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Chapter 2 — GMP Quality Management in the US

Chapter 3 — Document Control and Preparation of Documented Procedures
to Comply with the FDA Regulations

Chapter 4 — Validation Procedures to Comply with the FDA Regulations and

Guidelines

Chapter 5 — Internal and External Audit Program to Comply with the FDA

Guidelines and Expectations

Chapter 6 — Inspection Management to Comply with the FDA Inspection
and Training for Person in Charge
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