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Quality Assessment of Hemodialysis Solution
Shu-Hwa Lian, Mei-Chuan Wu, Shiow-Yin Wey,
Chieng-Hsun Chiang and Chia-Po Lin

Division of Pharmacobiology

ABSTRACT

Blood dialysate is used on patients with kidney dysfunction. The patient's blood
is processed with the in vitro circulating dialysis system to exclude the toxic
metabolites by diffusion effect from their bodies through dialytic membrane. Therefore,
the quality of hemodialysis solution is important to patient's safety. In this study,
forty-four samples were collected from local hospitals, clinics, and dialysis centers
in 23 counties and cities in Taiwan area. Twenty-three (52.2%) of these samples were
produced by local manufactures and the others (47.8%) were imported. The categories of
testing the hemodialysis solution quality, including pyrogen test, bacterial endotoxins
test and microbial contamination test, were based on the notification No.85053134 from
Department of Health. All testing methods used in this evaluation were based on the
British Pharmacopoeia 2000, the European Pharmacopoeia 2000, and the Chinese
Pharmacopoeia IV. The results showed that all of the samples were qualified. This
suggested that the hemodialysis solution products used in Taiwan are safe and conformable
to the DOH guidance.

Key words: hemodialysis solution, pyrogen test, bacterial endotoxins test, microbial contamination test.
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