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Myozyme (Powder for Concentrate for Infusion)
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Alglucosidase alfa 50 mg/vial
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Myozyme is indicated for long-term enzyme replacement therapy (ERT) in patients with a
confirmed diagnosis of pompe disease (acid alfa-glucosidase deficiency). The benefits of
Myozyme in patients with late-onset Pompe disease have not been established.
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4.6 Fertility, pregnancy and lactation

Pregnancy
There is limitedare-re data from the use of alglucosidase alfa in pregnant women. Studies in animals

have shown reproductive toxicity (see section 5.3). The polential Ask for humans-is unknown-
Myozyme should not be used during pregnancy unless the clinical condition of the woman requires

treatment with alglucosidase alfaclearly necessary.

Breast-feeding
—Limited data suggest that Alglusesidase-alglucosidase alfa may-beis excreted in breast milk_in
very low concentrations. No clinical effect is expected in a breastfed infant due to low breast milk
transfer and poor bioavailability. Breastfeeding during treatment with Myozyme may therefore be
considered. As a precautionary measure, breastfeeding interruption for the first 24 hours after
treatment may be considered. Because there are no-data available on effocts in neonates expo

Fertility
There is too limitedare-ne clinical data on the effects of alglucosidase alfa on fertility to evaluate its
impact. Preclinical data did not reveal any significant adverse findings (see section 5.3).

4.9 Overdose

Management

In the event of overdose, the infusion rate should be reduced, or the infusion temporarily interrupted.
There is no known specific antidote for alglucosidase alfa overdose. The patient should be monitored
for any signs or symptoms of adverse reactions and, ifrequired_administered appropriate symptomatic
treatment immefiately.

5.3. Preclinical safety data
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Administration of 40 mg/kg Myozyme intravenously once every other day in mice with
coadministration of diphenhydramine during the period of organogenesis through lactation
produced an increase in mortality of offspring during the lactation period. There were no other
effects on any parameter evaluated including clinical observations or body weight gain in F1
generation pups. Furthermore, no effect on sexual maturation, learning or memory, or the ability
to produce another generation occurred for the F1 generation mice.
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