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2020 & 2 A{ERk
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(NnsEEAER)

HZ22=2 0Dk 12mg THETL]

YIIBEER LS

AEZ O EMEERER (40°C, T5%RH, 6 # H) Z1T-o7-f%, #7431 0D 12mg H
BET ) 1 Z@E OmHBHRE FICBWT SEMEETH DL Z &N ST,

SERERWIRT - 2018/8/27~2019/1/31

@ UrfFldl - PTP ik

RAFEAE - EERBR (40°C£2°C, 75%RH=*5%RH)

HIETE R - MR, MeslelER, SR —M, mpiErE, AR, € &R
HIEREY - BALGEE, 1, 3, 6 » A
7y & G861801, G861802, G861803
(B /M ~ e K i)
HIEHEH = b PRAF IR
<> H5 BRI 4G 1% A 3% A 6 #» A
PESR n=3 G861801
. G861802 | HEGOFREE | HEAORIE | HEORE | AEOOFRE
<EBOFGE> (861803
HeRAB n=3 G861801
G861802 WA A T ke
(HPLC) (861803
AN —ME (%) n=3 G861801 | 1.11~2.10 2.18~2.88
(=% —1E) GR861802 | 2.27~2.54 — — 1.82~3.38
<15%LLF > G861803 | 1.40~2.42 1.61~2.79
HiEEME (B))  n=18 (G861801 21~31 18~25 20~25 18~23
o (861802 26~32 19~26 19~26 19~25
<17BAN> (861803 20~29 17~24 18~25 18~24
VM (%)  n=18 G861801 | 97.3~102.0 | 97.0~102.3 | 93.9~101.0 | 96.6~102.2
e (G861802 | 94.1~102.6 | 97.8~101.8 | 93.8~102.5 | 94.4~101.8
<1577, 85%LLE> G861803 | 94.5~101.5 | 93.2~101.9 | 96.8~102.0 | 93.1~102.7
S8 (%) * n=3 G861801 | 98.34~99.42 [99.28~100.76 | 98.51~99.18 [100.48~101.57
. (861802 | 99.30~100.01 [100.19~101.47 98.84~99.97 |100.66~101.02
<95.0~105.0% > G861803 | 99.15~99.93 [100.17~100.64| 98.19~99.06 [100.67~101.53
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Nichike B LR HE—THEE2]
@ R{Falds . NTadk
RIESE: - EER (40°C£=2°C, 75%RH*5%RH)
HIEER - MR, meEilBR, SRS —ME, mrlEdE, R, © &R
IR - BRAGRRE, 1, 3, 6 4 H
=y FE5 : G861801, G861802, G861803
(B /IME ~ e KA
HIEE B =RV PRAF IR
<JRHE > &5 BRI 4G 1% A 35 A 6 #» A
PESR n=3 (G861801
G861802 | HEDFEE H DR SRR SRR
< A OHKGE> (861803
FEiRB: =3 (861801
G861802 WA WA A iRy
(HPLC) (861803
FI—ME (%) n=3 G861801 | 1.11~2.10 1.14~2.78
(BEH—M) GR861802 | 2.27~2.54 — — 1.54~2.34
<15%LLF > G861803 | 1.40~2.42 0.93~2.44
BN (F))  n=18 G861801 21~31 18~23 18~25 20~28
o (G861802 26~32 20~25 17~26 22~29
13PN > (861803 20~29 20~29 18~27 22~29
Vit (%)  n=18 G861801 | 97.3~102.0 | 97.4~101.3 | 96.0~102.3 | 93.5~102.5
N \ G861802 | 94.1~102.6 | 98.7~102.8 | 95.4~101.1 | 92.9~102.1
<1577, 85%LL k> (861803 | 94.5~101.5 | 98.6~102.4 | 95.0~102.9 | 96.1~101.5
4B (%) % n=3 G861801 | 98.34~99.42 [99.66~100.75| 98.50~99.50 [100.81~101.76
(G861802 | 99.30~100.01 | 99.31~100.67 | 99.29~100.25 |102.54~103.15
<95.0~105.0% > G861803 | 99.15~99.93 |98.88~100.76| 99.17~99.97 [101.79~102.71
FREIZHTDHDEAER (%)
— : RENE
AZ2R220ODfE12mg THETI]




