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Sleep related breathing disorders

Opioids can cause sleep-related breathing disorders including central sleep apnoea (CSA)
and sleep-related hypoxemia. In patients who present with CSA, consider decreasing the
total opioid dosage. Opioid use increases the risk of CSA in a dose-dependent fashion.
Op|0|ds may also cause worsenlng of pre- eX|st|ng central sleep apnoea (see section 4.8).

If opioid treatment is considered appropriate for the patient, then the main aim of treatment is
not to minimise the dose of opioid but rather to achieve a dose which provides adequate pain
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Tolerance, Dependence and Opioid Use Disorder

Tolerance and physical and/or psychological dependence may develop upon repeated

administration of opioids such as oxycodone. latrogenic-addiction-following-therapeutic-use-of
opieids-is-krown-to-eceur-

Repeated use of OxyContin tablets may lead to Opioid Use Disorder (OUD). A higher dose
and longer duration of opioid treatment can increase the risk of developing OUD. Abuse or
intentional misuse of OxyContin tablets 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 OxyContin tablets and during the treatment, treatment goals and
a discontinuation plan should be agreed with the patient. Before and during treatment the
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patient should also be informed about the risks and signs of OUD. If these signs occur, patients
should be advised to contact their physician.

Fertility

No human data on the effect of oxycodone on fertility are available. In rats there was no effect on
mating or fertility with oxycodone treatment (see section 5.3)

Opioid Tolerance and Opioid Withdrawal Syndrome

The frequency of opioid tolerance and the frequency of opioid withdrawal syndrome cannot be
estimated from available evidence (e.g. clinical trials, spontaneous reporting, and the medical
literature) and therefore is classified as “not known” (see section 4.8). 'Not known' should not be
interpreted as an indication of the rarity of the occurrence of opioid tolerance and opioid withdrawal
syndrome, but a reflection of the limitations in the available evidence that do not support a precise
estimate of frequency.

Drug dependence

The frequency above regarding drug dependence reflects the current evidence, including
cumulative data from clinical trials and additional post marketing sources, and indicates that the
risk of drug dependence with opioids is highly variable depending upon: definition of drug
dependence; duration of treatment; dose; individual patient risk factors; and clinical settings. 'Not
known' should not be interpreted as an indication of the rarity of occurrence of drug dependence,
but a reflection of the limitations in available evidence that do not support a precise estimate of
frequency.

Repeated use of OxyContin tablets may 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 for monitoring and risk reduction interventions).

Overdose

...Toxic leukoencephalopathy has been observed with oxycodone overdose.
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