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Study on Safety of Pyungwi-san in Sprague-Dawley Rats

In Sik Shin, Jung Hoon Kim, Hye Kyung Ha, Dae Sun Huang, Jung Im Huh', Hyeun Kyoo Shin

Herbal Medicine EBM Research Center, Korea Institute of Oriental Medicine, 1: Korea Institute of Toxicology

This study was conducted to investigate the acute toxicity and safety of Pyungwi-san (Pingwei-san) in
Sprague-Dawley rat though the current regulatory guideline. The preliminary study showed that the single oral
administration of Pyungwi-san (Pingwei-san) did not induce any toxic effect at a dose level of 2000 mg/kg. Based on
the results, 2000 mg/kg was selected as the limited dose. In this study, 10 rats of each sex were randomly assigned
to two groups of 5 rats each and were administrated singly by gavage at dose levels of 0 and 2000 mg/kg. After single
administration, Mortalities, clinical signs, body weight changes, gross findings were observed for the 15-day period.
Throughout the study period, no treatment-related deaths were observed. There were no adverse effects on clinical
signs, body weight, and gross findings at all treatment groups. These results showed that the single oral adminstration
of Pyungwi-san (Pingwei-san) did not cause any toxic effect at the dose levels of 2000 mg/kg in rats. In conclusion, the
LDsy of Pyungwi-san (Pingwei-san) was considered to be over 2000 mg/kg body for both sexes.
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Table 1. The combination of crude drugs in Pyungwi-san
(Pingwei-san)

| 18 22Ho)
EE Atractylodis Rhizoma 75
28} Magnoliae Cortex 3.75
7‘._i| Citri Pericanpium 5.25
= Gleyrhizae Radix 2.25
éﬂ%} Zingiberis Rhizoma Recens 45
CHZ= Zizypohi Fructus 3.75
Total weight 27.0
3. Fogay 44 2 AEFE 4 T4
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A 3ol ¥3 OECD guideline'ol w2
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@ BolLe) Ay AT
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T #2l= GLP 5484 WA= 23 <l Path/Tox System
(Version 4.2.2, Xybion Medical Systems Corporation, USA)<
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# sy
4 APRAY Fo
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