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Subutex 2mgqg (133 88 29872), Subutex 8mg (133 87 29873) Sublingual tablets
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Subutex 2 mg:
Buprenorphine hydrochloride 2.16 mg

Subutex 8 mg:
Buprenorphine hydrochloride 8.64 mg
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Substitution treatment for opioid dependence within a framework of medical, social and
psychological treatment.
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4.4 Special warnings and precautions for use

Drug dependence, tolerance, potential for abuse and diversion:

Prolonged use of this product may lead to drug dependence (addiction), even at therapeutic
doses. The risks are increased in individuals with current or past history of substance misuse
disorder (including alcohol misuse) or mental health disorder (e.g., major depression). Overuse
or misuse may result in overdose and/or death. It is important that patients only use medicines
that are prescribed for them at the dose they have been prescribed and do not give this
medicine to anyone else. Patients should be closely monitored for signs of misuse, abuse, or
addiction. The clinical need for continuing opioid substitution therapy should be reviewed
regularly.

Seizures
Buprenorphine may lower the seizure threshold in patients with a history of seizure disorder.

CNS depression

Risk from concomitant use of sedative medicinal products such as benzodiazepines or related
medicinal products

Concomitant use of buprenorphine and sedative medicines such as benzodiazepines or related
drugs may result in sedation, respiratory depression, coma and death. Because of these risks,
concomitant prescribing with these sedative medicines should be reserved for patients for
whom alternative treatment options are not possible. If a decision is made to prescribe
buprenorphine concomitantly with sedative medicines, 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 buprenorphine 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.
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Drug withdrawal syndrome

Drug withdrawal syndrome may occur upon abrupt cessation of therapy or dose reduction.
When a patient no longer requires therapy, it is advisable to taper the dose gradually to
minimise symptoms of withdrawal.

The opioid drug withdrawal syndrome is characterised by some or all of the following:
restlessness, lacrimation, rhinorrhoea, yawning, perspiration, chills, myalgia, mydriasis and
palpitations. Other symptoms may also develop including irritability, agitation, anxiety,
hyperkinesia, tremor, weakness, insomnia, anorexia, abdominal cramps, nausea, vomiting,
diarrhoea, increased blood pressure, increased respiratory rate or heart rate.

If women take this drug during pregnancy, there is a risk that their new-born infants will
experience neonatal withdrawal syndrome.

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
Subutex should be used cautiously together with:

sedatives such as benzodiazepines or related medicinal products: The concomitant use of opioids

with sedative medicines such as benzodiazepines or related drugs 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 medicines should be limited (see section 4.4). Patients
should be warned that it is extremely dangerous to self administer non-prescribed benzodiazepines
whilst taking this product, and should also be cautioned to use benzodiazepines concurrently with

this product only as prescribed (see section 4.4).

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

° monoamine oxidase inhibitors (MAOI): Possible exacerbation of the effects of opioids,
based on experience with morphine.

4.8 Undesirable effects
Table 1: Adverse effects observed in pivotal clinical studies and / or post marketing surveillance

listed by body system -
Nervous system disorders, Not Known: Seizures
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Naomi Shaco Ezra

4.9 Overdose

Patients should be informed of the signs and symptoms of overdose and to ensure that family and
friends are also aware of these signs and to seek immediate medical help if they occur.
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