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HERERF R A TEE (R) EHEER @

RSB R I - AT ) B S S A TR

R FEERA DL FFEMERBR T A BT A BT EEICEE (Q&A) (29
W FHOHIEIZ DWW T

(%R EI O LY FHRIEMRBR T A N7 A4 ), [EENEL 580 ERRA O
AW FR R EEMERER T A N7 A ), TRk O BTS00 AL T5 22 52 D A= i) ) S ek
HA RTA v KO THTED T2 2 8B OB IO 7= 6 DML R SRR A R
A ) AZOWTIE, B 243 A 19 AAF3EARRSES 0319 55 1 S EIRMFEAE IR R
BHICEVHIELTZEZATTR, 4. IN6DHA RT7A4 BT DB EIGEE
(Q&A) DRIFEELIEL, ZNENHIHK1, 2KO3D LBV ELELIEZOTHE T
FN TS,



AR 1

IS

15 R D A B R SRR A KT A
Q&A
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Q-1

A)

KA RTA L TIE, RO 3FITHBWT WHO D450 A4 R4 * L BERK

WERRRS>TVDDR, ORI LB T ZRLTUELLV.

(1) REBAIOT Y hORXINRADHZ L

(2) WHO WA RTA » TIdl/ MABEHIRE % 12 L LT0DD, KA FT A~
TR EED 12 L TORB LA T L2 &

(3)  WEHIZFE LSO IFZ* OGEI2I, FEEEIEM FRIRIEOFRIE LY &
REL THEMFHIICRELHESNDGERH DL Z &

* Multisource (generic) pharmaceutical products: guidelines on registration

requirements to establish interchangeability WHO Technical Report Series, No.

937, Annex 7, 2006

A RT A LTI, BRI R ONGER MR O 555 I3 B a2, IR

PERUR OGS I B RS 23 5. IO R%EME, FRYEIZ SV T,

& B3 72 5% A B RGO AL WA R T A R F A ) #% A BRI oL
TR OEY FHIRIGFEHRBRT A F7 4 2 Q&Al O Q35 bZMT 5 L.

(WIZ2WT, WHO #A K74 T, BBRAIOr v hORE SIFEEER > b
D 1/10 L BT 10 H#GEAL (LU, 8L 75) D honFamnr ks EHEL
TWo. LLadb, EPEOKRBEEMLTIE, REER Yy PhORETESTH 10 5
BEREOCZLNDHD. ny hOREINELEER Y F 1/10 DL ETRIETIENFAE
PFEry hER U THIUX, 20ry FORFIAFHEITIEAER y OB D LFRFELE
i, Fo, WHRBRTENEMRE T LN TESL. 0L b, R
fFlor Yy hOREEE, LFLH 10 HEELLETR &Y, FAEER Y Mo 1/10 B
ETkwne L.

@ZDNTIE, BEERNEBIO/NSWIEY T, 12 ALLTO#BREIC L 238k X
> THAEMTFHORENEZ T Z L IEARBTH L. NUEICHERE 203 2 & 2T
5HMIT, KITA NI A TIEFHICHERE DA BUE L TVh7au.

GNZDNTIE, RO K S 2R TZ OHEEELEA LT

BV PRI EMEER 21T 9 AL, BREEGLONLTT ATV T 4D 80%
(AUC K& O® Cmax DXRHEMEDOFFEEI DI & L) W72 FT AT T 4
XIT126% Z R D2 N\A F T XA F VT 4 T DBRBEEIRLDBTHICHEIS 220
2T HZLIiTHD. RKITA RT7A4 2 TEH LAY Fr R SRR O ¥ EEIT



WNFEBXMENC LD HIETH Y, ZIUFBENCK T RIICER SN TN D, 90%1F
XM X DHEETIE, ERROANM T A F )T 0 OESREEL ST E
DY D HRFEEF DY) RIS ST DR (HBEFEBRER) 135 %LU T
Thb. 0%EFXMIC LD HEEITNR AT, MmoFHETEYFRRSEMERER O E
ZATH & EITH, HEHEMEREILL %L PSR S 72 < TER b, AY7rlFE
FEMERR T, 7V 7 T U AOEEBENETORE ST SR L R D EHEMITE - T
R0 5. BN X 2 HEEITHBE B GRBENRROILAELHORE SITHESN
FIZ—EIRTZND DT, EWFRIREERBICE LI HEELE W ZENTED

(LU, BEEXEIC X 2HEHETIE, onn AREWEAICITFRE NN L fERE
WS, ZORER, LEEAHRER (B EORED, R CTREHK &R DM
) NFRERNCREL 2D Z EREH SN TWS (DJ. Schuirmann, A comparison of
the two one-sided tests procedure and power approach for assessing the
equivalence of average bioavailability, J. Pharmacokinet. Biopharm., 15, 657
(1987M)).

T, 7UT7 7 AOBEENZE NP REVEY) (@, FRELHN CVIZLT 25
~30%LL EDHEY)) TIX, AMTFHIRSENEL 90%EFEXMIC L 2 HEE TR L &
DL 5L, BEAWERIZEDFBTRRAATORITNI R RD. KA
FA LTI, 7VT7 7 ADOMEENEEF N RKE WZDIERXHNIR 20, HEts
BN BRI Ve 2 s 2 L N EE LW R TC, R HRRBR OSSR b B 72 3R
EPRETIZSWEBZ BN RHFNER S T, BRBREA| & FEERAONA 4T XM T8
U T 4 DOXEAEDFEEEDFED log 0.90~1og 1.11 1I2H 5 & 121X, EWFAIC RS
ThHLHEHETDLIIC L. ZofEEDOE FRBE S THOL LS HIEET,

£ RBRRH FEERAIONAFT AT Y T 0 ODEDOFEEEDI (ndpy) & b MREROGHKRL
DORALE GReERE % 20 N)

A%
/e 1 0.9 0.8
BT — 2 D | 90%(EHEX . _ _
IR AR | spyeyres | oooptampcn | T | 0% fRamIcI | A
PRI 2
0.100(0.100) 1.00 1.00 0.98 0.50 0.05 0.00
0.149(0.150) 1.00 0.96 0.78 0.50 0.05 0.01
0.198(0.200) 0.93 0.89 0.56 0.50 0.05 0.04
0.246(0.250) 0.73 0.81 0.42 0.49 0.05 0.07
0.294(0.300) 0.73 0.48 <0.05 0.11
0.385(0.400) 0.60 0.45 <0.05 0.17
0.472(0.500) 0.51 0.41 <0.05 0.20

TR AT T — Z ISR A EEMR A R T, 7ok, MERNHT 4L x DL IR
CV &, AHZ A—% y=Inx OIEHEFZEL ORIZIE, CV2=explor?)-1 OBERH 5.

2 90% (XA & 2 HIEE.

B RKHTA RTA L TERALIEAAS ZT XA T U T 4 OXEAEOEEMED =T LB HIENE.
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Q-3

VY]

BEADRKE INR—ED L ZNTWEBSCRRN AT Y FIUAFT D, (FD pp= 0.80
DEEORKFIIMBELELREELET). TOLDIC, NTYXNEET5EMHN
FEEMERBROMEE L LTE, AEY ik, —J, AHA FT7 A4 v TilBridsl
& EEERLA DV R PE 2 LRl 9~ 2 72 DB L Ty 5 2% RVIE 50 rpm, 75 rpm, K
OEIHE/S ATy B 100 rpm (%, BANTAER 3 2 3 I H ISR R TH 0,
WD ZE 2T DREANE . T 0 K 5 RIEHERBRE A TV T, BRI K
O A C i 3 AL, B oRRBRIR, ARSI <% 6 FEE L L oalBRik & -V C
RREITHIZLLELTEY, SHICHRPEELZZEZHRBRBITO ZLICLTWS. o
DT _TOSMTIREZEE LD 5 O IR T b 5 JAIF 123 AR IR R A
ERRBAREMEII NS WTHAH. ZOZ L EBETH L, WHRABREOE FEREBRORE
RaOHAT 2 HEEO FENTHEEFCRFITS %LU TERTLEEZLNS. B bR
B DB TRV A ZERT 5 2 &L 8 L WA OfiRT — & & L TR HRERS R 4
AW2354, BIERIA] R ORGATE A CIIis R B O EIES R D B s . i
BRI TIXENRSY OEABEDHBERA L 0 L2 WIEEBBESND DT, RIHEH)
DFREMERRD BND &Lz, (Q-68 bBRTH L)

AEANTES -t MW FRREERRT — 2 2T 5 Z &N TE 50

I T EHE S OAGRHFEIC T 5 b MEMTFRIRSEMRERE, RAIE O T
BEITHOODOTHD I LB FEAD L, YRHE ORERZER DR RICG 2 08
DT & DRI/ SWIERITIR Y, SN THMEN 26 G F2hi S iz AW A
FMERBRIIZ AN ATREL B X D, 2L, fRER & BRI O R OMIC L
W] BHDTEE, BAREIC L0 BIRIRE 213 U &4 5 THLE O AR RN
D RIRAZZR DAY AR EIE ORI IS BT 2 L B X ONDHBITIE, BANEXS
R L LI AW FHRISEERBROFZmALE L B X D, £, EERANIAR TAR S
Mt LTV 2 /A2 WD LER D 5.

ERE 9 4E 12 H 22 H ESEERHF AT Zd@ B IT AT A T A v o AL, T
F1554F 5 A 30 HIEIEH 698 BIBMEBIMDORBIER 2-(DDO@NIHLET 5 EHMH (DL
T, TEFEHAGREEL] L0 9.) ] & LTWAD, RO PR
&t S4B 0.

EREABREMICZY T 26O T, EWFRIEERBREE STV D DIz DN
T, EAHIND EfELTE.

(TE B B FE)
%33, AR
AL R 0B B S
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Q-4

A)

Q-5

A)

Q-6

A)

Q-7

A)

FEFEEIAIT 3 7y hOHFD DEEERFIZ RIS 2 Z L1272 T D0, FefsEIK
D 31y OB EED D Z L BN E 7 E ORISR — A TIE, 20T O
7y b HAEAERLA A 8N LT .

EAERIR| 2 RET H DI LE 30y hE ATT 52 ERREEREA, KNEETH
DEMBREHMNRHIUE, 2LLTOR v R HAHERIF 23R L T L.

[FEAFER v b 110 BLEOKE ) 1%, AEWFERRSEERBRIC L E R &It
NTENIZNOT, BRI TIRICKREBREIEL VD 2 LI 5. AW RIR SRR
WCHWEm Y MIEEAER Yy FO 110 U EO LD LEHAFR%ETH D Z & iR
L, AETFHREERBRICHV S B Yy FORE SIFEETHNNO TIER W,

EIGEDNRAFTT XA TV T 1%, AT—NT v FICL > TEHTHRNNH D.
FEER v NOEIEMLD, AYFRREMERERIC WA & FEOSE ORI TH
DL, A —NT vy TORREN 10 5L EH D Z LITaFE LS RV, 723,
WHO* }¢ O* EMEA** OHE 21T, [RREREGHI DNy FORE S13FEAEER v F 1/10
UEOREST 10 TEELLEORESI DR Y hOELLNREWSE] &HY, KT
ARTALED B IBITHLWEEN RSN TWD., FHEROSENO G, [5E4
PET Y D 110 BLEDRE &) ZiERTXETHD.

* Q-1 DRI HCHRES

** EMEA, Guideline on the investigation of bioequivalence, 2010.

AR SRR 2 FAEE LR Ay — LTS a y FTiThRo T
BA, REER v b EADFENRIEERRICHW ey NEOBOASL AT AT
U7 ¢ ORI, EHRBRCRIET 20 TEWD & &2 L.

KA RTA L, FAEEr Y BB, FERFIEFASETHL L 2RET 22 %
HI9E LT 5. AWFERSEERBR L2 RAEE LR LAy — v clliEsnize v b C
fThleho oA, FEAEER v b EAERFINREERBRICH Vo v b ERME
KONRLFTRAF YT 4 AP ETH D Z L2 RTRERDDH. FAR
B, U7 HEREBR CHRAE R » b OB A R [ BB I o e
v MOZNEFLIFRETH D 2 L 2R TE A TH LR, HEICL > TdE
RERBRIC & 0 AP RS OMERETT O LERH 5.

B¥own y FORBREFE AT, FRE (v FRBR) 2170, 2odhb, AR
BRI 2 BRI 2 3R LT e,
AREBRRAI O vy FOBRIZONWTIE, HEFEPRYU EERZLHIETITI ZLRT
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I1. A=W~ [R5 AR

1. #BRE

Q-8 ISR OIEF IR WERL ] L1k, Fo k) RERLESTOMN

A) tmax (CTH YA O 3 52 N2 7= BRI 72 BRI LA B &R B3 = L 2 5 .
Q-9 R DL < TRERZ 1 JEICEmT 5 Z &R & X 121X, RRE 2 I

A)

Q-10
A

Q11
A)

T, T 2 MERRICT TEML, T—Z &0 L THIT L TE VD).

TUONLRBE 20120152 L AFBE L TERY, 2 >OBRM CHEMBIR A
FIERLCTHDZ L, DERRILCTHD Z &, AT X 0BT &7 ERsF
HNTWIUE, — DR E B LTI 2 2 LN TE 5.

ARBREAT O RNS, FRBRE1T O LER D D).

BEEOEHR G, SBEFIE O HR H B 2 2 Lo U) 72 BRUBR L 2 Gl T X 7220
HaiE, TRREZITOLEN S L. TRBREROAEIZED 5, HFERIITIAR
BROFERFHE D2 HMEIZHONT, +oRATE L1 TRBZ L. 2k, Tl
Dk R e A FRIFEFEEOFHEIC NS Z &I13TE .

GBI 2 Eli L, ARBROT -2 L AbETITT 522 L1XTE5 0
JRRIE LT, ARRER & TN HIEGE MRS 2 i L, KRBT —% & A bd it
Hrd 2% Z L1337, BREKSOFFICIBWT, AW 70 RIS RER I REER 72
MESTORRTH L. Z07), WURFEAMFRICESE, WREOINEEHLZE
O b, AR O . CEWFEIRI SN & R 372012, 2 T FEME L Ui S e
W

7272, TRBOMBEE GO -FAIEHR D T L7l EICEENS B KE < 72
0 EMFERIRSES A R T 2 LR TE WD R BB RE L, TR RICEES < B
TR EEL T e ha LB LIXARETH D, BT — X OBRIE, £
DIEFAMERE A HIE L7z BT, RRSEATR RICE S &+t B3 R X 45T
FhiT o L%, 1ENICRVEBO D, FRMBIERICESBINT —2IGEE2 a7
2R UZBWNT, FHREORMRMERZ T 572012, ST (RGN, RER
) 2B DA EAREEZ ML % LV b/hELHETHHEIIE, AEAMEIKHE L
TAEMEXIENC L0 HEHEHMEZAT 5 . IRBRFEMGHE L, hEAENTFIE, ok
R ORI L, BN 2R ORE T, BINT — X OOFA FIE% 25 D 7 Kl
FMEEFRNCHR L TR R T .



Q12

A)

Q13

A)

Q-14
A)

Q-15

A)

TR RNT M O PTERT ORGSR 2 B £ 2 TEIN L7727 — 2 2 06 Lo BT ik
W, BRI & AR YERR O AW T ER R SRR N T A — Z O O EIE D%
EEHIFRBROFE RIS W TEY FRRIENE 2 HE 95 2 LI ATHED
WTNHARETHD.

PERE XM NSRS & B DS, Fln, YR, (KE, BIRBRER EOREL R L
TIFLV.

BEFE &Pl S LD N CThiuE, Fln, MR, RER SIZOWTUIRHICHEZ %
TV, BIRFEEEIZ DWW T B RFICRT D720,

KB B ORE OBIRGE, IKEBOIERER 2R L TUILL.

77 AN=IRO pH A —F O AIZ KL D EENRNESE, HALZEHEZBEL
THMLEZHIRO pH #WET 5 HERENRHDH. T bDHIEIE T HKEEE &
EFEEE ORI, TNENOREIEDOHEICH D 2>, pH 5.5 ZiBIOFHEE L 4
5. WEROMEFHERTIE, @EICR 513 SIRE @RS OEREm< 8D, 20 W%
RTIT10 WU T THD. F£iz, KEMEEEINTLE, 2720 OER TRE K
REDMkFE T 5.

KEBROWERE TR E T 5 2 L ABEL 254, KEBOWHRE TR
BRa FfiT 5 2 ENE TN TH D05, BN 288 & U S BR Wil 2 Of A
THREORBEEwETH b RYLEEZLND.

[ 38 o0 1 FH AR 1 UK B e O MR 12 L A RBRII A ZE Tl £, A
EHBREONTWD &, BRI EDL YR L 2BWT 5200 7R L TIELLV.
FEIGOEAEFANRR O TND &1X, EEBBFEOFEECMERN OB, &
VHHE T SN BAEEZEWRT S, EHENICIE, EAL, BEbLEEN5.
FiE SN WERID B 5o 7o eSS L AER & CTlE, "M A7 AT )7

ST BT TR FRER Y, BADOAL AT ALY F 4 DEL, ﬁ%ﬁf
I AFEREMENR DD, LT T, WL OO EHERER S D —>LL R
Lwﬁjﬁﬁékﬁ,ﬁ%%ﬂﬁ%wfﬂ4ﬁ7N4?59?4@#ﬁ$057%ﬁ
EHRETERV. 22°C, 2OLIRGEITE, EELOEAER]) x5 s L
W PR SRR A T 5 Z ENMETH .

2L, FEESNRWERNOEONTEREND, WHEME LToT —% Zhhi
T 5 Z LIEkEN Y BT,

—7, BRBEIZOWTL, [KEEBOARZNEN S, %%?iﬁ%mﬁwaﬁ@
Rk FE 1 & 50T, pHE.8 (HTIZI T 2 AR [ L W] BbHLHEIC



Q-16

A)

Q-17

IRB R OHIRE 2 xR & U CAEY PR EERR 2 i 2 LERH L. IO
BRI, BFIE DAL FT ATV T 0 OFEN, IEFERRE L ARE A& TR - 724
DHESNTND.

H. Ogata, et al., The bioavailability of diazepam uncoated tablets in humans.
Part 2: Effect of gastric fluid acidity. Int. J. Clin. Pharmacol. Ther. Toxicol., 20, 166
(1982).

N. Aoyagi, et al., Bioavailability of sugar coated tablets of thiamine disulfide in
humans. I. Effect of gastric acidity and in vitro correlation. Chem. Pharm. Bull.,
34, 281 (1986).

H. Ogata, et al., Bioavailability of metronidazole from sugar-coated tablets in
humans. I. Effects of gastric acidity and correlation with in vitro dissolution rate.
Int. J. Pharm., 23, 277 (1985)

BHA K74 2 Tid TEEREUIEIWER 72 ERRW e EOBRRC, fEEEANTOREBRN
2FE LLBRWEE] 1TE, SRR AR TRRIENEZ KT Z LR o THed, K
A RTA T TEREERGLOBAEE TRBRAITH ) Z&ilholn. BEEZHR
FH LT EIEMEMICHERS DD TIERVW N EBZLNDIN, BEIN-HEA
ML TIELW. F7e, BEENLLETIRBRTIINT Y INRELS D & TS
DN, Rl OHERMEIL 2D
BAEE TIATONIFRIC LR, ©— 2R & 08w %2 7= A aY R S
REBRIC L DRERE, KT LE e MAEFEHRSERBOB R E —S L2 &3 R
SNTWD. R UIRMEM 72 ER TRV ER G, RSO 2 s 12179 2
EBRRDONDEIRMLTHLOT, BTl B M X D3RRI K- THEW MR
EMEDMRFE S VR T UE 7R B 7. TREEEIRE SR D MRRE S e R 3R & PR I it
T DI LI TERNEVNIEZXIZESNT, BEMThh.

B xR E LA FEHRSERRBREZ GCP IiE-> TITH 2 biE, M LoE
MWAETLDZ LIFB TV, BEERGE L TED RS RRZ i 51247
ST, IREOFWREF ARG E 5 2 256120, RBRR G E KM LA O EIEL S0
TREITEFEY FAT LN ORBRETT Y. £72, BRBAROEELICONTYH, EF
WRECHBRZ1TH Z &N TE D.

BEEHRE LIEABRIZEN TS, HEOEKEIIMEANCL IR EFALTHD.

RSN H LG5, 7 VT 7 ARKEWERE CRBEITY LH DN, 7
B, JUVT T AORESODHEIZEDLSIZTHD0. £, Z7IT T ADK
VBB OT — 2 VWIS, OHONUOWREEL 7 VT TV ATAZ ) —=
YITLTELOD, LN T =200 7 VT 7 ADREWEERE DT — 2 DI



ERWDL O, BREeZE 2 FERLTUE L.

A IMHLZNVEFEEINTT 20D, HONUORIREERLOZ VT T AHER
LD G5 Z N ho TWDBEIZDI, 7T T ANRKE Wilbrg T4
T LMTEL. RS 7 VT T AD/NS B OHERRZ D 2 D1%, ik
BOREEWRT D120, KO, 7 V7T 7 AORENERE DTN ANAFT XA
YT 4 OEORHBERMENLTWDINLTHDH. 7 VT 7 ADORE SOHEITE
(B LRI HWr 2 L2 L, Fiat Lo CHIEDREIZ L > TIT S
DTV, PWHREORRIZ(DOEFNLEE LD, (TH IV, 72721, QDA
%, RREZITOANCT 12 h 2B T TEBEHIZOTDIZ 7 VT T AD/IE N
WBRE DT — 2 EHHIBRT D22 EBH D) L HTmo T RTFIUER B2, #ERE DT
MO VT T AN NS WEIRE DT — 2 % QD FEIZ L - TH & L, FllRZ
LD ENBREINLZDOTHIVUE, (DOFEEZTRTHZ L.

Q-18  AfRMELERIA O BARG 27k L TAR L L.
A)  EESCGERANC OV T, Bl 2E, RANECH L CIAfR A (R S E = RA (EIRS
IR, ~Afsuaxz~<ATay, TEATFA, FIRF) RENREZENS.

Q-19 VAEfiEHEUERIANCOWT, MRS OMIC /%G X 25 M A 1T 5 BB IXH.

(A BFRVECCERRNE, Rk B RS & OVRF R 22 UAIRR FHC K o CHRUAIRERE 2 (RAE
LTWB. 207, Z0D X 5 7eRENZEIENRE & &b wils 72 5 T 2 RF%IC HAEYE
K & RBREA & BRSSO TND 2L 2R T D 2 L IFEETH D, 2k, fA
I > THEE RS L T 572012, BEONAZEIEHEICHE L.

Q-20 IEfRPEERAI O RB R GRBRICHOWVWT, HIEICARRE & &AL, B%E
GBI IAETII R0,
A  HEN TR E] OARATHLEAITE, B%EERBIIITHOZR TXu.

Q21 EERE] IZBWT, 20 0URNICEFERT T LaRMFLe LT, #REIC—
AR ERAATE 50 A A28 G LT X,

A BENKET LEZFHENG 30 NRICKEG T2 ENEETHLOT, HRE I/
IZEFIATE 50 /A Z BT 201X E L <.

Q22 HEKRLGTEINAATTNATEVT 4 B3 LIIEWNLTEERAEFFLROEI
BN EWERSOLGEITIE, KTA P74 0 TIRERLGTHBRZITS £HD. R
BRI D P AR FE DS AR YRR & 25 U < B2 D BFIC W T, RE BRI O R E ST
AR OPERE 2RI L TRRZ1T 9 L ST DR, 2056, BREEICX
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Q-23

A)

Q-24

A)

Q25
A

Q-26
A

Q-27

VY]

% aBR A& e L C L,

HVEERIFN O NSA AT R F 807 ¢ ORAFIM O L, M5k L a%iEs
DFHENSL IR DME R 5. F DT, WsHHEDFEAERLF] & 28 L < 87 2 55| D
A= W) B () S 2 1 B O R S i A FH OB 2 %5z L C, B%&E G0
AR CHE ORIl 5 2 LT TE AR,

PR SR AN BN 72 & DT IS THEEN B 2 B E121E, Slnls 5 s B a5
DVWTNEBRSED DD,

IR B 5 0 B 28 BB - & 0 b Conax DFEOBRIA BN T OC, 5 B
kb 2 @555,

ZEGRERIZIB W T 1 A 3EREOEREMS TIX, FHFE (21X, 10:00am,
6:00pm, 2:00am) CTEMIMERLZEG LT 5 2 LITEEMICAAETH L. 2
DX RGE, T v

JFRNTERBIRRE G- TH 508, RTeA2S22WEEITIE, WEREA 0P G-BHIA) & ik
BREOORTATH £ CIXAEICHE > MR TG L, RIREEA O/l H 1L, EERA, )
BRABLAI & B I EICHE S TR RIS G35 2 L TR,

JREBREBRIRICT 2 Z &N TEH01E, ED XD RGED.

PRACRZEACIR S 2 WITEHAE DRt S, 2RO 2 ET L2 &N TE L5
BTHD. 1272L, Yo7 ZHRORET Unax DSEGNIFHE T E 220 K 9 7238
WOGEIZIE, IRCHHET 5 2 & IT@E ik,

ANEMEAEM 2 RER R LT 5 Z LB TSRV,

A R R B  TE R P 2R A E A RGET 5 Z L 2 A E LTV S DT, A
PRINRAZBE G L2 WOATEVE 2 R TAEM FRIFE M2 3G9 5 2 L3 Tz
Uy,

JRAIE L CREMEZMET D22 EHDM, 7a Ry 7OHEAITE, e KT
v ZRBE LTI L TH L

2ODRATT T RT v T DONRAFTT XA TEY T A NFELWE XL, AV
HEEZICAETHD. 7 BT v 7 &2 AW TEMET 5 5 B3 EMEREY & I TR
THEDBEENSRATT AL T EV T 4 DELXILBHETELDT, 70 R v 7D
STBRIRERG AL, 70 R7 v VOREEITY T RIS, LanL, i5k
R EREL, ZnZ2FMCHVA5E12E, 7 e K7 v 7O ITRHEC V5
DA A ECANAN



Q28 HUEWEIIAA T T vEA LIS HTOWTIVTHRIET 5 O3 E ).

A) BT RIREMERBRIC W T, TR 2 AT 2P 2 Fr RAIC o T& 2 k%
AWaDZ ENFRAITH L. EEOMLFREOR & L THIE Sl AW RSO
FHTIZ VD 2 &S Tl e FUEME B EEERAT O X O ITRRAY 2 1L T oM
THZEREZ LW, RUEHBRGEAIIEIAAS AT v THEL THHEDRV.

Q29 EMEZAT ORISR L IERRH D L =1L, FFEERHEIIIERE IR D
HTITH DOH, W EHDLETHDTITI D

A TERITTEER 220 & 22T, A RO TR Z IS 5. ek & IFEns
B E BITIEEE AT 2HEI2IE, WTOBR PN Y e F 28R L, FHiid 5.
WAL IFEIR L 26 DY HIER D & R M2 FHE 3~ & TiZZeu.

Q-30  [NAREVEKRDREM DD EHEMLTIE, FEIEIER~OFSNRE WEMELE
ME&AkﬁéJtﬁéﬂ HLE 1A 2>

A I OBRFE, AGRIZIRW T, BAEERELIZEARMIITRIOA E B2 b T
Wb, L7ei3o T, JRANE UCTRMERITSBEENE L, EEBEA~OFGRRE VW
PR ZMERS Y &3 5. KR, PIEIERLIE, 7 V7 7 AEOFEYERENE L <R
570, EWFOREMEO N ERHRIC BRI TR ERENEL L HEEDO S 5 &
AT, DEEHEIISNETH D, L LAans, EWEmEICEND 5 2 & 23 3Ckss
THE SN TRV BT, BHEAM TAFRIRIEMEOR RIZENE T 5 alaetidd
<, BUMEREEDETE L OEREEE LTRIEL TS L.

Q31  HHENRYTFT—r a0 BRNITEEZ R LTI L.
(A) LB ICB1T B AEREE PSR IR E AT RO R Y T — 3 U, RO SRS %
BECFEM L, TOMEZCTDF 2 HiciEt L, RBRMEEL S 5 WIS+ 5.

AT RIS R A B R IE A - RIS BAR I T D AR SR B S b ik
DR F—=2 g AT EHA RTA 18O T CERK 25 4E7 A 11 H SEE%A% 0711
%1%)

FE AN ARSI REA - [EIEMBAFR I T D AR SR bk
(VA REEENE) ORIV T —2a T HHA KT A4 2] 1220 T (FERk 26 47
4H1H EEEAK0401E15).

2. P
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Q-32
A)

Q33
A)

Q-34
A)

Q-35
)

Q-36

AUC O#HEIL, DL HRFiEEZRWDD)
FHNEZ B AT BRI E T2 HiEZ 5.

IR F 27 a2 R—32 9 TROLGED, 2ELEEZ R L TUZ L.

WD XD RUERE DT 2 LINTED.

D.P. Vaughan, and M. Dennis, Mathematical basis of point-area deconvolution
method for determining in vivo input functions. J. Pharm. Sci. 67, 663 (1978).

K. Iga, et al., Estimation of drug absorption rates using a deconvolution method
with nonequal sampling times. J. Pharmacokinet. Biopharm. 14, 213 (1986).

D. Verotta, An Inequality-constrained least-squares deconvolution method. J.
Pharmacokinet. Biopharm. 17, 269 (1989).

BERG A — 5 BT BB,

HPER R O FETIIE AUC,  Cmax OFi/ST A — 2 CUF L L+ ThS
LIEE 2 BRI ADMENE DT D tmax ST ST A — 2 LB HES
SA—H L L b DT, BENT A— A EERE U158, AUC, Cumax 280F%
Tl o T b WA YR RS2 WA L LTI LS = & IZTxA0. $£72, ¥
SR OB E T 35\ TR ED RN S AT, B S -1 St o
RS SR T RO A < WU TR C o B RIREME 2 %, WU | AR
SEW BB IR RIRT 5. ZOBENHEE T A— 4 DRMERDTZLOT, #
SHOH B EDS R SAU- D, 1R L2 OENEIEE 725 R VETH D7 E 5 o
ARSI T 5. Rt 55ERT A — 2%, ERRBOBIEC L > TR2S. Bl
BRHERLAI 72 £ T1E, VRT UL O BIE & & 3T & 535 A — 4 OEf
RUEREA bEZ DD, 728, 1ERIBIRE 03545 E 55 o B A A A M 1o
B2 2 FTREMERS 8 HEEAITIE, tmax D RIEMEI T X — 4 &2

MRT [ Z2E /37 A —& & L CTRLE).

MRT | ZTHFH L EE DN S WEEY Tl AR O AR AT XA T8 YT ¢ O
DEZFHNT DRE/IMDMEN. LA L, HREEEHDARKE WY T, WA o@E
DFEEFBAT DRI M <, FEFFRRRE ) b Ev. "R OANL T A T8
T A DBEDETNIHR LT tmax [ TBEDE N RT A —=Z TH DN, [F/3T7 A —F1TH
SRR EREH SN TS, 2070, tma ZMET HBE/T A —
2L LT, MRTIZEATHS.

KIBEHIIVTAT DR T U 20D, MBS U TREZE#RZITH> DO TH L
R
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A)

Q-37
A)

Q-38
)

Q-39

A)

EBRFRF O AN HADNT, BB L2 O TR 21T 5. REHRT —
DIFINIER AT, BT — 2 O PIEIERDM TH LD Z ENHBARGERE, BT
—Z TIT 24T O Z P TRV E ZIZITEDFE AR L, REWT — 212 10 FHi
LTH &,

IR A= B DA 0 Tl B HBRE DRI S £ 5T 57>

KPS (T 5 12010/ $5 A — 2 DN 0 Tl HHIRE EIR< = & IXERED Y
BCB I LICRDEFE LSARVDT, /57 A—F i1 0 Th AHIREDT — ¥ baD
CRIMT — 5 THRHTEAT .

RIEWT — X2 DAY FIREMEOHEIZED L DI LD v,

REWRT — 2 OFEIIE, W FRRIEOFIREL, RRRA LA ERF 07
A= ORPEE) O 7 2 FEERFI O RSP T o e L TR T & &, —0.20~+0.20
ThodH., LEN-T, EREMKIONRT A—ZOVE)EEZ m THRT L, BREBRK L4
HERLH) O AW RO RI SV O /X T A — 2 OSEHED 72D 90%EHEX[E] A3, —0.20m
~+0.20m ([ZEHEEN TN D & ZTEWFEICRSE L HET 5. WHRBR O R EL

SEEHESINDEGEITIE, NT A—ZDOFEEMEDZEN —0.10m~+0.10m (25
FNTND & &I, EMFRICRZE S HE L TR,

BIEGREr, 2GR, ZERMAEZ FRRFICR G55 23 BRICEET 525 ka2 w
LTIELW. F72, GEMZERDRHIEL, KTA NI A R LT 7 iELSN O
FEEZHNTIEIT LT XWnWeE 20, BEEROICED LS RAENRD D).

(1) G

B DFRFHT YT > TiE, FRBROFROLFAE DR R 2 L 2FIH LT, EER
DEANANEFBHORE S ZTHL, FRROXMAESEIZLT, FIEERGZITI & L.
¥, REWT —Z OG5 HCEIE, 2 20 F1AIRRE %58 H 7 2 HIE 5 5O FIEGEE T
BN, 200K IRRE Z @3 D HETEE, 90%IEHIXHIC X 2 & 2<%
MOFERE 52 5. 250K MIFEE 2 £ 7 RS MRBR @ N 2 7EICB4 53
BRH Z 25T 5.

(&7 —#) E. Diletti, et al., Sample size determination for bioequivalence
assessment by means of confidence intervals, Int. J. Clin. Pharmacol. Ther.
Toxicol., 30 Suppl. 1,S51~58 (1992).

(RZHi7— %) K.F. Phillips, Power of the two one-sided tests procedure in
bioequivalence. J. Pharmacokinet. Biopharm., 18, 137 (1990).

(2 SO kR E % £y lR EERBIC@E A 95 515) D.J. Schuirmann, A

comparison of the two one-sided tests procedure and power approach for assessing
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Q-40

A)

the equivalence of average bioavailability, J. Pharmacokinet. Biopharm., 15, 657
(1987).
Q) ZEEERBROFSICOWTIE FRROBENSE LS.

el-Tahtawy AA, Jackson AJ, Ludden TM, Comparison of single and multiple
dose pharmacokinetics using clinical bioequivalence data and Monte Carlo
simulations, Pharm. Res. 11, 1330-1336 (1994).
B  REFRNARZ R G 2B OFSIZ O T FRROWMENRSE L 72 5.

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
1sotope-labeled internal standard: increasing the power of bioavailability tests, J
Pharmacokinet. Biopharm. 7, 233-248 (1979).
(@) RAA RF A NTR LT RHT 71 0 5k

I U RT A RNY w 7RI K BHEWE T A= Z N IERSARICED WS 1T,
ST A MYy 7ETRD T 90%EMKEZHEICHANTS Lv. LUFIZSE XL
MRz~
V.W. Steinijans and E. Diletti, Statistical Analysis of Bioavailability Studies:
Parametric and Nonparametric Confidence Intervals, Eur. J. Clin. Pharmacol.,24,
127 (1983).

AATRER] FLEGERERE  HAR BRI IR ICRWIEREMS TIE, 7 v 24— " —3RT
E7e <, WATRER LR s 1k CRBR 21T > T X, MENTIRIE S O —olid (& S25R G
EIZHED .

I URT A MYy ZER N2 DO R ARRE CRHT 21T - 72 & & DALY R %
DY EFEREZ R L TIE L.

Sy RG ANy 7 ETTHAT LT EEXE 2 WV CAED PR R S 2 569 5 &
X2h, *MEERT — X EHOBGEITIE, AVA RTA4 NTRSINTNEH/NT A |
U 7 IofEir 55 L R CHEREEIHE S . REMT — 2 2V 556121%, Q38 I
R LTI EFEAEICHE S .

2ODFMRE (V37 A NV w7 E) ORFEGLE O SLARGIE FREOEY Th 5.

Ho: n=061,1n=262

Hi: 61<nu<6:

ST — 2 T, plE logudm) E720, 81=10g 0.80, B2=log 1.25 L72%.
REHT — 2 TlE, plid @ —w) w THY, 61= —0.20, 02 =+0.20 725, e
T O pe VIR BR A K O HERUA o AE W 00 RV VRT3 T A — 2 OREES) 2 £,
ERED 2 SDIFEGEE A EAKAE S % THERAS LD & ZIT 2 >ORBNIEY FHIIC
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Q-41
A)

Q-42
A)

Q-43
)

Q-44
A)

A% LHESND.

Fl LR E BRI > oA TR 2 00 B X 2 T hude 0.

—fRENZIE, 2AI2H1 7 v A4 — =TI, BERNR & FREL LR &I X A0
#&w LR E B TG B IR ROMIRNPARGE T 508, FERVR®AH

DG EIITRE R ORI RETH 5. kT, BHEOERTITRY "o s,
@L@%Ti&<ﬁ%% EDHEETHD VI BEMTONSLAITIL, ERE
ZFANTE I, LovL, @H, i EORY BNbo7-Z & A2FE T2 2 & IZREET
HY, £, R—FEYONAFT A FE )T 1 OERBRZ1T 5 B F RS
BRICER- CiE, 7’8 b a/LaSlsF S CORUE, B LR A U D 2 LidAskE 2
W< WOT, Rl LAIRICET 2 B8 2MbrnZ izl

SEPRERE X 22 FH W TS PRI RI S 27l LT h K.
KAA RTA AT LT 90%EEIXHE (BEL, FERFR) T 2 >0 A fllkgE
(a=0.05) % M2 AW 5RO E AL, RERBIONL T XA F )T
1 D 80% i 125% DA FT A T BV T o AT LA 95% DR TREH
ERDEDITRESNLTWVD. ZhiE, HEELERENS % THDLZ LB T 5.
KIA RTA L TRINTOWDUSNDFIETHEZIT O GEICEH, HEFLREIT
5%LATF & L ude o2y, 207012, FMEEXEZEAT 2548121,
%®%ﬁ%§ﬁ£%%&ﬁé.%@%%,N%EﬁE%@ﬁﬁéﬁﬁﬁ@$iﬁ%#
KHEFIXHE LY b REVWOT, FAFEEZEHA L THELIZRWVD, FEIXEE A
E72uh. (V.W. Steinijans and D. Hauschke, Update on the statistical analysis of
bioequiavelence studies, Int. J. Clin. Pharamcol. Ther. Toxicol., 30, 543 (1992)).

f@%ﬁ%<&®%%J®E%%%%LT@Lw
AR ORI E BIELC, 7 — A/ Jr— AU HH SRR < 20 3em & L
PRV 7RI DI 5. REASRIE, BUREAT 5 HINC R TR LA B2y,

tmax ([ZDOWTIEL S V8T A MY w7 BRREFIEZBRHA L TH L.

tmax NBE/XT A=K DGEIZIE, /3T A N w7 IpREHET, RERRAl -
FEAERUFN O tmax (A EIRZENIRNT & E2IRT 2 & TELI X . TERFBREHE 2=
W EESORFIRIE AT EEZ 52 DR ® Y, tmax Z [ EVEFHEI ST A — %
ET DAL, TR A FRISEE ORI AR E L, Q-39, (IR L7z
WA BB L CREA] L AEHEREI O tmax DFED 90%(FHEX M 2 KD, HIE LT
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IOI. 7752905

Q45  THI, LA, ERA, WAEA, RIBEPEAL BGAIO X OIS, LR ICEEE
THEEL D D WVITHLEN TS, BEREZE T 5 EERIZOVWTIE, 3micts
AR TAEYFRIFEMEZREEA LT L,

A) LR S B, HRIRG BEER ML 2 ST U CTEREBALIC R E L WEREE TH - T,
TERDNRLS 720 DT, H-o, CHRZE O X 0 BWalR s B 22 Th 5 L ¥
Wrsns5maid, fshe LTEWHRIRBOOND Z 5. 2L, wHEERIC
P TRER A & AR ERGH 0 228 2V SO TR S LoHr S e, 7, iR
BROSAWTREZR GBI, Y e B 2 BORRBR (T I > TRRBRILF & AR MR oD Z6) 73
FRUSUTRSE & S BB IciRD . BEOHEITIE, BESUIFRF ORI,
FRER DRFEIC Ko THUNCRIET 5. 7238, BRERIC X o T AR S 2GR
THHEITIE, HELFEHYR L OBRERG L L TREBEORELITV, RFME
OHEITE FRBRICHET 5.

V. R

Q-46 b MEHTFHFRSHERBRCRSMNGEH TE2E LT, BWHRBRTHA KT 4
YOFEREIZ L TORWIGEITIE, FFELWZRVWON. Zhve b, BB
Tt FRBRO B TIERIFEME AN LIS2WIEE OffiiRT — 2 LE X 2D
A) BB I, i BRI, (DERE ORPUZHOWTOIERE 52 5, (2) 3K
MENRE/ N T A —Z DT Y XOREREINT, & FBRO A TIXFRFEMELZIERAT 5
TN LWHAOMIRT — X L LTMEST OND. Lieno T, AltERANCS
WL, IWHZEEBN ORI A GEH T 72 < T, & b TRSMEGEH TEIUE, A9
FHICRFEOERES LHEIND.
—707, WHMERAITTI, BB R EAELEL TS Z EDREHE LT, TRTO
G TR IR BN O SELRIME AR SR U, JE3REIK OB & ITRD bk
W
ZITEORMEE LT, MEMSEMS OBEHEOR B Z RT D THD.
W U7 E RTG53 iR, BOS, M7z El2 X o TAMNT BT 25 X 5 223546
i, WK E TOHER TR ZEEh % ik 5.
BB, KAA RITA T, EHRBOMBENER I TVDE2, ZIUTIFKRO X
FIFIE LB 5.
1. BEOHEEOAEFFER & WA DAL FT XA F )T 4 & OMITITHH
HAERPAEC DR 5. BEOBRBE L A AT XA TV T 4 LD
MOMAEEMIZE MO TWS. 20 X 5 2B AR RS 15
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Q-47

A)

Q-48

A)

2 X o TR SN D 00T, AR RS MR O #5RE O IR E 0 RLAl
CHHAEAERZ T OHBREN EOREGENLINICL DS, —F, WHRBRTIL,
WY RRBRIE 2 RINT D 2 LTk D, 20Xk ) REEEDORE LEEORA L D
FEAEROREEZBRTT 52 LN TED.

2. AWTFHREMERRERIC I T, YRR & SRBR R O RSN RE S e G
T, WHRBRIZIHS WD TRE BB OFEWE UL RSN TR SN2 0EGELL,
ZOHMAIZONWTERLTB ZERHEETHY, iz, BHREREILTWH
TG DO Y PEIZ DWW TIRFTT D 2 L b alRe & 22 5. £z, WEBF
ORI E Y, AMEHBENNRUIAR SN HDIZONTIE, YFEA
HIVEHHBUSE ~ DA PEICIR 5 B R 2B LT E TR oREEZ IR L, &
REFEEPITONDZ L EINTWD PRk 10 4£7 A 15 RIEFEFEE 634 H[E
R Rmm) .

WHRBRIEDOANY 7 —v 3 U ROEHRBRICAW D 9HEDO N F—2a v 0F
EERLTIELL.

NYF—ra il RRIEOZYYE L EROFBIMEZ B ZMICRIET 52 & T
HD. WHRBRTIE, JPOREEZESFL, £/, EHMNICEBOBATEEZMERT D,
ZOB, USP OB Y 7L —H 72 bV 50bFATHD. £, HERNSHOR
B COREELOHEY > 7V 7 K BRBRIEOZ Y M E AR T 5.

IHEDNY F =2 g AZBWTE, RAIE LT, ToFHRAKHT 2. &k,
ARBR OpHRL S EEVEANR E 72 E O M2 R ET D20 OB (TR 1L,
BN THD.

(FRTRLTH L)
(PHTHEEE & ENHIUEE)

E N

s
oIk

B2 @ FSm
& )

5

(IHTEANY 7= 3 » DOBECHR)

PRk 9 4F 10 H 28 H EHFEE 338 7oA A s PR R A

PRk 7 AR T A 20 AERFEE 755 R AR @A

JERE 72031, EIEMLOSHIEANY T —a v, RS TE, Kk, 2008.

TERIIIME LIRE TR G- S D RIS, ARERA K OB G 23 15 23 LIRS

85%LL FisH L7z =35 & WZe L TR,
B DRERIE TR L T\ D 2 ENHER TEUE, Z ORBRIK CIIEYERIA| & O
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Q-49

A)

Q-50

A)

Q-51

A)

BRELAIDS 15 73 AT 85% LA BRI L 7cEH S L A lp s D

BlZE, TA, IREA, ERA, WAEA REIRPIEA, RRGA, TEERER A O
KO ICAZIR S DEER ML 2 I L CHEFIEBALICEIE L 22 WD BRFIC ST, I8
AR T,

WIS D56 11%, #ERE ORPFOIREERF ORI H 72 - T, WELF
HIRRBRIE & L TR LETH D, WIREL 2V DIZHWTE, FgERZR ED
W) 72 P AR TE 2 VD DT &,

VBRI O pH ORERMAE R L TIZ L.
WAL 0 A FRA pH DDA K VLA 0¥ BN S 0 ) pH 2 B8 L TRt
ELT.

TR O pH SR ETE A ORE 72 EOFRMEERET 2 720D TEREHTI ED
Lol vm. FePERFHCB T 2RBREE (RXytL) 1E, 12 XykL
VLB s, FE7z, HEUE AARSER 7 OB HBERES 2 8 (H AR 7K - 3K
ROV R, pH 6.8 % 2{5ICA R L7-iR) M-I 2546, 20O pH I
6.9 T2, ZOFFEMHAL THAELILZ WD,

M DOVIRED B E 2T, BUE SN REELINIC Y 85% UL B4 5 54 T,
RHOEL 725 pH AT T pH % 0.5~1.0 DEAL TR > 720 < D0 ORkBRIK T3 =
D 31y MIOWTEHRBR ATV, thoEHRBRSME COEHEEE G B8 LIE
RPN L7 D0y FOBWHZEENS pH 2R ET HDH — DD HETHD. HEMDOU
FREDN R bR 785 pH T3y hEed (A OE HFBRIK CIEERGAE 2 %I L 7-5
Hixzoay b3 (BUTFRER)) HE S ZRELINIC Y 85% UL FIEH L7 WG
1%, 20 pH ZiEHEBRGME LTl EYOBMENEL, 3y & bIEES
Tz pH OFPH T 15 70 LAINIC 85% LA R 25613, WMENLE X TR bR
WZ<WpH &%, FEEEAOIRE S, f5ESNREDORY Y L_— K 80 K
T DI DUFREE DD FHETEVEA OIREZ B A T RO pHERE L AL L 912 LT
ET UL L.

A RTA HORTIEHRBROEE (12 Xy vk 6 Xyl k) 3R
SOFEERF OBFPUTEHH T2 b DT, REBRGEMFEFRET D 72O OEClIabE
B (Rytu) IIEFICHE L TWRWY. E2, WRREO pH IKEMEZR E0v s, R
BRa1T5 £ TH 2<% pH &2 BIRTE 2856121, IWHERBRIC X 25
B2, ARG DUFREE D pH KAFME & A OV R O pH KAFEIZFEE T 2
LITRE 20D T, HEEAET D, RMAREDTZD O TIT o 7o el ]2
R OARBROFERIZE O TH L.
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Q-52

A)

Q53
A

A ARFE R 7 O HRBRIES, TR CREE R 2 V5 & =13, pH 2 EUE S Lol
D+0.05 LINIZ72 5 X HF#ET 5] LitdicsiniTnsd. UL, [V CFREREmE iR,
pH6.8) 1T pH MNHE SNT-REEIR TIXARW*0 T, EHRBRETO TpH 2545
PREHR ) (ZRESET, U o EREREE L, pH6.8] Z /KT 2 RHICAIR L7z HEERES
21X, pH T 22 &< Z0EEHANTIV. KRBRKO pH FEFEMEIX
6.92+0.05 TH Y, ZOHHOLOEH WL Z ENEE LW

* U ERERRER, pH6.8) XA TH Y, K pH 27 L2\ T pH 238
E S TWRVEEETIR Ch 5.

JRFEDEREE, HEHARMAOFED S, B 21E, pH3.0~5.0 TIHEHARE LD
SN ENHHTE 28A1F, #H 7z Mcllvaine FEEH O pH #EIZBWT, RER
KD pH4.0 Z 3B LTIV

7= Mcllvaine K O pH B EIZBW T, BN YR E A HIE, Y
VR AR FECRUBN RS IS0 T pH Z23INL TH L. Bl 20X, JFEKOEMEE BT
nopH ThE<, ®ANZBWTY pHL.2, pH6.8, K THEHMIITE A EZEN2N
AOAvE LA (AR pH RIFPED 20 W) D834, pH3.0~5.0 #iH TOWH 0 7=
Mecllvaine FZE#% D pH iEHRIL, ERENSEZ TRBIFFICK W pH &35 2 &8
T&E5. 221, % pH OSBRI EZ MESRVWREDOELEZ LNDY;
A, T pH4.0 ZINLTH L.

BRI W T, BEER O, 7R E2HET 2 2 LIIARBRETIER W),

AR DG ER L & A U CTHERCIC BIE T 2R 0 RANC I W T, RS
FIXOEAERF OBR, ()W PR RSEMRBROPERE OBIN, K OG) A=W F-1F
EPEOHEIZHN BN D, BRSO EIL, in vivorin vitro FABIVEDBLE NG
1ToleDTIF7R <, MAMOWHZEE OERPHERICRELLBND LI LE. 2
IO DFEMIZB N T M BB EEUIFRE L HESNDR6IE, & MIBIT 24D
FHREEZ RS XRFT D OB 2T Lol 20w, EHZEEIORHLE K OV
EHEZRB T OLMIMERICHRET 20 TIER L, UE LSO RE L. 72721
HE S AT BRI DR 5 DB 2 52 1T C, VRS & 3B OV 2B s K &
KEZRDZEPBFRZREBICEVHHINLSE (B2, Mcllvaine FEE#RIZHS
W THREERR R 7y EM AR 2 2 &L TRHEMENRRE IR T T 25674 L), #lESh
TeRBRIRICE 2 C, A U pH OMOEEREZH WD Z Lidsb eEZx 6d. RIkE
U R O A I, W E O FEIMET 6 R LANIZ 85%LL BIAH T2 54T
PIESND ZEDNEELL, HET 2RBREMF DN LT EEM TR ENEE KV
M TLIEITRDbDLEZDLND.
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Q-54

A)

Q-55

A)

Q-56

A)

Q57
A

Q-58

A)

AKIZA A 2 REEDMR  FRFEAEHDIEFITTI N2 DIZ, KIZBWTDH, FIEDOHE
F T EGRIRY BRI L FR YRR LRI A OV B SR E K RRD 2R DD,
DX GG, KERROZEEBRIK T OB R R K0 R HEEOFE AT > T
AV

TR EIR L O L FFRSEIERBR T A T4 U2t NN ER S D55,
KIZINT O H AR ARG & SRR A OB 288 3 72 DR e il (B 20, TR
ERIAIOWE) &R 2 & T, KEROTZRBRIE T O HRBRE I X 0 1A 258
DFHBZIT > TE. 228, KERBRIKE L7 IEHRBRITER T 5.

WYL, EEVESEY) ST ISR O W T I OIEHEBR SR TIT O O K v,

KA OWHROELZBETE D, LV ZOERFETTHREZEH 2T 52 L
WHETHD. LEeB>T, 3o pH—sRETn 7 7 A A0 BHET LT, R
BN FEh rTHE (BUE S 7o RUBRIFRIPNIC 85% LA L¥s 3 %) 72 pH (4N LW T O
BRI AERT 2008 EE L. £, 2) PHESOIEEMEEY 2 5 0], =—7
1 T RBN DS THE 2TV, WHRBREM ATRe 22 5:F 3 1 LU T D L & iTid 1)
W38 2 & D RA O ST T ORI 2 ATV, KV IEY R 2R 5.

MM & Gtea—T ¢ v 7N, Ta—F ¢ v 7R ORERRSMA ] 20
HEITHEESN TS, LIL, a—T 4 V7R FHETHL IKET 20055
DT, TOXDRWATIE, TR EETRA] OFETHEERBREFEmLTH
NQAY/EN

a—7 ¢ T, RYETCIEET 503, pH3.0~5.0 AL T IC < WEREZ R
THEONDH Y, BIEEYOLMETIT O & 2 OFEZ RIKT RN H 5. Z DA
X, 2—7 4 TRFNOEMETHRRAEIT O T ENEE L. BBMEYH pH3.0~5.0
A CURMRE DMV N e DI R D FEfE 03 R #7235 5 2L, FRVESEY) O 5 2 B H
LTH L.

RITA RTA TN RIVENRFIZHWSILTWA R, ZOEAE L),
Tl O S, WBEROBFEME, BEICRESINEZT X OB E IR OB
MBI RUEZRMZAWS Z LIz L.

HA KT A OFEHUATS RViE, 50 [HIHE T /L O JEHNT A 0 1 54 75 HE
BT 28RO N L%6, TORMITEZT, 7S RVE 75 BlEE, XX, EEAAN
A7 MK, 100 [\l TIRERBRZ 1T TRV, " H 50, WHRER 7 kOB SLIEN
XD DH. £z, NFVE, 50 BER THEHFEBOLEIIATHO2R < TH L.

“THN O FEY AR T 2HE1E, FlzE, TEHICI YNy L oEEICRA O
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Q-59

4)

Q-60

(A)

Q-61

A)

Q-62
A

Q63
A

Q-64

FREEM IS HERE T 5 2 & 2 B BRI

N RIVIE, 75 BlEE, XX, RS2y ME, 100 BHRD &6 A EE TS T
LTV N, 50 FEETED X 5 RIEHEBEI TH 2022 m 720, HHEHE)
DHEIIAT S .

X RIVEE, BO [BI#RICHEE 2 C, 7S KWL, 75 [allE, [Als/ N A4 > RE, 100 B TR
HERBR 21T > 7254, TBROICE LWE] 1T 0LMETIT AT L V).
BN ORI 21T > 7250 T, THERAICE LW E I 3B D0 E I a2 il 5.

I BN B A Z 0 2 L ICHEER LT 100 RIS TOWHHRIC 13 L)
WD LB, [EEACELWE] OHEICFDOREREEZRA VRN ETHEAD
HAREIZ R LTI L.

W EE HAEEIN T AENREEE L BT 25 6% T, /N F/VEHRIC X 2 WHRY 72
W 2 0O DN AREESE D 0% 50,100 [Alf5 TR & < B HEHEHE 2R L,
100 FHEDHZA [HRHRANICE LWE] 2RTHE030 5. ZOLEOBRIL, WY
IREENFENTH Y, pH OFBIT D 72020, (KREBROWERE ORBRIIAETH 5.
Vo TGA T, TRERANZE LW 22 OHEIC 50 [z F B R0 4% 5
5.

PRy, NEVIRET D56, WE LIS UWWHMEDy B0/ v g
DT L.
AR H TRy B RVOMEIZOWTIREL T LT, WYRMED D
D& FHWT L.

AR TR NE S GE, WHRBRCY U A — 2L TH e
T HREBRIZ I W TRIFIASBRIE T TRlEd 2561203, AL TH R, o —
ZEEMT %6, FHER, RBREA L bICEMT 5.
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