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Establishment of Bacterial Endotoxin Test of Metoclopramide Raw Material
WANG Xiang-ren(Puyang Institute for Food and Drug Control, Henan Puyang 457000, China)

ABSTRACT OBIJECTIVE: To establish a method for the bacterial endotoxin test of metoclopramide raw material. METHODS :
Metoclopramide was dissolved with pH3.0 hydrochloric acid solution. Solvent inference exclusion test, interference pretest and for-
mal interference test of test sample were conducted according to appendix Il of Chinese Pharmacopoeia (2010 edition). RESULTS:
No interference from pH 3.0 hydrochloric acid solution was observed in bacterial endotoxin. Metoclopramide sample was diluted to
0.4 mg/ml and below it, the bacterial endotoxin test was not interfered. CONCLUSIONS: It is feasible to control the quality of

metoclopramide raw material by bacterial endotoxin test. The limitation value of bacterial endotoxin can be set as 10.0 EU/mg.

KEYWORDS Metoclopramide; Raw material; Bacterial endotoxin; Tachypleus amebocyte lysate (TAL); Interference test
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Tab 1 Results of TAL sensitivity recheck
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Tab 2 Results of verification test
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Tab 3 Results of preliminary interference test
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Tab 4 Results of interference test
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Tab 5 Results of bacterial endotoxin test of sample
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