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Pioglitazone OD Tablets 15mg ¢ 30mg “Chemiphar”
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30mg
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2012%6H

15mg
22300AMX00136000
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ARES
ARFTREIE

2. B2 (ROBEICIFIZRSLEBEWVWT L)

2.1 DRZOBER T ODALOBFEOH 5 EBE [#R
BICBOLWTERNFEROEMICHE S REEOE(LEE
ZONDDEEOEMPASNTED., £/, BKH
ICHDALZHEEL L VIIFIE LI EOREDNH 5]
[11.1.1. 11.1.2 ]

2.2 ERES b= A BEREMEEEE AR EE, 1 BUNERR
DEE (8K, A2 VICk3ELLEEMEO S
EDSREE R S,]

2.3 EELFHEREDH 2EE [9.3.1 2E]

2.4 EELEHEREDH HEE [9.2.1 ]

2.5 EERYE. FHAiR. EERIMEOD HEE [
2 VEFEHIC X AMBEEENSE I NS O TR OHS
3 S 7200, ]

2.6 AAIORSII LIBBREDOBHFER DO H 2 BE

2.7 HRXIIIFIR L W AR O & 540t [9.5 5]

3. #88K - K
3.1 #8rK
Wiz YA 7) 4 > OD$ElSmg | €4 7' 4 2 OD#E30mg
e 377 [r3i77]
BRI (HfE) Ex70s U iERRI(HF) 4705V ViERk
(ﬁﬁ#ﬂ 1516.53mg 1633.06mg
7 (% 27Y &y eLTlsmg) (K427 5> & LT30mg)
D-v = h—=J), ALAT—ZAF R UTL, EROFY
WF | Faeltlla—2, JORARE R, A750—R, |-

AV b= AFTTY VBT T L

3.2 BREIDMR

Y 7 4 > OD#ELISmg

¥ 7 % > OD$E30mg

i ri77] [(ri77]
PR B ~HEAEOERA D OFEE
N 7 fim)
AN
Ak
il — —
[EXES 7.0mm 7.0mm
B 2.6mm 2.4mm
HE 120mg 120mg
Al — R NC OS NC OL

4. HMEEXIFFHR
PES I
L. TROVTNHDEETTIBIRIESNT
YRU VBN EESNZBSEICRES.

1. ORSEE. EEELEDH
QOREEE. EFEEAICIHATRIVRIIVO L7 EZE

A

QORBEE. EFFEACINATa-7ILIY 5 —EHER
ZER
@RBEE. EFELICINATET 7T A RRERZE

A

2.BEEE. BEEACIAT, VAU VRAIZER

5. FEEXIFHRICEIHET BER
ARZFERT 2581 1A VIRESHEES NS B
BEIRET ST &0 A VA VEFEOBRIIREE (Body
Mass Index=BMI kg/m?) T24LIEHBWIEA > R V5
KRB ZZRERE AR A > A ) UETSuU/mLEL EE T 5,

6. FIENURHE

(REBEE. EFEEOHDEENUREEE. EEEECH

ATRAWKRZIWDOULTEIR G a-F WV —EHEERIELL

FETT7F 4 RRERZERT 258)

WHE. RAIIZEE 7Y &> & LT15~30mg#% 1 H 1EE
BRIIHERICEORST 5, 28, Al Fik, ER
KD EEERET 555 45mgE FRET B,

(BREBEE. EFHEEICINA T, VAV VREZERT 3158)
BH. BAICEEA 7Y ¥V & LT5mg# 1 HIEEH AR
MIFHIRRICRORET 5, 28, Hil. ik, ERick
D EEHEET 545, 30mgE FRET S,

7. RERUHZCEET 5FE

7.1 RES BRI ZEESNTLL2DT, RHICRE
TAHHEIF. FEOFERICEEL, 1HIEI Mg 5#% 5
ZRRT A ENEE LW, [8.1. 11.1.2 BE]

7.2 1H1E30mg 545mgic 8 U7 I IFIEAFI L 675
ZLAENTNAHDT, SmgllEET 2561013, FE
ORBUCERT S &, [8.1. 11.1.2 ]

7.3 ARV Y EOHRARKICBLTIE, BESZIHMESNT
WasZeENH, 1HIME Mg 6B E52FIrdT 52 L. K
Al &R T 55 FBR O ODALOER - #IgE+571C
BELLPSEEIITO>Z L, 272L, IHEE L T30mg
@AW L, (8.1, 11.1.1, 11.1.2 B@]

7.4 BwE T, IHIEISMEA? 55 42MIAT 2 E P E
L, [9.8 2E]

8. EEREANER

8.1 BEMBEBOHEIMICEL S EEZ NS ZE)EHBICHR
L. O EELZVIIHIET S ENHSHDT,
IRE AR ORIE, S REEN, EROZIcERL., &
HEHHAONTIEEICZES ICARIORALFIEL, $2
HEOBERIEET L, [7.1-7.3, 9.1.1, 11.1.1,
11.1.2 2]

DEXEESL DHEASH S bNEIENHHDT. E
HRICDERBEZTO R ETDICBEEL. EEFRDS
NG EICEIRE 2 —RFILT22H 2 WIEREET 272 L
EEIRES5T A&, [11.2 2]

I REEEEZET 5 2 ERERIB I ERNICHT
BEEREZER L. BEDPRO SNEEICERS52H]1E
5 EBUBMERITO &, [11.1.3 SH]
BIMAEZEL T END DT, BEITH UEIMFEER &
CZORIFIECOWTHFHET B &, [9.1.2, 11.1.4
28]

KR ZBG SN EECTHBWEORE ) X7 BEINYT 27
HEMEAZRICIIBTETCELVLOT, LTOSICEET S
& [15.1. 15.2.1 &H&]

8.2

8.3

8.4

8.5



- BEWEREROREFICIIREE BT S L. L RIS,
BERCE OB E 2 E T 5 BEICIIARF OBRE R O fE kit
IR L LT, BREOTEREEICHKIT S
Eo
CBRERRICHEN S BEIIFOFBEICEWERED Y
AT % +FICHBAL TP OBET S L, £z, HEHF
ICIAR. SERR. HERRS OMERAR® 5 B EI12IE.
BbIIZLTA2LHBHICEET L L,
CREFRIE. EEHNICRBESEERL. BESROLN
B EI, WU BNEEITH &, o BERTHR
HIFE LT +ALBREITO &,

8.6 H59 AFEICIE. MIE. REZERMICHE L, EH 0O
REZ PO, 30 ARG U THRPA+22HBEITIE,
FER D IMDOIBBEEADY O EZ 2#1TH 2 &,

8.7 2B MAE RISV, BERFERBEESE(L T 2605
HIEPHOENTBEY, RANCBVTHREFPHZHDT
HEITAHZ L,

8.8 EMIEERZRI T EAHHDT, BFfEE. HFED
BESIIHELTCVWABREICHEET AL X II3EFET LS
Lo [11.1.4 B8]

8.9 a-7 L a3y —VHEH & AHI HSmgDHEIC BT 2
TRMIIHEL LTy (FRERIZIZEAER W),
8.10 a-7/ NI ¥ —FHEH], ALKV L7 REH KRS
AR O3F % HHABET 25 E5OREMITHELL T\
Vo BRARABEEGE L D BIERREBRENIE < 22 2 EHMmEH

BOLSNTWS,

8.11 E277 A FREH & AHH45mgDHAICB T HEL

PEIZRESL LT Wy (ERREBRIZIZEAER W),

9. HEDERZREITZEBEICHTIER
9.1 BIHE - BIEEEZEDH B EE
9.1.1 DAREREDHZNDH D DEHERE. JFDGEE. (DEHE.
SMEEVEEEDIEEDNSH D EE
BRMFEOEINC IV DAL ZHIESELB TN DH
%o [8.1. 11.1.1. 11.1.2 =H&]

9.1.2 BIBEZRTHZNDHILUTDEEITINE
- N EARKREAE XU RESSE
CREARRRE. HUERIRE. AR EHEBR, EHE
WEDORNEXITEFIRRE
< L WS IR EE)
CEBEO T IV — VIBEE
(8.4, 11.1.4 ]

9.2 BikEEEZEEE

9.2.1 ERELBKEEESESE
BELRZWT &, [2.4 ]

9.2.2 BiREEERE (SELBREEESEEZMIRL)
EEIIHRET LI L,

9.3 FFikeElEEEE

9.3.1 EERITKEEESES
BELEZWZ &, RFIZFICHETRE SS90, &
BIsBZNnNd5. [2.3 ]

9.3.2 [HgEEEERE (SELTKEEESEE =)
BEEIIHRET LI &,

9.5 17
IR S AIIENR U C WA RTREED & B IS I3 G L 7w 2
Lo v MRBEEHRS AR TIE, 40mg/kgll EOBET
At - BRIRFETROEME,. HEROETFEROEMED. 75 F
BERBHRSHEETIE. 160mg/kglt THEBY DIETX
BRENENZENIF. - REFETROEEFA5N1T
W3, [2.7 2]

9.6 ZILIF
WELOERERUVBIREOASEEZEZR L. FILOMH
TR E ST A2 &, BMER (T v ) THRITH
AT A EMRESNTVLABY,

9.7 INR
NREEXR E UERRRBRIEER L TWha .

9.8 EiRE
BMEARRICERL. BRZ+2ICER Ly o BEICKE
53528, —MRICEEBESMET LTV, [7.4 2]

10. HHEEA

RANGEE UTHEDRHBERCYP2CETRBIS N, IS
BEOSFREPRHICEET 5. [16.4 2]
10.2 HEER HAICEFRIBIL)

A%

BRARAEIR - SEE ST

WFP - fElE T

TR 5
2RI L7 REH|
U7 F A R REH|
LA > 2 S UIME
b2
o=V a3y —ERHEHA
DPP-4fHEA]
GLP-17 1 7847
A A B
[11.1.4,16.7.1-16.7.3
ZH]

RIMKE % FIHT 2 B2nH
HHOT, ERAERDY SHE
ZRMAT A0 CEREICRS
5L,

PEREEICIZ, I
TR N EF O
HICK D, KIM
HED ) 27 HHE
mnesB2hn
HBo

FEPRR S OF 2 o M R
NEF 2 8RS REE 9 B
EHZHAL L L5E
FERR AR D MFERE T

ZEECOHRRIC N Z B ICAH]
ZHAT A5 HER
RO _ EDOERICE
BOMEERICEES 2 &

MR ER O
TR RFT 12
L%,

P& Y589 % He A LB, KENDOA >R v
B - A BB R ID 2
U FOLEEFH] I K AHEBIFAREET
7 I VBLEERE| S 2 &
EH

74 77— RO
MAETAER]
TINT ) U
FEFRIR A E o M AERE T
Rl 2 R % HeAl

7T RLFU YV
BIBEERLEY
BRI AL E %

V77 Y EOCYP2CE| ) 7 7 v ¥ v LT 5 |CYP2C8% &35

EZFHET DA E¥F 7YY OAUC|T 5 2 &I &
WHAME TG 5 EDHMED| 0. KREIORH
HBHOT, V77 EV V| PRESNS &
AT AGEIMEERZXL 5N %,
KRR E+TICBEEL, BE
BBAEICIAREZEET S

. BHER

WOBEWERDBH5bNAI ENHBDT. BEE+HITT
VW, BEDPROSN-BEIEHREEFRIET 570 EET s
WEBEZITH T &o

11.1 EXIBEIER

11.1.1 DFE (BEERH)
IDARENHEED L WVIERIET B EAHHD T, FE.
B REEIN. DARER - BE (BUh. 3.
DR, KE) BHLNEBEICIIREZHIE
L. V—7HRAIE %2 %59 575 S@EY) 2 0B 21T
ZE, BIZDAREBRIEOBEFNDH 5 DEEBDEEIC
BETAHERA VRV EMBATAEICIE. DAR2D
BIEICEFERT A&, [2.1. 7.3, 8.1, 9.1.1 ]

11.1.2 ZE (8.2%)
TEIRIMEOEINICE S EEXOSNIEHEIRD SN
7B EIZIE. BED S WVIEHIET 272 S B 2 AE %
T52 &, TNHDOMBICE > THERPHEL 20
BEICIE, BEICSUTL—TRRA (7at 3 N5
ORE5E2ERTAH L, (2.1, 7.1-7.3, 8.1, 9.1.1
]

11.1.3 FHEEEERES. B (BHEAH)

AST. ALT. AI-PEDFE LWL L7 2L FFtlpEEE,
BHENDHODONAHIENDH 5. [8.3 ZHE]

11.1.4 {EKM¥E (0.1~5%K)
HOBERBREE OMfH T, RIBERPHS5bN S
ZENH B, RIBEERSRD S5 KEHlD S
WAL T WA ERBRAE L —BIcH T 505
HZWITIEEBT AR EERICRESET AL, £/-. AF
OFE I KX VRIMFEER D FRD 6 N HEICIIEE %
EUCEMEPENT 52 EMULZABEEITH & 7272
L. a-7)Vay s —YHERE QMR IC X O KIELE
RO OENTBEICET RE2BET A &, 7
B, BRIEERIZA > 2D VHFARBICZL A5 TV
%o (8.4, 8.8, 9.1.2, 10.2 &f&]

11.1.5 1BIAARIBRAE (SHEERNEH)

AR, B, CKER., MHRORFIFTar s
LRARHE T HIBUGRBESHS5DONEEDDH S,



11.1.6 EEMRR (SEEARH)
FEE M IPIRREE. MEORYE (IREF) FH/0
O HNHEITIE. HL2ICIXER. BWECT. MmiF
T —FHOBMEZEML. EEFROSNIBEIC
& HBEEFIEL, BIBRERLE VEORSEDHE
P2 RNEETS &,

11.1.7 BEBOBR (0.1%AH)

11.2 Z0ftDEIHER

5%LL 1

0.1~ 5%
Hif, HimEkELD.
M MREA
ME _EF D
jtiJ_Z)\ ‘E\%g"%“iﬁ)\
R, IWEER.
BRI RIAL
RE. BE. £OFF
B - EE. B3R
P, BT BB
REERR R A
ER, BAUTE. B
ARIR
AST. ALT. Al-P.
v-GTPD k57
HFEN, HHDE,
5. ERA BEUE
iR, LUh
LDH O \BUNKEU AU L0 |EERE. 55 |8, #
CKO LR | LR, MEAKCH |2, S8 | RIEEESE
Lo AOBETR, B BEREEICHES IREDFERE
BEROTREE OB, |FEPRIF AR | SR
J=8EL JEDE(L

F1) MR EREN (3n BICLEREE) 1075 2 &,
#2) (8.2 2]
*3) ﬁ%gﬁﬁ%%ﬁ%ﬁﬁx ZHEICBWTEITORREE LAPRD 5N
1E4) VRHE, AEEIMICE->THEDNZIENDH D, BIHETEDE
f%:?f%j&i)5ﬂf:i%él:Liﬁ%‘??ﬂi@ﬂﬁﬁﬁ’&%% LY 2 LB %
1TOICo
14. BAHLOZEFR
14.1 FRIZMEOER
14.1.1 PTPEZEOEFIPTPY — oWV E L TCRAT 2
EOET AL, PTPY— FORBEKICE D, BLH
AEPEERMEARA L, BEIJIZZE2B I L THER
HREFEOEELEIEEZNHKT LI ENDH B,
14.1.2 AR FEO LICOBCTERZRESE 5 EHRET L7
®, Kz UCHRARIETH %, F7z. KTRATAZ
EHLTES,

15. ZOftDiFE
15.1 ERFREAICE D < 1EFR
BN CERR L BRBREZENRE LIEZEME (108
BIORBBE I A — MIZE) 12BWT, BREOHKE) 2
TIMETEN R EREZIFRO NG > 20, BIED
FAE A TEIOFREEZRRT 2EAHELIRES N
T2, [8.5, 15.2.1 &H&]
15.2 FEERAREHERICE D < 185k
15.2.1 v bR~ AI224» BRRHEOHRS LB T
&, 7 v MED3.6mg/kg/HEL OB BEBEEE A 7
5Nz, [8.5. 15.1 HIE]
15.2.2 FEEABIRERE (familial adenomatous polyposis :
FAP) OETLEYTHBMinv ™ AEHE (s
VEI ROV TSI YY) REOARES LA,
RBEBOMMRORESEHRSELEOHREDH
%)6,7)o

16. EYEhEE

16.1 MoGEE

16.1.1 REHKRS
BEBRABT (6f) ICIHIEEYA 7Y S v ELT
30mg#=9HME (QHBIXARE) KEROKSE LK, &
BbAEROEE LA AT (RELE+M-T~NV) ©
MmEEIZ6~7THE CIZITERREIEL, RERS
ICEAEBR I VWL DEEZIHNSY,

0.19%K | SAEAH

mg&‘i#l)

TERE

HLER

g

T RS

Z Dt

16.1.2 &E2HIESEEER

(EF U9V VOD§EISmg [5=77])
¥4 &Y ODsISmg [7 37 7] 72 R4t
15%, Z7AazxF+—N—EIZ KD ZNENIEE (EF 7
&7 & LTI5mg) BERABFICHEERDREORS
OUKCIRARZROKZ UCIRA) U CmsERRE LA RE
ZHIEL. Bon/-EYEER 52— (AUC, Cmax)
12D W T0% B HEX BIEIC TREHET 21T - 7o KR
log (0.80) ~log (1.25) OEEHATH . WAHIDOEY
FHRSESHER SN,

(1) KTHRA

HFEINT R —% BENTRA—4
AUC(th Cmax Tmax T
(ng-h/mL) | (ng/mL) | (h) (h)
tf’gﬂf; 57*/3/70713?% 781942023 | 799190 | 1.620.6 |6.96+1.69
77} A§El5 | 84441759 | 869181 | 1.650.9 |6.12+1.27
(CEEEHERERFZ, n=20)
(ng/mL)

1000 (FHELFERE n=20)

—e— /) ¥/ OD§E1Smg [ 37 7]

%
S
S

-0- 77 b A$E1S

WEESCNABEE
o
8

i
S
S

200

0 8 16 24 32 40
Rl

(2) KIZUTRA (777 b A§151FKTHRA)

48 (h)

HTEIST A—4 BEINGA—4
AUCo-48n Cmax Tmax Tz
(ng-h/mL) | (ng/mL) (h) (h)
et g” ﬁ;’ig%[jﬁ 786442996 | 7864234 | 2.0+1.1 |6.98+1.85
7 7 b A$ELS 7651+£1927 | 793£238 | 1.9+1.0|7.01+2.49
(FEHEERZ, n=20)
(ng/mL)

1000 (P9 + R, n=20)

—e— /) 52/ L ODSELSmg (7 37 7]

800 -0- 77} 2515

600 1

WERCRH TS

400

200

0 8 16 24 32 40
5]

(EF U9V >OD§30mg [F=T77])
¥ty OD#E30mg [7I7 7] &7 7 b R$E
0%, JUuAF—N—=1FICXDZENZENIE (T TV
&y &LT30mg) EEMARFICEEREROKRS
K TRAKUKZ LTRA) L TmfEhREMARE
ZHIE L. BoN-EYEEE/) S5 X—% (AUC. Cmax)
12DV T0% (EHE X BEE IS THREMRIT £ 1T - 72555
log (0.80) ~log (1.25) Q#HENTH V. WAIDEY
ZHESEESHER SN2,

(3) KTHRA

48 (h)

HENT A =4 BEINTA—H
AUCo-4n Cmax Tmax Tin
(ng-h/mL) | (ng/mL) (h) (h)
A7) & OD$E
0mg (727 7 1386043063 | 1384+351 | 1.8+1.1|6.93+1.49
77 b A§E30 1468243975 | 13824435 | 2.2+1.4 |8.68+6.04

(PIfEIFHERE, n=20)



(ng/mL)

1800 (P + E¥REE, n=20)

—— 47 5 OD§E30mg [ 377 |

T
1600

1400 -0-7 7 b A§E30

1200
1000

800 [t i

WESCRATEE

600 ffi
400
200

0 8 16 24 32 40
5]

(4) XigUTHRA (77 bREE30(EKTHRA)

48 (h)

HENRT A= BENRT A=
AUCo-4n Cmax Tmax Tin
(ng-h/mlL) | (ng/mL) | (h) (h)
vt 7)) 5 ODgE
30mg (737 7 1339444205 | 1312509 | 2.7+1.1 |6.93+1.25
77 b A§E30 1402143813 | 1236369 | 2.2+1.5|7.73+1.82

(PiofELERERE, n=14)
(ng/mL)
1800

(PR IEES, n=14)
1600 —— 1) 5 ODS30mg [/ 377
1400 |7 -0-7 4 | 2830
1 i
& 1200 i
* .
Z 1000
e H B
& oo fifliH1Yg
&
600
400 {f
200
0 o
0 8 16 24 32 40 48 (n)
B
MEFEEN FICAUC, CmaxZED/$9 X —7 1k, #
BB OBRIR, (FEORIEIE - RS OHBRMIC L -
TERL LMD D 5,
16.2 ORUN

BERABT (8f]) 1CEERITERICELT T ¥
E L TIEB0mg = BEREO#KRES Lk, BREEIZBL
TREMAED TmaxDER A & 6 Nz ISR E LA D
BHEEFRA/ST A —FITRERETRL, BRIZKS
HEBITFZEALERVWEEZSNSY,
16.4 (K&
Y4707 oRETIEF b7 a—L4P450 1AL, 1A2,
2C8. 2C9. 2Cl19. 2D6. 3A4DEH O3 FENEE L T
Wb, £y AU FY Vi b F b7 a—LP4505
FRFERI 7oy —LoREEEICHLT Fhro—
LP450 1A1. 1A2. 2A6. 2B6. 2C8. 2C9. 2CI19. 2D6.
2EL3A4ICIZE A EEE R B Z 7210 (in vitro). [10.
2]
Bttt
BREBEABT (1461) ICZEERICEF 7SI ELT
1[E30mg % BEFEO#E Lz, RPICEEE LTM-IV
~ VIR S h, 55480 % T RER PRI R IX
30%TH B,
16.7 ZF4MEEIER
16.7.1 RILikZILD L 7H
ANVNAZNVILTH (FIURVTFIIR, JVI5Y
F) AR OEIERFEE (96]) 1oL T, 1H1[E
Y7 &y e LT30mgZE7HEREOERS LR,
EF TN ORBACEROEELED & CRE
{BfE+M-T ~ V) OIMmAREIZREFEEDAD2ENE
RRBETCOBREELLTED, £z ALK
L7 RO MABEES R VOEAEARICEELAD
nTnzn, [10.2 2HE]
a-2' 3y 9 —EREH
RV AR —ZERHFOBERFEZF TG LT, 1HLE
AT 5T E LTOmg A REORE Lk, €F s
)y OEEILEMER CREME+M-T~V) O
MHBEIIREFEBEOA I A A=Y L T AERH

16.5

16.7.2

R O2EIFERIFEBRE TOBREELLTWVEY, [10.2
28]

E97 4 RREA

X MRV I VREBSHOEBESRAET (1461) 12k
LT, 1HIEIE A 27U V> & LT30mg# NS
L7cB, 4270 %Y Y oEEbawast (REE
+M-T~V) OIPEERZYE &Y BG5S
DEBEHRAB T TOERETBLTWNEY,[10.2 2E]

17. BRPRAEE
17.1 BHERTREMICEET SHER
17.1.1 EN%HAZE D 1B55R. S MABSER
QRIRERIRERE 2 RIC, 1HIEICA 7Y ¥y & LT
15mg. 30mgXi345mg# &5 L7 —EERHERHER %
EUSHEBERREICBWT, BEMBENREEN M
7P OLERE ([FREEWE] L) 1350.8% (417/821
WU) f(‘»%ém,léﬁz)o
S5, REBSHAE (8~48EMLI E®RE) TH., ZE
FE BRI S & OHbA e RIS L. 7R O WES 1 &
5T BELZMBEIY ha—LAFEonTns212,
BIEFFIRSEREE1X13.2% (128/9691) T, E&EI1EH
FIRHE - Tl A (T961) TH o7z,
(BEEE. EFEEDH D2EUERR)
17.1.2 ERSE MEHER
IHIEEA 7Y &V > & LT30mg#% 1 285 L7z
B, HbAlc (JDSfE) 131.08+1.47% (636D Frg{E+
EHERZ) OTNEISREDLEN TV S,
BUWEFAFESEE L. 16.9% (13/7761) <. E=EIEA
TR - <A () THo7,
(BEEL. EEBEECHNATRILKRZILY L7 EIZERBO
2BUNERRYR)
17.1.3 EARSE MEEER
IHIEEA 7)) & > & LT30mg# 128/ #% 5 U 74
B, HbAlc (JDSfE) 1X1.24+1.33% (56f5l o FHg{E+
TEERFZE) O RESREDOLNT VS,
BIVERRISAE L. 10.5% (8/7661) T EZEIERIE
1 - o< & (3f]) TH-,
(BEEL. EEBEECINATa-ZILaY 9 —CRERIZ{ER
th D 2BYHERRR)
17.1.4 ERE MEEER
IHIEEA 7Y ¥ > & LT30mg# 6B S L7z iG
B, HbAlc (JDSME) 1%0.91£0.89% (556D FfE+
EERZ) OTNEIRDOLENTWVS,
HAREEEORE % &CRITERH67.2% (43/6461) 12
BOSN. FRBIWERILEE (66]) TH-o722,
(BEEE. BEEECINATED 74 RREFZERDD
2BINVEPRTR)
17.1.5 ERSEMEHER
IHIEIE A 7 & > & LTlmg# 128/, D%
30mg# 16;ARE# 5 L -G %. HbAlc (JDSfE) 130.67
+0.80% (8BIDFIEHEERZE) O TNEIRDO SN
TWa,
RBREBEHEORE 2 &CRIEAN15.7% (13/834l) I
oo, EuRIERIEFE G, REHEZE. -
FEERRE X OBNP B (42f1) & Tdh o722,
(BEEE. EE8EEICINAT, VA VEEIZERDOIENE
FRI®)
17.1.6 ERNE MEFER
IHIEEA 7Y ¥V > & LT30mg# 6B S L7z is
B, HbAlc (JDSE) 1£1.22+1.11% (45610 FH9fE+
EERZ) OTNEIRDOOENTWVS,
HAREEEORE % &UREITERH766.7% (40/6061) 12
RO HN. ERBIERIMEME (206]). KEHZE
KOMALDHEM (F116]) % ETH 7%,

18. EXNEIE

18.1 {EFER
SR AVINE - & A B IVE- 8~/ NOE O SV IVE 22 5=
DIBEICERLTA 2D VIBUEEZERB L. B
PEEA 2 H L. REEICB 0 2R HZ 50 Mm%

16.7.3



BRSE2, COEMAIE. 12 VEREOFERTH
BHREENA > AV YERICERBEER(LT S &ic &
B LRI N B,

18.1.1 KRIEEEICHIF D1 VAU V{ERIE®E
Wistar fattyZ v b O#&fEE I XAFHICBWT, 1R
VY OER (7)) 37 AR KO BETTEER) %=
WiRT 2 (ex vivo). 7o, Wistar fattys v k OF|
AL AR AT AR R O BB AR iR Ic B LT 1 >
29 Y OER (FV3— AL OHIEE & R ITHEE
H) #E#T 5% (ex vivo).

18.1.2 FFICHBIF B 1 VAU V{ERIE®E
Wistar fatty s v MIBWT, FFicBUI 2703+ —
TOFEEEZTHEL, ZIVI—ZA-6-FRAT 75 —EDIF
HERET S, BEELZIET 52 (in vivo).

18.1.3 41 VAU VEZE(FERIEE
Wistar fattyZ v b OBEHHICBWT, KR LA~
2N VRBERRA VA VRBEREEOY VEB{bE
EFEL ART77FINA ) ¥ b=-3-FF—FD
TEEZTTET 5% (n vivo) .

18.1.4 TNF-a EEINHIER
Wistar fattyZ v MIFR® 5N 5 BEEFHTNF- o EATT
EERIF L. &7 L CEIME 2 BT 5% (n
VIvVO) o

18.2 #EEIAE(ER

18.2.1 BE#EE, EIFRIEDAO2BERFEZEICIHIEE A
gV & ELT0mgE I 2EMES L —EEMITE
HEICB VT, ZEERMIE. HbAlco R, 1,5-AG
DERNRDENTNBY,

18.2.2 AEHEE, EEFEICIMA TALAZILY L T A% (#
A OBIERFEEE ICIHIEE A 7)) ¥ & LT
0mgZ I ZAMMEAZES L ZEEREERBRICB L
T. ZEEEFIMAE. HbAlcO R, 1,5-AGO L&, 1
A 2R COREPBD LN TS,

18.2.3 AHEE., EFHEEICMA TR R—R2HEHFO
QEIRERRIREBZ ICIHIBIE A 7)) # > & L T30mg#
l6ABFRA® S U —EEMEBEEICE W T, B
RIS, HbALCO RENFRD 5N T 252,

18.2.4 BEEE, EHFEIIMATA ALV EFEHAFO
2BUEIRIREZICIHIEE A 7)) ¥V v & L Tl5mg#%
128, Z0#%30mgz 6B RS L “E5HMT
EHEICB LT, EERIME. HbAICO TEASED 5
ncTnsd,

18.2.5 BEHEE, EHFERIIMATA > A V8% HHF
DOLEIERREBZ ICIHIEE A 7)) ¥V > & L T30mg
ZIGAM AR L _EEREEBREICB T, =
JERFIMAE, HbAIcO REN RO 5N T DY),

18.2.6 A > 2 VikHMEEE T B EHEIERE € T LVEY
(KKAY= w7 A, Wistar fattyZ v M) ICBWT, &Il
HROEA > 2 Y IMEZBRT 5. —75. A 2R
VRZOIBNERISETVEM (A N LT VY HER
W7 v b)) OFEMmE. E¥Z Y b (Sprague-Dawley
Fv M) OEFIMEICIZERZRS 220832,

18.3 Mi¥ERECAEAER

A A CEGIEEF L. IMHERERE 2789 Wistar fatty
Z v b UZucker fattyg v MZEF 7)) & %10~
D2HM#E L. 200 REZIC7 LI -2 2R O%E5 L
72EZ A TN -AREROMET LT — X RO
FIROA > 2 VBB WOBREN RO 5N TNEED,

18.4 4 VAU VRTINS IER

18.4.1 AHEE. EHEEO A IIETEE, EHEEI
ZTRANAEZNY LT El % E R O2RIERIBEE I
IHIEEA 7)) &V > & LT30mg#% 1 285 L7z
REHRE (FVI—R - 750 TH) TBLWT, K
HES RO D AHRO EEFRO SN TH
233,34

18.4.2 4 > AV ViEFIEEE L. EmEERE Ca 5 Wistar
fattyZ v b X% OESE T & % Zucker fattyZ v M
gy EIAHEES L. 208REEHZICA Y AY

vEEFRGLIEZA, A VAR VEREHBOMER RO
HERATRRD 65N T 583,

18.4.3 LGRS RIR Cdh AKKAYY 7 ADORIEED 7)) a—77
>y R ORI S E F R WA A OB RE R B Sy~ D A >
AV VRO D A H EEINS & 5%,

18.4.4 REGGEUME R T d 5 Wistar fattyZ v b OFF» 5 O
FEAEZMHI L. RIEAERICB T 5BOFHESD 22,

19. BRI IR IBLFHR
—fRIGBTR - EF 7 &Y U IERRE
(Pioglitazone Hydrochloride)
(5RS)-5-{4-[2- (5-Ethylpyridin-2-yl) ethoxy]
benzyl} thiazolidine-2,4-dione
monohydrochloride
773 ¢ CioHoN205S - HCL
FE 1 392.90
MR BEOBEXIEREOM K TH D, N,N-TVXF
VRV LT I BRI A Y ) —LIZRREIT T <,
Iy =) (99.5) ITBEFIC L, KITIFEALTE
F72 e 0. 1mol/LIEEEEARITIE T 50 NV, N-T X F
LALLT I FIEH (1=220) 13FERE AT S 20,
= kv

H
LS
: =
X 0 of NH

RO P TR

L4 .

20. RV EDFE
FERLIESZ B CTRET 52 & ARITENHEEON
RICKY FEREZEIP - TS,

22. @&
(EF2J'U9Y>ODISmg [U=T 7))
1008 [108% (PTP) x10. ¥ZAEAIAD]
(EF U9V 20DE30mg [F=T77])
1008 [108% (PTP) x10, #MEFIA D]
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