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Establishment of Bacterial Endotoxin Test Method of Ibuprofen Sodium Chloride Injection
ZHAN Xiaoliang', GUO Jian’, YUAN Xinxing', MA Junfang' (1.Shenyang Greatest Pharmaceutical Tech. Co.,
Ltd., Liaoning Benxi 117004, China;2.Shenyang Singi Pharmaceutical Co., Ltd., Shenyang 110163, China)

ABSTRACT OBJECTIVE: To establish a method for the bacterial endotoxin test of Ibuprofen sodium chloride injection. METH-
ODS: Maximum noninterference concentration of sample was determined by interference test according to bacterial endotoxins
gel-clot test stated in the general principles 1143 of Chinese Pharmacopoeia 2015 edition (four). And then methodology validation
was conducted. RESULTS: Samples were diluted to 1 mg/mL, which did not interfere with bacterial endotoxin.test.. CONCLU-

SIONS: The established method can be used for the bacterial endotoxin test of Ibuprofen sodium chloride injection, and ‘the limita-

tion of bacterial endotoxin was 0.5 EU/mL.
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Tab 2 Results of preliminary interference test
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Tab 4_ Results of bacterial endotoxin test of sample
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Simultaneous Determination of Procaine, Benzathine and Penicillin in Triple Penicillin for Injection by
HPLC

CHEN Ruhong', DOU Yonghai*, JIN Yinghui’ (1.Hebei Provincial Institute for Drug Control, .Shijiazhuang
050011, China;2.Tianjin Permanent Hospital, Tianjin 300450, China;3.Zhongnuo Pharmaceutical Co., [td., Shi-
jiazhuang Pharmacy Group, Shijiazhuang 050051, China)

ABSTRACT OBIJECTIVE: To establish a method for the simultaneous determination of procaine, benzathine and penicillin in Tri-
ple penicillin for injection. METHODS: HPLC was performed on the‘column'of SinoChrom C;s with mobile phase of 0.21 mol/L
potassium dihydrogen phosphate solution (containing 0.16% triethylamine, “adjusted pH to 5.6 by potassium hydroxide ) -acetonitril
(81:19,V/V) at a flow rate of 1.0 mL/min, detection wavelength was 215 nm, column temperature was 25 °C, and the injection
volume was 10 pL. RESULTS: The linear range was' 0.011-0.64 mg/mL for procaine (r=0.999 9), 0.013-0.80 mg/mL for benza-
thine (#=0.999 9) and 0.075-4/50 mg/mL for penicillin (#=0.999 9); RSDs of precision, stability and reproducibility tests were
lower than 0.70%q recoveries were 98.42% -101.51% (RSD=0.90% , n=9), 98.28% -101.50% (RSD=0.90% , n=9) and
99.03%-1017119 (RSD=0.66% ,n=9). CONCLUSIONS: The method is simple, accurate, and can be used for the simultaneous
determination of procaine, benzathine and penicillin in Triple penicillin for injection.

KEYWORDS Triple penicillin for injection; Procaine; Benzathine; Penicillin; Content determination; HPLC
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