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Benlysta is indicated as add-on therapy in patients aged 5 years and older with active,
autoantibody-positive systemic lupus erythematosus (SLE) with a high degree of disease activity
(e.g., positive anti-dsDNA and low complement) despite standard therapy.

Benlysta is indicated in combination with background immunosuppressive therapies for the
treatment of adult patients with active lupus nephritis.
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4.2 Posology and method of administration
Special populations

Elderly
The efficacy and safety of Benlysta in the elderly has not been established. Data on patients >65 years are limited (see

section 5. 1) Benlysta should be used with caution in the elderly te—<—l—8—é—ef—th%s&td+ed—pepal—aﬂeﬂ—?he%fe¥%the

ary-dDose adjustrnent is not requlred (see sectlon 5. 2)

5.1 Pharmacodynamic properties

Age

There were no observed differences in efficacy or safety in SLE patients > 65 years who received Benlysta
intravenously or subcutancously compared to the overall population in placebo-controlled studies; however, the
number of patients aged > 65 years (62 patients for efficacy and 219 for safety) is not sufficient to determine whether
they respond differently to younger patients.
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