Resmit

Resmetirom INN Film Coated Tablet
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DESCRIPTION

Resmit™ is a preparation of Resmetirom INN. Resmetirom is a partial agonist of the thyroid hormone
receptor-beta (THR-B). THR-P is the major form of THR in the liver and stimulation of THR- in the liver
reduces intrahepatic triglycerides, whereas actions of thyroid hormone outside the liver, including in
heart and bone, are largely mediated through THR-a. It decreases liver fat content as measured by
magnetic resonance imaging-protein density fat fraction (MRI-PDFF) or FibroScan controlled attenuation
parameter (CAP). Resmetirom is metabolized by CYP2C8 and is not metabolized by other CYP enzymes
in vitro.

INDICATIONS

Resmit™ is indicated in conjunction with diet and exercise for the treatment of adults with noncirrhotic
nonalcoholic steatohepatitis (NASH) with moderate to advanced liver fibrosis (consistent with stages F2
to F3 fibrosis) which is a form of non-alcoholic fatty liver disease (NAFLD).

DOSAGE AND ADMINISTRATION

The recommended dosage of Resmit™ is based on actual body weight. For patients weighing:
* <100 kg, the recommended dosage is 80 mg orally once daily.

«>100 kg, the recommended dosage is 100 mg orally once daily.

Administer Resmit™ with or without food.

CONTRAINDICATIONS
Patients with a history of hypersensitivity to the active substance or to any of the excipients.

SIDE EFFECTS

The most common adverse reactions with Resmetirom are: diarrhea, nausea, pruritus, vomiting,
constipation, abdominal pain and dizziness.

PRECAUTIONS AND WARNINGS

* Hepatotoxicity: Monitor patients during treatment with Resmetirom for elevations in liver tests and for
the development of liver-related adverse reactions. Discontinue Resmetirom and continue to monitor
the patient if hepatotoxicity is suspected.

* Gallbladder-Related Adverse Reactions: Cholelithiasis and cholecystitis were observed more often in
Resmetirom -treated patients. If cholelithiasis is suspected, gallbladder diagnostic studies and
appropriate clinical follow-up are indicated. If an acute gallbladder event such as acute cholecystitis is
suspected, interrupt Resmetirom treatment until the event is resolved.

To be dispensed only by the prescription of registered physician.

USE IN PREGNANCY AND LACTATION

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.

There is no information regarding the presence of Resmetirom in human or animal milk, the effects on
the breast-fed infant or the effects on milk production. The developmental and health benefits of
breastfeeding should be considered along with the mother's clinical need for Resmetirom and any
potential adverse effects on the breastfed infant from Resmetirom or from the underlying maternal
condition.

PEDIATRIC USE
The safety and effectiveness of Resmetirom have not been established in pediatric patients.

DRUG INTERACTION

« Strong or Moderate CYP2C8 Inhibitors: Concomitant use not recommended (strong inhibitor [e.qg.,
gemfibrozill); or reduce Resmetirom dosage (moderate inhibitor [e.g., clopidogrel]).

« Organic Anion-Transporting Polypeptides- OATP1B1 and OATP1B3 Inhibitors: Concomitant use with
QATP inhibitors (e.g., cyclosporine) is not recommended.

« Atorvastatin, Pravastatin, Rosuvastatin and Simvastatin: Limit the daily dosage of the statin as
recommended.

* CYP2C8 Substrates: Monitor patients more frequently for substrate-related adverse reactions.

PHARMACEUTICAL PRECAUTION
Store below 30° C temperature. Keep away from light and wet place. Keep out of reach of children.

PACKAGING

Resmit™ 60 Tablet: Box containing 1 strip of 10 tablets. Each film-coated tablet contains Resmetirom
INN 60 mg.

Resmit™ 80 Tablet: Box containing 1 strip of 10 tablets. Each film-coated tablet contains Resmetirom
INN 80 mg.

Resmit™ 100 Tablet: Box containing 1 strip of 10 tablets. Each film-coated tablet contains Resmetirom
INN 100 mg.
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