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ELABORATION OF PHARMACOPOEIA MONOGRAPHS IN THE 21 CENTURY

Dr William Keith Leonard Pugh
The Medicines and Healthcare Products Regulatory Agency (MHRA), London, UK

Keith.Pugh@mhra.gsi.gov.uk
Pharmacopoeias play a key role in the regulatory procedure for medicinal products, both in Europe and worldwide. In Europe, the main Pharmacopoeia is the European Pharmacopeia that is the responsibility of the European Directorate for the Quality of Medicines & Healthcare (EDQM).However; in addition, there are also a number of National Pharmacopoeias in European Member State countries. The official standards published by Pharmacopoeias provide a legal and scientific basis for quality control during the development, production and marketing of medicines and demonstrating compliance with these standards is a necessary part of the marketing authorisation dossier for a medicinal products.

This presentation will generally cover what the Pharmacopeias contain, but the main focus will be on the procedures for the elaboration of and maintenance of monographs in the European Pharmacopoeia (active substances) and the British Pharmacopoeia (finished products), with particular emphasis on current trends, issues etc and particular challenges in these areas. In addition, part of the presentation will focus on global harmonisation and progress in this area as well as possible other areas of interest.
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