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Workshop on Test Method Validation
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DAY |

Registration

Welcome address
Overview on lab evaluation administration

Validation of Analytical Procedures in the scope of
international guideline

Application of test method validation of different
techniques (HPLC)

Break

Challenges faced in performing analysis of samples
and test method validation

Open Discussion ( Q & As)

Dr.Engy Mohamed Elhosary

Dr.Mohamed El Sayed

Dr.Randa Hamed

Registration

Application of test method validation of different
techniques (Immunochemical methods)

Application of test method validation of different
techniques (In vitro technique)

Break

Application of test method validation of different
techniques (In vivo technique)

Open Discussion ( Q & As)

Olags / syl wilel 4

=

29/11/2022
&30/11/2022

) &y paall elsul Bgh e

Dr.Rehan Yasser 29/11/2022
Dr.Marwa Fayez
All Trainers
DAY II
Dr.Amira Alphonse
Dr.Asmaa Abdel Ghaffar
30/11/2022
Dr.Moushira Mamdouh
All Trainers
9 xn =

3000L.E.
Juzll

Qgadl W d Jhes
3 Aolall ilabiiall Jhon
ASAEYI gl

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30- 11:00 a.m.

11:00 - 12:30 p.m.

12:30 - 01:30 p.m.

01:30 - 02:00 p.m.

02:00 - 02:30 p.m.

02:30 - 03:30 p.m.

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00 - 12:00 p.m.

12:00 - 12:30 p.m.

12:30 - 01:30 p.m.

01:30 - 02:30 p.m.
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Pharmaceutical
Products
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Workshop on Preparation and Submission of Scientific files of Non-reference Products
or Internally Transferred Files to Unit of Scientific Data Evaluation & Drug Develop-
ment

0 84 @85 J) LYY o sle Calo wodt) 2o oldlaxell B8 74 ) Jasd! dyg g
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Topic Speaker Date Duration
‘ Registration 09:30 -10:00 a.m. ‘
Welcome address Dr.Amany El Shafie 10:00-10:15 a.m.
Scope & Objective of the unit 06/11/2022
. i 10:15-11:00 a.m.
Workflow of Scientific Evaluation of Dr.Amany El Shafie a-m
non-reference product
Break 11:00—11:30 a.m.
File Content for Scientific Files Sub-
mission (part1) Dr.Marian Adly 11:30- 12:30 p.m.
File Content for Scientific Files Sub-
mission (part 2) Dr.Shaimaa Safwat | 06/11/2022 | 15.35_01:30 p.m.
Open Discussion Dr.Amany El Shafie 01:30-02:30 p.m.
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PN
Workshop on submission procedures of antiseptics &disinfectants registration files
and requirements of variations
31589 Jrmand)l Oldlan) b dla @lyglanll Jizrad olale 0485 828 Je O Jhos Ciayas J) Joall dyg g
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mm

Registration 09:30-10:00 a.m.
Welcome address & Introduction Dr. Marwa Soliman 10:00 - 10:15 a.m.
Definitions & Classification Overview Dr.Sara Reda

10:15 — 11:00 a.m.
on general regulations El Samadony 20/11/2022 a.m

Checklist & Flowchart of Antiseptic =~ Dr.Marina Essam 11:00 — 12:00 p.m.

products Farouk
Break 12:00—12:30 p.m.
Variation of Antiseptics types &
requirements Dr.FatR‘\t%:eskales 12:30-02:00 p.m.
20/11/2022
Open Discussion All Trainers 02:00- 02:30 p.m.

= ¢ axn 2]
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Medical Oevices
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Workshop on Best Practice for Importation of Medical Devices
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Registration
Opening speech

New guidelines for importation of

medical devices Dr.Ghada Hussein 10/11/2022

Most common mistakes
Break

Panel discussion
Dr.Ghada Hussein 10/11/2022
Q& As

== ¢ = B8

5 sia n 1000 L.E. et L e b
10/11/2022 porf dpSolelut el clodl 444 e Olapel S
@l EWIN

09:30-10:00 a.m.

10:00 - 10:30 a.m.

10:30 -12:00 p.m.

12:00 - 01:00 p.m.

01:00—01:30 p.m.

01:30- 02:15 p.m.

02:15-02:30 p.m.

s
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Workshop on Best Practice for Importation of Medical Equipment
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Registration

Opening speech

New guidelines for importation of
medical equipments Dr. Fatma Raslan

Most common mistakes

Break

Panel discussion

Dr. Fatma Raslan

Q& As

= =

13/11/2022 %/ dwpliollt . x
/11 s didls Liyad

sloall A jRa 1000L.E.

13/11/2022

Olojlinall W8S Jhon

dudall

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30 - 11:30 a.m.

11:30-12:30 p.m.

12:30 - 01:00 p.m.

01:00 - 02:00 p.m.

02:00 - 02:30 p.m.
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Workshop on Best Practice for Registration of Local Medical Devices
Without Quality Certificates
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Registration

Opening speech Dr.Noha Osama

New guidelines for Registration of

local medical devices
Dr.Eman Abdullah

Most common mistakes

Break

Dr.Noha Osama
Panel discussion
Dr.Eman Abdullah

Q& As Dr.Eman Abdullah

(VU] A,
== Q oD
a o i ) oloal) Al 43
16/11/2022 / oyl ool ¢ 'M;L " Js  1000L.E.

d|
he A (e geaad) liag
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09:30-10:00 a.m.

10:00 - 10:30 a.m.

16/11/2022  10.30-12:00 p.m.
12:00 - 01:00 p.m.
01:00—01:30 p.m.
01:30- 02:15 p.m.
16/11/2022

02:15- 02:30 p.m.

Olojlinall W8S Jhon
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Workshop on Medical Insert submission guidance
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Registration 09:30-10:00 a.m.
Introduction
i Dr.Rehab Mehriz
Medical Insert layout 10:00 - 11:00 a.m.
Special tips for optimum insert 24/11/2022
preparation
L. . Dr.Zeinab Talaat
Submission guidance 11:00 - 12:00 p.m.
Break 12:00- 12:30 p.m.
Inquiry new services and FAQS
. . Dr.Salma Othman 12:30 - 01:30 p.m.
booklet discussion
24/11/2022

Dr.Heba Hamdy

Open Discussion 01:30 - 02:30 p.m.
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Webinar on Marketing Materials & Media Monitoring
(Process of files Submission)

Lged Loy Hlaas S dunyall @39l e sguall Jadad o OV @il slge lale @i dkany iyl ) Hbans)l Coig
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Registration 12:00-12:30 p.m.
Opening & Welcome note Moaz Masoud 12:30 - 12:45 p.m.

Submission process & Standard check-
'p Naglaa Gamal 24/11/2022 12:45 - 01:45 p.m.
list for each track

Submission process & Standard check-

. L Michael Refaat 01:45 - 02:30 p.m.
list for online files
Break 02:30 - 03:00 p.m.
Common causes of rejection Doaa Ahmed 03:00 - 03:30 p.m.
General work
Moaz Masoud 03:30- 04:00 p.m.

Instructions

Moaz Masoud 24/11/2022

Michael Refaat
Open Discussion 04:00 - 04:30 p.m.
Naglaa Gamal

Doaa Ahmed

= ¢ axn 2]
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Webinar on follow up & Updates of Online Ads
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Registration

12:00-12:30 p.m.

Opening & Introduction Moaz Masoad 12:30 - 12:45 p.m.
Follow up Criteria Michael Refaat 27/11/2022 12:45-01:15 p.m.
Monitoring & Follow up Hanan Hassanein
01:15-02:30 p.m.
Recommendations Omnia Eldakhly
Break 02:30- 03:00 p.m.
Availability Ads Requirements Naglaa Gamal 03:00-03:30 p.m.
27/11/2022
Press Release Requirements Noha Khalifa 03:30 -04:00 p.m.
Open Discussion All team members 04:00-04:30 p.m.
U U’ = J
&=z ¢ &= =
27/11/2022  paf Auplcloly g S e DR o 1000 L.E. <oty dgo¥l WL fhoa
) L Ay ) dalall
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Training Program on Medical Devices Vigilance
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DAY |

Introduction to Medical Devices Vigilance

Dr.Lamiaa Attia

Incidents Reporting System

DAY Il

Investigations Made by the Manufacturer

Field Safety Notices and Actions
(FSNs _ FSCAs)

MDSD Reception Requirements

DAY Il

Providing Medical Devices Safety Docu-
ments (SMH)

Remarks for Summary of Marketing History

Workshop

[U" U A,
e Q =
27-29/11/2022 okl 18 & padll dﬁ:i,?)h 3000L.E.
pUl 3/ Ay -

) P Ga guaal) rliag
Aig Sy claial)

Dr.lbram Ashraf

Dr.Lamiaa Attia

27/11/2022

28/11/2022

29/11/2022

O G daddl  Liewo
dudall Cilojhid!

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

1st Session
10:00-01:00 p.m.

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

2nd Session
01:30-04:30 p.m.

14
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