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Abstract: Objective To evaluate the pseudo-allergic safety of Yiqi Fumai Lyophilized Injection (YQFM) in combination with nine
common injections by pseudo-allergic test in mouse. Methods (O The mouse pseudo-allergic reaction model was developed by
injecting test substance in 0.4% Evans blue (EB) solutions via tail vein. The positive control group was given Compound 48/80-
0.4% EB saline solution, the negative control group was given 0.4% EB saline solution, and the drug compatibility group was given
"drug-0.4% EB" saline solution. According to the standard of mice ear blue staining test, the scores of ear blue staining was

evaluated, and the EB exudation of mice ear was measured. @ In the concentration test of histamine in mice, except that 0.4% EB
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saline solution was replaced by saline solution, the administration method was the same as that of mice with ear blue staining test.

Blood was collected after 30 min, and the histamine content in blood of mice was determined by chemical method. The histamine

content in blood of mice was determined by a similar method. Result O Positive drug, vitamin B6, coenzyme A for injection,

naloxone hydrochloride for injection, and furosemide injection in single dose groups, and vitamin B6, furosemide injection and

naloxone hydrochloride for injection administered in combination with YQFM showed positive results in ear blue staining test in

mice; the other results were negative. Moreover, the increase rate of EB content in nine drug compatibility group was lower than that

in the single administration. @) There was no significant change in histamine content in the blood of mice before and after

compatibility.Conclusion Comparing nine kinds of commonly used drugs in combination group with single group respectively, there

was no increase in the risk of pseudo-allergic reaction in mice with mice ear blue staining test and histamine detection.

Key words: Yiqi Fumai Lyophilized Injection; compatibility; pseudo-allergic test; safety; blue staining of auricle; histamine
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K2 BEBYMABEETIHENEREBEHEEABTELER(X £, n=10)

Table 2 Result of anaphylactoid reaction rate and elevated EB exudation rate after drug administration in each group ( X £

s, n=10)
451 FH/(mg-kg ) ESURs Y FIE LA EB & &/ug F =3/ %
[ERERS — 0 0.565+0.082 —
C48/80 20 100 2.402+0.696 325.22
YQFM 1 800 0 0.661+0.100 17.03
AT 352 0 0.768+0.092 35.88
AL H+YQFM 352+1 800 0 0.926+0.135 63.83
ek E C 264 10 0.714+0.098 26.44
i R C+YQFM 264+1 800 10 0.677+0.129 19.74
A FEB6 35 50 1.770+0.468 213.22
#4i4 K B6+YQFM 35+1 800 30 1.313+0.380 132.45
A i A 140 U/kg 20 1.311+0.384 132.09
T A A+YQFM 140 U/kg+1 800 10 0.824+0.139 45.78
SRR T VRS 8 40 0.810+0.223 43.43
LA T VRS YQFM 8+1 800 10 0.745+0.154 31.89
S/ STER TN 351.5 20 0.877+0.103 107.63
W ZE KRS +Y QFM 351.5+1 800 20 0.958+0.167 89.97
VEGT FH R 2 4919 i 3.51 90 2.743+1.297 494.34
T R R 4 I+ Y QFM 3.51+1 800 60 1.647+0.506 256.88
PEE D25 R o e AL 22 56.2 40 0.589+0.149 27.66
S FHPEFE RN+ Y QFM 56.2+1 800 40 0.505+0.170 9.49
TSR FH BI85 T frie 351.4 0 0.448+0.115 —2.97
VES H BB+ Y QFM 351.4+1 800 0 0.374+0.078 —18.89
R3 ARBHUELER(X £, n=10)
Table 3 Histamine content in blood of mice ( X s, n=10)
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VEST FH 4 A 140 U/kg 130.4+32.9 TE FH A B e+ Y QFM 351.4+1800  121.6£12.3
VS F 4T A+YQFM 140 U/kg+1 800 164.9+34.0
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