Udilive

Ursodeoxycholic Acid BP

COMPOSITION
UDILIVA 150 tablet: Each film coated tablet
contains Ursodeoxycholic Acid BP 150 mg.

UDILIVA 300 tablet: Each film coated tablet
contains Ursodeoxycholic Acid BP 300 mg.

INDICATIONS AND USAGE
Ursodeoxycholic Acid is indicated for the
treatment of Cholestasis (Jaundice), Primary
Biliary Cirrhosis (PBC), Non-Alcoholic Steato
Hepatitis (NASH), Viral Hepatitis, Alcoholic
Fatty Liver, Primary Sclerosing Cholangitis
(PSC) and Dissolution of Gallstones.

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 adminis-
tration 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 displace-
ment of toxic bile acids, other mechanisms
of action include cytoprotection of the
injured bile duct epithelial cells (cholangio-
cytes) against toxic effects of bile acids,
inhibition of apoptosis of hepatocytes,
immunomodulatory effects, and stimulation
of bile secretion by hepatocytes and
cholangiocytes.

In healthy subjects, at least 70% of Ursode-
oxycholic Acid (unconjugated) is bound to
plasma protein. Its volume of distribution
has not been determined, but is expected to
be small since the drug is mostly distributed
in the bile and small intestine. Ursodeoxy-
cholic Acid is excreted primarily in the
feces. With treatment, urinary excretion
increases, but remains less than 1% except
in severe cholestatic liver disease.

DOSAGE AND ADMINISTRATION

® Primary Biliary Cirrhosis: 13-15 mg/kg/day
in 2-4 divided doses.

* Non-Alcoholic Steato Hepatitis:
mag/kg/day.

® Acute Viral Hepatitis: 10-15 mg/kg/day.
 Alcoholic Fatty Liver: 15 mg/kg/day.
e Primary Sclerosing Cholangitis:
mag/kg/day.

 Dissolution of Gallstones: 8-12 mg/kg/day
either as single night time dose or in divided
doses.

13-15

25-30

CONTRAINDICATION

Ursodeoxycholic Acid is contraindicated in
the following conditions:

Acute inflammation of the gall bladder;
frequent episodes of biliary colic; inflamma-
tory diseases and other conditions of the
colon, liver or small intestine which interfere
with enterohepatic circulation of bile salts;
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nonfunctioning gall bladder; radio-opaque
stones.

WARNING AND PRECAUTION

Liver function tests (y-GT, alkaline phospha-
tase, AST, ALT) and bilirubin levels should
be monitored every month for three months
after start of therapy, and every six months
thereafter in patients having abnormal liver
function tests. This monitoring will allow the
early detection of a possible deterioration of
the hepatic function. Caution has to be
exercised to maintain the bile flow of the
patients taking Ursodeoxycholic Acid

If a patient presents with obstructive
gastrointestinal symptoms, hold Ursodeoxy-
cholic Acid until a clinical evaluation has
been conducted.

SIDE EFFECT

Nausea, vomiting, diarrhea, stomach upset,
constipation,  dizziness, tired feeling,
headache and back pain.

DRUG INTERACTION

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

USE IN PREGNANCY AND LACTATION
Pregnancy category of Ursodeoxycholic
Acid is B. No evidence of harm has been
reported in pregnancy after using Ursode-
oxycholic Acid. It has been effectively used
for the treatment of cholestasis of pregnancy
during the last trimester without any side
effects. Problems have not been document-
ed in humans regarding breast feeding.

OVERDOSAGE

It is unlikely that overdose will cause serious
side effects. Diarrhea may occur and it is
recommended to monitor the liver function
periodically.

PHARMACEUTICAL INFORMATION
Storage

Store at or below 30°C, in a cool and dry
place. Keep away from light. Keep out of the
reach of children.

HOW SUPPLIED
UDILIVA 150 tablet: Each box contains
3X10 tablets in Alu-Alu blister pack.

UDILIVA 300 tablet: Each box contains
3X10 tablets in Alu-Alu blister pack.

Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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