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Investigation of Watertightness and Aqueous
Extractable Protein Content of Medical Gloves in
Taiwan

CHUN-JEN CHIEN, CHENG-LIN HO, SHIN-WEN FANG, SHOU-CHIEH
HUANG, YA-MIN KAO, DER-YUAN WANG AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

In order to assure the quality of medical gloves available on the market, a survey focused on the
watertightness performance and the aqueous extractable protein content of the medical gloves was
conducted in 2016. From January to June, 20 samples were collected by the local health authorities from
hospitals, authorized dealers and drug stores. Among them, 16 are class I medical gloves and the others
are class II. The materials range from rubber, polyvinyl chloride to polyethylene. The watertightness
test was carried out in accordance with ASTM D3577, ASTM D3578 and ASTM D5250. The aqueous
extractable proteins in the rubber gloves were tested and content levels were determined in accordance
to ASTM D5712. The results showed that 17 samples met the watertightness requirement while all the 9
rubber medical gloves tested for their aqueous extractable proteins fulfilled the regulatory requirement
(below 200 pg/dm?). These results will be forwarded to the competent authorities as regulatory references.

Key words: medical gloves, watertightness, aqueous extractable protein





