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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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Novartis Israel Ltd.
6 Tozeret Haaretz street, P.O.Box 7126, Tel Aviv
Tel: 03-9201111, Fax: 03-9229230
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4.4  Special warnings and precautions for use

Teratogenic effects

Mycophenolate is a powerful human teratogen. Spontaneous abortion (rate of 45 to 49%) and congenital
malformations (estimated rate of 23 to 27%) have been reported following mycophenolate mofetil exposure
during pregnancy. Therefore Myfortic is contraindicated in pregnancy unless there are no suitable alternative
treatments to prevent transplant rejection. Female and-male patients of repreducetive childbearing potential
should be made aware of the risks and follow the recommendations provided in section 4.6. (e.g. contraceptive
methods, pregnancy testing) prior to, during, and after therapy with Myfortic. Physicians should ensure that
women and—men taking mycophenolate understand the risk of harm to the baby, the need for effective
contraception, and the need to immediately consult their physician if there is a possibility of pregnancy.

Contraception (see section 4.6)

For patients who are considering pregnancy, consider alternative immunosuppressants with less potential for
embryofetal toxicity. Risks and benefits of Myfortic should be discussed with the patient.

Because of robust clinical evidence showing a high risk of abortion and congenital malformations when
mycophenolate mofetil is used in pregnancy, every effort to avoid pregnancy during treatment should be taken.
Therefore women with childbearing potential must use at least one form of reliable contraception (section 4.3)
before starting Myfortic therapy, during therapy and for six weeks after stopping the therapy; unless abstinence
is the chosen method of contraception. Two complementary forms of contraception simultaneously are
preferred to minimise the potential for contraceptive failure and unintended pregnancy.

For contraception advice for men see section 4.6.

Myfortic contains sodium. This medicinal product contains 13 / 26 mg of sodium per tablet of Myfortic 180 /
360 mg, equivalent to 0.65 / 1.3 % of the WHO recommended maximum daily intake of 2 g sodium for an
adult.

Excipients with known effect:

Myfortic contains lactose. Patients with rare hereditary problems of galactose intolerance, total lactase
deficiency or glucose-galactose malabsorption should not take this medicine.

4.6 Fertility, pregnancy and lactation

Women of child-bearing potential

Pregnancy whilst taking mycophenolate must be avoided. Therefore women of childbearing potential must
use at least one form of reliable contraception (section 4.3) before starting Myfortic therapy, during therapy,
and for six weeks after stopping the therapy; unless abstinence is the chosen method of contraception. Two
complementary forms of contraception simultaneously are preferred.




Pregnancy

Myfortic is contraindicated during pregnancy unless there is no suitable alternative treatment available to
prevent transplant rejection. Treatment should not be initiated without providing a negative pregnancy test
result to rule out unintended use in pregnancy.

Female and-male patients of reproductive potential must be made aware of the increased risk of pregnancy
loss and congenital malformations at the beginning of the treatment and must be counseled regarding
pregnancy prevention and planning.

Before starting Myfortic treatment, women of child bearing potential should have two negative serum or
urine pregnancy tests with a sensitivity of at least 25 mIU/mL in order to exclude unintended exposure of the

embryo to mycophenolate. Fwo-serum-orurine-preghancy-tests-with-a-sensitivity-of-at-least 25-midimlare
recommended: It is recommended that the second test {when-apprepriate)-should be performed 8 — 10 days

after the first test ene-and-immediately-beforestarting-Myfortic. For transplants from deceased donors, if it is

not possible to perform two tests 8-10 days apart before treatment starts (because of the timing of transplant
organ availability), a pregnancy test must be performed immediately before starting treatment and a further
test performed 8-10 days later. Pregnancy tests should be repeated as clinically required (e.g. after any gap in
contraception is reported). Results of all pregnancy tests should be discussed with the patient. Patients should
be instructed to consult their physician immediately should pregnancy occur.

4.8 Undesirable effects

General disorders and administration site conditions:

De novo purine synthesis inhibitors-associated acute inflammatory syndrome with frequency uncommon has
been described from post-marketing experience as a paradoxical proinflammatory reaction associated with
mycophenolate mofetil and mycophenolic acid, characterised by fever, arthralgia, arthritis, muscle pain and
elevated inflammatory markers. Literature case reports showed rapid improvement following discontinuation
of the medicinal product.
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