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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
... Drugs ef-etherclasses 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).

Interaction with other medicinal products and other forms of gwoa
INAn yTnn PTIY interaction 4.5
Medicinal products that interfere with enterohepatic circulation_(e.g. cholestyramine,
ciclosporin A, antibiotics)
Caution should be used with medicinal products that interfere with enterohepatic
circulation because of their potential to reduce the efficacy of CellCept.

Antibiotics eliminating b-glucuronidase-producing bacteria in the intestine (e.qg.
aminoglycoside, cephalosporin, fluoroquinolone, and penicillin classes of antibiotics)
may interfere with MPAG/MPA enterohepatic recirculation thus leading to reduced
systemic MPA exposure. Information concerning the following antibiotics is available:
Ciprofloxacin or amoxicillin plus clavulanic acid

Reductions in pre-dose (trough) MPA concentrations of about 50% have been reported
in renal transplant recipients in the days immediately following commencement of oral
ciprofloxacin or amoxicillin plus clavulanic acid. This effect tended to diminish with
continued antibiotic use and to cease within a few days of antibiotic discontinuation.
The change in predose level may not accurately represent changes in overall MPA
exposure. Therefore, a change in the dose of CellCept should not normally be
necessary in the absence of clinical evidence of graft dysfunction. However, close
clinical monitoring should be performed during the combination and shortly after
antibiotic treatment.

Norfloxacin and metronidazole

In healthy volunteers, no significant interaction was observed when CellCept was
concomitantly administered with norfloxacin or metronidazole separately. However,
norfloxacin and metronidazole combined reduced the MPA exposure by approximately
30% following a single dose of CellCept.

Trimethoprim/sulfamethoxazole
No effect on the bioavailability of MPA was observed.

Medicinal products that affect glucuronidation (e.qg. isavuconazole, telmisartan)
Concomitant administration of drugs inhibiting glucuronidation of MPA may increase
MPA exposure. Caution is therefore recommended when administering these drugs
concomitantly with CellCept.

Isavuconazole
An increase of MPA AUC,.. by 35% was observed with concomitant administration of
isavuconazole.
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