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Abstract ;: Ursodeoxycholic acid (UDCA) is an endogenous substance.
After oral administration of UDCA preparations, conjugated UDCA is
formed, and its metabolism in the body is more complex than that of
exogenous substances. This article based on the pharmacokinetic ( PK)
characteristics of UDCA, summarized the technical key points in the
current bioequivalence (BE) studies of UDCA preparations. It analyzed
from various aspects, including trial design, methodological validation,
biological sample analysis, and bioequivalence result evaluation. This
provides a certain reference for the bioequivalence studies of endogenous
drugs such as ursodeoxycholic acid preparations.
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Table 1 The applications of ursodeoxycholic acid preparation

il £ B R g (A4S) dit(% )
REREIHR 1 2.63
RE AR IR 7 6 15.79
A& SUH R ik 10 26.32
FEEHUHIR T AR IR B 21 55.26
it 38 100. 00
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Table 2 The applications of ursodeoxycholic acid preparation in

the past six years

I i) R B () H (%)
2020 4 3 7.89
2021 4§ 1 2.63
2022 4F 3 7.89
2023 4F 9 23.68
2024 4 15 39.47
2025 4 7 18.42
&t 38 100. 00
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Table 3  Approval status of ursodeoxycholic acid preparations

il 7% 44 Bk HAESCSHE (D) HH(%)
RERAIRIR K 36 67.92
RE SR e 16 30.19
AE IR 1T AR IR B 1 1.89
a1t 53 100. 00
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Table 4  Registration status of clinical trials of ursodeoxycholic

acid preparations
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Table 5 Summary of bioequivalence( BE) research techniques for ursodeoxycholic acid capsules by regulatory agencies
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Total UDCA = UDCA + GUDCA + TUDCA ; Total ursodeoxycholic acid is the sum of unconjugated ursodeoxycholic acid, ursodeoxycholic acid — glycine

conjugates, and ursodeoxycholic acid — taurine conjugates; AUC : Area under curve;C

Maximum plasma concentration ; CI; Confidence interval.
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