Pritls

Ursodeoxycholic Acid

Composition
Pritli 150 Tablet: Each tablet contains Ursodeoxycholic Acid Ph. Eur. 150 mg.
Pritli 300 Tablet: Each tablet contains Ursodeoxycholic Acid Ph. Eur. 300 mg.

Pharmacology

Ursodeoxycholic Acid, 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 cryoprotection 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.

Indications
Pritli is indicated for the treatment of Primary Biliary Cirrhosis (PBC).

Dosage and Administration
Recommended adult dosage: 13-15 mg/kg/day administered in two to four
divided doses with food.

Contraindications
Known hypersensitivity or intolerance to Ursodeoxycholic Acid or any of the
components of the formulation.

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

Side Effects
Abdominal discomfort, abdominal pain, alopecia, diarrhea, nausea,
pruritus, and rash.

Pregnancy and Lactation

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

Drug Interactions

Ursodeoxycholic Acid should not be used with drugs, such as estrogenic
hormones that increase bile cholesterol. Concomitant administration with
bile-acid binding drugs including antacids, charcoal and cholestyramine
should be avoided since this may reduce the effectiveness of therapy with
Ursodeoxycholic Acid.

Overdose

The most severe manifestation of overdosage would likely consist of
diarrhea that should be treated symptomatically and should be
communicated to the doctor.

Storage
Store in a cool and dry place below 25°C, protected from light. Keep out of
the reach of children.

How Supplied

Pritli 150 Tablet: Each box contains 30 Tablets in the Alu-PVdC blister
pack.

Pritli 300 Tablet: Each box contains 20 Tablets in the Alu-PVdC blister
pack.

@g°  Manufactured by:
d bl DBL Pharmaceuticals Limited 10400376
Surabari, Kashimpur, Gazipur, Bangladesh www.dbl-pharma.com
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