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5.5 Accidental Injury

There have been postmarketing reports of traffic accidents, near-miss incidents in
traffic, or other accidental injuries in patients taking CHANTIX. In some cases, the
patients reported somnolence, dizziness, loss of consciousness or difficulty
concentrating that resulted in impairment, or concern about potential impairment, in

driving or operating machinery. Advise patients to use caution driving or

operating machinery or engaging in other potentially hazardous activities
until they know how CHANTIX may affect them.
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4.7 Effects on ability to drive and use machines

CHAMPIX may have minor or moderate influence on the ability to drive and use
machines. CHAMPIX may cause dizziness and somnolence and therefore may

influence the ability to drive and use machines. Patients are advised not to drive,

operate complex machinery or engage in other potentially hazardous




activities until it is known whether this medicinal product affects their

ability to perform these activities.
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