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Cerezyme 400 Units
POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION
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For the long term enzyme replacement therapy for patients with a confirmed diagnosis of
Type 1 Gaucher disease that results in one or more of the following conditions:
e Anemia
o Thrombocytopenia
e Bone disease
¢ Hepatomegaly or splenomegaly
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4 CONTRAINDICATIONS
Hypersensitivity to the active substance or to any of the excipients listed in section 11.

5 WARNINGS AND PRECAUTIONS
5.1 Hypersensitivity and Infusion-Associated Reactions

Hypersensitivity reactions, some of which are serious and include anaphylaxis, have been
reported. In addition, hypersensitivity and other infusion-associated reactions have been
reported during or shortly after infusion and include pruritus, flushing, urticaria,
angioedema, chest discomfort, dyspnea, cough, cyanosis, tachycardia, and hypotension
[see Adverse Reactions (6.1)]. Patients with antibody to imiglucerase have a higher risk
of hypersensitivity reactions. Conversely, not all patients with symptoms of
hypersensitivity have detectable 1gG antibody. Consider periodic monitoring of patients
during the first year of treatment for IgG antibody formation [see Adverse Reactions

(6.2)].

If a severe hypersensitivity reaction occurs, discontinue Cerezyme treatment and initiate
appropriate medical treatment.
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