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Experimental Study on Anaphylactoid Reactions of Hydroxyethyl
Starch 40 Sodium Chloride Injection

ZONG Wei-feng, WANG Yu-xin, LIU Yang, WANG Yao,ZHANG Wei-feng, LU Yi-hong "
(Jiangsu Institute for Food and Drug Control, Nanjing 210008 , china)

[ Abstract] Objective To evaluate the sensitizations of Hydroxyethyl Starch 40 Sodium Chloride Injection.
Methods  Active systemic anaphylaxis( ASA) test, internal sensitive index’ s determination and screening and Passive
Cutaneous Anaphylaxis( PCA) test are carried out. Observe the allergy safety of the samples. Results We use guinea pigs
to carry on ASA test and PCA test with Hydroxyethyl Starch 40 Sodium Chloride Injection from 45 batches of 3 companies
and no changes have occurred. Measuring and comparing the sensitive index of HIS,IgG, IgM and IgE in plasma, IgM and
IgE are not obvious variation; HIS and IgG positive group and negative group and sample groups are different. Conclusions
It is suggestion that Hydroxyethyl Starch 40 Sodium Chloride Injection safety evaluation should include allergic reactions,
HIS and IgG sensitive index monitoring in clinical application of hydroxyethyl starch.
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Fig.1 Comparison on average of IgG in each group.
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Fig.2 Comparison on average of HIS in each group.

R KRS TSl B LR (n =3)
Tab.1 The result of Active systemic anaphylaxis induced by Hydroxyethyl Starch 40 Sodium Chloride Injection in guinea pigs.

ORI L S 0 B LA TeG R 5 8 (55 21 KR

2] e TR AR A IgG 2 L
FEAER (ng/mL) (mg/mL) -
B BApE 0 92.2 +21.62 8.6+1.23 -
2A15042305 0 100.3 +12.13 8.8 +1.09 -
540 (42 A) 2A15052705 0 75.0 £27.92 6.9 +2.67 -
2A15061405 0 103.0 £15.97 8.1+0.98 -
1411283203 0 96.3 +15.72 8.9 +0.96 -
B 404k B) 1507243201 0 89.5 +15.61 8.5+1.33 -
1507043203 0 80.4 £15.94 7.2 £2.24 -
141230 0102 0 89.7 +23.75 8.8+1.80 -
B 404k ©) 150603 0101 0 97.9 +28.42 7.1+1.44 -
141017 0101 0 95.9+11.36 8.8 +4.09 -
s 1412042 1 115.6 £6.52 9.1+1.28 -
i 130 (4l D) 1503161 0 98.0+15.51 8.0+1.13
FHH: FHH: 3 134.2 +4.95* 11.6 +0.91 "

W S5, P < 0.05,

Note. Compared with the negative control , ™ P < 0.05.
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