Literature of NOMASH Tablet range for NPD.

should be used during pregnancy only if the

Front Size: 135 mm x 185 mm Back
™ OATP1B1/1B3 ihibitors: | P
Y, . - hOATP (e.0. cyck
Effects of Resretirom on Other Drugs:
( R o ) Statms:
e sme frrom L3 . Resmetromincreases statin levels.
Tablet W y e Limit i 20 mg daily; ator into 40 mq daily.
CYP; & (aweakinhibitor)i their exp
COMPOSITION: ®  Monitor closelyforsubstrate-related adverse effects.
NOMASH TABLET 60 MG:
Each film coated tablet contains: FERTILITY, PREGNANCY & LACTATION:
Resmetwom...... -...60mg. Pregnancy: There are no or limited amount of data from the use of wromin women. Therefi
potential benefit justifies the potential risk to the foetus. Howevey, there are risks to the mother and fetus related to underlying matemnal NASH with liver fibrosis, such as
Product Specs.: Innovator L risks of diab pertensive licati barth, and postp: h g
Breast-feeding: Theeff f i na infant or on milk production areunknown.
NOMASH TABLET 80 MG:
Each film coated tablet contains: ADVERSE EFFECTS:
Resmetwom ... ....80mg. ing ad! ep h R
®  Hepatotoxicity
Product Specs.: |
nnovator ® Galbladderrelated adversereactons
NOMASH TABLET 100 MG: ® Urticaria
Each ﬁlr?'l coated tablet contains: e Rash
ReSMEtEOM .-wr-cvovrorrre e 100 mg.
® Dianhea
Product Specs.: Innovator ® Nausea
®  Pruritus
INDICATIONS: 3
Resmetwom is a thyroid hormone receptor-beta (THR-beta) agonist indicated m conjunction with diet and exercise for the treatment of adults with noncirrhotic ® Vomitng
icoholi h itis (NASH) with mod to adv d liver fibrosis (consistent with stages F2 to F3 fibrosss). This indi 1S ap d undev d e C
approvalbased onimprovement of NASH and fibrosis. C P I dep on y trial results. o Abdominalpan
POSOLOGY: ® Dizziness
sageof. iram is based ) body weight. For p.
o <100kgthe ded dosageis 80 dait PHARMACOLOGICAL PROPERTIES:
= ° i [’ ism of action: is a partial thyroid hormone receptorf§ (THR-B) agonist that primarily targets the liver. It activates THR-8 more strongly than THR-q,
® 2100 kg, the recommended dosagess 100 mgorally once daily. helping reduce kver fat iglycerides) while limiting intissues likethe heart and bone.
SPECIAL POPULATIONS: PHARMACOKINETIC PROPERTIES:
distric pop. : Safety and eff inchildrenh jon:
Geriatric population: Patients aged 65 and older may i dh though effecti is similarto younger adults. A . s levels in3-6 days
Renal impaioment: No dose adjustment is needed for mild or i i Usei li i has notbeen studied. e s
Hepatic snpairment Avoidin d irrhosis (mod: i ) ®  Peak levels occur about 4 hours aftera dose.
Mild he patic i does not required d ® Foodh ingful effect on I but may lower and y the
fetyand effect in NASH pati ith cirrhost blish Distridution:
Body weight: Higher body weight may result in lower diug exposure, but dosage adjustment is not required. o Resmetirom s highly protein-bound (>99%).
METHOO OF ADMINISTRATION: ®  Theapp lume of distribution1s 68 L.
Metzbotism:
® Oraluse
- 5 ®  Resmetiromis mainly broken down by the liver enzyme CYP2C8.
®  Tablets can be administered with or without food. . )
®  MGL-3623is amajor metabolite with a 28-times lower potency for THR-8 than Resmetirom.
CONTRAINDICATIONS: iromi indicatedin patients with ahistory of hy i ivesub: to anyexcipient of the prodi Elimination:

SPECIAL WARNINGS AND PRECAUTIONS FOR USE:
MHepatotaxicity:

e S i taking devel
q

y P liverp

®  Symptoms to watch for include fatigue, nausea, vomiting. pain in the right upper abdomen, jaundice (yellowmng of skin or eyes), fever, rash, or unusual blood test

results.
® Inrarecases,liverenzymes (ALT, AST) and bitirubi nsetoveryhig
e Ifhiverp d. stop taking iromi diately and monitor liver tests closely.
e On I, your doctor will y weigh the risk dbenefits before deciding if you should restart the medi
®  [f kiver tests do not retum to normal, further evaluation f {ike liver disease may be needed.
APPSR B
. i y the risk I infl ion ofthe gallbladder (acute ch itis), i lated

®  If you develop upper abdominal pain, nausea, vomiting, fever, or other signs of galibladder problems, your doctor may temporarily stop Resmetirom and perforin
appropfiate tests.
®  Treatmentmayresume once the issueis resolved and your doctor approvesit.

DRUG INTERACTIONS:

Effects of Othev Drug:

CYF. inhibi i i w;vk k va“n' hibif
o  Avoid inhibitors (e.q. PR

®  Reducedose withmod inhibi (eq idogref).

About 67% of the dose s

dinthef lyas

About 24%is eliminatedintheurine.

Only very small f unchanged drug

OVERDOSE: Inth of dose, approp five should beiniti di the patient’s clinical signs and
INSTRUCTIONS:

- Storebelow30°C.

~ Protect from heat, sunlight & moisture.

- Keep out of the reach of children.

f 9 dmedical

- Tobe sold onthe p

PRESENTATION:
NOMASH TABLET 60 MG
NOMASH TABLET 80 MG
NOMASH TABLET 100 MG

Manufactured by
‘Wimits Pharmaceuticals Pvi. Lid.
Plol No. 129, d

Packof 3x 10 tablets.
Packof3x 10tablets.
H Packof 3x 10tablets.

on! r

Marketed by:

@ CCL CCL Pharmaceuticals (Pvt.) Ltd.

62 Industnial Estate, Kot Lakhpat, Lahore, Pakistan.
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