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Balversa 3mg, Film Coated Tablets. Erdafitinib 3mg 165-77-36132-00
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Treatment of adult patients with locally advanced or metastatic urothelial carcinoma (mUC), that has:

- Susceptible FGFR3 or FGFR2 genetiic alterations, and
- Progressed during or following at least one line of prior platinum-containing chemotherapy, including within
12 months of neoadjuvant or adjuvant platinum-containing chemotherapy.
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Table 4: Laboratory Abnormalities Reported in 2 10% (All Grade) or 2 5% (Grade 3-4) of Patients
BALVERSA 8 mg daily (N=867)
Laboratory Abnormality All Grades (%) | Grade 3-4 (%)
Hematology
Hemoglobin decreased 35 3
Platelets decreased 19 1
Leukocytes decreased 17 0
Neutrophils decreased 10 2
Chemistry
Phosphate increased 76 1
Creatinine increased 52 5
Sodium decreased 40 16
Alanine aminotransferase increased 41 1
Alkaline phosphatase increased 41 1
Albumin decreased 37 0
Aspartate aminotransferase increased 30 0
Magnesium decreased 30 1
Phosphate decreased 24 9
Calcium increased 22 3
Potassium increased 16 0
Fasting glucose irerease decreased 10 0
@ One of the 87 patients had no laboratory tests.
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