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Each tablet, for oral administration, contains 5 mg, 10 mg, 15 mg or 20 mg baclofen, USP In addition, each tablet contains the 
following  inactive ingredients: Microcrystalline Cellulose, Pregelatinized Starch, Sodium Starch Glycolate, Colloidal Silicon dioxide 
and Magnesium Stearate.

a. Neonatal Withdrawal Symptoms: Withdrawal symptoms have been reported starting hours to days after delivery in neonates 
whose mothers were treated with oral baclofen throughout pregnancy. The symptoms of withdrawal in these infants have included 
increased muscle tone, tremor, jitteriness, and seizure. If the potential benet justies the potential risk to the fetus and oral baclofen 
is continued during pregnancy, gradua ly reduce the dose and discontinue baclofen before delivery. If slow withdrawal is not feasible, 
advise the parents or caregivers of the potential for neonatal withdrawal.

Baclofen Tablets, USP 15 mg are available as a White to off white, round at-faced, beveled edges tablets debossed with "˄B1" on 
one side and plain on the other side, containing 15 mg baclofen USP packaged in bottles of 100 tablets.

NDC 52817-318-10        100s count

Manufactured by: 
Rubicon Research Pvt. Ltd.,
Thane 421506, India.

Distributed by: 
TruPharma, LLC
Tampa, FL 33609
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NDC 52817-320-00 1000s count


