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Determination of the migration of cyclohexanone and acetyl tributyl citrate
from disposal syringes and accessories by GC-MS
BO Xiaowen, LIU Aijuan, SHEN Yong, MENG Kai, QI Xiaoqing
(Shandong Quality Inspection Center for Medical Devices, NMPA Key Laboratory of Safety Evaluation for Biomaterials and Medical Devices,
Shandong Key Laboratory of Biological Evaluation for Medical Devices, Jinan 250101, China)

Abstract A gas chromatography—mass spectrometry (GC—MS) method was developed for the determination of
cyclohexanone and acetyl tributyl citrate migration from disposal syringes and accessories. Two contrast agents were
selected and infused through disposal syringes and accessories by simulating clinical use, and then extracted with n-hexane.
GC-MS method was adopted for the quantitative analysis of cyclohexanone and acetyl tributyl citrate. The results showed
that the linearity of cyclohexanone and acetyl tributyl citrate was good respectively in the range of 0.151-0.906 p g/ mL
and 0.0475-0.4750 g/ mL with the corelation coefficient not less than 0.999 4. The relative standard deviations of the
detection results were 1.0%-3.6%(n=6), and the recoveries were 92.3%-103.9% and 67.6%—89.7%. The method is simple,
rapid, sensitive, reliable and it is suitable for the determination of cyclohexanone and acetyl tributyl citrate released from
disposal syringes and accessories.
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