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§p<O.001
HEZZQIY ZA|S2|EIE HELRO| TS AEIZYEIS RIIEE

GIEZZ2Q1(°1500 mg/Y)2t L 2AIZ2|ERZ (4 mo/Y)e2 FYZHO| 2 £|2] of= A28 Y=t 312}

(HbA1c 7%~10%) 262FS CHE2Z AIEFZYEl 100 mg 71 HE2| REH U otHH S TS| 9

=
St 54F(185+36F 1), F22 i, 015 W, 2% i AMAIFHO| HAIZIACt 185 AlHol| |EZ
=

]

U 2A|Z2[EZ HIZ L0 ChSH AIEF2ZEI 100 mg 1Y 13] 2IHEE2 9 CiH| EAHoZ {9

FHbA1c 742 LEHI SO (R 7), FPG 2 2-h PPGOI| CHa A& {9F CHH| ZtATt LIEFGCHFPG, -19.0

roh

mg/dL: 2-h PPG, -37.9 mg/dL). 54 A|H0f BIHE HbA1c, FPG, 2-h PPGOI| CHSH ZtA & 2h= 185 Al

do| 2ol FARSHACH

FH

7. HER2RUN 2AZ2EIZLR EIRH0| 2 £|2] ohs A2 Gty Bt0|| ChEH AEFZYEl 27t

s — [

N t
YEo| wad WIHERN(18%)

oot +
AEIZ2EE 100 mg + |EEX=20QI HERZ=Q|
(=21500mg/Y) (=1500mg/¥)
+ 2 A2 2|EFE (24~8mg/Y) + 2A|22|ElE

(z4~8mg/¥)

HbA1c(%) N =168 N = 88

7| A ALEl (H) 8.81 8.73

I\ MEf R EE o] My ma) |03 =051

ek + HEX 201 + 2 A|Z2|ELE Ol

atol(2A ) 072 ]

HbA1c<7 % Ofl =E5t 2t2k4= [N(%)] 37 (22%) 8 (9%)
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SNBSS : MDOF-9X61-QMV7-NASE

500 mg/kgOi| A 2t2fo| Brlo| S715HUCE. O] 82 AUCHIWE 2H2 & [ 14| 2(CHH2-EZ(MRHD)
21 100 mg/day?| 72| 6081 H =0l L2 0|Ct. 2+ SA2 150 mg/kgOllA BH2HE|Z| 49k, O 832

Q| 2|CHH F-E 2| 72| 208H0l| s st= E&0|Ct.

A OIRAE Ol 22 AEFZEEl 50, 125, 250, 500 mg/kg/day 82O 2 2HZH LM A|HS 2345}

RUCE. A 2[CHHY-ELC| AH2| 70HH0l| siFot= 500 ma/kgOilA O 27|0fM <= Sko| B0

A| ATt AEIZEEI2 BiE|2|0tE 0|88 S SAUHO0|(Ames)AlE, CHOMZE 0|25t 4|2 ZAHH| 0|4

AlE L H QM ERHEHEM, BHE ZEM|I X2 A4 2||0|AFA|E (in vitro alkaline elution assay) 2 OFRA

o

ZYUMES 0|8t A|LHAMAI Y} 22 L2 FUSHATOIM HO| Y L FA| 0| 4-FL0| LIEHLEZ]

-

4=
eUACt.

AEo| £Efls AIFOIIA 125, 250, 1000 mg/kgl| BZFO2 270 wb 452t Wbl A| &

A (%F Z8F)FOGHL, YAOIM wWHi2 M RE] ALT7UNZ| BLE0] 5HACH 125 mg/kg(Q1H|2(CHR
O] 2

YE2 of128)0IlM OfH Ells O|M = BHRIE| 2| YURATH DEZH(QH|2CHHUZ-E 29| 2581 2 1008H)0f

['_
m

ST 2AYUE MEFL S717F L0l 2R RACE

0
O

Y712t LAGAIIO] U= (B 1043 2|£)9f OLRA(91F 2|4)0fl CHal 242t 900 mg/kg/day?t 1500

mg/kg/day®| 822 HAI=|ACt. 0215t 22 A E 20| 7|25t Qx| 1< 2|cH 5|2kl o 36O

-

SHEOM O] o] 25t &

Hd s 8F0| 3715t

—_

Ct. 24~ OFRA D50 A O] 2kt 2H2AEl HrotM o] Z0{&= gIACt
2752 9ACt 12{Lt 900 mg/kg/day2 E0{5t ot 71 2t

SSHHOIAIE(S. typhimurium), SR} SHHO|A| S (OFRA 2IITZ ML), HAHR| O|AMA|El (AF2Ee] 2

D) E A L 28 AIH(OIRA BANE)0IM HIEZ20I0] $oj2l4 THs 4 Cist S it
o4 AEO| SEKSL 600 mo/ko/dayol B, Ei HEUAES J|ZO2 20} 5182 of 26IE S0
U 0 HER2010] ofsf YEHS W) okt

ORIV
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SAMEHS  MDOF-9X61-QMV7-NASE

SHEQ E7|O|| M MAISH MAISMHAIHO|M O] QF 125 mg/kg B2F(Q14| Z|CHHZ-E2F0| 128 20 T
NA| E0{gt i, £~EfSO|Lt EforOf] &AM ARUCEH T2t &

H= =
aT= as
Ol AO] MAISHAIE ZIZ B4 ALOIN S U2 2 OI3E 4 U A2 OFLIOR YR0|Mo| A]

00|I

5| %] opect,

AEFSEEIS AL 22 St E7|0|M 4 6~20 (7|2 E47])0 £0] Al HE0AM 2|1 250 mg
/kg, ENNOIM 2|12 125 mg/kg S AUC B[00l 27{510] Q1| 2|CHHZ-E222! 100 mg/day2| 2F 304,
208H7HA] E09g f, 2|7|™ 2 QUUCE SHE0lM 1000 mg/kg/day (Q1|2|ch2 22kl 100 mg/day?)

of 1008l =201l 5iE) S FTE0 Al DEHUSE M7I0IMY 52 HHRHO| Wi F0| St

2

Ct.

AL 6O =7 212L7t2| 1000 mg/kg/day 8BS FFENTH HE0| A7 4 RLFO0|M HSO| Za

SHRACE 7150|Lt S0l O] 42 2H2e| 2| ofQtct.

AEIZZEI2 ALITH SHEO|| £0| T 2A7H0]| 2k 45%, 24A|2t0] 80% 7t EfBFE D[ QICH ENNOIME= &
0] = 2A|2t0]l & 66%, 24A|Zt0ll 30% RICH.
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Hl D Hote= 2SS
AUC
& B-AShr Cmax Tmax (hr [t1/2 (hr
(ng-hr/mlL) (ng/mL) ) )
= A EAAAME100/1000L 2 3.00 6.51
oF :_L‘:'T:H 2696485 383.1+79.3 (0.50 +‘1 21
(B AC](F)) ~5.00) [~
= 3.00
A % 2| = Eo A OF A tc':t%:;l alg| .
R sinai o 1201 Q00RE 565t 65 37891655 1200 e
90% M2[FZH+ log 0.9614 ~log |log 0.9212 ~log
(1% :1og 0.8 ~ log 1.25) 1.0099 1.0732
(AUCt, Cmax, t1/2 ; Bt gt £+ BRHAL Tmax; 22 -?—|), n=28)
AUCt: EUAIIRE ZZSES T A2 R[S 2 T-A|ZH2 MG A
Cmax : 2 18I=E
Tmax : 21 DY SsE S2A|ZH
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EAEES : MDOF-9X61-QMV7-NASE

* B DTIIEH2 2|2 2 18k W3] 24o| 90 % AlZ| Rzt

AIBIf 2| O EN AN LZ100/1000Y 2| 234 (R W)} CHR OF 2H-0f EAA A 100/1000

L JHETAOAL(F))S 2x2 WAK[FHOZ 2t 134 YT HOlolH 32 L AZ A &8 F1E

i o
St0] 28 (38) U 25Y(AF)o 3 HEZ20IS 26 21}, H{uEHIIS22|(AUCY, Cmax)E 21
et A 2| 5t M, =] 2t 90 %A1 2| 72H0] log 0.80{|M log 1.25 O|LH2 A stHo=2
sa2 Y3otct
{38
H R HI5H NS
e AUCo-24hr (ng-hr |Cmax Tmax (hr [t1/2 (hr
/mL) (ng/mL) ) )
E ZHFHE A A QF A EHE 100/1000L 2] 3.51 416
oh‘l‘ el 985812851 1491+£438 (3.00 +O 74
- | (BN ALC(F)) ~5.00) |~
= 4.00
AE | 2| RO E QA QA HEY ala : .
le=’ :igﬂl%uglz_ﬁ@ﬂ 8100/100022 1945343137  [1363+381 @00 40
90% 42|12k log 0.8731 ~log |log 0.8393 ~log
(Z1# : 109 0.8 ~ log 1.25) 1.0286 1.0074
(AUCt, Cmax, t1/2; a3t FHAE, Tmax : SYU(EL]), n=28)
AUCt: SUAZHRE 2| TEZSEE YA 2|9 HEET-A[ZS M5 Z
Cmax : DY E=E
Tmax : 210 SsE SGAIZ
t/2 0 SE A HEZED)
* HWHIISHE XS 2 ABSHsH M 2| 29| 90 % Al2| 327t
<AlE>
H W HOISHE 2 NHIISHS
H .
& AUCo-24hr (ng-hr|Cmax Tmax (hr) | 1172 (hr
/mL) (ng/mL) )
oz | AHEOIE AL LAY 100/100022)] 8.00  [,4g
O{L ek 1369512612 11561223 (5.00 +(’) 99
| (GHEEYUYAL(F)) ~10.00) |~
- 8.00
Al | 2|50 EQUA LA A 100/1000L2 - 4.
o2 | ey © o 0O/1000%2] 4356042425 10564212 @oo W
90% Al2| P2t log 0.9568 ~log |log 0.8652 ~log
(212 100 0.8 ~ log 1.25) 1.0273 0.9584
(AUCt, Cmax, t1/2 Bag + BRHA}, Tmax ; 2Y2H(-ES]), n=25)
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