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CellCept® 500 mg CellCept® 250 mg
2"n 500 voo40 a"n 250 voo0
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 Effects on ability to drive and use machines 4.7 qwoa
CellCept has a moderate influence on the ability to drive and use machines.
Cellcept may cause somnolence, confusion, dizziness, tremor or hypotension, and
therefore patients are advised to use caution when driving or using machines.

:Nan yTnn pTY ,4.8 Undesirable effects qivoa
Table 1 Summary of adverse drug reactions occurring in patients treated
with CellCept reported from clinical trials and post marketing experience
Blood and lymphatic system disorders- Ecchymosis, Pseudolymphoma
Vascular disorders- Lymphocele, Venous thrombosis
Gastrointestinal disorders- Abdominal distension, Mouth ulceration
Musculoskeletal and connective tissue disorders - Muscular weakness, Hematuria
General disorders and administration site conditions — Hernia, Pyrexia (very

common)

Infections

All patients treated with immunosuppressants are at increased risk of bacterial, viral and
fungal infections (some of which may lead to a fatal outcome), including those caused
by opportunistic agents and latent viral reactivation. The risk increases with total
immunosuppressive load (see section 4.4). The most serious infections were sepsis,
peritonitis, meningitis, endocarditis, tuberculosis and atypical mycobacterial infection.

Blood and lymphatic disorders

Cytopenias, including leucopenia, anemia, thrombocytopenia and pancytopenia, are
known risks associated with mycophenolate mofetil and may lead or contribute to the
occurrence of infections and hemorrhages (see section 4.4). Agranulocytosis and
neutropenia have been reported; therefore, regular monitoring of patients taking
CellCept is advised (see section 4.4). There have been reports of aplastic anaemia and
bone marrow failure in patients treated with CellCept, some of which have been fatal.

Gastrointestinal disorders

The most serious gastrointestinal disorders were ulceration and hemorrhage which are
known risks associated with mycophenolate mofetil. Mouth, esophageal, gastric,
duodenal, and intestinal ulcers often complicated by hemorrhage, as well as hematemesis,
melena, and hemorrhagic forms of gastritis and colitis were commonly reported during
the pivotal clinical trials. The most common gastrointestinal disorders, however, were
diarrhea, nausea and vomiting. Endoscopic investigation of patients with CellCept-related
diarrhea have revealed isolated cases of intestinal villous atrophy (see section 4.4).

General disorders and administration site conditions

Edema, including peripheral, face and scrotal edema, was reported very commonly during
the pivotal trials. Musculoskeletal pain such as myalgia, and neck and back pain were
also very commonly reported.
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