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Volibris is indicated for treatment of pulmonary arterial hypertension (PAH) in adult patients of WHO Functional
Class (FC) Il to Ill, including use in combination treatment with tadalafil.
Efficacy has been shown in idiopathic PAH (IPAH) and in PAH associated with connective tissue disease.
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4.4 Special warnings and precautions for use

Volibris tablets contain less than 1 mmol sodium (23 mg), which is essentially ‘sodium-free’.

4.6 Fertility, pregnancy and lactation

Women of childbearing potential

Ambrisentan treatment must not be initiated in women of child-bearing potential unless the result of a
pre-treatment pregnancy test is negative and reliable contraception is practiced. Monthly pregnancy tests
during treatment with ambrisentan are recommended.



4.8 Undesirable effects

Skin and subcutaneous tissue disorders
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5.3 Preclinical safety data

In juvenile rats administered ambrisentan orally once daily during postnatal day 7 to 26, 36 or 62, a
decrease in brain weight (—3% to -8%) with no morphologic or neurobehavioral changes occurred after
breathing sounds, apnoea and hypoxia were observed. These effects occurred at exposures
approximately 1.8 to 7 times human paediatric exposures at 10 mg (age 9 to 15 years), based on AUC. The
clinical relevance of this finding to the paediatric population is not fully understood.
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