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Commission Directive 2005/28/EC of 8 April 2005 laying down principles
and detailed guidelines for good clinical practice as regards investigational

medicinal products for human use, as well as the requirements for authorisation
of the manufacturing or importation of such products (Text with EEA relevance)

CHAPTER 3

MANUFACTURING OR IMPORT AUTHORISATION

Article 15

The competent authority shall suspend or revoke the authorisation, as a whole or in
part, if the holder of the authorisation fails at any time to comply with the relevant
requirements.


