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SONIAS ®Combination Tablets

g

==}
=

N

B oOBEMOBMBEEZEC T ErH D, AERVA
. ERLOERICHICBETS L, [8.4. 11.1.28H]

BRROBEHICEEFES LBV E)
A DAREOBHER P OAEOMAREOS 2 BHEA 7)) ¥
VTR BB B TR B AL R O RIS AE S AUE N
DZEALEZZ LN B LEREDORIMAALNTEY ., 72, I
IRIGIZ S LA EWED 2 VIFTNE L7 &L OMEDND 5.
[11.1.1, 11.1.3 &H]
2.2 WEZNIFOIEREEREOS 2 BB R LR T
Wb 5.] [9.2.1, 9.3.1, 11.1.2 BH]
B HIES b — Y AL BRI PR IE SO AT ERIE, 108 R
BRI 1R S ) B N B B o R = 1| L XOF  shADAY
&l 5]
A FIERAYE, FER. BEIMEOS 5 BHE 4 YR ¥
AN & 2 MBS B TN 5 O TARAOFG- 138 & %o ]
2.5 TH, WHSFOBEESEOH 2 BF K2 EZ 6%
Wb 5.1 [11.1.2 ZH]
2.6 Il )U3HIR LT W B R0 & 5 K1 (9.5 B ]
2.7 AHN ORI AV F 7 3 FRFEAN T LB IoE O BEA:

DD 5 EH
3. #ER - MR
3.1 #Rk
Wt Y =7 ARAHELD v =7 ABLAEEHD
JE L 1§
S A I AVAVE 1.5 |5 ) I AV L5
AR5 16.53mg 33.06mg
(B+27) sy e LTlomg) | (K427 %V » & LT30mg)
YA F Img 1) AEYF 3mg
FURKFI, e Faxo 7o | KA, e vefdTso
Ertnra—2A, 72axAhN | Elhkra—RA, 7aAHNV
AU—AF M) T A AT |AU—AF MY T A AT
Wl | T VBRI A T A M| T VEBER Z7AT T AL f
tra—2x, RYYVX—=}h|ra—A, KV )X—=}
80, wfh = R bgk. = EE |80, Hfh— ERfbgk
&3
3.2 WHIDOMHR
Woesh V=7 ABLAEELD v =7 AR HEHD
@ - e~ 8o &R | A~ 8ok LN
T | DR S e b MO 7% B FHbE
(%) —
RN ~ —
[EXES JEE s (=K JE= ishe
7.1lmm #3.3mm 160mg | 8.1lmm #J3.3mm 200mg
W a—r N 323 N 324

4. BEERIEFHR
2BUNEIRIR
L. EF TV BRIBRG TV AEY FOGHRAICES
RENSEY RS N BIHEICRS,

. FHEERIHRICEET EE

A ARH) % 2B PR PRIEHE D —EPE E LTHW AW &,

2 RFILD(EF 7y v /7)) 2¥) K& LTlomg/Img) 12
SWTIE, FEHIE LT, Blc¥t+ 7y ¥ e LC1H15mgh
7 ) AEY) FlHImgZx B LRI REL TV 256, 5
Wig¥F 7Y ¥y e LCIH15mgXiEZ ) A Y F1HImg®
HHIOBEH L BRA TG RGES, HHERET5 2 &,

3 RAHD(EA 7Y 7y /7Y AEY F&LT30mg/3mg) 12
SWTIE, FEHIE LT, Blc¥t+ 7y ¥y e LT1IH30mgh
7 1) AEY) F1H3mgZ Bl LIRS R EL TV 256, 5
WiZZ7 ) 2 ¥ Y F1H3mgD BAIDERIZ X Y IRAT 5 286
2. EHERETT A2 &,

A EF 7)) VIR OWBHIC X0 RIERA 5 B O A H
T 2R Z I L TE o3 AR OTEEHEIC
B3 2 A IR S Tw b,

5 A GHNIBNT, AR OFGAEF 7)) 7 AIRERE RO T
YA FOZLBEHOBH LY B TH 2 HEIHETT 52 &,
6 RAOFHEHIZBWTIX. 52 LORBERKERDOERTH %
Rk, BRI TSI 2 &,

T AR EZEHT 28 4 2 VIRBIEDHEE S b B
WCRETHZ & 4 ¥ A1) VIO B2 (Body Mass
Index =BMI kg/m?) T24L L& 5 \Wid A ¥ XY 5 ibIRREAHI 2
JERgIL A > 2 ET5uU/mLEL & § 5,

. BERUHE
WH. O RACRIAINIGE(E A7) 7y /7Y A8 FELT
15mg/1mg X 1330mg/3mg) % WA AL E ISR S- 3 %,

. BERVAEICEET 33

A EF TV ORI E ) FESBE LS S
NTWBOT, 7Y AE¥Y FIHImgHAOHHIC L D ZEART
SIS T A% FHEOBBICHEL, €Y
VY /7 ) A FELTLHLE5mg/ Imgh: 5#% 5 % BE$ %
TENEF LW, [8.1, 11.1.3 5]

2 7)) A ¥ FLHImgHA OBEHC X O BEA 5% a2
BT AEE. XU S Yy / 7Y AEY FELTLIHLE
15mg/Imgh S5 2 BIET 5 Z LWL FE Ly, [9.8 B ]

.3 7Y A F1H3mgH A OB#EIC L 0 AR5 42541,
PR, MRS ICIEE L, €42 ) ¥ Yy LTIH30mg%
ERERT LI ENHEYTH L PEEICRFTT L [8.1.
11.1.2, 11.1.3 8]

A ¥ 7 Z Yy E L TLH30mg A OB & ) RREA TS
EaE. BEHIE LT Y A FoREHERE(1H0.5~1mg)
B AR O HRLEEIT) T L,



8. EEAEANIE

8.1 PRI DI X 5 &% 2 5N BIFMEA N TEB L
FROAREPHEL L VEIRIET A ERHLOT, AT
FE, AW EERI. EROZIIEE L. BENRSNT
B E S ICAFORME A Ik L, 2235 &5 BE LR
$5Zk, [7.1, 7.3, 9.1.1, 11.1.1, 11.1.3 8]

8.2 LAEMBW R LWL AAH bbb D ENHHDT, E
B O EMAL 21T % EH g L. BERo s hel
HlEH 5% P IET 2505 2 IR T 5 4 SEEICES
THZE, [11.228]

8.3 JLHEICHTAERERE 2 AT 5 4 &R B A 113 E WA A
REMAE 2 9206 L. 250 b N2 A 13 S 2 kT 5 2%
CHEY E LT 2 &, [11.1.4 B

8.4 IKMAEZHEZ 52 L2 5 DT, BHE TR UARIMUHEE IR L OV %
DI PNZONTHoaHT A2 &, [1.,9.1.2, 11.1.2 ]

8.5 EE,OEBIMLMEOMILNEZ R Z 352 L 23 5 DT, HITEE.
B 0SBl S5 G B & O B A IR E T 2 BIC I3 s e 5 &
Lo [11.1.2 3R]

8.6 KX 7 ) ¥V KL ENBETHEMBEOIEY X 7 5H
M ATREESEEICIEIBEETE2VOT, DTORIERT
5Tk, [15.1.2, 15.2.2 1]
BRI O BF I3RS ERITL 2 L, o RIS B

Ve D BEAE: % AT 9 B BB IARF AR K O e Rtk & 4
WCHELZ BT, 5 oWNGREHEICHIT S &,

B BRI D BRE X FORBENRIRIEIED ) A 7
oL TChoEGT A L, o B PICmR,
R, PERSEOERARD bR aicid, Bbiczd
HE)BBIRETLI L,

CEGRE, EIIICRRAES 2 EE L. BE SO Sl
BT B R MEZIT) S & T HERTHLMEL T,
Fo BRI 2 L,

8.7 %53 AHAIIE. K. JRBEE EIICHRE L, EH O
REEPD, WEPARTFRBEIIE, HL IO BRI
DYV BZ R T &

8.8 AR MUBE T RIS Pl v BEIRIR PR AS AL T 2 B AT D B
DTHETHZ L,

8.9 AH L MOPEIRIFHIEDBHIC BT 2RI L T
W (R ARBR I 22 ) 6

9. RENHREFT2RHICHT AR
9.1 GHHE - MEREDH D BH
9.1.1 DRRRIEDB ZThDH 3 .0HERE, HOE. OBHE. &
MEMOEREDLEREDSH 5BE
PERIMAEROWIIC L D OAEE RIS ELBEZNDLH 5,
[8.1. 11.1.1, 11.1.3 M)
9.1.2 EMEERTHThDH ZUTDESERILIKE
- T T AR RS A SR AR 4
SRR RREE, HURCIREE. B2 3R, AR EEo
A AT FEGYIRTE
LW A TR ED
CBEEO T IV O — VEEE
(8.4, 11.1.2 1]
9.2 BirEEERE
9.2.1 EELBHEEERE
BehLhw e, RIiE R $BZ2hrd 5, [2.2, 11.1.2 3]
9.2.2 BREREERE (EELBHREREEEEKR)
KA R TBEN0H 5. [11.1.2 ]
9.3 FReEEERHE
9.3.1 EELITHEEEERE
B LhwZ e, Rz R T BZENEH L, T2 EF T
V&Y v REIFETRH S S 20, BEELIFREREODH
LB TIIERMTE2BZENNH D, [2.2, 11.1.2 BH]

9.3.2 fHkaEREERE (ERELTREREEE KR
I 2 E T B2 D bo [11.1.2 ZH]

9.5 114
TR SR L T B RO & 2 MEIZIZHR G L w2 &,
YA 7y ionTid, 7y MarBERRERS- R TE,
40mg/kgbl L ORETHE - IR THROFEMHE, HAEROAEFRD
EAEAS, ¥ F R E I G RAER T, 160me/kehf TR
DIEC U T NENLB, JE - B CEROFED A LN
Twb, F/o0 ANMK=Z VY LT AN B#$ 5 2 &5
HINTBY, FAEROMKIME, EREFRBOLNTWE, 7
URAEY FOBWRER(T v b 73 F) TREGFEIEH G
ENTW5, [2.6, 11.1.2 BH]

9.6 RILtw
B ORISR OBIAREOALEEZZE L, BRI OMSEX
IR RENT A 2 Lo AR MBET B E. RO 5
KiCOWTBZE T3 T) 2. €A 7YY VIR ALK
=V LTHITT v bR ANOBITHE S Twn b,

9.7 MNRE
ANREER NG L L 72 BRBIE I L TV 2w,

9.8 EEE
RIFEHZEBUCRE L, M % T3 Blg L sMEmiciG7
5T e —MIAEHBREETLTRBY., KIS H5bh R
T, [7.20 11.1.2 BH]

10. #HEEA
Yk 7)) 7 e UCIFSEMAEHEE ZCYP2C8 T 2 .
M D 5 TREDCHENC G5 %, 72, U AEY FigE
& LTCCYP2COTRIB SN 5,
10.2 BEEEE (BHRICEET S 2 &)

B BEARAEAR - H5E 75 B - fahrK T

HE IR 5 fRIHE %2 S B3 2 B 2| fF IR IS, IR

ZNVEZr LT Hl W BHOT, MBEHESO| BT 1EH o 85k
HWRRA 2 R Yo B OREE o Blg L), KinkEo Y
HESE Lahas, EKHE»r L&A 7 23 HinT %28
a7 Nayy—EHERN |\ GEHRT 5% CEEC | Eh8D 5.
Y77 A FREH BhH352k,
DPP-4 555l FRIZ - MW & PR T 2
GLP-17 F 1 7 # LAl ruerss  ua—
A VR v 8| IV A I AR 554 13
SGLT2RH5EA] 5 ENEFE LV,

B BR 95 P 3 oD MIUAE R T 1

% RS % 3EH
el [E
BT I VAR E
%

74 77— FROERIM
IE ISR

TVv77)

AT SN

B0 TV P L)

Ta ¥t v RIS
7 — VEERRRIY 43
FF T ARG S
yo)aaxA{ v
Hv7 7 Hl
yuI 87 =d—)
FNIHA 2 v RBUE
WE
vrazaxHv v
LAR7a x4y kA
TV = VRIS
IRV vany gk
VVEIIF

YL X — VER R KA
LR

[11.1.2 2#]




ESiEE FRIRAEIR - 515 W - fabiiT
PR FH S 0 IR B VP | 780 B DR (& - MR, | I B T 1 o 9k
% IRE5 3 % HH Bk, RO T & by EIFHIL S,
TRLFY ¥ EVPRIBZEDNHBHD
RIS R AV E v T PR AT
ORI R V£ >~ IS5 o B o IRE %
PRl LE >~ FICBISE L Ao is
FIREE THI L,
¥IYF3IF
AV=TYF
V77 r¥EY Y
—aF Uk
T ) FT YV VRERA
TJr= MV
T L) RS
)77 YEYVEOCYPCS|Y) 7 7 Y E Y v T |CYP2C8 % il T 5
%S 5 e LHEXTZV YD EIZE), ¥F
AUCHMAUBIK T T2 LD\ 7)) 5 v ofLH
WEVHALDOT, V77| BRESINLE LE
VEYVEHHT YA A O,
VIR A BRI & 40
BgEL, LELRYAICE
AHEERT LI L,
1. BIfEA

WOEWERDRH b DZLNRH LD T, BlIx 10147V, B
DR BN A IIF G- H k5 5 7 &l L) 2 ALiE A&

1.1 EX&EIER

11.1.1 DFRE GHERY)

ODAEPWED L VIEIET A ENHLHDOT, FE. 2k
RIERSI, DGR - #k (B8, B, OMIERIR. Bk
YDA SN E RS 2L, v — THRAS E 5
L EBYIBMBEERIT) Lo BIOAREREOBENDOH D
DEBOBFIZIEET LI, [2.1, 8.1, 9.1.1 ]

11.1.2 K10 ¥E (1.6%)

AR L UK, BEOZEK,. BTSErdbbhs 2
EWDH D BB WAIHETT HAUMEETIE, RSB, ik
BEEENETHILLAEVDHLDOTHEET L L,

F 72 AHOPGAT X 0 ARMLBERER (BT I& SE o2, 5
T BRIk, AR, RN, R, B, MiEGRe. %
HROACE. RSB, kbR, EORE) 20 S YA
W % &t i 2 BT 5 % EMY LB E1TH 2 ko 22751,

a-7 N3y F—YHEAE ORI L ) RIREER DTS 5

WA T N ARG T A, B, MR RASRD

LNWa. AHD B CIEPEH LT AR 3 2 — RIS

HUES 253 5 WIRIKET 5 4 EHEEICRG L2 L,
F 720 ARIBE X Gk, BRIIC Vs ZZARIB L2 2 Bb
NAYETHBOMEIHRT LI EDH D, [1.. 2.2, 2.5,
7.3, 8.4, 8.5, 9.1.2, 9.2.1, 9.2.2, 9.3.1, 9.3.2, 9.5, 9.8,
10.2, 13.1, 13.2.1-13.2.3, 15.1.3 ]

11.1.3 ZhE(8.1%)
TRIMFEROBIMIC L B EE2 5N L FENHSDNL T LA
B 5o WMEmDHVITHIRIZ X o THIERDULE L 2 WA,
DIEIE LTV —7HRAN (7 0% 3 N5%) o554 ZET 5
Sl ¥FZF IS K BIFIEOFEIUEIE & IR R
FESHEBITL0.4% (44/422450) . BE BRI VE e B S5 4 BRI T 11 . 4%
(39/342M0) . HE RGP EHE & BE 91T 10.6% (30/282%1) TH b .
Bl R PE A DR E SERE BN IESE BN R W EICH B, Sh
5 OFEFNI D > TIFIEORINAFICHEE TS 2 L. [2.1. 7.1,
7.3, 8.1, 9.1.1 B3]

11.1.4 FFipefEE. 3=E (FERD)

AST. ALT. Al-P&E0# L FA- 2085 FEERERE S, #E2%
EbNBLIENHbH. [8.35M]

11.1.5 RMERR D . EFBRERAE., SHIUMEBIN. MR CHE A )

11.1.6 HEREHRBE FEAD)

WA, B CKES. MpRORb I+ roe sy ER %2
WE ¥ HRRGRIED D S b b Z Db b,

42 -

'fT/)\— o

11.1.7 BEMER R HEERY)

FEE Wk, PR, ST O R (85T SRR S Y
AliE, EHR P IEXH, BECT, W~ — 7 —Fokik%
FERL, BEIBDLNLYEICIE, HES 2L, BITRE
RNVE HIORGEORBY BT T L,

11.1.8 BiEBEOBEMR HERY)

11.1.9 BAERRME HER)
HARRMAMDE S S5bNE I LMD ANV FZ VY L THT
WHEENTWD,

1.2 Z0OEER

(ExTVaI)

5%kt 0.1~5%Aif 0. 1% i BUEA]

T i, FERIR A

IR A

T [ AW
BT, L
WL W W

FEE g, I AL

R BE B WE. I

HALE: Mol - M, FERA
P, B .
JECERR il R
R, fAROUHE,
AR

Uigics AST. ALT. Al-P.

y-GTP® b5

e R HEV, HLDE,
B, MRAG BRI,

B Loh

Z Dt CETENEE
PRI T BB
JiE D FHiE 1

i@ %N-’U

LDH K UFCK
o L5

BUNE O H U 7 A
D Ls BEARY
DI NY N
RHE R OIREH OB
NSk

[
Pt 3
HF RS
R PSR
FEOEAL

> -

W) MR A % 0 (3 FICIMIAREL) 12479 2 &o

12) [8.2 M)

TESHE O ER AR T, KIS B THITOFPHIE LA RD 5T b,

W) IRE, REBNCHES THODbND 2 DD, BIHRTEHEDREHFL
O HNIGEIEPRFIEO T RENE 2 28 Lt 2 L2179 2 Lo

(TUXEUFR)

AW

(78 FHIER A Al

P AST. ALT. AI-P, LDH. y-GTP® I-%

Tl BUN® L5

HALer WS, Wk, AR, TR ERS. LERIZ NS, U

B 5. %R, OUHLBHUE

RIS [ T B

Z oAl R (M A ) 7 A RS F b7 2METEE), BRIE

CKO LR, M, Bit, —@rIginms, R

13. BERS
13.1 fER

RMBEAHREZ B 2 DD B, [11.1.2 3]
13.2 E
13.2.1 REHPFIRELIGE

7 K7 B (5~15g) X1Z10~30gDWHE D A > 72D B Y 2 —
A, FX VT4 R ERERESE S, [11.1.2 2]
13.2.2 BEElBEEI & 55E

7 R (50% 20mL) % #E L. SZCIE U T5% 7 K 7 B
MO &) oM Z XS, [11.1.2 2]
13.2.3 MpE EAARNVEL L LTOZ VA T UL D Lwv, [11.1.2
Z ]

14, BHEDEE

14.1 EHIZFEDEES
PTPAEDOIEANIPTPY — b2 5 L CTIRM$ % X 9 i
F5ZE, PTPY— MOEMICI D, WS ERA BRI~
FIA L. BI2132dle B 2 U CHERSIE %% o 8115 2 4 00HE % 0F
HBTLIEDNRD D,



15. ZOMOEE

15.1 ERER{ERICE D <158

15.1.1 ZVF= VY LTHI(MNVT % 3 F1H1.5g) % RV Rk
ML -8a, AFREEMOYE L i U CO - M Rk
EIZLDERIFEICE D> 12 OMEDND D,

15.1.2 WAV T L 725 IR B & b R & L 7292 4058 (104 18]
DORBIBE T F— MFZE) ICBWT, ¥4 7Y 5V v oBEkED
) A 7 ICKERH AN e AT IR SN b o 12 hN BRI
DFEA) A 7 BINO T M % RIE T 5 EEHITE S s ShTw
5279, (8.6, 15.2.2 2]

15.1.3 4 Y A Y TR PRl o G-picy v V7 v v
VIR ER ARG T A EICE D, RIMAEIGE S ) R
WEOHIENDH B, [11.1.2 BH]

15.2 FEERRREAERICE D &3k

15.2.1 A X7 Y 2 ) PG5 L2BUkEERBic s v, ks
HRD320mg/ kg G- HEOMERES 1B ANRE %2 38D 720 7 ¥ DK
sk E 7zin vitroilie 5 v b &R W ZRERE R Tl B
& SIE S A VEH R FE R R EH O REE LR bk o 72,

15.2.2 v MR T AKX 7Y 7V %24 % H RIREFE %
B L7z Bcik, 9 v MED3.6mg/kg/ H DL OB B AE S
ABASNT, [8.6, 15.1.2 B]

15.2.3 FEME KGR IESE (familial adenomatous polyposis : FAP)
DEFNVEWTH HMin~ ™ AFHE (e ) sy R s
VI ) EREORG L-E 2, MBEEOBME K E S 2K
SR OWEDDH BT,

16. EWEEE

16.1 MriEgE

16.1.1 &P HIRFEHER
EFERATLIH) 12X L, ¥F 7N F Y/ 7) XY FELT
30mg/3mglit &gt A7) ¥ & LT30mgk 7Y A¥Y F3mg
(HFPEHES) & 7 1 24 — 3 =12 X ) TH el £ CHLnlkE
L L7 7)) 7y REAUE 770 28 FRZ LRI
BERRIEHERII TO L BD)TH Y EWFEHRESEA RO S/,

(ng/mL) ¥rry sy (ng-mL) FYAEY R

1600 350
; 1400 P
7 120 o—0 Kfiltz - O—O KA
Y e HiF ik v o—e il il
5 1000 b
Y a0 F )
< % 150
v 1L 100
1t 100 1*
® o

0 0

02168 12 2 36 18 72
PGt oW (h)

LG sER SR O ¥ A 7)) & REALER, EIEAHY (M-1 ~
V) RO 7 ) X €Y FREAROEYEEAI/ST7 X —FIETE
DEBYThHo7

02168 12 16 21 18
PO (h)

16.3 0
MCleA 7D &Y Y& Mol 4%t MILE7 VT I VRIS
MU OHEAEAFIL. TN L8%LL ETH 72 (n vitro).

16.4 X35

16.4.1 ¥4 270 &V Vi EIZCYP2C3 T S 4u, MIZ1AL,
1A2, 2C9. 2C19. 2D6. 3A4DEE D o T HHBCH I 5 L
I—T7VEORZE., =F L 5ok, = FVEORLE: &
ZTM-1~NVIHshzY, F72, €Xr7) 5V ik
CYP1AL. 1A2, 2A6. 2B6. 2C8. 2C9. 2C19. 2D6. 2EI1.
SAUTIZE A LB R G5 2 o721 (n vitro) o

16.4.2 7)) A ¥ FidFICCYP2CODORAG- 12X D,
VR TV IO KEALE 20T 517

16.4.3 7 v MIFHIIR M 2 v TIUET#E R 2 G L7238, 77
AU FIZEICCYP2CH 7 773 —0FGICE )y 7aAF
VB AFNVIROKEALE ZF Bl EHRWTHA MY =V ORE
FICE > THNVKRVBBKICER SN D Z LAVRIBENTWEY,

16.5 HEtt

16.5.1 faHEB NS T (1460) ISR ICE L+ 7)) 7V v & LTl
30mg% HIEHRE G- L7z, A E & LTM-IV~ VI2$EE
S, BG4 F T o BAIR P HHIEFRIZR30% TH - 7217,

16.5.2 fEHE AT 7 (661) 12277 A ¥ Flmg% WA E A 12 H Al
FER G- L7zg, Rz 77y 2 € MG O A28 S
7o TORBWIE, ¥ 7 BAFINVERO X FIVIEOKBAGAK K
OH VR VRART, $ 5152406 £ TITHG-RED44.9% 23R H
W HEME S A7

16.8 ZDfth
2T Bl R S (3161 8E) 2 S ICIHLIE 77 ) X €Y Flmg X i
3mgD LB M AER G R EIHIMYE A 7)) ¥ /7)) AEY R
& L C15mg/1mg X 1330mg/3mght & $¢ o 238 [ K AG % 5-Wg o &7
YA FSEdR 7 7iRERIKL-EZA, 7)) 7Y
I AEY) FOEYBIBIEEL S 2 hwEEZ bR,

Mg 7 ) A ¥ FRZELEK b T 78 (ng/mL)

vruaniy

7 A N HE G BL A §ede 5-Ike
Imgfk5- 7.01+19.71 | 15mg/1mgéedk5- 6.18+19.87
3mgfx G- 18.07+46.87 || 30mg/3mgHefc5- | 13.22+27.90
G + Bk )
17. ERPREZHE

171 BMERUREMICET 38

17.1.1 EINE DHEER
YA FEHPO2BBERFREZ LRI, 7Y AEY FIC
RATIHIMYE S Z) &> /7)) XEY FELT15mg/lmghit
A8 (3161) X 1d:30mg/3mghii & $t (3161) & WA R T A8
SRR %5 U 7246 . HbAlc B OVZ2 s IUBEHE 0 3% 5.1 A &
DAL, WL HICHERED RO b,

HbAlc(JDST#) 25 IR IR
Pehife | 2k | ERA | G | 2fbm | R
(%) (%) thE | (mg/dL) | (mg/dL) | i

15mg/1mgfedz 58 | 7.96%0.76 | -0.59+0.56 | p<0.0001 | 166.0+30.2 {-12.5+21.7| p=0.0032

30mg/3mgdietx G4 | 8.41+0.68 | -0.55=0.64 | p<0.0001 | 190.8+36.9 |-29.1£35.4| p<0.0001

s Cmax Tmax AUCo-int Tz

WRWR | /m) ) (ng - h/mL) ()
CF7UE Y| 118323604 | 2.6=1.4] 11,812.2+3.607.7 | 8.9%9.3
M-1 37.3x15.4 6.8+2.2 1,075.1+465.4 15.5+€9.2
M-1I 254.4+84.9 [12.6+x4.8 | 12,757.7+4,104.0 |28.3*10.2
M- | 508.3%136.9 | 13.36.3 | 28.422.26,984.2 |27.329.0
TYRAEY R 222.5+64.7 2.2%0.7 1,269.7+426.1 7.5%5.5
CFH = Bl %)

7B, Wistar fatty 7 v b THAZMBKC FEHICBW T, €4
7 &y ORHIM-T ~ N O HEIRZIAR L ) 55,

16.2 ORI
TERE N (2461) 3G & L2z a 2+ — =3B T, ¥4 7
Z v /7)) X KELT45mg/dme™ Bl &5t % mlR i &
BB OR305 PP Lz, M TS L gL Tt
)&V REAEDAUCK O Cmax. 71 A ¥ FRE[LKD
AUCDHZNENOKATFIY I (FIRIE IR G/ M T 85
90%f5 HEIX 1120.8~1.25DFEPHNTH - 7245, 7)) A Y Kk
ZAbAR D Cmax O #ATF34 Ib GEIRIE R AR G/ AT 5)
90%fEHHIX #131.12~1.33TH - 722 JHEAT— %),

) ARHORFRISIRIZEF 7)) 52/ 7 1) 28 KE LT0me/3mgTh %o

(P9l + Bk fR 7%)
W R RATAE 0 $ 5 2 S CRIMEH 25, W& b 726261111551
(24.2%) \ZRRO 5N TV B0 TRRNEHIZTZIE, KEINTH - 720

18. ZEhEIE

18.1 {fERHF

(EFTYaJ>)

18.1.1 ¥F 7V U idf v R U ZFIKDA ¥ 20 VAL
FBRICE LCA v A VPRI L. ITFICB U 2 HEAE %
PIHL. KRR BT 22 SO 2T ¢5, &
DOFERIE. 4 A YIEBEOZRTH 2N A > 20 V1
WEERRE L2 EWILT 22 L ICX B LS NS,

_4_



(U XEYR)

18.1.2 77 X ¥ ) FIZEICESMIBORBIC L 2 WRMEA > 2
VoW OARME (FEERD IS X D MBERE FIER 2 8BlT 5b DL
FEZONDB, F72. in vitrolBRIZ B TR EAR O E LA
DGR ENT W5,

(ExT0aI2)

18.2 1 > AU CERMEEER

18.2.1 4 A YIPUMEZRA L. NEWEBE IR T d % Wistar fatty
F v b RO T A Zucker fatty7 v MIEF 7)) ¥V %14
ARG L, 200 At i feicf v 2 v &% G LA, 4~
2) 55O ML OBEE AR S /21719,

18.2.2 JEGGEUHE R TH L KKAY~ 7 A DMK D 7)) a—7r
T 53 K Ol 52 A0 15 BHBR WG AR 0 S BRBG I 73~ > 4 >~ A1) VR
B DFERL Y A Z B & 27217,

18.2.3 Ui B IR 9% C & 5 Wistar fatty T v ~ D5 5 OB gL
ZHIHIL. KA BT 2HEORH %2 H o721,

18.3 KMMEBICH T2 1 X 1ERAHEE
Wistar fatty7 v bO#EEE 7 AHICBWT, 4 ¥ A1) ¥ OfEH
() a—=7 B OWRECHEIER) 230 L7z (ex vivo)s F
7z, Wistar fatty 7 v b o BSOS PR I AL H ok o BRIl
BB VT, A YR Y OEH (7 v 3 — A ALK OFIR B A Rk
TUHETE) 2 3450 L 72 (ex vivo)o

18.4 FRICHT 512 X A
Wistar fattyZ v MMZBWT, FFCBIT S 7V aFF—EOiEE
ZIGHEL, Z VI —2-6-FA 7 7 ¥ —EDOEEEET S8, HF
FEAEZIH L7 (n vivo)o

18.5 1 > AV » SRAIEREA
Wistar fatty v b OFEEHICBVT, K VLA YR V2R
HROA ¥ 2 VZHRIEE O VAL IEHIL L, RAAT 7 F
IWA )Y k= -3-F F =Y OiEME Uk X722 (n vivo) o

18.6 TNF-aEE4AMHI1ER
Wistar fatty 7 v MZER® 5N 5 B ¥ TNF- o4 2 TCHE % $0H]
L. SR &IEAT U CRlinht % 8898 L7220 (n vivo)o

18.7 EAHNEEA

18.7.1 EIFREE, EEFHEIIMA TA VA= VY L 7 Hl 2
O2RHEIR I EFEICIHIBE A+ 7)) & v & L CT30mg % 128 [ H
PG L7z RIS BT, LRI, HbAlecd T
B, 1,5-AGO LS., A > 2 Y OTFHESBD SR TW B2,

18.7.2 A ¥ A YIRFUVEZ A3 2 MG B 2700k R 9% - 7V B
(KKAY~< w7 A, Wistar fatty 7 v M) IZBWT, B ILbE & OV 4
YA YMFERTER L 72e — . A YA Y RZOVEBERIEE
FTIVEW (A ML T DY UHERIET v ) OEIEE. EWET v b
(Sprague-DawleyJ v ) DIEF M IIEM 2R E o 721719,

18.8 MHEREE(EA
A A YHEPWEE A L, TR 2R 4 Wistar fatty 7 v b
K UZucker fattyF v MZEF 7Y ¥V 2 %10~12HHHS- L.
20WEMIM BRI/ N I —AEKROKLG LT A, FVa—2
BGBOMBET VT — 2 EAOWHIR A > 2 ¥ #@RH5-wmo
B ATRD &7z 18

(U XEYNR)

18.9 MEFRTEARY A > XV > 3infEA

18.9.1 HEHEH AT T (9F1) 12277 ) A ¥ Flmg% WA AT
BelG- L7l 77 e KPS & A, WIAB O 7V 2 — 2
BIEIXZ) A FERGRICBWTHEIET Lz, 20K
Mg A ¥ A YiEEOCmaxid, 77 v REEGRE R 7) 2
YY) FHRGRTIIAEZITRD DN Do 72h8, RGN
TOAUCIE 7T £ R GHE & e =ISHInL 722,

18.9.2 7 H ¥, Fv M A XEHAVAROKRGABRICBNT, 7
Y XY FolERE TER R GIRHE» ORBD bz, 7Y
Ny 77 I FEDKETIRNEEDS L&D Lok 1
MAERLE,

18.10 1 > 2 U AERH D

ANLEEZ RV XIEFES > 2 ¥ 7 7 2 THBC, 7
Y AEY FOE5ICE D KM TORID AHEME S FERE
WHRE DN %GR 722 %), F ey Y A kA v R ¥
EHIMEKKAY~ 7 2O BB O$ G2 L b Bk R 0w A ~
A) 7 E % B L7227,

WA - BEREALEL % Vs 72 vitroiREBRIZ BV CL AR IR o 3%
PEAL R B i 2% O N OB & 2 EAME O B 5 A3y s h
"Cb‘ézg)o

19. B ICET 2 IEEZRIFR

(EF T 2V 58IE)

— % ¥ 7)) ¥ U HEERYE (Pioglitazone Hydrochloride)

1b42%  (BRS)-5- 14-[2- (5-Ethylpyridin-2-yl) ethoxy]benzyl}

thiazolidine-2,4-dione monohydrochloride

13 CioH20N203S - HCI

5 Fa 392,90

TR AR REORETH B N N-Y AF IV FIL
AT IFIIRAY 7 = VIZRREBEIFRLT L, =8 /=
(99.5) WHEIFIT < KL KICIFE A LT &, 0.1mol/
LRI bo N N-YV AF VARV AT I FETHE
(1-20) I3 Z IR S 2\

H
i S
H;3C N
3 | /BO - HCI
NH

0 0

B OGRAR SR

(U XEUR)

—f%4 0 7 A ) K (Glimepiride)

b4« 1-(4-12-[ (3-Ethyl-4-methyl-2-oxo-3-pyrroline-1-
carbonyl) amino]ethyl}phenylsulfonyl) -3- (zrans-4-
methylcyclohexyl) urea

5 F3 ¢ CuHaiN1OsS

5 Fi :490.62

"R AfoREoORKTHL, Yraury LITEHET
v AF 7= ViFT F 7 =)V (99.5) ISHED THIF
L AKICIZE A LT v,

S
S

Bt -
¥ CHs
0 P
V10
i ﬂS\N i
H HH
HBCﬂJLN
\ H
H3C 0
22, ‘@i

(V=7 AEE$ELD)

1008 [108E (PTP) x 10, FZEEAIAD ]
(Y =7 XEe&#EHD)

1008 [108E (PTP) x 10, FZEEHFIAD ]
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