
The EudraGMDP database is maintained and operated by the EMA. Access to the general public is granted in order to enhance availability of 

information related to the EMA mandate. The content of the database is provided by the National Competent Authorities (NCA) of the EEA. For 

this reason, the EMA accepts no responsibility or liability whatsoever (including but not limited to any direct or consequential loss or damage it 

might occur to you and/or any other third party) arising out of or in connection with the information on this database. Any questions about the 

content should be addressed to the relevant NCA.

Due to the restrictions caused by COVID-19, the period of validity of GMP and GDP certificates issued by EEA authorities is automatically 

extended until the end of 2024, except where clarifying remarks in the document state otherwise. Manufacturers, importers and distributors must 

continue to comply with GMP/GDP and all other legal obligations. On-site inspections are now being conducted and scheduling of these 

inspections may be independent of the extended validity period stated above. Competent authorities will continue to perform risk based 

supervision of sites by either on-site inspections or distant assessments and, based on the outcome, may continue to issue, withdraw or restrict 

GMP and GDP certificates, as appropriate.
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API Registration:

The Community format for the API Registration Certificate was established in accordance with Art. 47 of 

Directive 2004/27/EC and Art. 51 of Directive 2004/28/EC, amending Directives 2001/83/EC and 

2001/82/EC respectively.

The Community format for the API Registration Certificate is published in the Compilation of Community 

Procedures. API Registration Certificates are to be entered into EudraGMDP, as referred to in Art. 111(6) of 

Directive 2001/83/EC and Art. 80(6) of Directive 2001/82/EC.

Compliance with Good Distribution Practice:

A certificate of Good Distribution Practice (GDP) is issued to a wholesale distributor by the national 

competent authority that carried out an inspection if the outcome of the inspection confirms that the 

wholesale distributor complies with Good Distribution Practice, as provided by European Union legislation.
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