EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Committee for Medicinal Products for Human Use (CHMP) .

24 September 2015 @
EMA/CHMP/408137/2015 c

Summary of opinion® (post authorisation) (\

S
N
Rebetol ’O'Q

ribavirin (
Q

On 24 September 2015, the Committee for Medicinal Produ@r uman Use (CHMP) adopted a positive
opinion recommending changes to the terms of the marlQ authorisation for the medicinal product
Rebetol. The marketing authorisation holder for this médi | product is Merck Sharp & Dohme Limited.

The changes clarify which medicinal products may sed in combination with Rebetol, removing specific
reference to peginterferon (PeglFN) alfa-2b in theni ation. As a result, the new full indication of
Rebetol will be as follows:

“Rebetol is indicated in combination with edicinal products for the treatment of chronic hepatitis C

(CHCQC) in adults (see sections 4.2, 4.4, é ).

Rebetol is indicated in combination Wi er medicinal products for the treatment of chronic hepatitis C
(CHC) for paediatric patients (child years of age and older and adolescents) not previously treated
and without liver decompensatii e sections 4.2, 4.4 and 5.1).”

In addition, the CHMP reco ed an update of section 4.3, removing several contraindications. For
information, the full contra@ations for Rebetol will be as follows:
Hypersensitivity @\active substance or to any of the excipients listed in section 6.1.

Pregnancy (see s 4.4, 4.6 and 5.3). In females of childbearing potential, Rebetol must not be

initiated until port of a negative pregnancy test has been obtained immediately prior to initiation of
therapy. \

Breas -

Histor vere pre-existing cardiac disease, including unstable or uncontrolled cardiac disease, in the

pre@ iXx months (see section 4.4).

lobinopathies (e.g., thalassemia, sickle-cell anaemia).

Ple refer to the corresponding SmPC of medicinal products used in combination with Rebetol for
contraindications specific to these products.

1 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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Detailed recommendations for the use of this product will be described in the updated summary of
product characteristics (SmPC), which will be published in the revised European public assessment report
(EPAR), and will be available in all official European Union languages after a decision on this change to
the marketing authorisation has been granted by the European Commission.
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