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[ Abstract] Objective; To explore the non-clinical safety evaluation method of Traditional Chinese medicine
in juvenile rats, and observe the 4-week toxicity of Children Fengye Kechuanping Mixture, so as to provide reference

for clinical medication in children. Methods: A total of 120 juvenile SD rats were randomly divided into 4 groups
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according to bodyweight, with 30 rats in each group, half male and half female. Four groups were solvent control
group, Children Fengye Kechuanping Mixture low (extract 7.0 g-kg™'), medium (extract 14.0 g-kg™') and high
(extract 22.5 g-kg ') dose groups. Each group was given the medication once a day by gavage. PND,, were given
for 4 weeks in total, and the solvent control group was given the same amount of deionized water. General status,
bodyweight, food intake, growth and development, hematology, blood biochemistry, coagulation, urine, immunity,
hormones, organs and histopathological changes were detected. Results; In high-dose group, the weight, food
intake, hematological indexes ( RET, RET% increase), organ weight or coefficient ( thymus decrease, liver
increase) changed. Growth retardation was observed in male juvenile rats ( manifested as decreased top hip length,
shortened tibia length, increased tibia total density and cortex density). No obvious toxic target organs were
observed. The effect of the above expression in juvenile male rats was more obvious. Conclusion; The safe dose of

Children Fengye Kechuanping Mixture was 7.0 g+kg ™' (low dose, equivalent to raw dose 79.8 g-kg™'), 2.5 times

of the equivalent dose and 14.9 times of the clinical dose in juvenile SD rats given by gavage for 4 weeks.
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d 43 5 19.7 0.3 19.6 £0.3 19.2 £0.5 18.7 20.5"
J12 K-/ mm d29 10 35.10 £0.94 35.63 £0.65 34.52+0.94 33.85+1.13"
d 43 5 38.24 +0.63 38.62 +0.76 37.94 +0.80 37.69 +0.43
M5B /mg-om ~° d29 10 330.8 £16.8 329.4 +24.1 353.2+12.2 365.0 +18.4°
d 43 5 380.5 +25.5 362.6 +15.3 366.1 +13.6 379.4 +£22.3
/N B /mg - em 3 d29 10 254.0 +20.2 240.7 +15.6 248.5 +17.4 244.6 £19.7
d 43 5 236.1 +8.6 241.7 +18.5 232.4 +14.4 251.7+19.4
i 5 % B /mg-cm T3 d 29 10 775.4 £12.0 779.2 £15.9 792.5 +8.9° 806.0 +8.8"
d 43 5 841.9£29.4 821.7 +11.9 832.3 6.5 821.9 £17.0
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d 43 5 9.098 +0. 680 9.565 +0.529 9.077 £0.498 8.800 +0.737
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d 43 5 3.071 £0.180 3.203 £0.169 3.193 £0.148 3.229 +0.147
JUE i Lt d 29 10 4.270 £0.425 4.599 £0.296 4.588 £0.333 4.570 £0.592
d 43 5 4.874 £0.392 5.103 £0.169 4.885 +0.438 4.842 +0.466
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d 43 5 1.415 +0.052 1.457 £0.075 1.373 +0.055 1.337 £0. 116
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d 43 5 3.579 £0.476 3.816 £0.366 3.754 +0.313 3.604 +0.235
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