Reliver®

Resmetirom

Description
Resmetirom is a thyroid hormone receptor-beta
agonist used to treat Noncirrhotic Nonalcoholic
Steatohepatitis (NASH) with moderate to advanced
liver fibrosis.

Mode of Action

Resmetirom is a selective THR-beta agonist that
targets thyroid hormone receptor-beta in the liver. By
activating this receptor it increases the liver's
fat-burning and lipid-clearing activity, which helps
lowering triglycerides and LDL cholesterol within the
liver. This reduction in liver fat helps slow or prevent
the progression of NASH, decreasing inflammation,
reducing fibrosis risk, and protecting the liver from
long-term damage.

Pharmacokinetics

Resmetirom is well absorbed orally, achieving peak
plasma concentrations within 2—4 hours. It shows high
plasma protein binding and distributes extensively to
the liver, its primary site of action. The drug is
predominantly metabolized by CYP2C8, with minor
involvement from other pathways, and its metabolites
are eliminated through both urine and feces.

Composition

Reliver® 60 mg Tablet: Each film-coated tablet
contains Resmetirom INN 60 mg

Reliver® 80 mg Tablet: Each film-coated tablet
contains Resmetirom INN 80 mg

Reliver® 100 mg Tablet: Each film-coated tablet
contains Resmetirom INN 100 mg

Indications

Noncirrhotic Nonalcoholic Steatohepatitis (NASH),
Metabolic Dysfunction-Associated Steatohepatitis
(MASH), Moderate to advanced liver fibrosis
(consistent with stages F2 to F3 fibrosis), along with
diet and exercise.

Dosage & administration

The dose of Resmetirom varies based on body weight
and can be taken with or without food. The
recommended dosage is:

Dose with a
Patient's Standard moc’?ﬁ:ﬁoﬁ;mca
Actual Body |Recommended (e.g., Clopidogrel)
Weight (ABW) Dose redu;:e the dosage
of Resmetirom
Body weight 80 mg 60 mg
less than 100 kg|  once daily once daily
Body weight of 100 mg 80 mg
100 kg or more once daily once daily

Contraindications

Resmetirom is contraindicated in patients who have
known hypersensitivity to its active substance or to any
of the excipients.

Side effects
The most common side effects reported as mild and
transient diarrhea and nausea at the beginning of therapy.

Use in pregnancy & lactation

There are no available data on 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 in
human or animal milk, the effects on the breast-fed

infant, or the effects on milk production.

Precautions

Resmetirom may cause hepatotoxicity, so liver tests
should be monitored regularly, and treatment should
be stopped if liver injury is suspected. It can also
increase the risk of gallbladder-related issues,
including cholelithiasis and cholecystitis. If gallstones
are suspected, appropriate diagnostic evaluation is
needed, and if an acute gallbladder event occurs,
Resmetirom should be temporarily discontinued until
the condition resolves.

Drug interactions

When taking Resmetirom, it is crucial to inform your
healthcare provider about all other medications,
especially those listed below, as dosage adjustments
or avoidance may be necessary.

Medication type | Interaction Action
and example effect recommended
Strong CYP2C8 | Significantly Concomitant
Inhibitors increases use not
(e.g., Gemfibrozil) Resmetirom recommended
exposure
Moderate Increases  |Reduce Resmetirom
CYP2C8 Resmetirom | dosage (Refer to
Inhibitors exposure weight-based
(e.g., Clopidogrel) dose reduction
guidelines)
OATP1B1 and Increases Concomitant
OATP1B3 Resmetirom use not
Inhibitors exposure recommended
(e.g., Cyclosporine)
Statins Resmetirom Limit the statin
(e.g., Atorvastatin,| increases dosage (May
Rosuvastatin, exposure to increase risk of
Simvastatin, etc.)| these statins | statin side effects
like myopathy)
CYP2C8 Resmetirom Monitor closely
Substrates may increase the | (May increase the
(e.g., Loperamide,| concentration | risk of side effects
Montelukast, | of these drugs from the
Paclitaxel) substrate drug)

Disclaimer: This is not a complete list. Always review
all current medications, including over-the-counter
drugs and supplements, with your doctor.

Overdosage

Do not take two doses at one time. If you may have
overdosed on Resmetirom, contact with your doctor as
soon as possible.

Storage

Keep out of reach of children. Store in dry, well
ventilated premises at temperatures up to 30° C, away
from extraneous odors, contamination and intense
light.

Packaging

Reliver® 60 mg Tablet: Each box contains 10'sX1
tablets in a blister pack.

Reliver® 80 mg Tablet: Each box contains 10'sX2
tablets in a blister pack.

Reliver® 100 mg Tablet: Each box contains 10°sX1
tablets in a blister pack.
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