CMDuw

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Veterinary

EMEA/CMDvV/365373/2006
London, 22 September 2006

Question & Answer N. 13/2006

Addition of target species not included in reference product
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QUESTION

A company has an existing generic authorisation which is authorised for use in one
target species. They now want to add another target species, but the authorisation for
the reference product does not include this species in any Member State.

Can the company gain the new species by way of an extension to the existing generic
authorisation, if they generate the relevant data themselves?

ANSWER

Yes, the (food producing) target species can be applied for by way of an extension
application, with the company’s own supportive data.
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