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AN 25 B A T BOR 28 3 . 2016 4F 3 A

2.CFDA: Z#lls R By A MG it 48 = E M. 2016 &F 6
H.

3.FDA : Guidance for Industry: Statistical Approaches to
Establishing Bioequivalence. Jan 2001.

4.EMA: Guideline on the Investigation of Bioequivalence. Aug
2010.

5.EMA: Questions & Answers: Positions on Specific Questions

Addressed to the Pharmacokinetics Working Party. Nov 2015.
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( Within-subject coefficient of variation, CVw% ) X T % T 30%),
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EWAMNIE I, N TEHERGH, KA E AR E F0ERHEH
T, HEBIES IR S B A A, o ak B B e A
HAE MR TE L.
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AR ERRIEARA G LA AR HRT, BRI EL
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Tk, HHRFAFEL R IR AT R, MR A ABE 7 iE;
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X e EFR. 3 Y F1 YR 9 Bl R R 7R SR ) 0 R S B R Y A

_5_



S5 AT 5T R A A SR AR B R AT A B i AUC 2 Crax Y 1.
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