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1. IEFER
KA X ERER (40°C. T5%RH. 6 5 J) #FF-7- 8. =L bR 7% 25mg A
L] @ omsiE FICBWTC SEMEZETHD Z ENHERNI S 7=,

PRSI : 2024/6/17~2025/1/8, (FrfleifE, ¥AHHER) 2025/8/20~2025/11/12

@17 al%E  PTP ¥ (B i&aldEae)

RAESRAT: - IR (40°C£1°C. 75%RH+5%RH)

ARERTE E - MEIR, FERRRRBR, MUECRABR, wIREE. A R, EERR
BRI - BHAGE. 1. 3. 6 » A

v h&5 : ELT25T1-1. ELT25T1-2. ELT25T1-3

(Fe /M~ F5e KA
ABRTE H =R PRATHA ]
< HIH > FH BH A 1% A 3% A 6 % A
e n= ELT25T1-1
IR =3 _ > HEDT 4 IV AABD T 4V AHBD T 4 VA HEBD T 4L A
SREOTAMAITT AN BITI2 | gl 1 o b e 4 28|27 4 v T
v > ELT25T1-3 & & o o
ELT25T1-1
Eﬁuu uﬁ%ﬁ n=3
ELT25T1-2 A A A A
(HPLC)
ELT25T1-3
) ELT25T1-1
fipEsER (HPLC =3 . . . .
i (, ) o ELT25T1-2 A EA Ry Ry
<¥1>
ELT25T1-3
" ELT25T1-1 | 3.32~3.45 3.28~3.33 3.39~3.43 3.41~3.60
HlmE n=3
) ELT25T1-2 | 3.31~3.45 3.19~3.37 3.36~3.41 3.563~3.67
<5.5%LL T >
ELT25T1-3 | 3.64~3.86 3.38~3.61 3.47~3.63 3.64~3.86
%2%! i’] M (%) n=3 | ELT25T1-1| 2.11~4.08 1.58~3.64
(& & —MEER) ELT25T1-2 | 2.11~3.24 — — 1.15~2.11
<15.0%LLLT> ELT25T1-3 | 1.68~3.19 1.63~4.02

11/2




¢ BE Laxxax

Nichiriko B LI I B —THE&E 21

(/M ~ B KA
FBRIE H =N IRAF 1 ]
<JiHg > e B AR 1% H 35 A 65 A
92.9(88.5~96.2)(95.4(93.4~97.9)[93.1(89.5~95.9)(89.3 (84.4~96.0)
@0 @0 @0 @0 @®o @0 @1 @0
i (S1) i (S1) i (S1) i (S2)
98.1(92.4~100.3)|91.6 (88.3~95.6)[94.5(91.7~96.0)(87.4(81.9~94.3)
ELT25T1-1 @0 @0 @0 @0 @®o @0 @1 @0
i (S1) i (S1) i (S1) i (S2)
94.7(90.1~98.0){91.0(87.2~94.2)[90.0(84.6~97.1)(89.2(82.4~97.6)
@®o @0 @0 @0 ®o @0 ®1 @0
i (S1) i (S1) i (S1) i (S2)
91.2(84.2~96.8)|92.7(88.5~95.1)[90.3 (85.6~96.6)(92.9(88.4~96.5)
®1 @0 @®o @0 ®o @0 ®o @0
VEHE (%) | v i (S2) i (S1) i (S1) i (S1)
=3 (B~ ) 96.0(91.9~98.2)|92.3(86.6~96.9)[91.1(88.3~95.6)(88.7(84.2~94.0)
e ELT25T1-2 @®o @0 @®o @0 ®o @0 ®2 @0
<90 %3, I E fiE 2 . . . .
. e e i (S1) i (S1) i (S1) i (82)
Q 1 80% > | HIE OKHE) =2 95.6(92.2~99.9)(89.7 (77.4~97.2){92.0 (87.8~95.6)|87.2 (78.8~95.6)
®o @0 ®1 @0 @0 @0 @2 @0
i (S1) i (S2) i (S1) i (82)
90.6(87.3~93.3)(86.3(79.7~92.2)(86.0(79.2~94.0)|84.1(79.0~90.3)
@®o @0 ®2 @0 @2 @0 4 @0
i (S1) i (S2) i (S2) i (82)
91.8(87.8~96.1)(87.2(83.1~93.6)(89.4 (83.9~98.4)|85.5 (76.9~93.6)
ELT25T1-3 @®o @0 ®1 @0 ®1 @0 ®4 @0
i (S1) i (S2) i (82) i (82)
90.7(85.1~100.1)(88.1 (78.3~95.4)[89.4 (79.1~96.0)|82.4 (78.7~88.6)
@0 @0 @1 @0 ®2 @0 ®4 @0
i (S1) i (S2) i (82) i (82)
2B (%) ¥ n=3 ELT25T1-1 | 98.93~100.24| 98.19~ 99.41 | 98.44~100.34/100.12~100.40
R " ELT25T1-2 (100.23~100.62| 99.25~100.25 {100.21~100.81/100.81~101.30
<95.0~105.0% >
ELT25T1-3 | 99.77~ 99.88/ 98.03~ 98.53 | 98.88~ 99.87| 98.12~100.20
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RRT #9 1.03 OFEGEME : 0.2%LL T, HAx OEGWE - 0.2%LL T, #BIEHEWY : 0.5%LL T
DOQ+5% At DEE  @Q— 15% AT DH %K
0 S1 il & 3B D DB HERD Q+5%LL 1
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