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Suboxone 2mg/0.5mgq (1495633732), Suboxone 8mg/2mg (1495733733) Sublingual tablets
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Suboxone 2mg/0.5mgq:
Buprenorphine (as hydrochloride) 2.16 mg
Naloxone (as hydrochloride dehydrate) 0.61 mg

Suboxone 8mg/2mg:
Buprenorphine (as hydrochloride) 8.64 mg
Naloxone (as hydrochloride dehydrate) 2.44 mg
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Substitution treatment for opioid drug dependence, within a framework of medical, social and
psychological treatment.

The intention of the naloxone component is to deter intravenous misuse.

Treatment is intended for use in adults and adolescents over 15 years of age who have agreed to
be treated for addiction.
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4.4 Special warnings and precautions for use

CNS depression

Buprenorphine/naloxone may cause drowsiness, particularly when taken together with alcohol or
central nervous system depressants (such as benzodiazepines, tranquilisers, sedatives or
hypnotics) (see sections 4.5 and 4.7).

Risk from concomitant use of sedative medicinal products such as benzodiazepines or related
medicinal products
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Concomitant use of buprenorphine/naloxone and sedative medicinal products such as
benzodiazepines or related medicinal products may result in sedation, respiratory depression,
coma and death. Because of these risks, concomitant prescribing with these sedative medicinal
products should be reserved for patients for whom alternative treatment options are not possible. If
a decision is made to prescribe buprenorphine/naloxone concomitantly with sedative medicinal
products, the lowest effective dose of the sedative medicines should be used, and the duration of
treatment should be as short as possible. The patients should be followed closely for signs and
symptoms of respiratory depression and sedation. In this respect, it is strongly recommended to
inform patients and their caregivers to be aware of these symptoms (see section 4.5).

Serotonin syndrome

Concomitant administration of Suboxone and other serotonergic agents, such as MAO inhibitors,
selective serotonin re-uptake inhibitors (SSRIs), serotonin norepinephrine re-uptake inhibitors
(SNRIs) or tricyclic antidepressants may result in serotonin syndrome, a potentially life-threatening
condition (see section 4.5).

If concomitant treatment with other serotonergic agents is clinically warranted, careful observation
of the patient is advised, particularly during treatment initiation and dose increases.

Symptoms of serotonin syndrome may include mental-status changes, autonomic instability,
neuromuscular abnormalities, and/or gastrointestinal symptoms.

If serotonin syndrome is suspected, a dose reduction or discontinuation of therapy should be
considered depending on the severity of the symptoms.

Excipients
This medicinal product contains lactose. Patients with rare hereditary problems of galactose

intolerance, total lactase deficiency or glucose-galactose malabsorption should not take this
medicine.

4.5 Interaction with other medicinal products and other forms of interaction
Suboxone should be used cautiously when co-administered with:

Sedatives such as benzodiazepines or related medicinal products

The concomitant use of opioids with sedative medicinal products such as benzodiazepines or
related medicinal products increases the risk of sedation, respiratory depression, coma and
death because of additive CNS depressant effect. The dose and duration of concomitant use
of sedative medicinal products should be limited (see section 4.4).

Serotonergic medicinal products, such as MAO inhibitors, selective serotonin re-uptake
inhibitors (SSRIs), serotonin norepinephrine re-uptake inhibitor (SNRIs) or tricyclic
antidepressants as the risk of serotonin syndrome, a potentially life-threatening condition, is
increased (see section 4.4).
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