2023FESAWET (5B14K) HAEERR A EES
873969
B RERE ERES R
HEAR : 3 § 15mg | 22300AMX00246000] 2012 % 6 A
A4 VAU VBRI SEE 4 30mg |22300AMX00247000] 2012 % 6 A
—2BUEPRR AR —

aszes EA 0 UIYV VIGEIGTE
EA YUY 5:15mg [JG)
EAOVDY > 5:30mg JG]

TTEREELY
B ERE-EMSEOMSZICIVERTL L

Pioglitazone Tablets

. BB (ROEBEICBES LRV E)

A DARE2DBERVDAZOERED S 2 BE [FHERIC
BOLTERMFEEOEMICHES REEOELEEZ SN
DEEOENPASNTBD ., £/, BRNICH DARZHE
BHLVERELLEOMETPHS.] [11.1.1, 11.1.2 &
fg]

2 EES b — VAL BRI EESIIATEEE, 1 BRERRO
BE [HR. 122 VICL 5P LB MEDRIENSNE
E75%,]

G EEGIREREOH 5EF(9.3.1 2]

A ERCEREREOH HEE(9.2.1 2]

5 ERERSYE. FiATR. ERLIMEOHHBE [~
YESICEHIMBEEEPEENL O TARAOHRSG TS 72
Vo]

2.6 KD UBBREDOBUERED & 5 B#E

2.7 BEIHEIRL TW S AR D & 571 [9.5 ]

NN

N

3. HERE - MK
3.1 #8r%
. Eekuln%as .

R5E4 (1 §teh) ASIA
51709>fm%Eﬁﬁuyfyﬁifﬁﬁﬁkkgij;fzg
v $E 15mg|MiE 16.53mg (E4 2 P 7\‘_?7,) LB~ %
MGl Y& e LT 15mg) |, ’ "

VAN
CA sy s JlaE va sy s | VR, FoFs o
v o wmgmﬁ33%mg(Ejﬁtzgz”iLiﬁiggéﬁ
MGl Y& E LT 30mg) | v AT "
VAN
3.2 EHEIDMIK
WS & - A TCRESERE N
x£H BE  AE
S A " /36N
e msee) €5 @9 == om
JG =R RV
EE Es #R
7.0mm 2.4mm 120mg
KH = filla)
S A e 736N
F Jﬁi 30mg Eug)\g*f%f@ & — | 1632
JG a7 >Rl
EE Es #R
7.0mm 2.5mm 120mg

4. FEEXIFFHR
2 BRI
L. FROVTNHDEETTIBMRIESNT IV
U VEEREDEESNBIEEICRS.
1.ORSEE. EFHEEDH
QBRBEE. EFEECINATRILRZILD L 7HIZER
CREEE. EBEECINAT a-2)bI1Y9—ERERZER
@RBEL. EFEACIATET 71 RRERZER

2.BEWE. EFEACIA T, VAU VERFEI7ZER

5. MEENIFHNRICEHET BiER
KEIZFERAT 2561 4 R VERESHEES NS EEIC
RET DI L. A 22 VEFHEOBRIIEHE (Body Mass
Index = BMI kg/m?) T 24 DlbEd 2031 > 2 > 3ubikeg
PZEERIMA A > 2 SETS5uU/mL B EET 5,

6. FAERUHE

(REEE. EBELDHFDEERVREEL. EEEECINAT
ZWKRZIWD L 7RG a-2 I3V 9 —EHEERIBE UL FE
I7F 4 RRERIZERT 5155)

EHELBRACIZEA 7Y F e LT 15~30mg % 1 H 1 [#
BRTIIFIRRIGRORE T 5, &b, HHl. i, ERIck
DEEHERT 5. 45mg % LRET 5,

(BEEL. EFEECIATAI VAV VERIZERT 3155)
EE. YA U5V e LT 15mg % 1 B 1 [EEE
YIFHARBICROKRSET 5, 8. Wil S, ERICkDE
HIERET 575, 30mg % LIRET 2,

. FBIERUHEEICEET 538

A BEASHBHLHECSBESNTLAEDT, THICRET
B, FEORFICEEL. 1 H1E 15mg »51%5%H
4952 EAEE LY, [8.1, 11.1.2 BFE]

7.2 1 H 1 [ 30mg 5 45mg 1< #8H L 7244 12 IEIE AR L 72
MEZLALNTVAHDT, 45mg ICHEET 25EI1CIE. FED
BHICHET 52 &, (8.1, 11.1.2 3]

3 ARV EOHABICBL TR, BEASSEESATL
Bzeis, 1H1E 15mg » 55 2MBT 52 L. K%
WY 554 2ER ODAREOER - BIEZ S ICBE LE
BOEEIFS e, 2720, | HBE LT 30mg 28A%L
e, [8.1. 11110 11.1.2 B

A EETIR. 1 H 1 E 15mg » 585 2MBT 52 L AL
Lu. [9.8 BHE]

. BEEREARIEER
JBBRMBEOEMICE S EEZ SN A ZESEHEICHER
L. S0P EILVERETHIENDHLHDT. IRA
FRORE, S REEN. EROBICER L. BESAS
NIEBEICEEBICARIORRAZHIEL, 22T 2L5BE%
g5 &, [7.1-7.3, 9.1.1. 11.1.1, 11.1.2 BHE]

2 DENEESRSODALEERSHSLNEZ ENHZHD T, Tl
MIZDBERBEZITORETTICEEL, EEPROON-E
BIIBEE—EBHIET 2255 VWIEET AL CEEICES
T5I &, [11.2 2]

3 EBICHHEERE 2 AT 5k EDERIEA I ERE IR
EREZEHRL. BEEIPROONLEEICZEEL2DPIET 5%
CHEUAMEERITH &, [11.1.3 B3]

A BMELZEITIENHHDOT. BFEITH UERMEERR O
ZOMUMFFEIZOVWTHAFHAT S &, [9.1.2, 11.1.4 &
]

S KR EBE SN BECEWEORE Y A7 EINY % AlHE
BENFERICBEETERZVOT, UTOHRICEET S &,
[15.1. 15.2.1 &ME]



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

- B ERIRICEN 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 AIFAICIE, M. RIELZEHMICHRE L. EFH DR
BEEEL»D, 3 7 ARRES L THRIR+DHBEITE., P »
I DIBBEEADOYIDEZ 2ITH T &,

8.7 2z MAE REEIC ARV, BERRERBES BT 26 5H 2
ZEPHIENTHBY., KFICBWTHLHEFAHAHDOTEET
b L,

8.8 (RIMEERZR T ENHHDT. mAEE. HEFEHOE
HEIIEL TCVWAIBREFIIRETHALEEIICEIEET S L,
[11.1.4 8]

8.9 a-7 L av ¥ —YREA EAHF 1 H 45mg OHAICBIT 3
REMWIIHELL Ty (HRBBRIEIZEAERV),

8.10 a-7Nay¥—YHEA. ALK L7 REE KUK
Blo 37 2GRS T 555 0REE I LT, EK
REAHEE D BWFHEBRRIEL RAEADPED 5N T N5,

N 774 RREHIEAH 1 H 45mg OHfHICB T 2%
TEIGHESL LT (FRZERIZIZEAER W),

BEDEREETZEEICHTZER
1 BIHE - BREESDH D EE
1.1 DAREREDBZNDH D DEHEE. HE. OEE. &
MEEVREEDIVEENDH DEE
TERIMFEOEIMICK VDAL EZRIESELIBINNDH 5,
[8.1. 11.1.1. 11.1.2 8]
9.1.2 (EIMEZFEC T B ZNDH DI LUTDEEX FIREE
- TR EEAR L USRI BHRAER 2
CRERRREE. HURIREE. RHEBIZ AFER, AEENED
REXIIEFFIRE
S L WATAES)
SBEO 7L T — LB
(8.4, 11.1.4 1]
9.2 EBiaEEEEE
9.2.1 EEEIKEIEEEE
BELEVWT E, [2.4 ]
9.2.2 BikEEEEE (EELBREESEEER)
BEBEICKET ST &
9.3 FFigEEEEEE
9.3.1 EERRITHEEEEEE
BE LW e, AKFIEFEICHETCREEIND D, BEFETS
BENSDH 5. [2.3 BE]
9.3.2 fTigkEEEERE (EELTREESEEZRL)
BEBEICKET ST &
9.5 TR
HRIIER L TV AR O H 5w HICIZBZE LanT &,
J v M EREREIRSHRETIE. 40mg/kg DL EOBETHE - BRI
HEROBEME. HEROEEROEMED . 7V FHERAIRZ
E5#RBcld. 160mg/kg B CHEBM OIEEIITREDS T NZTH
16l R - REECROEELSALNT N5, [2.7 BE]
9.6 =R
BWELOERERUBARBEOAREZEE L. BILOMEX
kA BET A2 L. BMER (v ) THITFABITT
BT ENREEINTNBY,

9.
9.
9.

9.7 INR
NREZNRE L7z BBRFHERIIER L T,
9.8 SEE

BIEREBICEEL, BBZTOICEZE L SEEICKRET
Bl &, —RICEHBENMET L TS, [7.4 2]

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

10.2 HAEE HAICEETSI L)

HHIEZ % ERAER - EEHE | BT - ERET
PR {EIMNKE % F B9 2 B | HHHABEICIE. MEERET
2RI L7 REE| | 2SO0 T, KR | MFHO#ERICKD . K

C T T A NREA

BRI A 2 2 VIR

BrokS5z2MnEd
2 CEEICRST

MAED Y R T B
TREBENTDH B,

pie-d

a-Z ) a vy —YHEA
DPP-4 [HEA]
GLP-1 7 1 7#4|

A >R EF|

[11.1.4. 16.7.1 -16.7.3
%]

i PRW R 2 R O 2 o I KR R
TR 2 85I RET I S
ERIZHAL L LEE
HE PRI R 2R 0 I M RS T

5T &,

EEOMAICIAE
ICARRF Z T 55
BT BERBHAZED
fEA EOERICEH

ME R R o 458
XIFBEFIC L %o

FA & HE58 9 % He A DOHBEERICERET
B - A BEEBIT, KEIDA
) FIVEEF] VR G SE
)7 IVBICEREER b2 2 LI
EH LB+ HER
T4 75— ROEE|THE,
MAETAEER]

TVT 7 v

PR I7 2 o0 IS 1% T

% E559 %A
FRLFU Y
BIERERLEY
FRIEHRILE V%

V77 Ty Ep
Hedpetr 705
V> ® AUC 75 54%
BFS2E0HRED
HBHEDT, VT 7oE
TUEMMTHEE
IR R I &+
TICBEL. BELE
BIZIIAA ZEET
BT,

V7Y ryEOD
CYP2C8 % &89 & 3|

CYP2C8 #5595
2Lk, RElOK
B EEshD &E
VACY (-1

1. BWER
WOBWERNH 6 bNBZERHAHDT. BEEZ+TITTV,
BEDPRDONBEIIREZ2RILT 5 742 St 2 0E %17
3T &,

1.1 EXZEIEA

11.1.1 DARE BEEAH)

DAREDEED B VWIRIET AT EFHHDOT, HE. 2k
REEID. DASER - #iE (BWhn. B, OEHER F
KE) BAHLNTHBEIIIEEZFRIE L. L—THRAIEZ &
5924 EHEYRNEB 2T &, BIODAERKEDOBZEND
HHDVRBOBEIRET HERA VA Y EMHT BERIC
. DARLOEIEICERT A &, [2.10 7.30 8.1, 9.1.1 &
]

11.1.2 7268 (8.2%)

BRI EOEIMIC K 2 EE X SNBFENFRD 5 NIGEIC
3. BEHSWVIIFIET 2L EH#YZNEZTH>2E. b
DB IZE > THRERDPEWE L WIS IZIE. BB TV
—7HERA (7ot I RE) OoRE5EE2ERETHI L, [2.1.
7.1-7.3. 8.1, 9.1.1 &f&]

11.1.3 FFEEERES. BB (JHEAH)

AST. ALT. AI-P Z0E LWL ER %45 iTEERE. EES D
EbNBTENH DB, (8.3 ZHE]
11.1.4 {EIM#E (0.1~5%Kii)
MOMERBEHAR SO T, BIFHERSH 5bNE DD
%, [RIMFEERARO SN 5E. AKElH2VWIEHALTWS
ERRHE L2 —BICRIET 2252 WIEBET 7% SHEEIC
BE5952&, 7o RFOHEICL D RIMFEERPZD 51
EEICIIEEEZECARMEERT 22 CHYZMEZITO C
Lo 2Ly a-ZLayy—YHEREOFFRIC L O RIMEE
RABBOENTIGEICIET RE2RET 5 &, kB, &M



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)

FEG M, WERREE, MR ORE (BT SrRoon:
BEICIE. EPPITHIE X AR IR CT. B~ — 7 —F 0K
TEEEML, BEIFPROON-EGICIE., B52FHEL, BIE
FEARILEVROBRESEDBE T ZMELITH &,

11.1.7 BBEOBER (0.1%KH)

11.2 ZOtDEHER

5%LL L |0.1~5%KiiE

Al
BA . M/
2
MmEES. O
Jifg s 2)
DB X E
HED B,
g B FE 3E %
B AL
¥z, WE.
Z ¥

B - B
B AR
BgouF. BN
fiE B0 R e R
N EAR
BHITE. &
AR
AST. ALT.
Al-P . y-
GTP o bR
HEWV, 55
D&, HEHE.
AR B
Bi IR, L
on

BUN K& O 7
DIRyAVANON
. REAK
[0 DA FN
DR, k=H
KOREEHD
#Ehn, B

F 1) MWREEEZERN (3 » A2 1 BERRE) 1752 &,
E2) [8.2 ]

I 3) SHEDRRRER T RIEICB W TEITORIUERE LA 5
HHENTW D,

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

14. BRALDER

14.1 FRIRMAEOER
PTP A D#HH|IZ PTP ¥ — bWV LTRAT 5 &5
HIBHI L, PTP ¥ — bORREICE D BEOVSAERA RIEREE
AFIA L. BICRELEB I L THIRRREOEE L SHE %
MHETH LD 5,

15. ZDHDER
15.1 BRPRIEAICE D < 53R
BN CEM L7 BIRREE 2R & LIDEEMR (10 FRoX
B IR — MFZRE) 12BW T BB OFE Y XA 7 ICHETER
LBAEEERO NG 72, BEIEORE ) 2 7 BT
Bt & RIBT AHEMELMESh LAY, (8.5, 15.2.1
8]
15.2 FEERIREABRICE D < 153k
15.2.1 5 FRO Y ZIC 24 » BREREIEORS L RBT
3. I MED 3.6mg/kg/ B EDBEICEMIES A 5N,
8.5, 15.1 ZE]

0. 1%k SEEARE

ml‘ﬁ&‘z‘i 1)

BHUE

HLER

FiT B

TR

BATED | FER
o3 1tk B BV RE
D FEAE X1

H T 4)

LDH K O
CKoLEH

M. 55
A\ B¥em
RIS
R PR 7 A A A
FEDEAL

Z DAt

15.2.2 REEKRBIELRE (familial adenomatous polyposis :
FAP) OETILEWTH S Min v 7 AIHEE (basyy Iy
‘ruouay 7y y) #FO%E LA, BBESOBR
PRESEHARS B EOREDH 597,

16. EMENRE

16.1 MoRE

16.1.1 BO@EOKS
BREBAZFICEA ) & 2 2 EORE U R M ERE AR D
R#EYW-T~V M-I~V) PEEEN, 2055 M-T ~ VIZEERH#E
MTH s,
BERMASBT 8 flICZEERICE A 7Y & > & LT 1 H 30mg % BiEfE
H#5 U7, REUEDIEMBEERHN/NT XA =5 3RO EBOTH B %,

Cmax Tmax AUCo-336h Tis2
(pg/mL) (h) (pg-h/mL) (h)
RE(CfE 1.4+0.2 1.8+£0.4 11.6£2.2 5.4+1.7
(FgfH +EHERE)
R Z N S\FO Ri Rz
o | N KRG H3C-HaC- H-
0 o H M-I H3C-HaC- HO-
R M-I H3C-0C- H-
M-IV H3C —_
HC- | H-
HO —
M-V HOOC-HzC- H-
M-VI HOOC- H-

16.1.2 RiEES
RERABT (64) 1 HIEEAF 7YYV ELT30mg % 9 HE
(2 HEIIMAE) REROKRES LR, RELERCEERLEDEET R
ZAA+ M-T ~NV) OIFEEIL6~7 HETIZIZTEFRREBICEL, K
BREICEHPEREIZVHEDEEZENSBY,

16.1.3 E£EYFHIEF 4R

(EF V9V VEE 15mg [JG])
A7)y U8E 15mg [JG) &7 27 b REE 1S5 &, 70 A4 —/N—kIC
FoEnzEn 1 (E427) Y& LT 15mg) BERABT IR
E#EO#5 U MR RELAREZRIE L 155 N EmERE/ S 2 —
% (AUC. Cmax) 122\ 90% S5 XKHIEIC TR 21T > 7o 4
£, log (0.80) ~log (1.25) OHEENTH V. WAIDENZHFEFE
MR s NV,

(ng/mL)

700

—o— X7V &Y UEELSmg [JG)
-e— 77 b R$ELS
Mean+S.D., n=14

600

500

400

300

200

et SANANICAN N s =3

100

0o
02 46 8 12
5% R (hr)

EMERE ST A — 5

24 36

HTERT A= BENTA—Y

AUCo-36 Cmax Tmax T2

(ng + hr/mL) (ng/mL) (hr) (hr)
YA 7)) & V8¢ 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)

MAEREEN N AUC, Cmax /8T XA — 413, HEREOBR, AR
DEREEE - REEORBREMICE > TR LFREEDNH 5,
(EF4J'U9 YU 30mg [JG])

¥4 7)) & 88 30mg [1G) &7 27 M A$E30 &, 70 AF—/N—EIC
kozEnEN 1§ (EF 7)) 5V 2 ELT30mg) BERABTICHEN
EREO#REG U CMEFRREEFREZRE L. o N EMEE/ST A —
% (AUC. Cmax) 1220\ T 90%FEHEXEEIC TREHRIT 21T > 724G
£, log (0.80) ~log (1.25) O#HENTH V. WAIOENZHFEFE
AR S N7,



(ng/mL)

1600
1400 -o— ¥4 7V UEE30mg [JG)
o - 7 F 30
& 1200
v Mean+S.D., n=14
F 1000
7 800
% 600
& 400
= 2001
0o
02 46 8 12 24 36
5% O (hr)
BYBREIT X —F
HENRT =5 BENRTA—H
AUCo-36 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
S AV
+ + + +
4% 30mg 1G] 9824.0£2422.9|1130.2£385.1 1.9+1.2 6.4x£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=14)

MAEFEENONC AUC, Cmax B0/ 85 A — 413, #HEREOER, EiK
OFIEE - BESORBEFICE > TER AT D 5.
16.2 DRUX
BEERAET (8F) ICZEEBXIERICEF ) FY LT H
30mg = HEROHRS Lz, BRESICEVTREAED Tmax OE
EWH NI DN READOREYEERRI /ST A —F ISRk S 2217
<, BEEICEAHEEBRIEAETVEEZZSNSY,
16.4 {X5
Y7y oRENCIEF ST —L4 P450 1AL, 1A2, 2C8. 2C9.
2C19. 2D6, 3A4 DEBODTREISES LT WE, £/ EFTUF Y
Vide bF MU —L4 PASO pFEFE I u Y — L ORENEEICH L
T. F hZ7u—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 (146 ICZ=EICEA 7Y %> e LT 1 [ 30mg 28
EFEOH5 Lz, RAICIEEE LT M-V~ VDt S h, 54 48
R & T RAER AR RIIK 30% TH 51,
16.7 EYIEEER
16.7.1 RIWKRZIWDL7H|
ZNKZNI LTH (IR 7S5 IR, U755V R) [EHFO 2 BE
RIREE (Of) icfLc. 1HIEEFZ Y& e LT 30mg %7
HE@RO®RES LB, €370 8 ORELER EELEmEE (R
ElbfE+ M-T ~ V) oM+ EEIZRFEEDAD 2 BIERRKREE TOR
BEFEMLTEY, £720 ARV LT HIO M EE#ER R OEERE
BRICHEIASNTVLARWY, [10.2 2E]
16.7.2 a-2' )LV 9"—EEEH]
AT AR—AERPO 2 BERIEESE (4240 1oL, 1 H 1 EEF
TV HY 2 ELT 30mg #FOFRES L, ©4 705V oEEts
W&EE CGRE(ME+ M-T ~N) OIMmtEEZAFEREDAIIANL K=
L LT EERF O 2 BERREBE TOBRLELLTWAY, [10.2
]
16.7.3 EJ'7 F 4 RREH|
A MBI VY REBSHOEEBABT (144]) 1IcfL<, 1HLEY
ATV HT e LT 30mg EROABLG LK. ©4 705V v oiEEl
aEE CREME+ M-I ~1V) OmMAEEZEE ) &Y o iERkEE
MR SEOMBERAET (8 ) TOMBELEML TWVAEO, [10.2 BE]

17. BRERARSE

17.1 BHERCREMEICET H5HER

17.1.1 ENEHEISE TE:8R. S M4EHEER
2EIERBEE 2 NGRS, 1 H 1 EBEA 7Y ¥ & LT 15mg. 30mg
I 45mg ##E5 L —EEREEREE SO EEERRBICB LT,
WROMESBEESFM SNz 821 flosER ([HEENRE] DE) &
50.8% (417/821 ) TdH 519102,
S5, RURESRE (28~48 EMLI L#E) T ZEHEFFLELD
HbAlc O REEIEFFE L. (EHOBEEASNT, BELLMEI Y ba
—LHPELENTNRRD),
BIWEFSEIRSERE X 13.2% (128/969 fil) T F/aBIWERIZHIE - T &
(7961) TH-70

(BEEE. EFELZOHD 2 BIERR)

17.1.2 ENEE M4EER
IH1EYA 7Y%V E LT 30mg % 12 BE#HRE Lz#E%, HbAlc
(JDS &) 1% 1.08%1.47% (63 flOFH{HE +1EHERE) O TENSRD 5
nTwnas,
BIfEFFISEE X, 16.9% (13/77 ) <. EHBWERIZZE - <A
(9F1) THo7zo

(BEEE. EBEEEICINZTRIVKRIILD L 7EIZERDO 2 BIFERR)
17.1.3 EINS MAEEHER
IH1IEEFZY YV ELT30mg % 12 BE#RE LR, HbAlc
(JDS &) 1 1.24£1.33% (56 flOF15fE +EERZE) O REIRD S
nTwns2,
BIERRIMEE L. 10.5% (8/76 ) <. E2EIERAITZE - LA
36 TH-ot.
(BEEE. EFEECIAT a-2)aY9—CHEERIZERDO 2 BUE
PRIR)
17.1.4 BAS MEEHER
LH1EEFZY Sy E LT 30mg % 16 EEES Liz#ER,. HbAlc
(JDS &) 1£0.91£0.89% (55 D F19fE +fEHERZE) O REIRD S
nTWVB5),
ERREEORE 2 aURIERD 67.2% (43/64 ) 180 6h., Fi
IR ZE (661) THhH-oTz,
(BEEE. BEEEEICNATES 7«4 RRERZERDO 2 BIERRK)
17.1.5 EIRSEMABHER
1H1EEA7Y %> & LT 15mg % 12 . Z 0% 30mg % 16 i
5 L7-fER,. HbAlc (JDS fE) 1% 0.67+0.80% (83 ffildF4{#E
+HZERE) OTREFREDLEN TS0,
ERBREEORE Z&TEIERY 15.7% (13/83 1) @0 6N, ik
BIfEFGZIE (3 6). REMEE,. LEHRER O BNP L7 (% 2 fl)
RETHoT.
(BEEE. EEEEICINA T, VA VB ZERDO 2 BIFERR)
17.1.6 EIRSEMAEHER
I1H1EEAZ) &Y E LT 30mg % 16 BAEES LiziER. HbAlc
(JDS f#) 1£1.22£1.11% (45 BlOF5E 15 ERZ) O RENIED 5
nTwz®,
EFRBREEORE Z2&5TEIERY 66.7% (40/60 fl) I2iBH 6N, Fik
BEIVER R (20 ). RMEEREXO T LDH #im (& 11 41)
RETH-Tz.

18. FERpEEIE

18.1 {EFER
RANEA ¥ R Y REEROA Y R) UAEEHUEICER LT YR v
EHEZ R L FRICB 1 2BEEZIE U, KEE#KIC B0 258 A%
EOMBEETESE 5, ZOMEAIE A >R ) VEFEOERTH 2 ik
WA YA MNERIGERBEZ ERLT 5 L0k 2 EHEISNZY,

18.1.1 KRIEEWICHBIF D0 VAU V{EREME
Wistar fatty v hO#BEE T ABHITBNWT, A AU OfER (F77) 3
=7 U BRBKORETUEIER) 2589 5 (ex vivo). &7z, Wistar fatty
7 v b ORIEAEEENEEERO BRI RICBL T A Y RY YD
TEF (7)1 3 — AL R OFRIEE A RUTHEIER) %1858 5% (ex vivo) o

18.1.2 FICBIF B4V RAY V{EREE
Wistar fatty 5 v MMZBWT, FFCBF 270 3F F—EOEE % T#
Ly Za—=2-6-KA7 75 —EOWEEEE TS, HEEZMET
%2 (in vivo)

18.1.3 4 VUV ZHAEMRISH
Wistar fatty 7 v s OBEHICBVTART LA Y A VEZEERKRTA
VA VREREEDO) VBLEEFEN L, RAT 7 FINA ) T b
N-3-FF—FOEEETTHET 2% (in vivo).

18.1.4 TNF-o ELEINEIER
Wistar fatty 7 v MZE2® 5N 5 BEEH TNF-o EAETLEZINEIL .
N ENAT U CE IS 2 889 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 EFEAEH 5N TS,

18.2.2 BEEE. EEEEICNA TRAILAZLY LT HIZERFO 2 BifE
RRBEICIHIEEA 7Y ¥ e LT 30mg % 12 BAEMRAES L
e _EEMHEEEICH W, ZERIME, HbAlc O T, 1,5-AG @
EF, A YR COTESREOENTNSED),

18.2.3 BHEL, EHEERICMA TR K- A% ERPO 2 BIFERER
FHiIC1H1IEEAZYZ > ELT30mg # 16 BERMRAKS L5
EMLEGABRIC B L, ZEERME, HbAIc O TEPEDSN TV D

25)

o

18.2.4 BHEE, EHEERICIMATA AL I U E2FERPO 2 BIFERER
FZIC1IHIEYAHZ) 5> LT 15mg % 12380, Z0%% 30mg %
16 BRI AKREG L —EEMHEEERICB LT, ZERIEE. HbAlc D
THRAED ST,

18.2.5 BHEL, EHEERICMATA v A Y BF2EHAFO 2 BIERR
BEICIHIEEAZY YV & LT 30mg 2 16 BEMHAKRS L2
EEMEEBRBRICB LT, ZEROE. HbAlc O TEARED SN T
220)

18.2.6 1 > 2 yEHEEE T 2IEME 2 BIERE €T LVE (KKAY =
™7 A, Wistar fatty 5 v 8) IZBWT, BIEROEA > A Y >V IE % 8
Wb, —H A VAV YREZD | BIBERBEETLEY (A LT RI Y
VRERBET v b)) OBfE. E¥T v~ (Sprague-Dawley v ) @
IEW MBI IR AR S 2122,

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

[



18.4 4 VAU VKM EER

18.4.1 EERE, EEREOAXITETRE, EHEICMATALK=
L LT RIZFERFO 2 BERBEEZEICIH LB Y ELT
30mg % 12 ARG U-BEREIEHEE (FLva—R - 750 7K) 0B
W, A O OREEL D IAAH RO LR PR 5N TN EH,

18.4.2 1 2 VEHUEZA L. IEREERE Td 5 Wistar fatty 7 v b
KU T® % Zucker fatty 7 v McEF 7 ¥V 2%k 14 HE#ES
L. 20 BRI B2 IS A Y R v EBE LI &2, A VR U #EBD
MK T OERAERD 5N TNHDR),

18.4.3 FEHEBERIE CTd 5 KKAY w7 ZOMBED 7)) 2 —47 Y ED %
URIEAEBE RS ORBRENE S ~DA > 2 ) ¥ FIEEF OFEEL D A A
EHENE 5%,

18.4.4 REVHEIRERIR Td 5 Wistar fatty 7 v S OFF» & OIERELE % 1]
L. KB 2 ofAzED 52,

19. B ICRET 3 E(EFHAR

—f%% : €47 ¥ IERE (Pioglitazone Hydrochloride)

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

533 : CroH20N203S - HCI

FFE :392.90

R AEORRNIEEEOMETH S,
NN-FAFIVENLT I FRIEAY ) —LIZRRB TR <
IH = (99.5) IHEITIC< L, KIZIFEA LT T 20,
0.1mol/L {EBEFHRITVET %o
NN-DAFIAILT I NEH (1-20) BIREEZ RS20,

HEE
Hs
- ‘
HsC ‘N >:O - HCl
~ o~ ~NH
RUBRIGREE
0. 9%

(EFTUSY VR 15mg [JG])
100 4% [104E (PTP) x10]
5003 [10§% (PTP) x50]

(EZ7U9Y vk 30mg [JG])
100 ¢ [104%¢ (PTP) x10]
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