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SOMAVERT®10mg; SOMAVERT®15mg; SOMAVERT®20mg; SOMAVERT®25mg; SOMAVERT®30mg
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Pegvisomant

NN
Treatment of adult patient with acromegaly who have had an inadequate response to surgery

and/or radiation therapy and in whom an appropriate medical treatment with somatostatin

analogues did not normalize IGF-I concentrations or was not tolerated.
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Posology and method of administration

Paediatric population
SOMAVERT is not indicated for chlldren and adolescents under 18 vears old.

Special warnings and precautions for use

thereased Improved fertility

The therapeutic benefits of a reduction in IGF-I concentration which results in improvement of the patient’s
cllnlcal condltlon could potent|ally increase also i |mQrov fert|I|ty in female patients. Pauen%s—sheum-be-

Pregnancy
Acromegaly control may improve during pregnancy. Pegvisomant is not recommended during pregnancy). If

pegvisomant is used during pregnancy, IGF-I levels should be closely monitored and pegvisomant doses
may need to be adjusted based on IGF-I values.

Sodium content
This medicinal product contains less than 1 mmol sodium (23 mq) per dose. Patients on low sodium diets
can be informed that this medicinal product is essentially ‘sodium-free’.

Fertility, pregnancy and lactation
Pregnancy

There are I|m|ted amount of data from the use of peqwsomant in preqnant women. Animal studies are

insufficient with respect to reproductive toxicity.-effects-on-pregnancy—embryonal/foetal- development-
parturition-or-postnatal-development.-The-potentialrisk-for- humans-is-unknown-

SOMAVERT® sheould-not-be-used-during-preghancy-unless-clearly necessary is not recommended during

pregnancy and in women of childbearing potential not using contraception.
If pegvisomant is used during pregnancy, IGF-I levels should be closely monitored, especially during the first
trimester. It may be necessary to adjust the dose of pegvisomant during pregnancy.

Breast-feeding

The excretion of pegvisomant in breast milk has not been studied in animals. Clinical data are too limited
(one reported case) to draw any conclusion on the excretion of pegvisomant in human breast milk.
Therefore, pegvisomant should not be used in breast-feeding women. However, breast-feeding may be
continued if this medicine is discontinued: this decision should take into account the benefit of pegvisomant
therapy to the mother and the benefit of breast-feeding to the child.



Fertility

For pegvisomant no data on fertility are available.

The therapeutic benefits of a reduction in IGF-I concentration which results in improvement of the patient’s
clinical condition could potentially also improve fertility in female patients.
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	להלן העדכונים העיקריים בעלון לצרכן:
	השינויים המודגשים ברקע צהוב מהווים החמרה. כמו כן, בוצעו שינויים נוספים הכוללים תוספת מידע, השמטת מידע ועדכוני נוסח שאינם מהווים החמרה.

