ALIREVMENI

Generic name: Revumenib Citrate Tablets
Brand Name: ALIREVMENI
Composition:

Revumenib Citrate

160mg

Indications:

ALIREVMENI is a Menin inhibitor indicated for the treatment of relapsed or refractory
acute leukemia with a lysine methyltransferase 2A gene (KMT?2A) translocation in adult
and pediatric patients 1 year and older.

Dosage:
Recommended Dosage

The recommended dosage of ALIREVMENI varies by patient weight and concomitant use
of strong CYP3A4 inhibitors. See Table 1 for the recommended dosage for patients 1 year
and older. Do not start ALIREVMENI until the WBC is reduced to less than 25 Gi/L.
Continue ALIREVMENI until disease progression or unacceptable toxicity. For patients
without disease progression or unacceptable toxicity, treat for a minimum of 6 months to

allow time for clinical response.
Table 1. ALIREVMENI Recommended Dosage for Patients 1 Year and Older

. . Without Strong CYP3A4 With Strong CYP3A4
Patient Weight Inhibit%rs Inhib%tors
40 kg or more 270 mg orally twice daily 160 mg orally twice daily
Less than 40 kg 160 mg/m’ orally twice daily* | 95 mg/m’ orally twice daily*
Table 2: Recommended Dosage using Tablets* for Patients Weighing Less than 40 kg
BSA (m?) REVUFORJ Doszage for 160 REVUFORJ DoZSage for 95
mg/m mg/m
1.4 220 mg twice daily 135 mg twice daily
1.3 220 mg twice daily 135 mg twice daily
1.2 185 mg twice daily 110 mg twice daily
1.1 185 mg twice daily 110 mg twice daily
1 160 mg twice daily 100 mg twice daily
0.9 135 mg twice daily 75 mg twice daily
0.8 135 mg twice daily 75 mg twice daily
0.7 110 mg twice daily 50 mg twice daily
0.6 100 mg twice daily 50 mg twice daily
0.5 75 mg twice daily 50 mg twice daily
0.4 50 mg twice daily 25 mg twice daily

*If needed, attain the desired dose by combining different strengths of ALIREVMENI tablets

Administration:

e Administer ALIREVMENI orally twice daily fasted or with a low-fat meal at approximately

the same time each day.

e If patients are unable to swallow tablets, they may be crushed and dispersed in water and

taken within 2 hours of preparation.

Contraindications:
None.
Warning:

QTc Interval Prolongation: Monitor electrocardiograms and electrolytes. Correct
hypokalemia and hypomagnesemia prior to and during treatment. If QTc interval
prolongation occurs, interrupt, reduce, or permanently discontinue ALIREVMENTI.
Embryo-Fetal Toxicity: Can cause fetal harm. Advise females of reproductive potential
and males with female partners of reproductive potential of potential risk to a fetus and to
use effective contraception.

Adverse Effects:

Hemorrhage, nausea, musculoskeletal pain, infection, diarrhea, differentiation syndrome,
constipation, edema, viral infection, fatigue.



Dosage form: Purple oval tablets.

Expiry date: 24 months from the date of manufacture.
Packaging: 30 tablets/bottle.

Storage:

e Store at room temperature not exceeding 30°C.

e Please keep out of the reach of children.
Manufactured by:

Laos Alliance Pharmaceutical Group Factory
Saysettha Development Zone, Vientiane Capital, Lao PDR
Tel: +856-21-737 051
www.alliancepharmagroup.com


http://www.alliancechems.com/
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