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09:40-11:00

» Draft guidelines :
Quality System
= Principle
= Pharmaceutical Quality System
= Good Manufacturing Practice for Medicinal
Products
= Quality Control
= Product Quality Review
= Quality Risk Management

Revised Chapter 1 - Pharmaceutical
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11:10-12:30

» Draft guidelines : Revised Chapter 4 - Documentation
= Principle

= Data governance systems

= Risk management

= General requirements for documentation
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12:30-13:30
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13:30-14:50

» Draft guidelines : Revised Chapter 4 - Documentation
Master Documents

Generation and Control of Documentation

Good documentation practice

Signatures in GMP relevant documentation

14:50-15:00
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15:00-16:20

» Draft guidelines : Revised Chapter 4 - Documentation
= Retention of documents
= Data Integrity in documentation
= Hybrid Systems
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