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On 12 October 2017, the Committee for Medicinal Products for H% Use (CHMP) adopted a positive
opinion recommending a change to the terms of the marketing,a risation for the medicinal product
Bydureon. The marketing authorisation holder for this m@l product is AstraZeneca AB.

The CHMP adopted a change to the existing indicatior@extend the use of Bydureon in combination with

insulin as follows?: Q

“Bydureon is indicated in adults 18 y nd older with type 2 diabetes mellitus to improve
glycaemic control in combination w er glucose lowering medicinal products, including
basal insulin, when the therapyimnsdse, together with diet and exercise, does not provide
adequate glycaemic control ction 4.4, 4.5 and 5.1 for available data on different

combinations).” &

r the’use of this product will be described in the updated summary of

, which will be published in the revised European public assessment report
in all official European Union languages after a decision on this change to
ion has been granted by the European Commission.
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! Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued 67
days from adoption of the opinion
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