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Spevigo IV
TSN 121190
spesolimab 60 mg/ml

concentrate for solution for infusion
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SPEVIGO is indicated for the treatment of generalized pustular psoriasis (GPP) flares in adults.
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Boehringer Ingelheim Israel
Medinat Ha-Yehudim 89, P.O. Box 4124
Herzliya-Pituach, Israel 4676672
Phone: +9729-9730500
Fax: +9729-9730549
www.Boehringer-Ingelheim.com
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7. CONTRAINDICATIONS
SPEVIGO is contraindicated in patients with hypersensitivity to spesolimab- or to any of the excipients in
SPEVIGO. Reported hypersensitivity reactions have included drug reaction with eosinophilia and systemic
symptoms (DRESS) and anaphylaxis [see Warnings and Precautions (8.3) and Adverse Reactions (9.1)].
For the full list of ingredients, see section 11.
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8.3 Hypersensitivity and Infusion-Related Reactions

SPEVIGO-asseeciated Serious hypersensitivity reactions may-inelude-immediate-saeh-as, including anaphylaxis and
delayed reactions such as drug reaction with eosinophilia and systemic symptoms (DRESS}), have been reported

during and following administration of SPEVIGO. These reactions can occur with the first dose or subsequent doses
[see Adverse Reactions (9.1)].
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9.2 Postmarketing Experience

The following adverse reactions have been identified during postapproval use of SPEVIGO. Because these reactions
are reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their
frequency or establish a causal relationship to drug exposure.

Immune System Disorders. Immediate systemic hypersensitivity reactions, including anaphylaxis.
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