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Varenicline (as tartrate) 0.5 mg, Varenicline (as tartrate) 1 mg

Indicated for:
CHAMPIX is indicated as an aid to smoking cessation treatment for adults over 18 years of age.
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WARNINGS AND PRECAUTIONS
5.5 Cardiovascular Events

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. CV risk has been assessed for CHAMPIX in randomized controlled trials
(RCT) and meta-analyses of RCTs. In a smoking cessation trial in patients with stable CV disease, CV
events were infrequent overall; however, nonfatal myocardial infarction (MI) and nonfatal stroke occurred
more frequently in patients treated with CHAMPIX compared to placebo. All-cause and CV mortality was
lower in patients treated with CHAMPIX [see Clinical Studies (14.8)]. This study was included in a meta-
analysis of 15 CHAMPIX efficacy trials in various clinical populations that showed an increased hazard
ratio for Major Adverse Cardiovascular Events (MACE) of 1.95; however, the finding was not statistically
significant (95% CI: 0.79, 4.82). In the large postmarketing neuropsychiatric safety outcome trial, an analysis
of adjudicated MACE events was conducted for patients while in the trial and during a 28-week non-
treatment extension period. Few MACE events occurred during the trial; therefore, the findings did not
contribute substantively to the understanding of CV risk with CHAMPIX . Instruct patients to notify their
healthcare providers of new or worsening CV symptoms and to seek immediate medical attention if they
experience signs and symptoms of Ml or stroke [see Clinical Studies (14.10)].
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https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h

12133 .7.n ,9 jaw ,n"ya XY DP'0aXNT 1T NNANY NI9Y [N 09TIN X' |17y N7ap7 ,'o17'nY
46725 ,nim'o n'7xnn

,N>712]
PI'Yw™719 NVMAN
Mimn nnpnN


https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h
https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h

