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* CSO: Contract Sales Organization (EtOHCH
* CMO: Contract Manufacturing Organization
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CSO(ZHO{ CH ) 51,742 82.3% 93,679 872%  81.1%
CMO(Z=EFALRY) 8,771 14.0% 13,803 128%  57.4%
7|E} 2340 3.7% 0.0% -100%

O =&0[< 35,356 56.3% 64,008 59.6%
Ih2HH| 34,870 55.5% 70,446 65.5%
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TEARS Study(Taltirelin in patients with cerebellar ataxia)

Title: A 24-week, Multicenter, Randomized, Double-blind, Placebo-controlled, Phase IV Clinical Trial to Assess the Efficacy and Safety of
Taltirelin Hydrate in Patients with Ataxia Due to Spinocerebellar Degeneration

Screened (N=177)

Screening failure (N=17)

- Ineligibility for study participation (N=12) p —0 5 581
€ . Withdrawal of informed consent by the subjects e * - i
or their I:gal represenelatw:s (N=3) - p O 032 1 p_ooogg* |

- Others (N=2) 4= 1 _l =

Randomized (N=160) 3=

| 41 L[]

I 24 -
v B 1
Taltirelin group (N=79) Control group (n=81) 0+ J- __-_

e - <
Completed (N=71)  Di inued (N=8) Completed (N=67)  Discontinued (N=14) 3
| | i
- Withdrawal of informed consent by the subjects - Withdrawal of informed consent by the subjects -4 - -
or their legal representatives (N=2) or their legal representatives (N=12)
- Occurrence of adverse events (N=3) - Occurrence of adverse events (N=2) -5 ] T
- The investigators’ jud t (N=1)
- ineigibiity for study partcpation during the conduct Total Hereditary ataxia Non-hereditary ataxia
of study (N=2)
B3 Taltirelin group =3 Control group
“K-SARA (25 H#ZXZ2| H7I X 522 flgt HE)
7], M7|, 7|, AO{EON, &TFEF =F, B-ATIEEA AL, &HIE £ & 7| Fig. 2. Overall changes in the Korean Version of Scale for the assessment and Rating of
ghE| K| A ZHO| H A} Ataxia scores at 24 weeks from baseline.
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0 SMEB®(Smart continuous Manufacturing system for Encapsulated Biodrug)

A
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CP : Aqueous fluid
with surfactant
¥ Packaged
Operation DP: Products
: Polymer mix
in solvent
%+
User li
Feed back I ‘ g
J |= 2]
1 ] ey .
__ T R Detectar - Freeze drying
T JL Continuous In-process control T
Report documentation
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-- . .. o :.'.. - Long Acting Release

Diffusion & 7 ] .

Biodegradation o * 0
[ ]
[ ]
————— A8t Y 71E POINTS ————

OlEt "=
(Microfluidic method)

Eityo| of2 obst

W

> ofF oHESIef O/E7 L7 d=8 BERYCE 27 ofF H8lE 20/

7| EHOZ HLojA SFEEE0 &= HE S ZEHA FE

Oral (0.5 mpk*3days)
IM_HC_2.67mpk

RN

§
= £ / I \ SE IM_HC_5.34mpk
2 8 L 7 +— __LAR Depot % D 40 IM_LC_2.67mpk
: sl A 1\ [\ |\« 5
® 2 S
: 2 © 1
= / N \ \ N g
[a

3 Time —— Immediate release 0.1

d P . T . . . T T ,

osage foam 0 72 144 216 288 360 432 504

Controlled release Time (h)
dosage foam
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REF) 1. https://researchandmarkets. com 2. Pfizer, BMS At E11A{(2021) 3, UBIST(2021) 4. MA}
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= HLBP-P037 (7§24l

KO K2 MAAE 2 709 22 (2020) 1269 22 (2024)
o= MAAE 2 9.29 =& (2022)2 8.79 & (2029)
k= FLHAIE 2 2,600 (2021)3 2,800 (2025)

KO FEE(20219) : 65M O4 21172 10.38% (9,010,545F/935,087 H)4
X|Of 2t X, SEHE (O] 4N : 1032HH (20244, 10.37%)° > 3032t (20504, 16.09%)
X|Of =2|H| 84 : 2076052t (2022H), L X3|0|H X| 2 (76.04%)

YESH0|HY KOS 2| K| =2

Z 20| AH| 2oL M | (Cholinesterase Inhibitor, AChEI)
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REF) 1. http://www.medisobizanews.com 2. https://medifonews.com 3. UBSIT 4.5 Y X|0fAIE 5. 2016F X|0fFHEZ A}
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= CRS 2023 Annual meeting
HP-P024 HNZ K 2H| EAE 24 28 OF
LCRS2023 \2'.\
v ;&-5“'.' ANNUAL MEETING
= & EXPOSITION JuLy 24-28, 2023
Paris Hotel ) Las Vegas, NV, USA
THE FUTURE OF DELIVERY SCIENCE
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