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Quality assurance of pharmaceutical products
is a continuing concern of WHO. Despite
efforts made around the world to ensure a
supply of quality and effective medicines,
substandard, spurious and counterfeit
products still compromise health care delivery
in many countries.

To respond to the global need for adequate
quality assurance of pharmaceuticals, WHO’s
Expert Committee on Specifications for
Pharmaceutical Preparations has over the
years made numerous recommendations to
establish standards and guidelines and to
promote the effective functioning of national
regulatory and control systems and the
implementation of internationally agreed
standards by trained personnel. Many of the
relevant documents endorsed by the
Committee are reproduced in this volume,
providing guidance covering all aspects of
good manufacturing practices (GMP).
Important texts on inspection are also included.

Most of the material has been published
separately in the Expert Committee’s reports.
This compendium brings it together to make it
more accessible and of greater practical value
to those working in faculties of pharmacy, in
medicines regulation and control, and in the
pharmaceutical industry.

This is the second updated edition of the
compendium and includes texts published in
2005 and 2006 in the WHO Technical Report
Series.
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Introduction

1. WHO good manufacturing practices:
main principles for pharmaceutical
products
Quality management in the dug industry:
philosophy and essential elements
(update on sampling) (new)
Heating ventilation and air-conditioning
systems for non sterile pharmaceutical
dosage forms (new)
Validation (new)
Water for pharmaceutical use (new)

2.  WHO good manufacturing practices:
starting materials
Active pharmaceutical ingredients (bulk
drug substances)
Pharmaceutical excipients

3. WHO good manufacturing practices:
specific pharmaceutical products
Sterile pharmaceutical products
Biological products
Investigational pharmaceutical products
for clinical trials in humans
The manufacture of herbal medicines
(updated)

WHAT’S INSIDE THIS PUBLICATION?

For bulk orders, please contact WHO Press
for quotations and special discounts.

Radiopharmaceutical products

4.  Inspection
Pre-approval inspections
Inspection of pharmaceutical
manufacturers
Inspection of drug distribution channels
Quality systems requirements for national
good manufacturing practice
inspectorates
Guidance on good manufacturing
practices: inspection report
Model certificate of good manufacturing
practices

5.  Hazard and risk analysis in
pharmaceutical products
Application of hazard analysis and critical
control point (HACCP) methodology to
pharmaceuticals

6.  Sampling operations (new)
Sampling of pharmaceutical products and
related material (new)
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