¥
) \)/{b
Opyc »

SRl

o X . Ga  sulibiiae

a3l el all Jal8
BYCHON I v v £ s G

D CENTER FOR CONTINUING
PROFESSIONAL DEVELOPMENT




1 dodis
1 soianall (sgall polaill 3Sa Cloyacll
2 55l &pyasll eldl Jds e 844
3 351901 350 23,1 81V (3o Lokl Apspyasll el
5 adaall Ol el B350 8151 e daiall dugyasll ol
7 Aol Ayle, 0 &S )Y ¢ye doctiall Luasyldl el
14 dudall o liall 38,001 By15Y1 (e dankiiall dusgytsll ol
18 dole ol
19 da,g)) i polics Jrslgall bl




duol B podunad! Ao mandl slgdl Liud D94 £940 (3
Y e Joadly Aol eilebivall gkl ]
o Gomdly Jeally (pladly sgedl Sguslly
FETIN d.la.w)’l &9 d‘g.\.ﬂ buqa.a." Yo &5"“’ ‘3 ol
Lan Lol g3 A.V,a.oJl c-lg..\.ll LD g\S I cddinall uLwJLo.ch
M).\.«ﬂ Oyl oo de gazee JuliS NS (po (§ il paiadl daailo
Sl ) Jguogly sadiuad! gl sgtadl (i Jadl Ji399
P.GL.\J‘ L paodl slgdl iy y9o BUER RO db Bisliaio dus)
Wiad dadladl Cildseiwally del gl Eods &b.ﬂ A Joall USJ'\M-U

o i 33198 slog (lkolal! BelaS a8y gl yoes 98 Coyuidl 09 (e
A2lSea)l oYl 4.95‘3 A §o

Liug) daulll JS!).QJ‘ »‘}QM‘ w@.cﬂygh.dl_,s)o
ol 451 el | 38yt Gugs o nand! slgldl
dddog oLl 1489 b naod! slgll A an clkolaiolly
LS ezl dousell Lpuie Uobually Ldadl cilutyl
Olaolodb Dugall ol ddla) Seadl Juatil ) Bugs
Zoldl (e degosmo EaddS IS (4o cdalisea]! b saoll
4.:_9) @.a.':u Lo 4.;.31_9.\.31 Oleluall Jlxo L3 dloliwad | duasl] 33325 Wi o il
G plisuiwly olad e § Ladle eolisesiuce! & 339 Loy 2030 - ras
oyl Ol Lo (FLPY) oyl Jlxe (3 daciall wwlﬂladb uh.m.dl



CENTER FOR CONTINUING
Cl@_lD PROFESSIONAL DEVELOPMENT

dodioll &yl ol ! Judo oy B

il (gl gkl 3S5a (e

Jud u-"J-G-‘“J‘ JNS doddadl zeol 4.9\5‘,1.9 dlolds Bylas LIl pudy
B paides s slac) an cdo paod! slgudl diugy daliseal! 43S padl CalylaY!
doddiall Bzl e s gull Jaudnd cldSg zalip S eaddl ope Bugll (e
9 okl il J) d8LoYL clg) 8y piall duslgall 9 ol ll Sliall 9o 9

RV WS | P-VE-

yotuadl gl gl zealys Colods

T aolipy

@QUISiIg ©gJ (JO JST (@i
wlbgiwo (]
(oxaiog (wluwl): Lol P, WS

Qwolp loan
L-ddoll pg kil Joc-duiiyg
Jolitoll G2 dulelad duud>

@ .

daryjal ojgs
Contact us at: o9y o st

EXT.: 1225
cpd@edaegypt.gov.eg

ﬁ



ey

CENTER FOR CONTINUING ]
PROFESSIONAL DEVELOPMENT
Joluwoll pdao)l yehilldypnoll clga)l A J5)0

Drug Comtrol

Lo

A8 10 43S yall BN Cpa Aadial) Ay i) gral ) Y
i) gall

Al A gl ekl Jas Adjg e

e Workshop on in-vitro dissolution testing method development.
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Workshop on in-vitro dissolution testing method development
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Registration 09:30-10:00 a.m.
Dissolution Testing 10:00-11:00 a.m.

S . Dr. Ahmed Sakr 28/04/2025

Development of a discriminatory dissolu-
) ] 11:00-12:00 p.m.
tion testing method

Break 12:00-12:30 p.m.
Dissolution method validation 12:30-02:00 p.m.

Dr. Doaa Garhy 28/04/2025
How to set dissolution limit 02:00-03:30 p.m.
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e Training program on Regulatory rules and requirements for the
registration of Antiseptics/Disinfectant products and Variation files.
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Training program on Regulatory rules and requirements for the registration of
Antiseptics/Disinfectant products and Variation files.
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Registration 09:30-10:00 a.m.

Introduction Dr.Marwa Soliman 10:00-10:15 a.m.
Definitions & Classification ' _

Dr.Dina Hussein 22/04/2025 10:15-11:15 a.m.

Overview on general regulations

Registration flow chart and required docu-

Dr. Marina Essam 11:15-12:30 P.m.
ments for registration (checklist)
Break 12:30-01:00 p.m.
Variation types & required documents 01:00—02:30 P.m.
Dr. Eman Shaban 22/04/2025
Open Discussion 02:30-03:30 P.m.
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. Webinar on Rational Use of Antimicrobials within Unlock the
Pharmacist Potential Initiative.

. Webinar on Basics and SKkills of Patient Counseling within Unlock
the Pharmacist Potential Initiative.

. Training program on Signal detection and management process in
pharmacovigilance.

. Training Program on PROMAT Platform.

- Training program on The Periodic Benefit Risk Evaluation Reports
(PBRERYS).

. Training Program on Non-Prescription Medications Guide.
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Webinar on Rational Use of Antimicrobials within Unlock the Pharmacist Potential

Initiative
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Topic
Introduction to EDA activities
Introduction to EDA Initiatives

Rational use of Antimicrobials
Drug formulary

Reporting for inappropriate
promotional material

B

08/04/2025 P9/ Ay el 3

d>lg 5:945

Speaker

Dr. Abeer Elbeheiry

Dr. Yassmin Refky

Dr. Shimaa Nasr

Dr. Nesma Atef

Dr. Omnia
=,
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08/04/2025

12:00 - 12:15 p.m.

12:15-1 2:30 p.m.

12:30-02:30 p.m.

02:30- 02:45 p.m.

02:45- 03:00 p.m.
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Webinar on Basics and Skills of Patient Counseling within Unlock the Pharmacist
Potential Initiative
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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.
15/04/2025

Basics and Skills of Patient Counseling  Dr. Kholoud Al-Naggar 12:30—02:30 p.m.

Drug formulary Dr. Nesma Atef 02:30 — 02:45 p.m.

Reporting for inappropriate
Dr. Omnia 02:45 — 3:00 p.m.

promotional material
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Training program on Signal detection and management process

in pharmacovigilance
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DAY |
Registration 09:30-10:00 a.m.
Introduction to safety signa]s Dr. Nourhan Mohsen 10:00-10:30 a.m.
Case series causality assessment & Signal 29/04/2025
management process in regular PV: Per- Dr. Lobna Kilany 10:30-12:00p.m.
spective from EPVC
Break 12:00-12:30 p.m.
Workshop and application Dr. Lobna Kilany 12:30-02:00 p.m.
. - . 29/04/2025
EV'deggﬁeggfﬁgiM%dggﬁgg aa Slf%ggature Dr. Mona Abo-Elseoud /04/ 02:00-03:30 p.m.
DAY Il
Registration 09:30-10:00 a.m.
Ideal Signal reception submission Dr. Nourhan Mohsen 10:00-11:00 a.m.
) ) ) 30/04/2025
MedDRA Basics and Points to Consider .
. . Dr. Lobna Kilany 11:00-12:00 p.m.
for Coding and Term Selection
Break 12:00-12:30 p.m.
Standardized MedDRA Queries in Post
. . 12:30-01:30 p.m.
marketing Pharmacovigilance Dr. Nourhan Mohsen 30/04/2025
Practical session 01:30-03:30 p.m.
ALy 9 . O
B o =
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Training Program on PROMAT Platform
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Introduction & Platform Services

Demonstration of Submission

Registration 09:30-10:00 a.m.
10:00 - 10:30 a.m.
Dr.Michael Refaat 27/04/2025
10:30-12:00 p.m.
Break 12:00 - 12:30 p.m.

Dr.Michael Refaat

Dr.Naglaa Gamal

Hands on Submission Dr.Doaa Ahmed 27/04/2025 12:30-02:30 p.m.

EH

27/04/2025

Dr.Mayada lbrahim

Dr.Hanan Hassanein
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Training program on The Periodic Benefit Risk Evaluation Reports (PBRERs)
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DAY |
Registration 09:30-10:00 a.m.
Introduction to PBRER and PBRER frequency
10:00- 11:30 a.m.
proposals Dr.Joustin Adel 27/04/2025
Common pitfalls of Reception submissions 11:30- 12:30 p.m.
Break 12:00-12:30 p.m.
Assessment and evaluation of the first part )
Dr.Joustin Adel 27/04/2025 01:00 - 03:03 p.m.
of PBRER template
DAY Il
Registration 09:30-10:00 a.m.

Assessment and evaluation of the rest of the

Dr.Amira Hatem 28/04/2025 10:00 - 12:00 p.m.
PBRER template

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

Hands on training on PBRER (practical exam- .
i Dr.Amira Hatem 28/04/2025 12:30-03:30 p.m.
ple on PBRER reception)
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Training Program on Non-Prescription Medications Guide
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Registration

Introduction to non - prescription .
medications & General principles Dr. Abeer Elbeheiry

Approaches & Criteria for assessment
of a product as a non-prescription Dr. Yasmin Refky
medication

Break

Submission process guide:
-Requirements of submission process

Dr. Eman Zakaria

-Submission Forms & how to fill them Dr. Eman Zakaria

Discussion All Speakers

3
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09/04/2025

09/04/2025

dgaV) I Jhea

09:30-10:00 a.m.

10:00 - 10:30 a.m.

10:30— 11:30 a.m.

01:00-01:30 p.m.

12:00-12:30 p.m.

12:30-02:00 p.m.

02:00—03:30 p.m
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. Training program on guidelines for registration of various types
of Medical Devices and for Dental Medical Devices.

. Training program on Best Practice for Variation of Registered
Medical Devices and New MDR 2017/745 Updates.

. Training program on Best Practice for Registration Market &
Authorization of Local Medical Devices Without Quality Certifi-
cates.

14
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Training program on guidelines for registration of various types of Medical Devices
and for Dental Medical Devices
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Registration

- Opening speech

- Registration procedures of local &
imported medical devices Dr. Donia Atef

Bundling for non-sterile medical devic-

es
Break
Updated regulations for registration of
Dental Medical devices Dr. Donia Atef
e Panel Discussion Dr. Mai Ahmed

e Q&A

= ¢ =
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09:30-10:00 a.m.

10:00-11:00 a.m.

16/04/2025
11:00-12:00 p.m.
12:00—12:30 p.m.
12:30- 02:00 p.m.

16/04/2025

02:00-03:30 p.m.
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Training program on Best Practice for Variation of Registered Medical Devices and
New MDR 2017/745 Updates
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09:30-10:00 a.m.

Registration

Opening speech

A brief introduction to the Medical
Devices Variation rules & regulation

Different cases of Medical Devices Dr. Marian Hosni

variation & its study
Different time frames &flow charts

Break

Common mistakes ] _
Dr. Marian Hosni

Q&A Dr. Kareem Ekram

Almts 9 El/)‘
23/04/2025 pgf &y dsle 5 Lpaall slgll dis Hio 1500 L.E.
A9 (gl Glaiall Gu>l pe of Juiadb
A9 ASIYI

10:00 - 10:30 a.m.

10:30-11:00 a.m.

23/04/2025
11:00- 11:45 a.m.
11:45-12:30 p.m.
12:30—01:00 p.m.
01:00-01:45 p.m.
23/04/2025

01:45-03:30 p.m.
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Training program on Best Practice for Registration Market & Authorization of
Local Medical Devices Without Quality Certificates
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DAY |

Opening speech Registration

Legal or Administrative documents Dr. Noha Osama

Dr. Aya Mohamed 28/04/2025

. . . 09:30 t010:00 a.m.
Declaration of conformity & its content

-Device description and specification

-INFORMATION TO BE SUPPLIED BY THE

MANUFACTURER 1st Session

DAY Il
10:00 t012:00 p.m.
DESIGN AND MANUFACTURING

INFORMATION Break
-Quality assurance measures Dr. Aya Mohamed ' 29/04/2025
-Open Questions 12:00 t012:30 p.m.
DAY lll 2nd Session
Essential Requirements 12:30 to 3:30 p.m.

-Product Verification And Validation

Dr. Aya Mohamed 30/04/2025
Benefit-Risk Analysis And Risk management- Y /04/

Pre-clinical and clinical data

Almts 9 El/)‘
28-30/04/2025 &M/ duyli 0ol 15 Apasll cloudl i Hio 3500 L.E.
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