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Training Course Agenda

PDA 539 Technical Report No. 77: The Manufacture of Sterile Pharmaceutical
Products Using Blow-Fill-Seal Technology

DAY 1

8:30 Welcome and Introductions
9:00 Blow/Fill/Seal Technology, Process Description
10:30 Break
10:45 BFS applications and considerations
) Benefits of BFS, Technology Comparison
12:00 Lunch
Operational and Qualification Considerations — Process Validation
13:00 . "
Preparation of Critical Areas
14:30 Break
14-45 EnV|r'onm.entaI Monitoring
Quality Risk Assessment
16:00 End of Training Course




