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Abstract: Eliglustat is a first — line oral small molecule drug for the
treatment of type 1 Gaucher disease, which can reduce the volume of
spleen and liver, and improve anemia and thrombocytopenia. Eliglustat
is mainly metabolized by cytochrome P450 2D6 ( CYP2D6 ), and its
systemic exposure is significantly affected by CYP2D6 phenotypes. The
bioavailability is extremely low in CYP2D6 extensive metabolizers,
resulting in the bioequivalence ( BE) study results being easily affected by
factors other than the preparation itself. This paper analyzed the potential
risk factors in the BE study of eliglustat capsules from the aspects of
molecular characteristics, biopharmaceutics, pharmacokinetics, food —
drug interaction and genetic polymorphism of metabolic enzymes, so as to
provide a practical reference for the BE study of the generic research and
development of this variety.
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