6CO9NY

* 202683 HNET (BE2h)

& (% B EtERS BES
20244E3AHET (1K) 3060
E%gfﬁ‘f 1 VAU ViEHaER
SRR < 3 -2 BIEPR AR
EZ 7'V 9V UIERIE O A IR
O N \Y
NN EZ9'U9Y > 0Ds:15mgiNpi
N O N\ \Y
WA EF 20U 20Ds30mgINeI
Pioglitazone OD Tablets 15mg « 30mg “NPI”
OD#El5mg OD#E30mg
FKEREES | 22300AMX00124000 | 22300AMX00125000
) EE-EASOMFEIC K VERT AT BRFEEMA| 2012667 20124F6H
6. AEERURAR

2. B2 (ROEBEIICIFRELBVNTE)

2.1 DAZOBERFLDAZOEEREDD 2 EE (B
BRICB W CERMEEOEINES REEOELEE
ZAONBLDEEBOEMAASNTED., /-, BEKHN
WCHDALEZEED L VEFRELLEDORENH 5,]
[11.1.1, 11.1.2 ]

2.2 ERET b= A, BEREEEE X IATEE, [ BRERE

DEE [k, 1 VR VICK2ER L RSMED 2

EREE T2 5.]

EELTHEREDH 58BE [9.3.1 BE]

HELBREREDOH HEE [9.2.1 ]

BREREE, FIag. BEELNMEOHHBE [

2V VESIC X A IMBEEESLEE NSO TEAFOBRS

1338 & 7, ]

2.6 AFNI OB IR LBEIEDOBFEED H 5 B

2.7 HIRXIIHIR L C W ARRER O H 240 [9.5 2]

2.3
2.4
2.5

3 527N
3.1 #HR%

Hi7es

v 7 4 > OD#ElSmg
[NPIJ

¥ 71 ¥ > OD§E30mg
[NPI]

GRS
(18EH)

(HR) exr795J >
1HFEE16.53mg
(€427 %> ELTI5mg)

(HR) exr7vsy >
HEREIE33.06mg
(K451 & LT30mg)

D-v>=hF—J, HLRXT—AFMUTL, EROFV
Fa¥lltllu—A, JOAKRE Ry, Z750—2Z, 1-
A=)y ATTY) VBT T L

INHNAl

3.2 ERFIDMEIR

Y7 % > OD§ELSmg | €4 7)) Y > OD$E30mg

e [NP1J NP1
EN He~HEEEOERA D ORI
.
" \teeJ \&yJ
o
I 2 [—
B 7.0mm 7.0mm
Es 2.6mm 2.7mm
HE 120mg 120mg
Al — R NPI 140 NPI 141
4. WEEXIIHR
2BUNERRYR

U, FEOVITNHDEETTIRBUMRAESNT A
VAU VEREDNEESNBIBSICRS.
1.ORSEEE. EEEEDH
QREEE. EEEAICIATRILKRZILY L7 EIZER
@%i?ﬁiﬁ EEEEICINA Ta-Z LY —EHRER
A
@REBEE. EFEEICIIZATED 74 RRERZER
2.REBEE. BFEEAICIAT, VAU VHFZER
5. MEERITHRICEHET ZFR
AEZFERT HHHIE. A R) VERESHEES N SR
FIRET B & o v 2V VAU D HRIZERE (Body
Mass Index=BMI kg/m?) T4 EHZB0iEA >R~
SURBE S ZERERF AR A > 2 Y UET5uU/mLEL E& T 5,

(REEE. EBEEOHDBEENUREEL. EFEEICH
ATCRIWKRZIDUT7EIRGa- WAV —ERERIELL
BET7 >4 RRERIZERT 3158)
EE. RAIKIZEE 7Y ¥y > & LTI5~30mg# 1 H 1[EE
BRI IHAERICEO®RST 5, B, Wil Ei. ER
ICKDBEEIEBRET 575, 45mgz LRET S,

(BRSEE. EFEECINATS VAV VREIZERT 3158)
WE, RAICIEEE 7Yy & LT 15mg# | H R LT
XIFHBRICREORE T 5, b, Ml Fih. ERICEK
0 EEHEET 25, 30mgE FRET S,

7. BENUREICREET R

7.1 FEPEBNZEICZRESNTNEDT, XEICHRES
T2EEE. FEORKBICEEL, [HIE Mg, 5#5
RGBT A ENEE L, (8.1 11.1.2 ]

7.2 1HI1EB0mg»? 545mg Il & U 722 IIFEDSFBL L 72678
ZLAHHNTVDHDT, SmgliEET 255101E. FE
OHFUEET ST & (8.1, 11.1.2 BHE]

73 ARV Y EOHARKICBVWTIE., FESZBESNT
WaAHZERS, IHIESMg? 6/ E5x2MIRT 52 &, K
Al BT 258 TFEECDA2OER - #iEE+51C
BRLLENPSHEEIITS>Z L, 2720, I1HEEL L T30mg
AW &, [8.1. 11.1.1. 11.1.2 &Hg]

7.4 SiwE TlE. 1HIEISMg» 55 %2R T 5 2 EPEE
LW, [9.8 2]

8. EERBEANIER

8.1 MERIMFEEBOEIIC LD EEZ SN2 FEAFEHIR I FHH

Ly R O0REBED L VIEIHET LI ENHHD T,

IRAIF OFEE, SHULAEEM, EROZ(IERL, %

EHRHONHEITTES ICARIORAZFIEL, %2

2EOBEFEEREEIT S &, [7.1-7.3, 9.1.1, 11.1.1,

11.1.2 ]

DERBEERLODEEEAPHSbNEIENHLDT, &

HICODERBEZITO 2 ETDICBEL. EEFROS

NIBEIR3HRE2z—RKHET 2052 VIIHET 5% &

EEIRET 5L, [11.2 SH]

IO HRERE 2 F 9 2 4 ERELRIGEITIIERICH

MREME 2 EE L. BREPRD 5NLBEICIIRGE2FIE

5% EEYLNEZIT) 2 L. [11.1.3 ZE]

8.4 (RMMEZEL I ZENHBHD T, BEITH LIRMEELEIR
BOZDWHLFEIZODWTHIHAT ST & [9.1.2,
11.1.4 28]

8.5 KAl G SN/ BE CHEMEBOFRE ) X7 HPEINY 5]
BEEDPTRIEEETCELVOT, DLTORICERET 2
o [15.1, 15.2.1 ZH]

- BRERRETOREICIFRE RIS &, T2 RIS,
[ENEE DOBL Y 2 B 9 2 BEIIIARB OB MK O fE ik
EHoICBRE L ET, REOW B2 HEEICHET 52
s

- BERIRICEL S BENIIZOFRICHEMEIIED Y
A7z +RICHRAL T 65T &, Tz, HKEH
IR, SERR. FRIRIESE DR RO 5 7z E I,
Eb5IIRZ2THEIBEIEET S &,

- BEHE. EHRNICREES S ERL. EEVROON
7BEITIE BB ZITO 2 & £y BERTR
LikHEL T TABEERTO I L

8.2

8.3



8.6 ®59 AFAICIE. MFE, RIEZEHMICHEL., EHo
BERZENP D, 35 ABERES L CHEIR+D2IBEITIE.
R IMMDIBBRIEADYIOBEZ 21T &,

8.7 2B MAE RIS RV, BEIRIBIERIERE S E(L T 26105
HEDPHENTBY., FENCBWTHMEFVPHLHDT

B9sT k.

8.8 (EIMMEERZEIT I EAHHD T, BFfEE. HEED
EEHEIIREL TCWAEEIIRET AL ICITEET S
Lo [11.1.4 B8]

8.9 -7V a v ¥ —YHEAIE AR HSMgDO MR ICBI R
SHIFEZL TV YL (FERRIZIZEAERWV),

8.10 a-7 N3 ¥ —FHEH., ANKZLT L7 REH KT
KB O3RN % AT E T 256 0REMITHEILL TV
Vo BRRREEREL V. BWEARREIE L 72 5 ER\ A
BOLNTWD,

8.1 €774 FREAEAANIHSMgDHAHICH T L2
RIS L T2 (FRRBRIZIZEA SR W),

BENDEREEIIEEICHT IR
GHE - BIEEEDH S EE
O DAREREDSZNDH D 0EIEE. BOVE. (DB,
SIEHVEEEDMREDNDH D ES
BIRIMFEOEMIC KD DAEERIESEIBZNNDH
%o [8.1. 11.1.1. 11.1.2 =HR]
9.1.2 EMEZER T BZNDH I UTDEEXRIFIRGE
B N ERAHEER 2 IR B RS
CREARRE. JUERRE. AHBIZAEER. AEE
HEORNE I FEFIREE
L WETES)
CBEO 7 IV — )VIBEE
(8.4, 11.1.4 =f&]
9.2 BiEESEE
9.2.1 EEREREIEEEE
BELEWT &, [2.4 8]
9.2.2 BEEEEEE (EELBREEESEEZR)
EHEILHRESTH &,
9.3 FFigEERESEE
9.3.1 EERRITHEEEEEE
BELLZWI L, RAZFICHRETRE SN0, B
BT HrBENI D5, [2.3 =HR]
9.3.2 [FkEEEEEE (EELITREESEEZIR<)
EHEIRET 5T &,
9.5 1FiF
IR ATIER L T WA RO H S I id 5 Lz n s
Lo Tv FREERHREHETIE. 0mg/kgll LOBET
it - lRRFECROSEE,. HERDOEFROKMEL, VI F
BERRRSHE TIE, 160mg/kght THEIM DIET
WBRENENZNIFL IR - REFETEROSEEIS A 5N T
Wb, [2.7 ]
9.6 =7LIF
BB LOBEREROBARBEOASEEZEE L. BAOMH
gk EEET A, BYMER (Sv ) Tt
FRABITT A2 EMRESN TS,
9.7 INR
NREERE UERRHERIIER L T,
= b
BERFBUICER L, B2 +2ICBR Ly o EHEICK
5942528, —RICEEBREMET LTV, [7.4 ]

10. ¥BE{EA
FANGEE UTHENRBHERCYP2C8 TH# . fthic
BEEODFRPRHICHEET 2. [16.4 2]

10.2 HEER (HACERTSZI L)

9.
9.1
9.1

9.8

HHIZE FEAREER - 1B A B - a1

M PRI 2R (KIMKE % FIL T 5 8| HHHRBICIE, MER
ANKRZILI LT | FNDHBHDT, & FNEHA O ERIC X
SREEH REr o5 %2 0. KIMEOY 27
CUTFA RRE T 50 SEEICRE | PENT 2820
Al TBHI &, H5o
HEHEA ) v

FUfEESE

a-7 I av Yy —

YIHEA

DPP-4fHZEHA

GLP-17 + 1

BUA|

A A v BHE|

[11.1.4, 16.7.1-

16.7.3 2H&]

EAIAE

HARER - 1B IE

W7 - fEbRA T

HIRIEHZE RO 2D
MKERE T EH = iR
NILEE T 5 A %
HFHLTWRES
TERIA O kg
B NEF % 18589
% HEH]
B A
) FOLEEH
)7 IV
BEIHEA
74 75—F%
D RE MAE TR
Al
TLNT 7
PR F 2 0 I8
B RVEH % 599
% A
7T RLVFY Y
BIBERERILE

N
FRORAE AL E >
%

FEREOMRICINAE
IARH % BT 215
HITIE. BERRAZE
DFR EOREEICE
HOMEAEERICER
THEEBIT, KA
DA > A G
WEERPIDS
LI KBEEITS
FEITHI &,

MAERE TR D15
NI LS.

V77 eV ED
CYP2C8%#HE T 2
#F

V77 vEY et
Hesee470%
v v OAUCHS4%
BERT 2 E0MED

CYP2C8% &4 %
ZEickn, KA
REHEES NS &
EZZb6N5%,

HBEDT VT 7>
EY U EHHT 55
T MR E TR %
THIcBE L, BE
TRIBEIT TR %
295 &,

1. gEA

ROBWERDBH5bNBHZENHHDT, BEE2+HIT
W, BESRDSNEEICEERS 2T 5% S
WMEEITH T L,

1.1 EXLENER

1M.1.1 DAL (BEEAR)
IDREDHEESR B WVIIFIET 5 ENHHDT. FHIE.
SEULREREN, DARSER - B (Bh. #13,
DA KE) A SN BEICE RS EHIEL,
L—THREE =& E53 5% EH G MEBEZTS 2 &,
BICDAERIEOBZNOH 2 DVEROEEFICKET
HERA VA Y EMHAT AERICIE. DAZOEIEIC
HEITSHIE, [2.10 7.3, 8.1, 9.1.1 =]

SPRE (8.2%)
BEROFEBOMEINICEL S EEZ SN FEITDO 5N
T2EEIZIE. BED S WIEHIET 2 EH@) LB %
A2, TNHDABICE > THERSHE LW
BEITIZ, BEISUTL—FFIRAE (7ut 3 )
DR EERERBTH L, (2.1, 7.1-7.3. 8.1, 9.1.1
i

FrigREREE. &8 (BHEAH)

AST. ALT. AI-PEDE L W\ FR %45 iFlaErEE,
BEHASHSDNDEIENH B, [8.3 ]

{EM#E (0.1~ 5%HK)
OERBARE OME T, BRIEER D S5 b B
ZENDH B, BIMBEERPRD SNHE. KElH 5
WIFHFA L TV A EREAEZ —RICHIEdT 505
AZVWEHET AR CEEICRETAI L, o, KA
DOFEIC & D EMBEERD RO 5N ICIIHEE 2
EUREMEENT AR B GABEZITH> &, 272
L. -7V a3y —YRHERE ORI K DR IMEE
RHED 5 NTHBEICIE T R ELEET AL, &t
B, EIMEERIZA 2D VHEARICZ< ALNTY
%, 8.4, 8.8, 9.1.2. 10.2 =H&]
IEIUEARIARAE (S REH)

R, B CKLER. MR URFI4AZae s
FRESBE T HIENGHMBES S5 DbNE T ENDH
e

REEE MR (SHEEREH)

FE EE. PIREEE, MEORY (18E8E) FHR
OS5 NHBEICIE, ELDICHE X, BWERCT, W%
TN —EORELFERL. BENTOSN-EBEIC
&, BEEFRIEL, BIBERERLVEVHIOBREEDE
Y MEZITH &

1.2

1.3

1.4

1.5

1.6




11.1.7 BBBEOBE (0.1%AK0%H)
1.2 Z0fDEHER
5%LL E

0.1~ 5%
A, H ki
D I MRIEAD
MEEF. OF
H:i»g jQEZ)\ ‘D
BXEE®,
BiE, WEER
B BRI
B, WE. 7
S FE
=D - g, §
B, B
. BB, BEER
fE B, N
{EH. BARTTIE.
BARIR
AST. ALT.
Al-P. y-GTP
DLF
HEWV, 5S5D
=, BHR. IRE.
BRI iRk
LU
BUNKU AU
LOLER, BE
BEOAILT
LOE TR, {AE
K O FRER A O 38 | 75 14 18 B RE
. Bilh DE(
E) M2 ERRN Gy BICIEREE) 1275 2 &,
E2) [8.2 HHE]
#3) HEOEFRBE T, ZHICBVLTBITORBSEE LRSI 6N
TW5, BENOEBERT -y N— 22 AW EERECIER
Hio, A MRV VEBESEFRAI LB L CES Y Y Y VI
BIEEHEMANCB W TERDOY 27 OEMAERD 5T WV152,
. AEENICE-THEDNEZENDH D, BABTHEDOR
HEHRD S NGE I EINFBO TR % 558 L) 2 0E %
752 &,
14. BAEDFR
14.1 ERIZHFOFER
14.1.1 PTPEZEOEFIIPTPY — 25RO E L TIRAT %
KOEET L&, PTPY— MOFRARICE D, BELE
AP EEREATA L. BICIEELE B2 L THEE
AREOEELAMWEEZIHRT LI END 5,
14.1.2 RFNIEFEO LICOE TERZBZE ST 2 EET 572
O, Kz UTIRAMETH 2. 7. KTRETAZ
EHTE S,

15. ZOfthDF=

15.1 ERRERICE D < 1Bk
BV CERE L RRREE 2R E LBEEMR (1048
ORI A — M) ICBWT, BREOHKED R
TIHEI N BERZIRD SN ar > 125, BED
FE) A TBINOFREEEZ TR T 2EZHELRE SN
TWw239, [8.5, 15.2.1 BHH]

15.2 FEERAREHBRICE D < 1%

15.2.1 T v bR~ R1224» AMEFIFEOHRE L-iEET
&, v MED3.6mg/kg/ B DL EOEEICBEBIES 5 A
517z, [8.5. 15.1 ZHE]

15.2.2 FEEEKRBIRIEE (familial adenomatous polyposis :
FAP) OETLEYTHAMIin~v 7 AIZEEE (oY
FIROATTIYIY) 2ROKE LA,
FEEOBROKRE SEHR ST EORENH S,

16. EYENEE

16.1 MOGEE

16.1.1 RiEKRS
BERABT (661) ICIHIEYA 7Y ¥y v ELT
30mg#A9HM (QHEBIIMKE) REROHKS LR, R
B R OEELEMEET (RELE+M-T~NV) @
MmAEEIZ~7THE CIZITERREBIEL., REKRS
ICEAEREIZVWbLDEEZSNBY,

16.1.2 EYFHIEF AR

(E47'U5Y>~0Ds15mg INPI])
Y47 ¥ > OD$ElSmg [NPL &7 7k A§ELS%
TUAAF—=N—=FIZEDEFNFTNIE (X TV ¥~
L LC15mg) BEMASFICHERERORS (KT
RE R O7K7 UCIRA) U TSR RE(bABE 2 8
E L, Bon-EYHE/NT X —% (AUC. Cmax)

0. 1% | SHEEANH

mlﬂﬁézl)

TEERE:

BBUE

HILER

FiF Rk

T ER

B
BV
D FNE X

Li%%iﬂ)

Z Dfth LDHK O

CKo» k&

B, 5>
2 A BB
AN
I D IR

*4)

12DV T0% (518 X RV I TREHRMT 217 - 7 /5 8.
log (0.80) ~log (1.25) D#EEHANTH . WHIDE
MZRESEIER S N0,

(1) KTHRA

HEIST A =% BEINTA—4
AUCo-4 Cmax Tmax Tz
(ng - h/mL) | (ng/mL) | (h) (h)
O‘Bgﬁﬂgg&é || 781952023 | 799190 | 1.60.66.96+1.69
7 bG5S | BMAE1759 | 869=181 | 1.620.9]6.12%1.27
(F5E £ Z¥FZ, n=20)
(ng/mL)

1000 (PHfE+ B¥FE, n=20)

—e— U4 7) 2/ OD§E15mg [NP1]
-0- 77 b A$El5

800 |

600

WESSRTEE

400

200

24
[}

32 40 48 (h)

(2) Xz UChRA*

HEINT X =5 BEIINT X —F
AUCo-4 Cmax Tmax Tin
(ng-h/mL) | (ng/mL) | (h) (h)
O%%fsxg[{q& || o429 | 786234 | 2.0+1.1|6.98+1.85
77 A5E15 | 7651+1927 | 793+238 | 1.9+1.0|7.01+2.49
X7 7 b A$ELSI3/KCARA (F9fE £ 28R ZE, n=20)
(ng/mL)

1000 (FH91 + I, n=20)

—o— /1) ¥/ OD$E15mg [NPIJ
-0- 77 b A$E15

800

600 fy

WEFCRA TSR

400

200

24
S

(E#2'U 5V >~O0DgE30mg [NPI])
A7) 4 > 0OD$E30mg [NPI] &7 2 b 2$E30% .
JUAF—=N—=JRICE D ETNENIE (EF TV E T
L LTC30mg) BERASFICHERERORS (KT
BRA R O7K%Z UCHRA) U IR R (LA E %
E L. Bon-EWEHRE/INS X —% (AUC. Cmax)
12D\ T90% B HE X BIE IS THEHBRIT 21T - -/ 2.
log (0.80) ~log (1.25) Q&EHENTH . WA DA
MRS SR SN0,

(3) KTHRA

32 40 48 (h)

HENT A =% BENT A=
AUCo-4 Cmax Tmax Tz
(ng-h/mL) | (ng/mL) | (h) (h)
| AV
OD##30mg [NPIJ 138603063 | 1384+351 | 1.8+1.1|6.93£1.49
77 N ASE30 | 146823975 | 1382+435 | 2.2+1.4 |8.68+6.04
(E5fE £ EEFZE, n=20)
(ng/mL)
1800 (P B, n=20)
1600 —e— 7)) /> OD§E30mg [NP1]
-o- 77 h Z$E30
1400
il
*gi% 1200
*
7 1000
I 1
& soo ffi it
1 H
600 Ha
400
200
0 .

40 48 (h)



(4) K1z U CHRA™

HENRT A= BEINT X —H
AUCo-s Cmax Tmax T
(ng-h/mL) | (ng/mL) | (h) (h)
AV
OD3$#30mg [NPLJ 1339444205 | 13124509 | 2.7£1.116.93£1.25
77 NAFE30 | 140213813 | 1236+369 | 2.2+1.5(7.73+£1.82

T T+ AFE30IK TR
(ng/mL)
1800

(PHfE L BHERZE, n=14)

(P8 R E, n=14)
1600 —e— U771 572 OD§#30mg [NPI)
-0- 77 } 25#30
1400 } 7,
s i
%_E 1200 |}
*
Z 1000
1t
& 800
B
600
400
200
0
0 8 16 24 32 40 48 (h)
B
MAEFEEL CICAUC, CmaxZEn/ /8T X —7 1, #
BRE OB, RRORIEIE - RHFOHBEEFICK -
TELZLAREDPH 5.
16.2 ORIN

R AET (8f]) ICZEERIIRBICEF TSI
ELTLEBOmgz HEREOHE LR, BREEICB W,
TREMED TmaxDEE D & & N iz DM R E L {ED
HEYLRERIST A —FICRELET R, BRIZLS
HEIFEAERVWEEZ NS,

e

A7)y oRENCIETF N7 a—L4P450 1AL, 1A2,
2C8. 2C9. 2C19. 2D6. 3A4DEE O TENPEE L T
Wb, ¥/ A7 UV Vidke b F b7 a— AP4505
FTHEEHI oY -20RBEEICH LT, Fhro—
LP450 1AL, 1A2. 2A6. 2B6. 2C8. 2C9. 2CI19. 2D6.
2EL3A4ICIFEAEEERE 22012 (0 vitro). [10.
2]

Bt

BERAET (1461) 1ICZ=ERICEF 7Y F & LT
1[E130mg % B EiE O# 5 U7z, RAPicidEE LTM-IV
~ VISRt S 1. 515480 & T RIERPHR R
#930%TH BV,

16.7 EYEEIER

16.7.1 ZILRZILD L 7Hl

ANKZLIVTRI(TIRY TSI R TV ITIR)
ERAFOBERRES 9F1) oL, 1HIEE S
T &y ELT0mgETHRBRO®RS L2k, ©F
TV OREAUE R CEELEY &R (RELK
+M-T ~IV) oI E L EEIEE O & O2RIER A
BETOMBEAPLTBY., /20 ALKFZLT L
THROMABEHBEOEAEARICEEIAONT
Wiz, [10.2 2]

a-7' Va9 —EREER

RV AR—ZAFERFOBERREZ I LT, 1H1E
EA 7y LT0mg A RORE Lz, ©F 5
Uy OEEEEDER REME+M-T~V) ®
I B EO A UL AL ALY L7 AER
OB RIREBE TOMME LB LT VB, [10.2
%]

EJ7 4 RREH|

A MRV VREZSFOBRERASET (1461) 15t
LT, IHIEIEA 7Y ¥V v & LT30mgafEO#s L
el B )y oEELEmAR (REMK+
M-I ~) OMHEEZEF ) ¥ B EED
BERABTTORELELILTNAEY, [10.2 BIE]

17. ERPRRYIE

17.1 BMUERURSMEICEIT 255

17.1.1 EIRN#HEASE D 185H5%. S5 M4REHER
JRIBEROREBHE RIS, IHIEEA 7Yy &L
T15mg. 30mgX|345mg% %5 L7 —EE ML EGAER
EECREERREICB VT, BA RS » 3
S8l oeER ([HEEWE] k) 1350.8%
(417/821f51) Td 29112,
S5, BHESHE (8~4EML EiRE) TH,
Z2 [ R MM % O'HDbALcD R RE IS RefE L (A O RFS
magnf\ﬂibtm%:ybu—»ﬁ%6nfm
5223,

16.4

16.5

16.7.2

16.7.3

BIVEFAFEIRSERE1313.2% (128/969%1) T, EZEIEMA
VXIFHE - &< A (T96]) THoT,

(BEEL. EEEEDH D2BERR)

17.1.2 EASE DEHEER
1HIEIE A 27 # V' > & LT30mg% 1 28RS L7k
. HbAlc (JDS#E) 1%1.08+1.47% (630D 15 1E
+HERREZE) OTRESROLENT NS,
BIfEFAFIRSEE X, 16.9% (13/7761) <. E%BIEH
T - <A (9B)) THo,

(BEEL. BBEECINATRILVKZILY L 7EIZERDO

2BUHERRIR)

17.1.3 EAEE DR
1HIEYA 7)) %V > & LT30mg# 1 208R% 5 L 72f
F. HbAlc (JDSfE) 131.24%1.33% (56{5 o F15 {#
HZHRFE) OTFEIPRDENT V5,
BITEFRRIRSE 1. 10.5% (8/7661) <. E72ENEM
L - <A (B THoP,

(BEEE EEEEICIZ Ta-2ILaY 5 —EHEER%{ERA

thD 2BUHEFRYR)

17.1.4 EANEE MR
1HIEEA 27 ¥V > & LT30mg# 16 MRS L7
2. HbAlc (JDSIE) 130.91+0.89% (5561 F# &
+IEEFE) OTNEFIROENT NS,
BERBREEORE 2 & CRIERA67.2% (43/6461) 1<
Boon., EBEWERIZEE (661) TH-o72%),

(BEEL. EBEECINATES 774 RRERZFERADD

2BYFERRIR)

17.1.5 EAE DEHEER
IHIEIY A 7)) &V > & LT15mga 1 22BR. D%
30mg % 16AR %5 L7z #55%, HbAlc (JDSIE) 130.67
+0.80% (B3PI DFELIERERZE) OREISRED S
nTns,
R REEORE 2 5 CRIERAN15.7% (13/8361) 12
Roon, EREWERIZEE GF). RKietEE. Lk

R KR UBNP LR (£26) % ETH -7,

(BEEE. EFHEEICINZ TS, VAV VRE =ERDD2ENE

Ri%)

17.1.6 EAE MEHER
IHIEIEA 7Y # V' > & LT30mg% 16ARERS L7k
H. HbAlc (JDSfE) 131.22%1.11% (4551 o F15 (&
HZHRFZE) OREPRDOENT V5,
ERMEEORE % & CHIERH66.7% (40/60f1) 12
RO oN., FREWERIGELEE 2061) . KAy
K OIMAPLDHEN (F116]) =& TdH 7229,

18. EEFNEFIE
18.1 {EFHER
AT )E) 34 VR VRBEDA VR UiEEE
DREICERLTA v 2 ViRGiEZ @R L. FIcB T2
PEEAZIIH L. RHEHEEICB T 28 A2 50 g%
BTRSE2, COERIR, AR VEREOERTH
HfANA A UEREERE L ERLT 22 LIck
B LRI N BT,
O REEREICBITD AR VEREHE
Wistar fattyZ v FO&EL I AFHITBNWT, 1 VR
VYoM (7)) a—7 ARk ORETTEER) =
HEd 5 (ex wivo). 7. Wistar fattyZ v kOl
SEHRUE BRI R O BABERE AT MR IC B LW T, A >~
29 Y OER (Z)La— ALK OIS E & Tt E
F) ##T 5% (ex vivo).
.2 FRICSIF2 40 VAU RS
Wistar fattyZ v MZBWTFICBIT S 7L aF+—
YOEEZTEL, Z)Va—2-6-FA7 7 ¥ —YDiF
HERETN S, BEELFT 2P (n vivo).
3 AV EEHMERISE
Wistar fattyZ v b OEEFHFICBEWT, KT LA >
AV VRERBROA VA VREEEED ) VLR
EFEL, ART7FINA ) ¥ b=L-3-FF—FD
EEZTTET Y (n vivo).
.4 TNF-aE&HHIER
Wistar fattyZ v MMIFR® 515 BEHTNF-aE 47T
ﬁ%iﬂlﬁﬂb\ INEWAT L CEIMEZBERET 5% (n
VIvO) o
18.2 PERBIAESIER
18.2.1 BEEE, EHFEOLO2EERREZICIHIEE A
7)) & LT30mg# 128G L/ —EEMHE
AERIC B LT, ZIERIINE, HbAlcD RFE 1,5-AG
DLERENRDENTNBY,
18.2.2 AEEE, EEHFEHEICMA TALKRZILY LT A% fE
AR O2EIERFREZICIHIEE A 7Yy e LT
Omg# 1AM MtRKRE L —E5mHEaRIc B L

18.1

18.1

18.1

18.1



T, ZERFIE. HbAlco Tk 1,5-AGo E&, M
A YA YO TREDPRD SN TNEY,

18.2.3 BEEE, EFHFEIIMA TR Y R—RZ2HEHFD2
BIRERREE ICIHIEIYA 7)) V2 & LT30mg#% 16
EEGHBREG L. —EEmEEBEBRICB LT, 2ER
M. HbAICO RN RO 5N T 522,

18.2.4 EZEE, SEHFEICMATA bRV I U E2FERFPO2
BERREBEICIHIEYA 7)) ¥V > & LT15mg#12
A £ 0%30mgz |6EBHAHRS L —EEREE
RERICBWLT, ZERIME. HbAICO FEPERD 51
TW39,

18.2.5 AEHEE, EHEEITMA TA v A VA% FEHH
OEERFREZ ICIHIEIE A 7 ¥ > & LT30mg
ZIGERFERA®RS L —EEHERBICB LT, 2
FEREINAE . HDALICO FHEMEED 5N TV E%),

18.2.6 > ) VikHMEEE I 2 IEMHEENEIRE T T LV EY
(KKAY< ™ A, Wistar fattyZ v b) 1IZBWT, &Il
EROEA > A VIEZERT 5 —/. 4 A
YREDIFIERFETVE (A LT Y R
w7 v b)) OFE,. IE¥ T v b (Sprague-Dawley
F v &) OEFEMEEICIZIERZRS 208532,

18.3 MHHERECAEIER

A A VEFIEEA L. WMHERERET 2R 9 Wistar
fattyZ v b K UZucker fattyZ v MICEF T Y & T
Z10~12HMEH S L. 201fERRIC7 LT — 2 280
BELzEZA, ZIa—2FEHOIMEET LT — 2 k
5?1;2[1%”&04 YA VB DWOBERAERD 5TV
%

18.4 A ‘JZU VIR EER

18.4.1 BB, EHBEOANIIEIESE. EEEEICm
A TCANAZLT LT A2 E T O2RIERREE 121
HiEEA 7)) &> & LT30mg# 1 28RBS Uil
REERE (FLa—2R - 750K KBV, K
*ﬁiﬂﬁﬁ&b‘“ﬁ%@%ﬁﬁy DIAHED ERANPED SN TV
)

18.4.2 /(/Z‘) VIEFUEEE L. BRI R ’Cff)éWlstar
fattyZ v b RO T & % Zucker fattyZ v HIC
7082 I4HEREG U, 20R e ERICA ‘/Z ‘J
VEBRELILEZA, A VA Y EREBOMBETO
HEEARRD 5N TN EH 2,

18.4.3 LB RIE T AKKA' Y7 ADREEED 7)) 2 —77

853 K OBl 52 AL 8 R A AL D AR AR R BT 3 A~ D A >
A1) VHREEEOREEL D A H E NS & 5%,

18.4.4 JEWEEIRERIR Cap 5 Wistar fattyZ v b OF» 5 OHE

BEEZAMEIL, REERICB T 2BOFAZED Y,

19. BRI ICET BIELFEMFR
—MREETR A T 5V IERIE
(Pioglitazone Hydrochloride)
k24 © (5RS)-5-{4-[2- (5-Ethylpyridin-2-y1)
ethoxy] benzyl} thiazolidine-2,4-dione
monohydrochloride
773 1 CioHaoN20sS - HCI
7FE 1392.90
MR HEORREXIIBEEDOHMRTH 5. N,N-VAF
LVARNLMVALT I RXIERA Y ) = LICRRBEITF P <,
IH =) (99.5) ICHEIFIC L, KICIZEALTE
F7zv, 0. 1mol/LIEMERICIE T 5o N, N-Y AT
LARLLT I REER (1—20) 1FERHEE RS 720,
{beE=

HsC D\

H

s
O el
NH

4

0 o}
MO AR FEAR

20. BRLV EDFR

7V I ¥a —FERIE
22. @R
(E47'U%5Y>0DEE15mg [NPI])

1008% [108€ (PTP) x10. ¥ZIEFIAD]
(E7 27U 9 Y>0OD#E30mg [NPI])

1008 [108E (PTP) x10. BZ/EAIAD]
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