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Determination of bacterial endotoxin in Carboprost Tromethamine

Injection by Kinetic chromogenic assay

FANG Yun' ,HAO Gang' ,CHEN Wei' ,GU Bingren',LI Yu®
(1. Suzhou Institute For Drug Control ,Suzhou , Jiangsu 215104 ,China ;2. China Pharmaceutical University ,
Nanjing , Jiangsu 210000, China )

Abstract: Objective To establish a kinetic chromogenic assay (KCA) for quantitative detection of bacterial endotoxins in Carboprost
Tromethamine Injection. Methods The standard curve of bacterial endotoxins by KCA was established, the recovery rates were meas-
ured by interference preliminary text and interference verification text to confirm the best dilution multiple and the concentration range
of sample detection, and the bacterial endotoxins content of sample was determined quantitatively in these tests. Results The regression
equation of standard curve was as follows:1gT = —0.281gC +5.65,r =0.998, 1r1 >0.980. The calibration curve was linear over the
concentration ranges of bacterial endotoxins from 0.01 to 1.25 EU - mL ™", which indicated the validity of standard curve. There was no
interference effect when sample was diluted by 4 to 50 multiples with recovery ranged from 50% to 200% . Interference verification test
further proved that the recovery was close to 100% when the sample was diluted 20 multiples,and there was no interference effect. The
content of bacterial endotoxins in the samples was less than 0.01 EU + mL~". Conclusions The KCA method was proved to be specif-
ic,sensitive and accurate ,which can be applied to determine the endotoxin content in samples rapidly and quantitatively. It is suitable
for quality control of Carboprost Tromethamine Injection.
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mL ") B ], 452 FLEG CV 35 < 10% , b

LML, BRI 1,

F1 FEEAEREHZVATEERELER (n=3)
FrRUENEE R W E/EU - mL ™! S I/ CV/%
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4 0.25 0.127 56.809  2.891
0.134
0.165
20 0.25 0.227
0.242
0.292
100 0.25 0.220
0.234
0.268
500 0.25 0.234
0.261
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201605042 0 >3 600 0 —
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EU - mL™! 1%k 2, 3K v
1.25 1.235 1.329 1.268 3.734
0.25 0.267 0.242 0.257 4.928
0.05 0.052 0.048 0.049 4.191
0.01 0.011 0.010 0.011 5.413
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201609181 20 1.25 1.115+0.095 89 8.481
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