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g Al Al

FrHY
ATE 1

71 49l 2 ,6-HBEF RS -[3-(1-5 =B A -1 " &)-o] v]thx[1,2-b1[1,2,4] Eelob71-7-1 |u] 3 -2}
2uUEde) 294 YA

NC

A784d dFA= £ 19 71" ey E ol &5t SAEHE 49, 5.4° £0.2 ° 20, 10.8° £0.2 ° 20,
12.3° £0.2 ° 20, 12.6° +0.2 ° 26, 13.5° £0.2 ° 20, 14.8° £0.2 ° 20, 15.9° +0.2 ° 26, 16.3° +
0.2 ° 20, 16.4° £0.2 © 20, 17.3° 0.2 ° 20, 17.8° *£0.2 ° 26, 19.3° +0.2 ° 20, 20.4° +£0.2 ° 2
O, 21.5° £0.2 © 20, 21.7° +0.2 ° 206, 22.7° £0.2 ° 20, 23.4° 0.2 ° 20, 24.4° *£0.2 ° 20, 24.7
T 40.2 720, 25.0° £0.2 ° 20, 26.1° £0.2 © 20, 26.6° £0.2 ° 20, 27.0° £0.2 © 20, 27.2° +0.2
° 20, 27.5° £0.2 ° 20, 28.4° +0.2 ° 20, 28.7° £0.2 ° 20, 29.0° £0.2 ° 20, 29.6° +£0.2 ° 20,
30.2° £0.2 ° 26 % 32.3° £0.2 ° 2004 AEEE A= 20)ddAM Hox 371 EAZC vaE X33
= X4 g 34 gus 5HoE e 484 oA

A7 2

A18ke] qojAM, 5.4° +£0.2 ° 20, 10.8° +0.2 ° 20, 12.3° +0.2 ° 20, 12.6° +0.2 ° 206, 13.5 +0.2
° 20, 14.8° £0.2 ° 20, 15.9° 0.2 ° 26, 16.3° £0.2 ° 20, 16.4° +0.2 ° 20, 17.3° £0.2 ° 20,
17.8° £0.2 ° 20, 19.3° £0.2 ° 206, 20.4° £0.2 ° 20, 21.5° £0.2 ° 20, 21.7° +0.2 ° 20, 22.7° +
0.2 ° 20, 23.4° +0.2 ° 20, 24.4° +0.2 ° 26, 24.77 +0.2 ° 26, 25.0° 0.2 ° 206, 26.1° +0.2 ° 2
0, 26.6° £0.2 ° 20, 27.0° 0.2 ° 20, 27.2° £0.2 ° 20, 27.5° +0.2 ° 26, 28.4° £0.2 ° 20, 28.7
° £0.2 ° 26, 29.0° 0.2 ° 206, 29.6° £0.2 ° 20, 30.2° £0.2 ° 206 % 32.3° 0.2 ° 2004 Hey
(C 20)dA Hom 6719 52 925 EE XA B2 - gEs F1E0 EHo= s E

A1ge] gojAl, 5.4° £0.2 ° 20, 10.8° +0.2 ° 206, 12.3° +0.2 ° 26, 12.6° +£0.2 ° 20, 13.5° +0.2
° 20, 14.8° £0.2 ° 20, 15.9° 0.2 ° 20, 16.3° 0.2 ° 20, 16.4° £0.2 ° 206, 17.3° £0.2 ° 20,
17.8° £0.2 ° 20, 19.3° £0.2 ° 20, 20.4° £0.2 ° 20, 21.5° +£0.2 ° 206, 21.7° £0.2 ° 20, 22.7° =%
0.2 ° 20, 23.4° +0.2 © 20, 24.4° £0.2 ° 20, 24.77 £0.2 ° 26, 25.0° 0.2 ° 206, 26.1° £0.2 ° 2
O, 26.6° £0.2 ° 20, 27.0° 0.2 ° 26, 27.2° 0.2 ° 26, 27.5° +0.2 ° 26, 28.4° +£0.2 ° 26, 28.7
° 40.2 ° 26, 29.0° 0.2 ° 26, 29.6° £0.2 ° 20, 30.2° 0.2 ° 26 % 32.3° 0.2 ° 2094 Ay
= A= 20)00A4 A= 9o EAA 9Aas EFste X-4 22 34 dH S FUPAQ SR = 4
A4 034,

AT 4

A1l 2dolA, 5.4° £0.2 ° 20, 10.8° £0.2 ° 26, 12.3° +0.2 ° 26, 12.6° +0.2 ° 20, 13.5° +0.2
° 20, 14.8° £0.2 ° 20, 15.9° 0.2 ° 26, 16.3° £0.2 ° 20, 16.4° +0.2 ° 20, 17.3° £0.2 ° 20,

17.8° £0.2 ° 26, 19.3° £0.2 ° 26, 20.4° £0.2 ° 26, 21.5° +£0.2 ° 26, 21.7° £0.2 ° 206, 22.7" %
0.2 ° 26, 23.4° £0.2 ° 20, 24.4° £0.2 ° 206, 24.7° £0.2 ° 26, 25.0° £0.2 ° 206, 26.1° £0.2 ° 2
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©, 26.6° £0.2 ° 20, 27.0° £0.2 ° 206, 27.2° £0.2 " 206, 27.5° +£0.2 ° 26, 28.4° £0.2 ° 20, 28.7

2720, 29.00 £0.2 ° 26, 29.6° £0.2 " 26, 30.2° £0.2 ° 26 B 32.3° £0.2 ° 20°]A A=
B AR 20)004 Hojw 12709 544 A Eehs -4 B2 34 A€ FH9 590w e
ARA a4 .

A18ke] qojAM, 5.4 +£0.2 ° 20, 10.8° +0.2 ° 20, 12.3° +0.2 ° 20, 12.6° £0.2 ° 20, 13.5 +0.2
" 20, 14.8° +0.2 ° 20, 15.9° +0.2 ° 26, 16.3° +0.2 © 20, 16.4° +0.2 ° 20, 17.3° +0.2 ° 20,
17.8° £0.2 ° 20, 19.3° £0.2 ° 20, 20.4° £0.2 ° 20, 21.5° £0.2 ° 20, 21.7° +0.2 ° 20, 22.7° +
0.2 ° 20, 23.4° £0.2 ° 20, 24.4° 0.2 ° 20, 24.7° +0.2 ° 26, 25.0° £0.2 ° 26, 26.1° £0.2 ° 2
0, 26.6° £0.2 ° 20, 27.0° 0.2 ° 20, 27.2° £0.2 ° 20, 27.5° +0.2 ° 20, 28.4° £0.2 ° 20, 28.7
°40.2 ° 26, 29.0° 0.2 ° 206, 29.6° £0.2 ° 20, 30.2° £0.2 ° 206 % 32.3° 0.2 ° 2004 Hey
= 4% 20)94 Hom 15719 EAZHQ Has Egete XA 22 Id dEe FHEQd 5EHoE =
AXRA vgFgA.

AT 6

A18kel] glolA, 5.4° +£0.2 ° 26, 10.8° +0.2 ° 20, 12.3° +0.2 © 20, 12.6° *£0.2 ° 26, 13.5° +0.2
° 20, 14.8° +£0.2 ° 20, 15.9° +£0.2 ° 26, 16.3° £0.2 ° 20, 16.4° +0.2 ° 20, 17.3° +£0.2 ° 20,
17.8° £0.2 ° 20, 19.3° +0.2 ° 26, 20.4° £0.2 ° 20, 21.5° £0.2 ° 20, 21.7° +0.2 ° 206, 22.7° +
0.2 ° 20, 23.4° £0.2 ° 20, 24.4° 0.2 ° 20, 24.7° £0.2 ° 20, 25.0° £0.2 ° 20, 26.1° £0.2 ° 2
O, 26.6° £0.2 ° 20, 27.0° 0.2 © 206, 27.2° *£0.2 ° 20, 27.5° 0.2 ° 206, 28.4° *£0.2 ° 20, 28.7
T 40.2 720, 29.0° £0.2 ° 20, 29.6° £0.2 206, 30.2° £0.2 ° 20 % 32.3° £0.2 " 2094 A€y
= 4% 20)94 Aolx 18718 SA4AQ AaE xdete -4 22 34 JHE FUHEQ 5EHoE =
A8d oA

AT 7

A 18l loIA], 5.4° £0.2 ° 206, 10.8° +£0.2 ° 20, 12.3° £0.2 ° 20, 12.6° £0.2 ° 26, 13.5° +0.2
° 20, 14.8° £0.2 ° 20, 15.9° +£0.2 ° 26, 16.3° *£0.2 ° 20, 16.4° +0.2 ° 20, 17.3° £0.2 ° 20,
17.8° +£0.2 ° 26, 19.3° £0.2 ° 20, 20.4° £0.2 ° 20, 21.5° £0.2 ° 20, 21.7° +0.2 ° 20, 22.7° +
0.2 ° 20, 23.4° £0.2 ° 20, 24.4° £0.2 ° 20, 24.7° £0.2 ° 26, 25.0° 0.2 ° 20, 26.1° £0.2 ° 2
0, 26.6° £0.2 ° 20, 27.0° +£0.2 ° 20, 27.2° £0.2 ° 20, 27.5° +0.2 ° 26, 28.4° £0.2 ° 20, 28.7
° £0.2 ° 20, 29.0° £0.2 ° 20, 29.6° £0.2 ° 206, 30.2° £0.2 ° 20 % 32.3° £0.2 ° 204 A€y
= 4% 20)94 H3E xdekE XA 22 A dEe F1EQd Aoz s A2AA v,

AT 8

A1ge] QojA], 5.4° £0.2 ° 20, 10.8° +0.2 ° 206, 12.3° +0.2 ° 26, 12.6° +£0.2 ° 26, 13.5° #0.2
© 20, 14.8° +£0.2 © 20, 16.3° 0.2 ° 26, 17.3° *£0.2 © 20, 19.3° +0.2 ° 20, 20.4° +£0.2 ° 20,
21.7° £0.2 ° 20, 22.7° £0.2 ° 20, 23.4° +£0.2 ° 26, 24.4° £0.2 ° 20, 25.0° £0.2 ° 20, 27.2° %
0.2 ° 26, 29.6° £0.2 ° 20 % 32.3° £0.2 ° 2094 ABEE 4= 20)oA FIE LIt XA B2
31d HES FUHH EAoR st AFH oA

A7 9
A1kl JolA, & 120] YEbd vlel 2o X-H B 34" fyS 212 Edow stE A44 A,
A3 10

ALgel oA, 20Tl FD WAE EFehs A FA AFSHD0) ARIBE FA4H9 SHo she
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A3 23
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% el A, W Z40
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S, °F 6.4, 7.5, 10.2, 12.7, 13.3,
14.5, 16.0, 17.1, 17.4, 17.9, 18.5, 19.1, 19.7, 20.3, 20.9, 21.5, 22.6, 23.7, 26.2, 26.7, 26.9, 27.5,
28.4, 30.2, ¥ 32.1 £ 0.2%(° ), 2-AERE FAYE FOoERE Aud FHolx 3719 e EAFA A ¢
A2 B8 XRPD HE; (d) & 19 A9 eSS o] fate] A5
17.1, 17.4, 18.5, 19.1, 19.7, 26.7, 30.2, % 32.1 + 0.2%, 2-AE=2 =
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Wovle} AAX oz FUS XRPD HH S ATt 2R AAFE A, AHF A B FAAHLS F 1o 74"
e E o] g3t SAHE AL ¢k 6.4, 7.5, 10.2, 12.7, 13.3, 14.5, 16.0, 17.1, 17.4, 17.9, 18.5,

19.1, 19.7, 20.3, 20.9, 21.5, 22.6, 23.7, 26.2, 26.7, 26.9, 27.5, 28.4, 30.2, 2 32.1 + 0.2%, 2-AE}
2 TAEe o 2RE Aduyd Holx 379 o] 5AAR A AAE Efshe XRPD HH S AlFsrt. 2
AN e, AHE d e FAFLE F 19 ZAE FeuEE o]&sle] SAHEE= A, o 6.4, 7.5,
10.2, 12.7, 13.3, 14.5, 16.0, 17.1, 17.4, 17.9, 18.5, 19.1, 19.7, 20.3, 20.9, 21.5, 22.6, 23.7, 26.2,
26.7, 26.9, 27.5, 28.4, 30.2, 2 32.1 £ 0.2%, 2-MEE FAEE ForRE MU Holw 6749 #H
EA4A 93 925 BAsks XRPD AES Al BE AAGHNA, A4 o B AR i 14 7]
AE g EE o] gste] SAHHE A4S, ¢ 6.4, 7.5, 12.7, 13.3, 17.1, 17.4, 18.5, 19.1, 19.7, 26.7,

30.2, % 32.1 £ 0.2%, 2-¥EE FANE FoRRE HAUd ok 3709 e EAZ A YAE
S XRPD RS AlFdvh. 2 AAFEA, 284 94 B $AAL = 20 ek vket *‘?“X*Oi %
Ag DSC MEIHS Adct. B AAGHolA, AA4A o e FA-LS oF 206TelA F¢E FJas e
DSC MRS Agdtct, 2 AAjgeel A, 2FA o T FEAL oF 40T Fom 119 5ot A3}
o 2g AAFHAA, 2Fd o Ee FEAS oF 25TdA Holm UiE ¢ A, "4
Ar kel A, AAA 9 EE FAAL 40T 2 75% RHAA FHolm 13U Fo A F Adxow A3
XRPD H® S Alegct. B8 AAGElA, A-E ¢ B EAES 40T 2 75% RHOIA Aok 259 Ft A
d F ddHor AT XRPD HHS AFect. Y AAGENA, A-E o B FAAe dolvt. 2E A
AFElol A, A 9w FAAHLS FAAT

g2 @A, B ZdoA ¥ 1o 7148 IEnEHE o8sle A= A9 oF 5.4, 10.8, 12.3, 12.6,
13.5, 14.8, 15.9, 16.3, 16.4, 17.3, 17.8, 19.3, 20.4, 21.5, 21.7, 22.7, 23.4, 24.4, 24.7, 25.0, 26.1,
26.6, 27.0, 27.2, 27.5, 28.4, 28.7, 29.0, 29.6, 30.2, ¥ 32.3 £+ 0.2%, 2-NEZ FAHE FoTHE A
By Hoji 3709 ghe]l EAAQ I XS HAstE X-A B2 A (XRPD) HE S ATdHE FE CY 2',6-
UZF902-5'-[3-(1-3| =2 A]-1-w|d o &)-olut}x[1,2-b][1,2,4] ERo}W-7-L [ H| D -2-7tER U EZ S A
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29.6, ¥ 32.2 £ 0.25%, 2-HEl2 FHHE ToERH dEE Aok 3709 e EAAR I3 AAE B
St XRPD SES YepdTE, 22 AAgEH A, 24E dPA= E 1204 e C2A A ¥ XRPD sE A
AR oz TAs XRPD IES AFsrt. 22 AANGE A, 284 A= oF 210CoAA 2 925 233}
= AR FAF FSH0S0) AEIRAS BAagth. 29 AA G, 24 A = 139 e vle}
AAHoz FA3 DSC AEIHE BF3ch, o2 dFAA, & 19 71A4E FZvEgE o]&35}] ﬂ*HL %]
o ¢k 7.4, 7.7, 10.0, 13.2, 17.2, 20.4, 2 29.9 £+ 0.2%, 2-AER FAHHE FoRRE Muyg

Nl kel 5A4FR A3 9XE Bishe XA 7

Bk 34 (XRPD) #ElS AFst= e B 2',6- 1%——%5& -
5'-[3-(1-3 =5A]-1-vEd&d)-o|ut}bx[1,2-b][1,2, 4] Ego}H-7-L [v]gd-2-7} 2R U EZ 9 AHA tFA
7F A EY. 2 AXGEA A, A-E gEAE © 11011 e v} AdHo R FUg XRPD HES A3

A &

C BB AN GO, ARE Al dleE

old d= #HA, T 19 7A"E FHeuE S o]gdle] ZAHE A4S, oF 7.0, 12.4, 12.6, 13.0, 14.1,
15.4, 15.7, 16.3, 17.5, 18.3, 19.0, 21.0, 22.3, 23.0, 2 24.9 +0.2%, 2-AE2 FAHE Fo245H A
2R X*Oic 37Mel kel EAFC ¥A AHE BAshs X-A 22 H(XRPD) HHS AFss, 2',6-UEFL
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A4, A4 ZHEeF e U4 JtE el 22 AASH A, WE e dos HAdForth. 2R A
A GEfel A, HdEsS 2384 8, AAd 3", =2l S350, Loly] 44l A (CEA), A 44l 114,
AL A FHOME), A2E 353, dAsA-7taE SF37(6S), vk S5, 1 A&EF, Al
A g 2, d3E FaeR e JA, oY ¥ &4, 2EAY Ak FEYs, FA S5, gaFA
SET, 7] S8 WS, folrle] oA olF i i, Ay W F AS5A FA47(spike and waves)E
FHkel 7Hd ) AE-FE Ty S3T, A ST F9E 50 4 HAS, A 7S Aok frof ),
A oPAT A1 W S, 9 BF EY=E Fukeh AAl HHF(GEFS), <3t 70 =, ot
719 o} olF FE E4, QEelY FFT(R7] frot 1A HEoELE dEd), e RE HHE 2 44
Wzl ZEjzolth, 22 AAGH A, HEH EE Fole Aol 2E AAGH A, AHF2 S(N2a 4
Hol, HF X S5, EBE o A 7sFelet ddH Aot

s ol A, 2 el
2" 6-UEFQ2-5'-[3-(1-3| =2 A-1-H o &)-olnt}x[1,2-b][1,2,4] Eg o} -7-L H| H d-2-7) 2R U EZ
7 4ol AAA 4 e 3AAS AxsHr] gk el JiAlE =, 7] HE odE ofAEHolE, HE I
g AE, 2-vdE FEe, gud AZAlol=, tHExFoln|E ) TuE o Ectn| = ol AE, &, HEZH=
2 23 olAE|o] E(IPAC), oMEVE™Y, ¥ HE22de F 1% o4& X33}

H,

hya o
2-5'-[3-(1-3|=FA-1-w g g )-olu|t}x[1,2-b][1,2,4] E]o}zl-7-L v #d
Xz AR g sl dAE xdeta, ow) AHA 9 e FEAL % 1o 7" I
HEHE ol&dle] EAHE A9, ok 6.4, 7.5, 10.2, 12.7, 13.3, 14.5, 16.0, 17.1, 17.4, 17.9, 18.5, 19.1,
19.7, 20.3, 20.9, 21.5, 22.6, 23.7, 26.2, 26.7, 26.9, 27.5, 28.4, 30.2, 2 32.1 + 0.2%, 2-Ag= T
AEE voRRE Aeg Hox 3709 e 5AAQ I3 HAE BieE X-A B 3AGRPD) HEHS A
sEth, 2y AXGEA, AAE o e FEAL F 19 7149 g EHE o]gdle] SAYE Ag, 9
6.4, 7.5, 12.7, 13.3, 17.1, 17.4, 18.5, 19.1, 19.7, 26.7, 30.2, ¥ 32.1 + 0.2%, 2-HEl& FAHE &
ZHE Adud Hojm 3719 zhe 54 934 YXE BHHEE XRPD HEHS ATt 2E A e A
2444 9 e FEAAL 1 1o 7AE FdetaEE o83l SAFE A, = 199 YERd Bl dAH o=
s

)

1-& TPA023B EAF|o]E FHE)

A
5 2a-2c¥ TPA023B ZA#Ho|E FHE Ao tldt DSC/TGA AR (E 2a); TPA023B EZ~HolE FHE) A¢) NMR 2~
HEZ (& 2b); ¥ TPAO23B X2FolE e Aol ik F714<Ql DSC/TGA M XTI (&= 2¢)& YERATEH,

% 32 TPA023B EAFo]E FE Boll dfg XRPD A& YERATE.

%= 45= TPA023B 2o E ol Bell thgk DSC/TGA MRS Yebdtt.

% 5% TPA023B #2 9471 Fef Coll ik XRPD welS ebdict.

%= 6 TPA023B fre] 9471 &ef Coll ik DSC/TGA MR 1H-& LheERWTE.

T 78 TPA023B EAFHOlE HE AS ¥36}= TPA023B ¥E2#|0]E E3-Ed] tjgk XRPD &S vhebvic.

T 82 TPA023B ¥~Flo]E &El AS ¥3el= TPA023B Exdo]E EFE] )i DSC/TGA MR 1S
LFERTE.

% 9% TPA023B fr] 971 e Aol it XRPD wHS Yepdt),

T 10a 2 10bE TPA023B 2] €17] el Aol Whdk DSC/TGA AR 1M (% 10a); % TPA023B 2 <17] &8 AY
NMR 2~ E# (% 10b)S thebdITE.



[0014]

[0015]

ZIHSd 10-2025-0057112

% 112 TPA023B 2 371 e Bell digh XRPD &S vhERTE.

% 12% TPA023B 2 371 el Coll gk XRPD #i©l-S vhERTE.

% 132 TPA023B ] 7] el €9 DSC AR 1A eRdT.

T 4% 8 971 e AR 28k TPA023B 2l 917] E3HEe digh XRPD HES vhERTE,
% 15% TPA023B F&2gtol= &l Ao g XRPD s|&l-S ebT).

% 16+ TPA023B =2 etol= &l Ao g DSC/TGA MR 13-S EpdT).

T 17a 2 17bE TPA023B EA#olE e Ao t]d XRPD HE (X 17a); 2 TPA023B EX#olE FE] A9 NMR
~ANEH(E 17b)S e,

18- TPA023B EA# o E &

H

Aell th&k DSC/TGA M R3S Yeblt,
Aol tH&k XRPD &S EbdiT,

T 202 TPA023B HCl & 2=12]d 9] XRPD 3jE1S vEldliT).

% 19 TPA023B ZATF|olE &

T 212 TPA023B AFlolE ~=2]de] XRPD &S bt

L= 22% TPA023B 14t & =739 XRPD sH®l& yEpdiTh.

T 23 TPA023B B olE ~3 e XRPD ES e,
5 24% TPA023B wl€Hd &4 ¢ 2399l XRPD H®E& YreERdT.

T 255 olAE AlAEl Zo| A TPA023B HCI ¢ TGA 2 DSC A= Jehlth(TPA023B G2 7] e ¢ 2
TPA023B E&2zto]= 38l AS F3hst= E35E ),

I 262 ACN Al2=®l ZFoll A TPA023B <14k A€ TGA 2 DSC A¥E YelNTH(TPA023B EAHo|E e A).

H

27 & (1) FollA TPA023B &e2lele] XRPD Z =5t Quj#o]E Yehdith.
= 288 &ui(ID) FellA TPA023B &e2fele] XRPD Z =3t Qw#olE YepdTh.

To29¢ EdEEE ol&ste v A z=AEdel ofsf F5E TPA23B EAFo]E aAS] XRPD HEE&

% 302 7hE-EA e ol gste thEAl 2aEdel ofs #5¥ TPA023B E2Ho]E Ao XRPD HE-& e}

T 318 TPA023B E~#|o]E €l Dol thdk DSC/TGA AR 13-S vrepbdict,

o

B 32v WS ol&she vEA Al 9

eri
% 338 7o) o9 TPA023B thE A ~Tede] %7149 XRPD AE S vhebd
O~

1 5% TPA023B ¥2FolE A9 XRPD HES

o

=1

ich

T 34E Jtgd-viAHe 9)E) IPA oA TPA023B t}3 A Jo] 712 ¢l DSC/TGA MR 1HE ebiT,

Wy A7 Hek A g

A A

= E90lA dE Beli=, e B AAllgE, B dud AT AAClEE, e A, idE A=
b, B dedshe MdE AdsE xFske o2 54 Easke Ard el 471 u@gA, ofstd 4
2o udA, 2oty edA B eEA uPdAE Z1AES. TPA3BS] 9, e A, tEAl, o vIdA,
A A= 2 9o ZIAHEAL, ol THEes oldld B Aol A&sk] H& f&sitt. Fal V1w
oo el 7leAs 28e shgtEo]l a2/ a3 GABAA A dE2HE A o8 Amd & e ow
Haug §jele] AofiEnt ofuh WIAEAR] GABAA Y LdRAEE 2EAE ol&ste] Asd e el
Aol S5 AT = e AoR o Aou. oue TT, =, HAT, 2A¥H, 2¥YT,
Hws, A o, d3s e, 289, &5, AT o5 s, ol AFHE AL oy,



[0016]
[0017]

[0018]

[0019]

[0020]
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FEATo]E

FEATO]E FHH A

shu o]akel  AA|FEjolA, B JIAWHES 2" 6-UEFLE-5'-[3-(1-3| =EA]-1-H g & )-o] vt} E[1,2-
bl[1,2, 4]Eg]olx-7-d M|Hd-2-7l 2R U EHT} At A T Fd49 Ayfstar, A3 dAE LN
o}, skt olAke] A SEllAN, dAAEE 2", 6-TEZFLE-5'-[3-(1-3] =FA-1-v "o ' )-o|u|t}b [ 1,2-
bl1[1,2,4]Edo}x-7-d v g d-2-7)ER U EZH L A Ao 2304 =A% nle} o] 2,199 pKaE Hesh)

2k 2,169 pkag HArsle AoRZ HaHEth. pkazt A {%Oﬂ, 2" 6-1EFZ-5'-[3-(1- o]ti/\]—
I-rEeld)-ojv vk [1,2-b][1,2, 4] Eg|o}XI-7-A R # d-2-7t 2 B Y E- o] QI4ka} g7 ‘i}xé?& 24 g AE
FAYE 7 vk A ddsA X Lol sy o] AAFEA, of A4 FEl= doltt. s ol
of AAFHel A, o] 244 Hel= gAAIT. o A vIA = "EAE HIA FH A(F, E2I0)E

Py HE AFED, & 14 7|AE g EE o]&dt FAEHE A4S, oF 6.4, 7.5, 12.7, 13.3, 17.1,
17.4, 18.5, 19.1, 19.7, 26.7, 30.2, % 32.1 * 0.2%, 2-NEg& FAHE TOo=RE HMud Holx 37,
Aol 67, Holx 971, Folw 127], e RE Zke] EAZC 7 9 1—%— BHee X-A 22 3 H (XRPD)
RS yepdth, sk o] o] AAGEe A, 22FolE tAl JE Ax = 1o] vERd XRPD sE 3 AH Ao
2 FYe XRPD sHE S vERHTE. S o] AAGEA, 22 F0lE UEA FE A= = 199 YERA XRPD
Hel7 ddA oz FAg XRPD HH-S vEhdrt. B2 HAAGH A, EAHE UFEA FH A= X 1 7]A
 gdgrEHE o]&sle] SHEE A9, oF 6.4, 7.5, 10.2, 12.7, 13.3, 14.5, 16.0, 17.1, 17.4, 17.9,
18.5, 19.1, 19.7, 20.3, 20.9, 21.5, 22.6, 23.7, 26.2, 26.7, 26.9, 27.5, 28.4, 30.2, % 32.1 + 0.2%,
2-AEtR FAEE o2 HEH **%‘EJ Hol& 37, A= 671, Aolm 97, Hol® 127], Holk 157,
RE e EAZC va S BHEE XRPD HES AlFdt. 22 AASEA, T2 1 1E 3 A ?ﬂEH
AE ¢F 6.4 £ 0.2%, 2-AEl) 1 AE EAAQ A5 EAskE XRPD 'S yERATE. 2R AASE A,
ZxHolE taA e AE °F 7.5 + 0.25%, 2-¥AEb ¢x® EAAHQ 9IS ®BHeE XRPD S ERd
CHE AAGECA, ZAH0E UEA FE A= 13.3 £ 0.2%, 2-AElel] X® S5AZ FJIE A
= XRPD #E1S YERAT. 28 AA A, AT OE A FE AE oF 17.4 £ 0.2%, 2-H el YXH
EAAQ 9aE EF3hs XRPD siES JERdY. B AAGEH A, EAAE tEA FE A= oF 18.
0.2%, 2-Hgboll X" EAFAA 9AE B8k XRPD sfHS vepbdTE. BF2 AASEf A, ﬁ*ﬂ 1
A Fe) A= 9 19.1 £ 0.2%, 2-#E)] A% EAZS 935 B3t XRPD HES vebdTh.

m> m

mrggzﬂm
l>£\rﬂlo§;09&|+r

glol A, ZAdolE gaEA Fe A= ¢ 26.7 + 0.2%, 2-AlEll] 9HE EAZ a3 ioo}: XRPD ©
S yehdith, 99 Ax e, EadolE TEA FEl AR oF 30.2 + 0.2%, 2-R|Eke]l X H 54
A5 BArshs XRPD d€S yebdnh. sk o] o] AAIFH A, £adolE tPA FH Ax = 30014

dol= el Az mAR XRPD AEl} AAA oz FAF XRPD AW e,

¥ 1
XRPD I E

B li= HAZ

XA o Cu: K21} (3=1.541794)

X-H BB 4 AU 40V A F:40mA

sl 3 LHA] 40°

MBI an 15 rpm

FAbEE 1092
P AA oA, E2FolE tEA Fe Av A Fuojrh. B HAASH A, EaHolE A
Av et 22 9 A FEolA AGE £ k. oE B9, E22H0lE gFEA Fd A= ¢F -20C, ¢F -10

2L :
T, °%F0C, °F5C, oF 15, °F 25, °F 40T, °F 60C, B ¢F 80CelA A + vk, & dE &
1E el A= 10% RH, 20% RH, 30% RH, 40% RH, 50% RH, 60% RH, 75% RH, 90% RH, =+ 95% RH
oA Agd F drh. BE HAAFHA A, T olE A FE A= ¢F 25THA Aok 7Y, A= 14Y,
Aok 21, A= Y, Hox 27/MY, Aok /g, Holk 6/1€, Holx: oY, A= 12/¥Y, e
Holw 24719 F2t kst B AAFH A, EAaHOlE T A FE A oF 256TA Holx 3671€, A

_10_



[0021]

[0022]

[0023]

SIHS31 10-2025-0057112

ot 48719, T Aol 60/1€E F<t HAEit. 2 AAGEH A, EaFolE thEA] FE A= oF 40TeA
Aolm= 3Y, Ao® 79, AHoE 1Y, AHox 21Y, HodE Y, A= 2M¥g, Holx Y, Holx
671€E, Ao o/, A= 127149, = Hoj 2470 Ft gsith. 92 AAGEH A, 2 o]E Ty
A P A= °F 60TCollA Holm 3¢, Hol= 7Y, Hol® 149, ok 219, AHox 1Y, Hol= 2714, A
o= 3/Y, HAojx 67y, Holx 127H , v Hojk 24719 §3F A ‘;ﬂ‘;ﬂ AA el A, ke
~HolE oA FEl Av 3 A 7Y dvle] 27 ZAFoE 4 %}:94 F 80%, 85%, 90%, 91%, 92%,
93%, 94%, 95%, 96%, 97%, 98%, 9% w/w HE I Z2¥Z HFIcr. 2E 1°0EH o, k3 EAFHOE v
HA B A A AR 717k D)ol oF 20%, 15%, 10%, 5%, 2%, 1% w/w EE 1 W] = BE&E rE &
A EZ(related substance) & RS, DY HAA|GHoA, EAHolE YA e A= <F 40C 2 75% RHo
A AH® 157Y B AY F AFdHoR FUS XRPD HES xﬂ%t‘&ﬂr. Al AAFH oA, 2T E 1
A Fe A= F 40T Z 75% RHAA Hojm 25 S A & AAHoz FU3 XRPD AES AF3c}.

—

juzlsc]
AR Sl A, E2HoE TFA FH A= oF 40T 2 75% RHIA Aol 1149 &<t A & Ahd4o=w Y
g XRPD WS Algact. 2 AAGEN A, EAHE A FE] Ax oF 40T 2 75% RHoA] Hol= 37H
4 B AY F ddHom AU XRPD HHS AT, EE AAGHAA, LadolE T A FH A=
40T % 75% RHolA Hom 671€ & A & AdHoz $ds XRPD AEHS Azt 29 A 1°kﬂ1°ﬂ*1
EFolE Tﬂrﬁﬂzﬂ Fe) Ax F 40T 2 75% RHA Holm 97l <t A% & AFH oz FA3 XRPD HHS
AFrt. 2R AA S, TxHoE A ) A= oF 40T % 75% RHOA Aol= 127149 &<t A% &
AAARoR £A3 XRPD S AF3c}h

Shup olabel AAEo A, Easo]E ThAl FE) At o 1997 WA °F 200Te] &8 WIE BT s
ool ANFHolA, EosolE HaA Fel At o 205TAN FI WAE EFEE AR FAF ARSA

A\__ [e)
FHlA, EAFOE A FH A= oF 206 TN &
& S5 AAFEH A, 220lE UFA FEl A= 203Ce] JHA] 2=
ke & 59 9aE Eeeks DSC ARIHS Aleditt. 9 AAGHAA, 2AHE G FH
<= YAE k= DSC ARIHS Agdrt. HE AAFE A,
£ Hfds v F49 I35 Tk DSC ARIHES AlEdit.
631;]] A= T Zaoﬂ LJrE}\%]_ DSC 1_,_:,_3111} N;dz% o7 5021
: olE vgAl dH A= = 2col WERd DSC AR} A%
o7 FUS DSC MRS Yepd), sk 01*0@ AN G AN, EAFOE TPA] FH A= = 2690 UrEM
2 TdF DSC ARIHES yEhdt, o] 32 10T/29] 7t H== DSCE o] &3}
d , A0 E DP?%X%] FH As HF dtollA HEds vehdth, x2dolE T A
FH A= Al 59 WS 01%3}04 d444 = . s o

il
o=
> rr do

> %
e
w2
(@]

_1>~I

p

o

S| o] AAFEA A, EaFE A FE AE
xeele o8 2 E] A", s o] AAGH A, B AAINES Z2FH XTI 0lE gy A FE A

o] &% 5 2t
Shuf o] o] AAjFEA, E EU ZAlE EAHE @A e Av E S 71AE vkel 22 HPLCO
s FAHE ule}l go] Holm 50%, HoJX 60%, Aol 70%, HAXZ 75%, HoJ= 80%, Ho%: 85%, Aol
90%, X 91%, Hol% 926, HoJ%E 93%, Ho|E 94%, Hol% 95%, Ho]E 96%, Hol% 97%, HoJE 98%, 2
5 99%, Hojx 99.5%, H& Holk 99.9% =ttt HE HA|FEH A, 2 Z9d 7]AE EAFOlE tF
A Fe A ETES 23T 2R AAGH A, EAFHE oA FH A Fo BEEES B Eddd VA

¥ vkl 22 HPLCell ofs 5745 nkel #o] 0.1% °]sk, 0.5% sk, 1% °ls}, 2% ©la}, 3% |8k, 4% °|s}, 5%
olst, 6% olst, 7% olst, 8% °lsk, 9% ol&t, 10% °lat, 15% olsf, 20% ©lst, 25% ©]st, 30% °lst, 40% °ls},
T 50% o]stoltt.

o) % YA Holx 1 AR, Holx 2 Ak, Hol

j
A7k, Aol 8 A7, Aolw 9 AzE, Aol
=}

oft
=
=

Ir
)
[

°of g uolld 5 ARk olsk, 6 AR

—

(e}
>
a2y
2

ol
i

—
=T
>
L
2

ol
i

]
o, 7 Azk ol3h, 8 Azt olak, 9 Azt o]} , L 12 A7 o3, 13 Azt ols), 14
A oI}, 15 AE ols}, 20 Azk oleh, Ei 40 A7 olalel WA WIS wadTh, Y AN FelA, X
sslolE ThAl Qe A =Sl W A of 8 A 1A o 15 A7 WA wk)E maEd, wy A
AFeel A, EadolE dalA e Ax e=e] G el oF 10 A WA oF 13 AR AF WpE B
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[0024]

[0025]

[0026]

[0027]

[0028]

SIS 10-2025-0057112

FA FEl A= TPA023BO] frel 7] FElel Wla ¥ £ &HEE BT F vk o
AAl 150 Z1A1E wie} o] AA=E 4 vk, BE AA A, ET o]

H N (simulated gastric fluid, SGF) oA 2 7] Fe A9l &3
1.598, 29, 3w}, 4u), Suf, 6w}, 7w, W= Qv o ATk RE AAGElA, ExHo

Ao T AEH olF I (Fasted-state simulated intestinal fluid, FaSSIF) -goﬂ/K S2 97 dH A9
Lo wis] Ao 1.1uf, 1.58), 29, 38, 4u), 5uf, 6u), 78], = 8w o At €Y HAAIGEHOA, X

2HolE ggA e A9 fales 5 AE olF AN (Fed-state simulated intestinal fluid, FeSSIF) %
oAl Al 8l A7) FEl A &= Hs] Aok 1.1d, 1.58), 24, 3u), 48, 58], 6u], 7d), H= 80 ¢ A
o

el AA G A, 2 Edel 2", 6-HEF 25 - [3-(1-8 ==
“-Adld -2t R Y E-D S Q4] o E= 3AAe] A4A =&
44 A e "TaE gl HH B FxdolE dE B2 AAHar, & 1o 7]AE et
HEE o] &3ste FAE= 49, F 6.3, 7.0, 8.0, 9.4, 10.9, 12.7, 13.2, 14.0, 14.7, 16.1, 17.3, 19.4,
19.7, 22.1, 24.1, 24.3, 26.6, 27.0, 2 28.2 £ 0.2%, 2-HEl2 FAHE Fo2RH Agd Hojx 37,
Aol 671, Hox 971, Holk= 127], Holx 157], = EE e 5449 93 9XE Hf3ks XRPD Hd
S YEpdth. TPA023B EHo]E thg ] W&l Bi= TPA023B E2~Ho|E e AS X3 = rf. &3, ¥y
olE t¥A sid B Xdo]E Y & EFT  Qdvk. skt o] o] AAGEH A, EaolE B o
Bl BE &= 39 uERd XRPD diEld HAA o FAg XRPD HES YERHTE. Sk oo AAYE A, X2
HAolE vA el B oF 80T WA oF 2056Ce] &8/ 2/ 28zt WS Bidtt. sht ool AAF
glol A, LavolE tdA #iw B oF 193 2 203TelA FE waE 2§38 DSC wn:ew vebdg, 3
ool Aol A, EadolE 1A W'l B = 4ac]l YEld DSC MR AAHom FUd DSC

A1 e e)-olmtiz[1,2-b][1,2,4] =2 o}
4 g8 e £3% A€, o

ARIHS ek, sht olge] AAgHeA, EadolE ByAl HE B WA 69 PHE ot F
48 5 Aok s olel AAFHelA, EadolE YAl HE BE EFshe o 2YRo| AL,

o 2',6-HEFLRE-5"-[3-(1-3| =FA-1-w el g )-ol vt} x[1,2-b][1,2,4] E] o}
3} 21ike] 4 = %75%94 44 ggAE 28k 2 EFE] 7AHG.
X A F, E&ME e D)2 AA=a, x 19 7A" ¥
5.3, 6.3, 7.4, 10.8, 12.2, 12.6, 13.1, 13.3, 14.6, 15.8, 16.0,
16.9, 17.1, 18.9, 19.0, 19.4, 20.1, 22.5, 23.1, 24.3, 24.9, 26.0, 26.5, 27.2, 29.5 2 30.0 = 0.2%,
2-REt R AN E o RRE AYE Holk 3, AHox 67], Hol® 97, Holm 1270, AHol= 1571, HEE
RE e 54AQ 93 HAE EAske XRPD HElS yERdTh. TPA023B EAHo|E Al sj’l D& TPA023B

AL
=)
Ay}
i
o,
ofo
ol
ol
)
||
o
1,
rlr
onl
o
2

EavolE g AZ X 4= vk, w3, TPA023B E2d|olE thgA] ¥l D TPA023B &l %71 FE (=
EFSE Q. s oo A FEIONA, ﬁé\“ME A 9" D= = 300 upERdl wiel o] EAdolE
Je D= #A% XRPD W A ow FAT XRPD WS yEbdth. dhut ol o] AAFElelA, EdolE
& | D <F 190 WA <F 210C <] ﬁv/ g/ 28st WeE BRIy, shu oo AAldEdlA,
EovolE g 'l D= oF 202ColA §E 935 Tehs DSC AR LS el g o ike] Ao
glol A, AsolE thgA w8l D & 310 UEhd DSC ARy} AdHor FAg DSC A RS tehd
o, Bk o] e AAFEellA, EaFolE YA el D= A 274 Z1AE WS ol &ste] ddE 3
o, sl ol el AAFHA, EadolE gy A Y DE ¥k oF 2 Eo] ZIEH.

st o]l é_W" Bfell A, 2',6-T & F 25" -[3-(1-3| =5 A -1-m & e & )-o|m|thx[1,2-b][1,2,4] E&J o7l -
T-d M d-2-7tE R U ED S Qe o e wdAe] A4d udAE £deke EFE] Z1AE. o] 24
2 g A %?&L%-& "EAHOE A Y E'2 AL, & 19 74" detvEE o]ste] FAH= 7
9, °F 6.4, 7.6, 13.0, 13.3, 15.5, 15.8, 17.0, 17.4, 19.1, 19.5, 20.3, 20.7, 26.8, % 30.1 + 0.2%,
2-AEt R A E = worRY AduE Aol 37, Holk 670, Aok 9/, Aol 127K, Ee RE ge] 54
29l ¥ X5 HA3Hs XRPD €S vpebdIt. TPA023B ZAwo]|E thg A 9¥l B TPA023B EAH|0]E 3
B A E¥ebe EEQ dow gzEn. sh ol e A G, EadolE BA Y B = 7ol o
Ehdl XRPD wE ¥} dEA o Sk XRPD HHE WERdTh. s ol el AAGE A, E2ado]E vgA b
ElEx= F 60C A of 959 &8/ &/ 2&rist WE BFdn. st o] dAGHdA, EAd0lE
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[0030]

[0031]

[0032]

[0033]
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U@ si® Ex= oF 191TCelA 52 da5 E3eh= DSC ARIHS Yepitk, sk o] el AAldeelA, =
2ol E v A] HEl B oF 199TCoM FE ¥A5 T3k DSC AEIHS ek, sk o]de] A gH
oA, EaHOE A e Ex = 8o yekdl DSC Anafy ddxow FUdg DSC MRS Yebil.
o] 32 10T/ 7hd £== DSCE ol gste] Ao}, shut o) o] AAIFHolA, EAd0E A )

% & ol&ste] dE o vk sk o] AAGHA, EAFCE vEgAl MY EE

é

S} olabel AAFHGIA, ER 20 60 EF 25 ~[3-(1-8| =5 A1 Pel &)-olul B2 [1,2-b1[1,2,4] £2)
ob-7- Hls -2 ThE w B p-EFAMENS] o) A4 BFA g, o 444 BFAE E
Aol B@A Fel A'(F, EAeClE o M2 ARHD, £ 19 A setlHE o gatel S4HE 3

%, ¢k 7.0, 12.4, 12.6, 13.0, 14.1, 15.4, 15.7, 16.3, 17.5, 18.3, 19.0, 21.0, 22.3, 23.0, 24.9 * 0.2
£, 2AYE THAL 2o2yE A8 Hol= P, Jol% 0, Fol% o, Hol 12, Hol= 157,
3

Lo

E e 5449 I3 YXE BN XRPD IES yERd). Sl o]ide] AAISE A, EAFHE ¢
g xﬂ ﬁéEH AE & 17a° veEld XRPD HEle AAH oz Hds XRPD #HeS Yepdtl, sk o] e A e el
A, BEAFCE A FE Ax oF 155C WA °F 175TC9] &8 WHAE HAFdrh. skt o]de] HAGEelA,
EAYE tgA el A= 170ColA §4 9aE5 EFshE DSC ARITIHES Vel sl o4 A e
oA, EACE tdgA e A &= 189 uYeld DSC MRy AdHom FAd DSC AEIWES
Yepdth, o] §32 10CT/%9 7 52 DSCE o] &3te] dojxivt. 9l AA e, EAeolE v A
FE) A AAd 99 WS o] &3t FE 4 vt skt ool AAGH A, EACE A FH AE
EgFeheE oFst A Eo] ZiAlETE. st o] e AAGE A, B AANES A EAYCE A FH A

e

i o)te] AAIFEOlA, T 2" 6-T]EF Q25 -[3-(1-3| =5 A -1-v "o ')~ m| T} [1,2-b][1,2,4] EF
obH-7-dnHd-2-7tE R EY ] AAA A7t FlE ATt 1 2744 gyAE " 971 agA G
A"E AARFHI, ® 1o 7|AE FEHHE ol &std A== 49, ¢F 5.5, 11.0, 12.0, 12.5, 14.7, 16.5,
17.1, 18.1, 18.4, 19.3, 20.6, 22.1, 23.5, 24.6, 25.3, 26.8, 27.7, 28.1, 29.3, 2 30.5 + 0.2%, 2-AE}
2 pAEE fozRE Ay Holx 37, Holm 67, o= 97, Hol® 127), Hol% 157, BE TE Zk
of EAAR H3Z HAE HAsk= XRPD 'S vepdth. sk o] AAJGElA, Rl 7] oA FE A
£ % 99 Yeld XRPD wj¥la AAH oz FAF XRPD WS vEbdth, sl o] o] AA el A, fE] A7)
OFA e Ax oF 195C WA ¢F 210C9 &8 WS B, sk o)t AASHAA, F8 971 v
A Fe Ax oF 206CANA FE 925 X838 DSC MEIZHE VeRdTE, s o] o] AAIgEeA, 8 A
A Fe A= = 10a0] UERA DSC MR} dEHom FAS DSC MRS YERATE, o] §HE
C d £E2 DSCE olg3te] dojxitt. 2 AALE A, 8 947 dPdA FE Avx HF st A
E2dS vepdth, 99 AAISEH A, f2 971 ddA 3
Bl Ax Al 109 WHE o]&3ste FAHE 5 2
E3}s dEol 71AETk. skt o/del AAFH A, & A

i

3 ol arel  AAJEjelA, B JRAYES 2" 6-UZFLR-5'-[3-(1-3|=FA-1-Hdd g)-omt}£[1,2-

b1[1,2,4]1Egjolx-7-dn¥d-2-7l2 R UEH ] AAHA dPAZE F7l2 Aadtt. o] 244 gdA= "

917] B3 A e B'"E AAHI, T 19 7A" g E o] &ste] SREYE AS-, ¢k 6.3, 7.4, 7.7, 10.0,
=1}

13.2, 15.6, 15.8, 16.7, 17.2, 19.1, 19.4, 20.0, 20.4, 26.0, 26.7, 27.9, 20.9 + 0. 2%, 2-AEt® 7
AE= woRRE AR Aol= 37, Aok 671, Aok 97, Aok 127], Hol& 157, ®= EE fle 5
AR v AE HAShs XRPD dES el shu o dke] A el 1, frel 97 98A FH Be =
11l vpebdl XRPD el Ad# o FAdgh XRPD & vEhith. sy o de] AAIFH A, fre] 97 v
Al P B oF 40T WA oF 15o°cﬂ & /e MelE BAdh. s ol e AAGHAA, f2l <47
A FHl B AAle] 119 WS olgste] gAdHn. s o] @/\1%31011*1 frel 971 tgA JH B
= ks ot 24wl VH%_E}. sht ool AAFHAA, £ AIAUELS s Eulshes ATt
shit ol ko] AAIFEelAM, 2 HANE2 A frel A7) A G B Xéxﬂ e Azt
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[0035]

[0036]

[0037]
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AR ¥ EH oA, E  EFHd 2 ,6-HEFLE-5'-[3-(1-3=FA-1-WE")-o]nt}2[1,2-

Egold-7-d vl d-2-7t 2 WU E™ 9] ofHd3] F7te] AAA tFA7E 7AEY. o] AFHE v A
= e 97 uEA ﬁﬂ% C"(F, &8 971 g8 O=2 XA, & 19 7" g E o] &5te] FAHE
= °F 5.4, 10.8, 12.3, 12.6, 13.5, 14.8,16.2, 17.3, 19.3, 20.4, 21.7, 22.7, 23.4, 24.4, 25.0,
27.2, 29.6, ¥ 32.2 £ 0.2%, 2-AElZ FAFEE ToZRE AgE Hox 37, Ho= 67], o= 97,
ol 127], Hol= 157, T8 BE o 5479 da 9XE BHeE XRPD HES JEbdth, 29 A A ke
A, &8 A7 gaEa e = E 19 JAY I ES o]&sle] =AHE A4S, ok 54, 10.8, 12.3,
12.6, 13.5, 14.8, 15.9, 16.3, 16.4, 17.3, 17.8, 19.3, 20.4, 21.5, 21.7, 22.7, 23.4, 24.4, 24.7, 25.0,
26.1, 26.6, 27.0, 27.2, 27.5, 28.4, 28.7, 29.0, 29.6, 30.2, ¥ 32.3 £ 0.2%, 2-MEl2 FAHE Fo=
HE Adm dojx 37, Aom 671, Hol® 9/, doj® 127], Hoj® 157, EE: RE ke EAZe I3
A= Evo}—b XRPD & yepditt. st o] AAFEolA, TPA023B 2 €7] @A Fe = = 59l
UERH XRPD iR} AAHom FUZ XRPD HES YERATE. Shut o] o] AAGECA, f7 97 UEA 3
Bl C+= = 12¢0] YeEld XRPD HE ¥} HAH oz U3 XRPD HHS Ve

s o)) AAGElClA, 2 97] oA FE = oF 205C WA oF 215Te] &
ol el AAgeElelA, frEl 971 thEA Fu C= oF 195C WA oF 215Ce] &8 ®9
o] AAGHANA, 2 947] tdA e = F 209C WA 211TCoAA &L A=5
UERATE. s o)) AAGE A, fEl 97] SEA FH C= oF 209TNA &4 =
S YERATE. Shu o]l AAGECA, f8 971 HEA FH C= ¢F 210CoAA FE FHIAE EFE=
DSC A RS vrepATE. ahut o]kl AAIFECA, fel 97l d @A FH C= of 211TCHdA 5 a5 X
b= DSC MRS YERATE. St o]l AAIFEOlA, frE] 97 A FE C= oF 209TNA A &
5 Eidte 59 938 38k DSC RIS YERATE. Sk o] AAISECA, frE] 97 dEA
P O = 139 AdHoz FUe DSC AEIAE Yepdct. g o] o] AAFHENA, 8 97 dEA
e (& = 60 UERA DSC AR AAHow HAd DSC HEIHS YERATH o] §4e 10T/E 7}
Sw DSCE ol&ste] fojxith. skt o] o] A o]:F/H oA, F8l 7] A FH = \F shillA HF
UERATE. s o)) AAGEANA, 8]l 7] GEA FH G AAd 129 WS o] &ste] FAE F
A FH A, FE 97 dEA FE G FEelth. sy o] AN A, fE 97 tE
el 4

g C& 2gdbe ofsh A=l 74T, s o DA Fefel A, & AHES A-d #E 97
K

-

%0,
N
2 g 2y
o)
)
e

J”‘& Fefoltt. RE AAFHAA, Fel 27] dFA FH C
g4 & 5o, §8 97 vFA & = oF 20T, ¢F -10T,
, T, ¢ 25T, ¢F 40C, % °$ 60CA AGE 4 Ak, t& <& 5o, 78 971 o3
0% RH, 20% RH, 30% RH, 40% RH, 50% RH, 60% RH, 75% RH, 90% RH, HE+= 95% RHol|A #3d= 4
sick. Byl AAFElel A, Fel A7) dFA FE (s oF 25TelA Hojm 7d, Aol 14d, Holk 21d, A
oAx g, Holk 2/Y, A= 3/lE, Hx 671€, Holx 9/llg, Ao 12719, Hojk 247€, Holx
3671, Aol 487149, e Holk 6071€Y w<t ehgsitt. B AA el A, ] 47 TdFA FE = oF
40Col A Aol 3¢, Hoj 79, Holx 14, Holx 219, Holx 17/4Y, Holx 374Y, Holx 67hY, #
ox 9/lg, Holx: 12/]€, e Aok 24709 F< ehgsitt. W AAISEHAA, FE 97 A FE C
= 2 60ColA Hojm 3d, Hoj= 7, Hojm 14, Holm 21d, Hoj= /Y, Hoj= 3/1E, Ho= 671
4, Holx 9/, Aol 12719, Ev Ao® 24/ Fet Ak, B AAFEf ol A, <Hg 3 TPA023B
gl 7] GFA FH, s 5o ful 7] Fu = A A VIRbe] wmle] 27] fE d7] Fol oF 80%,
85%, 90%, 91%, 92%, 93%, 94%, 95%, 96%, 97%, 98%, 99% w/w EE 1 ZIES BFITE. W AN e A,
QHg ek TPA023B el €71 thEA FH, dE o F8 97 FH = ald A% 717k Tyl 27 f7r8 4
7] kol ok 20%, 15%, 10%, 5%, 2%, 1% w/w % 1 wwke] 2 B£E e 9 228 Baet, 2

oA, 8 947 tEA 8 = oF 40T 2 75% RHAIA Hol% 1579 B A% I A4 5
RS Aot 25 AAGEelA, e 971 oA el C= oF 40T B 75% RHOIA Ao 4
g, Hox 37}1% @015 671, Holx= 97, A= 12709, Eve Aok 24/¥ B A T A4H

{

st ool AAFECA, B Edel ZIAE Y F7] B&A FH, dE S0 fE 971 FH (e 2 =
714 wkel e HPLCol o8] AW mpel o] Hojk 50%, ZHojk: 60%, HolE 70%, HolXE 75%, Hol:



[0038]

[0039]

[0040]

[0041]

[0042]

SIS 10-2025-0057112

80%, Ao 85%, Aok 90%, HolE 91%, HolX 92%, A% 93%, HolXE 94%, HoJk 95%, HolE 96%, &
ol 974, HolE 98k, Mol 99%, Mol 99.56, Ei HolE 99.9% wrTH, R MAGEAN, Fel @]
@A del, A5 5o frel 97 Fu e BEEES 2. 28 AAGHAA, 8 7] FH, 98
of 2l 971 &H C T Exwd & 9o 714" viek &2 WPLCAl o8 A9 whek #Zo] 0.1% °ls},
0.5% °l3}, 1% °l3}, 2% ©lsk, 3% ©ol3}, 4% ©lsk, 5% ©l3}, 6% olsl, 7% ©lsk, 8% ©l3}, 9% °|s}, 10% °]3},

15% ©]8}, 20% ©|sl, 25% ©]3}, 30% ©]&}, 40% ©|s8}, L& 50% ©|sto|t}.

Bhup olabel AAQkEjol A, 2! 6-UEFQE-5'-[3-(1-3|=FA|-1-Hdo&)-o]ut}2[1,2-b][1,2,4] E]o} 7 -
7-d]nHd-2-712 _HAEE‘A AR @A E3Fee]l Z1Adn. o] A2HAE @A 3L "R d47 o
A sE DR AAHEHI, & 1o A" A EHE o] &ste] SAHE= A$-, oF 5.4, 10.8, 11.0, 12.0, 12.4

13.5, 14.7, 15.8, 16.2, 16.5, 17.2, 18.0, 19.3, 20.6, 21.6, 22.6, 23.3, 24.5, 26.8, 27.1, 28.4, 29.5,

20302 £ 0.25%, 2-AEE s ZoRPH Adu9E Aok 37, Ao 671, A= 97], Hoj= 1274,

Aolm 157], Ee wE g 54 d= Hﬂ Hirshs XRPD HA®S dEbdn S o]l

A el A, TPA023B el 7] v A WiE D d vk, st ol e A

971 GH 5 £ 5 vk, s ol e AAGH A,
ol A A

ol A, TPA023B & 7] t+EA ¥ D= &

g 7] g3 A #E De USA uistES EFeth. shu o]k AAGHE A, frE] 7] vE@A Y D=
= 140 vERA XRPD dE ¥ AAH o= FAsk XRPD HHS vERATE. St o] AALEA, fEl 7]
oA i’ De oF 50T WA oF 225C9] &§/ &zt B9E BAdtt. F28 97 oA " De AAld
139] WS ol &3ste] FA4E & ). sk o) AAIFHA, 8l 971 Og¥A HE DE 2= o
2ol 7IAET. 3t o] AAIFH oA, E AANES AAA 8 471 dFA d" Do AAE FH
£ A&,

FZglo]=

S o]kl A FE A, 2',6—1’4%—3&;—5—[3—(1—%]5%/\1—1—1:11%011%) olm|t}x[1,2-b]1[1,2,4] Eg]o}zl-
7-dnHd-2-7l2 R U ER S AAA GAS Ldes EgEo] ZAEd. o] 24d g EFEL "F2
ghol= T A #HEl A"(S, JEEMC HE AR AAHI, & 19 A" FErEE ol gdte] SAHEE
S, ¢k 7.0, 7.7, 8.2, 14.0, 2 14.3 + 0.2%, 2-AEE FAHE FoENH AUy Holw 3 wE B
T wel 5AAQ Fa fAE BAske KRPD dES yERdn. S2gels Y A 78 7] d" CE XF
& Q. F2egel= " AE R 47 JE FE Z9T ¢ Atk sk o] AAFH A, SREe|=
@A HE A= = 150 yERd XRPD Bl dAAom FUg XRPD HE-S vERdTh. Skt o] o] AASH
ANA, FRol= @A Y A= oF 150T WA °F 210TCe] &8/ &&uist HAE Bfgrt. sk o] 4
AlgElelA, F2Eol= tgygA dd Ax = 1637 243 593 DSC MEIHPZE BHF3. FRgo|=

3 o7
A Y As AA]ed 194 IS ol&ste] FAE F Utk st o] AAIYE A, SRl TPEA
e Ag I, b ol AAElA, B AANES A44 Feokols

O

st olgel AAFHAA, 2! 6-TFF0 25 -[3-(1-8] = Z A -1-v Do &)-o] Ml vk [1,2-b] [1,2,4] £ ob41-
-Alusd-g-tE R Ede ofds Frhe B4, ok, £t uistE 24 GFA AAEt. F
A4 YA e AAd 200 WS olgstel FHHT. st olgel AAFelM, 37 P FejE
Zashs ofst 2AEel JAET. st olgel AAFUAA, B ANNES 7] A o3A Fule) 4A
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HAIGFE e A, E3HE2 3kt o] 9] TPA023B 8 7] HH,
& 5o ¥ 97 aiEH C, gl 71 gl A, == P ¢ 2 e A9 =FS e, 9
ol A, EIEL TPA023B, <8 So] TPAO23B ¥2Ho]|ES FAALS ¥ datt), PP AA ol

FES sl olAke] TPA023 FZEA HulE XS, EE AAYHCA, TFEL TPA23B #I d7] ¥
TPA023B 27, <& 5o 8 947] Jd C 3 E2HoE Fy

A

S ool AAlFElol A, ® EFUol Z1AE TPA023B FAAL . EFUol A" nie} 22 HPLCl <& 574
B oupel gol Holm 50%, HoJ%E 60%, HJE 70%, Hol% 75%, HFoJE 80%, Zol%E 85%, HoJE 90%, o=
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TPAO23BS] AAd 9 FElE TAdshy] f%h F7AAQ1 Aok FAEAn. AAld 1o g4d% B TPA23B
A F oF 0.5 ml9 YEP ASstE Si(E HE ASHeR wdtstiA oF 29 Bk oF 50CE 7t H AL
9x B 59 p-EFA AFYo|EY HLoMt, AAA 1A FEHAT. ZE o E FfddME, HF

EAolE g du A= FAHAG.
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ZIHSd 10-2025-0057112

F 4
Ao 2 & Za}
S AlAE
=l £54 MTBE siot
4 H|EZ H|FZ 2 Reafad
EAH0[E
d 1 ]
pE5U HE4 CISA S A HFZ HEZ
HEH Z AL H]F 4 Hlg2d ks
[0088]
[0089] AAe] 3
[0090] ¥xFolE gyA e A 2 F 47 oFA e A9 JHE A HRE
[0091] ¥aFolE gyA e A 2 f2 97 oA FJE A9 AL JHE 27 Stol A HItE AT
F 5
1Y 7t EE HAE
23 7 77 FETTI Rl £E
(%) (%)
— 7] 104.60 98 91
zamoje| 80C(ZE) 95.99 98.94
(5= [c =T I—
& e 7‘;’ — = 9712 9902
(=)
= ~50h 9525 97 .55
— 27 105.51 98.72
galay | 80C(ED) B 101.60 98.62
[ o[ e: Rt I—
A e 1% 102.35 98 .64
(2=
= ~50h 104.28 98.60
[0092] * O M| 0] 7|5: 95%-105%
HZ6
2o o M o] A
=4 ATH
VIS (B 30 Kilolux | 43 hrs
VIS (UV) | 200 watt 7.92 hrs
[0093]
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SIHS31 10-2025-0057112

[0094] A Al 4

[0095]

Hil

2¥o]E

¥

oA @HJ A9 FHAL 4
ATk, DVS %, XRPDE ZA A e

1.08%2] 71994l A=k

44 =
19 F=).

7}

I
7 =2k 2

}_

[0096] 2 A4 5

[0097] 2',6-tFF

3 Qare]

OES

\_

-[3-(1-3| == - l—ﬂﬂ‘éoﬂ‘é)—olﬂlﬁ‘rZ 1,2-b1[1,2, 41 E&jobzl-7-%]
2790 A du ACERAE gqigal FH Aol A=
T =20

OM]EHEQ olAke]l 0.5 M €91(44 mL, 22 mmol, 1.1 Eq)& oA EYEZ(200 mL) T¢ 2',6-HEF L2~
-[3-(1-3| == A -1-H o &)-o]mt}2[1,2-b][1,2,4] EF ol -7-A R H d-2-7 2B JEZ (8.0 g, 20 mmol
1.0 Eq)ol 7<47}E1 A3, 50T ¢F 4 hrs &< W= Y, AdE ZFES 20 5 A0 2 XA3
ZE k. APE 1A= SRR, PdxFHe] zAHCE tEA FE A0.2 g, 92% FE)E Z%]%‘O}?iﬂr.
TPA023B Ex#o]E thalA] e A2l XRPD sj¥l& = 1o “A]¥ o] v}, TPA023B EAFolE thaA] el A9
DSC/TGA MR A NMR 2~ 2a 2 2boll =A]E o] Qltl. TPA023B EAFo]E tla A el AY
£ 1, 2a, ¥ 2bE $I% 2~HoE A Ju A AE
18k WX 258 2)F = A

gud

ulsd-2-7tEn e

_‘_T’_
[}

[0098]

[0099]

[0100] -[3-(1- olEi/‘]—l—tﬂl%ﬂ]%)—ﬂﬂﬁ}ﬂl 2-b][1,2,4]Eg]olx-7-g o] #Hd-2-7t2 R EH

A4 g o8 B(Exslol = dgA AW B A%

-[3-(1-3]|=F A -1-vl g el &) - Wtk 2 [1,2-b][1,2, 4] Eg]o}x1-7-<d Ju] o  -2- 7}2
= 327(20.9 mg, 0.041 mmol)& Wl¥hE-(0.2 mL) FolA °F 20C WA 25 coﬂ/\i
A DR (14000 rpmol A 58y ol&) EelEdar, oF 30T 7FEE A3
»HOlE @A e BE ATtk TPA023B E4HolE 3| B uwﬂ o]
Ao AZEn,

[0101]

ze

rulo

e

i

[0102] TPAO23B E~H|o]E Tt}
s

a

G el B XRPD =i T 30 EAIEo] 9lt}. TPA023B EAFolE thE A el Bo
DSC/TGA MEI1MLE = 4o TAF O] Ity = 4o eRd mle} 7Ho], DSC F22 1897 (10.49 J/g) ¥ 201T
(76.46 J/g)¢ /WA LEE HfstE 219 59 9as UFEME} TGA A¥#=FE 2] Fe7t 30CE5H
120C71A] 3.428%9] 39HAl T &4& Yehe 3oz I e, ol JH o] AA 7l AY
7 3

-

L
L

a
T

[0103]

[0104] 7] Fy ol Az
_o]

-[3-(1-3 =S A -1-wdel’)-o| vt} 2 [1,2-b][1,2, 4] E&]o}x1-7-¢
@ﬂ(loo mg, 0.204 mmol)- W&&(<F 1.0 mL)S sk vlhol
AEqar, oF 4 AZF Bk warEdar,
o] E]?M. AHE A=
A7 %EH Al F 33Tt

TPA023B fre] 7] th& Al e Co] XRPD sl
DSC/TGA WEIHE & 69| J=]o] ATk, =
S5 BAeheE vl 59 94
= | YeEluE ez 29l

[e} =

[0105] HEd-2-Ft2 R EY

o vz oA, £

ol 20T WA 25C2 WZE AT}, ofd 7t 9
Wie) ok 30Col A

Qe s FHEYR, AT o

A

&)

(<]

[0106]

s
a

TCA|l ]

= = Z] O

=

5

5ol A&l glth. TPA023B frg] 7] thEA dd 9
= 6o Ve uRel o], DSC F42 195T(96.04 J/g)e] MAl =
UERATE, 19] TGA FH o= HE 30CEFE 120C7HA 0.7862%2] 3¢H-A
8 &= x =2 S

T —
e, ol 15k A 5 Ak

= grfel AAel 7]

=
=
I~

as
pu

o~

Ao I

| 5]

[0107]

[0108] Z[1,2-b][1,2,4]Egelzl-7-d [u] A d-2-Ft 2R U EY
o] A=z

oxﬂ HE B Az

'-[3-(1-3| == A -1-H g g)-o]m| T} [ 1, 2-
(150 mg, 0.307 mmol)e] 100 mg/ml =% & 0.2

[0109]

[eZ]
=
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[0110]

[0111]

[0112]

[0113]

[0114]

[0115]

[0116]

[0117]

[0118]

[0119]

[0120]

[0121]

SIHS3 10-2025-0057112

ek vholdtd] el FAE Wb HrhEdrh. AL AxRed Qs FPHAT, ~30C AT
B YelA e AxFe] ExdolE tgAl MY EZ AlEerith. TPA23B EAdolE Tyl ¥ Eo)
w ol

XRPD #HElL T 7¢] TA|Eo] 9ltt. TPA023B EAHolE tha A 8l EC DSC/TGA W E WL & 8o EA|H o]
ATh. & 8o Ve ulel o], DSC TEIS 185T(63.40 J/g) 2 196°C(19.60 J/g)el /A €5 & HG3tE 2
Mo &4 T AE JElWTE. TPA023B EAHOlE Wil EE ¥ AFoE e A 2 U2 & Egsles £FE
S x39e Aow A7HET.

/KI}\‘IQﬂ 9

2", 6-UEFQ2-5"-[3-(1-3| =FA|-1-d & )-o]nt}2[1,2-b][1,2,4] Eglo} R -7-L ¥ ¥ d-2-7l 2R U EZ
I} 4-vEdlA g E 0] Ao vy A Fe AMEAE tgA FE A Ax

2" 6-TEFQ2-5"-[3-(1-3| =F A -1-v o g )-o |t} [1,2-b][1,2,4] E] o}
(100 mg, 0.256 mmol) % EF<I(1.5 m1)2 110CE 7Fd=ar, 1548 &<t z}aﬂ—s}}ﬂ Lk gir:} zqg%—q 95
T2 BAEJL, 1,4-124H0.8 mL)o] AA3s] H7 EAek. 1,4-t1%4F 59 4-mdillaldER 0.5 M &4
(0.05 mL, 0.1 BZ)o] H7IHIL, olojA ~1 mge] A= EZo] H7lHATH. F714Ql 1,4-t1%4F &9 59
0.5 M 4-w&wl A4 E2H(0.49 mL, 0.95 Eq) 30—*?-011 AA H7tEda, AAdd e b
e ek, oA, EFEL Ao R WAHLER 93, IAE W 520 (1000 rpme 2 5%)o] ol R
o dgd 2AE n-REeR AFHEFJL, ~30T {1% feRC & 2
He) AS AFsQTE. TPA023B EAHOlE & A9 XRPD )
2~HAE- LS T 17boll AlFE Tl TPA023B EXCIEE HF 3}

A=)

yE

E
<

_u

& % 172 AL, TPA023B EA 0| E ]
oA HEds UrEMﬂr

2',6-HEF 25" -[3-(1-s| =F A -1-m gl &) -l n|thx[1,2-b][1,2, 4| Eg] o}z -7-Ld |H] | d-2-7 2 W Y EE
of Al Gl ARl A7) TEA FH Ao A=

2',6-UEF2-5'-[3-(1-3| =F A -1-mddl &) -l m|t}x([1,2-b][1,2,4] E&]o} 71 -7- %‘]Hl\lé 2-7t2RUEY
(25 mg, 0.064 mmol)él OHﬂquE(O.B ml) % o3k vloldel] HIFH T, EFELS oF 20C U] 25T
Aok 4 AIZE B EFEASL, oA FERF Tt oF 50TE EAET. &Y Y RER YAHES
stk A" A= <F 14000 rpmoll A 55 FoF QAR o) ﬂalHML,

rlr

A 28 e ~35TelA A
xHo] frel 7] tEA P AE AEskglh. TPA023B el 7] @A FE A9l XRPD HE 2 = 99 AT
ol v}, TPA023B el 971 T Fel Al DSC/TGA ME1F 31 NMR AHEH L 747t = 10a B 10be] Als
o] gl
AAlel 11
2',6-H=F 25" -[3-(1-8| =5 A - 1-H d o e )-o]wth 22 [1,2-b ] [1,2, 4] E&] o} -7- W] 2-7h = HU E
o g A FH B(wﬂ A7 9EA FH B)e] A=
2',6-HEF 25" -[3-(1-s| =5 A -1-vd o d)-o] [tk [1,2-b] [1,2, 4] Ee] o}zl -7- JH] A 27 2 HU ER

(25 mg, 0.064 mmol)° NEFE (0.5 ml)S Hiate mfolde] HIFE AT, EFELS oF 20T WA 25TeA ¢ 4
A7 Feb 2F8EQar, olo]A & Fek o ~50TE 7AEAT. HAF EFEo] FHE g A A
|ANL ~35CAA T Az o8] THREHA, AdE 2A = XRPDA| of&] A=A, A" A= oF
14000 rpmell Al ~5% Fot YA R o] &) wEHAL, ~35CY AF 2B Wolx Axso] fa 47 oA
e BE ATt dn] Bao] mEw o] oee &uiatE A Zo] AlAlE =, o] PAE AlAS

i, Fa83%k FHA et

Ao 12

2',6-1EFQE-5"-[3-(1-3| =5 A-1-vd o &)-olu v} [1,2-b][1,2 4] Eg] o} -7-L M| o d-2-7t 2 WU E Y
o vhE A Fe C(T"rr’ﬂ 7] vHEA Fel O A=

2' 6-UZFQ 2-5'-[3-(1-3| =FA]-1-H|do| &)-o]m v} x£[1,2-b][1,2,4] ET|o}R-7-Ld [n A d-2-7t 2R EH

(25 mg, 0.064 mmol)% U229 e (0.5 ml)% 3F8-5= wlo|el HAVME I, A7) wlo|de "WEHT, &
e 9oF 20C A ~25ToNA F 4 AZF Bk wREE AL, o]ojA & < ~50CE 7Fd =Tt A"
ZedE 79 xR Y4YEE 319, AAE 2AE ~14000 rpmoll A ~58 EoF QAR 98 Ty H

_25_



[0122]

[0123]

[0124]

[0125]
[0126]

[0127]

[0128]
[0129]

[0130]

[0131]

ZIHSd 10-2025-0057112

AL, ~35Ce] g o8 el dxHe] 8 971 vdA Fe & A3l

2',6-HEFLE2-5"-[3-(1-3s| =5 -1-vd ol =)ol m|th2[1,2-b][1,2, 4| Eg]opx]-7-L JH] | d-2- 7t 2R Y ER
of vgAl " (el A7) bFgA " D)o A=

2" 6-UEFQ2-5'-[3-(1-3| =FA - 1-H o &)-o]mt}x([1,2-b][1,2,4] Eg] o} -7-A 0| -2-Ft 2R U E
(25 mg, 0.064 mmol) 1,4-TJFAH0.5 ml)S sl vloldo] H7FHA, vlo]de HEHIJL. &
oF 20C WA ~25CollA] °F 4 AIF EF wHkE|Qlar, o]ojA] 3hERE ¢ ~50CE 7HEH AT, A
oF 20T WA 25CE WZt=E 3, ~35C9 F 28 oA S dxso] f2 47 tg3A 99 DE A
Ak, 8 971 AE D fE 971 FE A F oSk gustEd ¢ o2 : ¥3

2 o R A7tAT

oo mo m
i)

e okl 12
to o To rlo

=
ot
oflt
fu)
il
[
o
ok,
p
fo
s

o oA FE7F d98H R ¢ AHIME At AL Tl isiokd FAE F4AA Wi o3
AdHoz AAE F Q. dE 5o, AAY &elE Adel dE 5 A, o A oFA FH 101
TREL ¥ e 5 oyl FEHoR &3dE § e & ol A A Sk adtEy, 101 E8E9
shte]l OEdA JHE SHs] HEHE A, 2 FHle 5 FoA 9oz ¢ dAsta, e e &
o AEIQl Aoz g3l V|Eitoke] T4 ZisAelA A HTh
A 15
F2 97 A Fu A 2 EZxaHolE vy FE A &%
oF 2 pgo] HAE BZo ¥ 79 ¥ 8o Z23H 19 WA ~1.0 aLE 53 nlo|de] HUEYar, o]o]A
UEEHAT. EFES ~20-25ToNA ~24 A+ B wikEY. 2 F, EFELS 0.45 um ZE @HL
o8] oYL, o]ojA AT HPLC 2Js] F4FAct. 7.%7%% 7 %2 % 8 YRtk A7) Ade
2 971 9d8A FH Aol Hls] xAHolE YA PG A7} AF HH(simulated gastric fluid, SGF), &%
Ae) o1y M (Fasted-state simulated intestinal fluid, FaSSIF) 2 T AH JdEF A (Fed-state
simulated intestinal fluid, FeSSIF)olA T #& &= BF3SS UEl

Xz 7

%2 97 YA A S S H s A

A BASE | =AR%E | L . | 2599
(mg/mL) (ug/mL) =P pH #k
AAT 0.14 7.02 8.73
pH 12
AA B ¥ (50mM) 9.77 1.17 1.12
pH3.0 A|EHo]E
W% (100 mM) 2 <L0Q 3.05 3.00
pH45 A =g o] =
#5100 mM) <LOQ 4.44 4.45
pH 7.4 PBS
(50mM) <LOQ 7.40 7.42
pH 9.0 USP
SGF 1.38 1.80 1.86
FaSSIF 2.11 6.51 6.50
FeSSIF 9.63 5.00 5.02
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[0132]

[0133]
[0134]

[0135]

[0136]

[0137]
[0138]

[0139]

ZIHSdl 10-2025-0057112

* 8

E w0 = A Gl A9 §oE HAE A3}

o A B % =" 5 %7] pH YRS )
(mg/mL) (pg/mL) pH
A A5 0.40 7.02 b.62
a2
PH 1.2 5 22.88 1.17 0.99
W ¥ (50mM)
Al E ol E Ay
PH 3G FEw| 1S B 0.16 3.05 D.96
(100 mM)
Xl = ol E 3
pH4.5 A| E| 0] E H] ¥ 2 <1.0Q 444 W4l
(100 mM)
pH 7.4 PBS (50mM) <LOQ 7.40 7.09
pH 9.0 USP ¥ <L0Q $.94 e 46
(50mM)
SGF 3.85 1.80 1.67
FaSSIF 7.14 651 6.09
FeSSIF 50.68 5.00 .94
LOQ: 0.1pg/mL

Al 16

oF 100 mgel {2l @71 A Fe A = AW E A FE AE 1§ §F X UE FFEJa, A4F
& ~4 Mpa®] StEEoR 1% %‘ﬂ tzteo] ~E A 7 tho] oA gate FAS FAsY. BE Fo
bl = 2 = el

Hol He ©x] g gk 295 Yo AFZEE &Y A9
H gdo] 37EE A 279 XP"%il"%Ei ~3.8 e’} == ZAHEY. v S=(chamber water)2] =
100 rpme] AFZE 3 2 2, 5, 10, 15, 30, 45, 60, 120—%94 AMZY Al A 37C £ 0.5CTE AAH
Ath. SGF= &= wiA (900 mL)ZA] ARSI, 7} Al-e A, &8 WELS A=, A5 d2 HPLC-UVe <
3 EA =S

How K
oo ox

SGF Wl A 8] 47 o3 A el AY 1f &5 55 5 x 10° mg cn’ min (2 A 1208 o] M3 HeY)o)
At SGF UlelA Exd|o|E T A HEl A9 1H 8% S5 0.184 mgem min (2 U)X 1208 Ule] Ad ¥
eIt
Ao 17

HEANM EAHE GIA FH AS o]&dh= FeeH 4

xZavolE tyA FE AY FESHITHPKS HIEsH] 3, =& x7] 48 AlZbd 241 E 9o dAHHo
2 AYstHA AdHelx Zﬂ%}?ﬂ' TR 2xga-Ed o] YEA g = §do] AT 3 JU(0.5% v
g AEZ Q) T IV(60% PEG 400/40% @<=l o] Fef=Qlt. HENAI= Hl8|E Ee HZEE 33=9] 1
mg/kg(IV) =+ 2 mg/kg(PO) o= FoFuQrt. 242be] Aldd g 0.2 Lo o] AT, BE I A&
i - ReL IS P T @Q‘}iq PE g MZo gouxEA 5 nle EDTA-K.E Hrdls Z22E nlo)
AZAAEY FH E£E o4¥E Al# EDTA-K, FEO o|d=gla, I 7R 5 (vet ice) “doll $14
HAE, FgE g AEL2 73 30 oldlel 7,000 rpmell A 102 5 AT HJUT. FE2ES LC/MS/NS
93| 33E F=ol s BAHUCE. dlolg = Iv-HF-E Bd 201(1V 552 F¢) 9 Po-v]7+8 24 20003
Aol +49) HHS o]83}+= Phoenix WinNonlin 6.32.%2 A=)},
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[0140]

[0141]

[0142]
[0143]

[0144]

[0145]

ZIHSd 10-2025-0057112

X9

A ] ol E EA o) E v A ) A9 A

PK 3} H E Hr v

T12 (h) 12.4

Vdss (L/kg) 1.49

Cl (mL/min/kg) 1.41

AUCo1ast (ng = h/mL) 11260

AUC-inf (ng.h/mL) 12097
2 10

A7 EE z2H0lE LM FelAa g 2

PK Zi2HITE =T PO
Crmas (ng/mL) 794
Tenax () 7.00
Tuz(h) 1514

AUCo4 (ng - himL) | 14981
AUCq.in (ng h/mL) 15995
AUCEx (%) 6.25
A EE(%)? 66.1

ZaolE T A Wel AZ ol 88k s ekEE st A

YoFolE Oy A e Ao oFEFEISHPK)S H7Eshr] 98,
2 AFstAr GgHolar 7A4e vjF AelA A EE oo 9l
IV(60% PEG 400/40% 35=)ell ol3] Fek= Ak, 7oAl HE =&
mg/kg(PO) &2 FoFE|Qdrh. Zhzbe] Al oi=f 0.5 mLe] Pl A
HE AT, A ZHK,) EDIA=2H0E $Hrshe AT
LTD)oll old= i, do] s AHad w7zt F9 ol AA=HAT. MES FH 1
(3,000 x g2 102 &<t 2 WX 8TCelA) ATt FEEL2 LC/MS/MSel 23] 33E F=o] o
gleolE= IV-8]7-8 2d 201(1V 852 ) 2 Po-v|78 =24 200(8#9] %) ¥
WinNonlin 6.32.2 EA= T},

H* 11

YUY FiH 2AH 0 E oA FE A9 23}

PK T} 0] HAIV
T2 (k) 12.8
Vd: (Likg) 1.93
Cl (mL/min/kg) 2.52
AUCq et (ng himL) 7846
AUCh 0 (ng h/ml.) 9167
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[0146]

[0147]

[0148]
[0149]

[0150]

[0151]
[0152]

[0153]

[0154]
[0155]

[0156]

SIHS3S 10-2025-0057112

H* 12

|7 FoHE 220 E LA FE A2 20

PK T E| =4 PO
Crmex (ng/mL) 649
Toax () 333
Ti2(h) 122
AUCp 1=t (ng'himL) 11725
AUChas (ng.h/mlL) 13943
Aol 2 &%) 747
E2AolE tEA el A9 AAC]§ES Ml o]l HiE TPA023Be] AJA|o]§E R 3u] o] 1 =)
ol ME Asdtele AzA s w9 EA0 Holx, GLP H48 A9 458 &) Ax"E "art gl
A g AR &S dAT] FaAZIT.
Al 19
TPAO23B & &= T4 oA e A=z
TPA023B @ ¢kstdom 3§ 7}%53%k AF, W/mE= oo A ZF% TPA023B ¢ =& TZ2AL 1Z oAty &n =
oA I AzF Fob s H/mE Wz dAE FIAY e FEH] gowa  AdEa,
WE A/ E ALY 1% olAke] &u FolA e AY e A oA &3Ea, olojA fuj(E)e 4
T AE7F AAE L/ HAYS oje] &l Foll &=, WrEm i wkgule] I, L fujel g
o] EFEo] HrlEa; FI vlEsEore B4 vleAdA FAE doe ue W 9 A iy F de
H =z
]:] jul B

TPA023B fr2] 971e] vdA deje] A=z

PAOZ3BE: 7HEsbAUL i ahH GomA 1% o del Sul Folx UA 1zt Bet L s a/HAY s
SAL E S RoMA 13 olgel §v) B SaAHI, olold gu(F)e] AN wE ARE I E: F
Foh e MRS Fol AARD/HAL; 1F ool Sl Fol GalHum, wrgvl, wgule 23, Ei i)
whgle] £gEe] ArkHR/EAY; DAY Ei B4 owA 15 ool gul FolA §elEL, oo
47 g WAEAG, EE SEHoR YAHR/HAY; $ule] Ba) sl A s n/EA; d)g EE
A solA Aol $8E WA stdEn, Yok EW Aeld FuHn/HA; §85%, YAHES s
[ ARSI B gowA £37] EE oo 0] wEHa/HAU; e AERoke] e A%

Aol Al FAE ool thE W 2 AT B F Yoo W e BE e 7S o8 wEH.
A Al 21

HPLC =R EZ

3 132 HPLCol AR&-¥ shepwlE] B 271o] oAjARl AA S Aledtt.
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[0157]

[0158]
[0159]

[0160]

[0161]
[0162]
[0163]
[0164]

[0165]

[0166]

[0167]

[0168]

[0169]

[0170]
[0171]

[0172]

SIS

10-2025-0057112

# 13
HPLC =71 3 3}e}v] E
A4 Waters, Symmetry C18, 4.6%150 mm 3.5-Micron
49 L& 40°C
45 1ml/min
s 266 nm
TY9 7 10.0 pL
&8 Ad 20 %
S| A A 50,/50 ACN/H20
o5 A B %9 0.1% TFA
°]&54 B: ACN
A] 7} (min) o] &4 A% o] &4 B%
0.0 80 20
Tl e 15 10 90
15.1 80 20
20 10 20

Ads 2 mgol e fEl whold WE Agets] WREAL, oo

5o 259 AHElHe] 0.2 mg/mLe] B TR AT, S99 ARow JPFAFHYL,
9] £+ HPLCA o AA =S}

2 Ao 23

pKa 574

10 mg®] TPA023B7} pKa =A< 9a AF&E T,
9 Az

SaA7IaL, FH7AA] Hrretar, 2 EEE

o 100 mL<]

60%(v/v) DMSOS =&
AE DMSO &M)S ALg3o] 250 mLE A %3

DMSO(e]& A7l =

80%(v/v) MeOHo| =&

MeOH(o]< Al7] ZAHH MeOH £)E A3} 250 mL2 A Z3).
pH Sl 9% pka A (F-EME AL3AY AFE3A &5):
AME vold 2 ¢F 1 mge] AEo] HFHJL
DMSO) 7} 7] wpol&of Az o2 H7tEATt.
2.002 g AdsE
A pKa #e 271 s Ja=E .

B gole gl o3

o] g o
AR 24
7] & Zo) TPA023BS] WigFAel &3w A

25 mg9] = (TPA023B)S & 149 Z47te) f7] 8w 0.5 mLg sk 2.0 nL who] Lo
”‘EEPM == 800 rpm, RT(25C)olA 4 AlRE &9k wwk Q. 7 5, 37

1 k3] 83 =] 1 %t 85, 37 %?%%" °o]o1A] 800 rpm, 50CA shwr &<t
3%, 7] A2 3TN T Az e ofs) S
XRPDO 2] 3] ﬁ“ﬂﬂ"idr. HE T¢=ol —?:E%‘ﬂ% a5, 47 EdEle

O

14000

ISA (o] A7l 244, 0.15 M KC1): 500 mL 3 Z&}2~3 W2 5.591 g9 KCl1S F&3tA HZFshar,
Kel
SHT B golF Tl 2.795 g9 ALFS &AL,
o}

w50 mLe] SFF EE golg Fol 2.79%5 go dspEES &7

Fe|Qlar, A3 =
rpmol] A 5%  EoF

3] A (ACN/E, 50/50)7F H7FEdow,

ojojA 3ot

2
ol il
o] fr

o

Mo
1
ol
zll

, % 1.5 mLe) ISA 4 W 1.5 mLe] 3-8 (80% MeOH W=+ 60%
AFHo® 0.5 M HC1S ©
olojA] pH 2 W] pH 129] pKa #S 27 S8 |71= 33 HAFHAN
83}o], TPA023BS] pKa: 2.192 ZAAFH AT}

&3} pH
Lol %
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AAEZEJIL, oojA FFEL 35ToA 2 A% B osf Axx i, XRPD ol&) Fel=gltt.
TPA023B =9 el "8 7] Fef A2 AFHAT, D 19 FE3h= XRPD HE2 "HE A2 AU
t}. TPA023BY] &3 E-HAE MZol EA 7S ¥ 159 AT Yrl. &uf FolA] TPA023B &8 42
&= XRPD T 231 ool & 27 E = 280 AlFE o] gt
X 14
S0 & TPA023B &f THEFH ] Bl 22}
a E4l & (mg/mL) . 23] & (mg/mL)
RT s0°C RT 50°C
ME= N/A <50 DMF =50 N/A
HEZ NiA <50 DMSO =50 NiA
o AEREE NIA <50 DCM NiA <50
oHAIEY EF N/A <350 il N/A <50
(ACN)
R E NiA =30 A NA <50
MEK N/A <50 H.0 N/A <50
MTBE NiA <50 14-0 =4k <50 =50
EtOAc NiA <350 EtOHH0 NiA <50
(11,wh)
THF =50 =50 ok E/H.0 NiA =50
{(1/1,vv)
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= &4&
= 03 2% Az XRPD £ 3}
(mg/ml) RT 50°C
HE-= N/A Bkl EPAREIFESUE R0 e a
HE= N/A =77 Sl Al Ra] g 2oy e b
el S N/A =79 dasa) g 2o e a
b EYEY N/A Bkl EPAREIFESUE R0 e a
obil = N/A =44 A Ealy =zt e a
MEK NA | FHE | agzesa 2T | B¥as 54
MTBE N/A =77 gl A 23] /a2 B a
EtOAc NiA =3y 1Ay nop WE 2
THE NA | FE w3 2y W a
DCM 50 N/A £ A2/ 2oy TE ¢
DMSO ks N/A Zurgha 2ot NA
DMF = N/A Zub/sha 2Ok NA
=7 Na | EHE [ gareygd ey | #E.
9 Na | FHE | ggzegdrr | #®E.
HO Na | EEE | agsega o W a
1.4-T] =4t N/A £H Zubsha 2O e d
EtOHH,0 NA =8 | gazasa an =
(1-“1,‘-‘.“‘\'} T ot E‘] [~ LI —| iH T a
WA= 0 NA | FHE | agveygapw | @E.
(111,v/v) =
[0175]
[0176] AAle 25
[0177] TPA023B Z2=H|o]E9] figfAl &%= AT
[0178] tHEFAR1 2 mge] TPAO23B Ewo]E AE Z47) 1.5 nl whold W& 33

%
P oA A7 A, o] 2 olE UH ol tHEFA L Sl

FE I, o]ojA] ful= UAR7) A
Aron wanA 98 dAn W N
w2 A 98 1=ZHArh. = AvE E 160 UERATh, TPA023B F o E

DMF 2! DMSO Zll A
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X 16
27} 2 TPA023B EAH|0| E ] TR0l 26t Zn}
Hy =3
am 2ol & (mg/mL) 20 25 & (mg/mL)
RT 50°C RT 50°C
HE= 8-10 10-50 DMF =100 N/A
ol gz =g 10-50 DMSO =100 N/A
VAZEEE <8 10-50 DCM 8-10 10-50
ol EY EE <2 2-10 gl <2 <2
(ACN)
ofHE 6-10 <10 =k < =2
MEK 2-4 <10 H:0 <2 <2
MTBE <2 <2 140 =4k 20-25 20-25
EtOAc <2 <2 EtOHH,0 <2 <2
(171 %)
THF 20-50 =350 obHl E/H,0 < 2:10
(171w
[0179]
[0180] AN 26
[0181] Z g Ho] 23k TPAO23B EAFo]ES] v} ~38Y
[0182] TPAO23B EZ2HO|E(SF 20 mg)w= AAS thkst &v Fo 242t A7, d8dS 500 rpm 2 RToAl 3Y
Eob wukE vk, 3} (TPA023B EAH| 0 E)e] AFE

ke
2 AR (14000 rpmell Al 53)ell o3 2= AL, 30
T AF 28 WolA &y SoF F712 AxHJY. dxd A= XRPDel o8] £ 59k, XRPD7F M4 d
AL, 7Azx® 1A= olo]A PLM, DSC Z TGAol o) A=A, ¥ 17 HE® {ufs
2d e AxE Yehig. dE £9], TPA023B EAH0|EZE "HEH AR AH
XRPD &l "diE A2 A HE ),

2
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¥ 17

2712 95 TPA023B AT 0| E 2| T A ~32]Y

TPA023B EAHO]E |  Epj 53]
o = e % H
2 2% (ng) L) 9 XRPD #H
HE = 20.88 200 T4 £ H B
HEHE 2025 200 E iy H A
AZERS 2049 200 24 1T EN
opd = 2010 200 T4 2o TH A
EtDAc 19.98 200 L oH A
MEK 20.40 200 T4 2 T E A
ACN 20.70 200 448 20 mH A
HIS tert- 72 19.95 200 24 2o W A
H|E] 2 (MTBE)
B 2057 200 4 2y T B
(1/1v/v) ’ - '
OFAlEH,0 2045 200 T FU HE A
(U/1uiv)

Ao 27
7t -3zl ¢)g TPA023B EAFHo|E9 thal A ~a8Y
=] = Ale|d U2 o)A,
HNE How WANHER 3ttt o]# 3t Alo|&
[e]

TPA023B E2#|o]E(SF 20 mg)= BEear, zhzhe] A
5 =
B delA dzEdek. A

Z& XRPDol| ola) E2]EAct. XRPD sj€lo] Aboldt 7§ AMZLS PLM, DSC 2 TGAol olaf #25Act. TPA023B
EmolE el At ofe], fre]l 7] W ¢ B E2HolE #i| D= i 18 B = 300 YERd vkl o] 3
Zhs) Aok

TPA023B Z~#Ho]E t}ha A sfel Do) DSC/TGA MR 1:Me % 310 vebilrt. = 31¢] el viel Zo], DSC
AL 1991C(95.92 J/g)9 /A 258 Hfste @Y 59 935 veEpdla, T6A A3+ ¢ de7F 30Cz5
Bl 150TCA 1.489%9] 397 5% 48 HEIWSS SJAA Faed, ol i &ule AA 7|dg A

A<
d 4 Q.
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AAd 28

uhgmi el o] gk TPA023B A9 0]

e el 7ol TPA023B

o] wEEUAT.

ZIHSd 10-2025-0057112

¥ 18

7hg- -2 o] 213 TPA02IB EAH0|E Q] LA A 3]

TPARIB_EA | o )
21 ilo] E £ °@L-')' q% XRPD #{H
(mg)
HEE 20.08 200 o4 s w897 3H C
HEE 2003 200 i ZAFOEHH A
HHD*
oAERHE | M 200 gugw | (REE7¥dcH
ZANOEHNAS
e £EE)
THF 2077 200 =4 P ZAH0]ETfH A
WESE=Y 20.00 200 T4 2T EAFOEHH A
DCM 2000 200 2 = ZAHOEHHA
ACN 2020 200 i Rty EAG ESfH A
ZAH ETED
OFA| E/H,0 2040 200 ga gy | (7 E78HCY
(1) A EFHAE
Efas EEE)

R G HH ce 2ACE R 258 AN 9 F 2

Eo g@A 23y

ok 150 mg)E ~E {9(100
[e]

W7t

i
=
A&

[eJR=R

L

<
3%, Axd 1
o
A=

7] 4= C =

mg/mL)S A Z387] 98 1.5 mLe] DMSO W= DMF Zof &3]
nkg o] oko] fwjel o] 5X7F & wizhx] HbE AT, HA
el A aFZ 52t . FEE =S XRPDO 98
A= PLM, DSC 2 TGAel <j&] A=At & 19 2 = 329
TPA023B E23o]|E w8l E(E2H0]E
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[0192]

[0193]
[0194]

[0195]

[0196]

[0197]

H* 19

Hl-& v 9 o] 9] g+ TPA023B SEAH o] E 9] thd A ~ =124

ZIHSd 10-2025-0057112

a2 By
~% g9 whg o) AN o2 XRPD 5%l
ACN 1.0 = gl N/A
iLﬂ 5°C
o o 5] o17] & E
100 mg/mL 2| ogks 1.0 . (}\jﬁ;ﬂjﬂ 2l @7 JEH C
DMF %9 KA =
TPAO23B —
SEAH O E O] A2 HL 1.0 = 2 A 2 @7 dE C
1714l o)A = 1.0 1] 9ol N/A
‘;”’%UHO]] LHE)_H T o o T
200 uL 9] 2% _ AHEE
g B 10 ESET (E25 0= B4
(o gl 8 A E ;ga]_I__
Iol )
EtOAc 1.0 = g N/A
ACN 15 =g 9ol N/A
% D
Bl —Eﬂ—%% 5°C o ol b i
ol .
IOOmg/mLE] IR 15 32.2) A o] A (jTr‘}\E{ ‘;71:_ ;WCZ
DMSO 9] Age e | FoAETAS
S olEl= oFE.
TPA023B xehs =9
F w0 E ol ATR RS 15 = gol N/A
(EaEags) ol A =
g o] oal FAIl 2 L5 = g o N/A
300 uL 9 =% W E
Q. ol o — } (2T ol=E g
& N) & 1.5 Zx AA AS TREL
Iol é)
EtOAc 1.5 Ewl g ool N/A

Aol 29
F1a-zhel o) TPA023B Exsol=e) thalA] Adelde] AU

TPA023B E o] E (oF

g3ko] Ao 279 AFol AAAY

Hhiol] ARGE QAT wEe % ol-gste F5¥ wAE Fl 7] Fu € XRPD HHS dEhdll=d, o= A

o 279 el AT} L3 HEojrh, Fd, o] A2 RS (IPA)E o &

7] @ Co] XRPD &S yEpdlltk. 5% aAle] XRPD HH2 = 334 =

o3
F2 & 2000 YERAT.

T 340 YEbd vke} o], JhdE
188DC(1129 J/g)gl 7H/\] .‘9_—_1;—‘__?. 51_%6—}__\1_3 6‘}-\/}-9] :%Oaﬂ J—]ﬂ——— L}'E}-
A 00.32%9] 39HAl TH &

i
tlo
i il
ul
pa
rr
n)
)
rlr

ste] 58 nAlE

e AdEe] DSC/TGA M E 1=
Aok, 29 TGA F+4 & SOCE—‘?—H 120Cl
A5 goel AA 198 AL 5 A,

sAAGAA
=AY g

Also] gt

£ DSColl <]l

2
7tE-B 7 & 0] 831 TPA023B X4 F0|EQ ~AL-9 9 &
TPAO23B_E 0|2 | &7l -3 e ¥ TH (%)
%% (mg) i (mL) (mg)

100.39 MeOH 1.0 62.07 61.83
100.53 IPA 1.0 73.32 72.93
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