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Each tablet contains 0.5 or 1 or 2 mg of alprazolam.
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For the treatment of anxiety and anxiety associated with depression.
Treatment of panic disorder with or without phobic avoidance.
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5 WARNINGS AND PRECAUTIONS

5.8 Neonatal Sedation and Withdrawal Syndrome

Use of XANAX XR late in pregnancy can result in sedation (respiratory depression, lethargy, hypotonia)
and/or withdrawal symptoms (hyperreflexia, irritability, restlessness, tremors, inconsolable crying, and
feeding difficulties) in the neonate [see Use in Specific Populations (8.1)]. Monitor neonates exposed to
XANAX XR during pregnancy or labor for signs of sedation and monitor neonates exposed to XANAX XR
during pregnancy for signs of withdrawal; manage these neonates accordingly.

8 USE IN SPECIFIC POPULATIONS

8.2 Lactation

Risk Summary

Limited data from published literature reports the presence of alprazolam in human breast milk. There are
reports of sedation, poor feeding and poor weight gain in infants exposed to benzodiazepines through breast
milk. The effects of alprazolam on lactation are unknown. Because of the potential for serious adverse
reactions, including sedation and withdrawal symptoms in breastfed infants, advise patients that
breastfeeding is not recommended during treatment with XANAX XR.

10 OVERDOSAGE

Overdosage of benzodiazepines is characterized by central nervous system depression ranging from
drowsiness to coma. In mild to moderate cases, symptoms can include drowsiness, confusion, dysarthria,
lethargy, hypnotic state, diminished reflexes, ataxia, and hypotonia. Rarely, paradoxical or disinhibitory
reactions (including agitation, irritability, impulsivity, violent behavior, confusion, restlessness, excitement,
and talkativeness) may occur. In severe overdosage cases, patients may develop respiratory depression
and coma. Overdosage of benzodiazepines in combination with other CNS depressants (including alcohol
and opioids) may be fatal [see Warnings and Precautions (5.2)]. Markedly abnormal (lowered or elevated)
blood pressure, heart rate, or respiratory rate raise the concern that additional drugs and/or alcohol are
involved in the overdosage.
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