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Casodex 50mg Tablets

2297
Each tablet contains 50 mg bicalutamide

Excipient(s) with known effect: Each tablet contains 61 mg lactose (as monohydrate) .

37NN
Treatment of advanced prostate cancer in combination with LHRH analogue therapy or

surgical castration.
2021 R1° TIRN2 MIRIT TIWH NIRNG? AR 19V NITY DY VITIT7 DWRan DRI R°377700K N0an

IRWT KDY 1O POy POTYN

4.4 Special warnings and precautions for use

Antiandrogen therapy may cause morphological changes in spermatozoa. Although the effect of bicalutamide on

sperm morphology has not been evaluated and no such changes have been reported for patients who received

Casodex, patients and/or their partners should follow adequate contraception during and for 130 days after

Casodex therapy.

Potentiation of coumarin anticoagulant effects have been reported in patients receiving concomitant Casodex

therapy, which may result in increased Prothrombin Time (PT) and International Normalised Ratio (INR). Some

cases have been associated with risk of bleeding. Close monitoring of PT/INR is advised and anticoagulant dose

adjustment should be considered (see sections 4.5 and 4.8).

This medicine contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially ‘sodium-free’.

4.5  Interaction with other medicinal products and other forms of interaction

In vitro studies have shown that bicalutamide can displace the coumarin anticoagulant, warfarin, from
its protein binding sites. There have been reports of increased effect of warfarin and other coumarin
anticoagulants when co-administered with Casodex It is therefore recommended that if Casodex is

elosely-menitored administered in patients who are concomitantly receiving coumarin anticoagulants,
PT/INR should be closely monitored and adjustments of anticoagulant dose considered (see sections

4.4 and 4.8)..




4.6  Fertility, Pregnancy and lactation

Fertility
Reversible impairment of male fertility has been observed in animal studies (see section 5.3). A period
of subfertility or infertility should be assumed in man.

4.8 Undesirable effects

Increased PT/INR: Accounts of coumarin anticoagulants interacting with Casodex
have been reported in post marketing surveillance (see sections

4.4. and 4.5).
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