Annex 1V

Conditions to the marketing authorisation
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Conditions to the marketing authorisation

National Competent Authorities (NCAs) of Member States or Reference Member States (RMS) where
applicable, shall ensure that the following conditions are fulfilled by the MAH(s):

Conditions

Date

DHPC Communication circulation according to the CMDh agreed
communication plan and conditions.

Within 30 days after
CMDh agreement

The products with only obstetric indications and for which revocation is
applicable (instead of variation to the terms of the marketing authorisation)
should be recalled from the market by the Marketing Authorisation Holders
by 25" November 2013 at the latest.

By 25" November 2013
at the latest
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