Chinese Journal of New Drugs 2021,30(3)

VIR FAR SNl - (I
(1 PEAR KXY, T E 2100092 4bF R AR FEFH T AR AF,LE 100024)

PURE B 7S

[(WE] EINENEAERD R, BE 5 EFTINH, S EERS NENBRED AT E L HTHE
ZNEBEGYAEDERERD T ZRITE L, R IREE, AXNANZTRENEFMEE RKEKK
WEH HFAXE Z2RPTE, A RXREHENEEXFEREHRATON, EEME T EEH 5k, 5 WE
MHYEDEBIEERRBHITEERESL,

[X@R] £HEAMEREE, NREHY; X XFEH

[FESEE] R969.3 [ XktRER] A [XEHS] 1003 —3734(2021)03 - 0205 - 04

Management of bioequivalence trials for endogenous agents
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[ Abstract] Endogenous substances naturally exist in biological bodies. Due to self-regulation mechanism,
exogenous substances and the level of endogenous substances, the design of endogenous drugs bioequivalence test
becomes complicated and the trails are difficult to implement. From perspectives of good clinical practice, this article
analyzes the difficulties and particularities in the aspects of subject selection and management, diet and drinking

water management, sample collection and safety management. This paper also summarizes and discusses quality

control measures, providing reference for execution management of endogenous drugs bioequivalence trial.
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