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Bavencio® (Avelumab),
concentrate for solution for infusion vial
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Metastatic Merkel Cell Carcinoma
Bavencio is indicated for the treatment of adult patients with metastatic Merkel cell carcinoma
(MCC).

Locally Advanced or Metastatic Urothelial Carcinoma

First-Line Maintenance Treatment of Urothelial Carcinoma

Bavencio is indicated for the maintenance treatment of patients with locally advanced or
metastatic urothelial carcinoma (UC) that has not progressed with first-line platinum-containing
chemotherapy.

Previously-Treated Urothelial Carcinoma
Bavencio is indicated for the treatment of patients with locally advanced or metastatic urothelial
carcinoma (UC) who:
- Have disease progression during or following platinum-containing chemotherapy
- Have disease progression within 12 months of neoadjuvant or adjuvant treatment with
platinum-containing chemotherapy.

Advanced Renal Cell Carcinoma
Bavencio in combination with axitinib is indicated for the first-line treatment of patients with
advanced renal cell carcinoma (RCC).
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6.3 Shelf life

After preparation of infusion
Chemical and physical in-use stability of the diluted solution has been demonstrated fer24-hoursat

room-temperature-andreomlight as follows:
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Infusion solution Storage at 2°C to 8°C Storage at 20°C to 25°C
protected from light and room light

Sodium chloride 9 mg/mL 96 hours 72 hours
(0.9%) solution for injection
Sodium chloride 4.5 mg/mL 24 hours 24 hours
(0.45%) solution for injection

From a microbiological point of view, the-diuted-setution-should-beinfused-immediately unless the
method of dilution precludes the risk of microbial contamination, has-takenplace-in-controled-and

validated-aseptic-conditions—the diluted solution should be infused immediately.

If not used immediately, in-use storage times and conditions prior to use are the respon5|b|I|ty of

the user—a
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