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Solution for Injection
Testosterone Undecanoate 250 mg/ml
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Testosterone replacement therapy in primary and secondary male hypogonadism.
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4.  CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Cardiac insufficiency

Caution should be exercised in patients predisposed to oedema, e.g. in case of severe cardiac,
hepatic, or renal insufficiency or ischaemic heart disease, as treatment with androgens may result
in increased sedium retention of sodium and water. In case of severe complications characterized
by oedema with or without congestive heart failure treatment must be stopped immediately (see
section 4.8).

Testosterone may cause a rise in blood pressure and Nebido should be used with caution in men
with hypertension.

Clotting disorders

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, as there have been post-
marketing studies and reports of thrombotic events in these patients during testosterone therapy.

Information about excipients
This medicine contains 2000 mg Benzyl benzoate in each 4 ml vial which is equivalent to

500 mag/ml.

4.5 Interaction with other medicinal products and other forms of interaction
Oral anti-coagulants:

Testosterone and derivatives have been reported to increase the activity of coumarin derived oral
anti-coagulants.
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4.8 Undesirable effects

Rare side effects (> 1/10, 000 to < 1/1,000)
Injury, poisoning and procedural complications: Pulmonary oil microembolism**.
** Frequency is based on the number of injections.

Description of selected adverse reactions

In addition to the above mentioned adverse reactions, nervousness, hostility, sleep apnoea,
various skin reactions including seborrhoea, increased hair growth, increased frequency of
erections and in very rare cases jaundice have been reported under treatment with testosterone
containing preparations.

6.6 Special precautions for disposal and other handling

At cold storage temperatures the properties of this oil-based solution might temporarily change
(e.qg. higher viscosity, cloudiness). If stored at cold temperature, the product should be brought to
room or body temperature before use.

The vial is for single use only._The content of a vial is to be injected intramuscularly immediately
after drawing up into the syringe. After removal of the plastic cap (A) do not remove the metal ring
(B) or the crimp cap (C).
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