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Myfortic is indicated in combination with ciclosporin and corticosteroids for the prophylaxis of acute
transplant rejection in adult patients receiving allogeneic renal transplants.
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4.4 Special warnings and precautions for use

Additional precautions

Patients should not donate blood during therapy or for at least 6 weeks following discontinuation of
mycophenolate. Men should not donate semen during therapy or for at least 90 days following
discontinuation of mycophenolate.

4.6 Fertility, pregnancy and lactation

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 by small margins, such that the
risk of genotoxic effects on sperm cells cannot completely be excluded.

Therefore, the following precautionary measures are recommended: sexually active male patients or
their female partners are recommended to use reliable contraception during treatment of the male
patient and for at least 90 days after cessation of mycophenolate. Male patients of reproductive potential
should be made aware of and discuss the potential risks of fathering a child with a qualified health-care
professional.
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