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

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

• Mission: to contribute to a basic human right: 
access to good quality medicines and healthcare
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European Directorate for the Quality of 
Medicines & HealthCare



Member States and Observers
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European Pharmacopoeia & 
Its Legal Status

• Ph. Eur. is the official Pharmacopoeia, common to 
all member states – national pharmacopoeias to 
cover additional subjects of solely national 
interest

• Lays down common, compulsory standards with 
the same date of implementation in 37 Ph. Eur. 
member states

• standards for ALL medicinal products, i.e. 
ingredients, preparations, dosage forms, 
containers must comply with the Ph. Eur. 
requirements when they exist
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Some of the EDQM’s activities
• European Pharmacopoeia (Ph. Eur.)
• Standard Terms
• Official Medicines Control Laboratories network
• Blood transfusion
• Organ, tissue and cell transplantation
• Anti-counterfeiting activities: Testing activities, 

Inspection activities, Multisectorial training, Medicrime
(CoE)

• Cosmetics and food packaging
• Pharmaceutical care
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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  ISO 11239
• 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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Contents of the European Pharmacopoeia:
More than 2200 Monographs and 330 General chapters

Biologicals
3.4%

Chemicals
53.7%

Dosage forms
3.0%

Herbals
11.0%

Fats
5.1%

Radiopharm.
2.9%

Human vaccines
4.7%

Vet. Vaccines
4.7%

Plastics
2.1%

Blood deriv.
1.8%

Antibiotics
6.2%

Gases
0.8%

Homoeopathy
0.5%



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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The Markush
« Problem » at the 

level of the « main » 
substance 

(exceptional)
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The Markush « Problem » in the 
impurities section (often)



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
• Information about polymorphic form (existence or 

specifically defined)
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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
• Information about polymorphic form (existence or 

specifically defined)
• Production
HJ Bigalke©2015 EDQM, Council of Europe. All rights reserved.



HJ Bigalke©2015 EDQM, Council of Europe. All rights reserved.



Additional information in the 
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
• chromatograms
https://extranet.edqm.eu/4DLink1/4DCGI/Web_View/mono/1281

HJ Bigalke©2015 EDQM, Council of Europe. All rights reserved.



How could potentially EDQM and 
« GInAS » collaborate?

Exchange/synchronisation of
• Chemical structures for the main compounds

• Chemical structures for the impurities (Attention: Markush
structures)

• Names

• Nomenclature

• Definition

• Production information

• Special grades

• Sample Chromatograms
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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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Thank you!

www.coe.int

www.edqm.eu

pharmeuropa.edqm.eu

standardterms.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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