Livora

Resmetirom

Composition

Livora 80: Each tablet contains Resmetirom INN 80 mg.

Livora 100: Each tablet contains Resmetirom INN 100 mg.

Pharmacology

Resmetirom is a selective THR-B partial agonist that mainly acts in the liver. By activating liver
THR-B, it reduces excess liver fat and improves lipid metabolism, with minimal effects on the
heart and bone.

Indications

Resmetirom s indicated along with diet and exercise for treating adults with noncirrhotic
nonalcoholic steatohepatitis (NASH) and moderate to advanced liver fibrosis (stages F2-F3).
Dosage & Administration

The recommended dosage of Resmetirom is based on actual body weight.

For patients weighing:

+ <100 kg, the recommended dosage is 80 mg once daily

+ 2100 kg, the recommended dosage is 100 mg once daily.

The recommended dosage of Resmetirom with moderate CYP2C8 inhibitors:

+ <100 kg, the recommended dosage is 60 mg once daily

+ 2100 kg: the recommended dosage is 80 mg once daily

Resmetirom can be administered with or without food.

Contraindications

None

Precautions

Hepatotoxicity: Hepatotoxicity has been observed with use of Resmetirom. Monitor liver
function tests and watch for symptoms such as fatigue, nausea, vomiting, right upper abdominal
pain, jaundice, fever, rash, or eosinophilia. If hepatotoxicity is suspected, discontinue
Resmetirom and continue monitoring. Once liver tests return to baseline, weigh the risks and
benefits before restarting therapy. If values do not normalize, consider DI-ALH or autoimmune
liver disease.

Gallbladder-Related Adverse Reactions: Resmetirom may increase risk of cholelithiasis,
acute cholecystitis, and obstructive pancreatitis (gallstone). If cholelithiasis is suspected,
gallbladder diagnostic studies and appropriate clinical follow-up are indicated. If an acute
gallbladder event is suspected, interrupt Resmetirom treatment until the event is resolved.
Drug Interaction with certain statins

Anincrease in exposure of atorvastatin, pravastatin, rosuvastatin, and simvastatin was observed
when concomitantly administered with Resmetirom, which may increase the risk of adverse
reactions related to these drugs. Dosage adjustment for certain statins is recommended.

Side Effects

The common side effects of Resmetirom are: diarrhea, nausea, vomiting, pruritus, abdominal
pain, constipation and dizziness.

Use in specific population

Pregnancy: There are no available data on Resmetirom use in pregnant women to evaluate for
a drug-associated risk of major birth defects, miscarriage, or other adverse maternal or fetal
outcomes. Lactation: There is no information on Resmetirom in breast milk o its effects on the
infant. Consider the benefits of breastfeeding along with the mother’s need for Resmetirom and
potential risks to the infant. Pediatric Use: The safety and effectiveness of Resmetirom have not
been established in pediatric patients. Geriatric Use: No overall difference in effectiveness has
been observed, but patients 65 years and older may experience more adverse reactions than
younger adults. Renal Impairment: For patients with mild or moderate kidney impairment, the
recommended Resmetirom dose is the same as for patients with normal kidney function. Not
studied in severe renal impairment.

Hepatic Impairment:

+ Mild impairment (Child-Pugh A): No dosage adjustment needed.

* Moderate to severe impairment / decompensated cirrhosis: Use should be avoided due to
higher risk of adverse reactions.

Drug Interactions

Effects of Other Drugs on Resmetirom: Strong or Moderate CYP2C8 Inhibitors:
Concomitant use of Resmetirom with strong CYP2C8 inhibitors (e.g., gemfibrozil) is not
recommended. When used with moderate CYP2C8 inhibitors (e.g., clopidogrel), the Resmetirom
dose should be reduced to lower the risk of adverse reactions. Organic Anion-Transporting
Polypeptides (OATP) 1B1 and OATP1B3 Inhibitors: Concomitant use of Resmetirom with
OATP1B1 or OATP1B3 inhibitors (e.g., cyclosporine) is not recommended, as it may increase
the risk of adverse reactions. Effects of Resmetirom on Other Drugs: Statins (Atorvastatin,
Pravastatin, Rosuvastatin, or Simvastatin): Resmetirom may increase plasma concentrations of
statins (atorvastatin, pravastatin, rosuvastatin, or simvastatin), raising the risk of related adverse
reactions. Dose adjustment is recommended: Rosuvastatin and simvastatin should not
exceed 20 mg daily, while pravastatin and atorvastatin should not exceed 40 mg daily. CYP2C8
Substrates: Resmetirom may increase exposure to CYP2C8 substrates (e.g., pioglitazone),
raising the risk of related adverse reactions. Patients should be closely monitored if
co-administered, especially when small concentration changes may cause serious effects.
Storage

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

How Supplied

Livora 80 (20’s): Each box contains 20 tablets, (2x10’s) in Blister pack.

Livora 100 (20’s): Each box contains 20 tablets, (2x10's) in Blister pack.

Manufactured by:
|® DBL Pharmaceuticals Limited 10400537
~AM % Surabari, Kashimpur, Gazipur, Bangladesh www.dbl-pharma.com
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