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Commission Decision of 27 November 2009 amending Decision 2002/364/
EC on common technical specifications for in vitro diagnostic medical devices

(notified under document C(2009) 9464) (Text with EEA relevance) (2009/886/EC)

Article 1

The Annex to Decision 2002/364/EC is replaced by the text in the Annex to this
Decision.

Article 2

Decision 2009/108/EC is repealed.

Article 3

This Decision shall apply from 1 December 2010 for those devices first placed on the
market prior to 1 December 2009.

It shall apply from 1 December 2009 for all other devices.

However, Member States shall allow manufacturers to apply the requirements set out
in the Annex before the dates set out in the first and second paragraphs.

Article 4

This Decision is addressed to the Member States.
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