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CeIICept® 500 mg CeIICept® 250 mg
a"n 500 veoho a"n 250 veoho
Mycophenolate mofetil Mycophenolate mofetil

Film coated tablets Capsules
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Prophylaxis of rejection in renal allograft recepients, and in patients receiving
allogenic cardiac transplants.
Cellcept should be used concomitantly with cyclosporin and corticosteroids.
Allogenic hepatic transplant
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:Nan yTnn pTIY ,Special warnings and precautions for use 4.4 qwoa
Interactions
Caution should be exercised when switching combination therapy from regimens containing
immunosuppressants, which interfere with MPA enterohepatic recirculation, e.g. ciclosporin, to
others devoid of this effect, e.g. tacrolimus, sirolimus, belatacept, or vice versa, as this might
result in changes of MPA exposure. Drugs which interfere with MPA’s enterohepatic cycle (e.g.
cholestyramine, antibiotics) should be used with caution due to their potential to reduce the
plasma levels and efficacy of CellCept (see also section 4.5). Therapeutic drug monitoring of
MPA may be appropriate when switching combination therapy (e.g. from ciclosporin to
tacrolimus or vice versa) or to ensure adequate immunosuppression in patients with high
immunological risk (e.g. risk of rejection, treatment with antibiotics).

It is recommended that CellCept should not be administered concomitantly with azathioprine
because such concomitant administration has not been studied.

The risk/benefit ratio of mycophenolate mofetil in combination with taerelimus-or sirolimus has
not been established (see also section 4.5).

:Nan yTnn pTY ,4.6 Pregnancy and lactation q'yoa
Men

Limited clinical evidence does not indicate an increased risk of malformations or miscarriage
following paternal exposure to mycophenolate mofetil.

MPA is a powerful teratogen. It is not known if MPA is present in semen. Calculations based on
animal data show that the maximum amount of MPA that could potentially be transferred to
woman is so low that it would be unlikely to have an effect. Mycophenolate has been shown to
be genotoxic in animal studies at concentrations exceeding the human therapeutic exposures
only by small margins, such that the risk of genotoxic effects on sperm cells cannot completely
be excluded.
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