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2024 & 5 AYERK

% IE MR
(EGER, EHREHE)

EL /N2 EER 1.5¢

1. MNEHAER

AFICO X MERER (40°C, T5%RH, 6 # H) Z{T-o7#EH, v U7 2§ 1.5g 13i®
T OTGIE FIZBWT SEMEZETH D Z ERHERI ST,

O RAFELHE - S T ILEE (EiaETERE)
PRAFSAE - ISR (40°C, 75%RH)
RERTE E IR, #ERRERER, pH, MR, K4y, =2 R MR URER, REMEDRER, RNE
PERSCRL 13X, MERRRER, JmatER

FRBREE - BRAARE, 1, 3, 6 4 A

v b5 SAS15I-1, SAS15I-2, SAS15I-3
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(B /M~ F5e KA
BRIE H 7k PRAFHARE
<S> H5 BHAGHEE 1% A 3% A 6 %A
Mgt SAS15I-1
AS15I-2 Dy DOy DO¥y DOy
T T :Azél-g HEOHE HEOHE HEOBE HEOKE
L SAS15I-1
RERE R SAS1512| o o e o
(KR, RS SAS1AL3 - - - -
- SAS15I-1| 9.00~9.05 9.12~9.20 8.81~8.84 9.02~9.03
P SAS15I-2| 8.98~8.99 9.14~9.16 8.83~8.84 9.01~9.04
<8.0~10.0>
SAS151-3| 9.00~9.03 9.15~9.16 8.83 9.02~9.03
SAS15I-1
ol B2 B . . . .
R sasisle| @A o o o
<R SAS15I-3
SAS15I-1| 1.22~1.25 1.48~1.79 0.97~1.06 0.78~1.03
Koy (%)
X SAS151-2| 1.25~1.84 1.41~1.54 1.05~1.21 0.83~0.97
<2.0%LL T >
SAS15I-3| 1.55~1.61 1.839~1.45 1.06~1.10 1.03~1.56
SN N IS SAS15I-1| 0.0156 A 0.0156 i
(EU/mg (/i) SAS15I-2| 0.0156 At — — 0.0156 A
<0.2EU/mg (3ffi) A% > | SAS151-3| 0.0156 AJifj 0.0156 A
ANV Bk SAS15I-1
<HSMNZREBD B D AREME | SAS151-2 ik ik Sk Sk
B WD 7 > SAS15I-3
ARV MERORL 3Bk SAS15I-1
<10 m LA E : 6000 fE/A%RLLT, | SAS151-2 ke — — WA
25 um LA L 1 600 fE/EZRLLT > | SAS151-3
B} SAS15I-1
i SAS151-2 e e TRa A
<HOBHERDRC> |00 S S e e
a8 (O, %) *2 SAS15I-1| 107.7~111.5 | 107.7~109.1 | 108.1~110.0 | 107.0~109.1
(AR B LF Y 7L) | SAS15I-2| 106.7~109.8 | 108.2~110.3 | 108.5~110.0 | 105.5~108.3
<95.0~120.0% > SAS151-3| 109.2~110.0 | 108.2~109.3 | 109.3~109.4 | 108.5~109.1
a8 (O, %) *2 SAS15I-1| 106.7~107.9 | 106.5~106.8 | 105.7~106.0 | 106.0~106.3
(7o F Y L) |SAS15I-2| 107.9~108.6 | 107.7~108.2 | 105.7~106.0 | 104.6~105.3
<95.0~120.0% > SAS151-3| 107.8~108.0 | 107.2~107.7 | 106.9~107.3 | 106.8~107.3

X1 (D) BRI A~ AR

(2) HPLC : AN X AR=0 T 305 0.3%ELF, = miE i 1.0%80
K2 RREISHTOEAE (%)
— ¢ ROR i

EL )Y 2EER 1.59
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2. REARTFHER

SERE I ;- 2011/6~2016/5

| JESEak

XA TV

PRIESRAE - RHIGRERER (25°C, 60%RH)
AERIE R : PER, pH, MEEERER, JMhElER

BRI - PHAGRY, 12, 24, 36 » A

v &5 : EI0300
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ABRIE H =I5 PRAFHAE
< HHE > EH BHAGHEE 12 % A 24 # A 36 % H
HEIR E10300 o o o o
< HfA~EEA GO E >
pH
EI0300 9.43 9.46 9.31 9.33
<8.0~10.0>
WifEsAER (HPLC . . . .
e iﬁx(p ) EI0300 A WA WA A
i (O, %) *2
(A7 ZAF KU mA) | EI0300 103.3 105.7 103.6 103.7
<90.0~120.0% >
“& (M, %) *2
(F7rev U+ RUwma) | EI0300 104.7 106.0 105.1 104.8
<90.0~120.0% >

X1 ANNRT HZEN=F I 0.83%LLF,

K2 FRBEITHTDEAR (%)
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& 1.0%LAF

ES1)/\Y 2853 1.5¢9




	1．加速試験
	2．長期保存試験

