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Amvuttra is indicated for the treatment of hereditary transthyretin amyloidosis in adult
patients with stage 1 or stage 2 polyneuropathy (hRATTR-PN).

Amvuttra is indicated for the treatment of wild-type or hereditary transthyretin
amyloidosis in adult patients with cardiomyopathy (ATTR-CM).
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4.8 Undesirable effects

[...]

System Organ Class ‘ Adverse Reaction ‘ Frequency

[...]

Investigations ‘ Alanine transaminase increased ‘ Common

[...]

Description of selected adverse reactions

Liver function tests

In the HELIOS-B study, 97 (30%) of patients treated with Amvuttra and 78 (24%)
patients treated with placebo had a mild increased alanine aminotransferase (ALT)
greater than the ULN and less than or equal to 3xULN. All patients treated with
Amvuttra with mild ALT elevations were asymptomatic and the majority had
normalization of ALT levels with continued dosing.
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