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Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use

TITLE XI

SUPERVISION AND SANCTIONS

Article 117

[F11 Without prejudice to the measures provided for in Article 116, Member States shall
take all appropriate steps to ensure that the supply of the medicinal product is prohibited and
the medicinal product withdrawn from the market, if the view is taken that:

[F2a the medicinal product is harmful; or]
b it lacks therapeutic efficacy; or

[F2c the risk-benefit balance is not favourable; or]
d its qualitative and quantitative composition is not as declared; or
e the controls on the medicinal product and/or on the ingredients and the controls at an

intermediate stage of the manufacturing process have not been carried out or if some
other requirement or obligation relating to the grant of the manufacturing authorisation
has not been fulfilled.]

2 The competent authority may limit the prohibition to supply the product, or its
withdrawal from the market, to those batches which are the subject of dispute.

[F33 The competent authority may, for a medicinal product for which the supply has been
prohibited or which has been withdrawn from the market in accordance with paragraphs 1 and
2, in exceptional circumstances during a transitional period allow the supply of the medicinal
product to patients who are already being treated with the medicinal product.]

Textual Amendments
F1 Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.
F2 Substituted by Directive 2010/84/EU of the European Parliament and of the Council of 15 December

2010 amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating
to medicinal products for human use (Text with EEA relevance).

F3 Inserted by Directive 2010/84/EU of the European Parliament and of the Council of 15 December
2010 amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating
to medicinal products for human use (Text with EEA relevance).
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