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I. LARZ7aXH o 4£250mg TN P (Lot No.: 40A) A 4E

A. BE
A-l. (RIFIEHE 18T 7 AR ()
A-2. TRIFSAE - 40C
A-3. PRAEHIM] 3 % A
A-4. RBRRS R © T
=y PRAFH1 ]
w s
= =i 14 H 3x H
HEOFEMBO HEOFMBO HEOFMBO HEOFMBO
PR | BEAD 7 g b | EBAD 7 o | EERAD 7 o | EAD T 4 LA
—7 4V TEE a—7 4 7§ —T 4 T HE —T 4 T HE
[ RRT 9 0.77 <0.05 <0.05 <0.05
B | 78
i L | WEBEmEE <0.05 <0.05 <0.05
W | BUERR 3047, 93.9% 96.5% 92.8%
B2 | R 80% Ll L (89.8~96.3%) (94.6~99.0%) (88.6~96.0%)
100.3% 99.4% 99.6%
4-EB*3 ~ 0,
H 95.0~105.0% (99.6~100.8%) | (98.7~99.7%) (98.9~100.0%)
. B 204N 207N 218N
x4 Bl
L RIEZ L (195~213N) (197~215N) (210~228N)
*1: OB : 0.05%, RRT : LR 7 1 343 2% D M e R R[]
*2: SEYE, n=6 (F/IME~EKRME) /B B AR GRS 2 1) (pH 6.8)
*30 MK L 3EOFEE R/ IME~ERKRAE)  *4: SR, n=10 (/M ~ e K A1)
B. 1B
B-1. fRAFIEHE : 1T 7 A (B
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—5 4T a—Fa U8 | a—TFav Uk | a—TFav Uk | a—TF v U
. i | RRT#0.77 <0.05 <0.05 <0.05 <0.05
MEE | E
SRER*L | 7R
BT | wmswER <0.05 <0.05 <0.05 <0.05
M| HERERD 304 93.9% 96.2% 95.2% 96.8%
ARER™? | IR 80%LL 1 (89.8~96.3%) (94.3~97.4%) (90.6~98.6%) (95.2~98.2%)
100.3% 100.1% 100.6% 100.4%
P=R] ~
s 99.0~105.0% g9 6-100.8%) | (99.7~1004%) | (99.9~101.1%) | (99.6~100.9%)
_ 204N 171N 180N 179N
x4 :ru,—'—»/.
R BES L (195~213N) (168~175N) (175~190N) (166~185N)

*1 WA ORIE

0.05%,”RRT : L' 7R 7 1 4 2 A% 2 R R E
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*4: FEIME, n=10  (Fe/ M~ i KAH)




C. X%
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C-2. PRIFSM: - At kT (D65 7 > ; 2,000 Ix) REbt
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WL%W/&“% T AN BT —T 4 T T AN DT —T TR
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g‘ﬂ' 1 £ YN =
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W | BUERR 3047, 93.9% 90.6%
B2 | weHER 800%0L L (89.8~96.3%) (85.0~96.8%)
100.3% 99.3%
o — ] ~ 0,
o 95.0~-105.0% (99.6~100.8%) (98.8~99.6%)
- 204N 209N
T4 S
BRI MELS L (195~213N) (203~215N)

*1: H|AEDOBME : 0.05%, RRT : LA 7 1 243 05T 5 R e R 157 R
*2. SEHIME, n=6 (F/IME~KME) /RABkik: BARRKRHRHEREBRSE 2 % (pH 6.8)

*30 MV L 3EIOIME (/M ~ i K AE)
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*4: FHIME, n=10  (Fe/ME~ i RKAH)
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ME | &
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L R E & <0.05 <0.05 <0.05
B HUERERH 30457, 93.0% 93.3% 91.7%"
AR 2 TR 80%LL k- (84.8~97.1%) (88.2~97.6%) (73.7~98.1%)
100.0% 99.7% 99.7%
AE*S ~~ 0
ke 95.0~105.0% (99.0~100.7%) | (99.5~100.0%) | (99.3~100.3%)
. - 285N 287N 299N
4 :thﬂf
R e L (266~307N) (260~301N) (276~316N)

*1: OB : 0.05%, RRT : LR 7 1 343 2% D M e R R[]
*2: SERIfE, n=6 (/M ~I KME) /BRBRik: B ARSER R RS 2 i (pH 6.8)
#1: n=12 (HkEHh 1/12) (BoIME~FKRME) Bk A ARER GE R 2 % (pH 6.8)
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B. {BEE
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R N <0.05 <0.05 <0.05 <0.05
PR HERR 3047, 93.0% 95.5% 94.9% 93.9%
AER? | R 80%LL L (84.8~97.1%) (94.6~98.2%) (88.2~98.3%) (84.1~98.0%)
100.0% 100.6% 100.3% 99.5%
o — ] ~ 0,
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