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INDICATIONS
EPIVIR-HBV is indicated for the treatment of chronic
hepatitis B associated with evidence of hepatitis B viral
replication and active liver inflammation. This
indication is based on 1-year histologic and serologic
responses in adult patients with compensated chronic
hepatitis B, and more limited information from a study
in pediatric patients ages 2 to 17 years.
2004 % 12 AR
R THERAPEUTIC INDICATIONS
Zeffix 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 / or fibrosis.
_ decompensated liver disease.
Children:
Lamivudine has been administered to children (2 years and
above) and adolescents with compensatedchronic hepatitis B.
However, due to limitations of the data, the administration of
lamivudine to thispatient population is not currently
recommended (see section 5.1).
2006 90 AFVU AR
AA A INDICATIONS AND USES

Proven indications

Chronic hepatitis B, histologically confirmed if possible,




where the chronic nature and active viral replication
have been confirmed over a minimum period of 6 months
(e.g. raised transaminase levels, positive serological
tests for HBsAg and HBV DNA).

Dosage and administration

Standard dosage

Adults and juveniles * 16 years:

100 mg lamivudine once daily (corresponding to one
tablet or 20 ml of solution for oral administration).

The possibility of discontinuing Zeffix should be
considered if HBeAg and/or HBsAg seroconversion
(confirmed by 2 consecutive serum tests at least 3
months apart) occurs in immunocompetent patients.
Discontinuation of Zeffix should also be considered in
the following situations: loss of efficacy measured by a
persistent return of serum ALT levels to pre-treatment
values and/or a deterioration in liver histology after at
least 52 weeks of treatment; in patients who become or
wish to become pregnant and in patients with
hypersensitivity to lamivudine.

When Zeffix treatment is discontinued, the patients
should be monitored regularly for any hepatitis relapse
(flare ups) (see "Precautions").

In HBeAg-negative patients (pre-core stop codon
mutant) the optimal duration of treatment is not known.
Discontinuation of the treatment can be considered after
HBaAg seroconversion or loss of efficacy, as described
above.

In patients who develop a YMDD HBYV variant (based on
extrapolation from patients without YMDD HBV
variant), discontinuation of the treatment should be
considered after HBeAg seroconversion with HBV DNA
loss in two consecutive serum samples (at least 3 months
apart) or if there is evidence of loss of efficacy, as

described above.




Discontinuation of the treatment is not recommended in
patients with decompensated liver disease.

There are insufficient data available on the long-term
durability of the seroconversion after discontinuation of
Zeffix.

The pack of the solution for oral administration contains
a graduated dosing syringe.

Once the bottle has been opened the solution should be
used within one month.

Zeffix can be taken independently of meals.

Children:

Lamivudine was administered to children (over 2 years
of age) and adolescents with compensated chronic
hepatitis B. Due to the limited nature of the data,
treatment of this age group cannot be recommended at

present (see “Clinical Experience”).
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INDICATIONS

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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INDICATIONS:

Zeffix (lamivudine) is indicated for the treatment of
children (2 years and above), adolescent and adult
patients with chronic hepatitis B and evidence of

hepatitis B virus (HBV) replication.

This indication is based on changes in serological and
histological markers in clinical studies of up to 2 years
duration in adult patients with compensated hver
disease and serological data up to 18 months in children

and adolescents. Children and adolescents also require




evidence of active hepatic inflammation. (see Clinical
Trials).

The safety and efficacy of Zeffix (lamivudine) have not
been established in patients with decompensated liver
disease in placebo controlled studies. However, Zeffix
(lamivudine) has been shown to reduce HBV DNA levels

prior to and post liver transplantation.
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Liaw YF et al,

Asian-Pacific consensus
statement on the
management of chronic
hepatitis B: An update
Journal of Gastroenterology
and Hepatology 18,239,2003

Recommendation 2.3

Which drugs or strategy?

For viraemic patients (both HBeAg positive and HBeAg
Negative adult and children) with an ALT level >5X
ULN, lamivudine is recommended if there is a concern
about hepatic decompensation because of its rapidly of
action.

For HBeAg positive patients with an ALT level between
2 and 5X ULN, the choice between IFN and lamivudine
is less clear and either agent may be used. In making the
choice between lamivudine and IFN, patients and their
doctors should consider the difference in duration, cost

of treatment and profile of adverse effects of each agents.

TAVIOHA FFA
Lok ASF etal,

Recommendation for the treatment of chronic hepatitis
B




AASLD PRACTICE
GUIDELINE

Chronic Hepatitis B :Update
of Recommendations
Hepatology 39(3),857,2004

4. Patients with HBeAg-positive chronic hepatitis B:
Children with elevated ALT greater than 2 times
normal. These patients should be considered for
treatment if ALT levels remain elevated at this levels for
longer than 6 months. Both IFN-« and lamivudine are
approved treatments for children with chronic hepatitis
B.

Dose Regimens

12. Lamivudine is administered orally.

B. The recommended lamivudine dose for children is

3mg/kg/d with a maximum of 100mg/d.
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Clinical trial of lamivudine
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Jonas MM et al,

Clinical trial of lamivudine
in children with chronic
hepatitis B

N Engl J Med 346(22),1706,
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Ozgenc F et al,
Effect of
lamivudine  in
hepatitis B virus-infected

long-term

chronic

children
Antiviral therapy 9(5),729,
2004
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