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Each single-dose vial contains 200 units of taliglucerase alfa
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ELELYSO (taliglucerase alfa) for injection is a hydrolytic lysosomal glucocerebroside-
specific enzyme indicated for long-term enzyme replacement therapy (ERT) for adults and
pediatric patients above 2 years with a confirmed diagnosis of Type 1 Gaucher disease.
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WARNING: HYPERSENSITIVITY REACTIONS INCLUDING ANAPHYLAXIS

e Patients treated with enzyme replacement therapies have experienced life-threatening
hypersensitivity reactions, including anaphylaxis. Anaphylaxis has occurred during the early course
of enzyme replacement therapy and after extended duration of therapy.

e Initiate ELELYSO in a healthcare setting with appropriate medical monitoring and support
measures, including access to cardiopulmonary resuscitation equipment.

o If a severe hypersensitivity reaction (e.g., anaphylaxis) occurs, discontinue ELELYSO and
immediately initiate appropriate medical treatment, including use of epinephrine.

¢ Inform patients of the symptoms of life-threatening hypersensitivity reactions, including anaphylaxis
and to seek immediate medical care should symptoms occur [see Warnings and Precautions (5. .1)]

DOSAGE AND ADMINISTRATION

Recommendations Prior to ELELYSO Treatment
Administration of ELELY SO should be supervised by a healthcare provider knowledgeable in
the management of hypersensitivity reactions including anaphylaxis [see Warnings and
Precautions (5.1)].




Initiate ELELY SO in a healthcare setting with appropriate medical monitoring and support
measures, including access to cardiopulmonary resuscitation equipment [see Warnings and
Precautions (5.1)].

To reduce the risk of hypersensitivity reactions, consider pretreatment with antihistamines
and/or corticosteroids [see Warnings and Precautions (5.1)].

WARNINGS AND PRECAUTIONS

Hypersensitivity Reactions Including Anaphylaxis

Life-threatening hypersensitivity reactions, including anaphylaxis, have occurred in patients
treated with enzyme replacement therapies, including ELELYSO . In clinical trials, (patients
were not routinely pretreated with antihistamines and/or corticosteroids prior to
ELELYSO infusions during the clinical trials)
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