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Actiq 200/400/600/800/1200/1600 mcg

Contains:
Actiq 200 mcg contains Fentanyl (as citrate) 200 mcg
Actiq 400 mcg contains Fentanyl (as citrate) 400 mcg
Actiq 600 mcg contains Fentanyl (as citrate) 600 mcg
Actiq 800 mcg contains Fentanyl (as citrate) 800 mcg
Actiq 1200 mcg contains Fentanyl (as citrate) 1200 mcg
Actiq 1600 mcg contains Fentanyl (as citrate) 1600 mcg
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ACTIQ is indicated only for the management of breakthrough cancer pain in patients 16 and
older with malignancies who are already receiving and who are tolerant to opioid therapy for
their underlying persistent cancer pain.
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4.4 Special warnings and precautions for use
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Drug dependence and potential for abuse

Tolerance, physical dependence and 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 tablets may result in overdose
and/or death.
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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.
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Sleep-related breathing disorders

Opioids can cause sleep-related breathing disorders including central sleep apnoea (CSA)
and sleep-related hypoxemia. Opioid use increases the risk of CSA in a dose-dependent
fashion. In patients who present with CSA, consider decreasing the opioid dosage using
best practices for opioid taper.
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Excipients

Glucose
Contains approximately 1.89 g glucose per dose. This should be taken into account in
patients with diabetes mellitus.

Patients with rare glucose-galactose malabsorption should not take this medicinal product.
May be harmful to the teeth.

Sucrose
Patients with rare hereditary problems of fructose intolerance, glucose-galactose
malabsorption or sucrase-isomaltase insufficiency should not take this medicinal product.

May be harmful to the teeth.
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4.8 Undesirable effects

[.]

System organ | Very common uncommon Not known

class common

Respiratory, dyspnoea pharyngeal

thoracic and oedema,

mediastinal

disorders respiratory
depression,

sleep apnoea
syndrome
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