Dexochol™

Ursodeoxycholic Acid BP

Composition
Dexochol™ 150 Tablet: Each film coated tablet
contains Ursodeoxycholic Acid BP 150 mg

Dexochol™ 300 Tablet: Each film coated tablet
contains Ursodeoxycholic Acid BP 300 mg

Pharmacology

Dexochol™ a naturally occurring hydrophilic bile
acid derived from cholesterol, is present as a minor
fraction of the total human bile acid pool. Oral
administration of Ursodeoxycholic acid increases this
fraction in a dose related manner, to become the
major biliary acid, replacing/displacing toxic
concentrations of endogenous hydrophobic bile
acids that tend to accumulate in cholestatic liver
disease. In addition to the replacement and
displacement of toxic bile acids, other mechanisms
of action include cytoprotection of the injured bile
duct epithelial cells (cholangiocytes) against toxic
effects of bile acids, inhibition of apoptosis of
hepatocytes, immunomodulatory  effects  and
stimulation of bile secretion by hepatocytes and
cholangiocytes.

Indication and usage

Dexochol™ is indicated for the treatment of
Cholestasis (Jaundice), Acute Viral hepatitis,
Alcoholic Fatty Liver, Primary Biliary Cirrhosis
(PBC), Primary Sclerosing Cholangitis (PSC),
Dissolution of Gallstones and Non-Alcoholic steato
Hepatitis (NASH).

Dose & administration
Routes of administration: Orally

Disease Dose

8-12 mg/kg once daily, dose to
be taken at bedtime, alternatively
8-12 mg/kg daily in 2 divided
doses for up to 2 vyears;
treatment is continued for 3-4
months after stones dissolve

Dissolution of gall
stones

12-16 mg/kg daily in 3 divided
doses for 3 month, then 12-16
mg/kg once daily, dose to be
taken at bedtime

Primary Biliary
Cirrhosis

Contraindication

Ursodeoxycholic acid tablet should not be used in
patients with Non-functioning gall-bladder calcified,
pigmented gallstones and inflammatory bowel

disease.

Warning & precaution

Patients with variceal bleeding, hepatic encephalop-
athy, ascites or in need of an urgent liver transplant
should receive appropriate specific treatment.

Side effect

Commonly reported side effects are nausea,
vomiting, diarrhea, gallstone calcification, pruritus,
dyspepsia, anorexia.

Use in pregnancy & lactation

Pregnancy Category B. There are no adequate or
well-controlled studies in pregnant women, this drug
should be used during pregnancy only if clealy
needed. It is not known whether Ursodeoxycholic acid
is excreted in human milk. Because many drugs are
excreted in human milk, caution should be exercised
when Ursodeoxycholic acid are administered to a
nursing mother.

Use in children & adolescents
The safety and effectiveness of Ursodeoxycholic
acid in pediatric patients have not been established.

Drug interaction

a) With medicine:

Bile Acid Sequestering Agents

Bile acid sequestering agents such as cholestyramine
and colestipol may interfere with the action of
Ursodeoxycholic Acid by reducing its absorption.

Aluminium-based Antacids

Aluminium-based antacids have been shown to
adsorb bile acids in vitro and may be expected to
interfere with Ursodeoxycholic Acid in the same
manner as the bile acid sequestering agents.

Drugs Affecting Lipid Metabolism

Estrogens, oral contraceptives, clofibrate and
perhaps other lipid-lowering drugs increase hepatic
cholesterol secretion and encourage cholesterol
gallstone formation and hence may counteract the
effectiveness of Ursodeoxycholic Acid.

b) With food: No interaction with food has been
observed.

Overdose
There have been no reports of accidental or
intentional overdoses with Ursodeoxycholic acid.

Storage

Do not store above 30°C, protect from light &
moisture.

Keep the medicine out of the reach of children.

Packing
Dexochol™ 150 Tablet: Each box contains 2 x 10's
tablet in Alu-PVC/ PVDC blister pack.

Dexochol™ 300 Tablet: Each box contains 2 x 10's
tablet in Alu-PVC/ PVDC blister pack.
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