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-1.45
-0.01°
(-0.22, 0.20)
-2.14
31.7

22227 10 mg
N
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XR
= 211°
9.10
-1.98
-0.53"
(-0.74, -0.32)
-0.54"
(-0.75, -0.33)
46.6"

-2.59"

gxZe]E27% 10 mg + HEZX=2T]
N

A Ux HF0AM, 24=0M2 21 (LOCFa)
27 SEaynel 2ol

)
Exeq gEadnel Aol
)

=

b

=
=

a LOCF; Last observation carried forward, HMXIE & X

7| %] HbAlc =9% <1 AlgciadAte]

717 %] th8] Aol
HbAlc < 7%°l =23t AlFTAIxLe]

g (%)
ZIM A s B

7IXA] Hju] tol®

cht2e)

ZIRA] ()

HbAlc (%)
(95% CI
ek
(95% CI

BH
=




* p-value < 0.0001
§ HEZZQ! | HIZSA

** p-value < 0.05

52 24 X2 HIZESH A7 (52 2 104 HF)E Sdi HEXZ=LC2 €Y XHO| S=20t
X 42 (HbAlc 6.5% =1t 10% 0I8) M28 Ea SNSS A HEZZ2L0 Co=2el22
A g ot (2ALXE)E 242 It HES= ZSE HlW Fotetch. 1 21, CHik=22l
=282 22JUXNER Hl=g =&E22 52F0A JIMXl CHHl HbAlc Z2AE UEW HIESHE=S
LEGHACH (HE 3 EX). 104=0AM JIMX CHHI HbAlc ZA= CHt=eIS28 -0.32%, 2clIlXl
E -0.14%ULCL 138 0142 MEY AH ZME2 S2INE FHZ (52, 1043 22 40.8%,
47.0%) 20 Tt 22l 22X FHZ (52=, 1043 212 3.5%, 4.3%)0A S X3l LA

H 3 HEZ=RIe2 EY XHO| SEoHA Fe2 SX0A OS2 £XL< 0t (Sl
(=2 ]

Za]= 2R e+ EZ2T]
s Yhas qn}aaENi:J 450:3“512?-] N = 401°
HbAlc (%)
71MA] (Ft) 7.69 7.74
71X A oyl xfol® -0.52 -0.52
ZYAE + HERZE2T djy -0.00¢
xFol¢ (95% CI) (-0.11, 0.11)

a LOCF: Last observation carried forward
b 222 HHA L =22 24X = 13 01429 0
JIMXION Wet 28E =4 MsS 83

d 22LXE + EZZ2Q UiHl HIESH

=0l AAL &xt

o
10
o
0x

o

CIE EEHotHete ot EERHY

Ct=2cI228 S HEEZ=2L (B 4 X)), =gt HEXE=20 (H 5 &X), AMEISEHEDL HER
20 (H 6&X), HEXZ=0IN =0t (E 7 X)), HEZ=ID AASEHE (E 8 #X)0
FI HESIAS M, 240MH 21 Uil SHESZ RASHH HbAlc Z2AE UEHHRUCH (p <
0.0001)
G222 28S HEZZE0 =t 88 ASUHA HbAlc 24 slte 102F0AME FXEA
Ct

2l & = | S2otkl E€2 XA Cil=2elS 28 FIH 8= i

sad gig HEZ=01

Ctt=2el228 10 mg ?1of

N = 135b N = 137b
HbAlc (%)
M (H2) 7.92 8.11
JIM Xl CHHl Xtolc -0.84 -0.30
et THHl Xtolc -0.54~
(95% Cl) (-0.74, -0.34)
HbAlc < 7%0I =8t A | 40.6% 25.9
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Aol HIg (%)
JIX X0l CHo 23

1 MIEXZX 281 =1500mg/day

a LOCF; Last observation carried forward, /XX
b &#J1 A2 = 13| 0142 0l NeE g
c JIMXION et L s 873
* p—value < 0.0001

** p—value < 0.05

sUH

2N

= (adjusted LS mean)

? BHE A At

T 5022 (S T 27 SLAGHH HE)OR FYXR0| E251X U2 SBNUAN UD22AE
289 FI HE2 Hluwote AL U= HF0A, 24F0AH2 Z1 (LOCFa)
A& (5 E= P+ FYYeA 80l 371 Beaw’
say Yrhus o2 E23 10 me BE
N = 194° N = 193¢
HbAlc (%)
71MA] (Ft) 8.58 8.46
7]1A &) tjy] xpo]d -0.90 -0.30
9]oF tfju] x}old -0.60"
(95% CI) (-0.74, -0.45)
19 B4 983 &% ()
2\RA] (=
] w (3 ); 77.96 73.96
71] %] oju] xfo]? 116 5 08
ook tfju] x}old o :
91ek o] Aol 603"
(95% C1) (-8.84, -3.63)
Aad 19 82 10% ol FIe AR '19'7 1.0
H]&(%) ) i
a LOCF: Last observation carried forward
b NS 15%= Ql&el s 50%= sellt 1~282 I8 ZYLSINE E36t0 JAUCH F]XQ B2, 80%= HEZZLIH HEGD AU2LH
2%= HEZZ20) XYY 0 YESD UAD, 1 A9 AEUa=s U2 SR 278 LAUHNE ES6tn A/UCH
c & H7 F 13 0l49 0/=SUH XsE &2, 2LE DA A AU
d JIMXIo et EXE 24 MS B2 (adjusted LS mean)
e 01&El (Za84d, S, JIM & Zg) 8 Site AM® FOE FPG JIE0 %= AMEUAXN AL dSE.
* p-value < 0.0001
** p-value < 0.05
H 6 AIEI=EE) HNEX=S0CZE dE XH0| S20HA 2 SAilA G2 de It &
2 Hlws AL tHE HAIR0AM, 240A2 23 (LOCFa)
AEt2 YR + DjEZ 2912
faxy Yras ch2al 228 10 mg 9ot
N = 113° N = 113°
HbAlc (%)
7.80 7.87
71RA] ()
; o -0.43 -0.02
71X A] Hjy] &fo] 0.40"
Q]oF thy] &to] © (95% CI ’
ok oib] Ato] © (95% CI) (-0.58. -0.23)
1 AIEt2EE 100mg/day, 2 HIEZZ202 >1500mg/day
a LOCF: Last observation carried forward
b &Il ¢ = 18] 0142 015U ISE L2, LE AT HIE ANSHAX
c JIMXIO et 2FE 2 S 2 (adjusted LS mean)
* p-value < 0.0001
H 7 NEX=20) 4202 €5 XE0| S20HA 2 SA0A G2 de It &
= Hlwgt A X HIA0UAM, 24F0A2 2
dxdoeor + fEZ2T!
wEY Yrpas o224 10 mg oF
N = 108° N = 108*

_22_




HbAlc (%) (LRM)®
71X A () 8.08 8.24
71X A] el xpol® -0.86 -0.17
floF o] Afol® -0.69"
(95% CI) (-0.89, -0.49)
HbAlc < 7%0l =2t Aldhgrte] vlg (%)(LOCF) g 11
AR ol 27 ' '
1 AE ax 48 0l HoE 8550 HEXZE 12 1500 mg 0l&4 0 SZLL2Y 0t =0 WAL 82 (12 20 822 ZEH 01401010k &)
a B ¢ = 18 0l49 0|5U XNEE &2, LE LA HHE ASEUHAX
b BAIX Bt= =& (LRM; Longitudinal repeated measures)
c JIMXIO Wet 2 2L HMS B2 (adjusted LS mean)
d LOCF; Last observation carried forward, 2HXI& & Xtz
* p-value < 0.0001
H 8 AA=EHED HEXZZS0CZ 8 XH0| SZoHA %2 SA0A CGIt=clE28e FIt 8
E= HlWe A2 X AA0A, 24=0MH2 2t
AR + jEx29”

a8 B 22| E2% 10 mg Ak

N = 160* N = 160*
HbAlc (%) (LRM)
71]A] (Ft) 8.24 8.16
71&|&] tju] zfolc -0.82 -0.10
9]oF rjju] x}ol¢ -0.72°
(95% CI) (-0.91, -0.53)

6ol =t AJSIThALALe] Bl (%

HbA}c < 7‘%01] =23 AR vl (%) 38.0° 12.4
71X Aol sl B
1 AAL2EE 5mg/day, 2 HEZZ8! =1500mg/day
a PP A L XNSLS X S 13 0142 01F Ra4 SHO0 UYE X
b ZAH Bt= =3 (LRM; Longitudinal repeated measures), HMXIE & K&
c JIMXIO et 2-E 24 MES 2 (adjusted LS mean)
* p—value < 0.0001
ESZ A& 3AD| (eGFR 45~60 mlL/min/1.73m2) 2tXt
Ctar=2elEg8d
eGFRO| 45~60 mL/min/1.73m2 2! &% BtXtol s&st H20M, JIE&E QEez &Y XH0| 52
otAl &2 Al Ct=2elE22d FIF T2 Ss4= ZItotbt. G=celE2d2 |1 Ul
H 9% 22 HbA1cY ZAE UEHH UL
E 9 eGFR 45~60 mL/min/1.73m2 2 €& BXE UHACZ CtuZ2E2X 2 SWE HIsh ¢
oF i S0, 24F=01M2 210t

chat ez 2y oo
a4 WAL 10 mg N = 161

N = 159

HbAlc (%)
7IRA] (H) 8.35 8.03
71A%] o] &fol® -0.37" -0.03
9ot tju] Apol® -0.34'
(95% CI) (-0.53, -0.15)
aJlE Y = HEZZ2Y S0 HI8 AAZ L 0l & S0 22 64.0% & 69.4%
b JIMXIO et 2E¥E A HE E2 (adjusted LS mean)
* p—value < 0.001
=22 A Y
Clt2elE2d8 10 mg2 HEZEZD s, HEZZ0IW AEIZ2HE L= HdZUR2I0F L= AMA
SEE T= =20 FHEE SN2 I A< el SHELZ R2GHH = Al Y2 Z24A
ZL Ol 2l &0 H =2H 1042 HEE AME WU SXEJUCH
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=0

oA =201 A

SHEE

gt /A% £0 -0.27 mmol/L (-4.87 mg/dL) ¥ T2/ E2E SO -1.19

Ot 2e2lE2 82| eGFR 45~60 mL/min/1.73 m2
mmol/L (-21.46mg/dL) % Ct.
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FRACH.

S Hd2 37.4%%UL.
O

0l

= |EIIZ2H0l 54 0Ol
& 0l

o

o HE2 63.9Al,
ct

HIOl ActRIOIA 1

o

eGFRJ} 60 mL/min/1.73m2 0|20IA% 1D,
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LIEFRLCH (RIEHI(HR) 1.82 [95% CI 1.51, 2.20].
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B2l &2 UEIHC. B s S32 HEZZE00 st F2& EHLEEHE2 ASotAUCH
4) IAESSHAE L
J G2l E=2d
AMES CIHHEAMZE10/10002 2 D#[Z2SHEE] Y XY AF2MHEH10/1000L2| IS [sH=
OFAEZIMUIIIRIZ 2x2 WAAIECZ 28 1ZHA A2 HoWH 85 Al ©3 FRE0NI0 32
Ho| EF UII2cIEZES EHs 21, HIRHEIIEIX(AUCE, Cmax)E ZIHE6I SH X 2lot
H= M, BZX X2 90% Al2I722t0] log 0.80IA log 1.25 OILHEAN MBI&Eoz SS&E= 25
ot ALt
HlwEotst=s EnEPIEE
=) AUCo-s8nr Crnax
(ng-hr/mL) (ng/mL) Tmax(hr) ty2(hr)
NSO NYH 0.67
CHZE o 10/10002e2l 08 480.7+£147.5 166.9+£53.3 ’ 8.94+3.77
[81=301A E 21 RIHI 3165 (0.33~1.50)
CGIIHEM A 0.67
A& 10/10002 2| & 475.4+122.5 170.8+£42.9 ! 8.75+3.88
[FASHAF)] (0.33~1.50)
90% dETo
log 0.9624 ~ log 0.9489 ~
(912 log 0.8 ~ log 1.0359 log 1.1486 - -
log 1.25) 09 1. 91
(AUG:, Crmax, ti Hogt + HEBXL T SU8HER). n = 32)
AUG, : SXAN2H 2 BESsE FSAI2E XS ESsE-A2ISHGHHA
Coay * HDNEESE
Toa » EDEESE SYAIRE
tip @ YEE AA BE2D|
* HIWEOIISISIE 2B Sst HR X X2 90%4l2 2t
Lt. HIEZX=0I
A8 CIIHEANMZE10/10002 2 DS [ZSHSEE ]I TS NF2MBH10/1000L 2| & [6=
OFIAEZINUISIR]S 2x2 WXAE2Z 28 184 HUE HolHH = L AF A g RS0
ot 32 (2=) ¥ 7H(AF)9 EF HEZ=2LES =Xs 21, HWHEIIS=SXI(AUCE, Cmax)S
S]HEGIH SHMZIoNE=ZE M, E2X X2l 90% Alg[22t0] 10g0.80lAl log1.25 OILHZA M=
Moz SSE3s YZHA,
<E=>
HIWEOIIs S HOEolsts
=) AUCo-s8n Crnax
Tmax(h h
(ng-hr/mL) (ng/mb) (o brelfr)
NS MEA10/1000 3.50
CHZE o e 0y 7436+1824 1235+320 ’ 4.93+2.46
[£12201A £ 2 R 3165 (1.00~5.00)
CHIFOI E AT E 10/1000 .00
A& e 0y 7454+2013 1184+£379 ’ 5.22+1.62
EEREE (2.00~4.50)
90% &l F2k* log 0.9045~ log 0.8342 ~ _ _
(JIZ: log 0.8 ~ log 1.25) log 1.0958 log 1.0702
(AUC, Crax, tip s B3t £ EEER, Tow » SLA(ER), n = 32)
AUCt : SLAIZEEH ZBES=sSE FFAHNMRC ESsS-AI2t=5H6HHA
Cmax @ HNES=sE
Tmax @ HNEES=sE SEAIZ2H
t1/2 @ Lo A4 82|
* HHDNEIISSXE 2 QHEs B2 X X2 90%Al 22+
<AZ>
HlWEOS S HOEOIES
Q= AUCo-~4gn Crnax
Tmax(h ti2(h
(#g-hi/mL) (#g/mL) (o welfr)
NS HEA10/1000 500
CHZ o e 11.21£2.71 1.106+£0.276 3 50;'8 00) 4.40+1.38
(8t=0tA ELMUITIE) . .
CHIIHI E M & 10/1000 500
A& ey 11.07+£2.21 1.055+0.206 : 4.53+1.25
(H=H o) (3.50~8.00)
90% &l F2k* log 0.9529~ log 0.9294 ~ o =
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| (J1=: log 0.8 ~ log 1.25) ‘ log 1.0363 log 0.9969 | | |
(AUCH, Crax, tip s B3t £ BEER, Tha » s22HER), n = 37)
AUCt : EAAZIEH ZBSES=sSE FHAZHNRC ES=sS-Al2t=H0IHE
Cmax : ZDEESsE
Tmax : X DNESsT TLAIZH
t1/2 @ LCH AA BE2D)|
* HWEIIESXE 2 08HEst B2l X2l 90% A2l 72t
O Azus] 9 AFE7|3E
- 71487, A2(1~30TC) B3, AlZdZHE 12714
1.3 A& %FF 5 =(DMF) Adt
O =g F2XHAL-2EY
- DMF 5&5W3% : 1574-6-ND
- Az AsA )
- AR AR A FEg AT EE24d 15
O WExX=WIAS
- DMF 52¥W3 : 20050831-37-C-32-03(2)
- A%< Wanbury Limited
- &4 A A-15, MLLD.C., Industrial Area, Patalganga, Raigad, India
14 371273 @93t 49
1. 0] AES2 SHAUE HFLALE10/5002 2108 0l 28 E61 HM072808552 =£7(2t0] 2 E Z=0
THOWGH A Gl ‘S 2H &AM I HEE 2AAS0IH, =5012101 2 I &l 0 <=2 THs 22
SEAFYE MI76ZE0 et S5t FHad = UAS
2. 0] UEL2 SMHYAE ‘MNGAHLA10/5002 2|0 0l 28t Sdl H102175252 S61d0l 25010{LF Y
SolAd2 Eollotkl L=l ‘Sol2H oA I HEE QU=
3. 0] 2J*EE2 == AAIY MLH0EXCI8H1EM et SHATUMS IS 2EHE= 832, 2A4E S5355 2y
E W 0l Xl (http://medipatent.mfds.go.kr)0l 2H&l= LA THEZ25 M0 2 T2 X D12t SO 2 THY
=301JF EAU = T 22X 2 = U

_29_




15 RFAeF A o HF- (3

A8 AE A (3

Gk 4

Fate 49

18 AEo|H
712N EH ORI A.- 8- g A AzL=zH A5 ESE
= a 223} sl b d- a4 A 24T | dRgEFTE
4 A= 4 A= 71 #d AR 4 A=
AR LA} 2019.11.26.
2020.2.6.
oA
2020.7.9. 2020.1.22. 2020.2.4.
A
2021.10.22.
g 2020.6.17. 2020.6.23.
ax 2021.10.7. 2021.10.8. 2020.6.22.
2021.11.1. 2021.11.1.
.
A3 2021.12.23. 2021.11.5. 2021.11.22.
Y=}
[EY 1] ¢HHAZ-FEAQ 2 7]E 2L AFYH AA A3
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o NAEE ‘O EAMTAH10/10002 2] 1 (G F 2N AL-ZEY, HE
FoAWA 10/10002 8 1 (T2 Y S 2N 22 AT L5318, 7
2 383 AAY
A

g 2 IAANE A B AZIHNEM T FF A82AST vt IANE AH el B3

lﬂ'l bl
r
rE
>,
2
2
fo
—_
5‘:
O
N
_<L
3

- AVEAA AT 10/1000%1&1%"491 ey se8e ASE
- A e 10/10008 ] 1A 38 7|22 A0

Aol SEeTh FAHY LEEDE ofofFor £3] solt IRY

11. AFHE
o ofgZgo] mE FF(Pharmacological class) : 478§ Fd=oE
o k2R 7|H .

- =g E27 : SGLT2 A3Al + Biguanide

12. 714 2 AdA
o OJokF9 FEEIL-AL
ojoFF (k=g %i’ﬂéi‘lﬂ%—?ﬁr% HEZERY

>
=
oxl
=
2L
> HHN
1o
12
i
A
my =
HU
o?.:
>
ol
o
o
1:014
oX,
i
lo
frt
s
o
rot

2. TE=ZEE -8y 42 A M=ty dFo #Et A=(FHol e AR)

21. 959 %F(Drug substance)

211, YHEAR
O T zZg 2R AL-2 8
o B Tz 27N AL-Z & Y (Dapagliflozin Bis L-proline)

O-

o YHHE:  (1S)-1,5-anhydro-1-C-[4-chloro-3-[(4-ethoxyphenyl)methyl]phenyl]-D-D-glucitol Bis(L-proline)
o EA}:Co1H25Cl0g + CipHisN2Oy
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4+ (Metformin Hydrochloride)

: 1,1-Dimethylbiguanide hydrochloride

3

]ﬂ'

]

[e)

C4+HCINs

A

NH

NH

/I|\N)J |: H ¥

HaM

CH;

212 AEYGFFE NEFE
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—_—

FA
W)

(‘m_.wo‘ﬂ__mn.O/
~r oAy ——

L PRy
<0 <N A
o M T wr

m"mO?T

2.2. $4A| ¢ %FE(Drug product)

221 A7HAY F7 (FAA, AEA, AA|, HolAd dHFe= BT

olm

Ho

—_

222. A %FE NFFE

] 718H)
/T
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0=

A (O pH
W gFAF
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d2d [ 7leEe) )
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=
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FERE:
WO/ 8207 B ASEHIYAATIANE O AEAY/IAEATY

0 24401848 [ B8R/ d/Ba 2 rgaad
05248 O ea2aEdd O 28409448 O 28401849
0 928448 O AEEA/39424408 O 33949 O 34408 O 7

A g eEo] HYH - BE 7| A

CEFAR : RARATY, FAAAT, AZHUAE, 299

* 7B Y - mAESIEAY, 989 AATAE T

32. A FE A

NEEH sl £715 e/ A=A A7
A7 HEAF 25C/60% RH PTP ZAH(Alu-Alu) 1= W AFE
7} A F 40°C/75% RH PTP 7 (Alu-Alu) 71 W A3

33. AFAY 2 9| 1A
o NAEES AR ek A 7|EE7], A2(1~300)EE, AZYZEYH 1270 €
o 99| CPP, o4EH 5 A" A5 FAYE Ak IS

51 FFENE AL
o HMEAS ALT FBFHAYES) AF AZ

52. E8Ad
o T4 A28FA5Z w AEAE HA

53. dutFPNH(EE At F)
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o =4 A2EA550 wet ABAE AA

54. ¥+ £X - AL - vl 23 A9

o ANPY g EALH10/10008 2] 1A 2 F 24 1410/10008 2] 23S Beagle dogdll 272 2 7] w3t
of & AANTIA dapagliflozin®} metformine A Fstil, + F=3t F=HH AT Fotrr] s

=
FY AP 18-DK-1126N)

55. ofgol i AAA oA

o Adef]l tut EXANA10/1000 2] 1ok thxoF 274 UA10/10008 2] 23 o] wdd =S A ol A
AA 7 efEsta s HE SAT A% F2 d=FH v E(AUClast?t Cmax 3 Tmax 5)7F A=
Al Yehe. @8 5o A Al o) ‘TSR ZRL-ZEW R OISR OR 48
718l A EelHol tutEgERN s Frdda ddy

L=

-

o]
=

M L5t

—

o]

6. & akAl

o

ok

X~
as |

ol

>

=

[

61 YA HARS AHHGCP £%)

o U AA A GCP &5
6.2. YFANEFAEH N8
o WESAT AY 14
6.3. HEFA A
]\lﬁ LH}J-
o | (Hs APeA =P | 5}° Eojg3 9y | Eoj7|7H P A}
Aa9) &
Aatore| Al Y
17 1) A NS
AN AENES R AFAFAEHAFADA - S9) / E471F - @rfo] 2=z
A&7zt
[ZE] 2019.6.3. ~ 7.12.
[21%] 2019.6.25. ~ 8.12.
2) NEUH
SN, FAA, FE/AF, G35 T, 2x2 DA

[Part A(S S EEl £A)]

Sequence

Subjects(n)

Period I

Washout

Period II

1RT)

20

R

2(TR)

20

T

7days

T

R

-AIEOHT): KD4004 11 22
-HESHR: HFLALH 10/1000 W2|1Y 13 B

[Part B(4F EA)]

cesof

<o

Sequence

Subjects(n)

Period I

Washout

Period I

1(RT)

20

R

2(TR)

20

T

7days

T

R

AEAZE

~AIEOHT): KD4004 1%
GESHR): IF2ARE 10/1000 Y218 18 A% BH50

4% geEo
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23}

[35] 0, 033, 067, 1, 1.5, 2, 25, 3, 35, 4, 45, 5, 6, 8, 10, 12, 24, 48h(Z} A|7]'E 183], % 363])
o= g E271 0, 033, 067, 1, 1.5, 2, 25, 3, 4, 6, 8, 10, 12, 24, 48h (Z+ A 711 153], Z 303))
*HEXER : 0,1, 2 3,35 4,45, 5, 6, 8 10, 12, 24, 48h(Z+ A7 143], % 283])

[41%] MEZER 10,1, 2 3, 35,4, 45,5, 6, 8, 10, 12, 24, 48h(ZH A171'¥ 143], % 283])

BANY - 84 T dysg R, EXZERY &

3) N@Z}
[FEAF] A7 A 409 e, 327 945
(A8 A4 A 408 FHo, 379 4=

frad H7HFAA B9 AUCES Cmaxol Al A& A 55AH 4%

Cto3eIEZr AUC; (ng-hr/mL) Cmax (ng/mL)
ixor JI5HE 7 461.17 iz Jl5tE R 158.47
o T | MaET | 480.66+147.52 T |ah2mT| 166.88+53.28
== Aot J15tE 2 460.48 Aot o158 7 165.44
T AsER | 475.38+122.51 T |MsER| 170.83+42.85
% A2t
?§§<6<|ﬁ;5) 0.9624<8<1.0359 0.9489<8<1.1486
HE®Z=Z0DI AUC; (ng-hr/mL) Cmax (ng/mL)
s or JI5HE 7 7212.95 iz JlEtE R 1188.57
—— T | MaEE | 7435.50+1824.21 T |abzmA| 1235.03+319.71
swh Aaior J15tE 2 7180.91 Aot o158 7 1123.02
T | Al mR | 7453.69+2012.66 T |asER| 1183.72+378.92
% A2t
?§§<6<|ﬁ;5) 0.9045<8<1.0958 0.8342<8<1.0702
[AEAE]
HE®Z=Z0DI AUC; (ng-hr/mL) Cmax (ng/mL)
s or JI5HE 7 10906.80 Gz JlEtE R 1076.83
—— T AsEE | 11208.16+£2709.68 | | |A=TZA| 1105.70+276.09
STA Asor 5t R 10857.06 s 5t 2 1037.18
T A ER(11067.9842206.75 | | |AF=ER| 1054.86+206.34
90% &lz|22t
© 8<6<|1?25) 0.9529<8<1.0363 0.9294<5<0.9969

VWS : hxokst AH HHYU Aot YAL

[FEAE] 1189 AdoidAelA F 120 NP Fo Al 67 : blood triglycerides
increased 271, diarrhoea 271, headache 171, white blood cells urine positive 1
A, 2% Fo Al 57: protein urine present 371, blood triglycerides increased
17, urine ketone body present 17)

[AEAIE] 13959 AFNFAAA F 167 ANEYF T4 Al 117 : nausea 37, aspartate

aminotransferase increased 271, blood urine present 271, blood bilirubin

increased 171, blood chloride increased 17, blood cholesterol increased 171,
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FF  AMZH B8  (eGFR)0OI 60
mL/min/1.73m? DI2QI SHXHOIH O 9
CZ XSE ANHWM= el

2

0 <0l LHYAH0l 28 &k & =3
A HIOd H 2 (eGFR) Ol 45
mL/min/1.73m? Ol &t 60 mL/min/1.

73m? DIBH0ID SAHE BES ZEHAl
2l Oigt OH2 SAS stholkl %2 &X
= 0 %9 AHHE = HNEZ2QIH N
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A 2 1Y 1000 mge 2 S0 &t
=3 MU= (eGFR)0I 45
mL/min/1.73m? D|gte2 X5te AR
0l & EHE A SHLGIOO0F StCH Al
JIs2 3~6H20tCH EOLE 00F 8HC.
287
HEXE02 ME2 Sii tiE8dl, 1
s ADJIs0l 246 &I 2o
0] &2 AZ0l SIESE F2AGW A
S 00F St G222 X A
24 /82 oo stit.

7. 9l 2e| A B SOl B3 KB

o 3T gl

8. FUYFAHZERle| HDHE 3 Lol SlFESe| SHof e K=
AREE A
A E e EAH10/10002 2] 13 A7 2A4%7410/10008 8] 138
Az BEAN) ol sER )
13 = 14 =
FAE Tl E24L- 229 15.63mg e 22X 2290 &8 123 mg
o (282231024 10mg)/ (=gl S22 224 10mg)/
wEE 281949 1000mg WEZ 201949 1000mg
o r OEt
5}1‘]}? P ¢l /§
=4 - 0. '“Q;_/I[x‘u :\‘-/"]’ ( | =
(oot o = a0 S~ o
o] = ol S HO , HO * i 3
=u s HO™ T ©H P ¢ \| g O Ho” )
Z2) OH o N~ HO “OH H
H 2 OH
BER — CH -
z A $Hs | ;
(W E _N ~N N NH,
9 4 NH NH
:)
s AT e o] BEE B R wRble], o] BE3 el
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