vm A %Y —,L 0D §E 50mg. 100mg [JG]
ZEMERBRICET 2 &6

Ik 7 Ju: BARY =RV v 7 HEAStt
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vm A %Y —,L 0D §E 50mg. 100mg [JG]
ZEMRER (NEFER)

R LA v A4 — 0D §E 50mg [JGJ | v 2% Y —/1L 0D § 100mglJG |

AR5y THEAS =)L

RAFFERE OPTP al#E+sh e — (AN | OPTP adE+ob v m — (Al A
D) A D)+
@RV =F LU (HBRHIAD) + | @RV =F L U FEEAIAD) +
HEAE MR

o v hES | 092H, 0921, 092J 093H, 093I. 093J

RIS - I | 40+2°C, T5+5%RH. 6 » A M

T 7 R ARBRBAAARE, 1 0 HHE, 3 % Hik, 6 » HR D 4 R

BRI H (DR @mERRER QA —E (WFEE GEHE @)E=
(7)iflL B B

A R S it 19] i 2012 4= 7 A ~2013 4 2 H

F1l, £2, Z3IKVPEA4DLEEBY, £2ToOay MIBWT, WTFOREREH b kK
=T b DO Thol, LizBn-T, Y aAX Y —L 0D 50mg [JG] K 2%y

—L OD & 100mg [JGJ I,

EHERI S T,

W OHIGRE TN TAR< &b 3EMITLETHD
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(1) ¥mx% Y —/L 0D $€ 50mg [JG])
(n=3)

#1 PTPdi+/MEr n— (HRHIAY) +H5H
o B 4 lks 1xH 3#A 6 % H
BRI H Bk e
092H 0921 092J 092H 0921 092J 092H 0921 092J 092H 0921 092J
PR H DR GE 1 1 1 7L | 2 eiel | Z2fbZel | & k72l | Bkl | Z2fe/el | Z2fb7el | k72l | Z{k7L
TR B B a5 — i i i ] i i i ] ] ] ] ]
BUH ) — M HIEME 15.0%LL T | i i — — — — — — i i i
A 2 57PN 34t 34t 34t 42 F 44 43 % 45 47TF 44 47F 47F 50
w | mME 82% 80% 84% 84% 81% 83% 82% 82% 82% 84% 84% 86%
| AKiE 45 5y 75% Lk 93% 88% 91% 92% 91% 93% 93% 88% 92% 90% 88% 91%
P | SEEfE 88% 84% 87% 87% 87% 88% 85% 85% 87% 86% 86% 88%
R 95.0~105.0% 100.2% | 100.6% | 99.9% | 101.2% | 101.6% | 101.9% | 100.4% | 100.7% | 99.5% | 100.8% | 100.9% | 99.7%
L RABR 2 DIEK:0.14%LLF | 0.08% | 0.08% | 0.08% | 0.04% | 0.08% | 0.08% [ 0.08% [ 0.03% | 0.03% | 0.08% | 0.08% | 0.08%
BiWE) | RERWEE:0.24%0F | 0.07% | 0.08% | 0.07% | 0.07% | 0.07% | 0.08% | 0.07% | 0.08% | 0.08% | 0.07% | 0.08% | 0.07%
S E
#2 NI F LU (FEREFAD) HH (n=3)
B BR AR 174 3#»AH 6 %A
RBRIE H Bk
092H 0921 092J 092H 0921 092J 092H 0921 092J 092H 0921 092J
MR SREXOE S 7 1 1 1 A7l | 2 bzl | Zikiel | Zbiel | 2kl | Z{b7eL | &bl | &{b7ZL | k7l
Tl g~ 57— i i i i i i i i i i i T
BN — 1 FIEE 15.0% L F i i i — — — — — — ] ] ]
Jijzee 2 2 57 N 341 34 34 40 41 % 44 7 43 7 45 44 7 46 7 48 7 50
| BoME 82% 80% 84% 80% 81% 80% 80% 80% 81% 81% 85% 82%
| mKiE 45 5y 75%LL E 93% 88% 91% 93% 91% 92% 88% 89% 91% 89% 91% 90%
| SEEE 88% 84% 87% 86% 87% 85% 84% 84% 86% 85% 88% 87%
R 95.0~105.0% 100.2% | 100.6% | 99.9% | 99.0% | 100.6% | 100.2% | 100.9% | 100.6% | 100.9% | 101.6% | 100.6% | 99.6%
ol B B % DIEK:0.14% L F | 0.03% | 0.03% | 0.03% | 0.04% | 0.03% | 0.03% | 0.03% | 0.04% | 0.03% | 0.03% | 0.03% | 0.03%
CEEYE) WERYEE:0.24%LLF | 0.07% | 0.08% | 0.07% | 0.07% | 0.08% | 0.07% | 0.08% | 0.08% | 0.06% | 0.07% [ 0.08% | 0.08%
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(2) vmx% > —/L 0D # 100mg [JG]

#3 PTPdi+/MEr n— (RFIAY) +i5H (n=3)
. B 4 lks 1%H 3nH 6 nH
BRI H Bk e
093H 0931 093J 093H 0931 093J 093H 0931 093J 093H 0931 093J
PR FEOEIRRAD D bE 1 1 1 7L | 2 eiel | Z2fbZel | & k72l | Bkl | Z2fe/el | Z2fb7el | k72l | Z{k7L
TR B B a5 — i i i ] i i i ] ] ] ] ]
BUH ) — M HIEME 15.0%LL T | i i — — — — — — i i i
A 2 57PN 34t 34t 38 48 F 50 54 1 56 b 60 f» 61 % 60 f» 58 65
w | mME 84% 85% 87% 79% 85% 86% 84% 84% 85% 83% 83% 85%
| AKiE 45 5y 75% Lk 94% 95% 96% 91% 92% 95% 92% 93% 93% 92% 91% 92%
P | SEEfE 91% 91% 91% 86% 88% 90% 89% 88% 88% 86% 89% 88%
R 95.0~105.0% 100.7% | 100.9% | 101.1% | 99.4% | 100.5% | 100.0% | 100.4% | 101.0% | 99.8% | 100.8% [ 100.2% | 100.4%
L RABR {2 DIEK:0.14%LLF | 0.08% | 0.083% | 0.08% | 0.08% | 0.08% | 0.08% [ 0.08% [ 0.03% | 0.03% | 0.08% | 0.04% | 0.08%
BiWE) | RERWEE:0.24%0F | 0.07% | 0.07% | 0.07% | 0.07% | 0.08% | 0.07% | 0.08% | 0.08% | 0.08% | 0.07% | 0.08% | 0.08%
S E
F4 NI F LR (FEFIAD) HF (n=3)
B BR AR 174 3#»AH 6 %A
RBRIE H Bk
093H 0931 093J 093H 0931 093J 093H 0931 093J 093H 0931 093J
MR HEOERRAD D FE 1 1 1 A7l | 2 bzl | Zikiel | Zbiel | 2kl | Z{b7eL | &bl | &{b7ZL | k7l
Tl B~ T 4 — i i i i i i i i i i i L]
BN — 1 FIEE 15.0% L F i i i — — — — — — ] ] ]
Jijzee 2 2 57 N 34 7 34 7 38 ® 44 7 45 47 49 48 52 F» 51 % 51 # 56 ¥
| BoME 84% 85% 87% 83% 86% 86% 83% 83% 84% 84% 87% 86%
| mKiE 45 5y 75%LL E 94% 95% 96% 94% 95% 94% 91% 92% 93% 93% 95% 95%
e | P 91% 91% 91% 89% 90% 90% 86% 88% 89% 90% 91% 91%
R 95.0%~105.0% 100.7% | 100.9% | 101.1% | 101.0% | 100.1% | 100.6% | 100.3% | 102.4% | 100.9% | 101.0% [ 100.4% | 100.1%
ol B B % DIEK:0.14%LLF | 0.03% | 0.03% | 0.03% | 0.03% | 0.03% | 0.03% | 0.083% | 0.03% | 0.083% | 0.083% | 0.03% | 0.03%
CEEYE) WEBRYEE:0.24%LLF | 0.08% | 0.07% | 0.07% | 0.07% | 0.07% | 0.08% | 0.07% | 0.08% | 0.07% | 0.07% [ 0.08% | 0.08%
KO
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vm A %Y —,L 0D §E 50mg. 100mg [JG]

ZEMRBR (RHRTFRAR)

. B
R LA v A4 — 0D §E 50mg [JGJ | v 2% Y —/1L 0D § 100mglJG |
AR5y THEAS =)L
RAFFERE OPTP al#E+sh e — (AN | OPTP aldE+ob v m — (Al A
D) A D)+
QRY =F LU GLEEAIAD) + | QR Y =F Ll BoRHIAD) +
HEAE MR
o v h&ES | 0561, 0861, 0961 0162, 0361, 0362
TRAFSME - IR | 25+2°C, 60+5%RH, 36 » A
T 7 R ARBRBAAARE, 3w HiE, 6 » HiE. 9 » Hik, 12 » Hi%, 18 » Hk. 24
A%, 36 » A%D 8 KE
BRI H (DR @mERRER QA —E (WFEE GEHE @)E=
(7)iflL B B
A R S it 19] i 2016 4= 8 A ~2019 4F 12 A 2016 4 3 A ~2019 4= 6 H
. ARERARE R KR OVE R

Fh EK6 BTHIESOHEEY, 2Tor Yy MIBWT, WINORBREH b kK
BT oD ThoTe, LMo T, vYrAZ Y —/L0OD#E 50mg [JG] KNy aRxH Y
—/L OD $& 100mg [JGJ X, BHEOHHEE FickN TR &b 3FEMILZETHD
Z DR ST,
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(1) v x% Y —,L 0D #& 50mg [JG]

#5 PTPWiE+AMEY m— (RzMAIAY) G
) B 4 ks 3nH 6%A 9% A
RERIE H Bk A
0561 0861 0961 0561 0861 0961 0561 0861 0961 0561 0861 0961
PR H DR GE 1 1 T ZAbAeL | Z{b7el | 2 k7l | 2 kel | ZBfbZel | 27l | 2kl | 2 k7L | 2kl
MERRAER | REYEL (A3 OF REEASE L | | | i i | i i i i i i
) — I ENE 15.0% LT 3.7% 5.4% 5.0% — — — — — — — _ _
JijzEe 2 2 57 AN 43 39® 36 54 F» 46 ¥ 40 ¥ 55 46 ¥ 417 57 % 46 ¥ 43 ¥
| /ME 76% 79% 82% 78% 79% 84% 83% 79% 83% 82% 81% 78%
| AKiE 45 5y 75% Lk 84% 84% 87% 84% 85% 87% 87% 83% 90% 86% 82% 85%
PE | s 81% 81% 85% 81% 82% 85% 84% 81% 87% 84% 81% 82%
R 95.0~105.0% 98.0% | 98.7% | 100.5% | 99.6% | 99.1% | 98.2% | 98.6% | 100.1% | 98.9% | 98.6% | 98.9% | 100.0%
Fll R {2 DIEK:0.14%LLF | 0.04% | 0.08% | 0.08% | 0.08% | 0.08% | 0.08% [ 0.08% [ 0.03% | 0.03% | 0.04% | 0.04% | 0.08%
(ERRmE) WERYEE:0.24%LL T | 0.06% | 0.07% | 0.06% | 0.05% | 0.06% | 0.06% | 0.05% | 0.07% | 0.06% | 0.07% [ 0.10% [ 0.05%
1244 18 % H 24 » A 36 1 H
RBRIE H Bk A
0561 0861 0961 0561 0861 0961 0561 0861 0961 0561 0861 0961
PR H DR GE ZAbiel | 2 b7l | 217zl | &fb7zl | 2kl | 2 bhel | 2 blel | 27l | &4kl | &kl | &b/l | 2 b7l
MERRAER | REYEL (R OF REEASE L — _ _ _ _ _ _ _ _ o - -
SR — HEE 15.0%LL T — — — — — — — — — 3.8% 3.7% 3.9%
A 2 57PN 531 42 38 59 b 42 F 47T R 49 43 % 46 F 58 58 54
W mME 79% 82% 81% 80% 79% 82% 80% 81% 80% 7% 76% 78%
M| mKiE 45 53 75%LL E 82% 87% 85% 84% 83% 85% 83% 85% 84% 79% 7% 82%
Pt | 80% 83% 83% 82% 82% 84% 81% 83% 82% 78% 76% 80%
R 95.0~105.0% 99.1% | 99.3% | 99.1% | 985% | 100.5% | 98.3% | 99.0% | 99.4% | 100.7% | 99.0% | 98.7% | 98.8%
ol o S H % OFEK:0.14%LLF | 0.03% | 0.03% | 0.03% | 0.03% | 0.03% | 0.03% | 0.03% | 0.03% | 0.083% | 0.03% | 0.03% | 0.03%
() WHERWE R:0.24%LL T | 0.06% | 0.06% | 0.06% | 0.05% | 0.05% | 0.05% | 0.07% | 0.07% | 0.06% | 0.07% | 0.07% | 0.06%
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#£6 RUZF LU (HEEAIAY) HEM

o B 4k IRs 3nH 6 A 9n A
BRI H Bk A
0561 0861 0961 0561 0861 0961 0561 0861 0961 0561 0861 0961
MR SREXOE S 7 1 1 1 ezl | 2 bzl | Zlkiel | Zbiel | 2kl | Z{b7eL | &7l | &{b7ZL | £&{k7zL
MERRAER | EEYEL G OF REEASE L | | | i i i i i i i i i
) — I ENE 15.0% LT 3.7% 5.4% 5.0% — — — — — — — _ _
FA g 2 53N 43 B 39 © 36 1 52 45 49 7 49 B 38 B 45 478 44 B 42
| e ME 76% 79% 82% 80% 83% 83% 83% 82% 82% 85% 81% 82%
| AKiE 45 5y 75% L E 84% 84% 87% 85% 87% 86% 87% 86% 86% 88% 84% 86%
Mt EEE 81% 81% 85% 83% 85% 84% 84% 84% 85% 86% 83% 83%
R 95.0~105.0% 98.0% | 98.7% | 100.5% | 98.1% | 99.3% | 98.6% | 99.1% | 99.5% | 99.1% | 98.3% | 100.1% | 98.5%
Fll R {2 DIEK:0.14%LLF | 0.04% | 0.08% | 0.08% | 0.08% | 0.08% | 0.08% [ 0.08% | 0.04% | 0.03% | 0.04% | 0.04% | 0.08%
(ERRmE) WEBRYEE:0.24%LLF | 0.06% | 0.07% | 0.06% | 0.05% | 0.06% | 0.06% | 0.05% | 0.07% | 0.05% | 0.06% [ 0.07% [ 0.05%
1244 18 % H 24 » A 36 1 H
RBRIE H Bk
0561 0861 0961 0561 0861 0961 0561 0861 0961 0561 0861 0961
MR SRENOE S 7 EAbieL | 2 b7l | 2872l | 2 b7zl | 2kl | 2 bel | 2 b7el | b7l | 2 k7L | 2kl | 2 b7el | b7l
MERRAER | REYEL (R R OF REEASE L | | | i i i i i i i i i
) — M I ENE 15.0% LT — — — — — — — — — 5.2% 4.0% 3.9%
A 2 57 AN 45 42 7 37T 58 46 F 47 F 50 B 40 43 7 52 49 52
W mME 79% 82% 81% 81% 81% 81% 80% 82% 80% 76% 75% 78%
| mkiE 45 5y 75%LL E 82% 87% 86% 82% 88% 87% 85% 86% 85% 7% 81% 81%
M| EEE 80% 85% 84% 82% 84% 84% 82% 84% 83% 7% 78% 80%
R 95.0~105.0% 99.3% | 98.3% | 97.1% | 99.2% | 98.6% | 97.7% | 99.4% | 98.2% | 99.4% | 98.4% [ 99.3% | 100.1%
Fll R {2 DIEK:0.14%LLF | 0.08% | 0.08% | 0.08% | 0.08% | 0.08% | 0.08% [ 0.08% | 0.03% | 0.03% | 0.08% | 0.08% | 0.08%
R ED) WHERYE R:0.24%LLF | 0.06% | 0.07% | 0.06% | 0.07% | 0.05% | 0.06% | 0.07% | 0.05% | 0.06% | 0.06% | 0.06% | 0.06%
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(2) vux%Y—,1 0D # 100mg [JG]
#7 PTPa#E+sMkvn— (REBEAIAY) HH

) B 4 ks 3nH 6%A 9% A
RERIE H Bk
0162 0361 0362 0162 0361 0362 0162 0361 0362 0162 0361 0362
PR SRENRI YNIIPES 7 1 1 1 72l | el | Z{b7el | Z2fe/el | ZfkZel | Bkl | k2l | Z2{eiel
MERRAER | REYEL (A3 OF REEASE L | | | i i i i i i i
) — I ENE 15.0% LT 3.2% 5.1% 4.1% — — — — — _ _
JijzEe 2 2 57 AN 49 36 40 £ 47T # 41 7 48 F 43 7 39# 41 7 39 %
a | s/ ME 86% 83% 83% 83% 84% 85% 83% 81% 85% 84%
| mKiE 60 27f# 70%LL I 91% 87% 87% 86% 87% 89% 86% 84% 88% 88%
M| EEfE 88% 85% 85% 84% 85% 87% 85% 83% 87% 86%
R 95.0~105.0% 99.1% | 100.8% | 101.0% 100.6% | 99.6% | 100.4% | 99.3% | 99.4% 98.3% | 99.4%
Fll R fH 2 DR AR:0.14%LLF | 0.02% | 0.03% | 0.04% 0.03% | 0.03% | 0.02% | 0.03% | 0.03% 0.03% | 0.03%
(ERRmE) IR E R 0.24% LT | 0.03% | 0.06% | 0.06% 0.06% | 0.07% | 0.03% | 0.07% | 0.07% 0.05% | 0.07%
) 12 5 H 18 % A 24 7 1 36 7/
BRI H Bk A
0162 0361 0362 0162 0361 0362 0162 0361 0362 0162 0361 0362
PR SRENRI YNIIPES 7 1 1 1 A7zl | el | Z{b7el | Z2felel | kel | Bkl | k2l | Z{e/el
B | EMEL AR O REERE LN i i i i i ] ] ] i ] ]
SR — HEE 15.0%LL T — — — — — — — — 4.0% 3.4% 2.7%
A 2 57PN 42 51 % 451 49 % 45 F 48 F 49 51 b 50 b 49 51 %
W mME 81% 82% 84% 82% 81% 83% 82% 82% 81% 74% 74%
M| mKiE 60 27f# 70%LL I 85% 86% 85% 85% 85% 86% 85% 84% 82% 7% 7%
ME | 83% 85% 84% 83% 83% 84% 84% 83% 81% 75% 75%
E R 95.0~105.0% 98.6% | 99.5% | 101.0% 99.0% | 985% | 100.1% | 100.4% | 100.7% | 99.8% | 100.6% | 99.9%
ol B B % DR :0.14%LLF | 0.02% | 0.03% | 0.03% 0.03% | 0.03% | 0.02% | 0.08% | 0.083% | 0.02% | 0.04% | 0.04%
() R E E:0.24% LT | 0.04% | 0.06% | 0.06% 0.05% | 0.07% | 0.04% | 0.06% | 0.06% | 0.04% | 0.07% | 0.07%
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#£8 RUZF LU (HEBAIAY) HEMA

o B 4k IRs 3nH 6 A 9n A
BRI H Bk A
0162 0361 0362 0162 0361 0362 0162 0361 0362 0162 0361 0362
MR SREXEA T YNIIDE 5 7 1 1 1 EivZzL | &7zl | &7l | &b7zU | &kl Akl | 2 b7l
MERRAER | EEYEL G OF REEASE L | | | i i i i i i i
) — I ENE 15.0% LT 3.2% 5.1% 4.1% — — — — — _ _
Jijzee 2 2 57 AN 49 36 40 £ 50 ¥ 47 F 57 # 45 47T # 43 7 477
| e ME 86% 83% 83% 83% 82% 83% 83% 84% 84% 86%
| AKiE 60 70 70%LL | 91% 87% 87% 87% 87% 88% 88% 87% 91% 89%
PE | SEHfE 88% 85% 85% 85% 84% 85% 85% 85% 87% 88%
R 95.0%~105.0% 99.1% | 100.8% | 101.0% 100.7% | 100.5% | 101.0% | 99.3% | 99.3% 98.6% | 98.9%
Fll R fE 2 DEKR:0.14%LLF | 0.02% | 0.03% | 0.04% 0.03% | 0.03% | 0.02% | 0.03% | 0.03% 0.03% | 0.03%
(ERRmE) IR B R 0.24% LT | 0.03% | 0.06% | 0.06% 0.05% | 0.06% | 0.03% | 0.06% | 0.07% 0.06% | 0.06%
1244 18 % H 24 » A 36 1 H
RBRIE H Bk
0162 0361 0362 0162 0361 0362 0162 0361 0362 0162 0361 0362
MR HEADEIRR A DEHE 1 1 1 Zbiel | 24kl | 2 el | 2172l | 2kl | 2kl | 2biel | 2b7el
MERRAER | REYEL (R R OF REEASE L | | | i i i i i i i i
) — M I ENE 15.0% LT — — — — — — — — 4.2% 2.1% 3.1%
A 2 57 AN 44 7Y 57 # 56 ¥ 47 51 Fb 53 50 49 7 52 F» 53 % 52 #
W mME 79% 84% 84% 82% 83% 84% 82% 82% 81% 75% 74%
| mkiE 60 27f# 70%LL | 87% 87% 88% 87% 86% 85% 84% 86% 83% 7% 7%
M| EEE 84% 86% 86% 84% 85% 85% 83% 84% 82% 76% 75%
R 95.0%~105.0% 99.4% | 99.5% | 100.9% 99.3% | 101.1% | 100.6% | 100.5% | 100.6% | 99.9% | 99.2% | 98.5%
Fll R fE 2 DEKR:0.14%LLF | 0.02% | 0.03% | 0.03% 0.03% | 0.08% [ 0.02% [ 0.083% [ 0.083% [ 0.02% | 0.03% [ 0.03%
R ED) WHERYE R:0.24%LLF | 0.04% | 0.05% | 0.07% 0.06% | 0.06% | 0.05% | 0.06% | 0.06% | 0.04% | 0.06% | 0.07%
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