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Establishment of Bacterial Endotoxin Test of Fondaparinux Sodium Injection
CHEN Juan-hong, SHAO Li-xiao (Zhejiang People’ s Armed Police Corps Hospital, Zhejiang Jiaxing 314000,
China)

ABSTRACT OBJECTIVE: To establish a method for bacterial endotoxin test of Fondaparinux sodium injection. METHODS:
Maximal non-interference mass concentration of samples was determined by interference test according to appendix of Chinese Phar-
macopeia (2010 edition). RESULTS: The interference on bacterial endotoxin test can be excluded when sample was diluted to be-
low 0.01 mg/ml [Tachypleus amebocyte lysate (TAL): 4 =0.25 EU/ml] and 0.005 mg/ml (TAL: A=0.125 EU/ml). CONCLU-
SIONS: The established method is feasible to detect the bacterial endotoxin of Fondaparinux sodium injection.
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Determination of 8 Residual Organic Solvents in Vandetanib Raw Material by Gas Chromatography
WANG Jin-yu', HAN Bin-li', ZHENG Kun', XIANG Mao-hua’(1.Rizhao Municipal Hospital of Traditional Chi-
nese Medicine, Shandong Rizhao 276800, China;2.Rizhao Institute for Drug Control, Shandong Rizhao 276800,
China)

ABSTRACT OBIJECTIVE: To develop a method for the content determination of 8 residual organic solvents as methanol, etha-
nol, tetrahydrofuran, n-hexane, dichlormethane, ethyl acetate, isopropanol, N, N-dimethylformamide in vandetanib raw material.
METHODS: Gas chromatography method was adopted using DMSO as solvent. The contents of residual solvent were determined
by external standard method. The determination was performed on DB-624 column with FID detector. The injector temperature was
set at 250 °C and the detector temperature was 270 °C by temperature programming. Carrier gas was nitrogen, and the splitting ra-
tio was 20: 1. RESULTS: The good linear relation of 8 kind of organic solvents were achieved (#=0.998 1-0.999 4). The average
recoveries were ranged from 95.90% to 101.4% (RSD=0.56%-3.16% , n=3). Among 3 batches of samples, tetramethylene oxide
and N, N-dimethylfomamide were detected in 1 batch of sample. CONCLUSIONS: The method is simple, sensitive and accurate,
and can be used for the determination of residual organic solvents in vandetanib raw material.

KEYWORDS Vandetanib; Raw material; Capillary gas chromatography; Organic solvents; Residual
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