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¢ Actemra, in combination with methotrexate (MTX), is indicated for the treatment of
moderate to severe active rheumatoid arthritis (RA) in adult patients who have either
responded inadequately to, or who were intolerant to, previous therapy with one or more
disease-modifying anti-rheumatic drugs (DMARDS) or tumour necrosis factor (TNF)
antagonists. In these patients, Actemra can be given as monotherapy in case of
intolerance to MTX or where continued treatment with MTX is inappropriate

Actemra has been shown to reduce the rate of progression of joint damage as measured
by X-ray and to improve physical function when given in combination with methotrexate.

e Actemra in combination with methotrexate (MTX) is indicated for the treatment of severe,
active and progressive rheumatoid arthritis (RA) in adults not previously treated with
MTX.

¢ Actemra (tocilizumab) is indicated for the treatment of giant cell arteritis (GCA) in adult
patients.
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Summary of the safety profile

The safety profile comes from 4158 4510 patients exposed to Actemra in clinical
trials; the majority of these patients were participating in RA studies (n=4009), while
the remaining experience comes from GCA (n=149), pJIA (n=240) and sJIA (n=112)
studies. The safety profile of Actemra across these indications remains similar and
undifferentiated.

[...]

Tabulated summary of adverse reactions

The ADRs listed in Table 1 are presented by system organ class and frequency
categories, defined using the following convention: very common (= 1/10); common
(=2 1/100 to < 1/10), uncommon (= 1/1,000 to < 1/100) rare (=1/10,000 to <1/1,000) or
very rare (<1/10,000). Within each frequency grouping, undesirable effects are
presented in order of decreasing seriousness.

Table 1. Summary of ADRs occurring in patients treated with Actemra:

General disorders and administration site conditions: Injection site reaction was
added as Very Common (previously it was Common ADR).
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