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Bayer HealthCare
Bayer Schering Pharma
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Cyproterone acetate 50 mg :prim 20310

Antiandrogen therapy in men: sexual disorders, inoperable prostatic carcinoma :mmnn
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Bonefos 60 mg/ml %”n/2"n 60 o19m2
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Clodronate disodium 60 mg/ml :prim 2310

Malignant hypercalcemia and treatment of osteolytic bone metastases in connection with conventional cancer therapy :nmmnn
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m Adverse reactions
In a randomized, placebo-controlled clinical trial investigating the prevention of skeletal metastases in primary operable breast cancer,
1079 patients were evaluated for safety, and nonsevere diarrhea was the only adverse event being significantly more common in the
clodronate group (1600 mg per day for 2 years) compared with the placebo group. In a randomized placebo-controlled study of 5592
patients all aged 75 years or more receiving clodronate 800 mg per day for 3 years for the prevention of osteoporotic fractures only
diarrhea, nausea and vomiting were increased compared with placebo.
m Post-marketing experience
Severe bone, joint, and/or muscle pain has been reported in patients taking Bonefos. However, such reports have been infrequent and
in randomized placebo-controlled studies no differences are apparent between placebo and Bonefos treated patients. The onset of
symptoms varied from days to several months after starting Bonefos.
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Bonefos 800 mg 2"n 800 o19ma
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Clodronate disodium 800 mg :prim 221

Treatment of hypercalcemia due to malignancy. Palliative treatment of osteolysis due to malignancy :nmna
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m Dosage and method of administration
Children: Safety and efficacy in pediatric patients have not been established.
Elderly: There are no special dosage recommendations for the elderly. Clinical trials have included patients over 65 years and no adverse
effects specific to this age group have been reported.
Adult patients with normal renal function:
Reduction of occurrence of bone metastases in primary breast cancer
The recommended dose is 1600 mg daily.
Patients with renal failure: Daily doses exceeding 1600 mg should not be used continuously. It is recommended that the clodronate dosage
be reduced as follows:

Degree of renal failure Creatinine Clearance, ml/min Dose

Mild 50-80 ml/min 1600 mg/daily (no dose reduction recommended)
Moderate 30-50 ml/min 1200 mg/daily

Severe <30 ml/min 800 mg/daily

m Undesirable effects
The most common reported drug reaction is diarrhea which is usually mild and occurs more commonly with higher doses.
In a randomized, placebo-controlled clinical trial investigating the prevention of skeletal metastases in primary operable breast cancer, 1079
patients were evaluated for safety, and nonsevere diarrhea was the only adverse event being significantly more common in the clodronate
group (1600 mg per day for 2 years) compared with the placebo group. In a randomized placebo-controlled study of 5592 patients all aged
75 years or more receiving clodronate 800 mg per day for 3 years for the prevention of osteoporotic fractures only diarrhea, nausea and
vomiting were increased compared with placebo.
These adverse reactions may occur in connection with both oral and intravenous treatment, although the frequency of reactions may differ.
m Post-marketing experience
Severe bone, joint, and/or muscle pain has been reported in patients taking Bonefos. However, such reports have been infrequent and in
randomized placebo-controlled studies no differences are apparent between placebo and Bonefos treated patients. The onset of symptoms
varied from days to several months after starting Bonefos.
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Nebido 112
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Testosterone undecanoate 250 mg/ml :prim 231

Therapy in primary and secondary male hypogonadism :nmna
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m Special warnings and special precautions for use

As with all oily solutions, Nebido must be injected strictly intramuscularly and very slowly. Pulmonary microembolism of oily solutions can in
rare cases lead to signs and symptoms such as cough, dyspnea, malaise, hyperhydrosis, chest pain, dizziness, paraesthesia, or syncope. These
reactions may occur during or immediately after the injection and are reversible. Treatment is usually supportive, e.g. by administration of
supplemental oxygen.
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