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Myfortic® Film-coated Tablets 180 mg, 360 mg M™MSN NP2V PVNDA TN
[128-30-30715, 128-33-30716]
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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

Patients treated with immunosuppressants, including Myfortic, are at increased risk for opportunistic infections
(bacterial, fungal, viral and protozoal), fatal infections and sepsis (see section 4.8). Among the opportunistic
infections are BK virus associated nephropathy and JC virus associated progressive multifocal
leukoencephalopathy (PML). These infections are often related to a high total immunosuppressive burden and
may lead to serious or fatal conditions that physicians should consider in the differential diagnosis in
immunosuppressed patients with deteriorating renal function or neurological symptoms. Mycophenolic acid
has a cytostatic effect on B- and T-lymphocytes, therefore an increased severity of COVID-19 may occur,
and appropriate clinical action should be considered.

4.7 Effects on ability to drive and use machines

Myfortic has minor influence on the ability to drive and use machines.

4.8 Undesirable effects

Adverse drug reactions from post-marketing experience:
Rash and agranulocytosis have been identified as adverse drug reactions from post marketing experience.

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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