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Regulation (EU) No 536/2014 of the European Parliament and of the
Council of 16 April 2014 on clinical trials on medicinal products for
human use, and repealing Directive 2001/20/EC (Text with EEA relevance)

CHAPTER IX

MANUFACTURING AND IMPORT OF INVESTIGATIONAL
MEDICINAL PRODUCTS AND AUXILIARY MEDICINAL PRODUCTS

Article 65

Manufacturing of auxiliary medicinal products

Where the auxiliary medicinal product is not authorised, or where an authorised
auxiliary medicinal product is modified while such modification is not covered by a
marketing authorisation, it shall be manufactured according to the good manufacturing
practice referred to in Article 63(1) orto at least an equivalent standard, in order to ensure
appropriate quality.
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