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Q-1

@A)

ATA RTA T, RO BRIZBNT WHO OFETINA FF A4 & ERK
ERRROTVDR, ZOLIELEBEBX LT ZRLTIELY.
(1) RBEFIory FOREESNRERDZ L ,
(2) WHO HA RF7A VTIB/MMBEFRERE: 12 L LTWDHE, AL RV
TIHBRELES 12 UTORROGIFETDHL
(8) FEHEHBRELUIRSE*OREIZ, EREMPEVFHRIZOFFRLY b
KEL THEMFNCRAG LHESNDBEVLHD L
* Multisource (generic) pharmaceutical products: guidelines on regiétration
requirements to establish interchangeability WHO Techpical Report Series, No.
937, Annex 7, 2006
* HA KA T, IR R OB OB A IS IS B R, R
MR OB IIEHEBRS 2 EAT 5. BHEHORSME, Bt oW,
[ERNERDHENEREAOEYFHIRIERERYT A 7 A, &0 EFEFIOL
FEBEOEYFHREHERBRT A F714 2 Q&Al ® Q35 bBRTH L.
(DIZDOWT, WHO A A Tik, RBREFIOR y bOXE SixEEER Y b
D 1710 PAEUT 10 TERERA CUF, 82 75) UEonFhhkE VT EREL
TV, LpL2eRb, BPEORREERMTIE, REERY FOKEESTH 105
EREOZLBHD. vy POREEINELEET Y FO V10 P ETEREFENEE
Eoy hRUTHIEL Z0ory FORMBIBSETIEEER Y FObDOLFRELE
2o, £, BHRBRTENEZERTHII LN TEDS. Z0X52l &b, MER
HH o2y bOKRESIE, LTLS 10 FEUETR LS, EEEry MO 1/10 2L
ETlwnwe L
@I HOWTIE, BEERNEBONSWED T, 12 AUTOHEREIC L 5RRICK
> THEMENRISHEZTRTZ LIXWRTH S, RLBECHERE LTI L BT
HEET, KTA R4 TRBICERE OBEHE L TR,
GNZONTIE, ROLDS RBEHTI DHEEZEA L.
EMFHREHRRETT ) BNL, BRERROAAFITATEVT 4D 80 %
(AUC KT Cmax OXRFHEDOBEH D E LT) IHRIERWALFTT L F Y7
4 X0 125 %BEBRANATT AV T4 2/ T HRBERMITHICHES
RNWESITTBRZLIEHD. KFA FIA4 0 TRA LA FHREERROHEE




X 90 %EEREMICLZHETHY, TITHAERKK TRUICEREL TS,
90 %IEFEXEIC L AHUEETIE, EEORMIT_A FEY T 4 OEREHEL -
ETREDOL DHRBERLDEDEPRFERRICEET 2/ HEHERS) 13
5%UTTHB. 90 %IEEEEIC L BHEFERZT, thoHkcEMFHRSER
BROHEZITI L &ITh, HEFAREILS WUTICHER SR TR, &£
WERRSEERER T, 7V 7 7 AOBEERNEBORE SITRBR & 25 EERME
Lo TR S, BHEERIC X 2HEEIHBRERREPBROBRELBORE ST

- BEINTIC—EIREND OT, EFHREERBICE LIcHEE L WD Z &8
TE5% (L2L, BEEEICXZHEFETE, o/ n BREVGEICITEENHER
HEBRRIMNELRY, ZORR, EEEERE (GHLHEORMD, RRTIAEHK
L7 BHER) REREMICKE 2B L AEBENTYS (D.J. 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
(1987)). :

&T, 7V 77U AOBEAEBNREVEY (BF, BEFHN CVIZLT 25
~30 %P LY TIX, EHFHREEE 90 BEBRKMIC X SHEETIERL
ko e¥T5L, BHRATERIEEOFAH TRRETORITTRORIRS. AH
A RTALU T, 7Y 7T ADOBENEBSREWZDITEERMBIES 2, #
HERICAEDFORISEEERTZ ERELWED T, BHRBROK R b EMFRIR
FERMERETIS VEB X BN HANCR - T, ABREH L EERFN DA T ~A
FE YT 4 OFEEDFHEDZED log 0.90~log 1.11 1% 5 & XiTiL, EMFHINC
FETHDEHETHEOIC L. ZOHEEDE MRBES TRHW O HIEED,

F AR L EERFNONL AT A F YT 4 OROFFEDOL (p/p) &t FMRBROAKRL
DEfR (RHEERE SR 20 A)

{ , ] B
| /pis | 1 - 0.9 | 0.8
SRS — 2 (D _ _ _
ﬁ%@g@ﬁz Q00 {SHEIR" | THE™ | 0% MR | TIE | 0%IEMERM | FHIE

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) 0.51 041 <0.05 0.20

A RN RET T — Z 1B A EEMRE A FT. B, MEERLSHTIER x OFEMRE
V&, AXA—XF y=ln x DEERZLOEICIE, OV = exp(or)-1 DEERHS.

290 %IEERREIC X BHEEE.

8 KHAL RSV TEALEALSTT A FEY T 4 OREEOREBEDEIT X DHIEE.




Q-3

EADOKE ENR—ED L X IIHEEZFLREBB/ATYXEKET S, (RDOp/n= 0.80

 DEEDOEBEIIHBERRRLRT). TODIT, NTVXIPEETIEMER

FEHRBOHEE L LTIE, FRES TR, —F, KVA F5A 2 TRREE
& EVERIFI O L BT 3 72 DA LTV A3 RVEE 50 rpm, 75rpm, KO}
E#EA % v b 100rpm 1, BHICIERT BREEH BIERICBRMREETHY, B
HISHED R BT B RN BSE. SO X 5 BREHRREE AT, BEMERAR
FBVAPEBUAICI: 3 AR E ORBE, MRS TIX 5 AN EORBRRE O TR
BEITH 2L LTBY, SORBEEREZERRLITIZLICLTNS. 20
FTRC DL TEHEB SRR S 5V ITRE Th 5 BAR LR AR RS L
RBAREMELNSVTHS . COZLEEETS L, BHRRRUE MBROBE
O AR EOEEOEBRERRRL s YU FEETHLELLNS. b B
DHCIIFAEHERIENT 5 2 & SEELVEAOHRT — & & L TRHRBE RS A
WBEE, AR OIS I EE OREIERRD b s, Bt
B CIAEDRS OEHENIBHEER LY b 2VEA bEESNB DT, IWHEBO
FEHERRDONDE L. (Q63 bBRITHZE)

WA TEB SNt M RSERRT—Z 2T I L8 TE D

C AECERSNEEERRT — ¥ O AR o T, FE10E8A11H
EERET 3 9 BEALERLLHEEN HETERE S EERROBERRRT—
5 ORYBNCONT] RUR BT EEES6 7 2 BEAFTERRES HERK
KRBT —# 22T AN BBICEE T & BEFHERICOVT] IRERTHS &R
Y, BT —F D AAA~DIETEMEETET 5 20O EEHEHSKRE L 25, 4
WFRRERBRICEE TS L EZONIRENERE LT, BEBEZIZILDET
IS O LB ER O RIEME RS ARSI ST 5 TREER 2V 2
LERELTBILERD S, ERFRRERROERBHFCBIT 5 MpEHR
SHERRBRIY, MEARBARE b o CRRERR L ORYBIBORSHEEHEL, B
BRI O, REMETMET S bOTh B D, SMETEREINE MYRNR
SEHRR PR E LTAVAEAIIL, FIISSRSRERD A AT, 5
VF AL T, YERRBRT— ¥ O AR A~DOIMETTREMER FHET 5 72 d i +o7k
BWRAMETH Y, EARICIIARIZIEO T ERE LR 2 RAEE & 5 2 L 3
F L.

R OEL 2H22HEREFE A8 7TEEMIBITAIARNTA FF4 L OHEAHKEA
1%, THEfn5 5455 A 3 0 HEXEE 6 9 8 FEEREEMOMNE 2-(DO@IHET
BEES T, EFRRARRERR] L1)5.)] L LTWAE, HHAERSK
SHPEEERICLERSND 5,




Y]

ERARERITEETDLOT, AMENRSEERRIBRELNL TV OISV
TiX, BRSNS EMLTIW. :

(TE B B ZE)
HIE AR
A, B0 RPA R & SRR
L BRI L AR

Q-4

@A)

Q5

A

Q-6

A)

FERERMIT 3 2y FOFHHIEERK SRR 5 Z LT o TNA 2, EREK
MmO 3y FORAEED D Z EBREERGE R EOFNGTR T —ATIE, 2LTD
Ty b BAERERIA 4RI LTIV,

EERK S RETIEDICHER 3y FEATT 2 ENEERES, EETH

HRYGERP BT, 2UTOwy M EEERAI R LTI,

MEAEry b 110 BLEOKE &) 1%, AHFEHRSERBRICLEREEICL
RTEPZEZNDT, R TRHICKREBREREL VWD Z LR d. EMFHRSHERR
WWHAWzay MIELEy b V10 U EOLOLBEHBARETHD Z L 2HRT
niE, EmRRREERRICAN ST Y FOKE SIHMEETHWVDOTIERND,
EEBONRLFTTRATGEY T 41X, RF—NT oS Lo TEET I8N 1HB.
EAEEo y NOEESS, AHFHREERERICAVEZRR L RAEOREOHETH
BB, Ar—AT o 7OREN 10 B EHZ Z EiXFE L2V, 2k,
WHO* R U} EMEA** DREITIZ, TRRBBUAID S v FOKRE SIZEAER v RO 1/10
UEOREEIXIL 10 GEEU EOREIOTy hOEBLLIREWVWSE] LHY, AV
A RFFAED B EDITHMULOEENREN TS, BERMOSE» b, (54
FEry ho /10 AEDOREE] ZREETRETHD.

* Q1 DB '

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

YRS HRR Y BEEE LR LA — ATl E W a y FTITbRho Tz
BE, BAED Y b ADEHRSERBRICAER y FEOBOASFT T
U7 4 OREHERE, BEHRRCRIET 50 TINT LR LA,

AHA RTA U0, BAER Y M, EERKIE RS THE I L2 RIETHIL %
HEE LTS, AN RASHRRe ZAELRAURF — L TRiEShza Y +C
fToRpole ey, EEEn y b EAYFRRSERRICHAW -2 v P EBRSE
BRUOASAFTRA T EY T 4 I ERFHICRASETH S 2 2R T BRERDS. A
BT, EEIRAHRR CEAE T v hORHEB N AN RSERRIC A e




v FOZENLELIIAE TH D Z L EHERTIUITATH DN, HEIZL->Tike
MRERIZ X EMFHRSHEORERBZIT I LERH S.

Q7  HEEooy FORREFEANT, FRR (k MRB) 21T, ToHhhb, AR
RICAW 2 RBREA 28R LTI

4 AREH Oy FOBRIZOWTIE, PHEEPRYEEZIDHETITOZLHT
x5.

I EoFRRSHERR
1. ABE

Q8 EERERMOEEICEVERR] i C0LoRERRESTOM
A) tmax [TV SR RED 355 M - REAS T2 BB L& AP DO T L BV .

Q9 BBREOENEL TRERE LERERTSZ L PRER L I, RBRE2ET
ST, XUE 2 MEERITA T CEBL, F—F B0 LTHAT L TRV,

A L ONLRRE 20IZHT A EEFHELTRY (FIEGEMRABRTIIRYY), 2
HSORBE CERHBMIETER L THE 2L, 7a ba—ASoifERR L THD 2
L, ABIIHTZ LY BN R ERFORTORIE, —oDORBRE Z/e UTHERY
B ERTES.

Q10 TFTREROT—& TE%%E’JH%@%TT_ ENTERLE, ARBRITEREL 2L
TR
(a) EHA KTA v OEHEE T LRBRMTDA TOIIE, ?E&Eﬁmf‘%%%@i
b MEMEAREERBROT —F &L LTRHAIICAWD Z LB TE S.

Q11 FIECEMRBRET - BB, F—FBED LD ITRo TOIIE, B L b
B IR DT — & %ﬁbﬁf%ﬁ?a_amrgam.it,%ﬁﬁ@ﬁ%&m&
EERER L LTHY o T LV, A |

Q) BRI EMOBKDEL BT SHERROBA L ITRRY, AWEHRSHER
BrCIE, ARBRL PRGBIAR L ORI T B b2 —AdEEL TV, BAROKRE S
RIEEE LTS, 2 ORBRBENE LS BRBZEN) ZEIRELIEVWEEL
BRBDT, AHA KA BN TLESGEMRARERBD S 2 LIz L. 2EL,
TRIESEL Eot MRBR BT B B S BT FISMORIEE TH Y, A
FESHRERE BRRER TIT o TRV & Libi TiARVO T, FISGEMNRERE 1

CR%. 1EORBRTRREBS L2 EECLT, +ORBOBREIC L > TR




Q12

(A

Q-13
A)

ZBAMBTRETHS.

RBEHER (2 20BBIDOANLFTRATEY T 4 DH) ROBREDHZARN 2 2O
BEITELL ERSRVDTHNE, 2o0RBRERZALETHITT 52 &8 TE
5.

BB RRT DI DI AR TR G DIV OB MR Z 1T 5 BEITiL, 20
BEXARBREBO LM b a—VIZEDTEL . TRERT — % 205BmART
—Z L LTHIAT 25681, TORRBREBO DN, Thiera b a—ZED
TEPRINER B2 '

28, BINRRTIIREDCLEMIC L 2F—FEOBBROMEE (o) OWRBIHEIC
250, EYFERREERBRIZBO TIRO L S REAR LY HE VMBI LR T
LWTHSH 5 L EBRTNS, AREW R IERLERIADIBEITIE, A1 AT
A Z YT 4 OFGEDOHIFE— B CEMFRNCMEOFRIZAY, E_BREOH
EEMRBRICE S D HERIIRES AEL - TH 50 %THY, PIEENRBRIC LS
a~DHFEITFE 425 % THD. NTIVXOREVEYOE—EETOaIS %LV B
INENWEEBZLNDDT, FIBGEBMRBRIC X 2o KIZENEAER LR TH L. -
(K.F. Karpinski ; Ed. by IJ . McGilveray, et al., Proceedings Bio International '89,
Issues in the evaluation of bioavailability data, October 1-4, 1989, Pharma Medica
Research Inc., Toronto, Canada, p. 138 (1990))

WRE IR AEREE &L b5, Fin, N, KE, BRBRERSOEELR
LTHELV.

LN SN D ATHIVE, FE#, MR, FERLICOVTIERICHRELRIT
TV, BEBEIZOWTHRRICEb 2.

IEHBROYPIRE ORI FE, KREBROEMER SR LTUEL.

T7AN—RD pH A —F QWAL S EBRRRESE, MALZEEEBEL
TERLEBRD pH 2BETH2HERERDHSD. ChbOFEICRBITIEERE
EFEBBREORINL, FNETNOREEORBIZIED 2, pH 5.5 2EAI0KEL 4
5. TERDIRFHERTIX, BEICRDIZEETEBRIERE OLENEL 2D, 20 &%
RTIT10 BUTTH 3. it,ﬁ%@amiént% , DR OFERTERBBRIR
REDSHERES 5.

ﬁ%@@&%ﬁfﬁ%%%ﬁ#é &ﬁzgkﬁot%é,ﬁ%@®ﬁﬁﬁﬁﬁ'
REERT D ERERIRTH D, BERAZERE L LEBRWIHF 2 0:H
TEHEREOBRBREERT DL BRYLEILND.

Q4 EEGOEAEEUHETROBREC & 5 RBILRE I, Ei, T




Q15

Y,

EFARWBON TS &iT, BEMICE DL IR LEBRTHIDOMNRLTUILL.

EELOBREABBR LN TV &1L, EERPMEEOFRBOMMOBE, &
WEETHEA SN AEAEEWRT 5. BAKEIE, REAL, BELEEND.

BEESNRWER OB ToRFEEEE LEAEA L TiX, "M ATA 78T
A BB RIETRERERY, BABOAL AT A Y T 4 DED, WHERT
R2BFRERDS. LIes> T, W OPOBHRBRHFO— 2Ll ETHRAIRICE
LOERH S & &, BRERICBO T/ AL 3T T ¥ Y 7 1 DERAE L5 TS
BRETER. 22T, 20 L5 2BECE, [ERLROBEHEH] 2R LicE
WERRSERRE BT 5 L BPBETHD.

L, BESNAVERDBBLNRERND, WRERL LTOF— ¥ ZHiH
5 Z LR LET TR . - :

—7%, BERBECO>VWTL, EEROABSZVEN S, BOKTIRABNZRVAED
HHEERHHOT, pH 6.8 1B 2 FHHEHRICE LWESD L HEITIHERR
BOWRE 3B LTAYFNRSHERREEE T 2 S6ERHDS. LT ORI,
BRI DS, ZT_A T YT 4 OER, EREBHLIRERE L CRR-T-FANSE
EhTn5. ‘

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 aéidity and correlation with in vitro dissolution rate.
Int. J. Pharm., 23, 277 (1985)

BHA FFA Tk TESUIEIER R EX3M 2 E OB T, @EATORBRN
E L AVEAL I, BB CERRORSELTT I LicRo T, K
HA RTA Tl TERERROEABE TRREITY] Zeiikolk. BEEHER

LA L CRAECRER B SO TEAVN L EX BRAR, BESNER

EHBALTIELY. £, BEEHRETIARTIIATI Y FNREI 2D L TFRE
N, RRIOHEEEITRNDD.

BEE CITh MR L, ©— VR Y oamE AvWi-AEnFRFR%EE
HERICL AR, WTLb e MEDENREHERROBR L —B LRV &5 HEH
ENTW5. EEUIBWEMZR EBMEOERR, REEOFHLE RHICHEITTS 2
ERRDONDEEBTHDOT, B TIIARL & ML SRABUC Ko TEMFHF




S DMREE S IR ITHITR B2V, IREREA RS MERE SRV ERS % BRI it
BT B LITTERNENIZBZILESNT, BEMTbIE.

B RS e LM ENRISEERER % GCP Zfto TIT 2 251, R oA
BETDZEIFEZIIZ V. BEEZNRE L TEDENRSHERRZEZMT 21047
T, BRODWRBFICAAREE 2 356103, RBEIRERMLUAOERRZ
ERITBREBVBITLRBORREZITY. iz, MBROEEKRIZOVTY, BF
REECHEBREATY LN TES.

BEEZRNBE LZRARICBO T, HEOEMEIBEACLIBRRLALTHS.

Q16 BEHLZEBRLIBAT, 7V T FVARKEWERE TRREZITO £ H D, 2
B, 2T SUADKESOHBIIED L DT B0, T, 7V TFVADK
EVWEBREDT—F VB EE, DO LOWREEL 7V T IV ATARI Y —=
YIZLTEL DO, QBoNET 2N VT TV ADRKREVEREDT —F DH
ERWD DN, BEEREZFERLTIELL.

@) XMHIVEEBEEINTT—E0L, HOEPUORIBEERKEDS VT 7 RAER
BERDH B Z LRG> TVBEEITDR, 7 VT T ARKE WS TRERE

O ENRTED. BRENDI VT T URONSREBREOHRERD ZDIL, R
BORERTRIET DD, B, 7T IV ADOREVERED T BN T T 5
YT 4 DEORHBBERBENTNENLTHD. 7 VT T RAOKE IOHEITE
GEF EOBRICE S HBE LE LT, B LOHW CHIUEDOREIZ L > TITH
DTEV. FREOBIRIIDDOFSREE LS, @QThLW. &EL, QA
1, BBREITHANCT 2 b a— 2B WT BEMSEOTEDIZ VT IV RAD/RE
WEEBRE OF —Z BHIRT A Z BB D] & H o THRIFER bR, HERED
N6 7 VT IV ARBIPNESWVEREDT — X 2QOFIRIZL o THE LEESR,
PIEFRRERDIERHD, BNRBRSSLELRIZLBBEILNS.

Q17  TEBHERE] ZBWT, 20 SURNICEEELK TTLZL25&M4L LT, #HEREIC
— T A EBRAATE 50 MITEAEHE L TH v,

(A)  AERKTLEZEENS 30 HRICEETDEZENEETHHOT, HRHEIC—#
IC R EBAATE 50 MTBH ERET BOIXEE LRV,

Q18 HEBRETEALFTTRATEY T4 BRELIBEVIIEEREEFRORE
FEPEROERROBETIL, AV FIA L THRBERETHRRENTS> LH5. A
BRI DY R EE AENERLE) & 25 | < B B BEIC SV TiL, IS RRBEOWERE
BHRAERAOHERE ZHRICL TRREIT O L ENTVWES, TORHRE, REREICK
BERBR % FEME L T RV,




(A)  EEHEEIONRAL AT AL TEY T ORFMOZET, ERFFICHBRLERES
DFHFWNEL RBERRDD. TDIeD, EHEESEERELE L ERSBHO
AERRRISE 2 EE B OHBRE VIEREROBERE 2 HRICLT, RBERED
MR CHENCIMET 5 2 LIXTE R,

Q19  HRHFERRE R EOSH LICRENH B BAITIE, SEEEIEARRER S
DWTNEELESEDDD. :

Q) BAREBREOHFHSERE LY b Cmax OEORHABERLTWHOT, B
BEHBERELEETS.

Q20 HEBERRIZINT1 A IEREOERSE T, ¥HRE (F1xiL, 10:00am,
6:00pm, 2:00am) TEHRERLZERE L) 2 Z LIIEENICRWETHS. =
DX HREE, EITIIZL V. ' »

ey FANZEEREESE TH IR, R BRVEAICE, BBRRF0ORE R bR
FEROBTRT R £ CIRAKRICE-RRTHRE L, FERERBEORTAE, FHERA, R
BRI & b I - TR Ui 535 2 L T,

Q21 REFRKRIZTSZ LR TEID, E0L5RFED.

(A RIPICREED B VISR S h, ThORRET B 2 LN TE D
BThHD. EFEL, Vo7V VHROBET Unax SEIICTHMETERVWES R
B DAL, RCEHET 5 Z LIBET TR,

Q22 FIEHERREHEZRESRL TS5 LB TERVERIIMD.

V- AYENRSERRITGREN R ASELRIET 22 L ZENL LTVDEDOT, iE
RERICBE LR WREE 2 CAEREN RS2 M5 - L @ TR
V.

Q23 FHIE LTRBMEEZRET B L EHBN, 7u Ty P ORI, Te ks
v 7RI L CEEL TS LV,

N 2 HODREIF T U KT v 7 DAL ATRA FEYF 4 RELWE E T, A
AR REThS. Tu RS v 7 2 BOTIET 55 NEHASY & BV CEHE
FTEHLIVLEEAATTRATE YT 4 DEEFIRBTEZDT, 7uRIvI7D
ASFRTREREAICIL, 70 KT v 7 OREETTH Z L R &ns. L, Hik
REHEREL, ZHEHHCAVBBAIE, 78 KT v 7 OREEEHEIC A5
DEEIEAR,




Q24 BUEMHEIIARAZTT oA LEBRLSITOWT N CRIET 5 DOMBEEH.

(A) AYFHREERBITB VT, B2 ET LR RRNOICON T 5 k%
RN Z eHRFRITHD. BEROCFEDME L TRIE S iz Ed AMFRREED
PSS 2 L IEEI TRV, FLAEME BB O X 5 IR FIE O
THZEREELWDE, RUEERBEAIIEINAITT v, THELTHEDR.

Q25 IEMEERETAREWCHRARLREARS S & XL, FSMEmEERAED
BCITD DD, FEEEDEELDTT O, =

Q) BAKCEESRVE X2, FRAEOL CRSM LT 2. BakL kR
AL BITEREETIHAITIE, WThABRECR YR F LR, FHMET 5.
BAK L AR Y A RIEE b RS FHT R & TRV,

Q26 SNEEMEEOEEMI bRDEER T, EERIEA~DOFENKEWEIEESE
BWERS LT D] EHBN, BHRIIM.

(A  EELOBRSR, ARICBNTE, BEERLEANCEBOLANEEZ BNT
W5, Lo T, FEAIE LTREFISBIEL, ERBEER~DFERRE VR
YR ERIERS LT 5. T, DERBHE, 7V 7 I RAEOERMBHERE LR
72 BT, EMFIRSEONERE R BRI TRE RENE LS FREEDOH B E
T, SENEIISNATHS. LHLRNE, EKMERIcERsh 5 = & RRE
THESN TR B, BRI CAMENRSHEORRICEN £ U 5 ThEtTD
2, BHEEADELLOEREMEL LTHELTS L.

Q27 HENYF— 3 VORKKRFEERLUTIELL.
A EERRB R D DIEONRY T — 3 Tk, TELTKRD LS REREZHREIL,
FDERZ AEYFHRSEREBE RO TRFRICRR T 5.
o REFHT TCORBIFOSPRIEYMOREN (B fREY A 7 MBI
LEEMDET.)
. HE
o BE (HMTHRELENBIERE)
o REME (EEMOEEZZBR L CEEOMEE LB LR CRE5)
e REBICEETARE
o EERHM
A% OSEOEEREZIT )M, RICRTERITRBRICELLTFOEELZRELTE
DRITFNIER DR, 2B, BEOHIEDNAY F— a URERIZOWTIE, &%
KRV RRBRRE R O FRARIHIT 0D 5 BT (
. OWREZIAT M '

10




o FOWENELTDHLEDHEE

SITEANRY T =¥ a VIZOWTIRKROIBRESBIZT 5 & L.
V.P. Shah, et al., Analytical methods validation: Bioavailability, bioequivalence
and phérmacokinetic studies. J. Pharm. Sci., 81, 309 (1992).
BREE 1T, [BEEKODIENY T—a v, HMETERNSH, KK, 2008.
ISO 5725-6 Accuracy (trueness and precision) of measurement methods and
results - part 6: Use in practice of accuracy values.
JIS Z 8402-6: PIEFER OCBIERROBRS (BERUHEE) —H 65 BESI
B3 A EOEANREV, BAFKES, B, 1999.

2. FHMvE

Q28 AUC O#HEIX, EDX5RFEZRNDDM. _
-V EREZER CRAZEROEREHET I FEEAVS.

Q29 MEKINEF 273 RA—a Y TROBBED, BEMRERLTUELL.
A KDL BRI EDHITDZENTES.
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. dJ.

Pharmacokinet. Biopharm. 17, 269 (1989).

Q30 BBNTA—Z LT SERIIM.

A AR S OFEMIZ AUC, Cmax OFENT A—F T THTLLH2THD
LITEZ SRR, RIEAMENEDOTEM D tmax SREHMENAT A —F L TBE
NRGA—F L LIEHDT, BENRT A—FILFRENELEEE, AUC, Cmax A3
LT o T HERMEICERFIICRASREA L LTRYVES Z 213 TR, £,
AR EROMERREICB D CEBRESRIE S B4, Bl Sh-iEskm
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NG A—F DR 0 ThDHERE DRPEGRE 535D

SHEBRAAT 5 TeDIT/RTF A —Z OENR 0 ThHPHRE X Z LidEHEwy
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V.W. Steinijans and E. Diletti, Statistical Analysis of Bioavailability Studies:
Parametric and Nonparametric Confidence Intervals, Eur. J. Clin. Pharmacol.,24,
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Q37 FEHLIEPEFRERZRZ-TZHAICITFERECVEERITIER S 20D,
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ZIZ{ VDT, B LHRICETAEEEMbAV T LT L,
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R
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BRE REF, ERLOSITENY F—a v, WHSETE, Kk, 2003.

Q44 EAHEMLUERETRESh3ERRT, EENARORREHEN 15 48R
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.y I OBEMMENSE X T, REINZRFELUMNICEY 85%LL LIHT 54T,
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BREITHO £ THRLEEAR pH 2RI T X 258101, EHRBRIZ L 2%5HIS
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DE£0.05 NICR22 X 5FRE TS LRI TWD. Larl, 1) EBRERER,
pH 6.8) X pH 2HE SNBER TIXR2WVW*OT, BHREBIETO IpH 2T 5
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BN LB T 2BEA T, Bz Mcllvaine SEETR D pH IBREIZEBWT, HEX
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RERBAIFEEICE ST pH ZBIRL T IV, BT, FIEDEMEI N
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EHEEM LI X/FTE L0ELF 2L of. Z0RD, BHEBHOREMRURE
SR RERT B RMFIIEBICRET SO TIIRL,, RELERBOHZ L L. XL,
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BRI R ORASLHITIX, HSEOMEEIET 6 REILANIZ 85 %L LM T 244 T
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