* 20244E3ATET (2R HAEERR A EES
202358 HMET (BE1hR) 873969
B RERE ERES R
BEAR : 3 5 15mg | 22300AMX00246000| 2012 %€ 6 A
A4 VAU VBRI SEH 4 30mg |22300AMX00247000] 2012 % 6 A
—2BUEPRIR AR —

arzes EA4 0 UIY VIGEIGTE
EA U 515mg [JG)
EAOVDY > 5:30mg JG)

TTEREELY
B R -EMSEOMSZICIVERTL L

Pioglitazone Tablets

. BB (ROEBEICBES LRV E)

A DARRDBERVDAZOERED S 2 BE [EHERIC
BOLTERMFEEOEMICHES REEOELEEZ SN
DEEOENPASNTEBD ., £/, BRNICH AR
BHLVERELLEOMETPHS.] [11.1.1, 11.1.2 &
fg]

2 EET b — YA BERREEESIIATEEE, 1 BRERR O
BE [ER. 1A VICL B> LB MO RIENSNE
E75%,]

G EEGIREREOH 5EF(9.3.1 2]

A ERCEREREOHHEE(9.2.1 2]

5 ERERSYE. FiATR. ERLIMEOHHBE [ >R
YESICEHIMBEBEEPEENL O TARAOHREG TS 72
Vo]

2.6 KD UBBREDOBUERED & 5 B#E

2.7 BEIIHEIRL CTW S ATRERE D H 571 [9.5 S

NN

N

3. 48 - 1R
3.1 #8r%

o fisd A
EﬁﬁU&fEﬁ%EﬁﬁU&f&ﬁifﬁ@?%E;EjZTES
v $E 15mg|BeiE 16.53mg (B4 IS 7\‘_?7”} LB~ %
MGl Y& e LT 15mg) |, ’ ’

VAN
Eﬁﬁu&fEﬁi61709fyﬁ%%¢§?%ﬁgij;fzg
v $E 30mg|BeiE 33.06mg (42 IS 7\"7'} S o
MG V&Y ELT 30mg) | C A7 "

VAVEN
3.2 SO

2 & - I TCRESERE S

x£H BE  AE
AR 736Y %%%
e (S5 —
E/]Gjﬁ 15mg gg/\?&?ﬁ?@ &Y JG F31
EE Esx ®&
7.0mm 2.4mm 120mg
FH L] filla)
CATI S| 71\
;GJﬁ 30mg gg)\gﬁ%s@ 32/ —| 16F32
EE Es =8
7.0mm 2.5mm 120mg

4. FEEXIFFHR
2 BUERRIR
L. FROVTNHDEETTIBMRIESNT IV
U VIEREDEESNBIHEEICRS.
1.ORSEEA. EFHEEDH
QBRBEE. EFEECINATRILRZILI L 7HIZER
CREEE. EBEECINAT a-2)bI1Y9—EREXZERA
@RBEL. EFEACIATET 71 RRERZER

2.BEWE. EFEEACIIA T, VAU VEFEI7ZER

5. WEENIFHNRICEHET BER
KEIZFERT 2581 R VERESHEES NS EEIC
RET DI L. 22 VEFHEOBRIIEHE (Body Mass
Index = BMI kg/m?) T 24 Dl 2031 > 2 >3 ubikeE
PWZEERIMA A > 2 SMETS5uU/mL B EET 5,

6. AERUHE

(REEE. EBELOHFDEERVREEL. EEEECINAT
ZWKRZILDL7ERIE a-2 I3V 9—EHRERIE UL FE
I7F 4 RRERIZERT 5155)

EHELBRAIEEA 7Y F e LT 15~30mg % 1 H 1 [E
BRTIIFIRRIGRORE T 5, &b, HHl. Fif. ERICK
DEEHERT 5. 45mg % LRET 5,

(BEEL. EFEECIA T VAV VERIZERT 3155)
EE. YA U5V e LT 15mg % 1 B 1 [EEE
YIFHARBICROKRSET 2, 8. Wl S, ERIckDE
HIERET 57, 30mg % LIRET 2,

. FiERUHEICEET %332

g FESHENLZEICZRESNT0SO T, THEICKET
HIGEE. FEOFKBICHEEL, 1 H 10 15mg »5#5%H
A9 AT ENEF L, [8.1. 11.1.2 &E]

7.2 1 H 1 [630mg #» & 45mg | #H U741V RIE IR L 74l
BELALNTNADT, 45mg ICHEET 2HEITIE. ZED
HICHERT A &, (8.1, 11.1.2 2]

B ARV EOHARRICBLTIZ, BESZHESATY
52&M6, 1 HILE ISmg o542 T AL, KAEl%E
HWET 2B IXFER DAL OER - #E % +9ICBE Lk
MHEEITHIZE, 72720 1 HEE LT 30mg 2B 72\
Z & [8.1. 11.1.1. 11.1.2 =HR]

A EEHETIE. 1H1E 15mg » o %5 2FHIBT 5 ENVEE
L, [9.8 BHE]

. BEEREARNER

I EBBRMBEOEMICE S EEZ SN A FESEHEICHER
L. S0P HEHLVEIRET A ENDH LD T, IRA
ROEE, S AEEN, EROBLICER L. BESAS
NIBEICEEBICARIORRAZHIEL. 22T 2L5BE%
Y52 &, [7.1-7.3, 9.1.1. 11.1.1, 11.1.2 BHE]

2 DENEESRSODHEERSHSbNEZENHZHDT, T
MIZDBERBEZITORETTICEEL, EEPRDLNE
BIBBREE—BKRIET 52H 5 VIIHET 54 SEEICRS
T5IE, [11.2 2]

3 EBICHTHEERE 2 AT 5 2 EDERIEA I ERE IR
EREZEHRL. BEEIRDONLEEICEEEL2TPIET 5%
CHEYAMEERITH &, [11.1.3 B3]

A BMELZEITIEAHHDOT. BFEITH UEMEERR O
ZOMUMFFEICOVWTHAFHAT S &, [9.1.2, 11.1.4 &
]

S KR EBE SN BECBEWEORE Y A7 Y % AlHE
BEPFERICBIEETELZVOT, UTOHRICEET S &,
[15.1. 15.2.1 &HE]



CEERETORBEICIIREE RIS & T2 FiIC, BB
PHE OB 2B 3 5 BE IIIARB 0B R O a2+
ICEIR Lz LT BEOR[ B2 EEICHIiT5 2 &

- B ERIRICENL L. BEIZZORBEICENIEHRED Y 27
PHSICHBHL T SERET S &, 2. BEFICMmER.
SR, BERBSEOERSRED SNBEICIE. BEBICE2
HEHOBEIEET S L,

RS, EHICREES 2 ER L. BESRO S NE
BT, BYRABEITOIE. £, BERTEROLIEREL
T TRuBEETH> &,

8.6 H5 9 AIGFAICIE, M. RIELZEHNICHE L. EFH DR
BEEL»D, 3 7 ARRS L THRIR+DHBEITE., P »
I DIBBEEADOYIDEZ 2ITH T &,

8.7 2z MAE REEICAE V., BERRERBES BT 26 5H 2
ZEPHIENTHBY., KFICBWTHLHEFAHAHDOTEET
b L,

8.8 EIMEERZR T ENHBDT. mAEE. BFEHOE
HEIIEL TCVLWAIBRFIIRETHALEEICEIEERET S &,
[11.1.4 8]

8.9 a-7Lav ¥ —YREAR EAHF 1 H 45mg OHAICBIT 3
REMWIIHEZL Ty (ERBBRIZIZEAERV),

8.10 a-Z/ N ay¥—YHEA. ALK L7 REE KUK
Blo 37 2GRS T 555 0REE IR LT, EK
REAHEL D BWFAEBRRIEL RAEADPZD 5N TN5S,

1 774 RREHIEAH 1 H 45mg OffHICB T 2%
PTEIGHESZ L T2 (FRRERIZIZEA SR W),

BEDEREETZEEICHTZIEE
1 GHIE - BIEEEDH D EE
1.1 DARZREDBZNDH D DEHEE. WVE. DEE. &
MEEVREEDIVEENDH DEE
BRIMFEOEIMICK VDAL EZRIESELIBINNDH 5,
[8.1. 11.1.1, 11.1.2 ]
9.1.2 (BEIMEZIEC T B ZNDH D LUTDEEX FIREE
- N EAREEAR 2 I BB HEER 2
CREARRREE. HURIREE. RHEBIZ AFER, AFEENED
REXITEFFIRE
LW ES)
SBEO 7L T — LB
(8.4, 11.1.4 ]
9.2 EBigaEEEEE
9.2.1 EELEIKEIEEEE
BELEWTE, [2.4 ]
9.2.2 BikEEEEE (EELBREESEEZR)
BEBEICKET ST &
9.3 FFigEEEEEE
9.3.1 EERRITHEEEEE
BE LW e, RFEFEICHETCREEIND D, BEFETS
BENSDH 5, [2.3 BE]
9.3.2 fTikkEEEERE (EELTEREEZSEEZR)
BEBEICKET ST &
9.5 TR
HRIIER L TV A AR O H 5@ HICIZBRE LanT &,
J v M EREREIR5REETIE. 40mg/kg DL EOBETHE - BRI
WEROEHE. HEROEFEROEEN . VY FERERIHRK
5#Bcld. 160mg/kg B THEBM O NIIRELS T NZ N
16l R - REECROEELIALNT WS, [2.7 BHE]
9.6 =R
BWELOERERUBARBEOAREZEE L., BILOMEYX
Wik E#ET A2 L. BMER (v ) THITFABITT
BT ENREEINTNBY,

9.
9.
9.

9.7 INR
NREZNRE U7z BBRFHERIIER L T,
9.8 SkE

BIERETICEEL, BBZTOICEZE L S BEICRET
BT Lo —fRICEEBENMET LTS, [7.4 2]

10. ¥HEfEA
KANIEE UTHEDRBEER CYP2C8 TR & 1, fHIZHEE
DR FREPRHICEET 5. [16.4 ZHH]

10.2 HAEE HAICEETSI L)

HHIZ % ERAER - EEHE | BT - GRET
PR {EIMKE % F 9 2 B | HHHABRICIE. MEERET
2RI L7 REE] | ZndH S0 T, KR | MFHO#ERICKD . K

C 7T A NREA

B A 2 A VIR

BrokS5E2MEd
2 LEEICRST

MAED Y R T B
TREBENTDH B,

HEEE
a-Za vy —YHEA
DPP-4 [HEA]
GLP-1 7 1 Z7#1%|

A >R EF|

[11.1.4. 16.7.1-16.7.3
28]

PR R 2 R O 2 o I RE R
TR 28R I S
EHRIZHAL L HEE

W8 PRIA R 2R 0 I M R T

HZ &,

LEOMAICIAE
ISR Z T 35
BT BERRAZED
A EOFERICEH

MRE PR R D 458
XIFBEFFIC L %o

F & HE5R 9 % He A DOHBEERICERT
B - A BEEBIT, KEIDA
) FIOVERF R G E
)T I VBILEREER Mb 2 2 LI
EA LBEEBII+SER
T4 75— ROEE|THIE,
MAETAEER]

TNT 7 U

PR I7 F 2 oD IS 1% T

%559 % %A
FRLFU Y
BIERERLEY
FRIEHRILE V%

V77 ey e
HIpeEt 705
V> ® AUC 75 54%
BFS2E0RED
HBEDT, VT 7rE
TUEMMTHEE
W I R %+
TICBEL. BELE
BIZIIAA ZEET
BT,

V7 vy ryEOD
CYP2C8 % #8 9 & 3|

CYP2C8 #5359 %
2Ltk RElOK
o REEsShD &E
VACY (-1

1. 8lfeA
WOBWERDNH 6 bNBEZERHAHDT. BEEZ+TITTV,
BEDPRDONLBEIIRE 2 RIET 5 4% St 2 0E % 17
5 &,

1.1 EXZEIER

1M.1.1 DAE BEEAH)

DAREDEED B VWIRIET A EFHHDOT. HE. 2k
REREI. DASER - #E (BYh. #iE. DEELR
KE) BAHLNTHBEIIIEEZFRIE L. V—THRAIEZ &
5457 WY MBE2ITO &, BIODALREOBENLD
HAHEDVEBOBEICERETHERS A VA Y EHHT BEIC
3. DARZOMIBEICERT A &L [2.1, 7.3, 8.1, 9.1.1 &
]

11.1.2 Z6E (8.2%)
ERMFEOEMICL S EEZZONZHENRD 5NIIEEIC
X, HEHDVIEFRIET AR EEYAMBEEZTHIE, NS
DB IZE > THRERDPEWE L WIS IZIE. BB TV
—7HERA (7ot I FE) oREE2ERBT S L, [2.1.
7.1-7.3. 8.1. 9.1.1 BHE]

11.1.3 FFEEEES. BB (JHEAH)

AST. ALT. AI-PZ0E LW ER %M iTiEREE. EES D
EbNBTENH D, (8.3 ZHE]
11.1.4 {EIM#E (0.1 ~5%Kii)
MOMERBEHAR SO T, BIFHERSH 5bNE I END
%, [RIMFEERARO SN 5E. KElH2VWIEHALTWS
WERREEZ —BIChiE T 2255 VWIEET 572 SEEIC
BE5952&, 7o AFOHBEIC LD RIMFEERPZO 51
HBEICEE A S CAMmPERNT A2 SHE A NEEITH
Lo 2Ly a-ZLayy—YHEREOFFRIC L O RIEEE
RAPBDOENTIGEICIET 25T 5 &, kB, &



PERERIEA > RV VHHBICZL A5NT W05, [8.4. 8.8,
9.1.2, 10.2 %]

11.1.5 1EKERIEREE (SHEANHR)

B, B CK B8, M EURFP I A 7aey ER %25
BT HEEBRBENH S DNEZENDH 5,

11.1.6 FIEEMEAN (B8EAHH)

FEE M, WEREEE, MR ORE (82T SrRoon:
BEICIE. EPP I X AR IR CT. B~ —H —F 0K
TEEEML, BEIFPROOSN-EEICIE., BE52FHEL, BIE
FEARILEVROBRESEDBE T ZMELITH &,
11.1.7 BBEOBER (0.1%KH)
11.2 ZOtDEHER
5%+

0.1~ 5%
I, Bk
BA M/
B
MmEES. O
Jifg s 2)
DB X E
HED B,
g B FE 3E %
BHAIAL
FZ. WE.
T
EO - lEM
ERIF NN
o1 B
HE R B ik
TR ERR
BHITE, &
AR

AST. ALT.
Al-P . y-
GTP o LR
HEWV, 55
D&, HEHE.
AR B
B, L
Un

BUN % U #1
DAy AVNN N
A REEK
VHILT L
D&, A&
KOREEHD
#Hhn, B

F 1) WREEEERN (3 » AIC 1 BERRE) 752 &,

T 2) [8.2 ]

E 3) SHEDRRRER T RIEICB W TEITORIUERE LA 5
HHENTN D,

T 4) FIE, FEEINCE-THODbND I ENH D, RNET
FOEEDRD 5 NIHE ITIIEIEEO AT RENE 2 & 8 L@
BREZTI &

14. BRALDFER

14.1 FHIRMAEOER
PTP A D#HHIZ PTP v — b6 BOHE LTRAT 5 &5
HIBHI L, PTP ¥ — bORREICE D BEVSAERA BB
AFIA L. HICRELEB I L THIRRREOEE L SHE %
MHETZ LD 5,

15. ZDHDER
15.1 BREPRIEAICE < 53R
BN CEM L7 BEIRREE 2R & LIDEEMR (10 FRoX
B IR — MFZE) 1CBW T BB OFE Y 2 7 ICHKETFH
LBAEEERO SN2, EIEORE U 2 2 BN ™
Bl & RIBT AEEMELMESh LAY, (8.5, 15.2.1
SH8]
15.2 FEERIREABRICE D < 153k
15.2.1 5 FRO Y ZIC 24 » BREREIEORS L RBT
3. I ME®D 3.6mg/kg/ B EDBEICBEMIES A 5N,
8.5, 15.1 BE]

0. 1%k SRR

[ﬁ[li/&‘& 1)

BHUE

HLER

FiTHE

TR

LDH K O
CKoLEH

BATED | BER
o 1tk B TR HE
D FEAE X1

H T 4)

M. 55
A\ B¥em
BERREICHES
R PR 7 1 A A
FEDEAL

Z DAt

15.2.2 REEKRBIELRE (familial adenomatous polyposis :
FAP) OETLEHTHS Min v 7 AIHEE (busyy Iy
‘roway 7y y) #FO%E LA, BBEBOBR
PRESEHARS B EOREDH 597,

16. ZMENRE

16.1 MoRE

16.1.1 BO@EOKS
BREBAZFICEA ) & 2 2 EOHRE U R, M ERE AR D
REYW-T~V M-I~V) SN, 2055 M-T ~ VIZEERH#E
MTHs,
RS T 8 fllcZEERIC A+ 7Y & > & LT 1 [H 30mg % H[ElfE
H 5 U7k, RELEOEMEERI/ ST A —FIZROEBDTH
%8,

Cmax Tmax AUCo-336h T2
(pg/mL) (h) (g - h/mL) (h)
REAAE 1.4+0.2 1.8+0.4 11.6+2.2 5.4+1.7
(Pl +Z R ZE)
Ry S\fo Ri Re
. | N REALK H3C-HaC- H-
0 O H M-1I H3C-HaC- HO-
R M-TI H3C-0C- H-
M-V H3C
HC- | H-
HO —
M-V HOOC-HaC- H-
M-VI HOOC- H-

16.1.2 RiEES
RERABT (66 1 H1EEF 7YYV & LT 30mg %9 HE
(2 HE/KRE) REROHRS Lk, RELEROERILAMEET (R
ZibfE+ M-I ~V) OMmF#E L 6~7 HETIZITEEREBIGEL, K
BREICEZEREEIZVLDEEZSNBY,

16.1.3 EWRHEF AR

(EFTUIYUEE 15mg [JG])
EF 7)) & V8 15mg (]G] &7 27 M ASELS 2. 7O AT —N—iEIC
roENZEN 1 (CH 7Y H Y E LT 15mg) BEKABTFICHAR
EfEO#E U CMEEFRREUARE 2 BIE L. 85 N - EYERe/ T 2 —
% (AUC. Cmax) 12T 90% XML THEH#IT 21T o 724
£, log (0.80) ~log (1.25) O#HENTH V. WAIDENZHFEFE
AHER S N7

(ng/mL)

700
—o— ¥F 7V &Y UEELSmg ]G]

-e— 77 b R$ELS

600
500

Mean+S.D., n=14

400
300

200

et SANANICAN N B s =

100

0o
02 46 8 12 24
5% ORR (hr)

MBI ST A — %

36

HTERT A =5 BENT A=Y

AUCo-36 Cmax Tmax T2

(ng - hr/mL) (ng/mL) (hr) (hr)
Y7V &Y 8 15mg [JG]  |5344.5£821.1(552.1+80.6(2.0+1.1|7.5%1.8
77 N A$E 15 5596.8+964.4|557.8+105.8(2.1£0.9(7.3%£1.0

(Mean+S.D., n = 14)

MEEFEEN N AUC, Cmax H0/85 A — 13, WEHOBIR, (KK
OFEELY - BESORBEMFIC L > TRRSFREMDH 20
(EF 27UV V8 30mg [JG])

YA 7)) & V88 30mg [1G) &7 2 M A$E30 &, 7O AF—/N—iEIC
roEnFEN 1 (EF 7Yy Y2 e LT 30mg) BEKRABRTFICHAR
EEO# S U CMBEPRECARE 2 BIE L. 18 6 Nz BB/ X —
% (AUC. Cmax) 22\ T 90%FEHEXEEIC TRHEHRIT 21T > 724G
£, log (0.80) ~log (1.25) OHEHENTH V. WHIDOEYEHFEENE
AR S 710,



(ng/mL)

1600
1400 -o— ¥4 7V UEE30mg [JG)
o - 77 b R$E30
& 1200
v Mean+S.D., n=14
F 1000
7 800
% 600
& 400
= 2001
0o
02 46 8 12 24 36
#E5% OB E (hr)
HYBREIT X —F
HEINT A= BENTA—H
AUCo-36 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
| A
+ + + +
5% 30mg 1G] 9824.0£2422.9(1130.2+385.1 1.9+1.2 6.4+1.3
727 b A§E30 [10774.0+£4463.5/1140.7+408.5 2.2+0.9 6.9+2.2

(Mean+S.D., n

MAEFEENONC AUC, Cmax B0/ 35 A — 413, #HEREOER, EiK
OFIEE - BESEORBEFICE > TER AT D 5.
16.2 DRUX
BEERAET (8F) ICZEEBXIERICEF ) FY LT 1H
30mg = HEROHRS Lk, BRESICEVTREAED Tmax D&
EWH NI DN RE A DO REIRERR /ST A —FICK S 2217
L BEEICEAHEEBRIEAETVEEZZSNSY,
16.4 {XH
A7y oRENCIZTF ST —L4 P450 1AL, 1A2, 2C8. 2C9.
2C19. 2D6, 3A4 DEBODTREISES LT \WDH, £/ EFTUFY
Vide bF MU =4 PASO pFEFE I u Y — L ORENEEICH L
T. F hZu—24P450 1A1. 1A2, 2A6. 2B6. 2C8, 2C9. 2C19,
2D6. 2E1. 3A4 ICIZE A EEER 52 72\ (in vitro) D12, [10. 2]
16.5 HEittt
BERABT (14 6) ICZ=EICEAF 7Y %> e LT 1 [E 30mg 28
EFEO#H%5 Lz, RAICIEEE LT M-V~ VDRt S h, #%5% 48
R & T RAER AR RIIK 30% TH 51,
16.7 EYHEEER
16.7.1 RIWKZILDL7H
ZNKZNI LTH (IR 7SR, Y75V R) [EHFO 2 BE
RIREE Of) LT, 1HIEEAZ YV e LT 30mg %7
HE@RO®RE LB, ©F 7)Y OREER EECEmEE (R
ZitfE+ M-T ~ V) OMIHREREFEREOSHO 2 BIERFEEE COR
BEFEMLTEY, 720 ARV LT HIO M EE#ER R OEERE
BRICHEIASNTLARWY, [10.2 2E]
16.7.2 a-2' )LV 9" —EEEH]
AT AR—AERPO 2 AERIEESE (4241 (oL T, 1 H 1 EES
TV &Y ELT 30mg #FOFRES L, ©4 705V oEEts
aEt CREME+ M-I ~NV) Ol BEIZERRED A UIAN K=
L LT EERF O 2 BERREBE TOMRLELLTWAY, [10.2
]
16.7.3 EJ'7 F 4 RREH|
A BV REBRSHOBERABT (144) <L, 1H1EE
ATV HT e LT 30mg EROABLG LK, ©4 705V v oEEl
aEE CREME+ M-I ~1V) OmMAEEIEE 7Y &Y o iERkER
MR SEOMBERAET (8 ) TOMBLEML TV, [10.2 BE]

17. BRERARSE

17.1 BHERCREMEICAET H5HER

17.1.1 ENEKEISE TE:8R. SEM4EHER
2EIERBEE 2 NGRS, 1 H 1 EREA 7Y ¥ & LT 15mg. 30mg
NI 45mg # 5 L —EEREEREZ SO EEERRBICB VT,
BEMEREES TGS N 821 flotiER ( [hEEWE] Dk)
50.8% (417/821 ) TdH 5191023,
S5, RUBRESRE (28~48EMLI L#E) T ZEHEFEFIELD
HbAlc O REEIEFFE L. (EHOBEEASNT . BELLMEI Y ha
—LHBELENTNRRD),
BIWEFSEIRSERE X 13.2% (128/969 fil) T F/2BIWERIZHIE - T &
(7961) TH-7.

(BEEE. EFELZOHD 2 BIERR)

17.1.2 ENEE M4EER
IH1EEA 7Y%V E LT 30mg % 12 BE#RE Lz#E%, HbAlc
(JDS &) 1&1.08%1.47% (63 flOFH{HE +1EHERE) O TENSRD 5
nTwnas,
BIfFFFBISEE X, 16.9% (13/77 ) <. EHBEWERIZEE - <A
(9f1) THo7zo

14)

(BEEE. EBEEEICNZTRAIVKRIILD L 7EIZERDO 2 BIFERR)
17.1.3 ENS MEEHER
IH1IEEFZY SV ELT30mg % 12 BEHRE LS, HbAlc
(JDS &) 1 1.24£1.33% (56 flOF19fE +fEHERZE) O REIRD S
nTwns2,
BIERRIMEE L. 10.5% (8/76 ) <. E2EIERAIZZE - LA
361 TH-ot.
(BEEE. EFEECIAT a-2)VaY9—CHEERIZERDO 2 BiE
PRIR)
17.1.4 ENS MAEEHER
LH1EEFZY Sy E LT 30mg % 16 BEES Liz#ER,. HbAlc
(JDS &) 1£0.91£0.89% (55 D F5fE +fEHERZE) O REIRD S
nTWna®),
IERREEORE 2 aURIERD 67.2% (43/64 ) 1B 6h., Fix
IR ZE (661 ThH-oTz,
(BEEE. EEEEICNATES 7«4 RRERZERDO 2 BIERR)
17.1.5 EIRSEMAEHER
1H1EEA7Y %> & LT 15mg % 12 . Z 0% 30mg % 16 i
5 L7-#ER,. HbAlc (JDS fE) 1% 0.67+0.80% (83 ffildF4{#E
+HZERE) OTREPREDLEN TS0,
ERBREEORE Z&TEIERY 15.7% (13/83 f#l) 206N, ik
EIfEF G IZIE (3 6). KietkzE,. LEHER O BNP L& (% 2 fl)
RETH-T.
(BEEE. EEEEICINA T, VA VB ZERDO 2 BIFERR)
17.1.6 EIRSEMAEHER
1H1EELZ) &Y E LT 30mg % 16 BAEES LiziER. HbAlc
(JDS f#) 1£1.22£1.11% (45 BlOF5E 15 HERZ) O RENIED 5
nTwz®,
ERBEHEORE 2 TEIERD 66.7% (40/60 fl) 12D 6N, Fik
BIVER S EIMEE (20 ). REEFEXO M LDH 0 (& 11 41)
HETHoT,

18. FERpEEIE

18.1 {EFER
RANSA ¥ R Y RBEEROA Y R) VEEHUEICER LT YR v
EHEZBE L FRICB 2BEE X U, KEEEKIC B0 28 H%
EOMBEETSE 5, ZOMEAIE A > A VEFEOERTH 2 ik
WA YA MNERIGERBEZ ERLT 5 Lic k2 EHEISNZY,

18.1.1 FKRIBHEWICHBIF D1 VAU V{EREME
Wistar fatty v O#BEE T ABHTBNWT, A AU OfER (F77) 3
=7 U BRBRORETUEIER) 2589 5 (ex vivo). &7z, Wistar fatty
7 v b ORIEAEEENEGEROBEERICBL T A Y AY YD
TEF (7)1 3 — AR R ORRIEE A RUTHEIER) %1858 %) (ex vivo) o

18.1.2 FICBIFB 1 VAU V{EREE
Wistar fatty 5 v MM2BWT, FFCBF 270 aFF—EOEE% T
L. Za—=2-6-KA7 75 —EOWEEEE TS, HEEZMET
%2 (in vivo)

18.1.3 4 VUV ZHAEMRISH
Wistar fatty 7 v s OBEHICBWTART LA VA VZEEKRTA
VA VREREEO) VBLEEHEN L, RAT 7 FINA ) T b —
N-3-FF—FOWEEETTET 2% (in vivo).

18.1.4 TNF-o ELEINEIER
Wistar fatty 7 v MZE2® 5N 5 BEEH TNF-o EAETLEZINEI L.
N ENAT U C RIS 2 859 23D (in vivo).

18.2 ¥E(CHIAE(ER

18.2.1 AFEE. EHEEOAO 2 BIRRELEIC L H 1 EEA 7Y 5
> & LT 30mg % 12 8RS L7z ZEEMEEERIC B VT, ZEERI
. HbAlc O R, 1,5-AG D EFEMEH 5N TS,

18.2.2 BEFEE. EEEEICMA TRAILAZLY LT HIZERFO 2 BifE
RBRBEICIHIEEA 7Y ¥V E LT 30mg % 12 BAEMAES L
e _EEMHEEEEICH LT, ZEERIME, HbAlc O T, 1,5-AG @
EF A YR COTRESRDENTNED,

18.2.3 BHEE, EHEERICMA TR K- A% ERFPO 2 BIFERER
FHiC1H1IEEHZYZ > ELT30mg # 16 ARMAKZS L -8
EMLEGABRRIC BV, EERME, HbAIc O TEPEDSN TV D

25)

o

18.2.4 BHEDE, EHEERICMA TR AL I U EFERPO 2 BIRERER
FHIC1IHIEEAHZ) 5> LT 15mg % 1238/, Z0%% 30mg %
16 ERGAKRE L —EEMHEEERICB T, ZERINEE. HbAlc D
THRARD ST,

18.2.5 BHEL, EHEERICMATA v R Y BF 2 EHAFO 2 BIERR
BEICIHIEYEAZY YV & LT 30mg 2 16 BEMHAKRS L2
EEMREEBRBRICB LT, ZEROE. HbAlc O TEARED SN TL
220)

18.2.6 > 2 VEHEEE T 2 IEME 2 BIERE €T LEY (KKAY =
7 A, Wistar fatty 5 v }) IZBWT, BIEROEA > A Y > IE % 8
Wb, —H A VAV YREZD | BIBERBEETLEY (AL T RI Y
URERBET v N) oBfE. E¥T v~ (Sprague-Dawley v ) @
IEW MBI IR AR S 2122,

18.3 MittERECKE(ER
A A yEFEEF L, TMHEERERE £/Rd Wistar fatty 7 v bR
Zucker fatty 5 v MZEF 7Y &V v % 10~12 HEHERS L. 20 B
BRIV A-AZROBE L& 25, TV aA— A 5% OMEE S )L
— A LROMBFZOA > 2 VBRFWOBREANEED 5T 5232,

[



18.4 4 VAU ViEH4 R EIEA 24. WEEERERUEVEDER

18.4.1 RERE, EEEOH UL AEFE. SEBHREICIZ T ALK BAY T2 v s HRatt BES EH%E
L LT R SRR 2 BERRESIC L H 1 ECA 7Y 50 e LT T 100-6739 HRHTREKAON—TEOE 1 2
30mg % 12 MG U BREERE (FVa—X - 27T V) IIB TEL 0120-893-170 FAX 0120-893-172
VT FREETL O OMEEL D A HE D ERATRD 5N T 155, —
18.4.2 4 ¥ AV VR L IEHIMERIC 5 5 Wistar fatty 7 %. QUERTRES
T O TH 3 Zucker fatty 7 v Mo EA 70 5V 2 % 14 ARERS 26.1 SRRz

L. 20 BEEEARICA VR VERELEEC S, 4 VA V5% @ Ez'g\yl*l)\ybﬁicg*i

MEE R OBEASED 5N TV HED, 1™ - <
18.4.3 MEEERE T 55 KKAY 7% 2 ORIBIEO 7)) 23— 7 L E5 & RRBEFABXAOA—TEIETS

URIEHEE RS OBIENE S ~DA > 2 ) VIR OFEEL D A A
EHENE 5%,

18.4.4 RREVHEIRERIR Td 5 Wistar fatty 7 v SO & OIERELE % 1]
L. KB 2 BofAEED 52,

19. B ICRET 3 E(EFHNAR

—f% : ©F 7 ¥ VERE (Pioglitazone Hydrochloride)

(b4 : (5RS)-5-{4-[2-(5-Ethylpyridin-2-yl)ethoxy]benzyl}
thiazolidine-2,4-dione monohydrochloride

5373« CroH20N203S - HCI

FFE :392.90

R AEORRNIEEEOMETH S,
NN-FAF IRV LT I RRIEAY ) —LIZRRB TR <
IH = (99.5) IHEITIC< L, KIZIFEAEE T2V,
0.1mol/L {EBFHMRIVET %o
NN-DAFIAILT I NEH (1-20) BIREtEE RS20,

TS
H S
- ;
HsC ‘N >:O - HClL
~ o~ ~NH
RUBGRRMEE
* 22, @

(EFTUF YU 15mg [JG])

100 8 [108E (PTP) Xx10. ¥EHIAD]
(EFJ'U9Y Ve 30mg [JG])

100 8 [108E (PTP) x10. ¥EHIAD]
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