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Establishment of Bacterial Endotoxins Test in Flumazenil Injection
DAI Xiu-mei, YU Feng-ping(Zibo Institute for Food and Drug Control, Shandong Zibo 255086, China)

ABSTRACT OBIJECTIVE: To establish a method for the detection of bacterial endotoxins in Flumazenil injection. METHODS :
Preliminary interference experiment and interference experiment were carried out by tachypleus amebocyte lysate (TAL) from 2 dif-
ferent manufacturers and 3 batches of Flumazenil injection, according to the requirements of bacterial endotoxin test stated in appen-
dix I of Chinese Pharmacopeia (2010 edition). RESULTS: There was no interference in agglutination reaction between TAL and
bacterial endotoxins when the concentration of test sample was 0.02 mg/ml and below it. The limit of bacterial endotoxins was 25

EU/mg. CONCLUSIONS: Established method is feasible for the bacterial endotoxins test of Flumazenil injection.
KEYWORDS Flumazenil injection; Bacterial endotoxins; TAL; Interference experiment
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Tab 3 Results of interference test of samples
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1302021 025 BETK 444+ +++ ———= ———= — 0.25
13042304 44+ ++++ ———— ———— —— 025 1.0
13042401 ++++ 444+ —=—= === —= 025 10
13042402 ++++ +4++ ———= ———— —— 025 10

12090312 025 BETAK 444+ ++++ ———= - — 0.25
13042304 ++++ ++++ ———— - —— 025 10
13042401 ++++ 44+ —=== —=—= —= 025 10
13042402 ++++ 44+ ———= ———— —— 025 1.0
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Tab 4 Results of bacterial endotoxins test of samples

TALS S FERBURIRIE , mg/ml - NPC PPC NC  PC

1302021 13042304 0.01 ———— it -— 4+
13042401 0.01 ———— et -— 4+
13042402 0.1 m bR =
12090312 13042304 0.01 e b -
13042401 0.01 ———— it -— 4+
13042402 0.01 ———— et -— 4+
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