NATIONAL GMP REGULATIONS AND
CODES AND INTERNATIONAL GMP
GUIDES AND GUIDELINES:
CORRESPONDENCES AND
DIFFERENCES

MARKO NARHI AND KATRINA NORDSTROM
Helsinki University of Technology, Helsinki, Finland

Contents

1 Introduction
2 National GMP Regulations and Codes

2.1
22
23
24
2.5
2.6
2.7
2.8

United States
Canada

European Union
East Asian Countries
India

Australia

New Zealand

South Africa

3 International GMP Guides and Harmonization

3.1
32
33
34
3.5

World Health Organization

Pharmaceutical Inspection Cooperation Scheme
International Conference on Harmonization
Association of Southeast Asian Nations (ASEAN)
Mercado Comun del Sur (MERCOSUR)

4  Correspondences of the U.S. GMP Regulations with GMP Codes and Guidelines

41
42
43
4.4
4.5
4.6

General Issues

Organization and Personnel

Buildings and Facilities

Equipment

Control of Components and Drug Product Containers and Closures
Production and Process Controls

Pharmaceutical Sciences Encyclopedia: Drug Discovery, Development, and Manufacturing
Edited by Shayne C. Gad
Copyright © 2010 John Wiley & Sons, Inc.



	pse378



