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1. To demonstrate the safety of vildagliptin in patients with type 2 diabetes by showing th
vildagliptin (50 mg qd, 50 mg bid or 100 mg qd) has comparable adverse event profiles at t
three dose levels and these are similar to placebo after 24 weeks of treatment.
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| 3.2. Safety data ]

Safety of vildagliptin was estimated using data from:
- monotherapy studies (off-label) with duration 212 and = 52 weeks, which are brought

together in a combined database of 8 clinical trials (phase 1l (2202, 2205) and phase Il (2329,
2301 12384) 2327, 2309, 2355 - one arm), which included a total ofm
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