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contraindications

Special populations

Both active substances of
Suboxone, buprenorphine and
naloxone, -are extensively
metabolized in the liver, and; the
plasma levels will-be-expectedwere
found to be higher for both
buprenorphine and naloxone in
patients with moderate and severe
hepatic impairment. Patients
should be monitored for signs and
symptoms of precipitated opioid
withdrawal, toxicity or overdose
caused by increased levels of
naloxone and/or buprenorphine.It
is not known whether both active
substances are affected to the same
extent.

Special populations

Since both active substances -are
extensively metabolized the
plasma levels will be expected to
be higher in patients with moderate
and severe hepatic impairment. It
is not known whether both active
substances are affected to the same
extent.

Posology, dosage &
administration

Hypersensitivity to the active
substances or to any of the
excipients

Severe respiratory insufficiency
Severe hepatic impairment
Acute alcoholism or delirium
tremens.

Concomitant administration of
opioid antagonists (naltrexone,
nalmefene) for the treatment of
alcohol or opioid dependence.

Hypersensitivity to the active
substances or to any of the
excipients

Severe respiratory insufficiency
Severe hepatic impairment
Acute alcoholism or delirium
tremens.

Contraindications

Hepatic impairment

The effect of hepatic impairment
on the pharmacokinetics of
buprenorphine and naloxone were
evaluated in a post-marketing

Hepatic impairment

Hepatic metabolism of

buprenorphine may be altered in
patients with hepatic impairment,
which may give rise to increased

Special warnings
and precautions for
use




study. Since both buprenorphine
and naloxone are extensively
metabolized, plasma levels were
found to be higher for both
buprenorphine and naloxone in
patients with moderate and severe
hepatic impairment after single-
dose administration. Patients
should be monitored for signs and
symptoms of precipitated opioid
withdrawal, toxicity or overdose
caused by increased levels of
naloxone and/or buprenorphine.
Suboxone sublingual tablets
should be used with caution in
patients with moderate hepatic
impairment (See section 4.3 and
5.2). In patients with severe
hepatic insufficiency the use of
buprenorphine/naloxone is
contraindicated.

plasma concentrations of
buprenorphine. A reduction of the
buprenorphine/naloxone dose may
be needed. (see section 4.2).

naltrexone and nalmefene are is-an
opioid antagonists that can block
the pharmacological effects of
buprenorphine. Co-administration
during buprenorphine/naloxone
treatment_is contraindicated-should
be-strenghy-aveided; due to the
potentially dangerous interaction
that may precipitate a sudden onset
of prolonged and intense opioid
withdrawal symptoms (see section

4.3).

Naltrexone is an opiod antagonist
that can block the pharmacological
effects of buprenorphine. Co-
administration during
buprenorphine/naloxone treatment
should be strongly avoided, due to
the potentially dangerous
interaction that may precipitate a
sudden onset of prolonged and
intense opioid withdrawal
symptoms.

Interaction with
Other Medicaments
and Other Forms of

Interaction

Pregnancy Fertility,
and Lactation

Adverse events
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