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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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1. NAME OF THE MEDICINAL PRODUCT

Myfortic® 180 mg film-coatedgastro-resistant tablets
Myfortic® 360 mg film-coatedgastro-resistant tablets
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each film-coated gastro-resistant tablet contains 192.4 and 384.8 mycophenolate sodium equivalent to 180
mg or 360 mg mycophenolic acid.

3. PHARMACEUTICAL FORM

Gastro-resistant Eilm-eoated Tablets

Myfortic 180mg is a lime green, gastro-resistant film-coated round tablet, with bevelled edges and the imprint
(debossing) “C” on one side.

Myfortic 360mg is a pale orange-red, gastro-resistant film-coated, ovaloid tablet with imprint (debossing)
“CT” on one side.

4. CLINICAL PARTICULARS

4.2 Posology and method of administration
Posology
Treatment with Myfortic should be initiated and maintained by appropriately qualified transplant specialists.

The recommended dose is 720 mg (four 180 mg or two 360 mg Myfortic gastro-resistant fm-ceated
tablets) administered twice daily (1,440 mg daily dose). In patients receiving mycophenolate mofetil (MMF)
2 g, treatment can be replaced by 720 mg administered twice daily (1,440 mg daily dose) of Myfortic.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

The gastro-resistant filim-coated tablet coating of Myfortic 180 consist of Hypromellose phthalate; Titanium
dioxide (CI 77891, E-171); Iron oxide yellow (CI 77492, E-172); indigotine (Indigo carmine) (F,D & C
Blue, E132).

The gastro-resistant flm-eoated tablet coating of Myfortic 360 consist of Hypromellose phthalate; Titanium
dioxide (CI 77891, E-171); Iron oxide yellow (CI 77492, E-172); Iron oxide red (CI 77491, E-172).
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