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Fentora buccal tablets n®a nona7 ni'yav n1vae

Contains: fentanyl 100, 200, 400, 600, 800 micrograms.
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Fentora is indicated for the treatment of breakthrough pain (BTP) in adults with
cancer who are already receiving maintenance opioid therapy for chronic cancer
pain. BTP is a transitory exacerbation of pain that occurs on a background of
otherwise controlled persistent pain. Patients receiving maintenance opioid therapy
are those who are taking at least 60 mg of oral morphine dally, at least 25
micrograms of transdermal fentanyl per hour, at least 30 mg of oxycodone daily, at
least 8 mg of oral hydromorphone daily or an equianalgesic dose of another opioid
for a week or longer
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4.4 Special warnings and precautions for use

Risks of concomitant administration with benzodiazepines or related drugs

Concomitant use of opioids, including Effentora, with benzodiazepines or related drugs may
result in profound sedation, respiratory depression, coma, and death. Because of these risks,
concomitant prescribing of opioids and benzodiazepines or related drugs should be made only
in patients for whom alternative treatment options are inadequate.

If a decision is made to prescribe Fentora concomitantly with benzodiazepines or related
drugs, the lowest effective dosages and minimum durations of concomitant use should be
chosen. Patients should be closely monitored for signs and symptoms of respiratory
depression and sedation (see section 4.5).




Cardiae-diseaseBradyarrhythmias
Fentanyl may produce bradycardia. Fentanyl should be used with caution in patients with
previous or pre-existing bradyarrythmias.

4.5 Interaction with other medicinal products and other forms of interaction

Agents that can increase CNS depressant effects

Coadministration of fentanyl with other central nervous system depressants, including other
opioids, sedatives or hypnotics, (including benzodiazepines), general anaesthetics,
phenothiazines, tranquillisers, skeletal muscle relaxants, sedating antihistamines and alcohol
can produce additive depressant effects which may result in a fatal outcome (see section 4.4).

Sedative medicines such as benzodiazepines or related drugs

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 should be limited
(see section 4.4).
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