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[ Abstract ] Objective; To investigate the acute toxicity and chronic toxicity of Fufang Jinling Sini Siwu
Shixiao powder ( FSXP) and evaluate its safety in clinical applications. Method: The 40 KM mice were randomly
divided into FSXP group (192 g-kg™') and normal group according to their body weight. The maximum tolerated
dose (MTD) was determined in mice by oral gavage. In chronic toxicological test, 80 SD rats were randomly
divided into 4 groups according to their body weight; normal group, FSXP high-dose group, medium-dose group
and low-dose group (30.6, 15.3, 7.65 g-kg™'), n =20 in each group. The medicine was given intragastrically
once a day for consecutive 4 weeks. The changes of general state, body weight, food intake, food utilization rate
and organ index were observed respectively, and the histopathological examination of the main organs were
determined after 4 weeks of treatment and 2 weeks after drug withdrawal. Result: The maximum tolerated dose for
mice was 192 g -kg ', which was equivalent to 217. 4 times of the recommended adult clinical dose. In the chronic
study, no death or clinical toxic signs were found. Compared with the normal group, no significant difference was
found in body weight, food intake, food utilization rate and organ index of each drug group of FSXP. In addition,
no pathological changes related to this drug were observed in the histopathological examination. Conclusion: FSXP

has no significant toxicity to mice, and long-term taking has less accumulative toxicity to rats, indicating that the
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clinical prescribed dose of FSXP is in high safety.
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Table 1 Effects of Fufang Jinling Sini Siwu Shixiao power ( FSXP) on acute toxicity in mice(x +s,n =10)
H B
il Wi/ BT MERE RAD FET 8
4151 2 ; T RS
/8ke i ERES 514 K /e /e MR/ g " R
EH - Jiiid 19.9+1.3 28.1+0.8 30.2+1.4 10.3 £1.7 77.4 £2.6 13.3+£1.8 0 0
e 21.0+1.4 30.9 1.1 35.9+1.1 14.9£2.1 90.3 +£0.9 16.5+1.9 0 0
FSXP 192 I 20.6 £1.3 27.2 1.0 29.7+1.5 9.1+0.8 77.7 £1.3 11.8 £2. 4 0 0
T 20.7 1.3 31.7+1.0 36.4 1.4 15.7 1.1 93.8£2.0 16.8 £1.5 0 0

HHIEEAEYP<0.05,2P<0.01(£2~5[).,

3.2 KRR MRS

3.2.1 XPREAEELKEWHARNZE 5k
SO R B g S 0 A R R SR B R S O

WL FOBR, B2 05 O SR TR R e R AL 45 255 4 AL IR
HA W FEZE SR (P <0.05) R0 B HEMELS 254158 1

K2 EFRKBHAREENIM (2£5,n=10)

SR A B2k 22 5 (P <0.05) , HoAfth 2R UL W] 2
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M, WL 2,3,

Table 2 Effect of FSXP on weight in rats (x +5,n=10) g
7
41531 o P53 4250 mey 1 HEj2 4253 JH 425 4 W21 WA 2 JH
g
EH - i3 80.7 £14.6 116.3 £25.7 139.0 £16.5 163.1 £20.6 184.9 £21.6 203.8 +17.6 209.6 +13.3
i 85.2+17.1 130.4 £11.2  158.4 +8.9 194.7 +13.0 220.1+34.7 254.3+9.4 282.7 £26.5
FSXP 7.65 M 82.3+9.4 112.8 £17.6 137.2 £28.6 160.7 +13.1 179.6 +7.7 199.1 £15.3 220.7 £15.6
T 86.7 £15.9 112.6 £30.1" 156.3 £18.2  187.5 £29.1 221.4 £20.1 252.8 +31.4  280.1 +18.6
15.3 M 81.9 £20.1 107.4 £11.4 141.5 +23.7 154.5 +20.4 162.5 £26.1" 200.1 +14.2 215.2+11.3
T 85.1+13.3 130.9 £8.1 149.1 £21.6 190.6 +9.7 208.6 £12.5 246.7 +£16.9  284.3 +21.5
30.6 i3 81.4 £17.3 107.1 £26.5 138.4 £29.1 158.1 £34.7 182.4 +£15.2 195.8 £30.9  211.7 £9.4
T 86.0 £21.5 129.7 £16.4  155.9 £10.1 184.7 +8.6 217.2 £18.0 250.4+£12.6 266.9 +31.1

£3 EFRKBHMARLEWHAROXM (vx5,n=10)

Table 3  Effect of FSXP on food utilization rate in rats (x + s,

n=10)
I S MR e
4151 P51

/g-kg’1 /g /g FIH 2/ %
EH - M 129.0 £27.1 404.7 £19.9 31.8 +3.4
M 187.5 £16.4 481.6 £37.4 39.0+£2.7
FSXP 7.65 M 138.3 £19.9 390.1£45.7 35.5%2.6
Mg 193.5£12.9 522.7 £46.3 37.0+2.3
15.3 M 133.4 £21.7 436.9 £32.1 30.4 3.7
M 202.3 £41.6 501.1£29.0 40.3 £3.6
30.6 M 130.4 £35.2 375.2£55.7 34.8 x4.1
It 181.0 £27.3 477.3 £40.8 37.9 2.2
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R4 EFRKBNBERREIEZRF[ELHEW (v £5,n=10)
Table 4 Effect of FSXP on organ index ratio in female rats (x +s,n =10) mg-g '
bk
2051 R[] i JiF i Jifi =1 v LA TE
/g-kg !
1 - 45254 ) 0.297 £0.046 3.094 £0.057 0.214 £0.061 0.562 £0.073 0.529 +0.064 0.463 £0.029 0.107 £0.044 0.371 £0.072
PR 2 i 0.316 £0.085 3.228 +0.114 0.194 £0.061 0.551 £0.104 0.537 £0.065 0.449 £0.011 0.096 £0.035 0.364 +0.074
FSXP 7.65  #hz54JH 0.302 £0.094 3.211 £0.041 0.190 £0. 110 0.547 £0.035 0.538 +0.039 0.449 +0.106 0.110 £0.052 0.357 0. 113
PR 2 JH 0.287 £0.104 3.090 £0.079 0.217 £0.047 0.549 +0.084 0.553 £0. 133 0.464 £0.093 0.084 £0.090 0.349 +0. 021
15.3 45254 8 0.311 £0.041 3.206 £0.069 0.187 £0.063 0.542 +0.089 0.536 +0.121 0.454 £0.038 0.096 £0.091 0.364 £0.076
PR 2 JE 0.329 £0.081 3.206 +0.038 0. 184 +0.063 0.560 +0.049 0.567 £0.108 0.438 £0.125 0.103 +0.045 0.351 +0.012
30.6 Y24 1 0.286 £0.067 2.979 +0.115 0.225 £0.047 0.559 £0.081 0.541 +£0.031 0.465 +0.027 0.112 +0.027 0.367 £0.053
P 2 0.301 £0.114 3.176 £0.102 0.203 +0.089 0.542 +0. 112 0.539 £0.094 0.441 £0.120 0.092 +0.054 0.358 +0.073
x5 EFRKBNBEURREIEZMRF[BEEBHEME (2 £5,0=10)
Table 5 Effect of FSXP on organ index ratio in male rats (x +s,n =10) mg-g -
FilE
20 7)) I 8] L i Ja Jiti 5 i -3l
/g-kg !
I - 4254 8 0.302 £0.057 3.257 £0.102 0.214 £0.049 0.573 £0.112 0.564 £0.071 0.457 £0.011 1.033 0. 096
PR 2 Ji 0.289 £0.041 3.172 £0.059 0.205 £0.033 0.569 £0.031 0.554 £0.116 0.446 £0.052 0.974 £0. 102
FSXP 7.65  4i#5 4 0.319 £0.041 3.092 £0.067 0.207 +0.204 0.558 +0.069 0.570 +0.045 0.448 +0.065 1.101 =0. 103
4 2 J 0.306 £0.101 3.045 +0.214 0.216 £0.085 0.572 £0.025 0.562 +0.044 0.439 £0.120 0.106 £0.036
15.3 45254 8 0.297 £0.890 3.295£0.036 0.198 £0.023 0.581 £0.076 0.559 £0.031 0.046 £0.106 0.990 +0. 034
P 2 Ji 0.301 £0.097 3.116 £0.030 0.225+0.101 0.561 £0.045 0.539 £0.089 0.428 £0.071 0.875 +0. 062
30.6 45254 /8 0.307 £0.117 3.201 £0.033 0.210 +0.091 0.576 +0.044 0.561 +0.018 0.473 +0.114 1.076 =0. 045
W 2 J] 0.294 £0.039 3.235+0.091 0.187 £0.012 0.574 £0.127 0.544 £0.011 0.457 £0.083 1.006 0. 059
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B2 EFRKHENABRFHEARFREFHHN (HREK, x200)
Fig.2 Effects of FSXP on liver tissue pathology in rats (improved
papanicolaou, x200)
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B3 EFREHENARBEARFEFHHN (HREK, x200)
Fig.3 Effects of FSXP on spleen tissue pathology in rats ( improved

papanicolaou, x200)
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4 EFREENARMEALRREFHHmM (HREIK, x200)
Fig.4 Effects of FSXP on lung tissue pathology in rats (improved

papanicolaou, x200)

ES5 EAREHMNARERALFEENZN (MREIT, x200)
Fig.5 Effects of FSXP on kidney tissue pathology in rats (improved
papanicolaou, x200)
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