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Survey on the Quality of Non-Invasive
Sphygmomanometers in Taiwan

CHUN-JEN CHIEN, YU-TING FANG, SHOU-CHIEH HUANG,
YU-PEN CHEN, HSIU-KUAN CHOU AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

The post-market surveillance in the medical device, non-invasive sphygmomanometer was supported
by local health authorities who collected 18 devices in total from pharmacies, medical device stores and
hypermarkets in retail market of Taiwan from January to June in 2015. The collected samples included 6
domestic and 12 imported products. The limits of the error of the cuff pressure indications of devices were
tested following Chinese National Standards (CNS) 15041-1. The detected pressure differences between
non-invasive sphygmomanometers (sample devices) and manometer (reference device) must be less than
3 mmHg. The results showed all the non-invasive sphygmomanometers surveyed in this study met the
requirement, and the reports will be sent to the local health authorities for reference.

Key words: non-invasive sphygmomanometers, limits of the error of the cuff pressure





