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Firmagon 80mg and 120mg

powder and solvent for solution for injection
:9owD N
DEGARELIX ( AS ACETATE ) 80mg/vial and 120mg/vial
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For the treatment of adult male patients with advanced hormone-dependent prostate
cancer.
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4.4  Special warnings and precautions for use

FIRMAGON has not been studied in patients with a history of a corrected QT interval over
450 msec, in patients with a history of or risk factors for torsades de pointes and in patients
receiving concomitant medicinal products that might prolong the QT interval. Therefore in
such patiens, the benefit/risk ratio of FIRMAGON must be thoroughly appraised (see sections
4.5 and 4.8).

A thorough QT study showed that there was no intrinsic effect of degarelix on QT/QTc
interval (see section 4.8).

4.8 Undesirable effects

MedDRA Very Common Uncommon Rare
System common
Organ Class
(SOC)
Skin and Hyperhidrosis | Urticaria, skin
subcutaneous (incl. night nodule, allopecia,
tissue sweats)*, rash | pruritus, erythema
disorders
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5.1 Pharmacodynamic properties
Testosterone Reversibility

In a study involving patients with rising PSA after localized therapy (mainly radical
prostatectomy and radiation) were administered FIRMAGON for seven months followed by a
seven months monitoring period. The median time to testosterone recovery (>0.5 ng/mL,
above castrate level) after discontinuation of treatment was 112 days (counted from start of
monitoring period, i.e 28 days after last injection). The median time to testosterone

>1.5 ng/mL (above lower limit of normal range) was 168 days.
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