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Regulation (EU) 2017/745 of the European Parliament and of the Council
of 5 April 2017 on medical devices, amending Directive 2001/83/EC,

Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing
Council Directives 90/385/EEC and 93/42/EEC (Text with EEA relevance)

CHAPTER IX

CONFIDENTIALITY, DATA PROTECTION, FUNDING AND PENALTIES

Article 113

Penalties

The Member States shall lay down the rules on penalties applicable for infringement of
the provisions of this Regulation and shall take all measures necessary to ensure that
they are implemented. The penalties provided for shall be effective, proportionate, and
dissuasive. The Member States shall notify the Commission of those rules and of those
measures by 25 February 2020 and shall notify it, without delay, of any subsequent
amendment affecting them.
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