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Revolade 25 mq,50 mqg Film-coated tablets

2'WONN 7w 9N 1pa (1DTY Y VTN nwzan n"ya 78wt 0'v0an nnan

NINAD NI'INAY AlNn JITIA Y'YdNn

Revolade is indicated for the treatment of patients aged 6 year and above with primary immune
thrombocytopenia (ITP) lasting 6 months or longer from diagnosis and who are refractory to other treatments
(e.g. corticosteroids, immunoglobulins).

Revolade is indicated for the treatment of adult patients with severe aplastic anaemia who have had an
insufficient response to immunosuppressive therapy.

Revolade is indicated for the treatment of thrombocytopenia in adult patients with chronic hepatitis C to allow
the initiation and maintenance of interferon-based therapy.

Revolade is indicated in combination with standard immunosuppressive therapy for the first-line treatment of

adult and pediatric patients 6 years and older with severe aplastic anemia.
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eltrombopag (as olamine) 25 mg or 50 mg
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4.8 Undesirable effects

Refractory severe aplastic anaemia in adult patients
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The safety of eltrombopag in refractory severe aplastic anaemia was assessed in a single-arm, open-label study(N=43)
in which 11 patlents (26%) were treated for >6 months and 7 patlents (16 %) were treated for >1 year (see section 5.1).

. A forThe most common adverse
reactions occurring in at least 10% of patlents included headache, d|zzmess cough, oropharyngeal pain, rhinorrhoea
,nausea, diarrhoea, abdominal pain, transaminases increased, arthralgia, pain in extremity, muscle spasms ,fatigue and
pyrexia.

5.1 Pharmacodynamic properties

An-Open-label non-controlled studies

REPEAT (TRA108057): This open-label, repeat-dose study (3 cycles of 6 weeks of treatment, followed by 4 weeks off
treatment) showed that episodic use with multiple courses of eltrombopag has demonstrated no loss of response.

EXTEND (TRA105325):Eltrombopag was administered to 302 ITP patients in the open-label extension study EXTEND
{FRA105325); 218 patients completed 1 year, 180 completed 2 years, 107 completed 3 years, 75 completed 4 years, 34
completed 5 years and 18 completed 6 years. The median baseline platelet count was 19 000/ul prior to eltrombopag
administration. Median platelet counts at 1, 2, 3, 4, 5, 6 and 7 years on study were 85 000/ul, 85 000/ul, 105 000/ul, 64
000/ul, 75 000/ul, 119,000/ul and 76,000/ul respectively.
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