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Best Practice for Registration of IVD Products

Topic Lecturer Date Duration
) 3 ol Colaa

iy el ) Ay ) Bj\b\é g
Ses sy dasl) bl Y Opening speech 10:00-10:30 a.m.
g z_.J_u_L\ ity S s
Las Y dasl L\f dna il Dr.Heba

VAP mf daslind) Ahmad

09:30-10:00 a.m.

egistration

18/05/2022

Registration 10:30-12:00
:30-12: .m.
guidelines for kits °

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

Most Common

. 12:30-1:30 p.m.
Mistakes
Dr.Heba
Ahmad
Panel discussion 18/05/2022 1:30-3:00 p.m.
18/5/2022
oy pnl Ay Selu 5 Q&A 3:00-3:30 p.m.
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Best Practice for Registration of Local Medical
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Devices with Quality Certificates

Topic

Lecturer

Registration

Opening speech

Registration of lo-
cally manufactured
medical devices

Dr.Eman
Abdullah

Date

25/05/2022

Duration

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-12:00 p.m.

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

Most common
mistakes

Panel discussion

Q&A

Dr.Eman
Abdullah

25/05/2022

12:30-1:30 p.m.

1:30-3:00 p.m.

3:00-3:30 p.m.
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Best practice for submission procedures of
scientific committee
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Topic

Lecturer

Registration

Opening speech

Dr.Nourhan

Submission proce-
dures of scientific
committee files

Most common mis-
takes

Elnaggar

Break

Panel discussion

Dr.Nourhan
Elnaggar

Q&A

Date

15/5/2022

15/5/2022

Duration

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:30 a.m.

11:30-12:00 p.m.

12:00-12:30 p.m.

12:30-01:30 p.m.

01:30-02:30 p.m.
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Online Materials Guidelines

Topic

Speaker

Date

Duration

DAY |

Registration

Opening & Welcome
Note

Introduction & Classifica-
tion of the Online Con-
tent

Dr.Moaz
Masoud

Responsibilities

Dr.Naglaa
Gamal

Break

Online Content

Requirements

Dr.Naglaa
Gamal

Submission Require-
ments

Dr.Noha
Khalifa

29/05/2022

29/05/2022

09:30-10:00 a.m.

10:00 - 10:15 a.m.

10:15-10:45 a.m.

10:45 - 11:30 a.m.

11:30-12:00p.m.

12:00 - 01:00 p.m.

01:00 - 02:00 p.m.

DAY Il

Registration

Content Controlling by
the Applicant

Dr.Moaz
Masoud

Monitoring by RMA

Timeline & Service
Considerations

Dr.Michael
Refaat

Break

Submission Via PROMAT

Dr.Michael
Refaat

FAQs

Dr.Moaz
Masoud

30/05/2022

30/05/2022

09:30-10:00 a.m.

10:00 - 10:30 a.m.

10:30-11:00 a.m.

11:00-11:30 a.m.

11:30-12:00 pm

12:00 - 01:00 p.m.

01:00 - 02:00 p.m.

May
2022




G QL ) el A O
Loy, ollell SEal o

oy o Lapdlg el dlal
Lgfcggscgpbaxgd\dgwd
imlie a2 Lo Sllal) 2K i

Jsos oo (Db pamad) d3gale
Grall pall Jly el o1y

12-19/5/2022

W dof By 0 Fel 12
& L Gyl Oy Al Hlasl daldl

\
=

el &pall cloll dp e

& ¥ ki (5 422 8000

Scan here

&apall 4ol 450 315

ddumall daddl e pddiall ooyl gel i
Advanced PV Training program

Topic

MedDRA
Coading

Practical Session

Individual case
safety report

Speaker

DAY |

Dr.Heba Ibrahim

DAY II

Dr.Sohaila Gadelkarim

Salama

Emerging safety
issues reporting

Signal
management

Practical Session

Dr.Reem Hosam

DAY Il

Dr.Heba Ibrahim

DAY IV

Dr.Shaimaa Mohamed

DAY V

Dr.Salma Mustafa

RMP
(pharmaceutical
& Biological )

PV Inspection

Dr.Walaa Ibrahim

Dr.Mohamed Sayed

DAY VI

Dr.Amira Amin

12/05/2022

15/05/2022

16/05/2022

17/05/2022

18/05/2022

19/05/2022

Duration

Registration:
09:30 a.m. to 10:00 a.m.
Session 1:

10:00 a.m. to 12:00 p.m.
Break:
12:00p.m. to 12:30 p.m.
Session 2:

12:30p.m. to 02:30 p.m.
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Guidance for Optimal Medical Insert Submission

Introduction

Lecturer

Registration

Dr.Rehab Mehriz

Submission guid-
ance

Dr.Zeinab Talaat

FAQ Booklet dis-
cussion and In-
quiry new ser-

vices

Questions

Dr.Alaa mahdy

Break

Dr.Heba Hamdy

26/05/2022

26/05/2022

Duration

9:30-10:00 a.m.

10:00-10:30a.m.

10:30-12:00 p.m.

12:00-12:30p.m.

12:30-1:00 p.m.

1:00-1:30p.m.
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Non-Prescription Medications Guidelines

Lecturer

Registration

Introduction to non -

. . Dr.Ghada Ali
prescription medication .
. Younis
& General principles
Approaches & Criteria for Dr.Abeer
assessment of a product Elbeheiry

as a non-prescription
medication

Submission process
guide:

Requirements of submis-
sion process

Submission Forms & how
to fill them

Discussion

Dr.Eman Zakaria

10/5/2022

10/5/2022

Duration

09:30-10:00 a.m.

10:00 -10:30a.m.

10:30 -11:30a.m.

11:30-12:00 p.m.

12:00 - 12:30p.m.

12:30 — 2:00p.m.

02:00 — 02:30p.m.







Sldaal) 454 515))

dolall LIS Hauslys Olelyrb (oo yaill o0yl el

Training program for licensing of scientific office

Topic Lecturer Date Duration
DAY |

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

iy e J\ A LJ«S Savg - Introduction
EE:_U - A_HJ_a_‘ le tyb - Types of scientific offices

Dr.Rasha
LRCAVEPRIRIRYT-AN - Guidelines & 29/5/2022 10:00-12:00 p.m.
A Ayl Dol M regulations for Mahmoud

licensing of scientific
Q“ )-*‘J ‘L“J el offices

ol o\_HaJ o\omﬁ uUaMY\
et

o) “’YL’ "‘9{@“‘ Jl "‘9\*”% - Documents required for

U Rl Dr.Aree
> SElldas, e "\L'*” licensing new scientific &
asVy oK 2l Jar dep fﬁ Abd El-  29/5/2022 12:30-02:30 p.m.
office
A.L) e dad 3 . monaime
M.gj u"*"j \_J.LA
- Licensing procedures
DAY Il

lﬁ.w@‘ q‘“ v&“ & @3
29 & 30/5/2022

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

- Renewal cases for

@ oxon a5 el 8 scientific office license
MR Ask ) &
- Documents required for = Dr.Areeg
renewal of scientific office  Abd EI-  30/5/2022 10:00-12:00 a.m.

& sty Ol e ol 2, ) .
Lkl o) license monaime
- Procedures for renewal

o S S pall o) i i of scientific office license

Break 12:00-12:30 p.m.
E s ¥ e (5 e 4> 2000

- Documents required for

Scan here licensing / renewal of sci- Dr.Omar
entific office branch Mohsen  30/5/2022 12:30-02:30 p.m.
Salem

- Cancellation cases
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GMP Requirements for Medical Devices Plant
Design Training program

!l el ) olaal

f“') J\ “5-\@'\;5\ @Lﬂ \ S Topic Lecturer Date Duration
“-“J&“ V’L“M\ CL@" e Registration 09:30-10:00 a.m.
iyl ool i b\ RaY s,
ol gyl o) e\
ol W\J

il Dr.Ramy Ayad | 25/5/2022 |10:00 - 12:00
' U0- 12 .m.
Warehouses / sterilizer r.Ramy Aya /5/ p

12:00—12:30 p.m.

Production areas
Dr.Ramy Ayad |25/5/2022 | 12:30-2:30 p.m.

Discussion

ey
25/5/2022
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Workshop on Herbal Medicinal Product File
Contents and How to Evaluate

s el Ay Colan

C)\‘\J'?'\‘/\ 7&”’}‘ «./M; u\‘*“ Li’)) “’*r Lecturer
o datall Ol ol i)

TR . Registration
Sl Ol ) B0 Laie T &

SRR PP (ntroduction to herbal

Duration

09:30-10:00 a.m.

SR . - Dr.Nessma 001 -
9> ey Ay Sl s ) cﬂigilfmisu%;r%vc\lll}gt El-saved 10:00-10:30 a.m.
o LW Ko Lo Juadll OS2 vy
Lold e cdomad Jlas) e Jsadd Executive procedures
Sl Jeeadl) Ll D22 e 4520l for registration of Dr.Heba 26/5/2022 | 10:30-11:15 a.m.
sl o e L Sl herbal medicinal Raslan
2 “f"‘“"l 2 products
REACPT Preparation and ) B _19-
= & assessment of the Dr.ErE:R Sha 11.12 m12.00

registration file

12:00-12:45 p.m.

Assessment of naming | pr.samah M
26/5/2022 and Labelling of herbal | = 2o man M- 12:45-1:45 p.m.

medicinal products Shaker

C N s s Assessment of clinical Dr.Heb

Aol o gt particulars of herbal r-neba 01:45-02:45 p.m.
medicinal products Medhat 26/5/2022

o S S pall eyl i 2o

N e . Submission of pricing Dr.B

(=] oY kB gpan 4 2000 of herbal medicinal f-basma 2:45-3:15 p.m.
products Mohamed

Scan here
: : Dr.Nessma . .
Open discussion El-Sayed 3:15-3:45 p.m.
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Training program on cosmetic products promotional materials guide-

lines & new cosmo-vigilance regulations

Topic Lecturer Date Duration

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

ol e Gl

AL et @J’d\ b ij’ Introduction & Stand-
“L‘UJ asledl o)yl ‘*-‘:u\ Soaad ards for cosmetics Dr.Moaz Masoad 10:00-10:30 a.m.
)\J"’J Ll 3)5Lall, M\ Ol paetne promotion
obs 2022 Ll 122 2, dadl jus,
- Jorll Ol Sl ol Submission proce-
dure through Dr.Naglaa Gamal 15/5/2022 10:30-11:00 a.m.
“PROMAT”

Introduction, defini-

tions and Manage- Dr.Nourhan ) ]
ment for Cosmo- Mohsen 11:00-12:30 p.m.
vigilance

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

Reporting, Follow up
and Monitoring in

C toviail Dr.Nourhan
= osmetovigilance
15/5/2022 Mohsen

01:00-03:00 p.m.
15/5/2022

el Ay el 5 Q&A 03:00-03:30 p.m.

x WO IR JEREIPIGH g U7
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Scan here
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Training Program on Cosmetic Products Notification
Regulatory Guidelines

Topic Lecturer Date Duration

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

Dr.Heba essam

Introduction 10:00-10:30a.m.

el dein
Notification re- Dr. Nahla abd
quirement el rahman 22/05/2022 10:30-11:30a.m.

Dr.Heba essam
el dein

General require-
ments & violations

Break 12:30-01:00 p.m.

11:30-12:30 p.m.

Do & Tell - Tell& Do Dr. Sandy _ _
Variation samy 01:00-02:30p.m.
22/05/2022
Discussion Dr.Heba essam
Q&A el dein 02:30 -03:30p.m.
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Training program on the regulatory guides for the inspection
and control of cosmetic products & licensing and operating procedures of

cosmetics factories

Topic

Lecturer

Registration

-Introducing the licensing
management of cosmetics
and disinfectant factories.

- Licensing Work procedures
of Cosmetics and Disinfectant
Factories.

-Requirements for good
manufacturing required for
licensing cosmetic factories,
acc. to 1ISO 22716/2007.

Q&A

-Introduction to the new

Dr.Engy
Mohamed
Salah

Q&A

listing system and the decree Drél;/lriigred

no. 122 of 2022.
Dr.Sally

- Procedures of releasing raw Samir

materials and finished prod-

ucts (imported and local) Dr.Reham
Ramsis
Dr.

-Tell & do variations ' Sa!ly
Samir

Dr.

-How to request a visit ' Rehém

Ramsis
Dr.

-Violations and penalties r Maged
Samir

-How to implement the

periodic inspection system Dr.Moha

and training on applying good med

manufacturing rules Shafik

Date

26/5/2022

Break 12:30-01:00 p.m.

26/5/2022

Duration

09:30-10:00 a.m.

10:00-12:00 p.m.

12:00-12:30 p.m.

01:00-01:15 p.m.

01:15-01:45 p.m.

01:45-02:00 p.m.

02:00-02:15 p.m.

02:15-02:30 p.m.

02:30-03:00 p.m.

03:00-03:30 p.m.
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Training program on the regulatory guides of the rules and procedures of
importation, medical customs release and analysis of cosmetic Products

Topic Lecturer Date Duration

'd"J 7@\;}3 Registration 09:30-10:00 a.m.

J)ML Wﬁj &J—U\ C*’US S Introduction DI_rI.OASrRSra 10:00-10:30
52 i y Explanation of the
w ifgh ) \C’J b rules & procedures
JJ“S 5,5l Joosl ‘ff“"““l Regulating -Import
2022 W LY SRCPIRWINN and Medical Customs

Dr.Reham 31/5/2022

Release of Cosmetics Abu Ettab 10:30-12:30
& Raw Material,
Packaging Require-
ments
Break 12:30-1:00 p.m.

Regulation of sub-
mitting analysis file Dr. Sara Ha-
for notified cosmetic shem

product

01:00-02:00 p.m.

Specification and an- | Dr. Ghada El- ) )
alytical tests for cos- hag 31/5/2022 |02:00-02:30 p.m.

Dr. Sara Ha-

shem

Panel discussion -30-03:
31/5/2022 Dr. Ghada El- 02:30-03:00 p.m.

hag
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Contact us at:

EXT: 1225
cpd@edaegypt.gov.eg
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