
The GMP Handbook 
 (Good Manufacturing Practice)
- quality systems for the pharmaceutical industry

                by Anna Lundén



Contents

Chapter                                                                                    Page

 Introduction    5

   1 Quality work and Quality management  13

   2 The Authorities and their inspections  21

   3 Pharmaceutical Development  25

   4 Organisation and personnel  31

   5 Buildings, facilities, and equipment  37

   6 Materials management  47

   7 Manufacturing and reprocessing  53

   8 Filling, packaging, and labeling  61

   9 Testing, analyses and laboratory work  69

 10 Holding, distribution, and returned products  79

 11 Contract manufacture  81

 12 Complaints and product recall  83

 13 Self inspection (Internal audits)  87

 14 Validation and Change control  91

 15 Documentation and records 103

 

Annexes   113

Annex 1 Requirements for procedures and records in each 
 respective GMP 115 
Annex 2 Referral to the requirements for verifi cation of a 
 second individual (or equivalent systems) 126

Annex 3 References to the requirements in each Chapter 128

Annex 4 Summary and comparison of selected terms   144

Annex 5 Further reading and references 164

3




