


Abbreviated Summary of Product Characteristics

Cerezyme@ 200 U/ Gerezyme” 400 U: powder for concentrate for solution for infusion (imiglucerase).
Prescription only medicine.

Product composition: Each vial of Cerezyme contains 200 U or 400 U of imiglucerase, the recombinant form of
the natural form of human R-glucocerebrosidase, and the following excipients: mannitol, sodium citrate, citric acid
monohydrate and polysorbate 80.

Cerezyme should be reconstituted with water for Injections and further diluted in 0.9% sodium chioride
intravenous solution.

indication: Cerezyme is indicated for use as long-term enzyme replacement therapy in patients with a confirmed
diagnosis of non-neuronopathic (Type 1) or chronic neuronopathic (Type 3) Gaucher disease and who exhibit
clinically significant non-neuronological manifestations of the disease.

Contraindications: hypersensitivity to the active substance or to any of the excipients.

Dosage and administration: Therapy should be directed by physicians knowledgeable in the management of
Gaucher disease. Initial doses of 60 U/kg of body weight once every 2 weeks have shown improvement in
haematological and visceral parameters within 6 months of therapy and continued use has either stopped
progression of or improved bone disease. Administration of doses as low as 2.5 U/kg of body weight three times a
week or 15 U/kg of body weight once every 2 weeks has been shown to improve haematological parameters and
organomegaly, but not bone parameters. The reconstituted and diluted preparation is administered by intravenous
infusion over 1 to 2 hours.
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Precautions:

Hypersensitivity: IgG antibodies to imiglucerase are formed in approximately 15% of the treated patients. It
appears that patients will rarely develop antibodies to Cerezyme after 12 months of therapy. Patients with
antibody to Cerezyme have a higher risk of hypersensitivity reactions.
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Pulmonary hypertension: Pulmonary hypertension is a known complication of Gaucher disease. It has been
observed both in patients receiving and not receiving enzyme replacement therapy. No causal relationship with
enzyme replacement therapy has been established. Patients with respiratory symptoms should be evaluated for
the presence of pulmonary hypertension.

interaction: Interactions between Cerezyme and other medicinal products have not been studied. Other forms of
interactions such as with food are unlikely.
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Pregnancy and lactation: It is not known whether Cerezyme can affect reproductive capacily, or cause foetal
harm when administered to a pregnant woman, or is excreted in human milk. Therefore, caution should be
exercised when Cerezyme is administered to pregnant or nursing women.

Undesirable effects: In a small number of patients undesirable effects have been reported which are related to
the route of administration: discomfort, pruritus, burning, swelling or sterile abscess at the site of venipuncture. In
approximately 3% of the patients symptoms suggestive of hypersensitivity have been noted, like pruritus, flushing,
urticaria/angioedema, chest discomfort, tachycardia, cyanosis, respiratory symptoms and paraesthesia.
Hypotension associated with hypersensitivity has also been reported rarely. Additional undesirable adverse
effects have been reported in a limited number of patients: headache, dizziness, nausea, vomiting, abdominal
cramping, diarrhoea, rash, arthralgia, fever, rigors and fatigue.
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QOverdose: No case of overdose has been reported

Medical or healthcare professionals are encouraged to register non-neuronopathic (Type 1) and chronic
neuronopathic (Type 3) Gaucher patients in the ‘ICGG’ Gaucher Registry to enhance the understanding of the
disease and evaluate the effectiveness of the treatment.
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Read the full prescribing information before using the product.
Status SmPC 09/2007.

Marketing authorisation holder: Genzyme Europe B.V., Gooimeer 10, 1411 DD Naarden, The Netherlands.
EU/1/97/053/001-005
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Amicus

Therapeutics

Amicus is a clinical-stage biopharmaceutical company
developing a new class of drugs called pharmacological
chaperones. This novel approach has the potential to improve
treatment options for individuals and families with a range of
human genetic diseases.

The company’s three most advanced product candidates are
experimental treatments for Fabry disease, Gaucher disease,
and Pompe disease.
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Changing the way
therapeutic proteins are made

‘Lead product - prGCD -
Glucocerebrosidase for Gaucher
Disease is currently in Phase llI
clinical trial.




University student

10k runner

World traveler

Cerezyme - the gold standard of care — can reverse the diverse symptoms
of Gaucher disease and can prevent long term complications such as bone
disease when dosed appropriately.’

Cerezyme significantly improves overall quality of life and lets patients and

their families live the lives they've chosen. . for themselves? Cel'ezyme.
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