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(Naloxone hydrochloride [as (Oxycodone hydrochloride)
dihydrate])

i'n 2.5 A5 5 mv

A'n5 a'n 10 10 a0

a'n 10 a'n 20 20 a0

A" 15 a"n 30 30 a0

a'n 20 1"'n 40 40 a0
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Targin is indicated for the relief of moderate to severe pain. The oxycodone
component is indicated for the relief of moderate to severe pain in adults who
require continuous around-the-clock opioid analgesia for several days or more. The
opioid antagonist naloxone is added to counteract opioid-induced constipation by
blocking the action of oxycodone at opioid receptors locally in the gut.
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4.4 Special warnings and precautions for use

Drug withdrawal syndrome

Prior to starting treatment with any opioids, a discussion should be held with patients to put in place a
withdrawal strategy for ending treatment with Targin®. Drug withdrawal syndrome may occur upon
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abrupt cessation of therapy or dose reduction. When a patient no longer requires therapy, it is advisable
to taper the dose gradually to minimise symptoms of withdrawal. Tapering from a high dose may take
weeks to months.

The opioid drug withdrawal syndrome is characterised by some or all of the following: restlessness,
lacrimation, rhinorrhoea, yawning, perspiration, chills, myalgia, mydriasis and palpitations. Other
symptoms may also develop including irritability, agitation, anxiety, hyperkinesia, tremor, weakness,
insomnia, anorexia, abdominal cramps, nausea, vomiting, diarrhoea, increased blood pressure, increased
respiratory rate or heart rate. If women take this drug during pregnancy, there is a risk that their newborn
infants will experience neonatal withdrawal syndrome.

4.8 Undesirable effects

Psychiatric disorders

Not known: Euphoric mood, hallucination, nightmares, aggression, drug dependence (see section 4.4)

General disorders and administration site conditions
Common: Asthenia, fatigue

Uncommon: Chest pain, chills, drug-withdrawal-syndreme; malaise, pain, peripheral oedema, thirst
Not known: Drug withdrawal syndrome

For the active substance oxycodone hydrochloride, the following additional undesirable effects are
known:

Due to its pharmacological properties, oxycodone hydrochloride may cause respiratory depression, miosis,
bronchial spasm and spasms of nonstriated muscles as well as suppress the cough reflex.

General disorders and administration site conditions

Uncommon: Oedema drug-tolerance

Not known: Drug withdrawal syndrome neonatal, drug tolerance

Drug dependence

The frequencies in the above table regarding drug dependence, drug withdrawal syndrome and drug
tolerance reflect that although risk is low with short term and low dose use, it is highly variable.

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