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Indication and usage: CHAMPIX is indicated as an aid to smoking cessation treatment for
adults over 18 years of age. Confraindication: CHAMPIX is contraindicated in patients with
a known history of serious hypersensitivity reactions or skin reactions to CHAMPIX Warnings &
Precautions: Serious neuropsychiatric adverse events have been reported in patients being

|1 lg 1’“31 treated with CHAMPIX. These postmarketing reports have included changes in mood (including
y ] L] depression and mania), psychosis, hallucinations, paranoia, delusions, homicidal ideation,
ln_lx |n|: aggression, hostility, agitation, anxiety, and panic, as well as suicidal ideation, suicide attempt,
and completed suicide. Neuropsychiatric adverse events occurred in patients without and with

18:00-20:00 pre-existing psychiatric disease. During clinical trials and the post marketing experience, there

have been reports of seizures in patients freated with CHAMPIX. There have been post-marketing

reports of patients experiencing increased intoxicating effects of alcohol while taking CHAMPIX.

Advise patients to reduce the amount of alcohol they consume while taking CHAMPIX until they

know whether CHAMPIX affects their tolerance for alcohol. There have been post marketing

reports of traffic accidents, near-miss incidents in traffic, or other accidental injuries in patients

taking CHAMPIX. Advise patients to use caution driving or operating machinery or engaging

in other potentially hazardous activities until they know how CHAMPIX may affect them. A

~ ~ comprehensive evaluation of cardiovascular (CV) risk with CHAMPIX suggests that patients with

underlying CV disease may be at increased risk; however, these concerns must be balanced

with the health benefits of smoking cessation. Instruct patients to notify their healthcare providers

of new or worsening CV symptoms and to seek immediate medical attention if they experience

JiBYy |||)D] I7X1‘U' NATX 737 T TIJVI‘J nnanin T|‘)ID:1 o'nninn signs and symptoms of MI or stroke. Cases of somnambulism have been reported in patients

taking CHAMPIX. There have been post marketing reports of hypersensitivity reactions including

nl7l7|3 Yly'n n']:)ln angioedema in patients treated with CHAMPIX. There have been post marketing reports of rare

but serious skin reactions, including Stevens-Johnson Syndrome and erythema multiforme, in

2.n|ly|1w Tn nllllgvu n I nlw 6 patients using CHAMPIX. Adverse reaction: In premarketing studies the most common adverse

events associated with CHAMPIX were: nausea, abnormal (vivid, unusual, or strange) dreams,
constipation, flatulence, and vomiting.

CHAMPIX is supplied for oral administration in two strengths: 0.5 mg and 1 mg tablets.
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For further details please refer to the latest approved prescribing information
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