
(1)

Contents

EU-GMP-Leitfaden (EL06) © Maas & Peither AG – GMP-Verlag

C
o

n
te

n
tsContents

1 Preface

1.2 Introduction

2 EU Directives

2.1 Commission Directive 2003/94/EC for medicinal products for human use
2.2 Directive 91/412/EEC

for veterinary medicinal products

3 EU GMP Guide

3.1 Part I 
Basic Requirements for Medicinal Products

3.1.1 Chapter 1
Quality Management

3.1.2 Chapter 2
Personnel

3.1.3 Chapter 3
Premises and Equipment

3.1.4 Chapter 4 
Documentation

3.1.5 Chapter 5 
Production

3.1.6 Chapter 6 
Quality Control

3.1.7 Chapter 7
Contract Manufacture and Analysis

3.1.8 Chapter 8 
Complaints and Product Recall

3.1.9 Chapter 9 
Self Inspection

3.2 Part II 
Basic Requirements for Active Substances used as Starting Materials

EU-GMP-LeitfadenIVZ-E.fm  Seite 1  Mittwoch, 19. Oktober 2011  12:14 12



(2)

EU-GMP-Leitfaden

EU-GMP-Leitfaden (EL06) © Maas & Peither AG – GMP-Verlag

C
o

n
te

n
ts 3.3 EU GMP Guide Part III 

– GMP related documents
3.3.1 Explanatory Notes on the preparation of a Site Master File
3.3.2 Quality Risk Management (ICH Q9)
3.3.3 Pharmaceutical Quality System 

(ICH Q10)
3.3.4 Internationally harmonised requirements for batch certification

4 Annexes 

4.1 Annex 1:
Manufacture of sterile medicinal products

4.2 Annex 2
Manufacture of Biological Medicinal Products for Human Use 

4.3 Annex 3: 
Manufacture of Radiopharmaceuticals

4.4 Annex 4
Manufacture of Veterinary Medicinal Products other than Immunological 
Veterinary Medicinal Products

4.5 Annex 5
Manufacture of Immunological Veterinary Medicinal Products

4.6 Annex 6
Manufacture of medicinal gases

4.7 Annex 7: 
Manufacture of Herbal Medicinal Products

4.8 Annex 8 
Sampling of Starting and Packaging Materials

4.9 Annex 9 
Manufacture of Liquids, Creams and Ointments

4.10 Annex 10 
Manufacture of Pressurised Metered Dose Aerosol Preparations for 
Inhalation

4.11 Annex 11: 
Computerised Systems

4.12 Annex 12 
Use of Ionising Radiation in the Manufacture of Medicinal Products

4.13 Annex 13
Investigational Medicinal Products

4.14 Annex 14
Manufacture of Medicinal Products Derived from Human Blood or Plasma

EU-GMP-LeitfadenIVZ-E.fm  Seite 2  Mittwoch, 19. Oktober 2011  12:14 12



(3)

Contents

EU-GMP-Leitfaden (EL06) © Maas & Peither AG – GMP-Verlag

C
o

n
te

n
ts4.15 Annex 15 

Qualification and validation
4.16 Annex 16

Certification by a Qualified Person and Batch Release
4.17 Annex 17

Parametric Release
4.18 Annex 18

Good manufacturing practice for active pharmaceutical ingredients
4.19 Annex 19 

Reference and Retention Samples 

EU-GMP-LeitfadenIVZ-E.fm  Seite 3  Mittwoch, 19. Oktober 2011  12:14 12



(4)

EU-GMP-Leitfaden

EU-GMP-Leitfaden (EL06) © Maas & Peither AG – GMP-Verlag

C
o

n
te

n
ts

EU-GMP-LeitfadenIVZ-E.fm  Seite 4  Mittwoch, 19. Oktober 2011  12:14 12


