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Since it guarantees that medications are consistently of high quality and safety, the EP is a crucial tool for the pharmaceutical industry. The EP monographs detail the substance's chemical and physical characteristics as well as tests for impurities and other quality characteristics. Manufacturers use this information to create and test their products, and regulators use it to check for adherence to the EP standards.
The primary source of official quality standards for medications and their ingredients in Europe is the European Pharmacopoeia (Ph. Eur. Ph. Eur. standards support the pharmaceutical industry and healthcare systems by providing a scientific foundation for the quality control of a product throughout its life cycle.
These standards are required by law, as stated in the Council of Europe Convention on the Development of a European Pharmacopoeia, as well as in national and European Union pharmaceutical regulations. In all states that have ratified the convention, they all become necessary on the same day.
European Pharmacopoeia 11th Edition
The European Pharmacopoeia (Ph. Eur.) 11th Edition is now available. Holders of Certificates of Suitability to the Ph. Eur. Monographs (CEPs) are encouraged to update their applications in accordance with the revised monographs, which will take effect on January 1, 2023, and to follow the guidelines below.
The substances covered by a CEP and for which a revised monograph will be implemented on 1 January 2023 in the 11th Edition of the Ph.Eur are listed in the table at the end of this announcement.
In accordance with Directives 2001/83/EC and 2001/82/EC, as amended, it is the manufacturer's duty to adhere to the most recent Ph. Eur. monograph and, consequently, to update the specification whenever a revised monograph is released.
In addition, the European Directorate for the Quality of Medicines and HealthCare (EDQM) ensures that CEPs refer to the most recent version of a Ph. Eur. monograph at any time.
Why do you need the European Pharmacopoeia?


The European Pharmacopoeia (Ph. Eur.) is the only source of information for evaluating the quality of pharmaceuticals. A product's entire life cycle can be monitored for quality using the official standards published within.
These requirements are spelled out as legally binding law in the EU and national pharmaceutical legislation as well as in the Council of Europe's Convention on the Development of a European Pharmacopoeia. On the same date, Ph. Eur. quality standards become obligatory in all signatory member states of the Convention.


The European Pharmacopoeia Commission continuously revises general texts and monographs, re-evaluates the relevance of animal tests mentioned in European Pharmacopoeia texts and, if deemed appropriate, includes alternative methods. The general monograph on Vaccines for veterinary use (0062) was revised to delete the TABST (target animal batch safety test), except in ‘particular circumstances’ to cover the need to perform, on an ad hoc basis, further testing and safety tests in particular. 
In the interest of the 3Rs, the European Pharmacopoeia Commission also adopted the deletion of the TABST from the European Pharmacopoeia for all veterinary vaccines. Currently, at the European Pharmacopoeia level, animals are no longer used in the testing of medicinal products derived from human blood and plasma. 
In many cases, in vivo testing has been replaced by in vitro methods for human and veterinary vaccines. For the remaining in vivo assays, different strategies are being used to promote reduction and reﬁnement of animal use, e.g. serology assays or single dilution assays for diphtheria, tetanus, acellular pertussis and rabies (veterinary/human) vaccines.
A number of important European Pharmacopoeia activities have been initiated over the last few years, such as the establishment of a PAT (Process Analytical Technology) Working Party based on a request from the EMA. PAT tools make it possible to use additional information collected throughout the production process, e.g. use of NIR
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