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Technical assistance in implementation 
of Good Manufacturing/Distribution practice
and creation of pharmaceutical inspectorate in Georgia
19 – 20 March 2018
Tbilisi, Georgia
Provisional agenda 
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Day 1

08:30 – 09:00
Registration of participants 
09:00 – 09:45
Why GMP?
09:45 – 10:30    
Introduction of GMP/GDP in Georgia
10:30 – 11:00
Tea/Coffee break

11:00 – 11:45 
Interactive presentation “Medical products regulation. Role of WHO and other international organizations”
11:45 – 12:30
Licensing and inspection of manufacturers and importers, their GMP compliance
12:30 – 13:30
Lunch
13:30 – 14:15
WHO Prequalification program and WHO Certification scheme for pharmaceutical products moving in international commerce

14:15 – 15:00
PIC/S: Role and outcome
15:00 – 15:30 
Tea/Coffee break

15:30 – 16:15
GMP main principles. WHO GMP guidelines
16:15 – 17:00
EU GMP implementation. Country experience
17:00
Wrap-up of day 1
Day 2
09:00 – 10:30
GMP basic principles
10:30 – 11:00
Tea/Coffee break

11:00 –12:30
GMP basic principles (continued)
12:30 – 13:30
Lunch

13:30 – 14:15
Interactive presentation «Site Master File and Marketing Authorization Dossier».

· What is Site Master File (SMF)
· SMF Content
· Real time comparison of SMF in evaluation and during inspection
14:15 – 15:00
Methodology of inspections
· Types of inspections
· Inspection planning
· Preparation for inspection
· Welcome meeting
· Conduct of inspection
· Inspection closing meeting
15:00 – 15:30 
Tea/Coffee break

15:30 – 16:15
Interactive presentation “Quality Management System (QMS) requirements for pharmaceutical inspectorates
· Code of ethics and conduct for inspectors 

· Documentation and change control
· Records
· Inspection procedures
· Inspection resources
· Inspector’s qualification requirements
· GMP inspectors’ specialization
· Inspector’s training
· Contracting of experts and requirements
16:15 – 17:00
Classification of deficiencies/observations and their categorization during 



inspection
17:00


Workshop wrap-up
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