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Abstract—Acute toxicities of DWH-01 (Ranitidine : Bismuth : Sucralfate=1.5: 2 : 6) were investigated in Spra-
gue-Dawley rats. Seven days after oral administration of DWH-01 with dlfferent doses (10 g/kg, 5 g/kg, 2.5 g/kg,
1.25 g/kg, 0.625 g/kg), we examined numbers of deaths, general signs, weight measurement and histopathologi-
cal examination for both sexes of rats. Summaried results are: 1) No deaths were occurred, 2) There were
no pathological and clinical differences compared with control group, 3) No significant changes of body weights
were observed, and 4) In histopathological examinations of organs and tissues, there was some hemorrhage
in a lung tissue of low dose group for male and female respectively, but it was thought to be caused
by environmental factor. The results suggest that toxicity of DWH-01 is low and its LDs is over 10 g/kg

in Sprague-Dawley rats.
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Table 1. Survivals in Sprague-Dawley rats treated orally with DWH-01

S Dosage Days after treatment Final
ex (g/kg) 0 1 2 3 4 5 6 7 Mortality

Male 10 5/5 5/5 5/5 5/5 5/5 5/5 3/3 5/5 0/5
5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 0/5
2.5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 0/3
1.25 3/5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 0/5
0.625 5/3 5/5 5/5 5/5 5/5 5/5 5/5 5/5 0/5
0 5/5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 0/5

Female 10 5/5 5/5 5/5 3/5 5/5 5/5 5/5 5/5 0/5
5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 0/5
2.5 5/5 5/5 5/5 5/5 5/5 3/5 5/5 5/5 0/5
1.25 5/5 5/5 5/5 5/5 5/5 5/5 5/5 5/5 0/5
0.625 5/5 5/5 5/5 3/5 5/5 5/5 5/5 5/5 0/5
0 5/5 5/5 5/5 3/5 5/5 5/5 5/5 5/5 0/3

Table II. Clinical signs in Sprague-Dawley

rats treated orally with DWH-01

g Dosage  Clincal Hours after treatment Days after treatment
& (e/ke)  Signs 1 2 3 4 5 6 1 2 3 4 5 6 71
Male 10 ND — - - — — - - — — - _ _ _
5 ND - - — — - — — - — — -~ — —
1.25 ND - — — — — — — — — — _ _ _
0.625 ND — - - — — - — — — — — — _
0 ND - - — - - - - - - - — - -
Female 10 ND — — — — — — — _ — _ _ _ _
5 ND - - — - - - - — - - — - -
25 ND — - - - — — - - - — - - —
1.25 ND — — — - - — — - — _ _ - _
0.625 ND - - — — - — — _ _ _ _ - _
0 ND - - - - - - — - - - - — -

ND: Not detected.

Table IIl. Body weights in Sprague-Dawley rats treated orally with DWH-01

g Dosage Days after treatment Dosage Days after treatment
= (ke 0 1 3 7 (g/kg) 0 1 3 7
Male 10 Mean 240 242 252 266 Female 10 Mean 162 165 169 175
SD 7.7 9.7 10.2 7.7 SD 105 10.2 103 120
(n) 5 5 5 5 (n) 5 5 5 5
5 Mean 239 242 252 262 5 Mean 162 165 172 182
- 8D 11.7 10.6 9.5 10.0 SD 5.6 126 12.5 10.0
(n) b 5 5 5 () 5 5 5 5
2.5 Mean 238 241 248 264 2.5 Mean 164 167 175 187
SD 12.0 14.1 10.2 13.3 SD 7.3 10.0 10.2 113
(n) 5 5 5 5 (n) 5 5 5 5
1.25 Mean 232 235 257 269 1.25 Mean 154 158 167 180
SD 5.1 13.2 10.2 17.7 SD 44 5.5 6.6 52
(n) 5 5 5 5 (n) 5 5 5 5
0625 Mean 229 232 233 255 0.625 Mean 154 157 167 182
SD 7.7 9.7 10.2 7.7 sSh 49 46 6.2 74
(n) 5 5 5 5 (n) 5 5 5 5
0 Mean 228 231 244 262 0 Mean 157 160 171 185
SD 7.5 9.1 10.2 12.3 sD 6.0 7.0 7.3 7.0
() 5 5 5 5 (m 5 5 5 5

(m)=number of animals.
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Table IV. Gross findings in organs of Sprague-Dawley rats treated orally with DWH-01

Sex Male Female
(g/kg) 0 0.625 1.25 2.5 5 10 0 0.625 1.25 2.5 5 10
Organ
No. of rats 5 5 5 5 5 5 5 5 5 5 5 5
Adrenal Gland L. 0 0 0 0 0 0 0 0 0 0 0 0
R. 0 0 0 0 0 0 0 0 0 0 0 0
Brain 0 0 0 0 0 0 0 0 0 0 0 0
Heart 0 0 0 0 0 0 0 0 0 0 0 0
Liver 0 0 0 0 0 0 0 0 0 0 0 0
Kidney L. 0 0 0 0 0 0 0 0 0 0 0 0
R. 0 0 0 0 0 0 0 0 0 0 0 0
Lung Hemorrhage 0 0 1 0 0 0 0 0 1 0 0 0
Spleen 0 0 0 0 0 0 0 0 0 0 0 0
Testis L. 0 0 0 0 0 0
R. 0 0 0 0 0 0
Ovary 0 0 0 0 0 0
Stomach 0 0 0 0 0 0 0 0 0 0 0 0

*0: normal, 1; number of animals with abnormalities.
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