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Dose

Use the lowest effective dose| Imovane should be taken in a single
intake and not be re-administered during the same night.

4.2 Posology
and method of
administration

Psychomotor impairment

Like other sedative/hypnotic drugs, zopiclone has CNS-depressant
effects.

The risk of psychomotor impairment, including impaired driving ability, is
increased if: zopiclone is taken within 12 hours of performing activities
that require mental alertness, a dose higher than the recommended
dose is taken, or zopiclone is co-administered with other CNS
depressants, alcohol, or with other drugs that increase the blood levels
of zopiclone (see section 4.5).

Patients should be cautioned against engaging in hazardous

occupations requiring complete mental alertness or motor coordination
such as operating machinery or driving a motor vehicle following
administration of zopiclone and in particular during the 12 hours
following that administration.

4.4 Special
warnings and
precautions for
use

Because of its pharmacological properties and its effect on central

4.7 Effects on
ability to drive
and use
machines




nervous system, Imovane may adversely affect the ability to drive or to
use machines. The risk of psychomotor impairment, including impaired
driving ability, is increased if:

. zopiclone is taken within 12 hours of performing activities that
require mental alertness,

. a dose higher than the recommended dose is taken, or

o zopiclone is co-administered with other CNS depressants,

alcohol, or with other drugs that increase the blood levels of zopiclone.

Patients should be cautioned against engaging in hazardous
occupations requiring complete mental alertness or motor coordination
such as operating machinery or driving a motor vehicle following
administration of zopiclone and in particular during the 12 hours
following that administration.

Nervous system disorders

Not known: ataxia, paresthesia, cognitive disorders such as memory
impairment, disturbance in attention, speech disorder.

Withdrawal syndrome ..... Withdrawal symptoms vary and may include
rebound insomnia, muscle pain, ....

4.8 Undesirable
effects




