'\ 2019 ap

n'MYY no'ni NIrav o'oT  IMAn
Zeffix tablets and oral solution
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Zeffix tablets and Zeffix Oral Solution
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Zeffix tablets:
Lamivudine 100 mg
Zeffix oral solution:
Lamivudine 5 mg/mi
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Zeffix is indicated for the treatment of chronic hepatitis B associated with the evidence of hepatitis

B viral (HBV) replication and active liver inflammation in adults and also in children and
adolescents aged 2 to 17 years old.
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5. WARNINGS AND PRECAUTIONS

5.3 Emergence of Resistance-Associated HBV Substitutions

Progressmn of hepatitis B, including death, has been reported in some subjects with YMDD-mutant HBV,
mcludlng subjects from the I|ver transplant settmg and from other cllnlcal trials. I-H—GI+H+e&|—pFaet+ee—meﬂl-teFl-Hg

In order to reduce the risk of resistance in patients receiving monotherapy with Zeffix, a switch to an

alternative regimen should be considered if serum HBY DNA remains detectable after 24 weeks of treatment.
Optimal therapy should be quided by resistance testing.

5.4  Lactic Acidosis and Severe Hepatomegaly with Steatosis

Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases, have been reported with the use
of nucleoside analogues, including Zeffix. A majority of these cases have been in women. Female sex and
obesity may be risk factors for the development of lactic acidosis and severe hepatomegaly with steatosis in
patients treated with antiretroviral nucleoside analogues.

Zeffix tablets:
This medicine contains less than 1mmol sodium (23mg) per 100mg tablet, that is to say essentially ‘sodium
free’

Zeffix oral solution:
Patients with rare hereditary problems of fructose intolerance, glucose-galactose malabsorption or sucrase-
isomaltase insufficiency should not take this medicine.

Diabetic patients should be advised that each dose of oral solution (100 mg = 20 ml) contains 4 g of sucrose



The oral solution contains propyl and methyl parahydroxybenzoate. These products may cause an allergic
reaction in some individuals. This reaction may be delayed

This medicinal product contains 58.8mg sodium per 20ml dose, equivalent to 2.94% of the WHO
recommended maximum daily intake of 2g sodium for an adult.
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