a4 L
F-ﬂ ‘ 9 E 2 .
L | |
| - -
From Final-years
e 16 hrs Online 2000 L.E. " facuity of
to / 4 Days Pharmacy

17/08/2023 == Students


https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5ZTd1-IPwjBGm4OTws-WgWJUMVVJVDhCWVpMNFlBMDAyNEFCUzBOSjVJNyQlQCNjPTEu

Quality management in
Pharmaceutical industry -
General concepts

Physical and Chemical testing
of Drug products

Microbiological testing of drug
products

Good practices for
pharmaceutical quality control
laboratories

Dr. Marwa Badawy

Dr. Yasmin Essam
Dr. Maha Adel

Dr. Sarah Omar

Dr. Marwa Badawy
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Workshop on Quality Control of Pharmaceutical Products in EDA Lab
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Overview on Market Authorization

Objective: The training program aims to give a general overview on Egyptian
Drug Authority (EDA) and Central Administration of Pharmaceutical Products,
and the general terminology & processes of Registration of Human
Pharmaceutical products and Evaluation basics of Human Pharmaceutical
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Training Program on Market Authorization Overview
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Topic Speaker Date Duration
DAY 1
09:30 am -
Registration
10:00 am
O i Egyptian Drug Authority (EDA
verview on Egyptian Drug Authority ( ) a—
and Central Administration of Pharmaceutical ~|Dr. Mona Abdel Wahab |20/08/2023
10:30 am
Products
Introduction about General Administration of 10:30 am —
Dr.Eman hussien 20/08/2023
Human Pharmaceutical Products 11:00 am
Resistration Terminol 11:00 am -
cgistra 1.on CrmInoetogy Dr Mohamed Rashad |20/08/2023
and Basic Knowledge 12:00 pm
12:00 pm -
Break
12:30 pm
Registration Process of Human Pharmaceutical
Dr Yasmine Hisham |20/08/2023| 12:30 pm -2:30 pm
products
DAY II
09:30 am -
Registration
10:00 am
Evaluation Basics of Human Pharmaceutical
Dr Reham Ali 21/08/2023 | 10:00am - 12:30 pm
products
Break 12:00 pm - 12:30 pm
Discussion All speakers 21/08/2023 | 12:30 pm - 2:00pm
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Overview on Bioequivalence
& In - vitro Studies

Objective: The training program aims to introduce Egyptian Guidelines for conducting
Bio- equivalence Studies and in-vitro dissolution on pharmaceutical products, through
discussing the experimental conditions, and how to make a design of the
bioequivalence study, through subject selection criteria, Pharmacokinetics and
Statistics Evaluation in addition to give an idea about exempted pharmaceutical
products
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Training Program on Bioequivalence & In-Vitro Dissolution studies
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Topic Speaker Date Duration
DAY
Registration e
am
Welcome Address
Brief about EDA organogram:
Dr. Dalia Hussei - 10.
Brief about Egyptian Guidelines for Conducting g 2 CETPO R Ml REp
Bioequivalence Studies.
Pharmaceutical Products exempted from
Equivalence. Dr. Ghada Abo Zeid 23/08/2023 | 10.30am - 11.15am
Selection criteria for innovator product.
Break 11.15am - 11.30 am
Introduction & Brief about Bi ival Study:
B N E;iuilyo[;lesigl)le;luwa S Dr. Dalia Hussein 23/08/2023 | 11.30 am - 12.30 pm
Brief lytical dure in bi ival tudy.
rief on analytica prz)\;:li (Lilarfi(l)r; ; ioequivalence study. Dr. Karima Hamdy e e
DAY II
Registration 09:30 am - 10:00 am
Brief about bioequivalence centers licensed by EDA:
- Regulation guidelines for centers performing Dr. Ahmed Refaat 24/08/2023| 10am-1m.i5am
bioequivalence.

Break 11.15am - 11.30 am

Introduction & Brief about In-Vitro Dissolution Study:
- In-Vitro Dissolution Testing
Dr. M Abd ElLatif . -
- The Usual experimental condition for in- vitro testing& Eiahe T e e

similarity of dissolution Profile.

Potency & Uniformity Of Dosage Unit. Dr. Sarah Fouad 24/08/2023 1pm -2 pm
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Impact of Drug Information
on Pharmaceutical Products

Objective: The Training Program aims to give an overview on the most important
topics concerning drug information as Pillars of information and SmPC, The most
important pharmaceutical References, Principals of Critical appraisal with highlighting
on pharmacy informatics new era for technology and also provide practical session to
emphasize on the scientific part.
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raining Program on the Impact of Drug Information on Pharmaceutice

Products
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Topic Speaker Date Duration
Starting Drug
Information Center _ Registration
Dr. Abeer Elbehairy
& DIC Specialist Job and Intro.
Description 9:00 am to
Systematic Search 27/08/2023 9:30 am
Strategy
_ Dr. Hebatullah
- Sources of Literature Abdulaziz 1st sessi g
& Types _of Study 9:30 am to
Critic[;le,sé\lggfaisal Hoay
+AIBTkshop Dr. Yasmin Yehia Break:
Principles of Patient 28/08/2023 | 11:30 am to
Counseling Dr. Shaimaa Nasr 12:00 pm
+ Workshop 2nd session
Formulary Management Dr. Nesma Atef _

+ Workshop : 12:00 pm to
Developing a Newsletter 29/08/2023 2:00 pm
Developing a Medication Dr. Lamis Diaa

Flyer
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Pharmacy Practice

Objective: The program aims to introduce a number of interesting topics concerning
pharmacy practice aspects as (OTC) Over the counter system, the drug and
therapeutics committee & formulary management, what are common medication
errors and how to report them, in addition to the rational use of

Anti-microbial agents
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Training Program on Pharmacy Practice
Aaﬁddg*‘aj\c:ht*»‘}LAde Q5é§~}*3 G&ALS‘}Q

Topic

Speaker

‘ Date ‘ Duration

How to Manage Patients
Cases
+ Workshop

Registration

Dr. Hebatullah
and Intro.

Abdulaziz
9:00 am to

Preventive Measures in
ICU
+ Workshop

0/08/202
= . 9:30 am

Dr. Shaimaa Nasr

1st session

Acute Coronary
Syndrome
+ Workshop

9:30 am to

Dr. Eman Zakaria 11:30 am

Break:

Managing Pneumonia in
ICU
+ Workshop

11:30 am to

31/08/2023 12:00 pm

2nd session

12:00 pm to
2:00 pm

Dr.Lobna Samy
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Pharmacovigilance
Training Program

Objective: The training program aims to introduce the general principles of
pharmacovigilance in addition to the work regulation and procedures with
highlighting the importance of pharmacovigilance in maintaining patient safety and
clarifying the methods of adverse effects reporting and it's importance.
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Training Program on Pharmacovigilance
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Topic Speaker Date Duration
Introduction to the basic Registration
R Dr Aalaa Afdal and Intro.
regulations
03/09/2023 | 9:00 am to
9:30 am
Risk management Plan Dr Walaa Ebrahim
1st session
Fundamentals of _ .
. Dr Amina El Ashry 9:30 am to
Emerging safety Issues 11:30 am
04/09/2023 '
Post-marketing Break:
Additional Risk
i 11:30 am to
Minimization measures Dr Salma Soliman
12:00 pm
Post marketing adverse fd secsibl
events reporting Dr Medhat Abdelhakam 12:00 pm to
05/09/2023 2:00 pm

Fundamentals of signal
managements

Dr Asmaa Salah
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