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Long term treatment of patients with Hunter syndrome (MPS Il).
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4.4 Special warnings and precautions for use

Infusion-related reactions

Patients treated with idursulfase may develop infusion-related reactions (see section 4.8).
During clinical trials, the most common infusion-related reactions included cutaneous
reactions (rash, pruritus, urticaria), pyrexia, headache, hypertension, and flushing. Infusion-
related reactions were treated or ameliorated by slowing the infusion rate, interrupting the
infusion, or by administration of medicinal products, such as antihistamines, antipyretics,
low-dose corticosteroids (prednisone and methylprednisolone), or beta-agonist
nebulisation. Ne-patient-discontinuedtreatment due toaninfusionreaction-duri
srucies
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Takeda Israel Ltd.
25 Efal st., P.O.B 4140, Petach-Tikva 4951125
Tel:+972-3-3733140 Fax (local) : + 972-3-3733150



