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TESTOSTERONE UNDECANOATE 250 MG/ML
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Testosterone replacement therpay in primary and secondary male hypogonadism
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4.  CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Clotting disorders
As a general rule, the limitations of using intramuscular injections in patients with acquired or
inherited bleeding disorders always have to be observed.

Testosterone and derivatives have been reported to increase the activity of coumarin derived
oral anticoagulants (see also section 4.5).

Testosterone should be used with caution in patients with thrombophilia, or risk factors for
venous thromboembolism (VTE), as there have been post-marketing studies and reports of
thrombotic events (e.g. deep-vein thrombosis, pulmonary embolism, ocular thrombosis) in
these patients during testosterone therapy.

In thrombophilic patients, VTE cases have been reported even under anticoagulation
treatment, therefore continuing testosterone treatment after first thrombotic event should be
carefully evaluated. In case of treatment continuation, further measures should be taken to
minimise the individual VTE risk.

Drug abuse and dependence

Testosterone has been subject to abuse, typically at doses higher than recommended for the
approved indication(s) and in combination with other anabolic androgenic steroids.
Abuse of testosterone and other anabolic androgenic steroids can lead to serious adverse
reactions including: cardiovascular (with fatal outcomes in some cases), hepatic and/or
psychiatric events. Testosterone abuse may result in dependence and withdrawal
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symptoms upon significant dose reduction or abrupt discontinuation of use. The abuse
of testosterone and other anabolic androgenic steroids carries serious health risks and is
to be discouraged.
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