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Non-Reversing Heat Flow {Normalized) (W/g)

WO 2025/097148 PCT/US2024/054432
0.2 110.00
1 a) Weight Loss: 0.087 mg
. Weight Percent Loss: 3.555 % i
0.0+ | | i
§ -88.75
»w 024 N NN e
@ T NN N e T e
o 1 MO RNy T e -
® i
g L
E _
2 -0.4- -67.50
% ) Enthalpy (normalized): 1.2717 Jig L
i )} Peak temperature: 117.48°C
b i Onsetx: 111.84°C i
@ -0.6- .
= i Enthalpy (normalized). 10551 Jig 1
32 | Peak temperature: 180.13°C | 46.25
= | Onset x; 15557 °C
-0.8-4 _—_psc Enthalpy {(normalized). 27.817 Jig i
4 - TGA Peak temperature: 139.99 °C L
. Onsetx: 129.67°C i
"1 0 T T T T T T T T T T T T T T T T T T ¥ T T T T 2500
G 50 100 150 200 250 300
Temperature r{°C}
$.300 110.00
1b) Weight Loss: 0.050 mg
. »______________W;_gi_gb_t__ﬁ’ercent Loss: 2571 %
: B Enthelpy (normalizec): 074431 Jig™., |
0.083 Peai temperature; 114.26 °C hY
Crsetx: 106.45°C
i Er:thalpy (normalized): Q.59587 Jg A Sight Loss: 0.367 mg -88.75
| Peak temperature: 30.96 °C Weight Percent Loss: 18.805 %/
CABA0nsetx 75T S T N, e IR
: 4/ ~~~~~~~~~~~~~~~~~~~~~~~~ I
- £ -
-0.350+ ~67.50
Enthalpy (normalized): 9.4845 Jig -
Peak temperature: 52.76 °C
1 Onsetx 41.75°C
-0.567 - ]
] - Enthalpy (normalized): 1113400 | 4 oo
| Enthalpy (normalized): 29.878 Jfg Peak temperature: 178.84 °C ’
Paak temperature: 138.95°C Onset x: 153.54°C -
-0.783- Onsetx. 127.64°C i
—DSC87
---TGAB7 -
'1 ODD T T T T T T T T T T 3 T T T T T T 3 T T T T 2500
50 100 150 200 250 300
Temperature r{°C}
FIG. 15

17136

— {%} wBap

(CARUIHETT



PCT/US2024/054432

WO 2025/097148

91 'Oid
{(nD) 4addoD) [gz,] uotisad
0¢ Ot
3 3 3 3 3 2 m & b3
wf%\.}e{w\%.\.ﬁaﬁ Q&yi&?\%w\ﬁ}.&dé ﬁ&#xg 7 mwx w m mmM M : ﬁ wfwzx.} . ?M W¢ m am \(M.w m}mxm £ ww\mx w.? W}N %:Jm w w
(®) ST { W:W . |

)

(P}

SRS gt g g

i

"y

M‘\ 3&\@&(@\‘} ?{%&&}\?}N/ ~.).\)w TN

Y

W

Tik Y a)ﬁ ™
ﬁ Amﬁ 3 ww

}w@ 5 ﬁm}m{ WM%@\. ﬁ

M

I

«m.

i
|

|

I/ j? "
|

e,

~000¢

18/36

— 000y

o

0009

51UN0Y




PCT/US2024/054432

WO 2025/097148

LT "D

((nD) 4addoD) [gz.] uomsod
0¢ 0z

w0005

S1UNCY

00001

19/36



PCT/US2024/054432

WO 2025/097148

8T 'Oid
((nD) 4eddoD) [gz,] uoiisod

—(000¢

o000y

ettt . e 000

S1UN0YD

20/36



PCT/US2024/054432

WO 2025/097148

o€

3 I3 b3 . . ’ . m

61 "Oid

({(nD) 4addoD) [gz.] uoinsod

3 5 )

0¢

B R e Y Rt

P

H

{

W ﬂmﬁw It
k1 ¢ :

YR T

SIUNoD

000y

21/36



PCT/US2024/054432

WO 2025/097148

013

&
3 5 3 2 P 5 i N . H

0¢< "9Oid

({(nD) 4addoD) [gz,] uosod

4

ézéfgqﬁﬁé&

m\ A

i

M%W i '

22/36



PCT/US2024/054432

WO 2025/097148

VL VYSPA [BSIBAIUN
001 08

LZ Old

(%) Aupruung aanejey
09

74 0

%028l 0T

/%159

wisylos| uondios

¢ uondiospy —a—
Z uondioseq —o—
Z uondiospy —a—
| uondiosse(] —v—
| uondiospy —o—

01

Gl

(%) ebBueys bism

23/36



PCT/US2024/054432

WO 2025/097148

£¢ "9ld
({(nD) 4addoD) [gz,] uosod

~—(000¢

24/36



PCT/US2024/054432

WO 2025/097148

00¢

¢ Old

{n,) £ sumeiadwia}
051 001 0%

D, 686} X18SUQ
3. 807481 “wﬁmﬁgﬁwﬁmma
Bir 296°¢5 (pazyewuou) Adeyug

(o

Do PBPLL XIOSUQ
0. CV 8L “oh_zmhmg_c& Jead
bir z0g's¢ - (pezyeuuou) Adjeyug

D E9PGL X IOSUQ
0. 99641 “&a.mhma__cmt_mma
Bir ¥6° 201 (pezieuLiou) Adjeyiuz

..... T (e

0 868G ) X JOSUQ
10, ¢9/91 HSEm.MmQEmH JB3d
m\ﬂmmgm (pazijewuiou) Adieyuz

A
|
_
i
i
i
i

Do 847€5 XJesUQ
9, 2618 :ainjeiadwa) Yesd

B/r gov'G 1 (pezieuniou) Adieys

D ZE'8G1 XIPSUQ
3, 20°91 -ainjereduwa) Yead
120°2¢ (paziewiou) Adieywia
e T 66 X JSUO
Y ¥6°2/ Binriadus) yead

6/r 160°91 (pezyeuuou) Adjeuyw3

D G901} X 19SUQ

Ve 12°91) ineiadius) yead

Bir #z/64°0 :(pszieuiiou) Adjeyiug,

3. b oY X 18SUQ
Y 818G :2imeladws} ¥ead
Bir ec1 21 (pezyeuuou) Adietyus

00 29'6Z) 1X1OSUQ
N 8G6%1 &S@ma&wﬁmwa
Bir 064 87 (pazifewiou) Adjeyu

=
H

()

— {B/aA) (pazijeulION]) AROl4 1B3H BUISIBASM-UON

25/36



PCT/US2024/054432

WO 2025/097148

v

Old

26/36



WO 2025/097148

PCT/US2024/054432
120
100 I SO SRR v SRR v SRR S — 3
80
-
o \
'g 60 —0— 113 mg APl-in-capsule
= / —-A-- 113 mg blend-in-capsule
R
40
20
0-¢
0 10 20 30 40 50 60
Time (min)
FIG. 25

27136



PCT/US2024/054432

WO 2025/097148

0%

9¢ Old

{utw) swiy
0s oy 0g 0Z ol 0
_ ! ! | _ _ 0
S 0z
og
Ot
0s
2JRUOGIEDIG WNIPOS _ 09
M 0G /U S1BjgRL ayesewnginbsag y punoduso) —o—
2JeU0GIEIG WNPoS
A 5,05 LM S)8J08L S1RiBlninbsag Y punodwio)) ——a— 04
8]eU0GIEOIZ WnIPoS
M %G 7 L Sleje) sieseunginbsag  punodwon) —s— P
SleUDGIEOIE WnipoS 08
M 950 LM S18J0R) Sjeseuuninbsag Y punodwio)) —o—
06

G0l

paAjossIg %

28/36



PCT/US2024/054432

WO 2025/097148

8L

L<°Old

eipaw [DH N T°0 ‘(s18UCqIEdIg ON)
eipawl sjeydsoyd g'g Hd ‘(s18U0GIEDIG %S YIIM]

eipaW [DH N T°0 ‘(s1eU0qediq %S Yyum)

{uss} susg
gs o %

s

e £

ot

.58

28 8§ 8 8 8 § 8 8 8 ©

g

PaAlOSSI] %

29/36



% Dissolved

WO 2025/097148

PCT/US2024/054432

100-
80-
' -o-160 mg Uncoated
50 ——160 mg 3% Coated
1 —»— 160 mg 5% Coated
] —0—160 mg 7% Coated
40
20-
O-l L e R T L I S S D R R RN RN RN RENN BN SRR NN NN LN B N
0 10 20 30 40 50 60
Time (min)
FIG. 28

30/36

70



PCT/US2024/054432

WO 2025/097148

6¢ Old

{senuiw) suwig
0L 09 0g oy 0e 0Z

i I I | ] ]

ol

ainsden Bwi ¢y ——

sjnsden) Bw 67 —e—

1jae) Buw 091 —¢—

wlgel bw QL ——

1ej0e). Bw gz —o—

@‘
:

H D@

0G

09

0L

08

06

00l

Okl

paAjossid %

31/36



WO 2025/097148 PCT/US2024/054432

Dispensing/Blending/Nixing

PFre-BendiCompound Adrug substance and Hydrophobic Colloidal

SHica are blended and passed through a Comil.
intragranuiar Blend: The Pre-blend is then blended with remaining
Exripfents.

.

Roller Compaction

Intra-granular blend is roller compacted and milled to generate
Gompound Amilled gramudes

¥

Final Blend

dilled granules are blended with Magnesium Stearate to obitain
Compound AFinal Blend

Blond Uniformdty sampling

ki
Comupression

Final Blend is comprassed Into 25 mg, 110 mg, or 160 mg tablets

fn~-provess check (1PC}

ki

Fim Coating

Compound A tablets are filrn coated using Opadry B im coat

fetal Detastion and ACL Inspection

¥
Packaging

Costed Tablets are packaged into boltles.

FIG. 30
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