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Best Practice for Registration of IVD Products

Topic Lecturer Date Duration
) 3 ol Colaa

iy el ) Ay sjzké O
)Ua—'i*. oy il o b>3“: Opening speech 10:00-10:30 a.m.
B " = u_.ﬁ\j_ﬁ\ |l

wmmu N Ahmad | 18/05/2022
egistration

09:30-10:00 a.m.

egistration

s . 10:30-12:00 p.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
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Best Practice for Registration of Local Medical

Devices with Quality Certificates

Al 7&»\3}& laal

iyl ) E‘A S G

! .\ MY e % Topic Lecturer Date Duration

AJ.JL..J 9\L>§) | azdle 138, t.al

Lot 23S, Opening speech 10:00-10:30 a.m.

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

Dr.Eman
Registration of lo- Abdullah | 25/05/2022

cally manufactured 10:30-12:00 p.m.
medical devices

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

Most common
12:30-1:30 p.m.

mistakes
Dr.Eman
25/05/2022
_— Panel discussion | Abdullah 1:30-3:00 p.m.
25/05/2022
® Sely e [y Slelu 5 Q&A 3:00-3:30 p.m.
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Best practice for submission procedures of

scientific committee

wfd\ o f'a\é\ Ol Topic Lecturer Date Duration
2‘5{@"’5‘ g Ay | 5 ol o Registration 09:30-10:00 a.m.
2o Al ol Jo ol e
Gl olas Y e o gl Lol Opening speech 10:00-10:30 a.m.
— Dr.Nourhan
At “““-{j o Elnaggar | 15/5/2022
Submission proce-
dures of scientific 10:30-11:30 a.m.
committee files
Break 11:30-12:00 p.m.
Most common mis- . .
takes 12:00-12:30 p.m.
) . Dr.Nourhan
Panel discussion Elnaggar |15/5/2022 | 12:30-01:30 p.m.
Q&A 01:30-02:30 p.m.
15/5/2022
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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

Br

Online Content

Requirements

Dr.Naglaa
Gamal

eak

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 I

Registration

Content Controlling by
the Applicant

Dr.Moaz
Masoud

Monitoring by RMA

Dr.Michael

Timeline & Service
Considerations

Br

Submission Via PROMAT

Refaat

eak

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
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Advanced PV Training program

MedDRA

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 -

o . Dr.Ghada Ali
prescription medication .
o 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.
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Training program for licensing of scientific office

Topic Lecturer Date Duration
DAY |

7..0\:1\5 ..\.N

wﬁ,J\ wu\ LJ«J\ Sav - Introduction
o ol le\ ¢ yb - Types of scientific offices
3 Dr.Rasha

Sl e D N‘” d))"j - Guidelines & 29/5/2022 10:00-12:00 p.m.
i uwjd PRGNS regulations for Mahmoud

licensing of scientific
de el B i Bl offices

Lol Luilly dovall wlbolisy!

oLl oz, Ll LKl
) Y ‘\5{@‘” BEEEOUN _ Hocuments required for

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

mu Kl da, e u\m censi - Dr.Areeg
g icensing new scientific
LL_AL gl Jot e o Abd El-  29/5/2022 12:30-02:30 p.m.
office
= dmj e M e 4 - Licensing procedures monaime
NI U,y s, \_v__4
DAY Il

.‘,ﬁ.@“@‘ A S b g

k=== 29 & 30/5/2022
@ resl Aoy Sl 8
- Documents required for =~ Dr.Areeg
renewal of scientific office  Abd EI-  30/5/2022 10:00-12:00 a.m.

L IRttt | .
Lol oK) license monaime

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

- Renewal cases for

scientific office license

- Procedures for renewal
of scientific office license

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

- Documents required for

o d S pall el e e

E e ¥ L (5 ms 4> 2000

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

- Cancellation cases




el 450 505

Blaes] dedl aduaill Olwyles (18 ()45 Zeeliy
GMP Requirements for Medical Devices Plant
Design Training program

:@U.ui\ 73\&3\ ol
s A @_@.\ﬂ\ @\: ARG XV Topic Lecturer Date Duration
: W eledkndd C\“m Y Registration 09:30-10:00 a.m.
decadadl sy Aol ast L)
g 2y s t)}j Introduction

: A Dr.R A 10:00 - 12:00 p.m.
U}UM Mb Warehouses / sterilizer rRamy Avad | 25/5/2022 P

12:00—12:30 p.m.

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

Discussion

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

s el Ay Colan

DlebrY) ooy L el 4255 G Lecturer
o dadall Sl L) £ i)
RO R C L P |1t oduction to herbal
PR TIC RGP medicines & how to
o LY e o Jadl S classify your product
s o o i) eyl

. S R ! herbal medicinal
e e uw\f U products
Syt S i 1S 5 e 1aS) Lo

(S e Preparation and
assessment of the
registration file

Duration

09:30-10:00 a.m.

Dr.Nessma ) .
El-Sayed 10:00-10:30 a.m.

Executive procedures

for registration of D.{g'ié?f 26/5/2022 | 10:30-11:15 a.m.

Dr.Eman Sha- 11:15-12:00
ban a.m.

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
e R ek a s Assessment of clinical Dr.Heb
it e particulars of herbal f.reba 01:45-02:45 p.m.
medicinal products Medhat 26/5/2022
o S S pall eyl i 2o
SN , Submission of pricing Dr.B
= Y k@ grae 42> 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.

sy
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Topic

s gl el Al Glaa
VAL e d"fd\ el ) o

Rty iled) sl 2ol 2
)J_d \_ﬂ.»\b a)JLA M u\j,w
obas 2022 A,_J 122 ;) G\ st

Introduction & Stand-
ards for cosmetics
promotion

ol 3l 20 30

ALk, g dile al) 3) gally dualdld) Apadaisl) Jaally Ciy aill o )25 gald

Jaaadl) &l ypanioca

Lecturer

Registration

Dr.Moaz Masoad

> el Sl 5155 CJJE Submission proce-

dure through
“PROMAT”

Dr.Naglaa Gamal

Introduction, defini-
tions and Manage-
ment for Cosmo-
vigilance

Reporting, Follow up
and Monitoring in

Cosmetovigilance
15/5/2022

Dr.Nourhan
Mohsen

Dr.Nourhan
Mohsen

Training program on cosmetic products promotional materials guide-
lines & new cosmo-vigilance regulations

Date

15/5/2022

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

15/5/2022

Duration

09:30-10:00 a.m.

10:00-10:30 a.m.

10:30-11:00 a.m.

11:00-12:30 p.m.

01:00-03:00 p.m.

03:00-03:30 p.m.
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Training Program on Cosmetic Products Notification

Regulatory Guidelines
Topic Lecturer Date Duration

Registration 09:30-10:00 a.m.
Jolb el
oL jw @ Introduction Dr-”j%aeﬁfsam 10:00-10:30a.m.
B dd
JJA_@ 7)3\ ol 2022 w 122

- ool Ol s Notification re- Dr. Nahla abd

30/05/2022 | 10:30-11:30a.m.

quirement el rahman
General require- Dr.Heba essam _ _
ments & violations el dein 11:30-12:30 p.m.

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

Do & Tell - Tell& Do Dr. Sandy 01:00 =02:30p.m

Variation samy
30/05/2022
Discussion Dr.Heba essam
Q&A el dein 02:30-03:30p.m.

30/05/2022
@ /s okls

o Jeb &pal) el & e

B ¥ b gae L 1500

Scan here
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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
-Tell & do variations Dr.Sa!Iy
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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Topic

| bl o

J)ML wﬁj &J—\J\ @\UA d—\" Introduction

g d")

iglgll 4610 4 JSL\ 3yl

Lecturer

Registration

5)41‘ d“u CJ—’YJ
)J_n_s LLL»DJLA}J,@J J—M..»L
2022 ) 122 3 dngl) )

31/5/2022

Dr.Amera
Hosney
Explanation of the
rules & procedures
Regulating -Import
and Medical Customs | Dr.Reham
Release of Cosmetics Abu Ettab
& Raw Material,
Packaging Require-
ments
Break
Regulation of sub-
mitting analysis file Dr. Sara Ha-
for notified cosmetic shem
product
Specification and an- | Dr. Ghada El-
alytical tests for cos- hag
Dr. Sara Ha-
. i shem
Panel discussion
Dr. Ghada EI-

hag

AR TR BTy u\;bab 3o g8 daldl) duaudaiil) JiYally ciy janll il el g
Jeaadl) "‘JMJM‘J‘_,SJAAJ\‘_’.IH\

Training program on the regulatory guides of the rules and procedures of
importation, medical customs release and analysis of cosmetic Products

Date

31/5/2022

31/5/2022

Duration

09:30-10:00 a.m.

10:00-10:30

10:30-12:30

12:30-1:00 p.m.

01:00-02:00 p.m.

02:00-02:30 p.m.

02:30-03:00 p.m.

©

5 ool & Al ;\j,\\\ a2
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Contact us at:

EXT: 1225
cpd@edaegypt.gov.eg
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