Annex 111

Condition for lifting the suspension of the marketing authorisations
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Condition for lifting the suspension of the marketing authorisations for
Numeta G13%E and associated names

For the suspension of the marketing authorisations of Numeta G13%E to be lifted, the National
competent authorities of Member States shall verify that the following conditions are fulfilled by the
MAH:

The MAH should reformulate the product, to include a level of magnesium which is justified based on
the most recent knowledge in the area.

The MAH should liaise with the Reference Member State to agree on the appropriate procedure to be
used for the fulfilment of this condition.
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