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Study on the Injection Safety of Domestic Medicinal
Excipient Sulfobutyl Beta Cyclodextrin Sodium

SHEN Jian',SUN Tao”

(1.School of Chemistry and Chemical Engineering, Weifang University, Weifang 261061, China;
2.School of Pharmacy,Fudan University,Shanghai 201203 .China)

Abstract Sulfobutyl beta cyclodextrin sodium (SBCD) can be employed as medicinal excipients for many
pharmaceuticals via an inclusion model. However, for a long period, the SBCD production was limited by
external incorporations such as Cyclolab, which has been always regarded as a famous “bottleneck” phar-
maceutical product. The study on the injection safety of domestic SBCD is an important ice-breaking area.In
this work, the substitution degree, hemolysis, renal toxicity, safety of supreme large injection doses of
domestic SBCD were studied in detail.Compared with the original marketed product, domestic SBCD show
comparable hemolysis and renal safety.Based on the in vivo experiments obtained from SD rats, the domes-
tic SBCD possessed favorable biosafety upon supreme large injection doses. This work will provide impor-
tant reference for breaching the blockade of foreign products and further marked application of the domes-

tic SBCD.
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