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H#%E Agenda:
H#§ Date I} 8] Time F/ Topic
8:30-9:00 | &3 Registration
HIE AR Overview for GMP and ICH Q7
9:00-12:00 | AMEMREEERSA Glossary & Quality Management System
mR W5 % Facilities and Equipment
Day 1 12:00-13:00 | F# Lunch
Sep. 8 VIR RS Materials Systems
Mon.
13:00-16:30 | &= R % Production System
BERE Packaging and Labeling
16:30-17-00 | DEW® / HE Group Discussion / Q&A
' ' g FE RS Case Study: On-site Inspection
SEEH = i Laboratory Controls
AR R R ERRR Documentation and SOPs
9:00-12:00 | sy e a4 Overview of Data Integrity
AN/ E) Group Discussion/Q&A
FR HH B BAETH RIS Case Study: New Project VMP
Day 2 12:00-13:00 | £ Lunch
Sep. 9 gl 1L N Validation and Qualification
Tue. EREFRERE Contract Manufacturer Management
13:00-16:30 y API Manufactured by Cell Culture /
ENBFREFER Fermentation
PTG PRE FOHI APT ZE3K API for Use in Clinical Trials
16:30-17-00 INBTR /B Group Discussion / Q&A
' ' L ETERETHS Case Study: Post-approval Change
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