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Lialda® (mesalamine) — First-time generic

e The FDA approved Zydus' AB-rated generic to Shire’s Lialda (mesalamine) 1.2 gram delayed-
release tablets, indicated for the induction of remission in patients with active, mild to moderate
ulcerative colitis and for the maintenance of remission of ulcerative colitis.

e Mesalamine is also available as generic 800 mg delayed-release tablets, generic 4 gm/60 mL rectal
enema, brand 250 mg and 500 mg extended-release capsules (Pentasa ), brand 1,000 mg rectal
suppository (Canasa), brand 400 mg delayed-release tablets (Delzicol "), and brand 0.375 gram
extended-release capsules (Apriso ).

e Refer to individual drug labels for specific indications.
e According to Shire’'s annual report, 2016 worldwide annual sales for Lialda were $792.1 million.

e Generic Lialda is estimated to launch in the second half of 2017.
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