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1. MR ER

Ao E N (40°C, 75%RH, 6 » H) ZIT-o72f%, 7 F T A AP INIG) I
B OTIGEE FIZBWT SEMEZETH D Z LRI ST,

RERFEHEHIN] : 2015/4/30~2016/2/18

@ Fa1dE . PTP Mk
R4 - IERER (40°C£2°C, 75%RH=*5%RH)
RBRTEH PRIk, MERREER, SRR, MEERER, R, EaEalkk
AR - BHAARE, 1, 3, 6w H
7w MEE 0 150317K, 150318K, 150319K
(B /IME ~ e KAL)
AERIE B [mEVAN LRTFHIRE
<> T BH AL 1% H 3% A 6 % A
3 n3 150317K
. 150318K | #iE A DO FEEE | A DO FREE | ISt D FEE | B0 HEEE
< EFB D FEE>
150319K
. 150317K
FasNs =
ﬁmu ih%ﬁ n=3 150318K i@/a\ . o i@/a\
(HPLC) 150319K
SR MERER (%) n=3 1.60~2.28 1.16~1.89
il FIIHIH 1.51~2.25 — — 1.56~2.96
Al <15.0%LL F > igggg 2.32~2.80 1.77~2.78
— | EEYW-MRER (%) n=3 150319K | 1-81~1.96 1.48~2.54
(i ERaszoagFry R 1.03~2.32 — — 1.77~2.66
<15.0%LLF > 1.62~2.83 2.16~2.28
. 150317K
“ifestBh (HPLC) n=3
FUEHER (HPLO) n 150318K | o T o o
<K1> 150319K
o 92.7~103.3 | 91.8~103.2 | 94.2~102.4 | 93.2~104.5
FAIPALEL (%) n=18
. : 93.5~99.9 | 95.2~102.1 | 90.6~103.8 | 91.8~105.1
- <3074y, 80%LL > 150317K
@ 90.6~100.6 | 94.4~103.1 | 90.8~102.0 | 91.7~104.1
H% L5038 I 1017 | 98.5~101.8 | 96.4~101.5 | 93.3~100.8
e ke meFr ok () n=18|150319K | O ' ' ' ' ' ‘ ‘
X 79.1~100.7 | 99.3~102.9 | 93.2~102.2 | 97.0~102.1
<30 7%y, T5%LL >
95.6~100.1 | 88.1~100.9 | 88.6~101.1 | 97.4~99.9
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BE I xaxt

Nichiriko B LI I S HE —TEHE&E 21
(7 IMiE~ B R AE)

HAERIAH =k PRAFHAR]
< HIKE > &5 BH AL 1% H 3% A 6 4 A
L . . 100.13~100.77|101.09~101.43|100.79~101.43|101.96~102.67
THIHE L (%) *2n=3
100.60~101.38|101.82~102.00|100.91~101.65|102.15~102.85
<95.0~105.0% > 150317K
A 150318K 99.90~100.74 |100.93~102.11|101.27~101.34|102.04~102.73
- . . . 97.65~98.35 | 98.87~99.64 | 99.47~99.54 | 99.16~99.67
tRrzeaeFrY R (%) *2n=3|150319K
99.36~100.05 | 100.27~100.93|100.39~100.55|100.25~100.94
<95.0~105.0% >
97.73~97.86 | 98.59~99.23 | 98.86~99.25 | 97.71~98.75
¥1:RRT 0.7 DFEBZEWE : 0.5%LLT, lx OFEBZWE : 0.2%LLF, REHEDE : 1.0%LLT

X2 RTRBRICKHTLIEEE (%)
— : KN

TIVFT7EREEAP THEI)
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2. REARTFHER

AIZ o X EMRFRE (25°C, 60%RH, 3 ) #1T-o7-fb 5,

(T O GTNE TICBWT 3FEMEETH L Z LRSI,

BE I gxan

Nichiriko B LI I S HE —TEHE&E 21

TVF T hlEEE AP NIG]

@ R1FdE - PTP mldk
RIS - BWIRG#ER (25°C, 60%RH)
AERTEH - MRIR, A, MEEEER, BB, ©aERER
PRI - BHARIE, 12, 24, 36 # H
7y EE : 180602K
(Fpe/IMiE ~ e KA
RERIH B =I5 PRI
<HitK > EH B 4G 12 » A 24 # A 36 % H
PR i
DOFEE | HBOOFREE | BB OO | BEODES
. 180602K | Bifs (o D FbE | BFE (0 D FEEE | B (0 D FESE | B L D FHEEE
GRS —MRBR (%) n=1
) TIVIH K 1.12 —
Al <15.0%LLF >
% — 180602K
— | HEH—MRER (%) n=1
P L RkesuonFrUR 3.27 —
<15.0%LL T >
iR E (HPLC =3 . . .
MR (_ ) n 180602K ey A Ry e
<¥1>
FNIPLE L (%) n=6
v N o 98.0~103.5 | 96.5~101.5 | 99.6~103.0 | 94.4~103.0
<30 7%y, 85%LL >
H : — 180602K
PE| B RrZERTF TR (%) n=6
. 96.6~101.4 | 96.8~98.5 | 94.3~101.0 | 86.0~102.4
<304y, 80%LLE>
FAIPAE L (%) *2n=3 99.89~ 101.70~ 100.56~ 100.88~
2 <95.0~105.0%> 100.79 102.15 101.41 101.56
= - . 180602K
2 lerproeF7Y R (%) *2n=3
96.53~96.79|98.41~98.95|97.93~99.48 | 99.12~99.80
<95.0~105.0%>

%1 : RRT % 0.7 DEZEWE -
X2 BARRIIHTIEAE (%)
— : RENE

0.5%LLF, il = DFEZWE
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0.2%LLF, WEHEWE

1.0%LL T

TIVFT7EREEAP THEI)




