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Abstract — This study was performed to evaluate an single dose oral toxicity of a new hepatotherapeutic agent
GODEX (HEPADIF-S) in Sprague-Dawley rats. Male and female rats were administered dosages of 3, 2.5,
1.25, 0.625, 0.3125, and 0 g/kg B.W. of GODEX, respectively. After single oral administration of GODEX to
rats, we observed them daily for 2 weeks. GODEX did not induce any toxic signs in the mortalities, clinical
signs, body weight changes, and gross necropsy findings of rats. Based on these results, it is concluded that
GODEX may have no side effect and its LD, value may be over 5 g/kg B.W. in rats.
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Table I. Mortality and clinical signs in SD rats administered with
GODEX

GODEX Final mortality clinical signs
Ttems
(kg BW)  Male Female Male  Female

5 0/5 0/5 - -

2.5 0/5 0/5 - -

1.25 0/5 0/5 - -
Growps h625 o5 055 ; .

0.3125 0/5 0/5 - -

0 0/5 0/5 - -

Values are expressed as number of dead animal/total number of
animals.
- : no clinical signs
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Table I1. Changes of body weights in SID rats administered with GODEX (unit : g)
Sex Days after Groups
treatment 5 25 1.25 0.625 0.3125 0
0 1523 £ 654 1524 £ 694 1534 £ 6.08 1533 4+ 571 1532 £ 5.74 153.3 £ 6.06
M 7 208.3 £ 943 2086 £ 876 2082 £ 7.22 2098 £9.17 210.1 £ 1074 209.3 £ 10.70
14 246.5 + 1054 245.0 £ 18.56 2444 = 1145 2479 = 1053 2443 = 1519 245.6 + 12.67
0 1279 + 603 1282 = 551 128.3 £ 5.55 1283 = 547 1283 £ 5.33 128.2 £ 5.51
F 7 1479 £ 6.76 1489 £ 5.17 148.1 = 6.25 1492 = 545 1505 £ 531 149.74 £ 5.63
14 1759 £ 839 1784 *+ 5.31 177.6 £ 7.86 1792 £ 624  180.1 = 6.22 179.4 £+ 6.25

M : Male, F : Female,
Values represent means+5.D.

Table IT. Gross findings of necropsy in SD rats administered with
GODEX

GODEX Sex
Ttems
(g/kg B.W) Male Female
5 0/5 0/5
2.5 0/5 0/5
1.25 0/5 0/5
Groups 0.625 0/5 0/5
0.3125 0/5 0/5
0 0/5 0/5

Values are expressed as number of abnormal animals/total
number of animals.
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