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Physiological and Biochemical Indexes of Mice
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Abstract: [ Purpose] To study the safety of a traditional Chinese medicine compound formulation,
and to provide a reference for clinical treatment of human tumor. [ Method ] The acute toxicity, the

maximum tolerated dose and the 28 d oral toxicity of the compound formulations were studied. The
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mice were given a dose of 0.2, 0.6, 1.8, 5.4, 16.2 g/kg (bw) at the same time for oral acute toxicity
test. The maximum tolerated test extract with the concentrations of 1.25, 1.00, 0.80, 0.64, 0.51 g/mL
0.04 mL/g (bw) was administered orally to the mice in each group within 3 hours, and the mice were
continuously observed for 7 days. Forty mice were randomly divided into high, medium, low and con-
trol dose group. In the control group, the compound preparations of different concentrations [15, 7.5,
3.75,0 g/kg (bw)] were administered for 28 days, and the blood physiological and biochemical in-
dexes of the mice were determined. [ Result] The results of acute toxicity showed that the crude ex-
tract of the compound preparation had an oral tolerance of LDs,>5 g/kg (bw), and the maximum toler-
ance of the mice was 150 g/kg (bw), and the maximum tolerated dose was 1 050 times of the human
dose. The body weight and blood physiological indexes of the mice in each group were not signific-
antly different (P>0.05). The blood biochemical parameters only showed significant difference
between the LDH and the control, low and high dose groups (P<0.05), and there were no significant
differences in GPT, GOT, Cr and BUN (P>0.05). [ Conclusion] The compound preparation has no
toxic effect, has no effect on blood physiological and biochemical indexes, and is safe for clinical use.

Keywords: Chinese medicine compound formulations; acute toxicity; physiological and biochemical
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Tab. 1 Microbial limits before and after irradiation of traditional Chinese medicines

I H Pafr kR T AE % & number of microorganisms

test items unit standard 4R HETT before irradiation  #H )5 after irradiation
% U B S total aerobic bacteria cfu/g <10 000 460 000 30
% W I BER mold and yeast count cfu/g <100 185 000 <10
KGR A i Escherichia coli g’ T negative far t positive A nd.
ifi I & 24 B4 B gallbladder-resistant gram-negative bacteria N <100 N>1 000 N<10
WK E < 10" Salmonella number g’ AR negative 5 H positive A n.d.

364518 test results

A& H unqualified & H% qualified
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Tab. 2 Effects of different doses on the body weight of mice

ZH3 group A B 3 Il /g weight gain

X &2 control group 8.33+0.23
5= 4L low dose group 8.77+0.49
"5 E 41 medium dose group 8.60:£0.46
w774 high dose group 8.81:0.59

*®3 AREFIBHHEHFHFINRME LR

Tab. 3 Effects of different doses on the blood routine examination in mice

415 M4 A g L) THHx10°/L7" count o 120 A BT LG £51/% ratio of total number of leukocyte

group HGB 41 WBC L4100 RBC 40 Lymph  PAR4HE Mon "R PERIZHAR Gran
Xt &4 control group 149.33+3.16 3.89+0.31 9.50+0.61 73.80+6.78 2.36+0.39 22.77+4.70
I low dose group 148.78+5.78 4.12+0.60 9.64+0.38 75.8246.79 2.29+0.40 21.2942.19
7 #4 medium dose group 145.56+6.19 3.60+0.36 9.30+0.46 75.70+3.90 2.87+0.62 22.01+3.24
77 2H high dose group 150.25+7.92 3.69+0.41 9.70+0.64 75.2846.62 2.30+0.58 19.79+3.54

4 TEFIEFHEFHFIFIXN R MARE L IEFRE R0

Tab. 4 Effects of different doses on the blood biochemical indexes of mice

415 BNHEER/(U-g") BHEAR/(U-¢")  ARKREAE/UL")  UE/(umol- L")  MREE/ (mumol-L™)
group ALT/GPT AST/GOT LDH Cr BUN
Xt &4 control group 22.36+4.88 58.43+3.08 412.50+28.85 a 14.99+2.28 7.46+1.04
& low dose group 25.56+4.78 61.49+5.16 419.72427.79 a 15.00+2.89 7.93+1.23
551 20 medium dose group 26.40+3.79 61.05+4.44 458.33£19.69 b 15.55+1.89 8.40+1.11
7 E2H high dose group 23.32+4.42 64.55+4.06 438.75+25.62 a 16.10+1.24 7.52+0.59

VE: OIS 7R 5P 5 B KT P<0.05.
Note: The date with the different small letters show significant difference (P<0.05) in the column.
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RIS TR A 2 AR A5 3 B 73 ) R B ) i Y
PR, BE(h AR A B O B IR 75 23 7 A A
[RIHG ST S BRI, o fm) A AT R A T ik —
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