3333 E
> [ BT 152 52/850= 5%
LOd I g I It F.C. Tablets 15mg/850mg

ZE BMEORIB

(—)Thiazolidinediones$EZEfm - BIFEZEF AL 73 (Rosiglitazone - Pioglitazone) - TEF LR AGHFER
FMEERMELRIEZBREFRKIE -
% B —BaPioglitazone 15mg/ Metformin HCl 850mg#E /AR IEIAREISR - WEZEER
RESEAOMRE ZER(SFRIEEEIEM - FREE - F/mKE) - HEARBLHESLER - B
ZRBRTEEAR LRSS - E—SERFLZERIBRELAEES -

(Z)Pioglitazone 15mg/ Metformin HCI 850mg#E A A BZHE EARA LHRIBERZHEA - LR=RIS
AREESE = RN E AR (BLOFEIHE "NYHA s ClassIlIELIV cardiac status) AR AZE | E FAZE SR -

ETS

(—)MetforminERERNETE - IR EN—EXRERBMNHIE - BIAETS - ERELAFANME -
IRk ~ BEEUE -« FFINEER R - BINEERIE - SUBMMORRIBSSEER - ABPSOEMRSEM -

(D)RRVIEARAEREE FREE - RAEBRAER - IAEE - FREE - BREENEREIFESFE
SEMER -

S)BREZERSEE : pHEBE - MPREFEEEA NSABREAS -

(MINFiRFEBERZELB TS - BFEAPioglitazone 15mg/ Metformin HCl 850mgi&75 - Wi sIBI%
HE(EBRAE (% R Metformin HydrochlorideZ &880 ) -

Ematif

Lodiglit F.C. Tablets 15mg/850mg (pioglitazone hydrochloride 1 metformin hydrochloride) BA7< $EHI 1 & il A FE S
RS R IR B I EE ) -

pioglitazone hydrochloride {1 metformin hydrochloride  $f%} metformin ;A HE (35 & 25 > 55 — RUBEFR R B &1
G PR B2 s E pioglitazone {1 metformin FJZERY - S B #EHLAE - 1 pioglitazone A1 metformin Bi— &5

HY AR 2 2 552 RAERIEEY R R T AR -

Pioglitazone hydrochloride /2 —7f& [1ARFZE MAEEE - 1 ZE0E M IR EREE R - AT GRES " AUNEIRS - 2L

ZedGH > pioglitazone PTG HLIATIASHIAAAREIES 2 2 Bz - [FIRHIHEIFTEHE LR EA - Pioglitazone R
MUREER] > FRETEERIRE R -

Pioglitazone [(+)-5-[[4-[2-(5-ethyl-2-pyridinyl) ethoxy]phenyl]methyl]-2,4-] thiazolidinedione monohydrochloride “R[&]
Ji* sulfonylureas ~ biguanides 5, a-glucosidase fIFIF] » BN EEEELE] - BEEIERIARE « Ho+Ea—(E
TEFRRL - BEIUEERHIEY) 5 Pioglitazone Y (S5 (RSB Y ERSN & ARESE - HASH(0 T AT

T S
(0]
CH}/\(}T\L/\ mY - HCI
X o o NH pioglitazone hydrochloride

Pioglitazone hydrochloride fy—ffifbk >~ (4 B4k A - 57+ C H,N,0,S « HCl » 53F& 392.90 - H[7F}A
N,N-dimethylformamide » fiZ /K ZEF - BT B Z A (acetonitrile) » #&REAZK » R Z Bk -
Metformin hydrochloride (N,N -dimethylimidodicarbonimidic diamide hydrochloride){f {22 ol &EHHES - Bl (T (o] ELAf
BRI CI R PR R EEfRE - Ry — O E4ERKK > 99 FU CH N, « HCL > 4378 165.62 = Gk - #R7E5
Nl ~ ZEEFIEA) - pKafti By 12.4 > 1% metformin hydrochloride 7K;75%HY pH {8 % 6.68 » H4hE=X4 N B~
"
N NH,
H,C~ - HCI
NH NH

Lodiglit F.C. Tablets 15mg/850mg[ 1§ & 75 152 5% pioglitazone hydrochloride (E#%E) F1 85022 5% metformin
hydrochloride (152 7¢/850% 5%) » & 7t 2 I A0 T ¢ Polyvinylpyrrolidone K30 ~ Purified Water ~ Microcrystal-
line Cellulose ~ Croscarmellose Sodium ~ Colloidal Silicon Dioxide + Magnesium Stearate ~ Opadry II White ©
ifa PR 282 38 B3 (1 SRR RC )
EFRHE
Pioglitazone/ Metformin HCI#& J7
Pioglitazone/ Metformin HCIE J5 & & T BA R [E (F MY FRIEEEY) - DIOGE S —AURERR A S Hy M
il © — Ky pioglitazone hydrochloride » & thiazolidinedione $H%%%)] » 55— Fy metformin hydrochloride » J& biguanide
J§iEEY) - Thiazolidinedione SZME S M HEEY) - FZAEM A INEEATEERIF - 1 biguanide FIl - ZE(EFAFE
RN MR AT AR A K -
Pioglitazone hydrochloride
Pioglitazone FY{F FHIE R (TIFERRS, ZHYFAE - Pioglitazone M EME K ATl ~ FRE Zhild: - BEGFIE 2R
HEIENER D - RS R R LR D © Pioglitazone A1 sulfonylurea JHEEYR[A] » Pioglitazone 7 /2 5 22 53 hfl
O TR TR B R R Y B A LR S Y 42V L2 88 gamma (PPARY) (E5508 - EHZEAVEEE EIEM
4E4% - ANASRHAESR - ERSHIAIATIEA - $975 PPAR 288 - PPARy IXZRSIVIE(L - SMERST 25 Lz hI AT & e FIAE R
REBERA 2 RS R R e AR e -
TERBERIREN I ARG R HUERARAIEE —AUEPRAS - pioglitazone FTJE/V & AR MIE ~ mifk S AEL
Jeie =B HUHRRIE - (E5F 2R B B MEAVEN S #5853 Pioglitazone ATiG Y REHER(L - HEURE Z
HULH BRI S EERS T -
EE@ pioglitazone P& (LIEIRIEE FAVER (GGEHIREREZIEIME) » B ERZ WA MRS RVEIHE
T GFEEAAE -
Metformin hydrochloride
Metformin hydrochloride FJ24r 5 —RUREFR 7 B BRI &I MENN 214 » BB IR (E AT AR {2 (. - Metformin
ER VR RE AT ETE AR > PRI R RS TR - 6 E S e 0 1 A A v EUR A P T 2 o B R R -
Metformin {4 sulfonylurea $HZEY) » R & (155 —AUMERRF B E 8 E 2ol HiE A RIUFEE CRERIEI RSN - 35
SFIETEE » —fi%1E  Metformin hydrochloride) » 1R &5 [$fEZ MIE - ##Zmetformin JEFFE - G2
TIMEREAR S (AIEE AR RIS RIRE A2 H RS ZE -
EEN N BMEMAHE
RGN RSO RER -
Pioglitazone/ Metformin HCI¥& 75
1£ Pioglitazone 15mg/ Metformin HC1 850mg#& /51 A= 2FH M (bioequivalence ) shEHT - (EFFZ s BHAEZEIEIRIT
THRFABE—EE5EH 1% - ploglitazone Flmetformin 57BN ifIfE (AUC) FIEARE (C ) > #
Pioglitazone 152257 f{:fEMetformin HC1 (850 7%)—#EAR FH H A BB M (£ 1) -
% 1. Pioglitazone/ Metformin HCI#E J5 > &E47)8) /7 E2 S8 FEE (A5 )

metformin hydrochloride

by N |AUCO-inf)]| c_ N T N T,
(ng-h/mL) max %
Pioglitazone
Pioglitazone 15mg/ 52 5671 60 569 60 1.89 52 7.19
Metformin HCI 850mg& 5 (1585) (222) (0.8) (1.84)
Pioglitazone15mg 8 /5 (I 55 5957 61 603 61 2.01 55 7.16
Metformin HCI 850mg & /5 (1680) (239) (1.54) (1.85)
Metformin HCI
Pioglitazone 15mg/ 47 11927 60 1827 60 2.41 47 17.56
Metformin HCI 850mgi& /7 (3311) (536) 0.91) (20.08)
Pioglitazone 1 5mg & /5 (I 52 11569 61 1797 61 2.26 52 17.01
Metformin HCI 850mg i 77 (3494) (525) (0.85) (18.09)

Pioglitazone 15mg/ Metformin HC1 850mg& J7 B &4l - pioglitazone [V4ESEFE &AL 5 - Metformin Bl &)
DFARIS - AUC A I8 » {H metforminfy P35 s MUERFEREK T 28% o fEALEBAVIEN T » MR HI RS
MUEREEISUEE (pioglitazone £y 1.9/N8F » metformin 5 0.8 /NEF) - S SbBLAFERIR F A RBEE R -
Pioglitazone hydrochloride

TEZERGIREE T » CIAR pioglitazone % » EZBRTTH 30 Sp S8 ML RIS » 2 /NSNS SRS - BYIEE
Bl e (A RS AIFFET AR L3 3] 4 /N » (H R iR s -

Metformin hydrochloride

{#£ ] metformin 500 mg ¥ 1500mg > Al 850mg F 2550mg F—LIRFERIFIWIZEIRH - BIR RS HBEERAR 2L
Bl » 2 A R U > MIFEFEBRECE - Metformin 850mg Bi—§EfBl &) dk[E 1 T-1% - IRIEIEERE 2 §E
FIZEREH% T2 LLRE - BT metformin AR ISR P RH fOCRE B LR W » OV i s (AR R FE TR 40%
%ﬁiﬁﬁ?{% Ffa] AUC [ 25% » I AR IR R 357358 - (H I8 terlCB N EPRAR R M B AR

Pioglitazone hydrochloride

&7 B pioglitazone{& K PHIHELL > fi BT (V/F) Fy 0.63 + 0.41 (P9 + FE4E7) L/kghaE - Pioglitazone f£ A
BUHhEEAESEES (> 99%) » EEEOEHEHSEE © Ploglitazone BLHAMEE R4S E - (HEE
TIAE - A M-ILFD M-IV AT BLf1E 5 8 H =SS S (> 98%) ©

Metformin hydrochloride

CIAR B metformin 850 mgf&EIHEL 7> G (V/F) ¥4 Fy 654 + 358 L - Metformin SR A% ER A EYGS S (3R 2 i
> Metformin i AZLIBRATIRN - TR AT AR R 2 B (% - LL metformin Y —fEEFRA SRS BN IR =
(AL G 24-48 /NEFPUETIFEERE - HBHE<1 ng/mL - EHHIRVEEERRRT » BIEERAHKIE -

metformin (5% & ARSI R & #3#8 5 pg/mL -

X3~ BERRFOFEM -

Pioglitazone hydrochloride

Pioglitazone 2 ¥4 @S (LRI LIE A MG - EAEHYIH A (7 S8 R RERE A T e in R HisE &) - 1555 AR
RIS A M-IIRI M-V (pioglitazone HYEATTAEY) A1 M-I (pioglitazone FYFRETTA1) FUA 44
ENE - T E% » BR pioglitazone 41 » 1E N IEIA S I EEEEYIHRAYIE s M-IILFI M-IV - FREREET
» pioglitazone {5 (g [ FHFE A5 —AUMERR IR 8 2~ Bm RIUERIERT 30%E] 50% » {548 AUCH] 20%%] 25% -
ASYMATC IR E R TECYP RAEYIEL pioglitazone HUHARR ; MHRAHVAIAEI G P450 Y (HE CYP2CS » L
FAARARE NG CYP3A4 » VA HAN SRR AEY) » EEAFERFIMY CYPIAL - CHE(T#GF pioglitazone Fil
PASO fINHIEIELZ B HERIAT (552 RIEREIH » 22Y)5C A (EA - Pioglitazone hydrochloride ) - M@

pioglitazone &7 F2 PR H11Y 6B-hydroxycortisol/ f7 B EELL( » 45588 pioglitazoneilli < E5& /7119 CYP3A4 fi#
e i

CIREEY)TR » 49 15%-30% - pioglitazone FIEAFAEN PR - PioglitazonefVEf i HEFR &I /) - EZLIRE)I R
Hasa YRR - HEETRER S DR & DUR B S A U A - MRS BE(EHERS: « Pioglitazone F1
44 pioglitazone FY I MILE 1A A By 3-7 /INFERI 16-24 /NG - (R HBEHEUEERZE CL/F % 5-7 L/hr
Metformin hydrochloride
TEH A7 ERIC 5 B — 75 & metformin 2 3XE&HE R > metformin DUFAIKS FFREHEM: - SRACHTFRRCH (£ A8
RETREY)) SREHM - BOETRRE HBRRTAFREL 3.5 % BUREV/VE 72Mb R metformin HEFRHY B0
o LIFRAR - 49 90% BERUAEEY & AE 24 /NI RS B B - AR HRRR-EEEHALY 6.2 /NI o M HERR- el
£ 17.6 /NFF - BERALIMEREF FIRE RS AA E
FEIRIERE
B R 4
Pioglitazone hydrochloride
BRIEN 2l A bl - e (UBERT SRR 30-60mL/min) FIEfE (IELATHFRE < 30mL/min) BHEGEFHH
pioglitazone ~ M-TIT Fil M-IV HER 2 E R HA4ERE R -
Metformin hydrochloride
TEEThRERREEE (IRIBHIEEETARRE)  metformin AYIMMAERIMN P ETEHTER - BEERIEARLET ARt
BIMERE (552 REESRERIEE » Metformin hydrochloride » t73%2% H Metformin hydrochloride 8 77 77550 » &
PRESHEED > 288 )18 ) o [Rmetformin 25N AL ZHEE T - Pioglitazone 15mg/ Metformin HCI 850mg &
Tt AR ELEE -

THEE R 4> :
Pioglitazone hydrochloride
FIER SRR T - FFiAe 282 25 (Child-Pugh %4) B/C) #Y pioglitazone FI4¥ pioglitazone "
[EBRELIRE(R45% » (HFFAUC (EE (L - & BEM AR RN IE B AT i s A = Es (ALT) R
JERBABIER EIR 2.5 f% - ARAF#A] Pioglitazone/ Metformin HCHE AR (352 RULEHE » —fkit
Pioglitazone hydrochloride ) °
Metformin hydrochloride
AR T DIRE R & BE ST metformin ZEY8) I E2TJE -
EEN

Pioglitazone hydrochloride
TEfEREEFZ3E T > pioglitazone FI4E pioglitazone /= (AR BUFRCZ s MAHE 2 7 - (€ AUC [ERE S
FROZEE  RIHEEEH (terminal half-life) {ERIFH & o 1S ELBLAVIR SR ERER R E AV -
Metformin hydrochloride
R Z 3 2 metformin ZE978)) ) E2 S IRRI ST A TR DR - B R ROl bhls » SR AEAR R
B - PR - Cmax BT« i BALERI A DI » metformin SEY8) ) S2HE #4111 22 (LAY 1 2R A2 B UAE
B (552 RMetformin HCIEL T pE )7 4R - BRPREEFIER » FERAES - Sl EHE) - BIRNRARRNT SRk
TR DIREARRR(E - BHI80 (&) Bl LEF A IGEHPioglitazone/ Metformin HCHE 76 (552 R E:
Metformin hydrochloride FIFTAFI& ; t352: RMetformin HCIBE J7EE )74 )

B .
Pioglitazone hydrochloride

ST  HEYE) R -
Metformin hydrochloride ¥ [1f metformin 500 mg SEFIFI &Y EHET1% » 55 “AUBEIRR BB (12-16 5%
) B VERIFIASERRCE 2 R (20-45 5%) (HIIREHIIER ) #9 metformin Cmax 1 AUC £&fa[SF-572/ s
5% ©
MR -
Pioglitazone hydrochloride

BIER AL NEREZ pioglitazone Bi—FEA K (] sulfonylurea ~ metformin S(fEE 218 - MEZERIIELGE - LIEH
Cmax 1 AUC F{E1120%-60% o {EREPRE RS - B L2 MATZE (HbAIC) HA LR RAIEL A
A5 (P9 HOAIC 24972 5 0.5% ) < HFaRIESHEHERHRBEK - DUZSIMEZERTY B - BOR s
RS & -
Metformin hydrochloride
TSR oA » T 25 E IS5 — HUNEPR Y Y metformin F207)8) )22 imAHE 2R (B =19 » Lk =
16) « A » 155 —AUREPRIE B3 Z BEPREIRDTTE > metformin 2 [ AE(E FIAE BRI L LR -
PN
Pioglitazone hydrochloride

LA NCIPN L Pd 2YE Iyl sy S
Metformin hydrochloride

RS FTE 2 metformin 2078 J B2 2 HHITTE - 1655 " AUNERRIN B Z B IS » metformin 2 [
MEEREOA (n=249) ~ B (n=51) FIFEHET & (n=24) ZRIZEARZ -

EYBREER :

1&F pioglitazone (45mg) 7 K% » F[EHE T E7 metformin (1000mg) Flpioglitazone » A5 BEFH| metformin
ZEEE) SR o BEZATHETTIE pioglitazone I metformin {5153 2 X FAEFINIST » {H i A$ ¥ Pioglitazone/
Metformin HCI#E 755 (15 T 1F FI Bl 22 EATRISE -
Pioglitazone hydrochloride

FEEECFRE R A TYIEEY) - W FEE Tpioglitazone (FER—Z » X 45mg) » FFFEASRAIT ¢
[l ZeEE « LET pioglitazone (RFR—ZK @ K 45mg) FICIPRAEZEE (R —2 » K1 mg norethin-
drone fj[] 0.035mg ethinyl estradiol ) $#421°K » 25 ethinyl estradiol 2 AUC (0-24h) F1C, 4y BIF#(E 1% Fil
11-14% ; norethindroneZ AUC (0-24h/NKf) FIC, | HISEHAZEEEAL A& ethinyl estradiol 8178 )52 HAA =%
BENE > LTS ILRIRAERRR LAVEE: -
Midazolam : $F pioglitazone 15K1% > iR FH 8K midazolam #E4F 7.5 mg » Z%5¢ midazolam 2 C_ 1 AUC [#(K
26% °
Nifedipine ER : 35 M F1 20 S FEE OFR pioglitazone 7K f145 K [l —Znifedipine ER » 530 mg - A4k

» M5 nifedipine [FEIIC, HINE T TAIELE (90%(SHAERT) £ 0.83 (0.73-0.95) » AUC 7 0.88 (0.80-0.96
) o AL nifedipine #2852 B & [ S 54 - MULETS S ERAEEE IR AV -

Ketoconazole : #:[E[#%T pioglitazone 7K Fl1 ketoconazole 45K 2K » 2 200mg » 2% pioglitazone JEAYfY C
B/ NEITPIEEAE (0% E/EE ) £ 1.14 (1.06-1.23)

‘max

AUC %134 (1.26-141) > C_ 5 1.87 (1.71-2.04)
Atorvastatin Calcium : F:[E%T pioglitazone 7-K:Al] atorvastatin calcium 5 K—2¢ » 2 80mg » ZE] pioglitazone
JFRIAC, /NPT TAEE(E (90%(EHEWERT) 765 0.69 (0.57-0.85) + AUC % 0.76 (0.65-0.88) > C, ¥ 0.96
(0.87-105) - ffi atorvastatin5UEIE) C, 5/ N7 PAIEE(E (90%(SHAERT) £ 077 (0.66-0.90) - AUC %
0.86 (0.78-0.94) - Coin 092 (0.82-1.02) -

4HIAR (1 25P450 ¢ 2 RUF R EETE » 88930 4 {E ] > Pioglitazone hydrochloride °

Gemfibrozil : CYP2C8 7§75 gemfibrozil ( CIREFR 2K » £ 600mg) - Fl pioglitazone (1A 30mg) F:[E]
T 100 24357 gemfibrozil ( CIIREFR =2 » 5K 600mg ) JEREE2K Z 10 EEGERAE » HEEH pioglitazone
27 (AUC0-24) FyAfilH gemfibrozil #119226% (2 RUERETE » 485 G (EF » Pioglitazone hydrochloride )

Rifampin : CYP2C8 %7 rifampin ( (IR A —ZK » 62 600mg) - Al pioglitazone ( (1l 30mg) FL[EH%T
10fi7 24337 rifampin ( CIRER—K > R 600mg ) JEFHE 5K (BEEFRF » HE pioglitazone 2 AUC [F#{K
54% (2 FIEEEIE » 88952 4 {FFJ » Pioglitazone hydrochloride ) ©

15 Hfh EE- 2178 G FatEg - pioglitazone % fexofenadine ~ glipizide ~ digoxin ~ warfarin ~ ranitidine HCI 5%,
theophylline 7 ZE1 )y J B2 fre i 24 -

Metformin hydrochloride

S RO EEIE > 82952 G {ER] » Metformin hydrochloride °

E B R PR 1E A (kST BREC &)

Pioglitazone hydrochloride

FEPRIIZS 558 » pioglitazone AEREE ZH1M: (insulin-resistant) FEEIYHEE ZHUEE - Pioglitazone A[HE =ik
SZ AN EN: - BN ZAEM AR VR » SCE TSRS ZABURME - DARThRE B Z E A
TEME o Pioglitazone {1555 — RINEFRIF B H AV S Z UMK » BEEUMATAE VIR - A S ZRAE
HbA1C {EF#E - —THRH U R AV (M3 Bt FEUR - pioglitazone [FR{RMUGE(E I 2/ DIFE—F - HIRMEEIR
HEGHER » pioglitazone F{1 metformin fF » & AUHELZEHIA IREER -

Pioglitazone ¥} 1814 5 —FUARRIRIFI thal AIMAS R B3 - BRSNS » $#52 pioglitazone JGIFEHY B & PLZZ
4HERE: - HP =R HORRRE - e G E RS - R P RS DR AR E R T B A — B -
DL %5 S S ERAE 1 6871241 pioglitazone Flmetformin & {FRAITST

i PREL SR (IR STBR R &)

i E ¥ Pioglitazone/ Metformin HCI#E 75 #E{ TEE AR RAST < (HiE 25 CHET BRI STy BescinZe 4t » fE—
YRR PRBFSE ta{d 8 O F (B R sy A B Ze 4t « 2 LEhE PR R s B (# F metformin {H PRI N(ERYEE —RUKE
PRI‘EEE > {1 pioglitazone EAEHS ML « Clad B 8% HIPioglitazone/ Metformin HCIHE 75 & B iz
pioglitazone F{I metformin EAAYAHEN: (2 RERREER - S218) JIERFIZE R ) -

metformin ZEGIREERYEE » IR pioglitazone JaF ~ B PR R

TIESHEEE T HUNERR R B P EATRE SR E IR EERIRIASE » 5T pioglitazone JiI metformin HYFERIRIZE 2 ©
ZIEWFTII4 AE IR F metformin B0 53— TR MU MESEY T AR N EERY B © (ERIGEEZ IR BUE R »
(FRFTE HE AR EZEY) - 755 —TasEe - 3280 B EBR T2 TRETLAY metformin FHE 2 4b » R FIIRA—
X 30mg [ pioglitazone BZZEFH » FFEH167E « 1655 —TEzAEa - 827 B H PR T H#252 CLRETLAY metformin %
Hh o GRFEARA—Z 30mg = 45mg 1Y pioglitazone » 745247 -

EHE—IERET - metformin FEEIMIEER IR —K pioglitazone 30mg » 163EHF » Bi{F R A metformin FHLL
HbA1C P {E RBEEHK0.8% » 2ZH8 kS EH(E (K 38me/dL - fFia1E B HA 163 E Tt - B EbEi B fd
pioglitazone E{ZRITH] » WIZHAY metformin {5 FI7RI & (i 80Rs 15 H 150022 58 » HiE /1145002 58 234002 5T -
1655 —IEABe T 24785 > 30mg 1 45mg FE Y HbA1C SFEI{E ST HIELEREREREK 0.80% 1 1% » Z=HE fUhEF
B ST HIL A BB (K38 me/dL F1 S1mg/dL - (R R A4 80 :A5a T - BEEE T EC([FH pioglitazone 305
B pioglitazone 45257 » FIAHAY metformin {7 7| & cf{ir A RE H 1700252 - HEE/ M A50022 5 230002 5¢
TR HbA1C F1 ZZRE BRI nT 8830 (2R2) - MEmetforminff E 40 - Hfpioglitazone i AmetforminfiF)%
o AR O U

2% 2. Pioglitazone Hydrochloride + Metformin Hydrochloridef}f F R4 1 638 124 JE05 Y U 2 8

e R+ Metformin - Pioglitazone 30mg
+metformin
16-355%

HbA1C(%) N=153 N=161
HAERL 9.77 9.92
L5516 B ERR 25 0.19 -0.64% > f
B T+ metformin 2 8L A2 5 -0.83

[ FEZR(%)(a) 21.6 54.0

72 HE [ (mg/dL) N=157 N=165

HHEREPI(E . 259.9 254.4
TEF16;E B UE R ) P98 52 -42.8% >
B R+ metformin 7 88 (b 75 B -37.7

[ FEZ(%)(b) 23.6 59.4

28 Pioglitazone 30mg+  Pioglitazone 45mg+
metformin metformin
24- P55
HbA1C(%) N=157 N=398
OB 9.88 9.81
TEEE 24 BELR R - 284 -0.80% -1.01*
R IES(%)(a) 55.8 63.3
22 i (mg/dL) N=398 N=399
LT [ 2325 232.1
AL 524 B AR 22 -38.2% -50.7% 0 f
T HEE(%) (D) 523 63.7

* PUECERE Bl > p<0.050

BRI iimetformin g B A2 5L > p <0.050

1 Hilpioglitazone 30 mg /g BAE 75 » p <0.050

(2)2ZF] HbA1C< 6.1% S HHARERLZ(K > 0.6% 2 B

(b) ZERE MAERF{K > 30 mg/dL” B3

ERERE A

Pioglitazone/ Metformin HCI#E 5 78 F A BC & R EFIES) - DARsE T 515 —AUNERR A BB i « ez
pioglitazone F1 metformin & ff/&4FE > & ({#H A metformin HIZEHIREE -

S ZRUEIR R G L G B A~ RS RS R » DL o JE SR  EE AUE IR R AR
MEIFEEE B aR 2 SR EE -

BIEMAE

(1) metformin 7 5 H iz A G LR & F53000mg

(2) RI80j3% 2 B RN BRI (E ] Metformin J&HF -

(3) Metformin A ERE805E AT 2 HAEBES - FEFRTHIEIH -

(4) BF44BR AL 5 8% (eGFR) /1A 30~45ml/min/1.73m?>JfEE ik & (i

— A

DA MAEEEY ) GRS — AUNERPI - FERUS AR 2 M - fE B H R K ERRIE (pioglitazone/E45mg,
rﬂ;ljetfcir;r%n%NOOmg) BB » ARMENE G T ERI A -

B S 13

FEMAE% B H A A i pioglitazone Kz /s metforminfi;Z - [fij; £ E Pioglitazone/ Metformin HCI{E HHJFEIA & - FERE
Pioglitazone/ Metformin HCI#§ 56 HUMI & 73 X EERE FHE45 T > DU/ D Blmetformin/g BANIHS 5 BIMER] -

Metformin B —ZEYHE IR (2 B EAFEIOH &

FRiEpioglitazone—fFELAMIE (HH15-30mg) » A[AFAAAREEE FPioglitazone/ Metformin HCI1# 75 15mg/850mg i
B FH—XH R T ERNIER R ER  HRNFHENE -

Bt Fpioglitazone fjimetformin{E | $EH1% > 4 Pioglitazone/ Metformin HCI#E 5 7 B F IVHELAT &=

FRIB A8 F A F A pioglitazone FImetformin| & » FEBHAGHS (5 F Pioglitazone/ Metformin HCI#E /5 15mg/850mgsE s
e L IT R DA AR P LAt e [ R EEY) > ZR{& 0 Pioglitazone/ Metformin HCHE J7 22 4 M FIRERL - (i85 — A
HEPRIFROER - IR TR 3 A 8L » SUERLE I R 2 G T LUB E A

JELE T & SN DA A R FE 2 S E 1 - B38| FEDIHDANCEAL S AR IE » B B (6 F 22 B fobE s
HHEL » HOAICRBERTRIMEEFHEEE - HbAICKMURE2F3(E H #yIukE - EHERER I - Esg B E IR
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Z K frypioglitazone » W AEEIEEHT K HAN AR BAFH] - HATES SR s ARGl Pioglitazone/ Metformin HCHE J7 i {57 ¥4774

IEEEGER R (RS OEESEE) -

oAt

(1) Pioglitazone/ Metformin HCI#E J7 §E7545 1 5Smg Pioglitazone > £ H fr K& Fy45mg o [fijmetformin2 (% A\ &
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- RESR - BIMEBMREEEVERZO AL ERBNE P SHEM - WABRA ZE - HEMBEM L AERT
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RFER(SBRAZM) - EEMORKREL - EIZBNFMAPioglitazone/ Metformin HCI#E 7 - TEZERIAVER
REERS - REHELOIAKCR AL OB E (NTHA) SB1IFIVARHAEITIHE; Pioglitazone/ Metformin HCI#E
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Z (8.8%) * MEHER (6.4%) * IMRE (4.4%) ~ FEK/HERFRMMEEE (4.1%) UREBMEORKRIBE2.3%)
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MR A BiBiR64 s B B AR - ABARNZEMOMETLTCEREEZR -

RHFBWHEOHERIE (AHNORESIR ) WEZRBERRNBARIIESE - —BAREEMpioglitazonef &
BIZEEIE - EREBEILMEE - RecmaBESFEEFMIEN - WFAKRHSELIREEIEM - KiE - HE



MmO B RIS B ARV BB FNEA -
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Pioglitazone

i 15mg 30mg 45mg
EalivE CELE T el h{iI gl
(25%-75%) | (25%-75%) | (25%-75%) | (25%-75%)
R -1.4(-2.7/0.0) | 0.9(-0.5/3.4) | 1.0(-0. 9/3 4) | 2.6(0.2/5.4)
Bmi n=256 n=79 n=188 n=79
0.5(-1.8/0.7) | 2.0(-0.2/3.2) | 3.1(1.1/54) | 4.1(1.8/7.3)
Sulfonylurea | ™ 757 n=183 n=528 n=333
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BREAREE . UREERFEMNENRESIEZONERIE (A% ) - HEBMHOHERE - SHONBEEUR
HithtE5 - FEZEFSHR - tholaES-EBRSIMIE ( prerenal azotemia ) - #52Pioglitazone/ Metformin
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#HE  WEABEFAETHEMELEY (MsulfonylureasHIRER ) - HEAKISE - RITIAEEMEMIE - EFEA
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