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Film Coated Tablets
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Hypnotic when the disorder of insomnia is severe and disabling.
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Contraindications
Imoyane is contraindicated in patients—with:

MeasthentaWith myasthenia gravis
RespirateryWith respiratory failure-
SeveraWith severe sleep apnoea syndrome
SeveraWith severe hepatic insufficiency-

Hypersensitrsty With hypersensitivity to zopiclone or to any of the excipients listed in
section 6.1-

Who have previously experienced complex sleep behaviours afier taking zopiclone, see

section 4.4,

As with all hypnotics |moyane should not be used in children.

Special warnings and precautions for use

Cause of insomnia should be identified wherever possible and the underlving factors treated

before a hypnotic is prescribed.
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Risk of dependence

Use of zopiclone may lead to the development of abuse and/or physical and psychological
dependence.

The risk of dependence increases with dose and duration of treatment. Cases of dependence
have been reported more frequently in patients treated with Imovane for longer than 4 weeks.
The risk of abuse and dependence is also greater in patients with a history of psychiatric
disorders and/or alcohol, substance or drug abuse.

Imovane should be used with extreme caution in patients with current or a history of alcohol,
substance or drug abuse or dependence.

If physical dependence has-is developed, abruptterminationa sudden discontinuation of
treatment will be accompanied by withdrawal symptoms (see section 4.48). These may-
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Somnambulism and associated behaviours,

SleepComplex sleep bghavigur. including sleep walking and other associated behavigurs such
as “sleep driving”, preparing and eating food, s+-making phone calls or having sex, with
amnesia for the event; have been reported in patients who hawehad taken zopiclone and were
not fully awake. These events may occur following the first or any subsequent use of
zopiclone. Discontinue treatment immediately if a patient experiences a complex sleep
behavigur. due to the risk to the patient and others. see section 4.3. The use of alcchol and

other CNS-depressants with zopiclone appears to increase the risk of such hehavigurs, as does
the use of zoplclonc at doses cxcccdmg the maxlmum 1ecommendcd dose. Bﬁeeﬂﬁﬁufmeﬂ—ef—

4.8 Undesirable effects

The following CIOMS frequency rating is used, when applicable: Very common (=_1/10);
common (=_1/100 to <_1/10); uncommon (=_1/1,000 to <_1/100); rare (= 1/10,000 to <_
1/1,000); very rare (<_1/10,000); not known (cannot be estimated from the available data).

Immune system disorders
Very rare: angieoedemaangioedema, anaphylactic reaction

Psychiatric disorders
Uncommon: nightmare, agitation
Rare: confusional state, libido disorder, irritability, aggression, hallucination
Not lmown: restlessness, delusion, anger, depressed-meed-abnormal behavigur (possibly

assomaled with amnesia) and complex sleep behavigurs including somnambulism (see
seetionSection 4.4: semnambulism-and assoetated behaviour), dependence{seeseetion4-4);,
withdrawal syndrome (see below)
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