4CO8NY

e B SRR S IEES
202443 A HET (B1HR) 3000
giﬁ%@gﬁf A4 VAV ViR EAl
AR - 3 -2 BIE R AR -
EF 0V 9V SISO EAERIERE
o N \Y
NN EF 29U >0Ds:15mgiNei|
N o] N \Y
AR EF9'U9Y>0Ds30mgiNpI
Pioglitazone OD Tablets 15mg « 30mg “NPI”
OD#El5mg OD##30mg
FEGEREES | 22300AMX00124000 | 22300AMX00125000
) EE-EMSOASEIC LV ERT S E BReSBAIA | 201266 20124864
6. FEERURE

2. 22 (ROBEICIFZRS LBV E)

2.1 DARZDOBEROLDARLOBFEROH 5 8BE (FYR
BICBWIERIMEEOEIMICE > REEOE(L e
ZONBLEEOEMAASNTEY., £/, BEKY
ICHDALREZHEES L VIIHELZEOREDDH 5.]
[11.1.1. 11.1.2 =88]

2.2 EIES M= R, BERREEEXIIATESE, 1BUERR

DEE (8. 1A VX 5ES»ZEMEOR

EASNEER 5]

HELTHEREEDD 58E [9.3.1 ]

FELBREREOH HEE [9.2.1 BE]

EERYE. TR, EERNMEOD 2 EBE (1

2 VEFHC L AIMBEEEASE NSO TRADERS

13 S 7200, ]

2.6 RFIDORKF IR UBENEDOBHERED H 5 B

2.7 BRXIIFIR L C WA RTEEE O H 520t [9.5 2E]

2.3
2.4
2.5

3. HERE - MK
3.1 #8R%
W | €7 7Y%/~ ODgtlsmg [ € 7Y ¥~ OD$30mg
ot [NPI/ NP
, (HR) €705 (BR) €705 I
ﬁé&.’ﬁ? HFEE16.53mg HEREIE33.06mg
o (€475 ELT5mg) | (K42 4> & LT30mg)
D-w>=hF—Jb, HLRXAT—ZAF RUTL, EROF
WAl | 7Fultia—R, JuARE Ry, A750—A, -

AV b=y ATTI VBT AL

3.2 ERFIDMIR

B & Y7 % OD§ELSmg | €4 7)) Y > OD$E30mg
[NPI]J [NPIJ
[ESN H~HEAEOERA D ORI
.
. &y
¥ | ‘E’ @@
LU c—J [—
B 7.0mm 7.0mm
Es 2.6mm 2.7mm
HE 120mg 120mg
Al — K NPT 140 NPI 141

4. FEENIFTIR
2EUERRIA
U, FREOVINHIDBETTHBHRIFISNT A
VAU VEREDNEESNDIESEICRS,

1. OBREEE. EFEEDH
QBEEE. EFEEACIIZ TRIVIRZILD L7 RI7ZER
CREEL. EFEECNATa-7ILIYST—EHEEH

ZiE
@R=E

;]
BE. BEEAICIATET 7+ RRERZER

2. BEEE. BEREECIA T, VAU V&RFIZER
5. FHEXIFHRICEIET 2R

REIZERAT2HEIE. A VR VIRRESEESNS B
FIRET 5 &0 A A VEFUED HZII B (Body
Mass Index=BMI kg/m?) T2 LEdH 2B WViEA >R~
URREASZERERE IR A > A ) ETS5uU/mLEL E & 5,

(REEE. EBEEOHDBENUREEL. ESEEICH
ATRIVKRZIWILV7EINGa-F LAY 9—ERERIE L L
FETTF A RRERZERT BE)
EHE. BAICIEEA 7Y ¥ & LTI5~30mg# 1 H1EE
BRIIFRRICROKRSET 2. 28, Ml ik, ER
KD EEERET 500, 45mgx FRET B,

(BSEE. EFEECNATS VAV VREIZERT 3158)
WHE. RAICIEYE 27U ¥y & LT 15mg# | H R T
NIFHERICRO®RSET 5, 28, Al Fi. ERICEX
D EEIEE T 575, 30mgE LIRET 5,

7. BENUREICREET 2R

7.1 FESHBHZEICZIRESN TV AOT, ZHICRS
TH5EEI. BFEORERICERE L, 1HIELSMgY 5% 5
ZHIGTHIENEE LW, (8.1, 11.1.2 BE]

7.2 1H1EB0mgA 545mgic & U 7= % I RIEA SR L 7=l
2L ALNTVAHDT, Smgic#EET 25411, FIE
ORBUCEHEET S Lo (8.1, 11.1.2 ]

73 AR Y EDOHRABICBVWTIE, FEFPZIHESNT
WAZ ERS, ITHIESMED SBEABET AT &0 &
Bl ZEET A 5EIZEL CDA2OER - BiEE2 91
BRLULNPSEEIITY>Z L, 2720, ITHEE LC30mg
EBAEWIE, [8.1. 11.1.1, 11.1.2 &H]

7.4 BE Tl 1HLEISMg? 652 BIBT 2 2 & EF
Ly, [9.8 2]

8. EEREANER
8.1 BRMBFEOMEMICE S EEZ SN AFENIEHBICHKE
L. E7DALDPEEDHZVWEIRIET A ENDHAHD T,
RFFROERE, S AREEN, EROBICERL, &
EHRHENT-BSICZES ICAFIORRAZFIEL, 22
HEOoBERFET AL, [7.1-7.3. 9.1.1, 11.1.1.
11.1.2 2]
DBENEESODHERDSH 5bNEZ ENHHDT, E
HRICDBRBEZITO R ETDICEEL, BEEFREDS
NIGEIIIREZ2—BHIET522H 5 VITRET 54 L
HEIIRE5T AT &, [11.2 2]
EBICTHREREZ AT 5% ERERIBEIITERICHT
HWHEREZER L. REPSRD SNHEAICERS2HIE
T 5 EBURMEEITS 2L, [11.1.3 &)
8.4 RMMELZEL T I ENDHHD T, BEICH LEMERER
ROZFOMMFIEIZODVTHIHAT ST &, [9.1.2,
11.1.4 2]
FEZBESN-BETHEREOREY 27 H I 57
HEMEAZL2ICEIBETCERVOT, UToSHICEET A
L. [15.1, 15.2.1 ]
- BERERETOREFICIIREEMIT A I L. 0. RIS,
EREE DR 2 B 9 2 BEICIIARB OB R OfE i
EHSICHELL LT, HEOREAEEICHIT S C
&
CHBERRICEILE . BEXIIZFORIEIEEFRIED Y
27 EFTFICHBLTHLOHRET ST &, T, BE5H
ICIER. SR, BERIESOERD RS S NZBEITIE.
BbIIZE2TA2LHOBHIIEET L L,
cRERIE. EEHNICRBEESEZERL. REFITOLN
TBEICIE, BURNBZITO L, 2. BERTHR
LR LT, +aRBRETO &,

8.2

8.3

8.5



8.6 %59 AIFAICIE. MAE, RIEZEHNICHEL., EHo
WERZELP D, 35 ABERES L CHEIR+DRIBEITIE.
R DI DIBBEEADYINEZ 21TH T &,

8.7 S MFE NEICLE W, BIRRERBES BT 26755
BT ENHENTBY, KENZBLWTOLREFN P HZDT
BHEITHI &,

8.8 (EIMMERERZEI T EAHHD T, SFfEE. HEED
BESICHHELTWABEFRICRET AL 2 II3EETA
Lo [11.1.4 B8]

8.9 a-7 )L a3y ¥ —YIHEHR & KK H5mgDOHRICB T 2K
SHIFFEZL TV (FERRIZIZEAERWV),

8.10 a-7 LI ¥ —YHEH., ANKZLT L7 REH KT
RAEIO3F % PSS T 25E50R2E L LTV
Vo BERAEBEEEL V. BIERRERERIE L 22 EHRAD
ROHENTWVA,

8.1 €774 FREAI L AANHSMgDPFHICB T 57 4E
PEITHESL L T2 (FRBBRIZIZEA SR W),

9. BEDEREEITZEEICHT ZFE
9.1 BHIE - BIEEEDH D EE
9.1.1 DAREREDHZNDH 2 DEHIEE. RO, (DEHE.
EMEHIVEREEDVEREDNDS 3 ES
BRIFEOEMIC LD DALERIESE2BENTH
%o [8.1. 11.1.1. 11.1.2 &=H&]
9.1.2 (EIMEZEFEC T B ZNDHZLUTDEBN(FIRGE
- N N EAEEER 2 IR BHEER S
CSREANEIRRE, AUEIREE. RHEBIZAHER. AFEE
HEDORE I EFIRE
L WTES)
CBEOT LI — VBEEE
(8.4, 11.1.4 ]
9.2 BikEEEEERE
9.2.1 EELBIREEEEE
BELEZWIE, [2.4 B3
9.2.2 BHEEEEE EELE
HEIREST S &,
9.3 FikEEEE RS
9.3.1 EERRITHEEEEEE
BELRWI L, ARIZTICHBCREE NS -0, &
BIs8FnDdH5. [2.3 ]
9.3.2 frikEEEERE (EELITREEESEEZIR)
EHREIKET S L,
9.5 1TF
TR IR L T W AR REM D & 2 43R5 Lan s
Lo v MNRERBRSHE TIE. 40mg/kgll LOEET
fE - FRIBFETCROEME. HEROEEFEROEKEDL. 79 F
SEERIRSRETIE. 160mg/kght THEM DTN
WWIRENSENZNIHL. R - BEXCROBELIASNT
W5, [2.7 B8]
9.6 1ZZLIE
BELOERERUCBARBEOGREZZE L. ZAOMK
e idrhib 2 ME T 52 &, BIMER (S ) oIt
FRABITT A2 EnHESNTNSY,
9.7 INE
NREERE U BREBRIEER L Than,
9.8 SkE
BIER#EBICHREL, B2 BB LY S HEICH
59228, —RICEEBREMERN LTV, [7.4 ]

10. ¥E{EA
FANIEE U THEMRHBERCYP2C8TREA S N, I
BEOSFEPRBICEET 2. [16.4 S]]

10.2 HEER (HACERTSZI L)

]
HEfEEREZR<)

HHIZE FEAREER - BB A B - a1

M PRI 2R KIS 2 F3I09 2B | FEARICIE. MFER
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AR EHF|
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R EEA
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ERIRA SO M
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7RLFY
BIBREHRLE

v
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%

EEOMRICAE
ICAREIZ AT 55
Al BERRHZE
DR EDEEICE
HOMHEERICER
TrHEEBIT, KA
DA v A
WEEHAS DS Z
LI BHEITS
TEEITAHE,

MERE N e OIE5R
MISHEEIC L Do

V77 vEYVED
CYP2C8% 35 d %
#H

V77T e
HAdsL4 7Y%
V' v DAUCH54%
BT 5 EDHEN

CYP2C8%#FHET 5
Z&ickn, KE D
REPEESNS &
EZAHN5,

HBHDOT, VT 7
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A mEE R
TaICBEL, BE
A TR Z 18
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1. gER
WOBEIWERDPH5bNBZ ERHHDT, BEE+SITT
VW, BESZOSNEEICIIHRESERIET B Stz
WME#ITH L.

1.1 EXZEIER

11.1.1 1DAE (BEEARHH)
IDAENVHEEDZVWIEIFRIET S EDHDHD T, HE.
SEULREEN, DARSER - B (Bnh. #13.
DA KE) A SN BEICE RS E2HIEL,
V—TRIRAIE#2% 5T 5 CETZLEZTH T &,
BICDAEHKIEOBENDODH 5 NVEEDBEITHRST
HERA VA Y EMAT ABRICE. DAEOEIEIC
EEITAHT &, [2.1.0 7.3, 8.1, 9.1.1 BHE]

SRE (8.2%)
BREMEEOHINCE S EEZONAIRENE DO
FHBEIE, BEHAHVIIHIET 5 S a 0B %
T52 &, TNODABICE > THIERPHEL 20
BEICE, BEISCTL—7FIRAE (7at 3 FE)
DR EEERERBTH L, (2.1, 7.1-7.3. 8.1, 9.1.1
8]

FrigREEE. &8 (B AH)

AST. ALT. AI-PEDE L W\ LR 2 S FFHREfEE,
BHEN PHODONAZ ENH B, (8.3 =HE]

.4 EMFE (0.1~ 5%HK7)
HMORERFBRE EOMA T, RIEERSH 5N S
ZEDH B, BRIVEERASRD 5 NBH. KEld 5
WIEPFR L T L A BREHAE 2 —RICHIET 205
HZVEEET AR CEBEICRETAI L, T, KA
D5 XD EMBEERDRD S5 NzEEICIIEE %
BEURMPENT 22 WY NEETH> I L. 1272
L. a7 a3y s —EHEHER & OMAIC K D RIMELE
MAWBEOONTBEICIT R UEEZEE5ET S L, &
B, BEIMEERIEA VA VHABICZL AN TV
%o (8.4, 8.8, 9.1.2, 10.2 =H&]
IEREARIEREE (S AREA)

BARE. RO, CKER., MHPRORABIFZ7ar s
LREA2BFHE T IERFMBES D SDNEEDDH
%o

RAEEMERTN (SHENEH)

FE . IFRRE, HEORE (IREF) R
O ENT-BAICIE, EP P ICERXKE. MERCT. Mg
T h—EHOBBEEERL. BENPTDON-EEIC
& BE5xFIEL. BIBERERLVE VHlOREEDE
TRMBEZTH &,

1.2

1.3

1"

1.5

1.6



11.1.7 BBBOB (0.1%K05H)
1.2 Z0fDEER

S%LLE | 0.1~5%Ad | 0.1%AK1 | SAEAH

log (0.80) ~log (1.25) DEEWNTH . WA DA
MFENEFE SR S N,
(K7 U ChiRA)

IRy A, HIMmERD
A\ D
TEER g ME LS, D

e
BHREE®,
N
. BT

HENRTA—H BENRTA—H
AUCo4 Cmax Tmax T

(ng-h/mL) | (ng/mL) | (h) (h)
Ers ey
OD§t15mg [NPIJ 786412996 | 786+234 |2.0£1.1(6.98£1.85

77 NAHES | 7651%£1927 | 793£238 |1.9+1.0]7.01+£2.49

D
HILER B - EH, B

RN, fig 0
. B, R
i e B R
TR BARTTHE
BNR

JHF fe AST. ALT,
Al-P. y-GTP
DLEF

FEE R HEL, 55D
| B, IRA
LUh

ZDith LDH O\ BUNKOAH U \BEERE. 5|8 3 *.
CKOLF|LDLF, BE|5Z. SEBERRE
HR TV w7 | 75 MR TR R | v BE 2 I
LDET REIHES FER| D FAE X
T O FREE F O3S 975 1 8 FERE | |3 B ey

X7 7 b A$EISI3/KTARA (CE5E +ZHERFZE, n=20)

(ng/mL)
1000

(F9fE + R, n=20)
—o— /1) ¥/ OD$E15mg [NPIJ
800 -0- 77 b A$E15
i
= H
iy K
& 600 fy
FS
it
g
& 400
200 >~
0 ===
0 8 16 24 32 40 48 (h)
B
OKTHRA)

HEIST A% BEINT A -4
AUCo-4s Cmax Tmax T

. BYin DEAL

(ng-h/mL) | (ng/mL) | (h) (h)
CF TN e
OD#¢15mg [NP1J 781912023 | 799£190 | 1.6£0.6(6.96+1.69

1) IMmEsEE e Gy AICLEREE) 1752 &,
E2) [8.2 HHE]
¥3) SEOERKRE T, ZHEICBLWTEITOREMEE FESED LN
TW3,
) R, AEHEMICE->THEDNEIEN DB, BHETEDOR
EORDONTGEICIIEFEO T2 ZE LEt) 2 0E %
o2&,
14. BAEDFER
14.1 BERIZHIFOER
14.1.1 PTPEZOEFIPTPY — b 26ROV HE L TRAT S
EOEET AL, PTPY— bOEARICEL D, BELE
AP EEREARA L, BICEELE B L THE
AREDEELAMWEEZHHRTHIENH 5,

14.1.2 KRNI FEO LICOBTER 2 RESE S EHET 572
O, K UCHRAMETH S, /2. KTIRAT 22
Ly TES,

15. ZDfthDiF=

15.1 ERARERAICE D 1E3R
MBI CEM L ERREE ENRE LEEME (1065
BOKBEI AR — MHE) ITBWT. BIEOFREY X
JICMEIEN L EBEREZ IO oN LR > 205, BEED
FE) A TBIIOFREMEZRR T 2EAMELRE SN
T2, [8.5, 15.2.1 BH]

15.2 FEERAREHBRICE D < 153K

15.2.1 v FRU'™ T AIC24» AREHRO#REG LR BT
& T v MED3.6mg/kg/H DL OB I BEBEETE A 7
5h7z. [8.5. 15.1 Z]

15.2.2 FEERBGIEE (familial adenomatous polyposis :
FAP) OEFTLEHYTHHMinv 7 AHEE (hus)
FUYRIUTT)ZY ) ARG LEC S, fE
BIEBOK R OKE SRS EI LOWENH S,

16. EYEHRE

16.1 MoGEE

16.1.1 RiEKRS
R AR (661) ICIHIEYA 7Y &Y & LT
30mgx#9HM (2HEIZKE) KEROKRS LK., R
ELAR R OEE L& &R (REE+M-T~NV) @
MmeEEIZo~7THE CIFITERREBIGE L., RERS
Ik ArERERTVWLDEEZSNBY,

16.1.2 YRR AR

(EZ 209 Y >0D§E15mg [NPI])
vt 7)) 4> OD$El5Smg [NPI] &7 2 b X$El5%
TJURAF—=N—RIC LD FNENIE (EF TV F I~
L LC15mg) BEMASFICHBREREORS (K
U CIRAZOKTIRA) L CmiERRE(bAERE %8
FEL., Bon-EyEHrE/$5 2 —% (AUC, Cmax)
122U T90% (3 MK FI1E 1 CHEEHIRIT 21T - 72 FE 8.

77 b A$ELS | 8444£1759 | 869+£181 | 1.6+0.96.12+1.27

(CFHfE +FEERZE, n=20)
(ng/mL)

1000 (CF{E + ¥R, n=20)

—e— U ) 42/ > OD##15mg [NPI]
-o- 77 Z§El5

800 |
600

400

WRESSRA SR

200

0 8 16 24 32 40 48 (h)
5]
(E47'U9 Y~ OD&30mg [NPIJ)
<=y 4 ‘f?/ODﬁﬁiﬂOng [NPI] &7 7 - RA$E30%
TURF—=N—=EIC LD ENZNIEE (K TV E T
& LT30mg) BEMABFICHERERORS (Kx
U CIRRAZRO/KTIRA) U CiEdRE bR EE %l
E L. Bon7-FEWHRE/INS X —% (AUC. Cmax)
12DV TI0% (EHE X RIVE I THREHERMT 217 - 725 R,
log (0.80) ~log (1.25) O#EEAHNTH Y. WAHIDE
MR E SR S N2,
(K7 U CHRA)

HTEIST X —F BENTA—4
AUCo4s Cmax Tmax T

(ng-h/mL) | (ng/mL) | (h) (h)
vr ey
OD$#30mg [NP1J 133944205 | 1312£509 | 2.7+1.16.934+1.25

727 b A$E30 | 14021 £3813 | 1236£369 | 2.2+1.5|7.73+1.82

X7 7 N A$E30IF K TR (CEEE +ZHEFZE, n=14)

(ng/mL)
1800 (P R, n=14)
1600 —o— /1) 42/ > OD$E30mg [NPIJ
-0- 77} 25830

1400 |1
1200 | 3
1000 FgPH

800 puflit i\

WETFCRATEE

600

400

200

32 40 48 (h)

R f]




(KThRA)
HENT A—% BEINTA—F
AUCo-s Cmax Tmax Tin
(ng-h/mL) | (ng/mL) | (h) (h)
AV
OD##30mg [NP1J 138603063 | 1384+351 | 1.8+1.1|6.93£1.49
77 NAFE30 | 1468243975 | 13824435 | 2.2+1.48.68+6.04
(CHEEERERZ, n=20)
(ng/mL)
1800 CPA9i8+ EIEEE, n=20)
1600 |+ —e— U571 ¥/ > OD$30mg [NPI
-o- 77 k%30
1400
i
%_E 1200
ES
Z 1000
I !
& so0 ffi i+
B H
600 H+
400
200
o .

0 8 16 24

3]

MEEFEEN NICAUC, CmaxZn /85 X —4 13, #
B OFIR, (KR OB - RS ORHBSEMIC X -
TEL DT EHNH 5,
16.2 ORUN
B AET (8fl) ICZEERIIRRBICELT TSI
ELTLEB0mg % HERE RS LR, BREEICB W,
TAREMEDTmaxDEE DN & 5 N7z AN R ELED
HEYLDRER/ST A —FICRELEI R, BRIZLS
HEEBIFEAETVWEEZHNBY,
e
YA 7)Y oRENCIETF N7 u—L4P450 1AL, 1A2,
2C8. 2C9. 2C19. 2D6. 3A4DEE O TENPEE L T
W3, ¥/ AUV Vidke b F b7 a— AP4505
FREFERI 7oV —-20RFEEICHLT. Fhra—
LP450 1A1. 1A2. 2A6. 2B6. 2C8. 2C9. 2CI19. 2D6.
2E13A4ICIFE A EHER S 2 720N (in vitro). [10.
ZHE]
Bt
BEMART (1461) ICEERICEF 7Y F I E LT
1[E130mg % B EE %S Lk, RAICEEE LTM-V
~ VISRt S 1, 55480 & T RBERFHRT R
¥30%TH 52,
16.7 E4EEIER
16.7.1 RILRZILD L 7E|
ANVKZLILTRN(TIRY TSI R TYITFIR)
ERAFOBEERRES 9F1) oL, 1HIEE S
7Y &y E LT0mgETHREEORS LB, ©F
TV E Y OREAUE R CEELEM AR (RELR
+M-T ~ V) oI E 3 B EEE O & O 2RI FRAE
BETOMBEAPLTBY., £/ ALK LT L
THROMABEHEB R OEARBARICEEIAONT
Wiz, [10.2 ]
a-7' 1LY —BREH]
RV AR— A FERFOBERREZ I LT, 1H1E
YA 7Yy e LT0mgERORS L, ©47
Uy OEEEEDEE REME+M-T~V) ®
MAEEERBEBEDOA UL A AL L7 AIEH
FROBIMERRIREE TORRELABLTWEY, [10.2
%]
EJ'7 4 RREH|
A MRV VRERSFOBBERAST (1461) (25
LT, IHIEIEA 7Y ¥y v & LT30mgaEO#s L
el B Uy Y oEELEmAER (REMK+
M-I ~) OMFEEZEF Y & o B 5D
EERABTTORRELELLTWSY, [10.2 ]

17. ERPRRYIE

17.1 BERUR2MICRET BH5R

17.1.1 EAEEE TB58R. S MABEER
ZBIERIRBE 2 RIS, IHIEEA 7Yy &L
T15mg. 30mgXi3dsmgx #5 L7z ~EERHEGER
2ECREHERREICB VT, BE IR M
SNn781BloeER ([HEEWE] BlE) 1350.8%
(417/821f51) Td 591022,
510, RHKGHEE Q8~4REML EEE) T,
ZE G K IMBE X O'HbALcd RE& 3 H#iE L. (EF O B5S
Li%;gh'f\ TELZIEIY ha—LAFsNnTWn
%22,

40 48 (h)

16.4

16.5

16.7.2

16.7.3

BIVEFFEIRSERE1313.2% (128/969%1) T, EZEIEMA
L - < B (T961) TH oz,
(BEEL. EENEEDH D2BERR)
17.1.2 EASE DEHEER
1HIEIE S 27 % V' > & LT30mg% 1 2BRH%5 L 72k
5. HbAlc (JDSE) 131.08+1.47% (63% D 98
+HIZERZE) OREPRDH SN TS,
BIMEF#ISEE X, 16.9% (13/7761) ©T. E%EIEA
EEEE - <A (9B)) THoW,
(BEEX BBEECINATRILVKRZILY L ZEIZERDO
2BIFERRTR)
17.1.3 EASE DR
1HIEIEA 7Y # V' > & LT30mg% 1 2BRHRE Lk
H. HbAlc (JDSME) 131.24+1.33% (566 0 F1E
HZHRZE) OTFEISRDENT V5,
BITEFR RIS 1. 10.5% (8/7661) <. E2EUEM
LTRIE - T A Bfl) TH-7s
(BEEE. BHEECNATa-2 LIV 9 —BHEER%FER
thD 2BUHEFR )
17.1.4 EANEE MR
IHIEIEE 7Y %V > & LT30mg# 16 AERS L7k
2. HbAlc (JDSIE) 130.91+0.89% (5561 o F#E
+REMERE) OTEIROON TS,
HRREEORE 2 G CRITERAN67.2% (43/6461) 12
RDHoN., EREWERIZEE (6f]) TH-72222,
(BEEX. EBEECINATES 7 F 4 RRERZFERADD
2BINERRTR)
17.1.5 EASE DHHEER
IHIEIY A7) &V > & LT15megx 1 2BR. 2Dk
30mg# 16AR %S L7558, HbAlc (JDSIE) 130.67
+0.80% (83FIDFE L IERERZE) OREISRED S
nctwns,
R REEORE 2 G CRIERAS15.7% (13/8361) 12
ROSN. ERBIERIIEE GF). KEEEE -
B R OBNP LR (£26) mETh o729,
(BEEE EBEECINA T, VA VEEI=ERDOD2EFE
FRi%)
17.1.6 EAEE DEHEER
1HIEIE A 7Y # V' > & LT30mg% 16BRERS L7k
H. HbAlc (JDSME) 131.22+1.11% (45610 FHE
HIZHRZE) OTREISRD LN T V5,
RO BE 2 SRR 2%66.7% (40/60f1) 12
Do on, ELBEIERIERMAEE (206]). RKMHEEE
FOMALDHEM (F1161) % &Tdh -7,

18. EEFNEFIE
18.1 {EFtER
ATV EIT 34 VR VRBEDA VR UiEEE
DIREIT/ER L CA v 2 VIRFIEEZER L. FIcB1)5
WEREEZIHI L. RIS 1 2 8H A Z2 S o Mg %
BRSE2, COERIR. AR VEREOFERTH
RN A > 2 ) MERIGEREZ EFRLT 2 L0k
B LIRS N,
A RIEEEICSIT 0 VAU I{ERIEE
Wistar fattyZ v bO&EL I AFHITBNWT, 1 VR
U YOER (7)) a2—7 ARk ORETTEER) =
W d 5 (ex wivo). 7. Wistar fattyZ v kOl
SEHRUE BRGSO BLBERE T MR IC B LW T, A
29 Y OER (Z)La— AR OHIEE & T e
H) ##E#T 57 (ex vivo).
2 FFIEBIFBA VAU V{ERE®E
Wistar fattyZ v MIBWTFICBIF S 7L aF+—
YOEEZTEL, Z)Va—2-6-KA7 7 ¥ —YDiF
HERE NS, BEELGT 2% (n vivo).
3 AV VEEHMERISE
Wistar fattyZ v b OEEFHFICBEWT, KT LZA >
2 VZBEEROA VR VZEREEOY Vb E
EFEL. ART7FINA ) ¥ b=L-3-FF—FD
EEZTIET 52 (n vivo).
.4 TNF-aE&HHIER
Wistar fattyZ v MMIFR® 515 BEHTNF-aE4TT
ﬁ’a’:i;ﬂ]%ﬂ Ly CThEedfTLTEEEERT 2% (n
VIvO) o
18.2 PERBILESIER
18.2.1 BEEE, EHFEOAO2EERREZICIHIEE A
7V &Y e LT30mgx 12EMIES Ui ZE Mk
MERICB W T, ZEERME. HbAlco T, 1,5-AG
OEABRDENT LAY,
18.2.2 BEEE, EEHEHEICMA TRALKFZILY LT A% fE
AR O2EIERFREZICIHIEE A 7Yy e LT
0mg#E 1AM FAES L ZEEmHERBEICB L

18.1

18.1

18.1

18.1



T, ZERFIE. HbAlco Tk 1,5-AGo E&, M
A YA YO TREDPREDEN TS,

18.2.3 BEEE, EFHFEIIMA TR Y R— A2 HEHF D2
BIRERREE ICIHIEIYA 7)) V2 & LT30mg#% 16
EEGHBREG L —EEmEEBERICB LT, 2ER
M#E. HbAICO RENRRD 5N T334,

18.2.4 ESEE, EHFEICMATA bRV U E2ERHPO2
AEREEFICIHIEIE A 7Y ¥ > & LTl5mg# 12
. £ 0%30mgz 16EBHHHRS L —EEREE
AERICB VT, ZEIERMAE. HbALCO REARRD 5
TWw3Y,

18.2.5 B, EHEEITMA TA v A VA % FEHH
OEERREZ ICIHIEIE A 7 ¥ > & LT30mg
Z1ABMHR G L —EE BRI BT, =
FEREINAE. HDALICO RHEMEED 5N TV E%),

18.2.6 > ) VikHMEEE I 2 IEMHEENEIRE T T LVEY
(KKAY= ™7 A, Wistar fattyZ v k) 1B\, &l
BROEA > A VIEZERT 5. —/5. 4R
VRZOVERERIFET LE (A b LT b UHER
w7 v ) OFME,. E¥ T v b (Sprague-Dawley
F v &) OEFEMFEIIIIERZRES 72102050,

18.3 MHHERECIEIER

A VA VIEFEEE L. MHEERE 2R 9 Wistar
fattyZ v b K UZucker fattyZ v MICEF 7Y & T
zZ10~12HM#E L, 20KEERRIC 7L a—2%2&0
BE LA, Va—-2AFEE5%OMmESILa—2 k
5207))131)%']&04 YA VBRI OBRENRD 5N TN
250,

18.4 4 VAU VR4 E(ER

18.4.1 BEHEE, EFHEEOAIIEFREE, EHEEICM
A TCANAZLT LT A2 ERH T O2RERREE 1]
HIEEA 7)) &> & L30mg# 1 28RBS L
REHEREE (FVa—2 - 750 TH) KBLWT. K
Tﬁi@fﬁ%&@ﬁ@ﬂ%ﬁy DIAHED ERANPED SN TV
23239

18.4.2 A YA VIEFIEEE L. BHEENERE Cd 2 Wistar
fatty 7 v R OEIG Ta 5 Zucker fattyZ v MIEF
T &y EIAEEES L. 208RaE®RIcA v Ay
VEEBELILEZA, A VA Y ERSBOMBETO
HEARRD 5N T 273,

18.4.3 LB RIE T AKKA'Y 7 ADREEED 7)) 2 —77
VES K ORI ALE F AR A& OB E 5 N D A >~
A1) VREEEOREEL D A s E NS & 5%,

18.4.4 JEWEIIFERIR Cap 5 Wistar fattyZ v b O 2 5 OIE
BEEZMEIL., FREERICB T 2BOFAEZED 5%,

19. BIRSICET BIELFEMFR
—MREVETR D EF ) &Y U IERRE
(Pioglitazone Hydrochloride)
k24 © (5RS)-5-{4-[2- (5-Ethylpyridin-2-y1)
ethoxy] benzyl} thiazolidine-2,4-dione
monohydrochloride
773 ¢ CioHaoN203S - HCI
7FE 1392.90
R BEOERYIIEREDOHNRTH L. NN-YVXAF
LVARNLVALT I RRIERAY ) = LICRRBEIF T <,
IH =)L (99.5) IHEITIT< L, KITIFEALTE
F7zvy, 0. 1mol/LIEMERICIE T B0 N, N-Y AT

LARLLAT I R (1—20) 1FERHEE RS 720,
fems= .
) = S
HsC N O -Hal
X 0 of "NH

B O BHERAEAR

20. BRWL EDFE
7L IO —-FHEHBIIEREZETTRET S L.

22. Q%
(E47'U%5Y>0DEE15mg [NPI])

1008 [108% (PTP) x10. ¥ZMRAIAD]
(E€#7'U 5y vOD§E30mg INPI)

1008 [10%E (PTP) x10. ¥EAIAD]
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