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Regulation of the European Parliament and of the Council 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 (First reading)

Adoption
of the Council's position at first reading
of the statement of the Council's reasons
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The outcome of voting on the above mentioned legislative act is attached to this note.
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Voting Rule:  qualified majority

Subject: Position of the Counci at first reading with a view to the adoption of a Regulation of the European

Parliament and of the Council on medical devices, amending Directve 2001/83EC. Reguiation (EC)
Mo 17E2002 and Regulaiion (EC) Mo 122372002 and repealing Council Directives B07335EEC and
BA4XEEC (Farst reading)
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* When aciing on a proposal frm the Commission or the High Representative, qualifed majorky |s reached I af least 55 % of
members voie in favour (16 MS) accounting for at feast 85% of the population
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