VA7 a3y o EEDEAISKEE TOZEMIZE D LBk

=78vES 77—t

LARZ7a X4 U 8E 250mg [ 4 X KOVESE 500mg [ 45 1220\ T, MERiEDZE
PEEBR OREE : 40°C. 3 » A (DL - KU A # ). B 75%RH,25°C, 6 » H GEO-BAID .
Ot 60 7 Ix-h (RERE ()] Z2%Eh Lz,

($1) A AIREZEFIET A D T3EH] « B 7 L F| O BEALEREE T D22 EMERBREIC SOV T (BEH) |
OFHEFE (FRE) ITHEV IR, AL, SRl D LEM AR L7/ER, LT LBy Th

-7z,
e
R i ot
VAR 7 1 Y U BE 250mg [4SRG © © ©
LR 7 o %Y 88 500mg [ 25 AR © © ©

© : TRTORBREHIZBWTEILEZRO N7,
(G B : 2T E A ERBD R, EE : 3%RMEOIK T, HE : 30%A5H O E1L,
VEHE - BREN)

O W ORBRIEH T THEN] OB (bzRdTz,
ML - DT adiZ e GRAS) 2RD 50, WMEE, BEE b RE
DERTHY . BUEZIGIZ L TWD, G 3% LT T, BUEMEN, BE
30%LL EDZAL T, MDY 2.0kgf (19.6 N) UL k)

A WTROORBRIEE T BN OB b ZEBO T,
(OBl - TEIRZE(E0F L EGRZE AR, BUE 2L T\ 5, B BUSHESL,
T 30%LA B ZE kT, THEEAN 2.0kgf (19.6 N) AKRiifi, HME « BIAMEAL)
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L. LARZax% T U8 250mg %5~ (LotNo.: 40A) MEA)4E
A, BE
A-1. RFERE . Bl 7 Al ()
A-2. PRAFSRMT: - 40°C
A-3. RAFHIE 3 4 H
A4, ARBRFER - TR
e, RATHH]
e s
= f =%/ 1% H 3xH
HOOFEHIE O EEOFEMIFO EEOFEMIFO EEOFEMIFO
MR | BBAY 7 o bha | BRAY T oA | BRRAY T o v s | BIEAD 7 4L Ao
—T 4 U TEE a—F 4 VTR —T 4 TR —T 4 TR
., i | RRTH0.77 <0.05 <0.05 <0.05
FEE |
g .M *1 fcﬁ
R I e <0.05 <0.05 <0.05
EH | BUEREH 3043, 93.9% 96.5% 92.8%
B | R 80%L k (89.8~96.3%) (94.6~99.0%) (88.6~96.0%)
. 100.3% 99.4% 99.6%
PEN=R ~
CES 93.0~105.0% (99.6~100.8%) | (98.7~99.7%) (98.9~100.0%)
_— s 204N 207N 218N
B WIET L (195~213N) (197~215N) (210~228N)
*1: A OBIME 1 0.05%,RRT : LR 7 1 43 L5132 AR 4 R
*2: I, n=6 (R/ME~HFKME) BBk B AR FIEHRBRSE 2 1 (pH6.8)
#3: MRV L 3 A0 G/ ME~ T RAE)  *4: M, n=10 (s IME~ fie KAE)
B. B
B-1. tRIFEHE : 1560 7 AR (Biji%)
B-2. RIS 1 75 % RH,25C
B-3. {RAFHIM : 6 4 A
B-4. ARBRRER © T&
4 PRAFH
e s
= A =%V 1% A 34 H 65 H
EEOFEMIF O EEOFEMIFO ERXOY AR EEOFEMIEO ERXOY AR
MR | BRRAD 7 v o | BERAD 7 v | BRAD 7 v | EIRAD 7 v | ERRAD T 4 LA
—F 4 T EE a—F 4 Tk a—F 4 Tk a—F 4 Tk a—F 4 Tk
) B | RRT#90.77 <0.05 <0.05 <0.05 <0.05
M |
i \m *1 7I-£
AR L | #Em e <0.05 <0.05 <0.05 <0.05
W | HEEER 304 93.9% 96.2% 95.2% 96.8%
BT | AR 80%LL E (89.8~96.3%) (94.3~97.4%) (90.6~98.6%) (95.2~98.2%)
P N 100.3% 100.1% 100.6% 100.4%
H 93:0~103.0% 1 99 6~100.8%) | (99.7~100.4%) | (99.9~101.1%) | (99.6~100.9%)
. _ 204N 17IN 180N 179N
T4 U 2
L e L (195~213N) (168~175N) (175~190N) (166~185N)

*1: WRAEOBME : 0.05%,/RRT : LR 7 1 K9 3 2% B MR RrIRR S
*2: SERIE, n=6 (Fe/ME~HRARE) /RBRiE: BARKR HEHRERE 2 % (pH 6.8)

*3:

M0 L 3 [EOPEE (R ME~ e K A)
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*4: YEIE, n=10 (/IME~ F KAH)




C. X%

C-1. RIFIERE « 1T A ()
C-2. TRIFSRM: - AMEEIT (D65 727 ;2,000 1x) FRES
C-3. tRAFHIM IR E 5 60 7 Ix-h (12.5 HfH)
C-4. RERAER : TR
R .
T KAk =¥ L 60 1x-h
T 71
- s a o EO | REOHRBORRAD | HEOREBORRAY
R e A T 4NN T—T ¢ TRE TA4NLT—TF 4 T
—7 4 T HE
% | RRT#J0.77 <0. <0.

e | B 0.05 0.05
g .N *1 f’:i
R I e <0.05 0,05
W | BUER 3047, 93.9% 90.6%
B | IR 80%LL E (89.8~96.3%) (85.0~96.8%)
s N 100.3% 99.3%
CES 93.0~105.0% (99.6~100.8%) (98.8~99.6%)

. _ 204N 209N

i *4 :ruﬁﬂf
B BES L (195~213N) (203~215N)

*1: il ORIE

*3:

0.05%,RRT :

MO 3 EIOFE (e ME~ i A ME)

LR 7 1 0% 3 A xEd B R R R
*2: SEHE, n=6 (F/ME~ Rl RBRiE: BAEKRDHFEHRRE 2 i (pH 6.8)
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*4: VEIE, n=10  (FR/IME~ i KAH)




I VA7 88500mg [#F ] (Lot No.: 40A) A%

A BE
A-1. (RIFIERE : B 7 2 ()
A-2. PRAFSRMT: - 40°C
A-3. PRI : 3w A
A4, ARBRFER - TR

St - TRAT I
IHH 7 =
A =%V 1» H 3x H
TNV NED
PR EMEOFIFRA D ITVIENWIEWEOFKEMEOERAD 7 4 v ha—T ¢ T hE
T4 b a—T 4 T EE
., X RRT 7 0.77 <0.05 <0.05 <0.05
i B2 E
BT | 2
L wERE & <0.05 <0.05 <0.05
YR HERRT 3047, 93.0% 93.3% 91.7%"
AR A 80%LL (84.8~97.1%) (88.2~97.6%) (73.7~98.1%)
. 100.0% 99.7% 99.7%
A 23 ~ 0
EES 95.0~105.0% (99.0~100.7%) | (99.5~100.0%) | (99.3~100.3%)
. . 285N 287N 299N
Tp*4 L 2
B AR L (266~307N) (260~301N) (276~316N)

*1: S OBIME : 0.05%,/RRT : LR 7 1 54 2 k9 5 MR R
*2: A, n=6 (Fe/ME~FKIE) /#BRik: B AR HFE RS 2 1R (pH 6.8)
#1: n=12 (B 112) (R IMEi~GEoKAE) /3BRiR: A RS v HaRBRes 2 ik (pH 6.8)
<H|iE>

B 6 B OV TR ATV, il % OFUE S O HER T X THIE 2 - T5 81
WEET 5, HBE»SANTZREN 1 HEE2 Hol &, Hiricikele iz & - TE
HHRER 2 A ATV, 12 R 10 ELL Lol 2 O RN A Tl T L E#lEG & T 5,

*3: MRV L 3 EOFHME (R/ME~ERKRAE)  *4: T, n=10 (s ME~ e KA1
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B. 1@

B-1. fRIFIFHE : BT 7 A (B
B-2. fR1ESAME 1 75 % RH,25°C
B-3. {RAFHIM 16 » A
B-4. RBARER © T
X ER IR AT
e HL
A L= %)L 1% H 34 H 64 H
I TNENTENED
PER FIIEOERRA Y I TN WAOHEREOERRAD 7 4 v ha—T T §E
T AN —T 4V TEE
[ RRT #9 0.77 <0.05 <0.05 <0.05 <0.05
= \m *1 £
i I e <0.05 <0.05 <0.05 <0.05
vy BLUERRD 3049, 93.0% 95.5% 94.9% 93.9%
RERT | IR 80%LL 1 (84.8~97.1%) (94.6~98.2%) (88.2~98.3%) (84.1~98.0%)
. 100.0% 100.6% 100.3% 99.5%
A 23 ~ [
H 93.0~105.0% (99.0~100.7%) | (100.1~100.7%) | (99.6~100.7%) | (99.0~99.9%)
R R 285N 225N 232N 243N
4 U 2
Ll il (266~307N) (213~240N) (221~238N) (222~261N)

*1: il ORIE

0.05%,”RRT : LR 7 1 4 2 A% 2D FE R R

*2: SEIME, n=6 (F/ME~FHRME) GBI AASER TR B 2 i (pH 6.8)

*3: MRV L 3 EIOFHME e/ ME~FKRME)  *4: FHIE, =10 (R/IME~ 5 K AH)
C. %
C-1. RAFEEE « H T A (BHe)
C-2. RIS - AmEEIT (D65 77 ;2,000 1x) FRES
C-3. PRAFHIM - s ; 60 77 Ix-h (12.5 HfH)
C-4. ARBRRESR © T
AR .
I KK A= %L 6051x+h
TNV VD TNV VD TNV D
N IR OERA Y M OEA Y M OEA D
T4 a—T T hE T4 a—F ¢ U TEE T AN aA—T 4 T HE
54 RRT #7 0.77 <0.05 <0.05
i \m *1 7L£
i I e <0.05 <0.05
T HLEREH 3057, 93.0% 93.0%
RBR VEHER 80%LL (84.8~97.1%) (83.6~96.6%)
100.0% 100.2%
PN = Rk ~ 0
RS 95.0~105.0% (99.0~100.7%) (99.6~100.5%)
. B 285N 291N
T4 L 2
B B L (266~307N) (280~307N)

*1: el O RIE

0.05%, RRT : LR 7 1 43 2% B FAHRER R

*2: VPIIME, n=6 (Fe/ME~FKRME) FBRE: AASR TR HAREE 2 i (pH 6.8)

*3:

M0 L 3 [EOPEE (R ME~ e K AH)
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*4: YEE, n=10 (/IME~ i KAH)

(2017 4= 10 H&ET)




