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Ocrevus® 920 MG S.C.
ocrelizumab
Solution for injection
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Ocrevus 920 MG S.C. is indicated for the treatment of adult patients with relapsing
or primary progressive forms of multiple sclerosis.
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2.2 Assessments Prior to First Dose of OCREVUS 920 MG S.C.
[...]

Liver Function Tests

Prior to initiating OCREVUS 920 MG S.C., obtain serum aminotransferases (alanine
aminotransferase [ALT] and aspartate aminotransferase [AST]), alkaline phosphatase, and
bilirubin levels [see Warnings and Precautions (5.7)].
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[...]

5.7 Liver Injury

Clinically significant liver injury, without findings of viral hepatitis, has been rarely reported in
the postmarketing setting in patients treated with ocrelizumab. Signs of liver injury, including
markedly elevated serum hepatic enzymes with elevated total bilirubin, have occurred from
days to months after the first dose.

Patients treated with OCREVUS 920 MG S.C. found to have an alanine aminotransferase
(ALT) or aspartate aminotransferase (AST) greater than 3x the upper limit of normal (ULN)
with serum total bilirubin greater than 2x ULN are potentially at risk for severe drug-induced

liver injury.

Obtain liver function tests prior to initiating treatment with OCREVUS 920 MG S.C. [see
Dosage and Administration (2.2)], and monitor for signs and symptoms of any hepatic injury
during treatment. Measure serum aminotransferases, alkaline phosphatase, and bilirubin levels
promptly in patients who report symptoms that may indicate liver injury, including new or
worsening fatigue, anorexia, nausea, vomiting, right upper abdominal discomfort, dark urine, or
jaundice. If liver injury is present and an alternative etiology is not identified, discontinue
OCREVUS 920 MG S.C.
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The following serious adverse reactions are discussed in greater detail in other sections of the
labeling:

[...]

e Liver Injury [see Warnings and Precautions (5.7)]
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