Ursodeoxycholic Acid

[OURSU] Urso (Urose®) 300mg/Cap ATC Code - A054A402
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#3938 ¢ Gallstone Dissolution Agent.
*;x % § ¢ Administration: should be taken with meals or a snack since ursodiol dissolves more
rapidly when bile and pancreatic juice are present in the intestinal chyme.
Indications and dosage regimen:
Disease of liver, Cholestatic:
13-15 mg/kg/day, divided into 2 doses (morning and bedtime) .
Gallstone:
8-10 mg/kg/day, divided into 2-3 doses.
Gallstone, During rapid weight loss; Prophylaxis:
300 mg 2 times a day (morning and bedtime)
Hepatitis, chronic:
450-600 mg/day in divided doses.
Primary biliary cirrhosis:
13-15 mg/kg/day (in 4 divided doses)
Congenital dilatation of lobar intrahepatic bile duct:
15-20 mg/kg/day in divided doses
Safety and effectiveness not established in children.
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2. Adverse events have not been observed in animal reproduction studies. Ursodiol
(ursodeoxycholic acid) is the treatment of choice for intrahepatic cholestasis of
pregnancy (Kremer 2011).
¥ 54 #F ¢ Itis not known if ursodiol is excreted in breast milk. The manufacturer recommends

that caution be exercised when administering ursodiol to breastfeeding women.



