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The Expert Committee on Specifications for Pharmaceutical 
Preparations works towards clear, independent and practical 
standards and guidelines for the quality assurance of 
medicines. Standards are developed by the Committee through 
worldwide consultation and an international consensus-
building process. The following new guidelines were adopted 
and recommended for use, in addition to 20 monographs and 
general texts for inclusion in The International Pharmacopoeia 
and 11 new International Chemical Reference Substances. 
The International Pharmacopoeia – updating mechanism 
for the section on radiopharmaceuticals; WHO good 
manufacturing practices for pharmaceutical products: main 
principles; Model quality assurance system for procurement 
agencies; Assessment tool based on the model quality 
assurance system for procurement agencies: aide-memoire 
for inspection; Guidelines on submission of documentation 
for prequalification of finished pharmaceutical products 
approved by stringent regulatory authorities; and Guidelines 
on submission of documentation for a multisource (generic) 
finished pharmaceutical product: quality part.
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workers; internationally applicable guidelines and standards; reviews and analyses of 
health policies, programmes and research; and state-of-the-art consensus reports that 
offer technical advice and recommendations for decision-makers. These books are 
closely tied to the Organization’s priority activities, encompassing disease prevention 
and control, the development of equitable health systems based on primary health 
care, and health promotion for individuals and communities. Progress towards better 
health for all also demands the global dissemination and exchange of information 
that draws on the knowledge and experience of all WHO’s Member countries and the 
collaboration of world leaders in public health and the biomedical sciences.

To ensure the widest possible availability of authoritative information and guidance on 
health matters, WHO secures the broad international distribution of its publications 
and encourages their translation and adaptation. By helping to promote and protect 
health and prevent and control disease throughout the world, WHO’s books contribute 
to achieving the Organization’s principal objective – the attainment by all people of 
the highest possible level of health.

The WHO Technical Report Series makes available the findings of various international 
groups of experts that provide WHO with the latest scientific and technical advice on 
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