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1. IR ER
AR O ENHERER (40°C, 75%RH, 6 # H) ZITo7fbR, T 2wvXxkvF 57 /L 30mg
THET Gl L@ OmSiE FIcBW\WT 3EMTETHDL Z LR ST,

PRERE M - 2017/3~2018/1 (EHM(2) 2020/10~2020/11)

@ R1Fmd  PTP - 7248 (Rfp#ld 0 ) - #
PRAFSRME - B (40+2°C, 75+5%RH)
AREBREE MR, MERRERBR, MIESRRER, WMRECE, SRR, mHEER, EERRR
FRBRRE - BRAARE, 1, 3, 6 H A
oy S 170244K, 170245K, 170246K

(B /M~ F5e KA
AERTE A SIS LRATHAR
< Fiks > e B A 144 3% A 6 A
Mtk n=3
<Fw v INPEAG, RF | 170244K
W E O RBEOE S e AFl | 170245K A A SRy A
THY, NEBIZAG~bFC | 170246K
1860 % B OV 13 8 0D BT >
o 170244K
BBk n=3
. 170245K A — — A
TR
GIRAMIIL A~ kL) 170946K
il EE R n=3 170244K
(HPLC) 170245K Sl A SRy A
<H1> 170246K
. 170244K 1.29~1.35 1.36~1.47 1.62~1.78 1.48~1.59
L 2 (0 —
Mf’;;gﬁﬁ 3 170245K 1.62~1.65 1.48~1.52 1.19~1.51 1.51~1.63
070 170246K 1.54~1.65 1.21~1.41 1.53~1.57 1.44~1.53
fFE—M (%) n=3 170244K 5.09~7.54 4.12~5.12
(& B¥—MEER) 170245K | 2.86~6.65 — — 4.61~17.03
<15.0%LL F > 170246K 3.72~5.50 2.57~4.85
Q) (%) n=18 170244K 0.0~0.8 0.0~0.4 0.0~1.3 0.0~0.7
(pH1.2) 170245K 0.0~0.8 0.0~0.7 0.0~1.3 0.0~0.7
<120 %y, 4%LLTF > 170246K 0.0~1.3 0.0~0.8 0.0~1.0 0.0~0.3
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(Frx)
RERIE B SRS PR A7 ]
<HiHk > & B A 1A 35 A 6 % A
<454y TEY 91.1~99.0 88.3~98.5 85.3~97.3 83.8~97.1
A (2) u]l> ’ 170244K 84.5~97.6 89.0~98.9 85.0~95.6 88.8~101.1
(%) 170245K 81.9~99.0 86.3~94.5 88.3~99.7 86.2~97.0
n=18 s | 170246K 93.9~95.1 90.9~94.4 89.2~93.8 87.4~94.1
(pH6.8) 800/’;;> 89.7~93.8 93.6~94.8 89.5~92.1 92.6~95.0
’ 92.3~94.7 90.3~92.2 92.3~94.2 91.3~94.2
SR (%) %2 n=3 170244K | 97.89~99.41 | 98.83~98.94 | 99.39~100.32 | 96.47~98.09
ii 01105 0% > 170245K | 98.04~98.92 | 98.61~99.42 | 99.31~100.25 | 96.30~98.10
: o0 170246K | 98.79~99.96 | 99.39~99.80 | 99.01~99.64 | 97.54~98.88
X1 2 OFEZEHHE - 0.2%LL T, WEBZMHE : 0.4%LL T X2 RAREICHTL2E6E (%) —: KEh
OR{FEEE . NTAHR MV RSB V) - WG
PRAFESAE - IdEER (40°C£2°C, 75%RH*+5%RH)
PRBRTEE PRI, MERRERER, MEEEER, oRE, SA R, R, EaEakk
PERIEHA - BAAGEE, 1, 3, 6 » H
oy S 170244K, 170245K, 170246K
(B /M~ F5e KAE)
R IE H RN PRATIAR
<His > Giae B L 1% H 3% A 6 % H
PR n=3
<Fw v IRPEAG, RF | 170244K
W E O RBEOE S e AHl | 170245K Sl PRy SNy A
THY, NEBIZAG~bFrC | 170246K
1860 % HEOVZ 13 8, 0D R >
et R n=8 1TopesK | A - — i
IR 2
(FRAMBL AT R L) 170246K
HIEFER n=3 170244K
(HPLC) 170245K A WA ke WA
<¥1> 170246K
N 170244K 1.29~1.35 1.44~1.51 1.87~1.96 1.91~1.96
TN = =R 0 -
Mf‘gﬁ/é@;‘ 3 170245K 1.62~1.65 1.69~1.83 1.70~1.74 1.83~1.90
070 170246K 1.54~1.65 1.70~1.77 1.75~1.81 1.79~1.90
fFIE—M (%) n=3 170244K 5.09~7.54 3.70~3.91
(& B —MEER) 170245K | 2.86~6.65 — — 4.63~4.66
<15.0%LL F > 170246K 3.72~5.50 3.89~5.55
WMD) (%) n=18 170244K 0.0~0.8 0.0~0.6 0.0~1.5 0.0~1.0
(pH1.2) 170245K 0.0~0.8 0.0~0.8 0.0~1.1 0.0~1.3
<120 %y, 4%LLF > 170246K 0.0~1.3 0.0~1.0 0.0~0.9 0.0~1.3
<454y TEY 91.1~99.0 88.0~96.6 88.5~100.0 89.6~97.7
A HE2) u’l> ’ 170244K 84.5~97.6 89.6~96.0 88.9~98.6 86.0~95.7
(%) 170245K 81.9~99.0 88.9~96.8 83.3~99.5 84.9~99.9
n=18 s | 170246K 93.9~95.1 91.4~92.6 93.8~96.1 93.2~96.0
<pH6.8> 800/111> 89.7~93.8 92.3~93.6 91.6~95.1 91.5~94.1
’ 92.3~94.7 93.3~93.6 92.0~93.6 89.5~98.1
SR (%) 2 n=3 170244K | 97.89~99.41 | 97.90~98.56 | 99.47~101.05 | 98.11~98.90
‘ii 01105 00/; 170245K | 98.04~98.92 | 98.41~99.19 | 99.21~99.84 | 97.33~98.15
: e 170246K | 98.79~99.96 | 99.50~100.14 | 99.09~99.91 | 98.27~99.24
1l 2 OFEZRWE - 0.2%LL T, BEEYE  0.4%LL T X2 FTREICHTL2EHFE (%) —  RENE

TaAXtEFoAhTEIL30mg THEI G
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