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Application of Bacterial Endotoxin Test Gel Limit Test in the Field of Medical Devices

Qingling Luan Jingying Liu Wenshi Zhang Xin Sui Changchun Sun
Jilin Medical Device Inspection and Research Institute Jilin Changchun 130000

Abstract: Objective: To explore the specific application of bacterial endotoxin test gel limit test in the field of medical devices.
Methods: The medical devices represented by infusion sets and syringes of different specifications were selected as the research
objects, and the specific application of gel limit test in the bacterial endotoxin limit test of medical devices was analyzed by listing
the specific inspection and calculation process. Results: The positive control tubes of infusion sets and syringes produced good gel
and did not fall off from the tube wall; The gel of the positive control tube of the test article is generated well and does not fall off
from the tube wall; No gel was generated in the negative control tube, and no gel was generated in the test tube group. Conclusion:
The application of the gel limit test in the bacterial endotoxin test can effectively limit the detection of bacterial endotoxins in medical
devices. This method can effectively monitor pyrogen substances in medical devices and biological materials, which are mainly
bacterial endotoxins, and reduce the incidence of clinical pyrogen reactions.
Keywords: Bacterial endotoxin examination; Medical instruments; Infusion set; Injector
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