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Fundamental Requirements for Quality Assessment of

Biological products workshop

Topic

Lecturer

Date

Duration

DAY I

Registration

logical products

Critical review of certifi-
cate of analysis for re-
combinant products

Dr. Engy
Welcome Address
El Hosary
CTD Quality module over- .
) . . Dr. Al-Shaimaa
view for biological prod-
Salah
uct
Stability review for bio- .
Dr. Doaa Ali

Dr. Dali Samir
Ali

Critical review of sum-
mary protocol for bacteri-
al vaccines

Dr. Amr Wazeer

30/03/2022

30/03/2022

09:30-10:00 a.m.

10:00-10:15 a.m.

10:15-11:15 a.m.

11:15-12:15 p.m.

Break 12:15-12:45p.m.

12:45 -01:30 p.m.

01:30 - 02:30 p.m.

Critical review of sum-

DAY I

Registration

ucts

cGMP Inspection require-

Dr. Amira
mary protocol for viral
vaccines El-Sayed
Critical review of sum-
mary protocol for plasma Dr. Mona
Derived Medicinal Prod- Mohammed

. . Dr. Al-Shaimaa
ments regarding Quality
Salah
control
Open discussion (A&Q) All Trainers

31/03/2022

31/03/2022

09:30-10:00 a.m.

10:00-11:00 a.m.

11:00-12:00 p.m.

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

12:30-01:30 p.m.

01:30-02:30 p.m.
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Guidelines for Registration of Imported and Local
Medical Devices according to Bundling Criteria

Topic Lecturer Date Duration
Registration 09:30-10:00
Opening speech 10:00-10:30
Registration Dr. Doaa
Saeed 8/03/2022
procedures of
10:30-12:00

imported medical

devices

Break 12:00-12:30

Bundling for non-

sterile medical 12:30-1:30
devices Dr. Doaa

Saeed
Updated regulations 8/03/2022 1:30-3:00

for re-registration

Panel discussion 3:00-3:30
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Training Program for Variation of Registered
Medical Devices according to New MDR 2017/745

Updates
Topic Lecturer Date Duration
Registration 09:30-10:00
Opening speech 10:00-10:30
Dr. Noha
Variation of Elhariry 9/03/2022
registered medical 10:30-12:00

devices

Break 12:00-12:30

Updated regulations
of MDR

Most common
mistakes

Dr. Noha
Elhariry

Panel discussion

9/03/2022

12:30-1:30

1:30-3:00

3:00-3:30
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Topic Lecturer Date Duration

Registration 09:30-10:00
Opening speech 10:00-10:30
Dr. Ghada
New guidelines for Hussein 23/03/2022
importation of 10:30-12:00

medical devices

Break 12:00-12:30

Most common mis- . .
takes 12:30-1:30

Dr. Ghada

Panel discussion Hussein

23/03/2022 1:30-3:00

23/3/2022 Q&A 3:00-3:30
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Medical device vigilance training Program

Incidents Reporting
System

Topic Speaker
Day |
Introduction to Medical
Devices Vigilance Dr. Lamiaa
Attia

EVAL

D

Providing Medical
Devices Safety
Documents (SMH)

Investigations Made by | Dr. Lamiaa
the Manufacturer Attia
Field Safety Notices and| Dr. Ibram
Actions (FSNs _ FSCAs) Ashraf
MDSD Reception Dr. Lamiaa
Requirements Attia

ay il

Remarks for Summary
of Marketing History

Dr. Lamiaa
Attia

Q&A

Date

20/3/2022

|

21/3/2022

22/3/2022

Duration

Registration
09:30 to 10:00
a.m.
1st session
10:00to 12:00
p.m.
Break:
12:00to
12:30 p.m.
2nd session
Day 1
12:30t0 2:30
p.m.

Day 2&3
12:30to
1:30p.m.
3rd session
Day 2&3
1:30to 2:30
p.m.
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Licensing of pharmaceutical products factories
training program

Topic

Speaker

Date

Introduction about general
administration of factories
licensing and types of licensed
factories + Q&A

Services provided by general
administration + Q&A

Required procedures for
factories licensing + Q& A

Dr. Eman Abd
El Hady

27/3/2022

Guidelines summary for
licensing of pharmaceutical
factories + Q&A

Guidelines summary for
licensing of sterile & non
sterile medical devices and kits
factories + Q&A

Guidelines summary for
licensing of cosmetic factories
+ Q&A

Dr. Miral
Abbas

28/3/2022

Guidelines summary for
licensing of plasma collection
centers + Q&A

Guidelines summary for
licensing of antiseptics /
disinfectants factories or
production lines + Q&A

Guidelines summary for
licensing of associated
warehouses + Q&A

Dr. Esraa
Elgwieny

Open discussion with
representative of IDA

IDA

29/3/2022

Duration

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

1st session
10:00 to
12:00 p.m.

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

2nd session
12:30to
1:30p.m.

3rd session
1:30to
2:30p.m.
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Essential Requirements
should be provided by
IVD Importers

Break 12:00—12:30 p.m.

GSDP including data
logger & Recall system

Dr. Mariem

George | 29/3/2022 |10:00 - 12:00 p.m.

Dr. Engy Fayez | 29/3/2022 | 12:30 - 2:30 p.m.

29/3/2022
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Registration 09:30-10:00 a.m.

Topic Lecturer Date Duration

Essential requirements

should be provided by Dr.Sally Abd

22/3/2022 | 10:00-12:00 p.m
MD Importers for El-Rasoul

Inspection

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

Essential requirements
should be provided by Dr.Sally Abd

22/3/2022 |12:30-02:30 p.m.
MD Importers for El-Rasoul

Inspection

DAY II

22-23/3/2022
- Registration 09:30-10:00 a.m.

@ Obes/ A5 el 8 GSDP (good storage and Dr.Dina
distribution practice Nasry Ayoub

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

23/3/2022 | 10:00-12:00 a.m
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Assesment and revision of the stability studies for
the imported pharmaceutical products from

. reference countries workshop
e Ay Ol

A‘j\JJ Jf‘w A{ﬁjltﬁ Topic Lecturer Date Duration
(e ddy,lo oy ) ilonall

w 5 5. Wel h
Gt s (e 83,5l e come.speec and Dr. Gehan Tohamy 10:00-10:30 a.m.
aclsilly Sl lake f‘.u.: NSFEARE | Introduction

A G s o 3 dnsl Overview of imported .
ol . Dr. Samar Yehia 10:30-10:45 a.m.
d stability workflow

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

Key aspects of e-
submission of stability | Dr. Sandra Samir 10:45-11:15 a.m.

dossier 24/3/2022

Dr. Amna Abd
iow- 11:15-11:45 p.m.
Key aspects of review £l Halim p
ing and evaluation of
stability dossier Dr. Ahlam 11:45-12:15 p.m.
Mahmoud
Imported stability an- Dr. Wessam
24/3/2022 P Y 12:15-12:45 p.m.
nouncements Mohamed
el Sl 5 Break 12:45-1:15 p.m.
; gy ok ,») PRSI SERS U | Common mistakes Dr. Samar Yehia 1:15-2:00 p.m.
w
Dr. Gehan Tohamy 02:00-02:30 p.m.
3ol Lsdan 3 Discussion 24/3/2022
o ot Jeige G0 Dr. Samar Yehia 02:30-03:00 p.m.

4 S Slad) s ey

= ¢V ki spae 4> 1500 Closing Dr. Gehan Tohamy 03:00-03:30 p.m.
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EDA REFRENCE MATERIAL CERTIFICATION

Topic

Welcome address

CRETYETSIPEY

EWRIAT

workshop

Lecturer

Registration

Prof. Dr. Medhat
Al- Ghobashy

Dr. Mohamed
Abdallah

Sponsor talk

Pre and post-EDA
Certification proce-
dures

Dr. Shereen Mousa

Requirements for
EDA Certification of
different groups of
Reference Materials

Dr. Neveen Saeed
Ibrahim

Dr. Islam Mohsen
Darwesh

Panel discussion

Evaluation of Uncer-
tainty for laboratory
testing

Dr. Shereen mousa

Dr. Nehal Gamal

Dr. Haidy Alber

Dr. Nehal Gamal

Group discussion

EDA CRM Team

Panel discussion

Dr. Shereen Mousa

Dr. Nehal Gamal

Dr. Haidy Alber

dgall & pandl slgudl A Slaiel el Cypail] Jos diiyg

Date

17/3/2022

Break 12:30-1:00 p.m.

17/3/2022

Duration

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:15 a.m.

11:15-12:00 p.m.

12:00-12:30 p.m.

1:00-1:45 p.m.

1:45-2:15 p.m.

2:15-3:00 p.m.



https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydX0FU_0Fmn3_VA3cbJ5PGpGuoK_yzrms5BURFk3OE1YUUxIQUgzUVpMQ0oyRjhLQUtTTi4u

dale &ifald))

s Julal) 138 (ggina BelB LA

s slinialy clanlasil) gLl A ghie Glaal) bl e (Y duawdl) (B 2l Alls Ao
A8y Jaaedl) §ylaiad cilily

coudd I dalad) claldgy) bl Lidaal) 5aiadl T sasaal) aelsall b gaanll AN
Sl e Loy djliay) cle)ay) 48 a5y

L Ao Jedall quatal o g A Y clatall gas) PIA e qupail) sk Als B o
COmpial) Jodag Jad il a Al Gy daaal) a0 gal) S8

B o<y aldl) Litlgl) e QR code Ul gl aal) galip Joant (3529 o BN L2
caladall & g Juad G Sl Aa dlldyg u;\l,\pﬂ\ BYP-LN

Contact us at:

EXT: 1225
cpd@edaegypt.gov.eg
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