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Leuprorelin Acetate 45 mg
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ELIGARD is indicated for the treatment of hormone dependent advanced prostate cancer and for the treatment of high-
risk localized and locally advanced hormone dependent prostate cancer in combination with radiotherapy.
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4.9 Special warnings and precautions for use

Metabolic changes Hyperslyeemiaand-diabetes: Hyperglycemia and an increased risk of developing diabetes have been
reported in men receiving GnRH agonists. Hyperglycemia may represent development of diabetes mellitus or worsening
of glycemic control in patients with diabetes. Monitor blood glucose and/or glycosylated hemoglobin (HbA1lc)
periodically in patients receiving a GnRH agonist and manage with current practice for treatment of hyperglycemia or
diabetes. Metabolic changes associated with GnRH agonist may also include fatty liver disease.

Severe cutaneous adverse reactions: severe cutaneous adverse reactions (SCARs) including Stevens-Johnson syndrome
(SJS), and Toxic Epidermal Necrolysis (TEN) which can be life-threatening or fatal, have been reported in association
with leuprorelin treatment. At the time of prescription patients should be advised of the signs and symptoms and
monitored closely for severe skin reactions. If signs and symptoms suggestive of these reactions appear, leuprorelin
should be withdrawn immediately and an alternative treatment considered (as appropriate).

4.8 Undesirable effects

Skin and subcutaneous tissue disorders

...not known Stevens-Johnson syndrome/Toxic Epidermal Necrolysis (SIS/TEN) (see
section 4.4), Toxic Skin Eruption, Erythema Multiforme
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