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Abstract

Single dose toxicity study of Jengjengamiyjintang in rats

Kim Sangchan, Kwon Youngkyu, Byun Junseok, Kim Hankyun, Byun Sunghui'
College of oriental medicine, 'Jeahan oriental medical academy, Kyungsan university, Daegu, Korea.

The single dose toxicity of Jengjengamiyjintang, a herbal drug for duodenal ulcer
was evaluated in male and female Sprague-Dawley (SD) rats. Jengjengamiyjintang was
once administered to both sexes of rats at the dose levels of 2000, 1000, 500, 250 and
125mg/ke for oral route according to KFDA guidelines for single dose toxicity test
(1999-61). In addition, vehicle control group was added in order to compare clinical
signs, body weight changes and abnormal necropsy findings. After single
administration, clinical signs were observed every twice a day for 14 days and body
weights were measured 5 times including initial measurement on day 0. When
observation period was over, the animals were sacrificed and macroscopic
examination of major organs was conducted. Neither significant clinical signs nor
death after administration was observed during the observation periods except for
soft feces or diarrhea that were restricted to Day 1 of 2000 and 1000mg/kg-dosing
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groups.

Although some accidental . findings such as gross and histopathological

changes of lung that were demonstrated in some animals of all experimental groups

including vehicle control group, no abnormal necropsy findings and changes of body

weight were observed at terminal necropsy in both sexes. From these results, it is

considered that LDso of Jengjengamiyjintang is over 2000mg/kg in oral administration in

both sexes of rats and approximated lethal dose was considered over 2000mg/ kg.
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Single dose toxicity, male and female SD rat, Jengjengamiyjintang
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Table 1. Composition of Jengjengamiyjintang used in this study

rEH &£ % Amount
TR i Crataegi Fructus 6.0¢g
EMF Cyperi Rhizoma 4 Qg
e 7 Pinelliae Rhizoma 4.0¢g
no= Cnidi Rhizoma - 32g
B Atractylodis Macrocephalae Rhizoma ' 3.2¢g
= It Atractylodis Rhizoma 3.2¢
% Citri Pericarpium 2.8¢
BR%E Holene 2.8¢g
I Massa Medicata Fermentata 2.8¢
A Amomi Fructus 2.0¢g
E IF Hordei Fructus Germiniatus _ 2.0g
H = Glycyrrhizae Radix 1.2¢
& H Zingiberis Rhizoma 3.0¢
X =B Jujubae Fructus 2.0¢g
Total amount ' 42.2¢
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Table 2. Changes of body weights in male SD rats after administration of
lengiengamiyjintang per os

Dose Days after dosing

(mg/kg) pDay -1 Day 0* Day1 Day2 Day7 Day 13 Day 14%

261.20 £ 23280 * 264.80 = 274.80 * 32340 *= 371.60 £ 343.60 *

OC
18.93 18.95 15.61 15.79 17.95 20.49 28.58
2000 261.00 £ 23760 = 259.80 = 27540 X 32800 *= 364.00 £ 344.00 *
19.54 17.71 22.43 26.22 21.74 23.32 21.12
1000 263.80 t 242,40 + 259.60 * 26740 = 330.80 * 371.60 £ 350.00 *
17.94 15.24 17.23 13.97 23.67 22.41 22.47
500 260.60 £ 239.60 = 262.60 = 26940 =+ 323.00 = 367.40 = 34440 =+
12.30 10.95 14.88 14.64 28.63 19.86 24.19
250 261.00 = 24480 = 266.80 £ 27340 £ 32940 *= 370.40 £ 346.60 =
18.15 17.53 14.87 12.60 23.65 19.45 27.33
125 262.00 £ 240.00 *+ 265.00 = 27120 + 327.00 * 36940 = 346.00 *

1591 15.56 13.78 11.28 19.95 21.27 16.79

(mean * S. D., n=5); * Day of dosing; ° Day of sacrifice; © Control group: injectable
distilled saline 20m¢/kg per os; Overnight fasted.
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Fig 1. Changes of

body weights in male SD rats administration of Jengjengamiyjintang

per os
Changes of Body Weights in Male SD Rats after
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Table 3. Changes

of body weights in female SD rats after administration of

Jengjengamiyjintang per os

Dose Days after dosing

(mg/kg)  Day -1 Day 0% Day 1 Day 2 Day 7 Day 13 Day 14%

0 17780 £ 15740 = 181.20 = 188.60 = 20920 = 23780 = 220.60 =%
7.33 541 7.73 9.10 18.62 16.93 11.63

2000 179.80 =+ 164.00 + 18220 = 189.60 = 21840 £ 24440 £ 22140 =
10.92_ 10.75 8.07 541 14.52 1385 . 14.26

1000 177.80 = 15960 £ 17860 = 18580 = 216.60 = 24720 = 22660 =+
5.89 6.47 5.41 6.9_1 14.67 13.24 14.71

500 177.00 = 16120 £ 178.80 = 186.60 = 21420 = 239.00 = 220.00 X
’ 6.89 6.53 6.61 3.91 1441 13.40 16.17

250 177.00 = 16080 = 175.60 = 18160 * 20660 = 24400 = 208.80 =
10.44 9.83 924 9.79 19.15 28.58 22.02

125 17720 =+ 15840 = 178.60 = 185.80 + 20980 = 23780 = 21780 =
) 6.65 7.40 3.91 3.70 13.29 11.03 12.30

(mean * S. D., n=5); * Day of dosing; ” Day of sacrifice; ¢ Control group : injectable
distilled saline 20mé/kg per os; =~ Overnight fasted.
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Fig 2. Changes of body

weights in female SD rats

Jengjengamiyjintang per os

after administration of
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Table 4. Body weight gains in male SD rats dosed Jengjengamiyjintang (per os)’

Dose Interval
(me /ke) Day 0° ~ Day 7 Day 7 ~ Day 13 Day 0° ~ Day 13
0 90.60 = 3.85 4820 + 14.02 138.80 = 17.46
2000 9040 = 8.65 36.00 = 9.57 126.40 = 16.80
1000 88.40 £ 23.23 4080 = 9.50 129.20 = 18.25
500 83.40 = 25.24 4440 += 11.39 127.80 = 1855
250 84.60 + 1222 41.00 £ 6.32 125.60 = 10.06
125 87.00 £ 10.65 4240 £ 6.31 129.40 = 14.84

® Values are expressed as

mean * S. D. (n=5); * day of dosing

° Control group: Injectable distilled saline 20m¢/kg per os
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Fig 3. Body weight gains in male SD rats dosed Jengjengamiyjintang (per os)’
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Table 5. Body weight gains in female SD rats dosed Jengjengamiyjintang (per os)’

Dose Interval
(me/ke) Day 0° ~ Day 7 Day 7 ~ Day 13 Day 0° ~ Day 13
o 51.80 + 14.82 2860 = 9.96 8040 + 1254
2000 5440 = 9.84 2600 + 4.53 80.40 + 10.60
1000 57.00 + 11.55 3060 = 12.28 87.60 + 7.09
500 53.00 + 14.27 2480 + 844 77.80 * 14.96
250 4580 + 1344 37.40 + 1122 8320 + 2214
125 51.40 + 13.09 2800 = 828 79.40 + 11.78

® Values are expressed

as

mean + S. D. (n=5); ® day of dosing

¢ Control group: Injectable distilled saline 20m¢/kg per os
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Fig 4. Body weight gains in female SD rats dosed Jengjengamiyjintang (per os)
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