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[ Abstract] Objective To assess the efficacy and safety of dl-3-n-butylphthalide injection in acute
ischemic stroke patients. Methods A randomized, double-blind, double-dummy trial enrolled 552 patients
within 48 hours of onset of ischemic stroke in China. Patients were randomly assigned to receive 14-day
infusion of dl-3-n-butylphthalide followed by dl-3-n-butylphthalide capsule, 14-day infusion of dl-3-n-
butylphthalide followed by aspirin or 14-day infusion of ozagrel followed by aspirin. The efficacy measures
Among the 515
subjects included in the efficacy analysis, 14 days of treatment with dl-3-n-butylphthalide was significantly

were NIHSS score or Barthel index score at days 8 and days 15, respectively. Results

associated with a favorable outcome than that in 14-day treatment with ozagrel as measured by NIHSS(z =
2.21, P =0.027)and Barthel Index (z=2.50, P =0.012). The rate of adverse events was similar between
two groups (2.74% vs 4.44% ,P =0.34). Conclusion This trial suggested that the 14-day treatment with
dl-3-n-butylphthalide could improve outcomes at 15 days after stroke, and intravenous administration of dl-3-

n-butylphthalide was safety. Trial registration Chinese Clinical Trial Registry ( ChiCTR-TRC-09000483).
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