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Study on the Test Method of Bacterial Endotoxin in Gemcitabine Hydrochloride for Injection
ZHOU Mei, WU Gu(Anhui Institute for Food and Drug Control, Hefei 230051, China)

ABSTRACT OBIJECTIVE: To establish a method for testing the bacterial endotoxin in Gemcitabine hydrochloride for injection.
METHODS: According to the bacterial endotoxin test stated on Chinese Pharmacopeia (2010 edition), interference test and bacteri-
al endotoxin test were carried out by using TAL from 2 manufacturers to adjust the pH value of Gemcitabine hydrochloride for injec-
tion and dilute Gemcitabine hydrochloride for injection. RESULTS: No interference was found in the bacterial endotoxin test after
Gemcitabine hydrochloride for injection was diluted at 3.5 mg/ml with pH value of 7.0. The endotoxin limit of it was 0.10 EU/mg.

CONCLUSION:: 1t is feasible for bacterial endotoxin test instead of pyrogen test of Gemcitabine hydrochloride for injection.
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Tab 1 TAL sensitivity check results
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Tab 2 Results of interference pretest of samples
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Tab 3 Results of interference test of samples
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Tab 4 Results of endotoxin detection of samples
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