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Sebivo (b
telbivudine

On 16 February 2012, the Committee for Medicinal Products for H
opinion recommending the renewal of the marketing authorisatk
The marketing authorisation holder for this medicinal prqodu artis Europharm Ltd. They may
request a re examination of the CHMP opinion, provided t notify the European Medicines
Agency in writing of their intention within 15 days o@pt the opinion.

The CHMP adopted a change to an indication as f
Initiation of Sebivo treatment should only nNgered when the use of an alternative antiviral agent

co
with a higher genetic barrier to resistanc %available or appropriate.
Detailed conditions for the use of this m
characteristics (SmPC), which wi
(EPAR), and will be available in
marketing authorisation ha

For information, the fu &a Jons for Sebivo will be as follows?:

Sebivo is indicaged fo treatment of chronic hepatitis B in adult patients with compensated liver
disease and evi e of Wral replication, persistently elevated serum alanine aminotransferase (ALT)
levels and hi ical evidence of active inflammation and/or fibrosis.

(CHMP) adopted a positive
t edicinal product Sebivo.

will be described in the updated summary of product
ul¥ished in the revised European public assessment report
jcial European Union languages after the variation to the
Branted by the European Commission.

antiyi nt with a higher genetic barrier to resistance is not available or appropriate.

*
Ex;aon 5.1 for details of the study and specific patient characteristics on which this indication is

Initiat'! ofgebivo treatment should only be considered when the use of an alternative

! Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued
within 44 days (Type II variations) and 67 days (Annex II applications) from adoption of the opinion.
2 The text in bold represents the new or the amended indication.
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