
Preparing for the EU GMP Inspection

Table of Contents
About the Authors

Inspections..............................................................................................................................................5

Inspectors................................................................................................................................................9

Organization of Inspections..................................................................................................................11

Self-Inspection......................................................................................................................................21

Inspection of Contract Manufacturers..................................................................................................31

Inspection of Suppliers.........................................................................................................................33

Preparing GMP Inspections..................................................................................................................37

Inspection of API Manufacturers..........................................................................................................39

Appendices............................................................................................................................................41


