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ACTOS" Tablets 15mg * 30mg
‘BB ARAR

(pioglitazone hydrochloride) Tablets

{iHREEELT 22 061860 5 (15 L26R
SIS 001861 95 (30 2404R

RIZRIERT « 2022 4203 H

WREH -

( — )Thiazolidinediones $H&E& » FIEEEG ALY (Rosiglitazone ~ Pioglitazone) » FEEL LR A
EHAEHMNERERMEOCRRZBETRRE - A —FERERZER R EAER
AL B - MEEERSAAZTEOHERZHIE (SEREREEE « R
FEEE 70/ 20KNE ) » HEBEREEHELMER @« BEEBIRTEE SR ORI E—
HERBIS ISR EAREEE

(= )ACTOS T ARE CIBRIBERZAA  DREFRIRRAEE = HE 200 (#H0
fE#® "NYHA ; Classlll 8 IV cardiac status) AR A Z IHEP AT, o

)
)

ACTOS” E—TECIRIMERFEEY) » H X Za(FAERERE M5 - AiVERES 2 2R
73 ( BRSPS NID DM Bk SR U RR 7 ) - SEIEWTIRSER - Er L= HLA
Ko BefAn S e S RAVBIRRRE « ELIRIRTBRAUMEE 87 4 fE R (gluconeogenesis) - ACTOS® It
F (AR - [RIIRFIE (i o R I B -

[ R L2 T ]

Pioglitazone {(*)-5-[[4-[2-(5-ethy1-2-pyridinyl) ethoxy] phenyl] methyl]-2,4-} thiazolidinedione
monohydrochloride 7R [EIFAEELFR ZIHEEY) (sulfonylureas) ~ SEHIIEZEY) (metformin) 57 o— 7
E I EEEN] (a-glucosidase inhibitors) » HLEH [ ali & i9( L2 538 F SERE RN E] - 4o
L GERE » S FASE—EA BT » DUSTER G (racemic mixture) BUSCEFR » f£74
P (+) 1iE ~ (-) JiE 2 {E#E &%) (enantiomer) S I idi » (HAEEERE(E A B IERTE] o HA%

AT R ¢
cH _‘/\CL/\ m \fo ‘
I » HCL
RS o a i

Pioglitazone Hydrochloride 524 5. 1Y 5 (& &5 ik #5074 F 30 & CH,N,058 - HCI »
FFEE 39290 » AR N,N-dimethyl-formamide » {75 i E/K 7,05 » #RE 2 FY PR A
acetonitrile + 28FIEK » BFRIEHIN 28 -

ACTOS™ I AESERI4 15 mg ~ 30 mg [ pioglitazone » fi 2L ¥ B EL 4 4 2 45 (Carmellose
Calcium) » ¥EHELH4EZ (Hydroxypropylcellulose) » WHEAERE#E (Magnesium Stearate) » FfI1FLiH
(Lactos) 2 B sl -

[ ERPREZIHER |

{EFRHETE

ACTOS" & thiazolidinedione AN FLIER F 854 » WVERREBREAAATEM - o€
RS B T R B S = TR B i B i B B 20V E EEFI A - B R ERFREAT s &
B - FEPEERZEEEEY  pioglitazone If A & {2 RS ZAV 5500 » B=Z peroxisorme
proliferatoractivated receptor-gamma (PPARy) Y55 )72 8 E(E IR - PPAR 8517 P fE S
HESEE AR EEAVARSA - FIANRERFARS: - B RSHLEATE - 756 PPARy dfkz 285w LA
FEE a2 IR A E AR S A A (R O R e -

TEREFR A BN IR = » pioglitazone AERF(RIHMEIEE 2 BINEFR I 2 S A% - SRS ZE
EE=FH aEmES RS ZEGURE - ERZBEZENEMER D EasEEn
pioglitazone FrEE 4 Ay AL i S8 TS £ ((CEE B 2 E I 2 bR E MR S -

FAI pioglitazone BFEFHIEERESZEFRIGRM PSR ER » TERZ NEMREERN
TSt TR e

5 B o2

HL R —ZEI i (Z - fp4E pioglitazone (ploglitazone+ JE 4T ) LR TT4ERS 24 /)y
B 7 HAIME pioglitazone K 4H pioglitazone (Y& A ERFREH] - BERT » pioglitazone




— pioghitazone SREHRE ° EiEE HHw ofER S 2 EMERIEFRARTS L ploglitazone 245
44 pioglitazone [ HPZLI4E R 30%~50% Kz B4 F I (AUC) BY 20%~25% -
HFH#EA 15 mg & 30 mg BYEIE » pioglitazone F4# pioglitazone = MljE 3 ASEAE (C,.) - HH
28 NI (AUC) RIMERR(SHRERE (Cy) SERREEFEEN0AY - MEEH 60 mg HUHIE T - ZL8
(BRI EEAIE R -
MR =
FEZEAEARAE T O % » 12 30 38N BT R i R — 2RI pioglitazone » JMEREEHTHIE R
A 2 {18 NE - B A i P SR R HH FRATRE R 2 34 /NI (B B TR -
bantiiie
BB pioglitazone » ELEHSiESTE (VA/F) %5 0.63 £ 0.41 (mean  SD) L/Kg HE5 - T\
HYIfiA S » ploglitazone BHZHIFIE O'ELES (599%) » FERIUEOED 5 #E74 pioglitazone
WRIEAA A E A EAS S - [ERE R - (A7 M-I R M-1V d = s 5 &
G (>98%) -
3 :
Pioglitazone F 3 PGS (LR B » A EYIF S (7 S pFR H % (glucuronide)
R EAE S o 125 2 AUEPRIRINEIIESNE - M-11 » M-1V (pioglitazone IS EELTE
) K M-111 (pioglitazone FIFEELNTAEY) ) BEEEEIEE - S20EIEE - ABMESRRT
pioglitazone #b » TFERHIEEYAARANT A & M-111 E: M-IIIAB - {E8 A - FamEEREE
FEEEES 2 BUMERR IR A ¢ ploglitazone &9{5FrE A JRIERERT 30%~50% Folli4R T miHay
20%~25% -
A O EREET: - BT (CE pioglitazone BT Cytochrome P450 SLfE47) %5 CYP2CS
T CYP3A4 » H {2 fEERY)  BIEHF7F CYPIAL G S - B sl Al g ETE
pioglitazone B P450 {IHIR| 5 B HFFHEVEHTE (E S [EH LATESEEH] 280 a (F
FH ) - HEL ACTOS” 55 AR FHI ST 6B-hydroxycortisol/cortisol ELERFE: » pioglitazone 7~
E—{E7ErY CYP3A4 ZFEY) -
HEM R R -
CIRZ 18 » 7 15%~30% Y pioglitazone B FHERIEHEL © pioglitazone HIE Bk AT 467 2
W EEEDIMEH S SN S UHEE o SRR - AR R AR DL R B S
FAR & » DIZE(FHERE: - Pioglitazone K48 pioglitazone HY IS M 2 EEHA ST Al A 3~7 /N3
K 16~24 7|\l - Pioglitazone HYEREZR (CL/F) /& 5~7 L/ ¢
f TR
BIhEET RS
cH SRS (WEEETERE 2 30~60 ml/min) ZFESHHES (HIEEZETERF S <30 ml/min) Y
N FIIE S ALLES - H pioglitazone ~ M-II Jz M-IV 27 i E L2 AT - Frll S oAE
HEAEANERAERE - (F20E [HE - Bgl) -
Frohgef 24 -
FITEE AELE: » FFEhEEfEE (Child-Pugh Grade B/C) (i A » E pioglitazone f{14H pioglitazone
P 2Rl SR LR 45% » (E AT ERE G R o ACTOS™ FfE T i (8 F HA R PR
ARIAEEGT S B TR 7 ASEME o Transaminase (ALT) &8 2.5 {SIEH E L IRATHEA (55
208 [{FH _EfEESEIE]) IFThEE) -
EEAN:
EHEE S HE + pioglitazone FI4E pioglitazone FA (T H L FERTARES E Al HE 1 [F] - (2
&8 T IR AR R R IR o (B S R BB R AR B -

FE:
i [ L R SR Bl T B ] -
PRI

LRI R AR T IR0 20%~60% - MES 2 HAR(E A 0T H sulfonylurea -
metformin ¢ insulin » ACTOS” B BERZ B VLR L MERIMARIER - BEPRGUBRATE QAT Jo 8535 »
ML B3 (HbA,) TREHIRR IS H 20k S it S (HbA, TR 0.5%) » difh R A&
VR FERR LLERHERIGEZ F T SCR R R = -

&
i TR BRI Eh Rk -
ZEY) - Y E{ER

{RE 2l AR A ACTOS” 45 mg —K—2k » HLHFH T YIE > I8 5ERY » FEas R T
CIAREEZREE © ffF ACTOS™ (AR 45 mg) Bl fECI AR ZdE (R —20 1 mg
norethindrone %7 0.035 mg ethinyl estradiol) 21 7% - ethlinyl estradiol (1Y #&R T [ffE (0-24 /)
B (2l A 4 B /D 11% K 11-14% » {3 norethindrone HYHI4R i (0-24 /N ) B
[ T2l R SEHHRESE (L - ethinyl estradiol 27 E@hE o] B E|HRE SNV RM: » (HiSIHHEIR
HESRERE N 2R - 7

Fexofenadine HCI : iff§ ACTOS"” —&—Z#] 60 mg Fexofenadine —7& 2 7 7 » i &)
Pioglitazone AYEEHIEMEE |4 HEEEHI52EE - ACTOS® #f Fexofenadine BEBIELFFIE A S HEHE

HIRE -
Gli;;/izide D A ACTOS* #15 mg Glipizide —F—% 7 & » A EeE# Glipizide f2E HAEEE)
B -
Digoxin : ] ACTOS® i1 0.25 mg Digoxin —&—2 7 & » &% Digoxin T2 E AN ZED)
B

Warfarin : ] ACTOS" fl Warfarin —jC{ ] 7 & » A @& Wartarin 38 EHAMNWEEEN SRR -
I ACTOS" 5 T IEAE 2 R 1] Warfarin JGATH AR » ACTOS" SiRTEEmAGI 1A
BRI - ,

Metformin : {£fEF ACTOS® 7 %7 » {itF ACTOS® flIE—7l# 1000 mg =7 Metfrmin » 7K




S EEE—EE Metformin BYEEEIEEHE -
Midazolam : {£{EH 15 Ky ACTOS® 27 1% » #EEH T8 —HIE 7.5 mg §Y Midazolam ¥E4F »
EiE Rk Midazolam FYI HPZRIEERERIHAR F EIfEED 26% -

Ranitidine HCI : {48 ACTOS® /) 7 KHARIA » BT 4 KB 7 KAIFRI %7 Ranitidine
—R % » ¥} Pioglitazone AVEEENES M N @ F BS540 - ACTOS® % Ranitidine B2
M G E RS T -

Nifedipine ER : gESB MBI O AZ S ETEEH ACTOS” /Y 7 KEAR » [FHFHLEL 30 mg
Nifedipine ER —R—24 4 K » Gl REOET Nifedipine 2 SR8 B/ NS 77 (90%
{EHEIEH ) & 0.83 (0.73-0.95) » gh&3 T HfE A 0.88 (0.80-0.96) - HEEH: Nifedipine BEEhHET]
REREAVERY - QEESRNRRESENEEE -

Ketoconazole : #fH] ACTOS® #l Ketoconazole 200 mg —F =30 H 7 K » @isplmir sy
Pioglitazone - [l tH 208 SR FE A/ N (B (90% (SHEIERT ) & 1.14 (1.06-1.23) ~ dhiés T rEfi A
1.34 (1.26-1.41) ~ [f P (KI5 1.87 (1.71-2.04) -

Atorvastatin Calcium : }£f ACTOS®™ I Atorvastatin calcium (LIPITOR®) 80 mg —K—¢
H 7 K FERCRIER Ploglitazone 2 I HH 2R RRE /N JT{E (90% (SHEIER] ) & 0.69
(0.57-0.85) ~ B4 T HTE 5 0.76 (0.65-0.88) ~ I of F L & 0.96 (0.87-1.05) » JijREL 24y
Atorvastatin 7 [l P 2REREE R/ NG FT{E (90% {SHEERT ) & 0.77 (0.66-0.90) - & Pk
0.86 (0.78-0.94) ~ i1 chfE({EERE A 0.92 (0.82-1.02) -

Theophylline : ACTOS® —*—#l Theophylline 400 mg —F —Zr—tE({HH 7 & » $HiETE
EYHEISESEE A e E R -

Topiramate : & pioglitazone B2 topiramate fffFHEF » #HZE % pioglitazone & HiE A CE NS
BRI EEERIK FAR R - 28T 0 B ACTOS® €2 topiramate [EIRFERFIHF » 1R
B A A -

Cytochrome P450 : B F &I

Gemfibrozil : Gemfibrozil ( O fg & & — 45 2t 600 mg) & — f& CYP2CS ]l i & » B
pioglitazone ( [/ 30 mg) L [EFEFAEREE gemfibrozil ( OfRE R ZEI 600 mg) J5H#
i 2 R 10 iR EREE » 455 H pioglitazone 5255 (AUC,,,) At gemfibrozil 15 T
pioglitazone F&#5 7 226% ( RiFEEEE) -

Rifampin : Rifampin ( CIfREER— 204577 600 mg) A58 CYP2CS 55461 - B pioglitazone ( [
[z 30 mg) SLEFRFEERES rifampin ( DR —ZE 600 mg) FEHEHE 5 K27 10 {7{#EE
FEE » 453 pioglitazone 22 AUC B 54% ( R+ &= ) -

B ) BB B SRE

EEACHTZEEET ACTOS® BELCERE B ZIEFUR ANTIEE Z 8T - ACTOS" &y adliEEHE
EZRARIE » SEINfREIE SR AEEE R A o OO I A B 0 R R s s i e
M E (homeostasis) - #1552 TUREFRIHIH A » ACTOS® [E{EEEE ZIHET - 7 B RS -
MAZFFREZIRLE 2 HbA,, (K o fRE—EBE R It st B el L R » ACTOS® [(Rin
ch R E T R E 0 — A - {EEEEEERE ST - ACTOS" 1 sulfonylurea ~ metformin 5%
insulin (JfA « SR HE EAHRNECR -

ACTOS” iAo S mAS S BE A - BRE AR ACTOS® FI[E(E=
ol - iSRS E R (HDL) > (EEHEEEIEERE (LDL) kAR i feses -
T 26 3 - LHREIEE - FEEIEEFRSEET 0 15 mg » 30 mg k2 45 mg ACTOS® 41
S = HOAES R o2 I AN - ACTOS® 43 A IS 2 s i IS E i (HDL)
oY B R H L B g N BEZ7RTIAA Ly + ACTOS™ 4H 97 A {35 S s (LDL)
FAAEERANSEREER (R 1) -

T OIE26 8 - AFEIFHIE - LR ERE Y BHEE S s b
ACTOS® 15mg ACTOS® 30 mg ACTOS® 45 mg

e T S A
=FEHAS (mg/dL) N=79 N=79 N=84 N=T77
RS () 262.8 2838 261.1 259.7
TSR T AL GREGIITE %) 48% 9.0%" -0.6%' -9.3%
(SR TENEREIRS (mg/dL) N=79 N=79 N=83 N=77
AR () 41.7 404 40.8 407
THSEEEE AT L (GBS Y 8.1% 14.1%' 12.2% 19.1%'
(R M RS (ng/dL) N=65 N=63 N=74 N=62
R (EH) 138.8 1319 135.6 126.8
THERER AT S bl (SRR *)  4.8% 7.2% 5.2% 6.0%
LAFERE (mg/dL) N=79 N=79 N=84 N=77
REERE (1) 224.6 2200 222.7 213.7
TESAEE B S b GERE BT Y 44% 4.6% 3.3% 6.4%

*Adjusted for baseline, pooled center, and pooled center by treatment inferaction
" p=<0.05 vs. ZZEHH]

TESH) 2 (BB A% 5056 (16 #8 % 24 8 ) 54 6f sulfonylurea (16 355 24 38 ) L B &t
metformin (16 ¥z 24 3 ) JEFEHTAES  SFRE 3R —2R0aE R - IR R s By h
SR IRIE AR » B A (baseline) » ZEEHMESIHET 5%~26% M & &
EEE (HDL) 8Eh0 T 6%~13% - JE{LUYES IR 6] B ACTOS" Bl sulfonylurea 8% metformin i
1T 24 By &R EYg -




Hl=sH S AF (HDL E
ELB’JEMJDJ: %EME{U ;@{uﬂ’li’r’*%ﬂ‘_lﬁﬁ’ ACTOS‘E ﬁﬂﬂ%%iﬁﬁ% ﬁﬂ’]‘“{ﬂﬁfﬁqj
[ ERARERER ]

ki
TESAEIA 3 (RS - ' - M TRITRER » A1 1626 38 > ARYAITEDLL ACTOS® 5
BT A 2 TR ANTAER - SEHGH 865 (I A - ACTOS® HTRLEIE T 45 mg
ST H — -

15 26 BHTF RIS + 408 (1155 2 TURERR 7 A IS BRI EI A — % 7.5 mg ~ 15
mg ~ 30 mg 2,45 mg ACTOS® SEZ  (E4eAINE R ETHOIBRATAER B2 S A 5
BAMAHY 8 HATFEE - BT 15 me - 30 mg R 45 mg ACTOS® AHFEMRIA ZERIMIAH » FIBRR T
HbA,, B2l (FPG) ( Rl 1~ % 2) -

B 1 B 26 HAVEERT - FrA 2 E R EEMmAET] HbA, R R RE(L -

FPG HbA,
'
R ey Wy i
E g s
10 5‘ 04
Eg® 5% 02
$E% i
s Bl .~ =t
6.2 g
£ % g e
70
e S
02 4 ¢ 10 14 18 2 2 0024 ¢ 10 1% 18 2 %
Weeks Weeks.
f+nbnbu —B—1img ——30mg —O—‘Smﬂ —s—Placecbo —W—15mg —4—0mg +l§m‘

2 2 B ATE AT ThA . TZERE I -

F£2 TE 26 ERVAERIR - LRI T AR S
e ACTOS” 15mg ACTOS" 30 mg ACTOS” 45 mg
M gp—%  gE-%  HE-%

BrEZEE

HbA,. (%) N=79 N=79 N=85 N=76
FEEL (1Y) 104 10.2 10.2 103
TSR (AR A Y ) 0.7 0.3 03 0.9
TR R (AR R ) -1.0% -1.0% -1.6%

TERE M (me/dL) N=79 N=79 N=84 N=77
HLERS (8 268 267 269 276
LM (SRR ) 9 -30 -32 56
HRZ TR B (R {RAY S ) -39% -41* -65*

*Adjusted for baseline, pooled center and pooled center by treatment interaction
*p < 0.050 vs. ZERH

SHE TSR ERBTIERREEEIRE A (31%) B2 e e iR A i R Ee e
A (69%) » IEFTEIEVEERTIRSEE 3 - FrARE AMEEA ST R E A 8 HHYATE
] B EARR FFURPR FREE IR A, - FEETEEEIERL HOA,, R ZE iR M EATR ST A - 24
ifi » SR ERABUERFEEYRRE A - AR IR AR Z SRS B
TR HbA, FOZERE MBS E A - BRI TIREENTR AL ACTOS” )L
L HbA, FOIZEIE A S AR T IE - {EEF 200 A TER R A & [ B R A
{8 - AEEEE AR E AR S — TR RS B R ACTOS® Y2t -

F3 (£ 26 BICREEE - R IRk A
ZZRI ACTOS™ 15 mg ACTOS® 30 mg ACTOS® 45 mg
FH—X HFH—X HH—

R ER B E R B S

HbA,. (%) N=25 N=26 N=26 N=21
FRMEEHSIE () 93 10.0 9.5 0.8
HOERE () 9.0 9.9 93 10.0
HESHEEEMREA M (R RATEY ) 0.6 0.8 0.6 -1.9
BT RITIAH B RE REe T -1.4 -1.3 2.6
ZefiE i (mo/dL) N=25 N=26 N=26 N=21
GiSERREE () 223 245 239 239
FEERS () 229 251 225 235
TR EEE R (SREERRIAEE ) 16 -37 -41 -64
ST R B (AR ) -52 -56 -80
CfR AR E i R R =S

HbA,. (%) N=54 N=53 N=59 N=55
FiiSEEAEE (SFg) 9.3 9.0 9.1 9.0

FLAEME (S ) 109 10.4 10.4 10.6



T W g S e s e e e e e

HH SRR ( HEEATTE 0.8 -0.1 -0.0 0.6
BlZPEIRIEART 5 (SRIEIRAT ) -1.0 -0.9 -14
zefiE M (mg/dL) N=54 N=53 N=58 N=56
EREHEE (F9) 222 209 230 215
EHEER (FH) 285 275 286 202
FEEE R (HERIEE 4 -32 -27 -55
RN E R (FEEIEE -36 31 -59

" Adjusted for baseline and pooled center

TE 24 B E RIS R » 5§ 260 {755 2 TORERR R AR R 2 AR R R
ACTOS® §HuiZeRImIAR » FLAMAIHUREFRIREEY AR En LS S E s BR AN 6 ERTFEE - Hop
—4H ACTOS® 4R /B FHAIFCIETR & 7.5 mg FH—Z0 4 18i% - BIEENE 15 mg BH—IT

Fi 4 4 - WIS 30 mg GH - - GeRFIIR R (16 3 ) - 554 ACTOS™ J5
B RS H—RHTRARE S 15 mg » DUATHE S =0 ACTOS™ AIEREINR 30 mg F 45
mg = Pl ACTOS JafiE =t » TESAGE G S RITIAH bLE: - B2 HbA  FZERE MmbE(E -

HE&ET ENER (RE4) -

F 4 AE 24 EIVTEEIEIERTE - 2RI e T i AT
SRl ACTOS®30mg'  ACTOS® 45 mg'

FH—K FH—x

Fra=atE

HbA,, (%) N=83 N=85 N=85
AT (FH) 10.8 10.3 10.8
SELEEETCE (HRERAYES ) 0.9 -0.6 -0.6
BRI R B (RIS ) -1.5% -1,5%
Zefg miE (mg/dL) N=78 N=82 N=85
EHEER (3219) 279 268 281
SHELERENIE (FREERNTEE ) 8 44 -50
PP EIGHIN E B (RIS ) -62* -68%

" TR R R T AR
“Adjusted for baseline, pooled center and pooled center by treatment interaction.
#p<0.050 vs. ZEEH]

ST R RS IATR A (24%) - TAETEHIFEIS HbA, (B4 10.1% 5288
HE(E B 238 me/dL - EETEAT HbA, {EF19%5 10.2% » 22 RS {E T 5 243 me/dL - HHEE
AZEIEEIAR - £RF ACTOS™ BB #iEAT 77 R B 8B 8 % 30 mg & 45 mg ¥ » SEH4 HbA,,
{E AR 2.3% K 2.6% » T ZE (B MAE{E S (K 63 mg/ dL £z 95 mg/dL - $HATRANIHE
FRFTEEIRTIA A (76%) » HUGIREE S iA A {EEE - (SEEE44 HbA,, (B A 9.4% » SFIgzE
HEIMAE(E A 216 mg/dL » FEHEREAYSEH HbA (B 5 10.7% » SEEZERGMAE{E £ 290 mg/dL -

THE R EIAE - B ACTOS® Bl E A TR ERAER A 30 mg 2 45 mg & - H HbA,,
{E P SRR 1.3% K2 1.4% o i ZEBE i (E S RIS (K 55 mg/ dL K 60 mg/dL - ¥R i
REEATR AR - PGS REF » 5 HbA, (EFIZE B I E R G ({8 = S Ay S (E -

TE 16 3#1EER » 197 (i 2 R RR AR E 30 mg ACTOS® St mIAl & A
MR E— o {-{of Bt B 80 PR 97 S B a0 0 S e S B AT 6 AT 5 - AR A 30 mg
ACTOS® SRS AR - B HbA, FIZ2fE intii(E - RS LR - (£5)

5 TE 16 BRI R R AT

R ACTOS" 30 mg
FH—-K

rARHE

HbA,, N=93 N=100
ELEDE (24 10.3 10.5
HIEERATTEE (RIS ) 0.8 -0.6
BRI R (R ) =147

Zefg 4 (mg/dL) N=91 N=99
EAEEL (FH)) 270 473
FHEAERNA R (SRR ) 8 =50
BRI R (RS ) -58*

“Adjusted for baseline, pooled center and pooled center by treatment interaction
#p<0.050 vs. 27|

HF ARG AR BTIERO A EEIRTT A (40%) » BEREEHEEH HbA, {E5R 10.3% - SEHZEHR M
HRE(E R 240 mg/dL - FEARERESZE HbA, (B R 10.4% - SPHE2EHEMmAEE R 254 me/dL - 1HER
T2 IAE » FRFI ACTOS® 30 mg 4HE HbA, “FASIEE 1.0% » ZERRIIAE{EREE 62 mg/dL -
BB A A AR HUE PR SR A (60%) - HUERREEY) Wit A IR 2E - IZBE SRy
HbA,, {H 5 9.4% » FHZEMRIMAEE R 216 mg/dL - FAERGHYFHE HbA, (B 10.6% @ SFHEZE
HE I HE(EL R 287 me/dL - RG22 RIAIAH - AR ACTOS" 30 mg 20 E HbA,, (EFH4IE(E1.3%
ZERE (AR (B SE S 46 mg/dL - $HR 20 % fE 8209 A ZRAR - FratBsstshns » H HbA Ef




A= 16 48 - FElE - S - LRBEIBAYEEPREES R =8 24 8 - B - e - 2R
qIERFREEES o ¥ E AL, metformin » sulfonylurea 2§ insulin SEEEI R B TR MRS 2 Y
SEEEREIRT A (HbA,>8%) » 3Ef% ACTOS® SEMuEHEAIITEIE - FASATERRERAET A
] B ERGE RS R -
ACTOS® i sulfonylurea FIBEFRFER
45 —{ ACTOS® 3£/ sulfonylurea FYEEPREAES - @t 2 E IR sulfonylurea &
e S PR SR G 2 BRI - FTA B U PR R S T PGB R
o TE—(HA LSRR - 560 & AR ECEIE H—Ey ACTOS” 15 mg » 30 mg
s RmEE » FEA_EEE FIEY sulfonylurea FE% - SEEHET 16 HEAVERIREE, - 1% 16 4 »
B E AR FLlE » ACTOS? (R sulfonylurea B4 ACTOS® 15 mg 4H 5 ACTOS 30 mg (Y
44 HbA,, FEERE(E 0.9% K2 1.3% - ABER 2RIl » ACTOS® 15 mg &R ACTOS® 30 mg
4H 2R T EE TS 43 RIS 39 mg/dL Fz 58 mg/dL e
T (A B ESRERT » 720 S5 A MRS ACEE H —2i ACTOS® 30 mg ~ 45 mg 4
AL I [T sulfonylurea fE% » HLEFET 24 BATEEARTISS - 1€ 24 180 - 30 mg 45 mg
4F HHELETERY HbA,, PR/ E » S8R 1.55% K 1.67% » BIieBhi2e f i iE T a8
R4 51.5 mg/dL f 56.1 mg/dL - dEEmE AR ARIZE - G s A sulfonylurea (<50% °
50% B >50% 94 H AR ) - ACTOS® fil sulfonylurea fif FIHVFERERH B -
ACTOS® it F§ metformin A9kEFRELESR
45— {E ACTOS® §}H metformin HREFREAES - —(E\EAH & & BMHR A metformin S& fRE
SRR P AR 2 BRI - FrE B R R S A BRGABRRT R 52
TEE—ES B ESER - 328 249 B EIEIE H — 0 ACTOS” 30 mg 4HskZr i mIdH -
0 (8 A metformin 262 » SEETE(T 16 HAVERFRAES - 75 16 I - AR 2RI -
ACTOS” §FF3 metformin FEAFEE) HbA,, BEEEIF(E 0.8% » 228 i BEEE (K 38 mg/
dL -
T — (& BEE AR - 827 £ A B ST SIS H —ZEY ACTOS® 30 mg 5K 45 mg 41N
B {5 Y metformin FEE » FEEFEFT 24 FEATERFREER o it 24 0 - 30 me ¥ 45 mg 4
EeEELEY HbA,, FHME - 5781 0.80% K 1.01% » FHEEAERERY 72 8 i - m D E 55l
7382 mg/dL F: 50.7 mg/dL - {55 AR FRHE R EEE= A& HY metformin (5 H <2000
mg 3% >2000 mg) * ACTOS® #il metformin {ff FHEYHEAH R B -
ACTOS" {# i JR B 3R AVER AR LB ;
75 {0 ACTOS® BRHIfE B 2 pREES - —EaENe 85 B AR E & UFE AL
RIS B AT 2 BUSFR IR A - BT SO R SR B SBR[ 48 - 7258 —
& B Es B+ 566 ZTHER BT 60.5 B (Thirf) BERFA MBS I
H—Zff] ACTOS® 15 mg + 30 mg SHERZ2RIBIAE - BN IR VRS 20 - HEtiEfT 16
EEERRSES - 7 16 HE - HHEEHZERITIAH - b ACTOS® (IREE & (FARER b El i
[{5 52 HbA,, (ACTOS” 15 mg 4l 0.7% » ACTOS® 30 mg 4l 1.0%) K:Z=ERg ff#{E (ACTOS”
15 mg 4 35 mg/dL » ACTOS" 30 mg 4H 49 mg/dL) =
TEES S PR ESER T » 690 447 A WS Y ACBIME H — Uy ACTOS® 30 mg 245 mg 4H -
L R AR R o L3 ET 24 MATESRREUES - X 24 0 » 30 mg & 45 mg 4l
EEEER HbA,, AR E S 1.17% K 1.46% - HHEEXERE 22 B8 M EE R B B R
31.9 mg/dL F; 45.8 mg/dL o PR mARZEIREUEEME » 30 mg R 45 mg SHERFFEMSE
1 2, 2 R A S S T ) T BB 6.0% Bz 9.4% = Tamiis AR i S Eu s s
B2 (& H <60.5 BLATEY >60.5 Bifir ) » ACTOS® RS S R FIAVRENEE B -

[ SEIFESE )
5 RIERR R R (JERLE E CEARER R - NIDDM)
ACTOS® B b AR & R sl sk s 55 — A pR s A2 M) ; ACTOS™ AT LIBIMm(HA - B¢
B SRR A R A R i S > ACTOS® [ LIEd sulfonylurea -
metformin 8% insulin SEFIE PEREE © H2EHI5 —RURERFIE VA BT SRS - LT
R ) R - RS R T AR R AR R E T - (EORRRAREEINTR
SRR R B

[#£=]
= HR I E RO SRR A B ACTOS R R RZ L + BAMA G EFTRIER - (5
RIGBIEEWERE ) -
ARTER AL (53 B SR BBIOR A ©

[EFE ]

DR el E At

ACTOS® FIE{thiY thiazolldinediones $&{Ll + B335 A el B H {thdn MAEEE B & insulin S
FOER BRI o SRR A A e R B L IR IRAVERR o WA ABIERE D
R AR R A RN R A AR M S A A - BIFEARSE B gAY HE R R e R R L D 2R0R -
MR » SEZEDIE L EEMEE ACTOS® Ml # (FREEERE) - AR IR E ET
R SRR B IR IR R A R 2 ACTOS® FRFRatER » #l ACTOS® TEER{EAA L
HEA o (FE2ME(HE EEEEMRERE

FEZEEN 16 38 « HE - LRI B AEERFE T » 566 (I insulin /955 2 LR RIE R
A SIBIEEEA ACTOS® 15 mg ~ 30 my BBl - thalE S REIRBEERRAREET
BT ERA ¢ BHIRS E (57.2%) « EERMSHLE (22.6%) « AREIIR DR (19.6%) »




TREABE R (13.1%) ~ (AAEE (8.8%) ~ MBFEST (6.4%) ~ /L (4.4%) ~ HpEF/ 208
BEMEERRS (4.1%) BIEMIE G (2.3%) o (EIESEERF + 191 74555 ACTOS® 15 mg
insulin B9 AR 2 i (1.1%) LUK 188 fiff#i2 ACTOS® 30 mg £ insulin iR AR 2
iz (1.1%) » SR AFRMIEGEIR - M 187 ZBIG{F A insulin YR A FPIEREEIR - 35 4 i
FAEBCMEERNAESE - 85 EHRENRER  previous CABG procedures FlLAAEEE -
TF—IEAE] 24 B » ACTOS® B B F A0 B & RRTZ R » 0.3% (1/345) {#FH 30 mg A9
FALLE 0.9% (3/345) {3 45 mg B9FEA » BEEEFEMIEOFIR (CHF) Z BT RRESH -
S BRI R LA T ACTOS® B insulin (& BN Mm% DRIBAIBRIIE -
FRE A RRAE R OEES (WHEDIRERERT )

E—IEAHA 24 BAY R SR 2 M A S LEERE RREFIT R (EERA T HbA
B 8.8%) B MK OS] E NS RS = D EER RO EH R/ 40% (£
HEB B HER A 30%) BORA » fE ACTOS® (262 fif ) J glyburide (256 47 ) (91EH -
EE(EMEEAR » A ACTOS? g AE 9.9% SR FEMIECERIBMAERBRE » ME
M glyburide IR A BT 4.7% BILIER AT 6 JERSISHITER - 5@/ ACTOS®
ERNTREHEFERARELEESERFEIER 64 1R A S L8 AREE - LIlEETE
ErREREEEITmES -

LLACTOS® sz — Bl iR B B IGHEOERIR (MNCHIBEE R ) R AR » —
BIIARERA T RITAENEIE - MR ZHEESESEN  SITAREEBREEMEMmEE -
IR S /I B AIRS A B RS B B NIETE ~ skiEe Fe i DR E IR LAY & B AR -

FiHEIE Pioglitazone 7 A 1 & F AEAIFG (5% (PROactive)

12 PROactive Bf3rR » 5238 (i AMERENE R RFRHA » EIRENREREZ
Lo EHRIRFRIE NG| E—K 45 mg 49 ACTOS® (n=2605) %2l (n=2633) - ( REI{E
) B ACTOS" jai Al S84 B B/ D FIRAIR A (5.7%, n=149) LE{HFE 2RIHIRYRE A (4.1%,
n=108) LLIE - B4R E O RIBIET RILLEITE ACTOS® & 1.5% (n=40), T£{H 2B A0H
AE1.4% (n=37) = LR AERIREEAEIRE R AL » (1F ACTOS® B4 B ELTIBA
LhERE 6.3% (n=54/864) o {E % RIE| 5 5.2% (n=47/896) » 1l sulfonylurea SYEIEH 5
EEfg + [ ACTOS® S4B E D FIBAYLE R A 5.8% (n=94/1624) < {Hi LRI E 4.4%
(n=71/1626) »

[ {5 EayiiEssIg ]

— iR

ACTOS® B EBEEFEMNER FAfESHEH S MyEA e » Btk « TREMEARE 1 B
FRiw 7 A Bl A A R A FR R ERES [ fiE -

EIAE © EFRASHHER ACTOS® #IfE S A Eth I ARFEAEELYRS - vl EEE I MAESE A0
el « [ELERTEEAE R RS HEENEIS -

G : FEE2 BB BIRARES - LFESHMACEIBRE (NYHA) STENE =
BEURLEFIRRA R EEEH ACTOS® 82 ACTOS® )i sulfonylureas 5j
metformin BORA » AHEIR 2 RIEIRE - B8 EEINEEmAERERIERE BHNEECHTRR
FESRE o 2 ACTOS® #H insulin RIESFRTTERR - LB BECEEARMARASEGRM
ML (GE2B [ 25 ] ) - RS SR SR CHERIBR A RS2 E ACTOS® FRrRitE
i ACTOS® T EAR LR ESTENE =R B IR OEEERA - 7 ACTOS® |k
g2 FEREE T - B R Y H M OEERNRA  EEROEORIBMERES -

KR : AREETKNEAORE A LSRRI - IERTEEERERARRER T - ACTOS® #ASsLE kB
RS RREE (55208 TFRRE, ) - ACTOS® ik » 7R E5ERRH ACTOS® 5]
RN KBTS - B Thiazolidinediones f& ACTOS® » BiEFHSHAE » BE
MEHEIE M LFER - ACTOS® fE/vixEREAGEIBEMATRA « MABWREDS
FIRNEARES (BIERESRMFEEIE » MEIREHEER / 8iKIE ) -

BEE R ¢ NEA 2 B YR {5l B EL (P L B EE M & HE A » R AMREEERE ACTOS® BlE
BOREANT_E 7 ( 55220855 6) - Bald S 2 BRIGEE= LAY » (A5 n] BEEE RV ANEE
BhHEFE1ERE -

26 ACTOS® BRI ERHAR - BEEARMIME LR 2 8L

R ACTOS® ACTOS" ACTOS®
(ZBE ) 15mg 30 mg 45 mg
FR{i PR FR{irEk RSl

(25"/75" SYER{E ) | (25"/75" SYER{E )| (25"/75" SHERE ) | (25"/75" SEE)

G A4(27000) | 09(0534) | 1.0(0934) | 2.6(0.2/54)
B =256 n=79 n=188 n=79
. 05(1.807) | 20(0232) | 34(1.1/54) | 4.1(1.87.3)
&% | Sulfonylurea =187 n=183 n=528 n=333
. 1.4 (-3.210.3) 09(0.332) | 1.8(0.950)
Metiamip =160 NiA n=567 n=407
i 02(-1414) | 23(05@43) | 33(0963) | 4.1(1.4/6.8)
o n=182 n=190 n=522 n=338

fiseE - BERHARA 16 2 24 38

M3 : ACTOS® ATAEIEAY MATSE B MFRELERAIREE o AnIERTAAUERRRER + ACTOS® jafi
ATEE L ST S5 T AR D0 ~ A0 o =k b kAl S BB 3% A Fr A dEm AL ST A~12 3F » BB s




BRiE] 2EHEEERE) -
AFThEE : E2 R ACTOS® MIBRFRERD » A8 4500 IS BT BT A - ZERERS
By » 35 4700 ikl 25 2 USRI ARAE ACTOS® » Hrhii EsEiRiaRaZMa| TS
g ALT BEEASAVIETE o “

FEE R ZEEIE BRI » 1626 (%% ACTOS" /ARR.AT 47 (0.26%) RS
793 (i EEEERAE 2 (i1 (0.25%) 34 ALT {H2 3 {SIEEE LR - #SaRasammm A
HALT (H EHA BTN » ATFERR2TMACTOS® fhiAHEHHE -

7 ACTOS® L8 Aufe e » S T A B TR S 3 (51 B {E L IRMERS -
BRI E| AR RS L CRIATRIRIRERT - A E E BRI R o
BEHAMARTEMAAR - REBIBEARMES R iR HE A @M ACTOS® Figa)
ZEEH  BEER ACTOS® pUR A BT IR RINTAER S - FTE{aH ACTOS® 2 ARER
JRFERIIRSZINIE ALT (alanine transaminase) (Bl » FIZE{E EHAMAEEFR EL 2 A B AOER BRI
Ef T iS40 - B » BRATTIEREAERSES » Hla0 : B0 et - 155 - 4 -
RERRER S RN « tFEMATINAENGA - WER(EkEERT » T EBIES AT aE
SEIERRRAE » MR EERSE - BIfESEE o

FrimBE R M EARRA (ALT 72 1~25 BIER{E FRZM ) - TaafrE e Bha A amh
FERTE T BMREEEASNER - HHIERA » ERADERERA AR N/EEE
M ERE S AERAREEE - IFE B S BT IEEE SRR - aNER M i transaminase {EIEE (ALT>2.5
FEIEREE LR ) » FFOheetaRInIs & A E AR - B3| ALT {8 1F el B AEaa SR -
& ALT {Ei88 3 FIERE LR » FEEREH - a5 ALT {E{3#F A0 3 SIESE EReH
HEE  BIEEIEARAAREE -

SHIEROKNE ¢ 12 L AR RSP » BRA pioglitazone &Y 5 4114 thiazolidinedione f
FRimm A RSB KAEIEN - B A 2R DEMERARER S - BELRASEN
TTIERRRHSE 2B L B DK - LR A T2 H SRRk IERE 5 BBk NE 15T - BLLfH
ATE{ZH thiazolidinedione # + EEIRKIERNIESENE - pioglitazone MIEHIELKIEZ 52
EEREMFRETAE « ¥ERRRATET BRI B REE » KRB RRE e mEEE
RIS - Rk 2ot  dER AR A NS IR (TR S A FE S ENE R RIE2RM R TE - P aniR
NEAR A E A SR R ( R REIESRS ) -

2 TTE T RIERRR A REREER (PROactive) » ( Ei5#ERHK 9.5 £ ) * IRF pioglitazone
BZC M EEER B AR S TR S A SRS - R4S LY 34.5 (A AYiBEE » BRAT pioglitazone Y
R IR R A B TR R ERE 5.1% (44/870) M{EFAZEIEIAYE 2.5% (23/905) - iSEZER
WEREMRTBENEEE —F 2B REMET - ARGIEHSIE MBI AaIEEREN
BT BIE TR R LAY o SR ERIEREARA pioglitazone JARRAYEME 1.7% (30/1735) &
LEIE 2.1% (371728) » BIFHER LF - HIRERABEEEB2IENNER  LHEEEH
pioglitazone RYZZIER A BLFEE Z FEM B B gind FBET SIS IR R HES B AV -
i

AR ENEUEERED  FEEABRNEREREES - Rtz T3 FH
PROactive FRRE: + Fatk4- RZ pioglitazone [ 2605 iffi AT 14 47 (0.54%) ~ Kt
SIREIZEEIR 2633 LR AT 5 i (0.19%) #a2HR MBI - FEHEREPR A s BREa kA
—EENE2EN A& BERUEAR A » Bl pioglitazone BEEEAOPEMIER A TG 6 5l (0.23%) » 22|
#H%E 2 {5 (0.08%) = FERSTALE » B—ATFRMNRABRIIMEERSESZE 10 £ BRADEEI
£25E pioglitazone - 7T PROactive B R B HiERER 4t 13 R » FERYE3E 4 #81F pioglitazone
TREEEA R BB 2 BREER (HR=1.00 [95% CI 0.59-1.72]) -

FAR R EE pioglitazone RE A - EfEMERAGHESEMRERTEER - G2 E3EHE
pioglitazone BEMERBIENGRE - MBELAE - —IEEZEEETAAE 10 FAKEET
FEMEERE AP - SIRY RS pioglitazone RIERFR A BB T2 EEIAEA Bk
A SEMET EARESEIEIN (HR=1.06 [95% CIl 0.89-1.26]) - —18H3EE & ETTRYE
P CET R AR 0 SEIRE R pioglitazone BEMEEMET EaugaEHHE (HR=1.63 [95%
Cl 1.22-2.19] » 1T —LEF92ch;875 8837 pioglitazone FYEi5H| & el 215 R R BB REAY
RN - BIEEEFEEER 10 FERBIEME - AMmEEMFTEAIE - BELEEFRmEm
FEARIBRG R T —E s RS AT AR R IR E R -

Pioglitazone ] AEERERNAERERI M bEIEINGRE - IAEHTELLHIGE pioglitazone & &k
REEMEZ(BERT - Btk » FEERMETEERERA  SEEREREAEA
Bl FEAE AT A 2 2R 1 i AR A 3 s B FE 1R SR SR AN ml B -

BECRIMm AR IR ACTOS® B4l » FETEHBAIE 2 fE (M HE K HbA, {E -

EEAERAER ACTOS® fi ik IR &/EE B B pR 5 2 A B AYBR FRFIER T iRl ATi
FEE o (G520 [FRLMEEEE] 2—MIEE1E : HIhEER "TFTRREE ) 2 THER
7 : transaminase [M5i2E ) o

ERALELE

A A BTN R R T R TE AU AREFD HDA, i RIR EEE o TRkl » an38EE ~ BU(E -« B
el FTRE - BRI R B ATAESE o PR A FEL BN S Sk SRR AYE R -

FABRF ACTOS® #N83If BB EERE « ok - PPIRSE (Rl H it ISR IBAYEIRRS » FEXT
BN HNEEE o

A A TEE S R ATE AR KA B e HAR B R 2 A B AORREREIER T 1 RIRT TIRE  tbah - FE
HAFE A AN R REAIED ~ Rt ~ B - 4 RAREGRERRITERGIENE - MESIANEk
EERMIETR ©

FELER A E HBRE ACTOS® —/t - ACTOS® AIERETEiAREARA » HNELE KRR » Fr]




e s A e ey

FRAInERA -
= ACTOS® Bfif B3l QR EE 1A » FEXE A RERER AR EEDREERE
HAE AN A R AT REEEEE RSN -
B i BRI A HHRESTaIE 4 » () ACTOS® (thiazolidinediones %RZEY) ) ATREE!
FEE HESE IR 2 A0 B  FLEE RS AENIR 4 ACTOS® I » /R HREE & R 24
1 o AT ER R ERP IR B 9 S FE T AR AL IR (B HESRAY A » LR E R B AR O ER DR
RN 0
EMrH{EH
L BE P EENY - BH3E B 1F F RO B2 Fh BEOR  pioglitazone B 82 —f CYP450 2454
CYP3M SEZBMFEEY (FH2B [ BFREE) 2RHREN - BYXEHER)-
CYP2C8 $04%] (40 gemfibrozil) AIAAEEIRS pioglitazone 2 AUC » ] CYP2C8 FEEH
( 40 rifampin) B BAEERE{E pioglitazone ;2 AUC o FRLL » 7% pioglitazone JAERHAR + AR EH
TRERELE{EEE CYP2C8 2 Ml e 35 8l » 45 B AR il aE/BRIBER AR S EM o ( RER
FREEIE » BEY) - ZEYPEE(ER ) o
Bt ~ Bl RE EE
LU T ik B 39T — SEEUE SRS » ELCIAREI R E 63 mo/kg ( LL mg/m® i - #9
AEES A REEER 45 mg £ 14 15 ) » B T IRt SN2 SR At 3T R 5 E2AY
R o EiREEEE A 4 mg/kg/day LR (Ll ma/m? E  EER AR ACREELNE)
IR RIERMR SR MRS » B RSN ARSI TS -
B—a A 2 4 DU R BT IR e L AREIEEE 100 myg/kg/day (L
mg/m* 88 A ARESAORESEHRN 118)  EEREPLRTHRREYR5I52Z
JESE -
TEETREM B AR SRS A BR RS ER D » 1800 £kl ERS ABRR ACTOS® Riz— » ik
5E RSB A ER B - TERRIE= SRR - pioglitazone R EHE|EE glyburid LEEF -
BRH pioglitazone EL#25 16/3656 (0.44%) » EA#E{E A pioglitazone #8LL + HAEEMISE
HhERE 513679 (0.14%) B387 ) pioglitazone o {EHEEH A BIEE—FRH2ET R EDE
# » 75 6 {E{EZE (0.16%) 21#F pioglitazone » 75 2 {8 (0.05%) E{H 2R -
MRS EESMRET 52 Ames fAEAT - LA YE L ER IR E M B
(CHO/MPRT J& AS52/XPRT) ~ filf CHL #liRa0aes MRPRER 4T ~ TEHRIRT DNA SRS
HERFEPIRI{-H47E » 887K Pioglitazone HCI Y #REZRE -
13 T30 B S 2 i 2 HE M R A B BRI 5532 40 mg/kg/day |9 pioglitazone HCI ( LL
mo/m® 88 {98 ABERAORESEIEN 9 5)  MRBEREELENZEIER -
FREFOIRM pioglitazone HCI #&/vE, (100 mglkg) ~ A (4 ma/kg RESHEIE ) 87 (3
mglkg) » 8 SR IR AIE L ENE SRR ARIRS: (Ll mg/m* IR E - TR - KB RIEEIE -
SRR AR AT REETIER 1 2 15K 248) - E—EFE—FnRRBES O
PREE:ES] 160 mg/kg/day (Ll mg/m® #85 » #95 ASERACIAREEHEIEA 35 15 ) - B
R PR LT R T SR ER 2 BT T o 14 —1E 13 B E: 0 ORI FIRT
8.9 mg/kg BRESAERE (L mg/m? 8 » 9k ASERACREEEIRN 4 75 ) » GRBO
MARAE S + BHIRSH R—E 52 58 « DAREIEESE 32 mg/kg (LLmg/m* {88 » #AA
SRAOREZEEIRW 13 15 ) MEAERIL B -
FElEHE
ACTOS® {@ FI M B2 R 2 AR AER - TE LT LE RN E A A s PaFn R Ay E o
(EIZpRg i PRI I S S BE BARA B A ARRAE RS - BN ETERTEER » SRR IRZRRY KRN
BT R T AL HR R B B AR E Fa R & 45 ZRAY 5 {461 35 {549 pioglitazone( 1R1E#S
FETEETE ) MEESANE LWTREE - (2R "8k, ]
EREZENERFA HbA1c >7 5 » S EAHEHBN S REEEETA 6-10% » WHHH
4 HbA1c >10 35 » A& RAIREIE 20-256% o Mk MILSEEFRENE SRR - EXE
AR - LSRR AR R B E E A ERRRREN S SR E T HIE 2-4% B
15-20% =
fRREE
EAFERFARINYZ2ISF0 / SATRA / R AV RS
FEHITMEARE RN T 2R ME 2 HAR i R R ERBS R S ~ FIRATAE ~ BEERE ~ BE -
TERG R (H AR EL o SRR FRIA IS AR 5 B A H LEiRa ~ FERR ~ BARASEAERA
A SRR -
B
EntEIE
WIRP R AR BB AR T pioglitazone » {kiBFEZRETE » 12 20 ma/kg (HHEHERHK
il 45 BTAY 5 1% ) WREHHE FWTRERE » {21F 40 K 80 mg/kg (#HE R ERKE
i 45 A 9 150l L ) WEGEE S FIREATAS - RA5EIEEN ) - SHRZM R FEREEIZA
HEHF pioglitazone » {&IEREZRMTE » 5 80 mg/kg (HHEFAERIKEIE 45 Z 5% 35 %) I
FEHIE AT ERE - (B7E 160 mg/kg (1HEHERIREIE 45 Z5upY 69 18 ) SR
— BREEEN FIBRAE - ST 14 BB FLHBAV A B » (iR iR AE » % FHIE 10 mg/kg 1Y
pioglitazone( 43 EHABRLREIE 45 Z5a ) 2 (5L E ) » FEREMB A ER R T IEE - EERHE -

[ e 22

N e EIETL At 1% g syl 1 wETSl S Ml BRI =L S L /SN ES B LA A N 1Y o L o v



MRS R ERE - SHRELHSE RERMKERSERY ACTOS® HERRER »
LUE ACTOS® BB A RS L 22 RAEMEET R E -

BRSBTS
FERAACTOS hmi, THEEHA B LHREINERNO T R H
thiazolidinediones 1 pioglitazone FTHE{HEHEENAYL MBI EEHEED » B EFEI RPN &
14 {355 ACTOS® AR HARI IR ELE B A 245 -
#N\EAYIRER
AGKE®%$Ek%ﬁBﬂmHXﬁJ

T ACTOS® H?ﬁgfiﬁﬁiﬁ”ﬁn""’ PREtBRAR + S 500 i A AT 65 smEibl b+ B EHR
PN PN S e e a e

[TR&E]

1338 8500 {EIZE — RUE R A LIRS 85 « IEHIRERIRHER - 15 PROactive ERFREER
3 2605 2 fEH ACTOS RIS BRI — TR A - #Bif 6000 &jE A DADAREE 6
18 A 2 5 A fURs ] LB 4500 FIR A BFTAE—FHEA - #id 3000 BiH A DiEESR
BEDSHMET »

7275 ACTOS® X% « 20 1 XE8X 7.5 mg ~ 15 mg ~ 30 mg & 45 mg Z ZE{EIE
BRPRRER » T RREAREE S SRR -

F7 ACTOS® BEmA « LU BERAMER : ACTOS® BBEAA » BHEIRE=2 5% 27T

BRRiE
(% A )

SHREHR ACTOS® #f

N=259 N=606
- PR A 8.5 13.2
[izD= 6.9 9.1
28% 46 6.3
JillNEsE 27 5.4
TR 2.3 5.3
HERAEEL 8.1 5.1
NRENE #5 0.8 51

ACTOS” EE¥g{#HR 4RI A sulfonylureas ~ metformin Bf insulin B¥ » AEMBERERTRER
FERYEEH SRR SR,  ACTOS® Ed insulin RS » JKRERUSEE RS 5L B R insulin o
H—IgAH 16 38 » L2 A HEA ACTOS® B insulin ff B EEERRERR (n=379) &
10 {Ufpg A S LENPIR R SRR - BRI aEiens » B EE e KiEniEnEsE - &
10 RO AR+ 5 7 SR F B E R - BB insulin (A% EE
RO A ©
A I 4 LA O T B TSR H B R S ER A EL 28 - R R BITEIRA S 2.8% » ACTOS® #lA
3.3% » ZHEAREEML, -
FEAHEE » T2 sulfonylurea B insulin AR R - SHLITFREZHRIAVE
kR MRS (5208 [FRLEMNIEENE] 2 —MTEEE « M) -
FEEHEREME R 35 ACTOS® §#fH sulfonylurea « metformin & insulin ;AFEAIRE A
MEHLBMAER<2% (F2W [FHLANEESRE] 2—REAESEE: i) ©
1T EERERV AR ACTOS® #8 (BB 7.5 mg B 45 mg) B BIEIE S KIERY RS
Al 4.8% B 1.2% - EEHHEOENSEP + ACTOS® i/ sulfonylureas #HEd B35
sulfonylureas #fl + JKNEREEERARE 7.2% B 2.1% ; ACTOS® ffH metformin #HEE B335
{8 metformin 8 » KB IEERHRIE 6.0% £2 2.5% ; ACTOS ffH insulin 852 EXRE
H insulin #8 » 2K ERY A R B2 15.3% B 7.0% » AERRBEEERE K AE - (2B [ &
AEREERIE] 2—EE1E  kiE)
£ 16 @AY insulin B2 ACTOS® ff B ERR B » insulin §1H ACTOS® FREAE ISR
insulin #i » FRMAEGRIBIIEEERSRE 1.1% B 0% o (FERME [ B3 | DHE=IEEHM
DIFTER )
BIEFE Pioglitazone 7EA [ &3 fHIEG F 5 (PROactive)
7£ PROactive ff5Er » #5238 (U AR MERFHIE ZIEFRRA » EEENAERR
Sz b o SOHHR I 0E & S AHIE 45 mg Y ACTOS® (n=2605) siZe/Ri#E] (n=2633) -
B HAEIZEE (95% ) HRIE AR AR S ME A A I ZEY) (R- BHERS  ACE HDFIF] ~ mEmEss
BEREHUE ~ SEEEFRREE - RYESET - FIFRE| ~ PAHTITAR - statins ~ fibrates ( BEIMASEE )) -
RARTEI SR 61.8 5% » TIOMRFARGE 9.5 & « FiF HbA, & 8.1% o TS BHHAR /&
345 @A - EEFAETENEMEME ACTOS HRATT RESBHMAMERHFNE =
ﬁﬁﬁﬁkﬁkm%%t%ﬂﬂ%% o B FEAVEHR R ISR A RN A —F D M B R IRRIRE
o ( BT 8) - #7K ACTOS REREIFiELESIEIEN= fEEf,kéé‘iﬁJ:jtﬁ Ak =E el
E’J%mﬁéﬁ + {H 2 ACTOS® #ERYFE TSR 8l A M 2 4 A L1 10 =



#8 BWEE—IERSFLENEEEONEMHBEEREFNHE

S EE ACTOS®

N=2633 N=2605
IR EEt Eiast ol B BB
(s 572 900 514 803
ER - HEIET 122 186 110 177
SEEa I AT 118 157 105 131
FRfE, 96 119 76 92
S EHRBIIRE R 63 78 42 65
ESRE 101 240 101 195
FREBE RS 15 28 9 28
RSB i B i i 57 92 71 115

TSRS th e R R IR R R M S SR K R e B L RERR TRNR ( RO EETE
—hE21E - EHEKIEERS ) -
[;ER : ACTOS® AIHE AL AT SRR ME EEEPHE - MATSER MIKLLEE ACTOS® i TR
UFZREBIEER ACTOS® fYEIRERT - & FTERIMRAER » ACTOS® JABRAIR A MATIEE
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