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Benlysta I.V. 120 mg a"n 120 *11-m nvor'na

Benlysta I.V. 400 mg a2"n 400 *11-IMm avor'ma
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Belimumab 120 MG
Belimumab 400 MG

n/T231 a/xoN
,n/T231 n/njpN

JITAY D'WONN 7Y X971 DIXT D1va VT 1DTY W vrTInYG nwpan (GSK) n'va xawt *pnmolop?a nian

7MW DMY'YONYT DN RtINNN

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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4.4 Special warnings and precautions for use

(..

Severe cutaneous adverse reactions

Stevens-Johnson syndrome (SJS) and toxic epidermal necrolysis (TEN), which can be life-threatening or fatal,
have been reported in association with Benlysta treatment. Patients should be advised of the signs and symptoms
of SJS and TEN and monitored closely for skin reactions. If signs and symptoms suggestive of these reactions
appear, Benlysta should be withdrawn immediately, and an alternative treatment should be considered. If the
patient has developed SJS or TEN with the use of Benlysta, treatment with Benlysta must not be restarted in this
patient at any time.

(..

4.8 Undesirable effects
(...

Severe cutaneous adverse reactions: Stevens-Johnson syndrome (SJS) and toxic epidermal necrolysis (TEN) have
been reported in association with Benlysta treatment (see section 4.4).

(..

Tabulated list of adverse reactions

System organ class Frequency Adverse reaction(s)

(...) (...) (...)

Skin and subcutaneous tissue | Not known Stevens-Johnson syndrome, toxic
disorders epidermal necrolysis
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