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1) e -

B DR +Létorﬁ %ﬁﬁwﬁﬁ¢iﬁﬁﬁ®%%ﬁk%ﬂﬁbf EF
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2k, RE®RT—F OB, 2 >ORWREEZBRT BHEHEOBIERT
HBR, 2OORNREEXEET HEFER, 0% EHEERI L 3HEEL LS
‘fﬂﬁ@Fﬁ"%%i}X_ 5. 2 Oﬂ)ﬁﬁllfﬁm%i%%ﬁgﬂ%ﬁﬁﬁﬁl\_ﬁﬁﬁ'féjJ‘i’z*ﬁkF'ﬁ'@‘éI
B 2 2B AT 5.

(ﬂﬁ%?ﬁ?‘“ %) E. Diletti, et al., Sample size determination for bicequivalence
assessment by means of confidence intervals, Int. J. Clin. Pharmacol. Ther.
Toxicol., 30 Suppl. 1,851~58 (1992). . :

(GkZ5#7—#) KPF. Phillips, Power of the two one-sided tests procedure in
biocequivalence. J. Pharmacokinet. Biopharm., 18, 137 (1990). '

(2 ’30’”#1&']@%%.@%%3’3“%&%5‘%&3@%@‘5 F#) D.J. Schuirmann, A

comparison of the two one-sided tests procedure and power approach for assessing
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the equivalence of average bioavailabi]ity, dJ. Pharmacokinet. Biopharm., 15, 657

(1987). ) :

(2 ZERIBERBROPEITONTIRTRORENEBEL LS. .
el-Tahtawy AA, Jackson AJd, Ludden TM, Comparison of single and multiple

‘dose pharmacokinetics using clinical bicequivalence data and Monte Carlo

simulations, Pharm. Res. 11, 1330-1336 (1994). |
@)  RERMEEZFRMCRET ZRBROMAC OV TR FROBENRSE L 25,
Heck HA, Buttrill SE Jr, Flynn NW, Dyer RL, Anbar M, Cairns T, Dighe S,
Cabana BE, Bioavailability of imipramine tablets relative to a stable
isotope-labeled internal standard: increasing the power of bioavailability tests, J
Pharrhacokinet. Biopharm. 7, 233-248 (1979). '
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ST AP w2 ETROE W0BFEEFAZHEICANTLIV. UTFESEX
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V.W. Steinijans and E. Diletti, Statistical Analysis of Bioavailability Studies:
Parametric and Nonparametric Gonfidence Intervals, Eur. J. Clin. Pharmacol.,24,
127 (1983). , ,
WATRER LB RARR S | HAEBIPERICRVERM TR, 7 a Xt ——RET

A<, WITHRESRBRE TR To T LV, B EE O — B =% E
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DYEREEETLTIEL.
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Hi: 1<nu<0:

XEERT —F Cid, nid logluvn) 729, 01=10g0.80, B2=log1.25 L7125,
REHT —F TiL, pid @ —w) e THY, Bi= —020, 82=+40.20 L7225,
T O e X RRBREBIA R BRI AN D A ORISR D 3T A — % DR FEHEFRET
LD 2 oDORBFGAVBEEALES % TEHINS & TIT 2 2OWANTEHENIC

13



Q-41

Q-42

Q-43
(A) .

Q-4
@

A LAESND.

B LA AR R o e BRI L0 BE RTNIER bRV,

—fEiTi, 2 22 B RA—/S—IETH, R LB LR LIRS
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RPHERRR R BV CAMEAORSHE S T LT LU,

AHA FIAITERM U 90%EEXE (RE, ) it 2 o0 HRE

(0=0.05) &AV2EMFORISEEOMERLAERD, EEEFOASFTRALSTEYF
4 D 80%3id 126% DA FT A Z VT 4 BE/ T HHENS 905% OMETLIAE
ERDIDSTREZINTVS. Zhik, HERERRERSH THEIZ LEERTS.
EHAFZA L TRENTHHLEANDOFETHEZITORAIL, HEERBRRIT
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E7zur. (VW. Steinijans and D. Hauschke, Update on the statistical analysis of -
bioequiavelence studies, Int. J. Clin. Pharameol. Ther. Toxicol., 30, 543 (1992)).
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LY IEEICE, TORDRENFHRSEOHFFREREL, Q39, WITRLERH
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BE 2B LERBEE RV SO TLL.
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@) APESBERLIE N U TR EET 2R 0RO T, BHRBR
EROEENAOBER, QEWFHRERBROEREDER, RUG)EWEMFE
EHOPECHWLEN S, BHBREEORTEL, in vivein vitro *H%ﬁ@ﬁﬁ#
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B2 @R 2OREE LY. 7, 2) PMXIIEEMEDE S0, o—F
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BEEEN T SURATH, BREORVEBM THMEMREIELTLE > &)
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