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Signifor® LAR 10 mg  2"n 10 X7 1191220
Signifor® LAR 20 mg  2"n 20 X7 119172'0
Signifor® LAR30mg  2"n 30 X7 1191720
Signifor° LAR40 mg  a"n 40 XY 119120
Signifor® LAR X7 119120

Powder and Solvent for suspension for .M. injection N"MY IN AITAY 9'NNN MDA onnl Nj7ax
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One vial contains:

Signifor LAR 10 mg: 10 mg pasireotide (as pasireotide pamoate).
Signifor LAR 20 mg: 20 mg pasireotide (as pasireotide pamoate).
Signifor LAR 30 mg: 30 mg pasireotide (as pasireotide pamoate).
Signifor LAR 40 mg: 40 mg pasireotide (as pasireotide pamoate).
Signifor LAR 60 mg: 60 mg pasireotide (as pasireotide pamoate).
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Signifor LAR is indicated for the treatment of adult patients with acromegaly for whom surgery is not an
option or has not been curative and who are inadequately controlled on treatment with another
somatostatin analogue.

Treatment of adult patients with Cushing’s disease for whom surgery is not an option or for whom
surgery has failed.

The 60 mg strength is only to be used in the treatment of acromegaly.
The 10 mg and 30 mg are only to be used in the treatment of Cushing’s disease.
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4.8 Undesirable effects

Table 1 Adverse reactions by preferred term for pasireotide intramuscular use

System Organ Class Very common Common | Uncommon | Not known
Gastrointestinal disorders IDiarrhoea, IAbdominal Steatorrhea
nausea, distension, Faeces
abdominal pain* [vomiting discoloured
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