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Fentora buccal tablets n®a nonn%? ni'av nvaO

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
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Maintenance opioid treatment

It is important that the maintenance opioid treatment used to treat the patient’s persistent pain
has been stabilised before Fentora therapy begins and that the patient continues to be treated
with the maintenance opioid treatment whilst taking Fentora. The product must not be given to
patients without maintenance opioid therapy as there is an increased risk of respiratory
depression and death.
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Drug dependence and potential for abuse

Tolerance, physical dependence and/er psychological dependence may develop upon repeated
administration of opioids. latrogenic addiction following opioid administration may occur.
Fentanyl can be abused in a manner similar to other opioids and all patients treated with opioids
require_monitoring for signs of abuse and addiction. Patients with a prior history of drug
dependence/alcohol abuse are more at risk to develop dependence and abuse in opioid
treatment. Patients at increased risk of opioid abuse may still be appropriately treated with
opioids; however, these patients will require additional monitoring for signs of misuse. abuse,
or addiction. Abuse or intentional misuse of fentanyl buccal tablets may result in overdose
and/or death.

Endocrine effects

Opioids may influence the hypothalamic-pituitary-adrenal or gonadal axes. Some changes that
can be seen include an increase in serum prolactin and decrease in plasma cortisol and
testosterone. Clinical signs and symptoms may manifest from these hormonal changes.

Excipient(s)

Sodium

Fentora 100 micrograms buccal tablets
This medicinal product contains 10 mg sodium per buccal tablet, equivalent to 0.5 % of the
WHO recommended maximum daily intake of 2 g sodium for an adult.

Fentora 200 _micrograms buccal tablets
Fentora 400 micrograms buccal tablets
Fentora 600 micrograms buccal tablets




Fentora 800 micrograms buccal tablets
This medicinal product contains 20 mg sodium per per buccal tablet, equivalent to 1 % of the
WHO recommended maximum daily intake of 2 g sodium for an adult.
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