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Adefovir Dipivoxil — 10mg
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Hepsera is indicated for the treatment of chronic hepatitis B in adults with:

« compensated liver disease with evidence of active viral replication, persistently elevated serum alanine
aminotransferase (ALT) levels and histological evidence of active liver inflammation and fibrosis. Initiation of
Hepsera treatment should only be considered when the use of an alternative antiviral agent with a higher
genetic barrier to resistance is not available or appropriate.

» decompensated liver disease in combination with a second agent without cross-resistance to Hepsera.
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4.1 Therapeutic indications

Hepsera is indicated for the treatment of chronic hepatitis B in adults with:

e compensated liver disease with evidence of active viral replication, persistently elevated serum
alanine aminotransferase (ALT) levels and histological evidence of active liver inflammation and
fibrosis. Initiation of Hepsera treatment should only be considered when the use of an alternative
antiviral agent with a higher genetic barrier to resistance is not available or appropriate.

e decompensated liver disease in combination with a second agent without cross-resistance to

Hepsera.

4.2 Posology and method of administration

Posology

Adults: The recommended dose of Hepsera is 10 mg (one tablet) once daily taken orally with or without food.
Higher doses must not be administered.

The optimum duration of treatment is unknown. The relationship between treatment response and long-term
outcomes such as hepatocellular carcinoma or decompensated cirrhosis is not known.

In patients with decompensated liver disease, adefovir should always be used in combination with a second
agent, without cross-resistance to adefovir, to reduce the risk of resistance and to achieve rapid viral

suppression.




Patients should be monitored every six months for hepatitis B biochemical, virological and serological markers. |
4.8 Undesirable effects

Table 1: Tabulated summary of adverse reactions associated with adefovir dipivoxil based on clinical study
and post-marketing experience

Renal and urinary disorders:

Very common: Increases in creatinine
Common: Renal failure, abnormal renal function,
hypophosphatemia

Net-knrewnUncommon: Fanconi-syndromeproximal-Proximal renal tubulopathy_

(including Fanconi syndrome)
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