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Nichriko & LI HE@® —T HE6&E 21

2026 & 2 AERL

I)LbOrR/NTEE125mg THETI]

1. MOEEAER

ARG ENEEER (40°C, T5%RH, 6 » H) ZATo7-fE%, =/ hr YR X7 6E 12.5mg [ H

&1 I

SRER E I - 2024/6/17~2025/1/9.

| JESEXDE™S
TRAFSME
ARERIEA -
IR R 4]

: PTP 1%

(e
nEEER (40°C+1°C. 75%RH+5%RH)

PRR, FERRARER, MR, e, WA,
BRLARE, 1, 3, 6 # A

W\ OHGIE FIZBWT SHFRILETH D I ERHER ST,

(Rt . IHEEBR) 2025/8/19~2025/11/11

HLHE)

o v hE5 : ELT12.5T1-1, ELT12.5T1-2, ELT12.5T1-3

e iR, & iR

(Fe /M~ F5e K AE)
ABRTE H =R PRATHA
< HHE > He BH A 1% A 3% A 6% A
Mtk n=3 ELT12.5T1-1
R n _ HEDT 4 IV AABRD T 4V AHEBD T 4 VA HEBD T 4L A
SAROTAVAI=T A BTSN o el oyl a—s b a4 sk
L > ELT12.5T1-3 & & o o
ELT12.5T1-1
Eﬁuu uﬁ%ﬁ n=3 N N N N
ELT12.5T1-2 A A A A
(HPLC)
ELT12.5T1-3
) ELT12.5T1-1
fipEsER (HPLC =3 . . . .
i (, e A Ry Ry Ry
<H1>
ELT12.5T1-3
" ELT12.5T1-1| 3.50~3.64 3.48~3.58 3.43~3.57 3.21~3.44
i e n=3
) ELT12.5T1-2| 3.60~3.69 4.01~4.04 3.36~3.48 3.31~3.45
<5.5%LL T >
ELT12.5T1-3| 3.32~3.38 3.48~3.54 3.35~4.29 3.24~3.44
BEIS—M (%) n=3 |ELT12.5T1-1| 38.55~4.12 3.55~5.68
(& ¥ —MERBR) ELT12.5T1-2| 2.44~3.43 — — 1.84~3.91
<15.0%LL F > ELT12.5T1-3| 2.80~3.07 2.28~4.08
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Nichiko 2 LI

mHEHE—TEE&E?2]

(/M ~ B KA
FABRIE H =N TRA7 11 ]
< Hikg > HH BA hA I 1% H 3 A 6 %A
88.1(85.6~91.1)|85.2 (77.1~90.2)|83.0 (74.6~92.5)(84.9 (79.2~88.0)
@0 @0 ®1 @0 ®2 @0 ®1 @0
i (S1) i (S2) i (S2) i (S2)
88.9(87.4~90.5)|90.2 (85.3~94.8)(87.2 (80.1~93.1)(86.3 (78.8~91.4)
ELT12.5T1-1 @0 @0 @0 @0 @®o @0 @1 @0
i (S1) i (S1) i (S1) i (S2)
88.6(84.8~91.9)85.5 (77.0~91.6) 84.6 (81.0~87.6)86.8 (85.0~91.0)
@®o @0 ®1 @0 @0 @0 @®o @0
i (S1) i (S2) i (S1) i (S1)
85.6(76.7~93.2)|83.3 (80.4~86.0)|85.6 (83.5~87.5)(85.8 (83.6~88.0)
®1 @0 ®o @0 ®o @0 @®o @0
VEHE (%) | T i (S2) i (S1) # (S1) i (S1)
=3 (B~ ) 82.9(82.3~83.6)|84.3 (79.6~89.8)|83.4 (76.5~88.5)(84.5 (76.2~93.0)
o . |ELT12.5T1-2 @®o @0 @®o @0 ®1 @0 ®3 @0
<9047, I E 2 . . . .
. e e 3 i (S1) i (S1) i (S2) i (S2)
Qfifl 75% > PRITE OKHR) = 83.0 (77.9~89.7)[87.8 (81.9~93.7)|82.4 (80.5~85.6)[83.6 (75.1~92.8)
®1 @0 ®o @0 ®o @0 ®3 @0
i (S2) i (S1) i (S1) i (S2)
86.4 (84.8~89.2)(86.6 (83.5~90.5)(85.2 (77.8~91.5)|87.8 (82.2~93.0)
@®o @0 @®o @0 @2 @0 @0 @0
i (S1) i (S1) i (S2) i (S1)
86.7(84.4~90.5)|87.2 (83.6~91.8)(89.5 (86.9~93.2)(85.6 (80.5~89.8)
ELT12.5T1-3] @®©0 @0 @®o @0 ®o @0 @®o @0
i (S1) i (S1) i (S1) i (S1)
87.8(85.5~91.6)|87.5 (85.4~89.7)(85.7 (78.5~90.5)|86.6 (84.2~89.7)
@0 @0 @0 @0 @1 @0 @0 @0 q#
i (S1) i (S1) i (S2) (S1)
4B (%) % ne3 ELT12.5T1-1| 98.36~ 99.29 | 98.41~99.13 | 99.38~ 99.69 | 99.15~100.34
R " ELT12.5T1-2|99.52~ 99.95| 98.19~99.89 |99.76~100.52 [100.31~101.03
<95.0~105.0% >
ELT12.5T1-3|99.41~100.42 | 98.51~99.25 | 99.89~100.20| 99.78~100.52

*1:
D
*3

S2 : 12 (S1+8S2) OREIOTFWHEHE=Q, Q—15%ATHD & DN/,

%4 :
B SESY ]

FREIIHT 286K (%)

2/2

RRT #9 1.03 OFEGEME : 0.2%LL T, HAx OEGE - 0.2%LL T, #BIEHEWE : 0.5%LL T
OQ+5% AT DL @Q— 15% AT D £k
S1: fll & 3B S OUHIENR Q+5%LL 1

IT)LbOVRNNGEE125mg THEL)




