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Registration
Welcome address

Overview on lab evaluation administration

CTD Quality module overview for biological

DAY |

Dr. Engy Mohamed

El

Dr. Mohamed El Sayed

Dr. Asmaa Osman

09:30-10:00 a.m.
hosary 10:00-10:30 p.m.
10:30-11:00 a.m.

11:00 - 12:00 p.m.

products
Stability review for biological products Dr. Doaa Ali 23/10/2022 12:00 - 01:00 p.m.
Break 01:00- 01:30 p.m.
Critical review of certificate of analysis for . oA . .
recombinant products Dr. Dali Samir Ali 01:30- 02:30 p.m.
Open Discussion ( Q & A) All Trainers 02:30 - 03:30 p.m.
DAY Il
Registration 09:30-10:00 a.m.
Critical review of sur\;\arzgirnyegrotocol for bacterial Dr. Amr Wazeer 10:00-11:00 p.m.
Critical review of summary protocol for viral Dr. Aya Mohamed . .
vaccines Mahmoud 11:00 - 12:00 a.m.
Critical review of summary protocol for plasma . .
Derived Medicinal Products Dr. Mona Mohamed 12:00 - 01:00 p.m.
24/10/2022
Break 4/10/20 01:00- 01:30 p.m.
cGMP Inspection requirements Dr.Mahmoud Abdellah 01:30- 02:30 p.m.
Open Discussion All Trainers 02:30 - 03:30 p.m.
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Pharmaceutical
Products
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Training Programs on Updated Rules and Procedures for Veterinary Medicinal prod-
ucts Re-registration in accordance with EDA Chairman decree No. (434)/2022)
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Registration 09:30-10:00 a.m.
Introduction Dr. Samah Salama 10:00 —10:15 a.m.
Overview on Scientific file submission Dr. Yasmen Fahmy 10:15— 1045 a.m.
procedures of re-reg. products
o ) Scientific Evaluati 05/10/2022
verview on Scientific Evaluation pro- Dr. Magda Mostafa 10:45 — 11:15 a.m.
cedures of re-reg. products
Overview on final file submission pro-  Dr. Yasmen Abd El 11:15 — 11:45 a.m.
cedures of re-reg. products samee
Break 11:45-12:15 p.m.
Overview on variation requirements Dr. Marwa Hamdy 12:15- 01:00 p.m.

procedures of re-reg. products

Overview on stability studies for Re-reg

oroducts Dr.Heba Saad 05/10/2022 01:00-01:30 p.m.

Panel Discussion All Trainers 01:30-02:30 p.m.

=== ¢ = 2=

05/10/2022 P9l pys lel 4 D panll slgll dip Hie 2000 L.E. Gyl gl G Jies
) Jeendl i



https://forms.office.com/Pages/ResponsePage.aspx?id=PXagElSt50630YRO4U6H5X5jdmQhyEpLhfuWBeUi4RhUQUFPWEJYVjlBTTU1ODlYSTJXNVY3MDNKQi4u

CENTER FOR CONTINUING
Cl@_lD PROFESSIONAL DEVELOPMENT

dyolel OBUadl erasaly dyloed| 9&.«3’!)9&;&}’ dolainll delgldll e Jos diiyg .3
d ) Ol paseiued b
Workshop on Guidelines for Naming and Mock-up Design of Human
Pharmaceutical Products

) n Ayl 5 pamtanal) 5l snlyas LISy Zoylonill Lol Axrlyad abiiall aslgaly syl J) Jandl Ay o
slawdl VL 5.J.>}! bkl PRN-X oWl de ;34'4” bdus &o ¢ Blod> %_J)in elasl d_,.:j S 5.3_9.?}5.” il L ;}4'4”
Al Of pasinel] @BUaly &yl

BT

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

10:00 -10:15 a.m.

Welcome address Dr. Hamada Gamal
How to Submit Requests Dr. Keroles Wahba 10:15— 11:00 a.m.
Dr. Shereen Moham-  18/10/2022
Guidelines for Mock-up Design 11:00 — 11:45 a.m.
med
Dr. Dina Serag
Guidelines for Branding 11:45 — 12:30 p.m.
Break 12:30—01:00 p.m.
Branding challenges Drw’gn‘(?eeld El 01:00-01:45 p.m.
18/10/2022
All Trainers 01:45—-02:45 p.m.

Open Discussion
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Workshop on Updated Rules and Procedures for Human Pharmaceutical Products Re-
registration in accordance with EDA Chairman Decree No. (150)/2022)
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Registration 09:30-10:00 a.m.
Dr. Mah d El Ha-
Welcome address . viahmou @ 10:00 - 10:30 a.m.
wary
Importance of EDA chairman Dr. Yasmine Hesh 10:30— 11:00
. :30— 11:00 a.m.
decree 150/2022 f. Yasmine Hesham
Scope of EDA chairman br. Hend Habib 11:00 — 11:45
. :00 — 11:45a.m.
decree 150/2022 f.Hen abl
Timeframe for Re-registration
Dr. Nermin Aly 10/10/2022 11:45 —01:00 p.m.
process
Break 01:30— 01:30 p.m.
Evaluation of Re-Registration file Dr. Eman Hussien. 01:30 : 03:30 p.m.
content
Dr. Mahmoud El Ha-
Open Discusion 03:30:4:30 p.m.

wary
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Workshop On Cosmetics Notification Regulatory Guide, Claims Guide and
Demonstration of Egycosm Portal
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Registration 09:30-10:00 a.m.
Introduction Dr. Hel:|>)a Essam El 10:00 - 10:30 a.m.
ein

Notification requirement Dr. Reham Said 12/10/2022 10:30— 11:00 a.m.
General requirements & violations Dr. Hel:lsae:E:sam El 11:00 — 11:30 a.m.
Break 11:30—12:00 p.m.

Do & tell—tell & do variation Dr.Sandy samy 12:00-12:30 p.m.
Claims guide Dr.Reham Said 12:30-01:00 p.m.

Dr.Heba Essam El 12/10/2022

Demonstration on Egycosm portal Dein 01:00-02:00 p.m.
Dr.Reham Said

Open Discussion Dr.HebSeliE:sam El 02:00-02:30 p.m.
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Workshop on Variation Guidelines & Submission Guidance for
Ownership & Manufacturer Variations Requests
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Registration 09:30-10:00 a.m.

Opening statement of the training Dr. Hamada Sherif 10:00-10:15 a.m.

Introduction and overview for Workshop ~ Dr. Mariam Maged 30/10/2022 10:15-10:30 a.m.

Applicant &/or License Holder

Dr. Zeinab Ahmed 10:30-12:00 a.m.
& Registration Type Changes
Break 12:00 - 12:30 p.m.
Change/Addition of Manufacturing sites
Dr. Hend Osama 12:30-01:30 p.m.
(Local or Imported)

Batch Size Change accompanied with 30/10/2022

Change in manufacturer process & or Dr. Raghda Talaat 01:30-02:30 p.m.
Manufacturing equipment

Open Discussion All Trainers 02:30-03:30 p.m.

=== ¢ = 2=
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Training Program on GMP For Cosmetics Factories
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DAY | & DAY I
The reasons for ?jmli)g?\n:d GMP in facility 11/10/2022
Dr.Mohamed Shafik Registration
(Rules and Guidelines Premises and facility g
Design) 13/10/2022
09:30-10:00 a.m.
DAY Il
Equipment, Maintenance and .
Calibration Dr.Mohamed Shafik  18/10/2022 1st Session
DAY IV & DAY V 10:00-12:00 p.m.
P e 4 20/10/2022
Validation, qualification and change Dr.Mohamed Shafik
control Break
25/10/2022
DAY VI 12:00-12:30 pP.m.
Water systems Dr.Mohamed Shafik 27/10/2022
2nd Session
DAY VII & VIl
12:30-02:30
GMP in practice 01/11/2022
(Incoming materials to product release : )
Purchasing, Incoming Materials, Suppliers ~ Dr-Mohamed Shafik
and outsourced activities, The warehouse,
Manufacturing) 03/11/2022

12
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Training Program on GMP For Cosmetics Factories (Cont.)

mm

DAY IX

. Registration
GMP and the Quality Management

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

(Personnel and training , Key personnel in Dr.Mohamed Shafik 08/11/2022
GMP, Documentation, records and data

integrity)
1st Session
DAY X 10:00-12:00 p.m.
Quality Risk Management ,Deviations, Dr.Mohamed Shafik 10/11/2022 —_—

incidents, complaints and recall

12:00-12:30 p.m.
DAY XI

2nd Session

The Quality Management System Dr.Mohamed Shafik 15/11/2022
12:30-02:30

= ¢ = 2=

11,13,18,20,25, -
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DAY | & DAY II

Air handling unit system : 09/10/2022

(HVAC introduction, air flow & pressure con-  Dr.Amany Haroun . .
cept, system & components, commissioning, 10/10/2022 Registration
qualification & maintenance)

DAY Ill & DAY IV

09:30-10:00 a.m.

Water for pharmaceutical use 13/10/2022
(Introduction &treatment, Water purification  Dr. Amany Haroun 1st Session
storage & distribution, Operational consideration, 16/10/2022
Inspection of water purification systems) 10:00-12:00 p.m.
DAY V & DAY VI
Design, validation & Qualification of phar- 17/10/2022 Break

maceutical manufacturing facilities & equip-

ment approach 12:00-12:30 p.m.

(Solid d ; iouid d ‘ o Dr. Aml Adel

olid dosage form, liquid dosage form, semisol-

id dosage form, steriI(:,jviaI 2)& ampoule ,sterile eye 20/10/2022
rops

2nd Session

DAY VII
12:30-02:30

Practical implementation of process -
validation lifecycle approach Dr. Aml Adel 23/10/2022

DAY Vi

Cleaning Validation and Inspection
Methods. Dr.Hend Bakr 24/10/2022

DAY VIX
Equipment qualification/validation

Dr.Nermin Kamal 27/10/2022

Quality risk management

14
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DAY X

Computerized system software validation

Dr.Amany Haroun 30/10/2022 Registration

Data integrity principles 09:30-10:00 a.m.

DAY XI

1st Session
Thermal mapping & qualification
studies : (Autoclave validation, Tunnel Dr.Amany Haroun 31/10/2022 10:00-12:00 p.m.
qualification, Oven qualification)

DAY XII
Break
Validation of sterile process :
(Media fill, Fumigation, Disinfectant Dr.Aml Adel 02/11/2022 12:00-12:30 p.m.
validation)
DAY XIil & XIV 2nd Session
; : 12:30-02:30
Quality assurance documentation system 06/11/2022
(Supplier qualification, Validation master plan,
Annual product review, Complain & recall , Dr.Hend Bakr
Self inspection, Training, SOP of SOPs, Change
control, Medical examination) 07/11/2022

= O 9 = mE|
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Pharmaceutical
Care
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Online Materials Guidelines Training Program
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Registration

Opening & Welcome Note

Introduction & Classification of the Online Content

Responsibilities
Break

Online Content Requirements

Submission Requirements

Registration

Content Controlling by the Applicant

Monitoring by RMA
Timeline & Service Considerations
Break

Submission Via PROMAT

FAQs

DAY I

Dr.Moaz Masoud

Dr.Naglaa Gamal

Dr.Naglaa Gamal

Dr.Noha Khalifa
Dr.Doaa Ahmed

DAY Il

Dr.Moaz Masoud

Dr.Michael Refaat

Dr.Michael Refaat

Dr.Noha Khalifa -
Dr.Doaa Ahmed

Dr.Moaz Masoud

B ? =
30/10/2022 sl Ayl ool 8 Anadll sl dia yhe 2000L.E.

&31/10/2022 Solasll
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09:30-10:00 a.m.

10:00 - 10:15 a.m.

10:15 - 10:45 a.m.
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