% %k 20253 HRET (B83kR)
* 20247 B IWET (5520R)

B & ERRE
BEREAR - 34

WHBEER
) EE-EMEONSBIC LV ERT S L

A4 VAU VI ER SB3-1
- 2B PR AR -
EA 2V 9 Y USRS RN AR IESE

E47Y9Y 0D 15mg [FFP)
4799 0D 30mg [FFP)

Pioglitazone OD Tablets [FFP]

BAEERRIHES
873969

OD#El5mg | OD#E30mg
FAAERES | 22300AMX00377000| 22300AMX00372000
ARZSRIE 201146 A

2. B2 (ROBEICIFBSULEVT L)

2.1 DARLDOBEROODALOBEROH 5 EE (B
IZBWTBRIMFEE DML REEOELEEZ 6N
HIDEEOEMABALNTED, 7o, BRIICH LR
EHEELZVEIREL-EOHENH 5.] [11.1.1.
11.1.2%08]

2.2 HREYT b=V A, BERREESEX T ETEE, 1BERR
DOEE (WK, 4> A) kA EPPZEIMEORIED
B E T D]

2.3 EELTHEREDD 2BE [9.3.15E]

2.4 EELEREREOH HEE [9.2. 1]

2.5 ERERYYE. TR, EERIMEOH HEE (12
) UESHC X A IMBEHEAEE NSO TCAF OB EITES
7243 ]

2.6 AEIDFFIN VBEBHEDBERED H 5 B

2.7 FEIIHIRL TW S ATRERE O & 5 &t [9.55 ]

3. #HAE - MR
3.1 $HR%

B Y27 7 > ODsE Y7 4 v ODSE
- 15mg [FFP] 30mg [FFP]
E HE X704V VE HR €4 27045V Vi
d%¢)@ﬁm5mg(€ﬁﬁw B 1633.06mg (4 7'
g &> L T15mg) &> & L T30mg)

D-v> = b=, ANAT—ZXF MY TL, BEF
A oFr7ubiltrua—2R, JuAKRE Ry, A7
" FU—A, -X Y k= ZAFT Y VB TR
A
3.2 RFIDMER
B ¥t 7 7 > ODsE ¥ 7 % > ODsE
- 15mg [FFP] 30mg [FFP]
& - Al B~ #HEAGOERRA D OFE
XE | BE | Bm | XK@ | BE | AE
R Ry — | £ —
Q9’<C> Q9’1GD
g7 EfE 2 | B [EXES g2 | BT
7.0mm | 120mg |2.6mm | 7.0mm | 120mg | 2.7mm
#oRl FF FF
a—F 124 125
4. FNEEIFHHR
2BUHEFR IR

IeEU. FREOVITNHDEETTRBIRIEESNT 1V

AU VBRI HE S NBHSICRES.

1.ORSEE. EHFEDH

QREBEE. EFEEACIZTRILKRIILD L7 HIZER
CREJEE. EBEECINATe-JILIYT—EHERZ
{sEF

@REBEE. EBEEACIZATED 74 RRERZER

2. REEE. EBEACIZA T, VAU VRAIZER

5. MEEXFHRICEHET 2 ER

AEEREAT 2HEIE. AR VIERESEES NS BE
WIRET B & A AV VRFEO BLIIIERE (Body
Mass Index=BMI kg/m?) T24Ll k& 2W0idA >R V5
INIRREASZZRE BRI 1 > AV B TS5uU/mLEL &7 2,

6. FAENRURE
(REEE. EEBEEOHFDEERUREERE. EBEEICH
ATRIVIKZIWO UL F7EIR G a-2 IV 9 —ERERIEL L
FET 7 F A RRERZERT BI5E)
BE. BRAIZEL 7Y & &L TI5~30mg% 1 H1EE]
BRINIIEHERICRORET 5, &b, WAl Sk, ERIC
KD EEIERET 505, 45mgE ERET B
(BEEL. EFEECINZATA YAV VERIZFERT 3158)
BE. RAICIIEA 7Y &> & LTl5mgZ ] A1EEHERT
NIFEHBERICRORST 5, 8. WAl Fik. ERICKD
EEBEHT 55, 30mg% ERET 5,

. BERUHEICEET %32

g BFESKENLZEICZRESNTVEOT. TS
TAHBAE. BEOKFICHEL. 1HIEISmgY 5% 5%
BtA T 52 EAEE Ly, [8.1, 11.1.2%8H]

7.2 1H1EB0mMgH 545mgll & L 7o & ICFEAFIR L 7215
ZLHALENTVADOT, SmgllEET AT, FED
HIBICHET A2 &, (8.1, 11.1.28018]

7.3 AV A) Y EDOHABRICBWTIZ, BESZIHESNT
WasZEMS, 1HIEISMED? 5REZHRT 52 & KA
BT A IEERPDAEOER - BlEr +3ICB]E
LMo EEICITH &, 72720, IHEE L T30mg%EiB A
ZWZ k. [8.1. 11.1.1, 11.1.28H8]

7.4 BfE TIX. 1H1ESMEY S REEZFIBT A ENEFE

LW, [9.8%0E]

. EERERNER

 BRIFEOEIMICK 5 &2 5N 5@ EHRICHIR

L. SEO0ALPEESHLVIERET S ENHHDT. R
R ORE., Sz AEEN. EROZ(LICEREL, EED
HOENTZHBEICIZESICAFIOREEZFRIEL, 229 5L5
BERIEET L&, [7.1-7.3, 9.1.1. 11.1.1. 11.1.2%HE]

8.2 DENEHESDHEEANSODONEZENHHDT, E
HMICDBERBEEZTO L EHDICEEL, BEEFRHoN
EAICREER—BRIET A H A VIIEET A2 CEE
KB E5T 52 E, [11.280]

8.3 EMICATHEERELZET 54 EBELIEEICIIEHICHT
HWHEREZER L, BESZOONEEICRRS2HIEYT
B CHEYIRMBEEITH & [11.1.3508]

8.4 (RIMFEZEL T ENHHD T, BEITH LR IMIEER X
CZOMUFIFEICOWTHIHAT A &, [9.1.2, 11.1.4
% 8]

8.5 REIZH/E I N/ BE THEMWEOFRE Y A7 T 50
HEMASZRICIEETELVDOT, UTOHICEET S &,
[15.1. 15.2.1=H]

- ERCEIRE TR O BEICIIREER TS &, T, BT,
DR OB E 2B 2 BEICIIARF OB R O a2
+aICHELZ LT, REOR B EZEEICHIT S &,
CBRERAICET B, BEIIFORIEICHERERED ) R
TR FFICHAL TP B’ET AL, T, HE5HRICM
R S8R, HERBEOERD D SNZBEICIE, BB
LT AHLOBEIEET L,

- JEFRIE, EHNICRBESEERL. BEESRO SN
BEICIE, BYZABZITY &, 2. BEKRTH LG
LT, TOREBEZITY &,

8.6 5T HILEAICIZ, MEE. REE2EHNICHEL., FEH O
HEREREN D, 37 ARG L CHESR+T2BE I,
ER DI DIBIEREADYTI O EZ 2175 2 &,

8.7 2B L MME RREICEW, BERREEEES LT 26055

HIEMHENTED., FRANCBWTHMEF 1D 25D THE

BIBHZE,

NN

oo oo



8.8 EIMMEERZE T EAHAHD T, SFfEE. HEHED
EHEFEIHEL TCVWAIEFIIERETHEZIIIEET S L,
[11.1.452H]

8.9 a-/ Loy —VHEH & AHIHISmgDHRAICE T 5K
ML L TR (EREBEIZIZEAE W),

8.10 a-7 L a v ¥ —FHEA., 2ALEZLy L7 REH KRS
AR D3 = AKRE T 2BEDOLEMEIIHEIL L T,
EERREBAE LD .. BEMERERRYSEL 25 EANDRD 51
TWb,

8.11 77 F A RREH EARKIHISMgDOHRAICB T 2 R4
PEISFESL LT Wz (ERZRIZIZEAER W),

9. BWENEREHEIHEEICRHTIER

9.1 SHIE - IEEEDH B EE

9.1.1 DAEREDBEFNDH B DEER. D, DVEAE.
BENESVEEEDIVEREDSH DEE
ERIMFEOEIMNIC LV DAEEZRIESELIBINDNDH 5,
[8.1. 11.1.1, 11.1.2%H8]

9.1.2 RIIFEEL T BZNDHIUTDEBEN(FIREE
- TR B AEERE IIBIBHKEERE
CREREREE. HUECIREE. RHAIZ BEER, AHENE

DORBNITEGFIREE
LW ENES)
BEO7ILO—)VIBEE
(8.4, 11.1.4zM]

9.2 BikEEEEEE

9.2.1 EELEKERESEE
BELLWTE, [2.428]

9.2.2 BiHEE=EE (EELBREEEEEZRL)
EEIKRET S &,

9.3 FFikEEEEEE

9.3.1 EELIFREEEEEE
BELEWI &, RAZFICTHECRE SN 0. EET
ZBENDDH B, [2.35M]

9.3.2 HikrEE=EE (EELTREEEEEEZIRL)
EEIKRET ST &,

9.5 1FiF
R IZER L T WA ERER DO H A RS L2 W &,
F v NEEEAERSREE T, 0mg/kgl EOBETHE - BA
REATCROEME. HEROEFEROBMEN. 7 FREFK
SR B TIX. 160mg/kght THEM DI IITRED Z
nENF, B BEACROSES AN TW5S, [2.7%
f&]

9.6 1%Z.IR
WEEOEREROCBARBEOEREZEZE L. RO
MidHE e T A2 &, BMIER (v b)) THITHRAR
FITaHZEPRESNTVSY,

9.7 INR
NEEZ R E U7 BRFHBIIEM L Tz,
9.8 SHEE

BIERRRICEHE L., B2 T0ICBHE LAYV S HEINKRE
TBHI L, —RICEMBENMETL TS, [7.428H]

10. tBE{ER
AENGEE UCHEYRHBEERCYP2CSTREf S N, il
BOFFREPRBCEEST 5. [16.45H,]

10.2 {HEER (HAICEFRT BRI L)

HH2%E BARER - BEBHE HF - R T

PRI FA 28 RIMKE A FIFT 282 | fHABICIE, MERET
ZIVKRZNT LT RE | MAH 20T, EHE | (FHOHERICED ., K
Al P OREEBBT 7% | MDY 27 HEENY
77 A RREH CHEEICRET AL 2BENSH 5.
FENEIA A AU
fRHESE
a-ZLayy—¥H
EHI
DPP-4fHZEH]
GLP-17 7 1 2~ 84
A >R B
[11.1.4. 16.7.1-16.7.3
PN

B

A2 E BRI - BT E #Fe - fElEET

HERRAEROZOME | AZROMHAICMAEIC | EERE TIEROEERY
& TR % 85 SRS | AF 2 T 215810 | IZEFHICL 5.
THEAEHALTVS | 13, BEREAEOHER
5 toREICEHOHEE
WRRAROMBERT | ERICEET L&D
e %2 ke 25H] | 1. KEloA >R >
B BT B E A D
1) FOLEEA BT EIZkBEEIA
)T IVEBRLEER | AERT S L,
FHEA
T4 T7T7— b RDE
5 MAEVATEA
TLT 7Y v
TR A O MR T
e %559 5 3HA]
7RLFY Y
BIEEERILVEY
FURIE AL E %

V7 7Y YED | VT oY LA | CYP2C8%EEET 5 2
CYP2C8ZFHET A | $HEEATUFY Y | LIk, KEIORH
DAUCHA%ETRT % | BEESNHEEZ S
EOWENHHDT, | Nb,

V77 Yy EHH
T 2IHA T M TR
WMEFFICBHEL, &
BB A AR & 1

952,

1. BIYER
WORBWERNH6bNB I ENHHD T, BEETDITITL,
HEENPRDONTGHEIIRE2FIET 572 S#tI 2 LE %
To52 &,

1.1 EXRZEIER

11.1.1 ©FE GEEARH)

DALY EEL ZVIIHET S ENHHDT, FE. 2
AREEN. ODASER - BuiE (BUh. #iE. DHE K
fg7KkEE) AAoNEEIRBEES 2RI L, )L— THIRAIS%
5T 50 EHEYRMEBEITO I L. FIODAEHEEDB
FNOHAHZDEBRDOEFICHRET AR VA Y EHFRAT
HEEICIE. DRZOBIBICERT A&, [2.1. 7.30 8.1,
9.1.1%M8]

11.1.2 268 (8.2%)
BRIMFEOEINICE 2 EEZZX 6N ZESRO SNEE
IZiE, BEHAVIEFIET AR B ZABEZTY &, &
NHEDMEIL K > THIERDPHE L2 WBEICIE. BEIZS
CTV—T7FRA (7uat I RE) OBREE2EET ST &,
[2.1. 7.1-7.3, 8.1, 9.1.12]

11.1.3 FHEREREE. |&E (GEEAH)

AST. ALT. AI-PEDE LW ER 24> FFEEE, &85
WHobONEZENDH S, [8.35R]

11.1.4 {EIFE (0.1~5%KIm)
MOBERFHAEE O T BEBERSHSDbDNE I D
H 5. RIMBERPSRD 5N-5E. KFIHBVIEHHELT
WAERRAEZ —BIChIET 2055 WIEEET 5% L
HEICKRET AL, 2. KEOHRSIC X O ARIMELER A
BHONIEEICREE 2 E0BMZENT % 7% St
BEITHZ &, 1277 L. a-ZLas ¥ —PIHEREOHHIC
KD EIMEERARD SNZBEICIZT Rz HRE5dT 52
Lo By RIMEERIEA > R) VHABICZL< A5 T
%o [8.4. 8.8, 9.1.2, 10.2&H]

11.1.5 EERIEREE (BEEEANHA)

A, B, CKER, mHRCRBIAr/ur s R
R ST ABARRIEDN D 5 bND Z EDH 5,

11.1.6 EEMHERN (BEEAHH)

FE, W, FEIRRE. HEORE (1RE2E) ER06N
7oA. B2 ICEXER. ECT, Mg~ —h—%0
WEEZERL. BEEFRDONEEICE, B2 L.
BIERERILVEVROBRESZEOMYI L NEBEZITH Z &
11.1.7 B EEOBER (0.1%KiH)
11.2 ZOitDEI{ER

S5%LIE 0.1~5%Kiif 0. 19 SAEEIA

A, B mER

— B MUMRED

ME LS, O
RN
=t LR
N
. FESH




5%LLE

0.1~5%1i

0. 1%

A

Pl e

RE. BB, %
D

HIkER

D - e, §
BRI, B
V. B AR
21N NN

BIAR

R, BHUTE.

iidi 1

AST. ALT.
Al-P. y-GTP
DLF

TR R

HEN, 55D

LUh

ENEE NN
BERL B

Z DAl

LDHKE O
CKo L5

BUNK U A
VNN N
EHRUAILY
7 LOETR, &
BRUREAD
HEhn, BYih

e 55
A BBz
BETREICES
b PRI A
TEDE(L

RN
PRI 1 BB
& DFERE I

%%ii‘l)

E1)
%2)
*3)

mOENT VD,

x4)

Mgz EREN 3» BICIEREE) 10175 2 &,
[8.2%M#]
SNEDERREE T, RSBV TETOFRIEE LAY

FHE, FEENICHE-THEDNDIENH D, BIE

TEORENRD SNIZBRIIEINZEEO T REME 2 &
BLUETZAEZITS &

14. BRALOFER

14.1 ZRIZZMREOER
14.1.1 PTPAZEO#HEFIZPTPY — r A S6WMDH L TIRAT %
XO¥EET S &, PTPY— FOBEAICK D, BOHALD
BEMEAFA L, BIZIEEL 2B L CHBRAREOEE
BEEEZHFET A ENH S,
14.1.2 KA EO EICOY TG ZBERHSE 2 EHET 572
O, K7z UCIRATFIRETH 5, £72. KTIRATAHZELT

R

15. ZDfthDER

15.1 ERRERICED 1B
BN CEM L BERIRERE 2R E LIEENR (10—
KRR — MIFFE) ICBWT, BIEDOFEY A7 I1TRE
FHREEBRZIROoNL» o7, BEIEOFREY XV 1E
NOTTREN: 2 /RIR S 2 EEM AL |E SN TV EY Y, [8.5,

15.2.15H]

15.2 FEERAREHBRICE D < 1R
15.2.1 v NRUO~ T A1224» BREEHERREORS L7125 T
&, 7 v MED3.6mg/kg/BLL EOBEICEERIEE A A 5 17z,

[8.5. 15.1=H]

15.2.2 FEEXBIFERE (familial adenomatous polyposis :
FAP) OEFLEHTH HMinv ™ AHEE (ras) sy
YROuY 7y y) 2EORGLzEZ A, EEEED
HRORESZHRSELLOBENH 507,

16. EMEE
16.1 MeRAE
16.1.1 RiERS

BFERAET (6f) ICIHIEE A7) ¥ & LC30mgx9HM 2HE
TREE) RIERROHRSG LIk, REMGEROEELEMEET CREE+
M-T~N) oMAEEIZ6~THE TIZIZTEFREIEL, RERSICK
HERBETZVWEDEEZLHNBY,
16.1.2 £MRHEEFEATR
(€409 YY0Ds#15mg [FFPI)
¥4 7' 4 v OD§ElSmg [FFP] &7 27 h R§E1S%, 70 AF —/)N—
FICEDEnZENIE (EF 7Y 5V ELTI5mg) BERABTICHER
BRI S UK CEIRAKUVKZ UCHIRA) U TSR R (AR E 2
BIEL. Bon-HE e/ /S5 XA —% (AUC. Cmax) 1220\ T0%E
FEX B I CREHRIT 217 - 72458, log (0.80) ~log (1.25) O#iFHMA
THO . WMEFOEENESEEPER SN

(1) KTHRA
HEINT A — % SEING A=Y
AUCo-4 Cmax Tmax tia
(ng-hr/mL) (ng/mL) (hr) (hr)
YA )y
OD#¢15mg [FFP) 7819+2023 799+190 1.6£0.6 | 7.0£1.7
77 b A%ELS 8444+ 1759 869+181 1.6+0.9|6.1£1.3

(Mean+S.D., n=20)

_3_

1000

800

(ng/mL)

600

e

X
400

i p

200

—e— LA/ 4/ ODEEI5me[FFP)
—O— 7/ hASELS
Mean=*S.D., n=20

IREfH] (hr)

(2) KIEUTHRA (72 s 2315137k TARA)

HEINTA—% BEINTRA—4
AUCo-4 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
S ) AV
OD#t15mg [FFP) 7864+ 2996 786+234 2.0+£1.1|7.0+1.8
77 b A%ELS 7651+1927 793+£238 1.9+1.0|7.0%£2.5
(Mean=S.D., n=20)
1000
S 800 —o— L/ U5 ODSE15mg [FFP
E —O— T/ MA$ELS
\%D 600 Mean=+S.D., n=20
X
LS
T 400
iz
& 200
O 1 1

0 8 16 24 32 40 48

EfE (hr)

MEBEL CICAUC, CmaxFED /8T X —4 13, #HEEOBIR, (KK
DOFREEEYL - REEOHBRMIC L > TREZWREEDT D B,

(E47'U9 Y >0D$E30mg [FFP])
¥4 7)) % »OD$#E30mg [FFP] &7 7 k A$E30%. 70 AF —/)N—
BICEDZhZNIE (CA 7Y &Y v &L T30mg) BEMABFICHE
BR[OS OKTIRARO7KZ UTIRA) L CInsEhRE(bkiEE %
BEL. B6NEYHRE/CT X —% (AUC, Cmax) 120\ TI0%(F
FEX A IS TREHRIT 21T - 7458, log (0.80) ~log (1.25) &N
THY. WM OEYFORSEEDS RS N0,

(1) XKTHRA
HEIRT A=Y BENST A=Y
AUCo-4 Cmax Tmax tia
(ng-hr/mL) (ng/mL) (hr) (hr)
S ) AV
OD$#30mg [FFP) 138603063 1384£351 1.8%1.1|6.9%1.5
77 b A$E30 14682 +3975 1382+435 | 2.2+1.4|8.7£6.0
(Mean=£S.D., n=20)
1800
1600 [
—e— L4 /)5 OD$E30mg [FFP
~ 1400 [ “
= —O— 77 RALE30
% 1200 _
o Mean=+S.D., n=20
o 1000 ‘
2800
g 600
= 400
200
O L L f L T ==
0 8 16 24 32 40 48

i§H (hr)



(2) KIUTHERA (72 b~ A$E30I3KTRA)

HENTRA—F SENTA—F
AUCo-4 Cmax Tmax ti
(ng-hr/mL) | (ng/mL) (hr) (hr)
S ) A
OD#$#30mg [FFP) 1339444205 | 1312+509 | 2.7+1.1 |6.9+1.3
77 A$E30 14021 £3813 | 1236+£369 |2.2+1.5|7.7£1.8
(Mean=£S.D., n=14)
1800
1600
_ —e— 474/ ODEE30mg [ FFP)
— 1400 | .
= —O— T/ MAFE3D
o 1200 " _
o Mean=*S.D., n=14
= 1000
2800
g 600
2 400
200
0 1 1 f 1 T
0 8 16 24 32 40 48
H#Fuﬁ (hl‘)

MEEFREL CICAUC, CmaxFED /8T X — 413, #EEOBR, &
WORMEL - BEEOHBREFIC L > TREZLARENH 2.

16.2 DRUN
BERASTF 8Fl) ICEEBELZEZICET 7)Y v ELTIE
30mgx BHERFEO#HSG LB, BRESICEVLTREMED TnaD ERE
&6 N7 DMK ER DB R E R/ ST A —FITRE 52T 0L
BEREICLAFEEIZIEAETVWEEZLNSY,

16.4 (X3
Y 7)) 5y ORENTIZF S a—L4P450 1AL, 1A2, 2C8. 2C9.
2C19. 2D6. BAADEROATFEIEELTW5, /2. EF 7YY Y
Vi3 b F U —LPASOSFRERER I 70V - A0RENE®EICH L
T. F b 71— AP450 1AL, 1A2. 2A6. 2B6. 2C8. 2C9. 2C19.
2D6. 2El. 3A4TIZEAEEER 5 272\ (in vitro). [10.28]

16.5 HEitt
BERAET (1461) ICZ=ERICEA 277 &V 2 & LT LE30mg % BifE
BOREG Lo, RPICIEEE LTM-IV~ VISP S h, B 54480
& ToRBRFAIMRITN0%TH 52,

16.7 E¥IEE{ER

16.7.1 RILKRZILD L 7H
ANKZTLTHE (IR IR F)VIFVR) [HRFOE
WRFEEE () 1L T 1HIEEA 7Y ¥V > & LT30mg%k7H
RHEOHREG Lz, ©F 70 %Y ORELER G LA &Et (R
ZAAE+M-T ~V) OMHIREIIESEEEDAO2EERFES COf
BEpPLTBD., £/ ARy L 7RO MAPEE#BE R OEH
EARICEEIAONTLARWY, [10.280]

16.7.2 a-2 LY —CREEH]
RV AR—AERFORIRERFESE (426]) oL, 1HIEEA 7
YHY e LTC0mgEEORE Lizk, 7)) 5 Y oEEteah
Hit REAE+M-T~N) OM+FEEIIREFEEDOANIEAIL K=
L L7 AMERSFOBERFEE TORRLALILTWVEY, [10.25
]

16.7.3 EF7F 4 RREA|
A MR U REBSHOBERAST (1461) 1L <. 1H1EES
JY &I LT30mgEFOFE Lz, €475V oOiEE(LE

Gt REMAE+M-T ~V) OIMFEEIZEF T &Y BRigE

BEOBBERABTFCOMELIAML TWVEY, [10.220-]

17. BRRREE

17.1 BHERUREMICET 555

17.1.1 EAEEASE T1E58R. S MAEEER
RERIREE M RIC, 1HIEIEA 7Y ¥ > & L T15mg. 30mgX
1345mgE R E L —EEREEHRZ ECEMERARICBLT &
HMAERBEDP M S NQ21B O BR ((hEENRE] ML) &
50.8% (417/821f) Tdp 24102,
S50, REIBREGHRE (28~48AML E#E) b, ZEERMER D
HbALCO FREEHEE L. (EROEEFEA5NT, KE LMEa > b
O— 6N TNERP),
EITEFSEIRBEAE1313.2% (128/96961) <. E4BUERITZE - & A
(7961) T o7z,

(REEE. EFEEDHD2ENERR)

17.1.2 EASE MEEER
1HIEIE A7) &> & LT30mg# 1 2% 5 LR HbAlc (JDS
) 131.08+1.47% (630D FHE+IFHERZE) OTENPRFD ST
619)0
HIfEFHFEIRSEE X, 16.9% (13/7761) T, FLEIERIZZE - & A
(9B) TH-7z,

(BEEL. BFEEICINA TRIVKRZILY L7 ElZ{ERDO2EFERR)

17.1.3 EASE IEER
1HIEEA 7)) V> & LT30mg# [128M#ES Lz R HbAlce (JDS
) 1%1.24£1.33% (566D FI9ME £ EHERZE) OTEFEDSNTH
,:.)20)o
BITEF RIS E I, 10.5% (8/7661) <. ELBIERITEFE - &< A
(3%1) TH-o7o

(BEEE EBEECINAZATa-2 LY 9 —CHEERZFERDO2ENE
PRi%)

17.1.4 EASEMEHER
1HIEEA 7)) V> & LT30mg# 16 S L7z R HbAlc (JDS
&) 1%0.91£0.89% (561D FHME £ EHRERZE) OTENFED SN TV
%)24)0
IERBEEORE SRR N67.2% (43/6465]) 1IcBH 6N, £
BITERIZE (66) TH o7z,

(BEEL. EREEICINZTED 74 RRERZERADO28UNERR)

17.1.5 EAREMEER
IHLE A2 %> & LT15mg# 1208/, Z0#%30mg# 16ERHE S5
L7z#E 8, HbAlc (JDSME) 130.67£0.80% (836 D F15{E + 12 # (R
Z) OREPEDONT VDY,
FERBREEORY 2 & TBIEMAA15.7% (13/83f1) IcRD 5N, Fi
BITEFZIRIE (3f1). RtEEE. EEREKROBNP LR (£26) %«
ETh-oT.

(BEEL. BEEEICINATA VAV VEKI7ZHERDO2EMERR)

17.1.6 EASE MABHER
IHIEE A 7)) V> & LT30mg#% 16 S Lz R HbAlc (JDS
) 1&1.22£1.11% (45610 FI9E £ EHERZE) OTEFEDSNTH
%26)0
ERBEEORE % STREIER266.7% (40/60f]) IcBH 5N, £
BIVER K IMEERE (2061) . ARAHMEREX O MMFALDHEM (F11461) 7
ETh-oTz.

18. E3pEE

18.1 fEFAE
EF T8I NI YR YREEDA A UEEELREICER LT
A VA VIR RZER L. B 2 EEZIH L, REEE S
JAEFAEEOMELETSE S, ZOEMAIE. 1 2R ViETED
FRTHHMEEAA 2 VEREEREZERLT S EICE b EHE
Hlans?,

18.1.1 KRIEHEWICHIT D VAU V{EFRERE
Wistar fattyZ v bO#EEEL I AHICBNT, 1 2R Y OER (F7)
a7 AR RUBRETERER) 2HE®RT 5 (ex vivo). &7z,
Wistar fatty 7 v b QRIS E BRSO SRR M Ic B LT,
A2 YOER (L3 —AR(ERORIEE S HITEER) 2Ry
%% (ex vivo).

18.1.2 FFICBIF B0 VAU V{EREHA
Wistar fatty 7 v MZBWT, FRIZBI 2 7L aFF—EOiEEZ T
Ly ZV3—=2-6-FKR7 75 —EOEEZE TS, FEEEZIH S
% (in vivo).

18.1.3 41 VAU U ZHIFMERIEE
Wistar fattys v b OBEAFICBWT. ER LA Y 2 U ZEGERY
A VR) VRBERBEEDY VBLEEE L. RAT 7 FINAL )T
b= -3-FF—XDERETTET 2% (in vivo).

18.1.4 TNF-a E&INHIER
Wistar fatty 7 v MMIRD 5 N2 EEH TNF-a BETLEZIIHI L. 2
NEWAT L CHIMBEZ 8ET 5% (in vivo).

18.2 HEREBISEIER

18.2.1 AHEE, EHREOAO2RBERFEE ICIHIEEA 7)) ¥ >
ELC30mgz 12BMHR G L —EEMILEREICH VT, ZERIMIE,
HbAlcO R, 1,5-AGO ERADED 6N TNEY,

18.2.2 AEEE. EHEEICA T AR L7l 2 (8 o 2804
FRWRBFICIHIEIE A 7)) Y > & LC30mg# 1 2BREMFARS L=
BEEMRILEHARICB LT, ZEIRME. HbAIcO T, 1,5-AGO L5
A > 2 Y OTREPRO SN TLBY,

18.2.3 AHEE, EHEEICMA TRZ ) R — A ZHERATO2EERFRE
FICIHIEEA 7)) &Y v & LC30mg# |6EM RS L ZE5HK
HEERBRICB LT, EERME,. HbAICO FESRD 5N TS,

18.2.4 AEEE. EHEEIMZ TA MR I U 2 EAFORIERFR
FIZIHIEC A 20 ¥V > & LT 15mg# 128/, Z0#%30mg % 16/
BHRES U “EEREERBRICB LT, EERME. HbAlco T#
MRERHENTNBY),

18.2.5 BHEE, EHEEICMA TA > R > 8EI% T 028 RR
BHFICIHIEYA 7Y 7> & LT30mg# I6RMMFRES LB
MHEEREICB VT, ZERIIE, HbAICO REATED 5TV 2%,

18.2.6 1 > 2V VIEFIEZH T 5 IEMI2ENERFE € T LEY (KKAY~
7 A, Wistar fattyZ v k) IZBWT, BIERCEA > A VIMAER
BET 5, —H. A VAV YREZDIBBERRETLEY (A LT
VY URERET v M) OEE. E¥T v b (Sprague-DawleyZ v
b)) OEEMEEICIZEHZRS 5118932,

18.3 MitHERECEIER
A YA EFEEER L. MEEERE £/Rd Wistar fatty 7 v b RO
Zucker fattyg v MIEF 7)) &V 2210~ 12HEHS L. 208 E
BICTINI—A%2BO/E LA, L a—-2ABE5HOMES )L
I—ZA EFOWHIROA > A VBRTBOBEEEED 5N TN EHE2,



18.4 4 VAU ViEHEHEER

18.4.1 AEEE, EHEEDO A IIEHFE, EBHRIEICMATAILK
U LT R EERFOEBEREEEICIHIEYA 7Y ¥y LT
30mg# 1 2B S U7 B REERE (Va2 —R - 75 0 H) 108
W RAEHEBR O OBV IAHED ERENIED 5N TN BHR 3,

18.4.2 4 R ViRFUEE A L. IEREIERIE T d 5 Wistar fatty T v
t R OB T & % Zucker fattyF v MCEF 7Y &V 2 % 14EREERS L.
0B ABICA YR Y ERRE LI LA, A VR VEREHROIME
ETOHEENFRD 5N TVEHDD,

18.4.3 EMEERIE Cd AKKAYY 7 AOMEED 7)) O -7 VES K&
OV B R I AE A O ARRR A ET 3~ D > R ) > IR O BEER 0 A 7
NS e 5%,

18.4.4 FETHELREFRAR T d 5 Wistar fatty T v s OFF 2 5 OREELE % fH]
L. REHEEIC B 2O &ED 57,

19. BRSICET SIBLFMNAR
— BT 7)) & ViERsE (Pioglitazone Hydrochloride)
{t24 : (5RS)-5-{4-[2- (5-Ethylpyridin-2-yl) ethoxy] benzyl}
thiazolidine-2,4-dione monohydrochloride

43730 ¢ CioHaoN205S « HCL
T8 392,90
% K EEOBENIEEEDM R TH D, N N-JAFILKILVLT
IRNERY ) — LR RBETR T, T8 =)L (99.5) 12
BIFICK L, KITIEEAEB T2V,
0. Imol/LIEREITEICIE T %o
N,N-YAFIARNLT I RER (1-20) 3hEtEE2RS 7%
RS
=2 S
H
HsC Z N (S
[ /Eo - HCl
X o oF TNH
R OPHE RN

20. HRL EDER
7 IO -HEHBRER TR TRET 52 L,

%22, 9%
(E47'U9YvODsE15mg [FFP))
(PTP : #Z/EHIA D) 1008E (108€ X 10)
(E42'U5YvODEE30mg [FFP])
(PTP : #Z/&&IA D) 1008E (108E % 10)
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