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The EDQM 

• The EDQM (European Directorate for the 
Quality of Medicines & HealthCare) is a 
directorate of the Council of Europe 

• It was founded in 1964 with the signing of the 
Convention on the Elaboration of a 
European Pharmacopoeia 

• Signatories: 37 Council of Europe member states and the EU 

• Observers: 24 countries (19 non-European) and the WHO 
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European Pharmacopoeia 
Member and Observer states (2013) 



25 Observers from around the world 
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Some of the EDQM’s activities 

• European Pharmacopoeia (Ph. Eur.) 

• Standard Terms 

• Official Medicines Control Laboratories network 

• Blood transfusion 

• Organ transplantation 

• Medicrime Convention and eTACT 

• Cosmetics and food packaging 

• Pharmaceutical care incl. Quality Indicators Project 
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http://www.edqm.eu/site/european-pharmacopoeia-8th-edition-1563.html
http://www.edqm.eu/site/standard-terms-590.html
http://www.edqm.eu/site/General-european-OMCL-network-46.html
http://www.edqm.eu/site/blood-transfusion-mission-65.html
http://www.edqm.eu/site/organ-transplantation-mission-67.html
http://www.edqm.eu/site/the-medicrime-convention-1470.html
http://www.edqm.eu/site/eTACT-1466.html
http://www.edqm.eu/site/consumer-health-protection-1415.html
http://www.edqm.eu/site/pharmaceuticals-and-pharmaceutical-care-1271.html


EDQM and IDMP 

• The EDQM became involved in the IDMP 
project due to its history of providing standards 
for medicinal products throughout Europe 

• European Pharmacopoeia (Ph. Eur.) 

• Provides quality standards for substances used in medicinal products 
throughout Europe 

• Standard Terms 

• Provides standardised terminology for use in labelling, packaging, 
and identification of medicines in 32 world languages 

• dosage forms, routes of administration, packaging 
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EDQM and GInAS 

• The GInAS project is recognised as an extremely 
important tool for harmonising the identification 
of substances used in medicinal products 

• Information contained in the monographs of the 
European Pharmacopoeia (Ph. Eur.) is 
mandated by legislation in the regulation of 
medicinal products in Europe, and therefore has 
a natural link with GInAS 
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Ph. Eur. identifying information 

• Monograph title (English, French, Latin) 
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Ph. Eur. identifying information 

• Monograph title (English, French, Latin) 

• Graphical formula of parent substance 
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Ph. Eur. identifying information 

• Monograph title (English, French, Latin) 

• Graphical formula of parent substance 

• Definition of parent substance 

• IUPAC nomenclature of chemical substances 

• Molecular formula and relative molecular mass 

• Description of more complex substances 
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Ph. Eur. identifying information 

• Monograph title (English, French, Latin) 

• Graphical formula of parent substance 

• Definition of parent substance 

• IUPAC nomenclature of chemical substances 

• Molecular formula and relative molecular mass 

• Description of more complex substances 

• Graphical formula and nomenclature of 
impurities 
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Knowledge database 

• Each monograph also has an entry in the freely 
accessible EDQM Knowledge database 

• Further information is available for each 
substance, for example: 

• official Ph. Eur. reference standards 

• certificate holders 

• monograph revision history 

https://extranet.edqm.eu/4DLink1/4DCGI/Web_View/mono/1281 
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https://extranet.edqm.eu/4DLink1/4DCGI/Web_View/mono/1281
https://extranet.edqm.eu/4DLink1/4DCGI/Web_View/mono/1281
https://extranet.edqm.eu/4DLink1/4DCGI/Web_View/mono/1281


Summary 

• The EDQM has actively supported the IDMP 
project since its early years, in ISO and in ICH, 
providing the principal editor for the ISO 11239 
standard and implementation guide 

• The EDQM and the European Pharmacopoeia is 
looking forward to working with GInAS to find 
the best way to share relevant substance 
information in an efficient, maintainable way 
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For further information: 

www.coe.int 

www.edqm.eu 

http://pharmeuropa.edqm.eu 

 

European Directorate for the Quality 
of Medicines & HealthCare (EDQM) 
Council of Europe 
7 allée Kastner, CS 30026 
F-67081 Strasbourg, FRANCE 
Tel.: +33 3 88 41 30 30 
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