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9.03
-1.44
-2.05
35.2

HEx20] XR
N

Z2% 10 mg
= 219°

9.03

-1.45

-2.14

31.7

=-

N

(-0.22, 0.20)

cht2a)

| BHE AISUHAX

= 211°
9.10
-1.98
-0.53"
(-0.74, -0.32)
-0.54"
(-0.75, -0.33)
46.67

2% 10 mg + JIExZ=29]
N =
-2.59"

=

=-

chtza)

oAl

5
=]

Z4 M= Z2 (adjusted LS mean)

= A20AM, 2401M2 22t (LOCFa)

CHHl HI

** p-value < 0.05
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a LOCF: Last observation carried forward, ®MXlg & X2

Aura mEzE9 hEQWmo] xjol
b &I &3 = 13 0l

(95% CI)
HbAlc < 7%0] =23t Al&ciakatol

711 HbAlc =9% ¢1 Al
ul& (%)

71X A] tiH] Aol
71X Al sl 27

71MA] oyl &pel®
c JIMXIO et 2
* p-value < 0.0001
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=282 22UXNER Hl=g =&E22 52F0A JIMXl CHHl HbAlc Z2AE UEW HIESHES
UESHACH (E 3 E=X). 104=0AM JIMX HHI HbAlc Za= CHt=elE28 -0.32%, 2clIlXl
E -0.14%ACt. 18 J

Olatel MEY MA 2ME2 SclIXE FHZ (62, 104F 22 40.8%,
= 2
=

212t 3.5%, 4.3%)0IA & M3l ZUALCH.

2 XA Ct=2el 22810 £Xd 0t (Sl
2 Hlws 24 X HP20M, 5250 AM2 Z (LOCFa)

. . FAMAEs EE=T
284 WA AmEEen - Mewsd N - 401’
HbAlc (%)
J1RA] (W) 7.69 7.74
71X A] Hj8] &po]© -0.52 -0.52
ZenxE + flEm=el oy -0.00¢
x}ol¢ (95% CI) (-0.11, 0.11)

a LOCF: Last observation carried forward
b 242 A L X222 24X = 13 0149 01%F Rad FF0| JAJAS Xt
c JIMXIO et EFHE A HE 82

d 22LXE + EZZ2Q UiHl HIESH

CHE €Y ZotMete =0t 2EY
CGt2cIE2XS HEXEZ20 (E 4 &xX), &g/l HEXEZQ (E 5 EX), AEIS8E N HEXE
20l (H 6&EX), HEXZ0W XYL 0t (E 7 X)), HEZZ2W AMAIZEE (E 8 &X)0
FI HESIAS M, 240MH 21 Uil SHESZ RASHH HbAlc Z2AE UEHHRUCH (p <
0.0001)
CGit=cl =28 S HEZZ20 I &8t AE0A HbAlc T4 Slte 102F0AME FAEU
Ct.
H 4 HEXZZ20 H=E¥eZ 29 X&0| S20tA €2 SilAM C=Sel=28 I EES i
wsh 2o X HFUA, 24=0M2 21 (LOCFa)
S84 Botes EEEEY

Cm=22224 10 mg Aot

N = 135b N = 137b
HbATC (%)
AR (BR) 7.92 8.11
JIMA Tl Rolc -0.84 -0.30
ot il Tolc ~0.54%
(95% Cl) (-0.74, ~0.34)
HbATC < 7%01 S8 ABOH | 40.6+ 259
Aol HIg (%)
JIMXIO CHall 28

1T HIEX282 =1500mg/day
a LOCF; Last observation carried forward, #MIXIE & K=

b &Il A = 12 0l&42 015¥H XNSE &2, BE= S&2 HE AgUHa A
c JIMXIO et BE3E 24 M= EZ (adjusted LS mean)

* p—value < 0.0001

*x p-value < 0.05

fuge

H 5 0&e (s = 27 EY2A0H 88)22 89XH0| 206X 22 sN0AM Ctoi=2el 2
= =
T —

o HE H0IA, 245012 Z3t (LOCFa)
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23 (P95 EE 3T EIYSA B2 57 §8ey®
S84 Py 22227 10 mg Aok
N = 194¢ N = 193°
HbAlc (%)
71MA] (Ft) 8.58 8.46
71| Ty &po]d -0.90 -0.30
9]oF tju] xfo]? -0.60"
(95% CI) (-0.74, -0.45)
14 P37 A& &3 ()
VR 77.96 73.96
71X A] tju] xpo]
oot ] xjo]e 116 5.08
(95% CI) .23
A 1Y 8IS 10% ol AT AlFUYA 8.8, ~369
19.7" 11.0
H]-&(%)
a LOCF: Last observation carried forward
b AMEAXIS 156%= Ql&El HERY; 50%= &2l 1~25° ZRE HYAGIHME ¥EGID AULE SN HL, 80%= HEZ=2DQ HE6tD AR
12%E HEZ20Y SZJ2 018 HEotD AYD, O A9 AEUHAT= U2 EFS ZF7E HLLGIHE 6D YAUCH
c B AP F 13 0lAS OIZWH XSE &2, RE A I AIEUHAX
d JIMXIo et EHE 24 MS 2 (adjusted LS mean)
e QLR (H5d, 28, JIM s XE) 82 ZSite ME ZIAE FPG JIE0 L= AMES AKX HHAL sisE.
* p-value < 0.0001
** p-value < 0.05
H 6 AIEI=gEl HEXZZS0C22Z 85 &0l SZotA %2 SAA CGIt=elE28e FIt &
SS YIRS 2% X APO0IA, 24F0M 2D (LOCFa)
AErZEY! + fEx29?
w84 YL o2 224 10 mg ok
N = 113° N = 113°
HbAlc (%)
AR (3 [ e
A . -0.43 -0.02
71X A] djy] &o]® -0.40°
ok oib] Ato] © (95% CI) (-0.58. ~0.23)
1 AME+2EE 100mg/day, 2 HIEZZ8l =1500mg/day
a LOCF: Last observation carried forward
b &) 7 = 15 0l&o 013U UEE 22, ZE P HE AU
c JIMXIO et 2-E 24 MES 2 (adjusted LS mean)
* p—value < 0.0001
H 7 NEX=20) 4202 €5 XE0| S20HA 2 SA0A GI=selS28e It &
2 "W A% X AR0A, 24082 23t
dxgeeol + ezl
Saxy By tto2alE2% 10 mg Ak
N = 108* N = 108*
HbAlc (%) (LRM)®
71X (E) 8.08 8.24
71% %] tju] zo® -0.86 -0.17
floF o] xfol® -0.69"
(95% CI) (-0.89, -0.49)
HbAle < 7%0] =23 Al@ThdAtel vl& (¥)ILOCF) alg 11
71X Aol o5l B ) i
TAIE AT 838 01d HOE 80, HEZZ0 12 1500 mg Ol&tlt XL 0t 20 WS 82 (12 20 22 =t 0[40/10{0F &)
a B ¢ = 13 042 0|EUH IEE U2, 2LE 2 HE AMEUAX
b ZAH gt= =3 (LRM; Longitudinal repeated measures)
c JIMXIO et 2-E 24 MES 2 (adjusted LS mean)
d LOCF: Last observation carried forward, M Xl & X2
* p—value < 0.0001
H 8 AAMSEEN HNEX=20CZE Y XHO| 20N 2 SA0A G228 e FIt &
22 HlWsg 2 X HIUA, 24=0AM2 Z
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AAZRY + fEZET’

oax Brua o2 227 10 mg e

N = 160* N = 160*
HbAlc (%) (LRM)®
RA (32) 8.24 816
SRR el xfol* -0.82 010
oJok tfju] x}o|° -0.72"
(95% CI) (-0.91, -0.53)
HbAle < 7%0 =L Algeigatel vlg (%) 38.0° 12.4
7| R0l sl B

1 AAL2EE 5mg/day, 2 HEZZ8! =1500mg/day

a PP HE L 22 B I 13 0149 012 R&4 =FJ0| UAYE X
b ZAIR Bt= =X (LRM; Longitudinal repeated measures), ZHXE & X2
c JIMXIO et 2-E 24 MES 2 (adjusted LS mean)

* p-value < 0.0001

t

Z=E== MZEOH 3AD| (eGFR 45~60 mL/min/1.73m2) &t Xt
CiolZ2elE 2 &
eGFROl 45~60 mL/min/1.73m2 2 &% &StX0f StES AU A, JI& QEeg 84 X&H0| &2
Ot =2 X0l Ctoi=cel 228 FI T2 K482 ISt Clt=2lE282 |12 Ul
H 92 22 HbA1cS Z2AE LIEHHULCY.
E 9 eGFR 45~60 mL/min/1.73m2 ¢! &%k EBXE HASCZ UIIZ2CIEZ2X9 SIUHE E0lst 9
oF O AFO0A, 24F0AM2 20

e g
a4 Brhas 10 mg N - 161

N = 159

HbAlc (%)
718 A () 8.35 8.03
7IX&] thu] xto]® -0.37° -0.03
gloF oju] zo]® -0.34"
(95% CI) (-0.53, -0.15)
allE QY & HEZZ20 £0 HI8 Y4 L 0l & S0 22 64.0% X 69.4%
b JIMXIO et 2FE A HMES B2 (adjusted LS mean)
* p-value < 0.001
2= Al 2
CHIIZ22I 228 10 mg= HEXZZE0 S HEZEDI AEZSEHE = &ZUR24I0F = AMA
=g E = sl FIEE2 S0MU2S M 21 Ui SHELZ KR2SHH = Al €2 2A4A
ZiCH O 2t &0 3 F2H 1042 HEE AE WWH SXZAJALCEH
CHF 2222 &2 eGFR 45~60 mL/min/1.73 m2¢l &k SXE Haoz sdst AIUHNA F0
247 A& 3= g2 92 &0 -0.27 mmol/L (-4.87 mg/dL) & CtIt2eIE2& 0 -1.19
mmol/L (-21.46mg/dL) %4 C
S Y
Ctt=2el22& 10 mg=2 AMEIZ2EE N HEZZ0 HEH I sSH2 M Al 2A12F €9 &
20F 240N EOEARCH 48FDHA S K& ACH
Ctt =2l E2 8o A2 2 MEH st g

_23_




=2 O
I Ii

N

=

=
[—

NE2SZA, DI

Ak
(=]

, SEAUE, 0l

b

2
[

o, CHII

Ct=

[—

[a—

DECLARE &7

o oF o +
80 Kfo g ~ <t SR = N Ul |
- o & o R £ K0 Q @ R R N Gl = 1+
or = B0 o« ™ g < . - = &l e = %
[ __o_w o) n0 N~ ) o ) a0 —
Rl <0 _ oF - = 2 ) = = il = = o+ o
GM o Kl = © uw - =< = -
H . = . = = &3 < K <0
iy O = 35 RO m = < Ko Ko = T — - — X
S oo My E M4 o DI ns v o R s
o = = [9) — O = — =
m e o o W €5 5 iy <4 S 51 © _ o N
=3 K- qUof = ¢ o ol 3w oV mow\p A ok
O R 8 oF CIN 6 = 3 b r M H
“RE = e g=s ¥ 5% w m ® I
% < ___J._ Al oU mx_ | ol ™ il o o o] I 0 = OF =5
545 @z y  %wn % T3 o 5 y 4 g3
oy KO 5 O < 5 = & = ) & i 70 W5
il - o S > " = - ! 10 .
IS : 8T 57 10 b 5 4 KI0 o i0) = Ulo
o gr B A N ol = [T S A~ 0 = =
= LR © < W B e S AR L 3l ol o] A
[ o O N~ mo%\u o M o O_u Aloar
= K 2 A= o 0 s 2 w ko o w0 il - o =
< o . - P = - 2
KOs . m 2 o = ) 3. = Wy M AoU i :M_W ol w O <0 =
< B0 X0 3 X0 3% MM_;._% R 58 o M 2 &% ol —~
4 A B 5 R S 6 ot 53 & A i 5 5 o - m& EL
00 =+ < M S =~ S 3 = W= 4 g - 30
— 20 Ko s 2 ! S = 10 — _ N =
= < Hy = = oo o o o g 3 2
S WA = o T oD _ o= n = E® o @2s mog
o S = = 10 -3 2 0F BE <0 il Crooq
Fg...ml_%ﬂ oI = o _ %Y 5 S N B U U - or 20 3l = ioJ =) |_m
Iy o 2 > & o £ 32 H =B o x oz &+ 5 B 2
S xa XY . 9N RIS 2 U TP TR < o o T & W or =
ww s Suo © 10 r= g R i . £ 0l oy B
53 I 5 o3 B0 3% ol ok 4 c ® X2 w2 Uk &l Kl 0 ) 0 X0
By 58° 0 n € =5 moA s = w T
© 0oy s8m &7 g o) ¥ 2 =3 @ wo WS of
A 0= Moo 00 XES Moo Jowm Al B o] 80 8l
S [ . < IS W oo 2 QW 2 o o= i T = oo
3 = ] H0 JJ © O - = A o= o = D <0 T —~ < = M
op ©F %o = ol RV %o aT 20 o = o <| <0 mo ha S
W22 %% of T=m% 5° R y a® T® 5 E
ﬂ_._ io! < N LIS @rm m.u ol S @ B ogs | i WA_ © Uk W_ on_u‘_V 0] Y o ok H =l w )
R ®Ra oY s LS o 1 < i R R
ﬁﬂn%ﬂ Aaﬁxa _é_;._LD 1%_U_|._._m %QM ._:%_m ) MoJ o mw MM s
1o - Ny o \H o e —
oo w3 d TR I | = 3 2oy owW T w o2 Im Ts
m|(_n,z| (\P_ .rmwmm Wﬂw;ﬁ al -0 o = = Q __IE I_o|_. <0 o] &3
o - — R _ = o) = V=~ . = - . [
=g oo =22 =23 Hazsg Tu o g = W ST B S
SEmmsy NS T-= = ¥s uo LA W = of w3 =0 W o o
ws S8 wwd 208 =5 =zm° o G T A
™ F ~ S = Ko o g m s o- ™
N IE o @ Wb o= = s of © 1l
o) w0 = KF L m_. = 0 ray — Ok
Y <0 = o = ol
ntem O ol %

- 24 -




YUNLXI2l J12t

[e]

EET

2

al

Ll

J

u.
o

o
ol

o)
ol

0l
&)
I+

<0

w0

=28

ctutz el

(%) fx 2 R 24y

#o iyl i@ Ei@E T

48 54 60

0.83 (0,73, 0.95)

HR {35% CI)

30 36 42

24

18

12

FEL T £ 212 (A

gz 5

ciIelE=2F 8582 BH17 85 8322 8224 8O0 THTO  F487 5445 1626

8578 B4BS 2387 8250 8127 8003 7BBO 73ET 5362 1573

T2 g OAE AIE0IA

S X 4= (patients at risk)

|.

CH

KIo
10

.

<

ol
Rr
7o

I

ol
ulo

-

o0

—_

=
il
Pl

J

el

-~

KO

<
ok

o

FOIDF LIEFSECE.

K

ol
~J

t

4
K
T
gl
s}
<
nO

N

N,

SR L]

st

) ARADEXIS] AIREO CH

ot
0.53 [95% CI 0.43, 0.66]0IACt.

P

A

=

=

-~

KO

<
J

o

e
[—

)

=3 (UACR 30 mg/g

=
_l_Dl_I

ot
=

=X
!

X

oL

=cl=2d

t

off ChI

G0l e Aol o

9]

KIo

SSAZ0A O A

f= el Ctit=ce

AL A2 1 CH

AE

%210

L =0
Io s

T ORA Te HE

ol A
15, 40 mg/kg/g, 23U A

el ol S

40

Ik
[=]

A Ofl A
A7 BYS +FUAM 5

d

0

kA

’

0.5, 2, 10 mg/kg/& OIRUCH.

&(MRHD) 0l A
HENAMS AUC =

OtSAUAM L

QULH.

o8

9]
Wy
Ok

3

o0
Kio

ol A

Ot

oc
T

A
s

s

(> )
= o

E

=2
S

2, 10, 20 mg/kg/LO0IALH, HEMNAMS 27 E

A
e

el

I AUC2l °F 72HH (

oIx

I HE S
fot?d

e
C
o

10mg2l
HH =0l ol

ol
=

1

10581 (224)2 AUC =

2 MRHDOIA 2

=
=2

b,

C

0

=
=

a
=

)

AUCSl 2f 131HH (=) X 186HH(

A

F2d) ACH

o
=]

Kl

_25_



R

=

|
_[‘:_ o

[—

[==}

o

& ZFAH0A 100 mg/mLOl

b

=|
=

S9 &

[—

[—

oL, 0]

401

g

3

— O
= o

NERS

= my nH
B o0 ol <
i = < = ol edoeEs 4 K
LR e al oz o1 "0y
+L| T o] &0 B B _ me =2 x_.mWMoumo, ot
= RO H O X ol K Ty EOHBRSS Wi = = MM S
= K Z 0 wr 0O K ™ 3] ~ 57 ol K S n
W A K pwo s _uT%ol,m_M_&o_ym S SHEZ0 D
< 0 R Wv,cl_aﬂ._x meol_vumo“_omo.rol_' Wmu____ec._uwumﬂw £ _Jmulgmwﬂ_u.#_mwh
U Ok < o <t i K= KO < Z wmaM||rmmw MOWAH4|H_L

0 /.:._.onm B Kl mmﬂ 2 ol 0 mmHLDE_'4I aom.&uus.A_‘Em
E.___M:m._ mvjmw__‘_a_'ﬁ' A;oJamo/Ew_._Aﬂ._ 6A_|:m._D¢‘_aoH _ 2N ||._M/_o_mL|,E_.
o= 3 T oW =5 XK g om M_ﬂ%%_égoﬁmo)_ m%mmoﬁljxa

s _ =l = ok k- e 4.o”.r4__uu|._ 30 N W 3 - 5 K D_xx_o
- giwmw ST TS RTE- mmo_wmwm%ﬂma
W 5 o) S AR TR = E_ﬂmmgu%_xg%m ey 3L
U =z _ S (um.ﬁo ok 1] rmao Uil 3 m ) au A 20 A0 o = ok < [
W 2 mxo__aﬂwm AT_I__%O__W%% = W Lol,m___ol_w.um%. o__,ol,mﬁw__gm__%
z 00 g mmmMmE -_El___c_:;.__a_ wa_aam|ﬂm_gm &molo_|ﬁm_x
= ) E_.o__L../:I o w T A - DA__oo;Imo_Uuum::__& & L o o <
L ~ L 20 A LI = iaoRDMgEzE
WE D R R = m RS U__=_%MHM._MMg___%
hi A woa_ﬁﬂm@ u_mtkmupr,% MOMol,am:__AT%o/ﬂ__o _d1o__wmo:

S 5 N T o __oT%limo%li :.m:&%mm 9= = :EE.(RMO@_AFHm
N w5 ._.mo__n_:_o____mwm M_mﬁlwm__%_.toMR m_mplmef&oldmwao mwo/aaoMmao__aoﬁ
ooz - S i Wy =0 mwawlﬁ |_=Z__Er_,MMOmA__AI= Sm2w=S mg
=° = momes R A i nadmo pu T 55 WS

= S <o B ol RS X 35 g m_=|)+ﬁ__o_x=_o_= WY s 0 E G =2
WH._A_.D L./_Lwlry@.M _.._/uA.1_||,”9I . Te) OE_“-H|LM\_/O_|_ > O/QHNIH_L_WI
= = c___g.pn_ur xm4A|D_xL|m.,|.1 a&/fAD;_. 2 . __dcum89| 0
<@y, mawamﬂﬂﬁ ___m_:msmm% wwtm_xmww%am MW1MO/EO__%_%
© 3 . TS __dl___mxll 5 ) o) = 3 w o= .. Qw =
s 2 &% Omwmm_o.:ﬁ_ m\mfﬂe_imu% Wmur_nm._uk._amﬂwe maﬁmmwmzﬁMB
o N WOme\um.r ETEM:H_AO_.AIO.&VEO %5|WWMBE__+34D1 - mMSmI A
o K3 |w$uumw N me7ma+)oao__.3m 502 C®s
byt T n = — g N = —~ i =
SoR ME_ N mw__;_omwﬁwgw_ |____W%CH|A+. S ssagwgdgz?
oJ.WA._._.& m.M_nﬂ_x._OuﬂN _.ALl_E W_.D.&:_J_. _A_w_.m._.A __OQODW%MWQ uuﬂrﬂ_tdlLu_ao

o K2 = _ - TS — o — o — _ U =0 F =
jﬁ.mmo_xm D_x___ﬁ.um.%m*.__._a_xxo Em_o.ow.._._ﬂ_._ﬂogm.._ﬁﬂ Moaﬂﬂaw_nﬁﬂrﬂm.n_m_. o_u___JA_.UwT_x&W___.____LMmMo_‘_j
Ko oU Jo G = 5 o0 K — KD o > o w D 4 AL o £l

X - — ol o o o L @) H = S~ 3 K = =~ o5, U X0
= = 0K Ut o G = ol -0k O CASRI N = 8 X0 oy
= S x Mwlo_::_oog |wm_xmﬂ=m%o_a ﬂﬁ(kﬁMﬂn_ﬁH __Afmozaolm_s_w
ol = o AM%MH% NS el .@%f.m-_xa_@ﬁm_x m L oE R
o1 M & &m __Fo._ﬂgo uAnoH_oI WB._A.OZC__ oy O — 20 mﬁ% DMFJWOE <k o) _.T_ﬁL_Llw_u_..ﬂ mﬂ 0l

< =3 = . © — = A . 0 = Derm T oo
M_;_.Am__h. .LA_.m___m_Amﬂ ol_a_xm:__oTE__ﬁ_Ho_. _xgﬂ57%o__ﬂMoﬂJ W%mEHHN.W%

70 = = - I N 20 = = B” =T S - o© iC = L)
IV ax em_%mmol,&w olﬁmol,ﬂIﬂEJaom_m .MW%HM@MDMNM mwm“__e_o_:_@ﬂau.%
T < 3 %&WHDE SENG O_E__W%Q S - o . 0 5 o = ;I__oﬁ.%éu_____pog_ﬂ:_u
MW_E ..a._mWHmM ..mm__%mmﬂ ) maoajﬂmﬁpﬁ%%mﬁD s =M .aoma_i__p%ﬂ

5 = A T o [ & by = PO = = = !
T Sy RE R Aoom_x_gmg% mzm__olexﬂfw Y ES S e
MYy oy 4 S g2 4 _z__OTu:Tgol,ol,]ﬂM WA OB RS
woH S g LTS D&M%ETM%H DRARRR AR WS
Wogr ok o7 & Hy 3 AT R o™ @3 AR
g Vo RS ST T
m S w o7 W S0 A O
2o 3our @O,,_I
= ) 3

- 26 -




AI'E Ol A

==
=

E 0l Al

o, 454 0l=HMZ

25mg/kg/2 (MRHDOIAM 2l 21Xl =

Klo

ar

n0

<
n

<

nO

o
Fobs

<]

Wk

R0

t

gzo2

nJ

It 6902

- -
S22 Z

3=l

)0I3

At
(MRHDOIA SIXl =2 3200 HH 0l4f) Ol

°| 346 HH Ol

=
=2

ICH 12002

=

=

(¢}

=2

ol

JHOL A 120 ma/ka/

=

ol

(CH

W
i)

=
Tl

60

ol

dapagliflozin

Al

(0]
w4

e
[—

cC
I

|.

A
(=]

o

=0f

9

N
()

MRHDOIA CtIt=2cIE22

S8 ANE 2504,

-/ o

e

dapagliflozin

Z(AUC) 0l A

a

FALE

AL

3-0-glucuronide

HENM It

3-0O-glucuronide HAFHIOI &4 &

CHMRHDOll A

Ll

0l
1

J

El
£l

m
Klo
{10
il

K0
il

11
Ot

oF

X
Ki

ok

i == Cidl 320084 Ol

S
il A

o

ol

MRHOO0Il A 2

M 210084 OI4}).

=

tAS

Bke)

ju
[a—

Ol

0l

AE

=

b1, 12902 2F2 JHOl CH

11O

80
<
80
oJ
|
IH
W

-

2
[

AE0l HE(FS D
1500mg/kg/ LMK

g4

=P

[CH 900mg/kg/

%0
o

ol

B

0y

ol
=<

ol
=

e

2000mgel <f 4 HHOICH.

2fo
(Sl

I.BI-_‘EE
(=)

A

|.

X
o

AN
(=

Jio

J

2ot o

AFOHl, =21 SHENAM HEZZ8I°9

o
TT

0%
o8

LH
rJ

<,

ol
3
Uk
™

<
OF

i
ol

J

: Ames AlE

(S. typhimurium), & X = BH0|

00

H

[

SOHA= M O <ol 2

Ju

0l

53
53

=)
70

ESPlR=

ENNUA F0Al

FH 2000mg?!l =l CH

@ MEZ=222 Z 600mg/kg/L

]

NG

ju }
[a—

B 1 Ol

H

. RO

o0

R
U0

i

Ty

ol

ol

2ot SAHX el

=2

F2MEE10/10002 212

HES =

P

nl
JHet=2 X/ (AUCt, Cmax)& 21

Ve
o

o Xl X2 90% &l2I2t0] log 0.80A log 1.25 OILHIZA M=

|

CHIIHEMZE10/10002 2 0SB [ SH )]

—/

S| OF
=]

A

SIS
-/ T

50

ol
8%

tija(hr)

8.94+3.77

0.67

Tmax(hr)
(0.33~1.50)

Crnax

(ng/ml)

166.94+53.3

AUCo-sgnr

(ng-hr/ml)

480.7+147.5

D]

HEONYE
10/10002el 0@

ol

_27_




oo}
@
@
+H
w
™~
[ee}
=)
w
~ -
@«
o ™
]
S
@ NG
s9)
o | g2
+ S =
® s
o
~ gm
= 8=
[t} l
R (o))
N
S e8
|E-
. o
(o)
2 o 3
< ge)
RE
WEE]
2|50 L RE
== ar
EE_DE“
Ul|= S
<IIZ S
=~ | = RO )
My — |n) o 4
B [Feg
W o —
< 2 o
o o O
£ i
D M
of
el
<

K|

S=T A2 Ao

=&
==

|

]|

E

| Xto] 90%4lZ 2t

AS2MLE10/1000Z 2| D& [EH=

CH= ot

0

2x2 WXtA

CHIIIEM & E10/10002 2l D& [Z SH @] 2t
H1s

chAIUISH

(e]3
=

AE

160
< S

P

JI&E=2 X (AUCE, Cmax)E

F2l 90% &=zl 22+0] log0.8U A logl.25 OILHEZA M=

R

Ik
=}

Bl

}

[9)

SAH X

F]H ot

&I
ior

Crax, tij2 5

(AUC,,

ChIzkof

«© o
— N «©
= [N —
S| = H
= ™ [
=1 e o
< [te]
or
70
l}l
B0
el
l — —
o o
= < ©
< [=NTe o <
=12 e
£ ™ 9O m QD
= < <
z o
o ! N
J =
g E A1 |8 <
5 3 o
© 9 o |o
~ = o O
g e
or
00
}
=]
El
k=
e BN o :ﬁ%
? f © IS =2
[~ — N [=3Re]
S g H H |2 =2
S ¢ «© < o
o o 0 ol
< & < N o 5
g 3 X |8 9
o
8 HS
S w=
1=} =
2 W =| 7 W &
moja,.r]m
EIUGRR 1]} pterey)
T 50 <) @ o
o 3 o
UE i
R o)

log 0.8 ~ log 1.25)

90% Mz 7ot

ol
am_

Q1=

Rr

=

b

2t= 85|

b

FAIRHIERICl EEsE-Al

SE=
=

RO

t1/2 :

oo} Yo
— @ N
= — —
<z| + +
o o 9]
e ~ ©
~ ~
0ir|
00
Lj!
0
1
K0
S S
= < <
Ny o o
Z|31] S
£ n o n o
= © ©
el el
© © l
~ o o
a0 o BN P
3 g < s | 3
€ + +l D o
O o © v 5
3 o w |°
- < o 9
— — o 7
0ir|
00
Lj!
0
El
D
e S L
e E o N
s H | 9
SR — ~ S
D g < ol
< 5 = - Jo g
3 = - |8 e
— O
g gs
2 o5
~ I
S| a S
RO 5 T o
uan_HaEm— o
HmEA_::max N
o 3= Y
S * 9
= ~ 9
) T
" o
< g
R o
o O
g 9
Kil
or or D
Kd B0 ]
= <

_28_

| Xt2l 90%4l 2 72t

(1~30C) B#, Alz=d =25 12714

=

]

c

- 71987,




13 AE | %F5=(DMF) A

H| AL-Z 25

O ta=dE=

- DMF 55W3 : 1574-6-ND

- Alzd: AEA K ()
- 2AA: BRI s Ehe TR
O WEZEW LS
- DMF S5/ % : 20050831-37-C-32-03(2)

- A Z<Y: Wanbury Limited

- &4 A A-15, MLLD.C., Industrial Area, Patalganga, Raigad, India
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