20234E10 HEkET (BE1M0

B & ERRE
BREIE - 34

12 AU ARG gGEA
— 2B PRI IR A —

BEE
BAREERIEES
873969

HARER G EF 705 HERIE e

VISR 1555 iy

EFIVUH U5 15mg NP
EFJU TV 30mg NP

Pioglitazone Tablets

) AR -EMEOULZICIVERTLIE

#& 15mg & 30mg
EERES | 22300AMX00283 22300AMX00284
Bl 55 B9 1A 201146 H 20114E6 H

2. 82 (ROBEHEICIIHBSELEWVWI L)

21 DAZDEBEER VLA EZORERDH 2 EH [
Wrad BRI B W TR I B O IS REEDZEE
EEZOSNDLEEOMMNASNTHD, £=.,
RENIZHOAEZEED ZWIERIEL 2 EOMEND
%.] [11.1.1. 11.1.2 ZH]

2.2 HIES b — 3 A, FEPRE IR SO AT AR, 1 A0S
PRIGDERE [, 1 > A 2T K D075 bk
DREIENNHEETRD,]

2.3 EELITHAERED H 5 HBEHE [9.3.1 BH]

2.4 HERBHREREOD 5HBE [9.2.1 ]

2.5 HIERPE, Tk, EERIMEOHDHBE [
DA EFNC X B MBEEENE E N D DO TAHF DK
X k=02 AW

2.6 AFID R UIBHEUE DRI D & 5 B EH

2.7 i XAIIEIR L CW B RIREE D & B &t [9.5 ZHE]

3. #Rk - MR
3.1 #8
iR 5E 44 BRI win#l
1 g
. N H ARG H
EATV TN err0 5 s
J > it 15mg 16.53mg
'NPJ (B4 & e U | BRI, 70 A
tRoF>7oEll
gﬁiﬁﬁ wlo—2. 257
- S E Y5 ‘ B R A
SR RAre s TP
= §it 30mg 33.06mg
'NPJ (EHsU s T el
T 30mg)
3.2 WEIDOMHR
S - KRES
N I BE | Ea ol
L B o) | m) | (mg)
Mg —R
(o
EAs s Y —
V8 15m
NP ¢ 70 | 24 | 120
I~ NP-733
SRRk
) NUES S i)
EA s s w O
*J > 8 30m
NP & 70 | 25 | 120
NP-735

4. SHEE - IR
2 BUYEIRIR
77U, FTROWThDIOBETTHIEHREFBELIIAT A
RV CEREDPHEE SN B5EICRS,
1. OBREEE. EEBEEDH
QBREEE, EFEEICMATRAIVRZILILT7EIZE
)ii|
QEEEE. BEEEICMA Ta-7/vaL 5 —EHEH
FaEd:]
@EEEE EEEEICMATEI7FH1 FREREF
A
2. BEEE. EEEEICMA T, >R 8K % (ERH

5. 2Bk - SIRICENET 53E

KENEMAT DHEE. A A ARPIESHEE SN D B
HIBRET D Z & A > AV ARG D H 23 E (Body
Mass Index = BMI kg/m?) T 24 L EdH B WITA > A >4
WARRBMNZEEIF LR > 2D 2T 50 UmL BAEET 5,

6. B - AR

(BEEE. EBEZOADSERVEEEE EFFEE
ICIZTRIVEZIVI LTPHERIG a-7)vaY 5 —EHEH
EZULCREITT7HA FRER2FERT 556)

WH. RAIIFEA US> &L T15~30mg % 1 H 1
[E Rl I BRI O# LT 2, 2B, WL S,
FERIC L O TEE KT B8, 45mg % LR &T 5,
(BEEA, EBEEAICMATI AV CREEFEHTS
HE)

WHL. RAIIZEA Y& > E LT 15mg % 1 H 1 [AE]
BRDUIHERICR OG5, 7B, Ml Fi, R
WX DEEHEET 578, 30mg & FRET B,

7. 8% RECEET 3EE

7.1 BN Z <BEINTWE DT, I
5325603, BHEOBHICEEL, 1H1E 15mg» 5
BHEBBETHZENEE LN, [81, 11.1.2 ]

72 1 H 16 30mg 7 5 45mg IR L 2 RBICTRENFH L
FBINE < HENTNDDOT, 45mg ICHBT DHAITII,
FREOBHICER TSI &, [81. 11.1.2&H1]

73 1A EOHARICBWTIE, BENSZREIN
TWBZEMNS, 1 HIE 15mg N 5#%52AT2 &,
AHE W ET 2GR E R AR 2 ORER - #iEE 1
DICBELANSHEEITD &, ZEL. 1THEELT
30mg A BNWI &, [8.1, 11.1.1, 11.1.2 ]

7.4 EEE TR 1 H1E 15mg 5 #% 52 0ET 2 2 &N
PEL W, [9.8ZH]



8. EEAEAXNIEE

8.1 fERIMIEROMINC X5 && 2 5N D FENEHIFIC R
WL, FEOARENEEDLZVIIRIET S ENH DD T,
R OFRIE. 2R RERM, EROZB(LICEZRL, &
WNBSNEHEICITES ICARORMAZ DL, 22
LXOBFEEFETSH L, [7.1-73. 911, 11.1.1, 11.1.2
]

82 DEMEERLMILE KNS S5bd ZENHDHDT,
FHNCOBRBEZTO R ETDITHERZL., BRENE
SNEHEEITIIREZ2 —RF LT 203 2 WEEET 572
CHEBEICRETDH &L, [11.2 3]

8.3 AL ICITHfER &= 24 T 5 7x EEER A ITITE M
JFHEREME Z R L . BRENRD S NEBEI3&k G 2k
T2 @MU BRAEETS 2 &, [11.1.3 5]

8.4 (KIMMEZEKLZ T ZEND DD T, BEFITH UK MBEE
REDRZDIUFEIZDNWTHoaHT 5 2 &, [9.1.2,
11.1.4 18]

8.5 AHIZ G5 INZBETHEMEOR A 27 N HENT 5
THEMEMERICIIEETEARVDT, UTFOMRICEET S
Z &, [15.1, 15.2.1 ZHE]

- BERERRE TR O BF IR G RIS &, £ KT,
JEEDEEE DEEE: 2 A 9 % B3R FI OB M e OERR 2
TR L= LT, HE5OnGEEZEEIHET S I &
cBEBIRICESL D, BRE I Z OFIECENIEFIED )
A& FHICHMAL T SEETS 2, £z, &5
W pR. BEPR. FEPRIESE ORERDERD 5 N E I,
BHII%ZTHLOBHFITHRET D &,

FEHRE. EHNICRRESEEEHRL. BRENED 5N
HEICi, EYBLEZEITO &, T BEKR TR
Bk LT, ToRBgETD L.

8.6 & 5T 2B E L, Ik, FREEZEHIMNICREL. K
DNREHEMD. 3 7 ARG L THRBA 0G5
12, RN DBEEANDY D BEZ 21T T &,

8.7 BT MBE FREICRE Y Bl PR Ip MR SUE VAL 3 2 il
HDHZENHENTBD, AANTBWTHHREFINDH 5D
THETDHZ &,

8.8 KIMHHEIRZEL T ZEND DD T, &ETfEZE, HEH
DEFHEIIHEL TVHRZICKREG T2 EEICEREET S
&, [11.1.4 2]

8.9 a- V)N —VHERELAH 1 H 45mg OHFHICHT
DAL L T (EARERIZIZEAERN),
8.10 a-ZIVaT ¥ —HHEA, 2RIV LT REHA K
OARKID 3 K% ptAERG T 2856 D@L L T
W, FEREEBRAAE L 0. BIERARBENE < 72 5 E[A2%R

HHENTNWDS,
8.11 B/ 71 RRFEHIEAHK 1 H 45mg DHFHICBT 5%
EMEITMHELL Ty (BFRRRIZIZEAERN),

0. BFENEEZEHI2EEICHETIEE

9.1 AHHE - IFEEEDH 2 8E

9.1.1 DAREREDH ThDH 5 OEFE. TOE. OB,
EMEMOERBEDNREDH 5EE
PEERMBZEOHEMICEX D LAEREZRESEL2BENNH
%, [8.1. 11.1.1. 11.1.2 ZH&]

Q12 BKMELR_ITHZThDH BLUTOEREITIRE

o J N AR EERER 2 S RI B RE R 4
CREBARREE, HUEIRAE, AEHIZZAFBE. AFEE
BOREXIIETTIRE

<L W ES)
CBEOTIVI—IVEEGEE [8.4. 11.1.4 ZH]

9.2 BEHEEEERE

921 EELBREEETERE

BHELRWZ &, [245H]

9.2.2 BEfcEERE (EELBRERETREZRC)
HEICE5T5 &,

9.3 FgeEERE

9.3.1 EE LT REEEERSE

BhHLRWZ &, AFNFTEICHETREIND 2D, BiF
THBENNH D, [2.3 ]

9.3.2 fIREEEERE (EELTHERTEEEZR])
HEICRG T,

9.5 1%

T XAIIEIR L TW A RIREE D & 2 W HEICII G- L 2
&o T v MERERAME G T, 40mg/kg AL DO RETHE -
R ROEM,. HAEROEFEROBEMN, T FEHEE
TR 5B TlE.  160mg/kg BE THEEMI OIET- XU EE
NENTN LB R RIEFEEROEENRA SN T NS, [2.7
2]

9.6 RElLiz

B O REROAREOAREESBEL . HALOHK
B IEERE T &, BER (Fv b)) THIFF
ABITTBHERREINTVS Y,

9.7 NRE%E

INBEEE R E U BRI IR L Thian,

9.8 Sk

BIEMFEBUCEE L., RilE B Lan s HEIK
G952 &, —RITEFRBREMETL TWD, [74ZH]

10. #HE{EH

ARFNS T & U THF Y CGHEER CYP2C8 TRA SN,
ICEB O TRENMGH IS5 T 5, [16.4 2]
10.2 HHAER (BFRICERETSC28)

Bl
BRI A > 2
o IEHE SR
a7 aTy—
YR
DPP-4 [
GLP-1 71/
B

A4 A 2 HEHE|
[11.1.4,16.7.1-
16.7.3%:18]

HEICHRET2Z
&,

A5 BRRIEIR - R 0E | BT - fERRIE T
LEZSERIE S {RifkE 2 BT 2 | GERRFICIE, Ml
ANBRZIN TV | BTN H 5 0| BETEMOHERIC
7 REHA T, BHENSER | XD, RilLBED D
EJ7 A RR|GEMBTL0E | AVNENT 55

TNDDH 5.,

Bl JR 95 I 38 B N2
DI FERE NEH %
PR ILREE T %
EHAEZHHL TN
555
i PR 993 FH 3 o ifn
WERE T 1EH & 18
TR B A
B - JHEWrF
B U F)LEEH]
/)T IV
b EH
T4 T T—h
2 O = 5 i fE
TRIEA
IV TrI %
15 PR i I 38 D IfiL
WEBE T 1E FH 2 8
55992 #HEl
Y RLFU >
BB R
£
FRAR SV E
e

RO I A
FITARK Z PR
DHEAITIE, BER
COIE J0X:J M)
ARICRREOME
ERICEET S &
EHiz. BHloA
A RS
EERNMbD S Z
ik saEITT
NEETH &,

M5B TR O 1
S 8 1T K
=




B % EEPRIER - B 7| W - BRI T
V77 BT %Y T 7 L& |CYPC8 2 5E T
D CYP2C8 #ifE (D THEEAF T |22 EICXD. &
ERSE il ) & > ® AUC | Bl O DME it &

M 54% K F 9 B
EDOHEDNDH B D

nNsEEzxBHN
%,

T, U7y EY
CEPFHT BGA
V3 A PR AR I &
T BEL., b
B A I AA
EHMEBTDI L,

11. BMERA
KOEWERMN S 5oNB T ENHZHDT. BEE+DITLT
W, BENREOSNEEGICI3ERE 2T B Y7
WiEZFTD T &,
1.1 EXGEMER
11.1.1 DFRL GEHERE)
DARERNHEED D NVIRETHIENHLDT, FE &
BUSRERIN, OARSER - 8% (B9, 8iE. Okt
A, ks NAasNEHEICEEREGERIEL, V-7
PRI 2% 59 272 E#b)sU@E 275 2 & BiTLAR
EFRIEDBETNDODH 2 LEEODEZFITKGT I >
2V 2 ERRT BRICIE. DAREOBBEICEET D I &,
[2.1. 7.3, 8.1. 9.1.1 &&]
11.1.2 208 (8.2%)
PRERIMAEE DN L S &5 2 5N FENRD 5N
B HED DZWEH LT 5 SR RUEZRZTO &,
N5 DOUEIZ XL > THIERNEEE LaWESITE, H3E
IR CTL—T7HIRA (7ot %) 0R5%%2EE7
5T &, [21, 7.1-73. 8.1, 9.1.1 BH#&]
11.1.3 fFiEERES. |E (EARH)
AST. ALT. Al-PZDFEL W 24D FHaeRE, #E
MHEONDEIEND D, (8.3 %]
11.1.4 &KIMFE (0.1 ~ 5% Kih)
M DBERRIE A & OHHH T, RIEEEIR 2 D 5o s 2 &
Wb %, KIIMEERDNGRD 5 NZEHE. KHKldH 2 WITHH
L T2 PRI 3 2 —BF R P kT 2703 % W R T
Ll EHEBEICHEGETSIE, £2. AFOE 5L 0K
HHEIRNGRD 5N HE I E 25 DN 2 BT 572
ERYBANEEITOIE, 2L, a0V aTF—FH
EH & OPFAIC L D RIEHEIR RO 5 N B EICIET R
UREEERS TS 2 &, BB RIMEERITA > 20 O
FRICZ < ALNTNS, [8.4, 88, 9.1.2, 10.2 ZE]
11.1.5 BEEHBARE (BUZARE)
M. B, CK BF. A RORPIAr7oE > bk
FER Y & T D REBUBRIRIEN S 5 b D ZENH D,
11.1.6 BEEMER GEEARH)
FEEL, nEhk, DRIRREE, M ORE (REY) SNED 5
NZBEITIE, ER T X AR, B CT. i~ —Hh—
LomEEZERL., BENRDSNEHEICIE. #5520
L. BIBERERIVE S HIOBRGEEDEY)NEZTTD
k.
11.1.7 BiEEOEE (0.1% Kiif)
11.2 Z D OEIERA

éﬁ: 0.1 ~ 5% itk %% S 2 AR
IR 2 If . | I ER
i WANY 5
BB & JiiiE o o TN | 715

BT, LA
BV, BE, B
LI, B L

5% o s 0.1% -
DL 0.1 ~ 5% AT e BEE A
IBAE . B8, Lo
HIL AR B -NEM:, BN
Bk, e, g
N R AT
T R, B
TLIEE, BEARIR
JH- ik AST. ALT. Al-P,
7-GTPD &
FE R DEN, ZHDE,
S IRA BE
&, & Lo
Z 0l LDH|BUNK A UYL | B, | B,
L\ OLER BEAK| 52 A, | BRFE
CKD | XAV ADAR | A7 | BB IE
LS| R R E R ORE | B FRRIC | D% X
FON. B | fESRER |13 By E T
S A |
FEDIEAL
F D MmEmEE e G n RIS EEE) 1275 2 &,
£ 2) [8.25MH]
7# 3) AEOEKRRER T, LW TEIFOREHEE L&

MRDHHNTND,

PR, REENCHE->THEONDTENDS. #i
KT ORENGRD 5 NI B E 1TSS PR O nlRetk
EEE UBERAEETTD T &,

4

14. BAEDEE
141 EHZFEOEE

PTP @ DHFNIPTP > — b6 WD L TR T 5 &
S¥gET L L, PTP > — hOEKITL D, FEWSIMAEN
BEREATA L, HIZIZEA 2B I U THERRARZEDE
EBRAEGMEENFHTHIENH S,

15. ZOfDER

15.1 ERPR{EA ICE D <155
WS CTHENE L 7= BRI B 2t & L7z 2Eitge (10 47
MOKBEE DR — ML) 1ITBWT, BEEOFRAEY A0
IR PR A B ZITRD S RN o 728, EE D5 4E
U A7 EINOFIRENE 2R 5 AR b T SN TS
P9, [85. 15.2.1 BI#]

15.2 FERRAREABR (CE D  1HHR

15.21 T RN AT 24 5 A RBEHRE 085 U7z il
TlX. 7 v MED 3.6mg/kg/ HEA L OREITIEMEIER 232 5
N7z, [8.5. 15.1 Z]

15.2.2 K& M KI5 I BE 5 (familial adenomatous polyposis :
FAP) OETIVEMITH S Min ¥ AICHEHE (hosUs
Voo sy ) ERAERELEET A, KHiGE
BOBKORE I EHRIEZEORENHD 7,

16. 4 EhRE
16.1 MeiEE
16.1.1 BEREOKRSE
EERANBTICEA T &) 2 2R O%5 LR, fic
WERZACAR R OMRE#Y -1~V M-II~V) 2R S 0,
ZFD0O5E M- I~NVIZEHER#ITH 5.
R A BT 8 flic e icEx /Uy &L TLHE
30mg % B [RIRE % 5 U 72, R AR O 58 2 3 1) /3
FA=FIIRODEBDTHS Y,

Cmax Tmax AUC 5561 T,
(rg/mL) (h) (rg-h/mL) (h)
REALKR| 1.4£0.2 1.8+04 | 11.6%+22 | 54417

CPHfiE + FEHE(R %)



Ri R
REALAR| H,C-H,C- | H-
M-I | H,C-H,C- |HO-
M-TI | H,C-OC- | H-
) | M-IV mc:>HO_H
N o i M-V |HOOC-H,C-| H-
“ M-VI | HOOC- | H-

16.1.2 RiE#® 5

fEEERABT 6#) IC1HIBELXZ U ELT
30mg Z 9 HiH (2 HBIZARE) RKEROEG UK, £
AR OTEL G aEE CRAE+ M- T~1V) oI
PIBEIL 6 ~ 7 HEH TIRIFERREBIGEL, KEREGICX
LEBERRVWbDEEZSND Y,
16.1.3 £ F R EFMEHER

(EF T U &8 15mg [NP])

EA 7 U&) 8 15mg INP) &7 27 kA8 15 DENE
Nige (X270 % >0 Tliomg %, Z7OAAF—
IN—EIT ;D%%WA%¥_ﬁﬁ$@@D&5LTmﬁ¢
RECRREZRE L7z, BoNTHYBE/NT A—F
(AUC, . 4gn Cmax) 1 Dbxf90/{u¥EEFﬂ{£ THE AT
Wi 21T - 72455 log (0.80) ~ log (1.25) OHEFHNTH O,
D YR S S R = iz Vs

HEBNEE /)N T A — 4

HIE/INT A—F BEINT A—F
AUC . 4gn Cmax Tmax tip
(g-hr/mL) | (ftg/mL) (hr) (hr)
[ ﬂ’ )
&) > §E| 6.76+£235 |0.743+0.205| 2.1+09 | 53+16
15mg NP
Eﬁ]\Xﬁ% 6.45+1.74 |0.745+0.207| 2.1£1.1 | 5.1%£1.3
(Mean = S.D., n=16)
(ng/mL)
900 .
i
5
E
;em‘
7 -~ B4 5 4 15mg NP
g 7Y AR 15
7 300 L Mean =S.D.,n=16
~
b
i3
0 R A s

0 6 12 18 24 %0 36 42 48
MEEPEF T 5 2 REHER

PR EENG T AUC, Cmax ZFD /8T A—F 13, #HBED
R AR OEREUEIEK - RIS OB & > TRR ST
D B B,
(EF U &Y 8 30mg [NP])
EX 27105 8E30mg INP) &7 7 b A$E30 DENZE
Nige (EX 27050 T30mg %, Z7OAA—
IN—EIT i@@%%k%¥_mﬁ$@@D&5LTm%$
RECARIREZRE LTz, BoNTEYBEE/NT A—F
(AUC, . 4g,» Cmax) 1 903T90/fn§EEF’EJ{£ TR
Wi 21T - 72459 log (0.80) ~ log (1.25) DHEFHNTH O,
D YIRS S iR S iz 1

Y EEE/N T A —5

HEINTA—F BEINT A—%4
AUC - 4gn Cmax Tmax ty,
(ug-hr/mL) | (feg/mL) (hr) (hr)
Ex 7
&) gl 11261421 |1.124+£0.397| 1.8+09 | 8.7£6.3
30mg NP
;71\7\% 10.73+4.30 [1.117+0.388| 2.0+1.0 | 7.5%5.5
(Mean + S.D., n=16)
(ng/mL)
1,400 [ _
i 1,200
%E 1,000
ot
5 800 U705 24 30mg [NP)
D 600 &7 k28 30
5 2 Mean +£S.D., n = 16
V400
=
§ 200

0 6 12 18 24 30 36 42 48
MAEH EA U 5 AREHER

MR ONT AUC, Cmax ZD/8T XA—413, #EBRED
IR, RIR OB A5 - RS OB Ik > TRz 5 1]
HEMEN D B,

16.2 DRI
EHRERABT Q) \TRERXIIRBICEF TS >
ELT1H30mg ZHEREO#E Lk, BRE5ITEN
TREZALARD Tmax OIEEMNH 5 NIz DS RE LR DS
WRE RN T A= IR EREFRLS, BRICX2EE
BIEEAERWEEZSND Y,
16.4 {38
EA 7105 > ORBITIEF b 70— L4 P450 1A1. 1A2.
2C8. 2C9. 2C19, 2D6. 3A4 DEH D FHEMNE L L T
Wb, £z, EAZ U i3k bF M O— A P450 4y
THEHI 70V —L0RBHEHICHL T, Fhro—

s P450 1A1. 1A2, 2A6. 2B6. 2C8. 2C9. 2C19. 2D6.
2B1. 3A4ITIFEAEREZ S5 20" " (in vitro) . [10.
2]
16.5 HEtt

fEEERAB T (14 61) ICZEERICEF U > &L T
6 30mg %‘:%@fxm‘xﬁbtﬂw RPICIEEELTM-V
~VIDHEE E 3, £ 55 48 Bl & T RFER P HEI =13
¥130% TH B,

16.7 EWHEEIEA

16.7.1 ZRJILKRZILI L T7H
ZIVRZIVILTH (IR SR, ZUTS5DR)
Ao 2 BUBERFEE Of]) ICHL T, 1H1EES
JUKELT30mg 27 HEEO#E LK, 47
U 2 ORENE L NEE S CGRELR+ M-
I~V) OifHiREIZERFREDAD 2 BIFERWEEFE TD
WEOILILTBD, £/2. 2RIV L7 H Ol i

F%%&U%E%é$:$aiabm1m@mm [10.2
2]
16.7.2 a-7 I3 54 —EEEH

R VR— 2O 2 BERFEE 416 1ITHL T,

ITHIRBEAZ US> &L T30mg &FOHKSL L7k,
EAT7 )5 2 OIEEIEEWEGH (RE(EE+ M- T~1IV)
DI PRI RFEDO A NI AR =)L L 7 Kifdi o
D 2 TUPERIFERFE TORER LA L TWD ¥, [10.2 ]



16.7.3 EJ 7741 NRESA
AR ORKIEZRGTOBEERABT (14 F) 2L
TARIEEAZY S > &L T30mg ZREH#ES Lk,
EFT7 )5 2 OIEEILEYEGH CGRE(EE+ M- T~1IV)
DOIMHPREIIEA T ) &Y 2B SR O@ERAN A FT
DR EERILTNS 9, [10.2 1]

17. BRRRIE

171 HxERURLMICEAT 255

17.1.1 EN%HEASE I KBk, 5 MHHHER
2RI RIF R FE E MBI, IH1IEEA VS ELT
15mg. 30mg X!d 45mg & 5 L= —HER L&A R Z S
IR RBRICT B W T, o ol o B VR & /=
821 Wl (& ESE | DL ) 13 50.8% (417/821 #1)
T%Z.) 15). 17) —23)0
I 51, EMEERAE (28 ~ 48 AL ERE) TH, %
I B 1L R X HbAle O FRIEH L. A OBTHIEA S
N, RELAMED Y hOo—)LAESNTNDS 2%,
FIVE R BB 13.2% (128/969 #l) <. E/z@IfERIZ
iR - <A (1961 THor=.

(BEHEEL. EEEEDAD 2 BIFERR)

17.1.2 EANE TR
1H1EEAZY &> &L T 30mg % 12 %S Uk
B, HbAlc (JDSMHE) 13 1.08 = 1.47% (63 il O EH il +
AR ZE) O FENRD 5N TND,

BIVE A FEEBEEE1, 16.9% (13/77 #6) T\ E 72 @I 3 -
B H QBN THo7= ",

(BEEEX. BBEXICMATRANLVKRZNYIL TR EER
() 2 BIFELRTR)

17.1.3 EAE 5
1H1EEAFZY S > &L T 30mg % 12 BMES Uk
B, HbAlc (JDSMHE) 13 1.24 & 1.33% (56 il O EH il +
R ZE) O FBENRD 5N TND,

BIVE R FEBBERE 1S, 10.5% (8/76 B) T, E/n@IVEM Vi
D<A BB THo7=2 ",

(BEEX. EEBEEICMATa-F Va4 —FHER%
fERFO 2 BIYERR)

17.1.4 ENE TR
1H1EEAZY &) > &L T 30mg % 16 EMES U2k
2. HbAlc (JDSM#H) 1% 0.91 £ 0.89% CEHfiE + fEUafR)
D FENRBDHENTND,

i PRAR 2L i D F8 2 B O RIMEF MY 67.2% (43/64 Bi) 1THR
W5, EREWERIZRE 64#) Thorz®,
(BEEE. EBEEICMATET7FHA1 FREREEA
(D 2 BIFELRTR)

17.1.5 ENE IR
ITHIRBIEAZ US> &L T 15mg & 12 @M, TD%
30mg % 16 M [## 5 L = #5 &, HbAlc (JDS &) 1 0.67
+0.80% (83 Bl D FigfE + FEHEMR22) O FENRD 51
Tnh3,

G R A D F 2 E O RIMEM D 15.7% (13/83 #i) 1THR
W5, ERAIERIZEE Q). KEtkmE, EEE
JWROBNP ER (%26 ImETH-7= 7,

(BEEER. EBEEICMATI AU D BFZFERBD
2 BUYEERIR)

17.1.6 EANZE MR
LH1EEFZ YUY > &L T 30mg % 16 HEBS L 72k
. HbAlc (JDSE) 1% 1.22 = 1.11% (45 il O 15 E +
EEUEMRE) O RO 5N TN D,

S R AR TS fiE D S5 2 S O RITEH Y 66.7% (40/60 1) 1Z#2
O 5. ERFERTELEHE (0 #1) . FRAEZE R
s LDH 840 (& 11 ) 72ETh-7=2,

18. FEXHEEIE

18.1 {EH#F
EAT U 3A ) DZBEROA A HREEELL
BRICIER L T > A P2 B L. HFicB T 28
EEIEHIL . RSB 280 H 2 &0 2K S
"5, TOEMEZ. A >AD ARPIEOERTH 2 HMA8A
4)%Uy%ﬁ&é%%&mﬁﬁ?%:&t;%&%ﬂé
nso,

18.1.1 RIEHEBEICH TH 1 X ERER
Wistar fatty 7 v F OB E T AFHITHNT, A > AU 2D
ER (ZU =7 2GR OB TTHEER) 23503 5 (ex
vivo) . FE7z. Wistar fatty 7 v b o &l 525 & P 1 #E.#8% Ha
ROEBERMRICBWNT, 1> 2 o (U)ba—
AL T OIS E A R TTHEME) 28585 % ® (ex vivo) o

1812 FFICH T 514 > X 1) 1ER#EH
Wistar fatty 7 v MZBWT, FICBIF27)VaFF—E0D
EEZTTEL, VIV a—Z -6- KA 7 75—t DiEM %K
TEE, BEEAEZIHT S Y (nvivo)

18.1.3 1 > R U SR IA{EF 1A
Wistar fatty 7 v b OBEHHIZHBNT, K FLEA AU >
ZRIRKLOA > A R BRIEEDY) Vb EEREL.
RATyFIONA T b=V -3-FF—EOIELETTET
%9 (in vivo) .

18.1.4 TNF-a FEEAEINFIER
Wistar fatty 7 v MW 5N 5 5 M TNF-a E A4 TE %
HIHIL, TN ENMAT LT il 2895589 % °Y (n vivo) .

18.2 BER B E1ER

18.2.1 AFRE, HEEEDOA D 2 BB RKEHZIC 1 H 1
mEATU& > ELT30mg % 128E#%ELE_ER
bR Ic BT, EEFIE,. HbAlc O N, 1,5-AC
DLERNBDHENTNDS Y,

18.2.2 rHE ., EEEXEICHATAINFZILT L T HIZ
TR D 2 MBERIERZICI B 1 REFZ US> E LT
30mg % 12 ERPHHZ G Lz —E e EilBRicB n T,
ZEfEIRFIMBE, HbAlc @ FKE. 1,5-AC @ L5, M- > A
) OTFBRMREDSNTNS P,

18.2.3 FEL, EEREICMA TR U R—ZX &b D
2RIPEIRIFEFICIHIBEA Y& > &L T 30mg &
16 MO G LU —EE BRI H W T, HbAlc
DFEARDENTNDS ),

18.2.4 SHEL, HEWRICIMATA MRV 2T
D2 RBERFEFICIH I EEF US> ELT 15mg
Z 1230, 2 D% 30mg & 16 MM HEG L EHEMK
el BRI B W T, ZEIE RIS, HbAlc O FEMNGRD 5
nctns @,

18.2.5 Bk, EHEEAAITINA TA > AU > #H %
D2 RIBERFBEFICIH I EEFZ US> E LT 30mg
% 16 EEPEA&K G U —EEREGBRICBWT, 228
BFIMBE . HbAle D FEEAR®D 5N TNDS 2,

18.2.6 1 > AU VikPiIMEZE A T 2 MM 2 BB R £ T L
#Y (KKAY 7 A, Wistar fatty 7 ;) IZBWT, @&l
RO EA > A VIMEZRRT 5. —hH, £ > AU R
20 1 BEERBTTIVEM (ARL T B D HEIRE T v
k) Ol EH 7y~ (Sprague-Dawley 7 k) DIE
W ICIER 2R S 2 %,

18.3 M¥ERERZ=1EA
A A bR EA L. WitHERE R %2 7R 9 Wistar fatty
Z v b IO Zucker fatty 7 MTEF T U LY 2 & 10 ~
12 HE# 5L, 20 R EZic /) a— X208 5L
72EZA, TNV aA—AExE5%0MmEE 7 )V 3 — 2 EF O]
B 2 A VBRI DEIINRD 5N TNDS @ %,

184 1 > R B SEER

18.4.1 BHEEE, HEWHED A XTI BFEE, EEPIEIC
MMATZIVKRZIVD L 7 El 2RO 2 BB FRFBEZI 1
H1REFZ US> ELT30mg & 12 S L7z



REEREB (VIVa—Z - 752 71) ITBWT, K
B O OREE D IABED FRENED SN TNDS D3,
18.4.2 1 > A Ui Z A L. EHBEEFR % Td 5 Wistar
fatty 7 b OB T dH B Zucker fatty T MZEA T U
&% 14 ARG L, 20 BERIHB%Ic1 > A > 2%
HLZEZA, 1 A 55O MBER T OE®RITED
Bh—t—b)é 28). 32)o

18.4.3 i PRI Tdr % KKAY X7 XA ORI D 7)) 2 —
7 3 T OVEI SESALE BE IR L O R B I 7> N D1 > A
U 2RI ORI D AR Z NS E 5 P,

18.4.4 JETHEINE R FE CTd 5 Wistar fatty 7 v N DIFN S OB
PEAZHIHIL., KSHERRICHB T 2R AZED S Y,

19. R ICE T 2 IE{LFIFER

—ft BT

(Pioglitazone Hydrochloride)

(5RS) -5-{4-[2- (5-Ethylpyridin-2-y1) ethoxy]
benzyl} thiazolidine-2,4-dione monohydrochloride
CoHzN,0,S « HCI

392.90

b ¥4

G2 =W
nTE:

FiE =
H

)
HsC = N o
- | - HCl
NH
0 0

YRy 3t LAEES

c HEOFRESUIF I OM R TH 5,
*NN-ZAFIVRIVALT I RXIFAY =)L
PREITCT, T /=)L (99.5) IZIETIC
<<, KIZIFEEAUEE TN,

- 0.1mol/L ¥iEEFIRICIA T 5.
*NN-ZAFIIVHRIVLAT X REWR (1—20) 1%
TEAEZE R I 72,

22. a3

(EF T 48 15mg [NPJ)

100 & [104%E (PTP) X 10. #fEHIAD]
500 & [10 & (PTP) X 50. EZIRFIA D]
(45U a8 30mg [NP])

100 32 [10 %2 (PTP) X 10. ¥ZJ&AIA O]
500 $£ [10 & (PTP) X 50. EZIRFIA D]
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