TO WHOM IT MAY CONCERN

Basel , 03 May 2023

HERCEPTIN® 600 mg Solution for Injection (Ro 45-2317/F07)

The nominal weight (without overfill) per vial HERCEPTIN 600 mg is:

Trastuzumab (drug substance): 600 mg
Excipients: 427 mg
Water: 4288 mg
Total: 5315 mg

Each vial contains an overfill of approximately 9%. Therefore the weight including the overfill is:

Trastuzumab (drug substance): Excipients: 654 mg

Water: 465 mg

Total: 4674 mg
5793 mg

The density of the solution at 20 °C is 1.063 g/mL.
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