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Evaluation of safety, tolerability, and pharmacokinetic
characteristics of Levesel DDB-S(injection)

J.Y. Chung, H.S. Lim, K.S. Hong, K.S. Bae, S.Y. Yi,1.Y. Cho, K.S. Yu, 1.J.Jang, S.G. Shin

Department of Pharmacology and Clinical Pharmacology Unit,
Seoul National University, College of Medicine and Hospital.

Obijective : To evaluate safety, tolerablilty, and pharmacokinetics of DDB(Dimethyl Dimethoxy
Biphenylate)-S

Methods : Single dose trial was conducted in 24 healthy Korean subjects with single blind, randomized,
placebo controlled parallel-group design (4 group: 7.5,15,30,60mg).
DDB-S was administrated by intravenous infusion during 60 minutes.

Results : Total 13 cases of adverse event are mild, temporary, and spontaneously recovered. There were
no differences in PK parameters between groups. Linear regression analysis confirmed PK linearity within
this dose range. The pharmacokinetic data were explained by one compartient model. Half of dose(49.86
+10.97 %) was excreted as unchaneged form by kidney.

Conclusion : DDB-S was safe in Korean healthy subjects. It showed linear pharmacokinetic
characteristics. Phase II clinical study for patients will be conducted.



