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. IEEER
Az O TR (40°C, T5%RH, 6 » H) Z{To7-f%, Bl aF T 78 100mg [HE
T 3@ EOTGE FTIZBW T 3HEREZETH D I &EnHEHI STz,

SREREHEIIRT ;- 2018/5/11~2018/12/10

@ R1FdE - PTP ok
RAFEAE - EERBR (40°C£1°C, 75%RH*=5%RH)
HIETEE MR, fesdalBh, MIERER, TR —MalE, WHalE, © &5k
HIERFHS - BRAAIRE, 1, 3, 6 # H
o &%= : CEL100T4-1, CEL100T4-2, CEL100T4-3
(Fpe/IMiE~ fpe KA
HEHEH 7 bk BAFHAR
<> T BHAG I 1% H 3% A 6% A
PR n=3 ggﬁgg?; FEOERAD | AEOEAY | BEOERA Y | HEOERA Y
4_
<HAOERRAY OMEOHREE> | ORL100T4-3| PHEORE | OMEORE | OMEORE | OMFEOFRE
WezRakBr  n=3 CEL100T4-1
CEL100T4-2 ke ke ey ey
(HPLC) CEL100T4-3
WiEEAB (HPLC) n=3 |CEL100T4-1 \ \ \ \
. CEL100T4-2 SiREy SiREy T A
<X1> CEL100T4-3
R —MEERE (%) n=3 |CEL100T4-1| 0.31~0.96 0.67~1.00
(& E@{ﬁ%nﬁ%ﬁ) CEL100T4-2| 0.64~0.98 — — 0.64~0.91
<15.0%LL T > CEL100T4-3| 0.60~0.88 0.48~0.74
VEHIME (%) n=18 CEL100T4-1| 86.9~89.9 84.5~91.3 84.9~89.1 85.1~90.7
. X CEL100T4-2| 85.2~89.3 86.7~91.0 85.5~89.8 86.3~91.7
<3077, 80%LL > CEL100T4-3| 86.8~91.3 87.2~93.5 87.5~90.5 86.4~92.8
S8 (%) %2 n=3 CEL100T4-1| 99.42~99.98 | 99.99~100.72 | 99.01~99.22 | 98.58~99.11
CEL100T4-2| 99.63~99.84 [100.52~101.00| 99.18~99.60 | 99.25~100.12
<95.0~105.0% > CEL100T4-3|100.02~100.26|100.36~100.91| 99.33~99.68 | 99.13~100.03
1 EBWE A RRT0.9) : 0.4%LLF, ZEitbISofEl # DIEGFE « 0.1%LLF, #EZWE  0.5%LL T
2 FREICHT2EHE (%)
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@ RA{FaldE . N T Atk
RTIESE - ERER (40°C*=1°C, 75%RH*=5%RH)
HIEIEE : MR, meslelBR, MIAERRER, BRI —MRER, R, EERER
HIERHA - BASARE, 1, 3, 6 » H
v h#%F 5 : CEL100T4-1, CEL100T4-2, CEL100T4-3
(Fe/IMiE ~ Fre KA
HETEH oy bk PRAFHAM
<FRHE > Fa BHAG I 1% H 3% H 6 » A
Mok n=3 ggﬁgg%; HEOERRAD | AEOERAY | BEOERAY | AaoERA Y
<HEOERA Y OREOFKEE> |CRL100T4-3| PRHOEE | OMEOFSE | ORFBOFKEE | OMBOESE
WezRatBR  n=3 CEL100T4-1
CEL100T4-2 A ke ke ke
(HPLC) CEL100T4-3
WiERB (HPLC) n=3 |CEL100T4-1 ) ) i i
. CEL100T4-2 SiREy SiREy T ke
<X1> CEL100T4-3
B —PERE (%) n=3 |CEL100T4-1| 0.31~0.96 0.45~0.91
(Eifﬁ%uﬁ%ﬁ) CEL100T4-2| 0.64~0.98 — — 0.67~1.41
<15.0%LL F > CEL100T4-3| 0.60~0.88 0.50~0.64
VEHIME (%) n=18 CEL100T4-1| 86.9~89.9 83.7~89.4 81.0~88.8 82.1~87.3
N i CEL100T4-2| 85.2~89.3 83.9~90.3 81.5~90.5 83.6~89.8
<30 7%y, 80%LL > CEL100T4-3| 86.8~91.3 85.0~92.8 87.1~91.0 83.6~87.3
SH (%) 2 n=3 CEL100T4-1| 99.42~99.98 | 98.40~99.05 | 98.57~98.90 | 99.13~99.38
CEL100T4-2| 99.63~99.84 | 98.89~99.40 | 99.15~99.39 | 99.45~99.86
<95.0~105.0% > CEL100T4-3|100.02~100.26| 99.43~99.50 | 99.07~99.51 | 99.69~99.99

1 EEYWE A (RRT K 0.9)
X2

D 0.4%LLT, ZERRLS ol 2 OFERRIE.
FoREIZHTHEAE (%)

2/2

0.1%LLF, ieHmmE

0.5%LL T

LaFxLTEE100mg TBHETL)




