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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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4.2 Posology and method of administration

Prior to starting treatment with opioids, a discussion should be held with patients to put in place a
strategy for ending treatment with buprenorphine in order to minimise the risk of addiction and drug
withdrawal syndrome (see section 4.4). The decision to maintain a patient on a long-term opioid
prescription should be an active decision agreed between the clinician and patient with review at reqular
intervals (usually at least three-monthly, depending on clinical progress).

Treatment goals, reducing dosage and discontinuation (Medical taper)

Before initiating treatment with buprenorphine, a treatment strategy including treatment duration and
treatment goals, should be agreed together with the patient .

During treatment, there should be frequent contact between the physician and the patient to evaluate the
need for continued treatment, consider discontinuation and to adjust dosages if needed. When a patient
no longer requires therapy with buprenorphine, it may be advisable to taper the dose gradually to
prevent symptoms of withdrawal (see section 4.4).

4.4 Special warnings and precautions for use

Dependence Tolerance and opioid use disorder (abuse and dependence)

Buprenorphine is a partial agonist at the mu-opiate receptor and chronic administration produces
dependence of the opioid type. Studies in animals, as well as clinical experience, have demonstrated
that buprenorphine may produce dependence, but at a lower level than a full agonist.

Tolerance, physical and psychological dependence, and opioid use disorder (OUD) may develop upon
repeated administration of opioids such as buprenorphine. Abuse or intentional misuse of buprenorphine
may result in overdose and/or death. The risk of developing OUD is increased in patients with a personal
or a family history (parents or siblings) of substance use disorders (including alcohol use disorder), in
current tobacco users or in patients with a personal history of other mental health disorders (e.g. major
depression, anxiety and personality disorders).

Before initiating treatment with buprenorphine and during the treatment, treatment goals and a
discontinuation plan should be agreed with the patient (see section 4.2) .
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Patients will require monitoring for signs of drug-seeking behavior (e.g. too early requests for refills). This
includes the review of concomitant opioids and psychoactive drugs (like benzodiazepines). For patients
with signs and symptoms of OUD, consultation with an addiction specialist should be considered.

Abrupt discontinuation of treatment is not recommended as it may result in a withdrawal syndrome that
may be delayed in onset.

4.5 Interaction with other medicinal products and other forms of interaction

Subutex should be used cautiously together with:
* gabapentinoids: the concomitant use of buprenorphine with gabapentinoids (gabapentin and
pregabalin) may result in respiratory depression, hypotension, profound sedation, coma or death (see

section 4.4).

» concomitant administration of buprenorphine with anticholinergics or medications with anticholinergic
activity (e.q. tricyclic antidepressants, antihistamines, antipsychotics, muscle relaxants, anti-Parkinson
drugs) may result in increased anticholinergic adverse effects.

4.8 Undesirable effects

Table 1: Adverse effects observed in pivotal clinical studies and / or post marketing surveillance listed by
body system -
Gastrointestinal disorders, Not Known: Dental caries

Description of selected adverse reactions

. Drug dependence

Repeated use of buprenorphine can lead to drug dependence, even at therapeutic doses. The risk of drug
dependence may vary depending on a patient's individual risk factors, dosage, and duration of opioid
treatment (see section 4.4).
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