ALIERDATINI

Generic name: Erdafitinib Tablets

Brand Name: ALIERDATINI

Composition:

Erdafitinib 4mg

Indications:

* ALIERDATINI is a kinase inhibitor indicated for the treatment of adult patients with locally
advanced or metastatic urothelial carcinoma (mUC) with susceptible FGFR3 genetic
alterations whose disease has progressed on or after at least one line of prior systemic
therapy.

Limitations of Use

e ALIERDATINI is not recommended for the treatment of patients who are eligible for and
have not received prior PD-1 or PD-L1 inhibitor therapy.

Dosage:

e Confirm the presence of FGFR3 genetic alterations in tumor specimens prior to initiation
of treatment with Erdafitinib.

e Recommended initial dosage: 8 mg orally once daily with a dose increase to 9 mg daily if
criteria are met.

e Swallow whole with or without food.

Contraindications:

None.

Warning:

e Ocular disorders: Erdafitinib can cause central serous retinopathy/retinal pigment
epithelial detachment (CSR/RPED).

e Hyperphosphatemia: Monitor for hyperphosphatemia and manage with dose modifications
when required.

e Embryo-fetal toxicity: Can cause fetal harm. Advise patients of the potential risk to the
fetus and to use effective contraception.

e Lactation: Advise not to breastfeed.

Adverse Effects:

e Fatigue, dry mouth, dry skin, decreased appetite, dysgeusia, constipation, increased
calcium, dry eye, palmar-plantar erythrodysesthesia syndrome, increased potassium,
alopecia, and central serous retinopathy.

Dosage form: Orange round tablets.

Expiry date: 48 months from the date of manufacture.

Packaging: 56 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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