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Basic GMP
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Topic Lecturer Date
Thursda
: Dr. Rasha Sh y
Frida
. Dr. Rasha Shemes y
Documentation system 12/2/2021
Dr. Amany Haroun Saturday
Validation system 13/2/2021
Sanitation & hygiene ) Thursday
Dr. Kamal
Personal r. Nermin Kama 18/2/2021
Equipment Dr. Mohamed Friday
qualification/validation Shafik 19/2/2021
Key Elements of materials Dr. Amira Saturday
management & warehousing Mahgoub 20/2/2021
Key element of production & in Thursday
process control Dr. Nehal Kamal 25/2/2021
. Dr. Amira Friday
Quality management system Mahgoub 26/2/2021

Time

Registration:
10:00 to 10:30

Session 1:
10:30 to 12:30

Break:
12:30 to 1:00

Session 2 :
1:00 to 3:00
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NICU Clinical pharmacist competencies
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Topic Lecturer Date Time
Role of Clinical ph ist i
ole of C 1n1.ca pharmacist in Dr. Heba Abdel Monday . .
NICU during COVID-19 lateef 15/2/2021 Registration:
pandemic aree 09:00 to 09:15
Fluids and Electrolytes + Dr. Mohamed Thursday 09S~§;Si011111-:15
Workshop Abdel Kader 18/2/2021 Hoto L
Break :
) Dr. Heba Abdel Monday 11:15 to 11:30
1 Worksh ' '
Neonatal Sepsis+ Workshop lateef 99/2/2001
Session 2 :
HIE & Nutrition in neonates+ Dr. Mohamed Thursday 11:30 to 1:30
Workshop Abdel Kader 25/2/2021
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AN overview of Pharmaceutical impurities according to ICH Q3 A, ICH Q3B,
ICH Q3C, ICH Q3D, ICH M7, ICH Q9 & pharmacopoeial requirements.
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Topic Date Time
Participant Registration 9:00 9:30
Introduction about the training objectives & Technical advisor Prof. Dr. Hanan Amin &
- . 9:30 10:00
unit All trainers
Quality I‘IS.k m.anager.nent ac.corc%mg.to ICH (?9 &WHO v, Tt T B Ty 10:00 12:00
guidelines &its application in CTD file Wednesday
break 17/2/2021 12:00 12:30
Assessment &Control of Organic impurities in active
Dr.H 1 : 3
pharmaceutical ingredients (API) according to ICH Q3A r. Hamada Gama 12:30 2:30
break 2:30 3:00
Assessment &Control of Organic impurities in New Drug
Dr.H 1 6 .
Products according to ICH Q3B r. Hamada Gama 3:00 5:00
Participant Registration 9:30 10:00
Assessment &Control of Residual Solvents in both active .
o8 - Dr. Mohamed Badawi
pharmaceutical ingredients (API) & New Drug Products 10:00 12:00
according to ICH Q3C
break 12:00 12:30
Assessment & Control of Genotoxic impurities in active Dr. Rafeek Fahm Thursday
pharmaceutical ingredients (API) & New Drug Products ’ s 18/2/2021 12:30 2:30
according to ICH Q7 & Safety guidelines
break 2:30 3:00
Assessment &Control of Nitrosamine impurities in active Dr. Rafeek Fahmy
pharmaceutical ingredients (API) & New Drug Product 3:00 5:00
according to FDA guidelines & Pharmacopoeial requirements
Participant Registration 9:30 10:00
Assessment &Control of Elemental Impurities in both active
i 10:00 12:00
pharmaceutical ingredients (API) & New Drug Products L0150 L GG A
according to ICH Q3D
12:00 12:30
break Sunday
Assessment &Control of Extractables & Leachables for Dr. Rafeek Fahmy 21/2/2021
7 12.30 2.30
pharmaceuticals ICH Q3E
break 2:30 3:00
Prof. H Amin & All
Closing session & Certificates rol. Hanai Amin & 3:00 5:00
trainers
0 0
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Condensed pharmacovigilance training Program.
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Topic Lecturer Date Time
) Dr. Amira Ahmed Sunday
PV system master file (PSMF) Amin 28/2/2021
Risk management plan (RMP) Dr. Mahmoud abd Monday ?Oé%g)s‘:ral%(');(;
Sk management pia Elbaset 1/3/2021 HUo
Session :
Addendum of clinical overview  Dr. Mahmoud abd Tuesday 10:30 to 1:30
(ACO) Elbaset 2/3/2021 Break -
1:30 to 2:00
R ing A Reacti W
S fahageme 2:00 to 3:00
. . . Thursday
Emerging safety issues (ESI) Dr. Norihan Salah 4/3/2001
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Marketing Materials & Media Monitoring (PROMAT).
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Topic Lecturer
Registration 10:00 10:15
Opening and definition of the
importance of. automating a}?p.rovals Dr-Moaz Masoud 10:15 10:30
for marketing and advertising
materials
PROMAT features 10:30 11:30
Dr.Marwa Fawzy
Break Dr.Nglaa Gamal 11:30 12:30
Practical training on using the Dr.Michael Rifat
platform's features and tracking Dr.Doaa Ahmed 12:30 1:30
files
Dr.Samar Fl Fishawy
FAQ 1:30 2:00
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Stability file requirements for registration of different biological
products
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Topic Lecturer Time
Registration 9:30 10:00
Dr. Tamer Essam
Opening Speech & Introduction 10:00 10:15
Dr. Ayman Elkahtieb
Local &I t f iologi
ocal &Imported non reference biological Dr. Doaa Al 105 11:30
products
Dr. Asmaa Abd El
I ted ref biological product 11:30  12:30
mported reference biological products Ghafaar
Coffee Break 12:30 1:00
Dr. Doaa Ali
Case studies & Discussion Dr. Asmaa Abd Fl 1:00 3:00
Ghafaa
Closing remarks & certificates 3:00 3:30
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Excellence of GMP, ISO certificates review for EDA importation

approval issuance
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Topic Lecturer Time
Registration 9:00 9:30
. . Dr. Hossam
Opening Speech & Introduction 9:30 9:45

Abdallah

Excellence of GMP and ISO certificates Dr. Amira Hosney

Review for EDA Importation approval 9:45 11:00
Dr. Dina Meky

issuance

Break 11:00 11:30

Hands on Training, ISO certificate Dr. Dina Meky
T . g 11:30 12:30

verification & Various ISO certificate Types
Hands on Training, GMP certificate

Dr. Mah d

verification & Various GMP certificate ! N:S:;ou 12:30 2:00

Types
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Pharmacoeconomics (Basic Level)
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Topic Lecturer BE(S Time
Registration 9:00 9:30
Microeconomics 9.30 10:30
Introduction to pharmacoeconomics Saturday 6/2/2021  10:30 12:30
Break 12:30 1:00

Dr. Asmaa Saad
practical 1:00 3:00
Registration 9:00 9:30
Interpretation of statistical outcomes Saturday 9:30 12:00
Break 13/2/2021 12:00 12:30
Practical Dr. Mai Ahmed 12:30 3:00
Registration 9:00 9:30
Decision Tree Analysis 9:30 11:30
Saturday
Break moﬁ;ﬁ:’i“::hh 20/2/2021 11:30  12:00
Practical eldin 12:00 3:00
Registration 9:00 9:30
Markov Modeling Saturday 9:30 11:30
Break 27/2/2021 11:30 12:00
Practical 12:00 3.:00
Registration Dr. Sandy Emad 9:00 9:30
Sensitivity Analysis Fekry 9:30 10:30
Evidence Based Medicine, Systemic Reviews Saturda

and Meta-anal;,sis 6/3/2021y e L
Break 12:30 1.:00
practical 1:00 3:00
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