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Abstract

This study was performed to examine the toxicity of Psoralea corylifolia L. by the single-dose oral toxicity
tests in rat and bacterial reverse mutation assay. In single-dose oral toxicity tests, 5 mL ethanol extract of
P. corylifolia L. were directly injected into 10 rats (5 males and 5 females) at a dosage of 2 g/kg. Death practice
was not detected during breeding periods (14 days), and LDs was calculated over 2 g/kg. No difference were
observed with control group in the growth rate and histological observations. In bacterial reverse mutation
assay, his(-) Salmonella Typhimurium TA98, TA100, TA1535, TA1537 and trp(-) Escherichia coli WP2uvrA
(pKM101) were used for assessing the toxicity of ethanol extracts of P. corylifolia 1... No significant difference
in formation of the colonies and no dose-dependent increase was observed regardless of the addition of S9
mix. The results showed that ethanol extracts of P. corylifolia L. did not have single-dose oral toxicity and

mutagenic toxicity.
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Table 1. Classification of test groups of rat in single oral toxicity study

Group Dosage (mg/kg)

Oral Ad. vol. (mL/kg B.W.)

Rat No. (Serial No.)
Male Female

Gl 0 5
G2 2,000 5

5 (1101 ~1105) 5 (2101~2105)
5 (1201~1205) 5 (2201 ~2205)
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Table 2. Clinical signs of single oral toxicity study in SD rats

Sex Group/Dose No. of Clinical Day after treatment
(mg/kg) animals signs 1 2 3 4 5 6 7 8 9 10 11 12 13 14
Male G1/0 5 NaD” 52 5 5 5 5 5 5 5 5 5 5 5 5
G2/2,000 5 NAD 5 5 5 5 5 5 5 5 5 5 5 5 b 5
Female G1/0 5 NAD 5 5 5 5 5 5 5 5 5 5 b5 5 b 5
G2/2,000 5 NAD 5 5 5 5 5 5 5 5 5 5 5 5 5 5
UNAD: No Abnormalities Detected. ?The number of animals without abnormal signs.
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Fig. 1. Body weights of single oral toxicity study in male and female SD rats.
Table 3. Necropsy findings of single oral toxicity study in SD rats
Sex Group/Dose (mg/kg) Organsl) Gross findings Type of sacrifice
Male G1/0 All Not remarkable Scheduled (Day 14)
G2/2,000 All Not remarkable Scheduled (Day 14)
Sex Group/Dose (mg/kg) Organs? Gross findings Type of sacrifice
Female G1/0 All Not remarkable Scheduled (Day 14)
G2/2,000 All Not remarkable Scheduled (Day 14)

1)Organsi abdominal cavity, adrenal, brain, cranial cavity, esophagus, epididymis, external findings, heart, intestine, kidney, liver,
lung, lymphnode (mediastinal, mesenteric, submandibular), mammary gland, pancreas, pituitary, prostate, salivary gland
(submandibular), seminal vesicle, skin, spleen, stomach, testis, thoracic cavity, thymus, thyroid, trachea and urinary bladder.

Y0Organs: abdominal cavity, adrenal, brain, cranial cavity, esophagus, external findings, heart, intestine, kidney, liver, lung, lymphnode
(mediastinal, mesenteric, submandibular), mammary gland, ovary, pancreas, pituitary, prostate, salivary gland (submandibular),
skin, spleen, stomach, thoracic cavity, thymus, thyroid, trachea, urinary bladder, uterus and vagina.
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Table 4. Preliminary dose range-finding test of PC powder in the S. Typhimurium and E. coli assay

S9 Number of his" revertants/plate
Dose (ug/plate) mix TA100 TA1535  WP2uwrA (pKMI01) TA9 TA1537
Positive control” - 580t54 378120 5764 62128 677124
PC powder 5,000 - 0 1x1 40+3 0 0
2,500 - 0 6+1 79+1 0 0
1,250 - 45+7 15+3 1147 8+1 0
625 - 79t1 12+3 118t1 19+1 4=*1
3125 - 1166 15+1 119£2 19+£1 10+1
0 - 121£1 132 128+8 203 8+1
Positive control + 543+1 226+15 487+13 453£61 140+3
PC powder 5,000 + 0 0 15+0 0 0
2,500 + 0 0 38*6 0 0
1,250 + 7616 0 74+6 8+%1 5+1
625 + 103+10 8*1 129+1 28+1 10+1
3125 + 11243 15+1 130£1 21t1 9+0
0 + 114=*1 16*1 129+4 23F5 110

Values are mean=*+SD.

Ppositive control: for TA100/-S9, SA (1.5 pg/plate) and TA100/+S9, 2-AA (1 pg/plate); for TA1535/-S9, SA (1.5 ug/plate) and
TA1535/+89, 2-AA (2 pg/plate); for WP2uvrA/-S9, 4-NQO (5 ug/plate) and WP2uurA/+S9, 2-AA (2 pg/plate); for TA9S/-S9,
2NF (5 pg/plate) and TA98/+S9, 2-AA (1 ug/plate); for TA1537/-S9, 9-AA (80 ug/plate) and TA1537/+S9, 2-AA (2 pg/plate).

Table 5. Reverse mutation assay of PC powder in the S. Typhimurium and E. coli assay

Dose (ug/plate) S9 Number of his” revertants/plate
mix TA100 TA1535 WP2uvrA (pKMI101) TA98 TA1537
Positive control” - 569+7 356x15 641 +38 516%21 582+73
PC powder 2,500 - - 3x2 78*6 - -
1,250 - - 14+2 120+11 9=x2 -
625 - 45+6 16=1 1184 23£2 3+2
3125 - 103+£5 16=*1 113x4 25F6 9+3
156.3 - 1027 16+1 124+3 27+11 9+2
78.2 - 104+3 - - 18+2 9+t1
39.1 - 1052 - - - 93
0 - 105%5 18+2 118%11 20+2 7+1
Positive control + 544+13 146+14 599+28 5265 19712
PC powder 1,250 + 70£11 - 76x11 10+2 2x2
625 + 104+1 4+3 1175 23+4 8*1
3125 + 109£10 13x1 123+3 27+4 7+1
156.3 + 1104 15+1 1142 24+1 9+1
78.2 + 112+4 14=+1 115+2 262 72
39.1 + - 174 - - -
0 + 105x3 17+1 126x10 23+1 7+3

Values are mean=SD.

Ppositive control: for TA100/-S9, SA (1.5 pg/plate) and TA100/+S9, 2-AA (1 ug/plate); for TA1535/-S9, SA (1.5 ng/plate) and
TAI1535/+89, 2-AA (2 ng/plate); for WP2uvrA/-S9, 4-NQO (5 pg/plate) and WP2uvrA/+S9, 2-AA (2 pg/plate); for TA98/-S9,
2NF (5 ng/plate) and TA98/+59, 2-AA (1 pg/plate); for TA1537/-S9, 9-AA (80 ng/plate) and TA1537/+S9, 2-AA (2 ug/plate).
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