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[ Abstract] The sodium hyaluronate assisted injection device is used to assist in the
physical filling of sodium hyaluronate and is widely used in facial repair processes. Although
the domestic sodium hyaluronate injection device has initially formed an industrial scale, it
still faces problems such as inconsistent technical standards and lack of clear requirements
for key performance parameters. In this study, the contents such as structure composition,
scope of application and name of sodium hyaluronate assisted injection devices on the
market in China were systematically analyzed. Based on the practice of technical review,
it was proposed that this type of device should focus on standardizing core performance
indicators such as the accuracy of injection volumes (error < +5%), negative pressure
intensities and pause times. In addition, a closed-loop evaluation system with electrical
safety, biocompatibility, clinical evaluation, usability engineering, and instructions as the
core was established to provide guidance for writing registration application materials and
unifying technical evaluation standards. Meanwhile, it also provided reference for products
design and development, reducing the risk of tissue damage caused by differences in device
performance.
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