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VPRIV is a hydrolytic glucocerebroside - specific enzyme indicated for the long term
replacement therapy (ERT) for pediatric and adult patients with type 1 Gaucher disease.
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44 Special warnings and precautions for use

Infusion- related-reactions

[.]

Infusion-related reactions (IRR) were the most commonly observed adverse reactions in
patients treated in clinical studies.

[..]

Apart from symptoms associated with hypersensitivity reactions IRRs might show as fatigue,

dizziness, pyrexia, blood pressure increase er, pruritus, or vision blurred.

4.6 Fertility, pregnancy and lactation

Pregnancy
[...]

Close monitoring of the pregnancy and clinical manifestations of Gaucher disease is necessary
for the individualisation of therapy .

[..]

4.8 Undesirable effects

[..]

Table 1: Adverse reactions reported with VPRIV observed in patients with type 1
Gaucher disease. Italic text denotes post-marketing event.

[.]

System organ class

Adverse reaction

Very common Common Uncommon
Eye disorders vision blurred
Gastrointestinal abdominal nausea vomiting
disorders pain/abdominal pain

upper

[

Description of selected adverse reactions

Vomiting

In some cases vomiting can be serious (reported from post-marketing experience).
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