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ojur el HERZe] §EAIY 21
Ela zZ7
EEA A Agilent 708-DS
A A 2HEHER)

22
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&= pH12
SEd 25 37.0°C
B % 500 mL
3] A S 50 rpm

it
o
oL | H1

1 -AEN: AR FFBEAGA 218 nm)- 0]
T AR A oA EY E™ = 55:45(v/v)
[213]
[214] [3£15]
HEX=rlo &A1 =4
Elass x4
EEA A Agilent 708-DS
AT A 1THEAA A
&= pH 6.8
G5 25 37.0°C
gE=d & 900 mL
A 100 rpm
A Y -AZE7] AR F 33 A5 9 218 nm)- ©]
A AT AGS N oA EY ER = 85:15(v/v)
[215] ol E=EgE23e 5 A U 3 16~189) = 1-33} o] LERR
=3
[216] #16]
FHA SRl E olURIHERY &5
Time (h) 0 5 10 15 30 45
o] 2 oF 0 79.9 91 92.8 94 94
H] nlo]] 1 0 57.3 64.6 67.4 72.8 76.9
H| nlef] 2 0 26 64 72.1 76.2 78.4
A Aol 1 0 77.7 87.7 89.9 92.7 93.8
2] o] 2 0 70 79.8 83.4 88.1 90.1
]l 3 0 62.3 80 84.2 87.8 89.4
2] o] 4 0 79.9 88.2 89.8 91 91.1
[217]
[218] [3£17]
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[219]
[220]

[221]

[222]
[223]
[224]

SAA HE e oYY 2 &5 F

PCT/KR2023/021876

Time (h) 0 5 10 15 30 45
) % oF 0 79.9 91 92.8 94 94
H| 3] 3 0 40.8 66.6 73.7 76.7 77.7
2] 1 0 77.7 87.7 89.9 92.7 93.8
Al 5 0 80 85.3 88 91.6 93.2
Al 6 0 74.8 86.5 88.1 90.2 91.2
[3£18]
A A Fiel e olUR = EREXY £E5F
Time (h) 0 5 10 15 30 45
) % oF 0 79.9 91 92.8 94 94
H] 3¢ 4 0 69.4 76.8 77.7 81 83.1
2] 1 0 77.7 87.7 89.9 92.7 93.8
Al 7 0 81.5 86.7 87.6 90.3 91.6
A 8 0 73.7 83.4 83.5 85 86.8
Al 9 0 88.1 88.3 89.4 90.5 91.7
Al 10 0 85.7 91.2 90.6 92.7 93.8
ot B el 231 Tmax 7k 1A Wi 9] o] Aol 7] wfitof] 9]l el A o] &
Zo| Aol gEol & AFS ulH Ao o AAT) upelA] pH 1.2 o] &5
Eol Fastrhar Wb a1 9laL, 1037 o] 80% o] o] &5 HFEEFE 0
85% ©17d% & E-S VERN A &= Hlald] 1~49] A 5= A A o] &F ¥
Aol npFA S| & Zl o2 ke

% 49} o] e,

Time (th) |0 (025{05| 1 (15| 2 | 3 |5 | 6 8 10 | 12 | 12
&Sk | 0(10.3/16.9|26.8|34.3]40.7(52.2|168.6(74.7| 84.5 | 90.8 | 95.0 | -
2Ale 1 | 0]8.8[15.0/24.6]|32.0(38.5[49.1|65.0{70.9| 79.8 | 86.5 | 89.7 |72.66
2 Alel 11 | 0| 8.2 (14.7(24.4(32.0(38.2(49.1|64.9|71.2| 80.8 | 86.5 | 90.5 |73.67
2 Alel 12 | 0| 8.3 {14.9(24.7|32.6|39.6|51.0(67.7|73.5| 84.0 | 90.7 | 93.9 |88.56
2 Alel 13 | 0| 8.0 [14.1{23.7|31.6|38.3]49.5(68.9(74.2| 84.1 | 89.4 | 91.4 |80.16




WO 2024/144313 PCT/KR2023/021876
AA e 14 | 0]6.5(10.8[18.7[26.5(31.7|41.6|58.4[65.0| 77.0 | 84.0 | 87.4 |54.34
Ao 15 | 0| 8.9 (15.7(26.0|34.3|41.4]53.0|69.4|76.1| 86.2 | 92.6 | 95.8 [91.13
2o 16 | 0| 8.0 |13.8]23.5(31.9(38.9|51.8(70.9/79.0| 88.4 | 92.8 | 96.0 |74.90
AA e 17 | 0| 8.5(14.2(23.4|31.0(37.7|48.5|65.3]72.9| 83.1 | 90.8 | 95.1 [78.29
[225] HEZER o 8558 BE 2 A o oA o kEF A A 8] 7] Fo A FA4 8=
) EE §EZE Aol A thzofat A3l oke] Ht §5F 2ol 7t 15%°] W o]
W, i) X5 &5 F SIS B uA| H o= sto] AR 91 2K((2)7} 50 o] o=
TS gkl
[226]
[227] A& o 5: AAF A1 E
[228]  AV] AAld 19 oFst A Eof tlste] FE-F =34 AIF(PK Al§) S 5303t
of tfxofao] =4 TS Hotsk v
[229]  SFAMRHRETH odE T s AHIEY AESA 5 AP wef oz
oFal Alglofol 21 Bek H x| 2F2] 90% 4 F kel A F S 25 1og 0.8 ~
log 1.25 o| W& S8t o Fmss A dol 58 A o= o)
[230] A 19 fe A =S AP GO R AAetar, oluR Y EET Y B A
o th-gAlofe] “lE2A 3} v EX 2ol vt A9l v 779 “FFFupx] ol A~
A 1000me” ] & 5ol 2 X770 & dto] ZF kR o] 5L B E 9
kG NS A3
[231] A A A A, 298 47] (A A, A1) aLAA[ ] o ' S ] QAL FoF
F A3k A Zhg A Aste] A A EH AT o] T 4 Y ol R I EEZ E
HEX 2N FEE ZA3lo] oFF a4 gebuE[(AUC % Cmax)E 2H&, H7t
skl ok
[232]
[233]  [¥20]
217 Fof

25

olur =y E2

PK parameters | GMR Ratio |CI_90%_Lower | C1_90%_Upper Results
Cmax 0.9909 90.28 108.76 T
AUC 1.0259 93.1373 113.00 E5

HEZ=1

PK parameters Ratio CI_90%_Lower | CI_90%_Upper Results
Cmax 0.9979 83.81 118.81 )
AUC 0.9576 81.41 112.64 T
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[234] [3£21]
25 Fo
SRS A=l ]
PK parameters Ratio CI_90%_Lower | CI_90%_Upper Results
Cmax 0.8759 0.82 0.93 &G
AUC 1.0347 0.98 1.09 &G
HEX=7]
PK parameters Ratio CI_90%_Lower | CI_90%_Upper Results
Cmax 1.0147 0.98 1.05 &G
AUC 1.0038 0.97 1.04 &G
2351 AE A, AA e 19 oFst 2 ES A H D A S RO A ok B EF

=
SERELE

TS YER = Ao S A,
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[5=1]
Enavoglifiozin
H 1.2, 500mi, Paddle, 50rpm
100 (p pm)
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[5=3]
Enavoglifiozin
100 (pH 1.2, 500ml, Paddle, 50rpm)
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