Information For the User
Ursodeoxycholic acid 300 mg syrup

Uriviga 300 Syrup

Brand Name: Unviga 300 Syvrup
Dosage Form: Syrup
Therapeutic Category: Hepatoprotective / Bile Acid — Gallstone Dissolution Agent

Composition:

Each > ml contains:

* Ursodeoxvcholic Acid IP — 300 mg
* Excipients —gq.5.

» Colour: Approved colour used

* Flavour: Palatable base

Pharmacology & Mechanism of Action:

Ursodeoxyecholic actd (UDCA) 1s a naturally occurring hydrophilic bile acid. It works by
reducing the cholesterol content of bile and bile stones through suppression of hepatic
cholesterol synthesis and inhibition of intestinal absorption of cholesterol. It stabilizes hepatocyte
canalicular membranes, stimulates bile secretion. and protects liver cells from toxic bile acids. It
1s effective 1n diszolving cholesterol gallstones and improving liver function in cholestatic
conditions.

Indications:

* Cholesterol-rich gallstone dissolution

* Primary biliary cholangitis (PBC)

* Hepatobiliary disorders 1n chromic liver diseases
= Non-alcoholie fatty liver disease (NAFLD)

= Bile reflux gastritis

Dosage & Administration:

= Adults: 5-10 ml once or twice daily after meals, or as directed by the physician
» Dosage may be adjusted based on body weight and climical condition

= Shake well before use

* To be administered under the supervision of a registered medical practitioner

Contraindications:

= Hypersensitivity to UDCA or anv excipients

= Calcified or pigment gallstones

* Dhstructive biliary tract diseases

= Non-functioming gallbladder

= Acute inflammation of gallbladder or bile ducts

Warnings & Precautions:

* Peniodic monmitoring of liver function tests 1s advised during therapy

» Not recommended dunng pregnancy unless clearly necessary

* Use with caution in lactating women

= Regular ultrasound checkups may be needed to monitor gallstone dissolution



Drug Interactions:

* Cholestyramine, colestipol, or antacids contamning aluminium may reduce UDCA absorption —
administer at least 2 hours apart

= May alter absorption of ciclosporin and antibiotics — monitor levels accordingly

Adverse Effects:

» Dccastonal: Diarrhea. nausea, mild abdominal pamn

» Rare: Calcification of gallstones_ skin rash. pruritus

= Long-term therapy may require liver enzyme monitoring

Storage:

= Store below 25°C

= Protect from light and moisture
= Keep out of reach of children
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