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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 62

Responsibilities of the qualified person

1 The qualified person shall ensure that each batch of investigational medicinal products
manufactured in or imported into the Union complies with the requirements set out in Article
63 and shall certify that those requirements are fulfilled.

2 The certification referred to in paragraph 1 shall be made available by the sponsor at
the request of the Member State concerned.



2 Regulation (EU) No 536/2014 of the European Parliament and of the Council of...
Document Generated: 2023-10-20

Changes to legislation: 
There are currently no known outstanding effects for the Regulation (EU) No 536/2014 of the
European Parliament and of the Council, Article 62.


