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Ocrevus® 300 mg/10 ml
ocrelizumab
Concentrate for solution for infusion

;NP n/npn 0/ n/RkoN
7w XONY7 |17V 1yxIAw DIIDTY 7V DOYTING NYpan n"ya (7RWY) Np'oaxnid win nan
.ONINFIX V'WONN

.O"NINN 0DIDTY (7 0D'IXN IT NYTINA

XAV V'WONYT MMivan nrrnnnn

Ocrevus is indicated for the treatment of adult patients with relapsing or primary
progressive forms of multiple sclerosis.
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5.1 Infusion Reactions

Ocrevus can cause infusion reactions, which can include pruritus, rash, urticaria, erythema,
bronchospasm, throat irritation, oropharyngeal pain, dyspnea, pharyngeal or laryngeal edema,
flushing, hypotension, pyrexia, fatigue, headache, dizziness, nausea, and tachycardia, and
anaphylaxis. In multiple sclerosis (MS) clinical trials, the incidence of infusion reactions in
Ocrevus-treated patients [who received methylprednisolone (or an equivalent steroid) and
possibly other pre-medication to reduce the risk of infusion reactions prior to each infusion]
was 34 to 40%, with the highest incidence with the first infusion. There were no fatal infusion
reactions, but 0.3% of Ocrevus-treated MS patients experienced infusion reactions that were
serious, some requiring hospitalization.



