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*1: 30% LA EDOREE DL T (=3.0kgf : EAH ERIEE & 720 572 WO ERE D28 1E)
*2 . YR H R AE
© : TRTORBREB IZBWTELERD - T,
O MEL . ZEZIF AR, B 3RO T, T : 30%ARiH D& L,
WRHE - RRRERN)
O W ORBREH T KNI O0ZbzRdl-,
G DT ezl GRESE) 2R0 2503, WWE LR, MEE b0
DEATHY , BEEZTHZ L TW\WD, G 3% LMK T, HMBEN.
BERE - 30%LL L2 LT, fHEEDS 2.0kgf LI L)
A WTOORBRIER T THEIN OB Lz T,
(OMEL - TERZE(L0E LW 2R B EZ B L Cnd, B8 BIsiEsL,

R @ 30%LA EDZAL T, MRS 2.0kgf Aimi, ¥ HIME - BURSAESL)
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FT7 oY 8E25mg INP | (Lot No.: P-01) A

by
S

A. BE

A-l. (RIFIZRE
A-2. PRAFSRME

A-3. TRAFHI 3w A

e E AT T AN (ERe)
1 40+2°C

A-4, FRERAESR . PR
St TRAFHIRH
- s
> BH AR 05% H 1% A 3% A
et E D EFRA Y BEOEHAY | AEOEHAY | AEOEHAY | [AEOEERAD
T AN —F 4 T EE TAVhA=T4V) BE T4Vha=7 4V BE T4Vha=7 4V BE TAVhA=F 4/ BE
RRT £ 0.30 <0.5% <LOQ 0.05~0.05% | 0.08~0.09% | 0.24~0.24 %
RRT £ 0.37 <0.5% 0.02~0.02% | 0.03~0.03% | 0.04~0.04% | 0.06~0.06 %
e | RRT #9045 <0.5% 0.02~0.02% | 0.02~0.02% | 0.02~0.02% | 0.03~0.03 %
ABR? | RRT %9 0.90 <0.5% 0.02~002% | 0.04~004% | 0.07~0.07% | 0.17~0.17 %
(Bl DEHKE =) <0.2% 0.02~0.02% | 0.03~0.04% | 0.04~0.04% | 0.07~0.07 %
WEGWERE  <15% 009~010% | 0.19~021% | 0.31~032% | 0.71~0.72%
B R EEFE304y .
B o v | 98.7~1053% | 954~98.0% | 94.0~957% | 94.1~97.9%
98.24 % 98.03 % 98.33 % 96.85 %
PN = R} ~ 0,
ke 93.0~105.0% (100.00 %) (99.79 %) (100.09 %) (98.59 %)
. . 11.83 kgf 12.16 kgf 11.74 kgf 12.83 kgf
5 Syt 2
mE mes L (—) (2.8 %) (0.8 %) (8.5%)
*1: S8l n=3

*2. ar/IME~RAME, n=3

RRT : FHXIOREFIFMHE]  <LOQ : Bl E &5 0.01%LL T

*3: 6w, FIME~RRE BRI - A HEEREE 2 W (pH6.8) [ElHAEKL : 50rpm
*4 . SERE, n=3 (BRIAKEZ 100% & L CHASL L 7= 25 fi)
*5: SEYME, n=5 (BRIARRF) S DZE{LER)
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B. 1B

B-1. fRIFIEHE : 5 7 A (BAR)
B-2. {175 - 7T5+25%RH /25+2°C

B-3. RAFWIMA] : 3 » A

B-4. #BRAER . TR
%itm 1%@%?&3
Iﬁ%g Bt
= B A 05% H 1x A 3u A
Mgt D EHEA Y FEOEAD | AGOFEMAY | BROERAY | AGOERAY
T AN a—T T EE | TAVhI-T4) B TAVha=F 1) BE TAVha=F 1) BE TANVhI=F () B
RRT %7 0.30 <0.5% <LOQ 0.03~0.03% | 0.05~0.05% | 0.10~0.10 %
RRT %7 0.37 <0.5% 0.02~0.02% | 0.02~0.02% | 0.02~0.02% | 0.02~0.02 %
, RRT %7 0.45 <0.5% 0.02~0.02 % <LOQ <LOQ <LOQ
il
B | RRT 9 0.90 <0.5% 0.02~0.02% | 0.03~0.03% | 0.05~0.05% | 0.09~0.10 %
Hx DFEHRE ) <0.2% 0.02~0.02% | 0.02~0.03% | 0.03~0.03% | 0.03~0.04 %
WERER  <15% 0.09~0.10% | 0.13~0.14% | 0.19~0.19% | 0.32~0.34%
Vi HLAE I 1304, 0 . . .
ol VeI 85060 I 98.7~105.3% | 98.0~100.1% | 86.5~93.3% | 86.1~88.6 %
98.24 % 98.30 % 98.66 % 97.29 %
SB4 ~ 0
ik 93.0~105.0% (100.00 %) (100.06 %) (100.43 %) (99.03 %)
. . 11.83 kgf 9.15 kgf 9.03 kgf 9.96 kgf
55 U
R e L (—) (-22.7 %) (-23.7 %) (-15.8%)
*1: AL, n=3

*2. Ir/IME~RAME, n=3

RRT : AHxPrfFIFH <LOQ : B E &% 0.01%LL T

*3: 6Ny, R/IME~RORE TR - R 2 ) (pH6.8) [RIfEs%L : 50rpm

*A: SEHE. n=3 (BALEEEAZ 100% & L CHLE L 7= HUE)

*5: SEYME, n=5 (BRMARRF) S DE{LER)

3/10




C. X}

C-1. 1RAFIEHE -
C-2. RAF5M: -

C-3. AR E . TR

SN T AW ()
IESE & 60 75-120 5 Ix « hr (2000 Ix ; 12.5 H+25 H)

Ezﬁ bSiies BR bR 60 /7 Ix-hr 12075 1%+ hr
P Eé@%ﬂfﬁf&]\ U ) Eé@%ﬂﬁ%{\f E@@%IJ%%{\Q Eé@%vﬂﬁfﬁz\?
T4 ba—T 4 ITEE TAVhaA=T 1) BE TAVha=T 4/ )" BE TAvha=747)" &E
RRT#J0.30  <0.5% <LOQ 0.02~0.03 % 0.02~0.03 %
RRT %) 0.37  <0.5% 0.02~0.02 % 0.03~0.04 % 0.04~0.05 %
g | RRT#1045  <0.5% 0.02~0.02 % 0.04~0.04 % 0.06~0.07 %
PR RRT #9090 | <0.5% 0.02~0.02 % 0.06~0.07 % 0.09~0.11 %
ffx DFARE =) | <0.2% 0.02~0.02 % 0.05~0.06 % 0.09~0.10 %
DGR <15% 0.09~0.10 % 0.41~0.41 % 0.62~0.73 %
f’i?;g EEE Ff:;ﬁ L 98.7~105.3 % 96.2~99.4 % 92.6~96.2 %
G 93.0~-105.0% (100,00 %) (957 ) (9674 %)
wo | wen. | Ge | wow | e
*1: 4Bl n=3

*2. e/ ME~RAE, n=3

*3:
*4 .
*5:

RRT : FHRFFRF <LOQ : BB fit73 0.00%L4 T
6~ B/ME~TERAE, BRI« VBB 2 1 (pH6.8) [AIs%K : 50rpm
T, n=3 (Bhafsa 100% & L CHSE L 7= %)

T, n=5 (BEARFD & DZALH)
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Il. 7 Yo 85mg INP] (Lot No.: P-01) A

by
S

A. BE
A-1l. RIFIERE : a7 A (Fie)
A-2. (RIFSM: - 40£2C
A-3. RIFHIE - 3 » A
A-4, FRERAESR . PR
St TRAFHIRH
- s
> BH AR 05% H 1% A 3% A
PgL SREND) SR SR SR SR
T AN —F 4 T EE TAVhA=T4V) BE T4Vha=7 4V BE T4Vha=7 4V BE TAVhA=F 4/ BE
RRT £ 0.30 <0.5% <LOQ 0.02~0.02% | 0.03~0.03% | 0.06~0.06 %
RRT £ 0.37 <0.5% <LOQ 0.02~0.02% | 0.03~0.03% | 0.06~0.07 %
e | RRT #9045 <0.5% <LOQ 0.02~0.02% | 0.02~0.02% | 0.03~0.03%
ABR? | RRT %9 0.90 <0.5% 0.02~0.02% | 0.02~0.02% | 0.03~0.03% | 0.06~0.06 %
% DEFE =) <0.2% 0.02~0.02% | 0.03~0.04% | 0.03~0.04% | 0.05~0.05%
WEGWERE  <15% 0.08~010% | 0.13~0.16% | 0.17~0.18% | 0.33~0.33%
Vi HLERFII3075. . . . .
B it AN 97.8~100.9% | 97.6~99.7% | 93.1~959% | 95.0~98.0%
99.14 % 98.11 % 98.59 % 97.27 %
PN = R} ~ 0,
ke 93.0~105.0% (100.00 %) (98.96 %) (99.45 %) (98.11 %)
. L 17.54 kgf 17.10 kgf 17.63 kgf 18.13 kgf
5 Syt 2
mE mes L (—-) (-2.5 %) (0.5 %) (3.4 %)
*1: S8l n=3

*2. I/ IME~RAME, n=3

RRT : FHXIOREFIFMHE]  <LOQ : Bl E &5 0.01%LL T

*3: 6w, FIME~RRE BRI - TAEHEEREE 2 W (pH6.8) [ElHiAEL : 50rpm
*4 . SERE, n=3 (BRIAKEZ 100% & L CHASL L 7= 25 fi)
*5: SEYME, n=5 (BRIARRF) S DZE{LER)
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B. 1B

B-1. {&7F
B-2. fRTFSRME

B-3. RAFWIMA] : 3 » A

JEHE - e T A (kR
: 75+5%RH 25+2C

B-4. #BRAER . TR
%itm 1%@%?&3
Iﬁ%g Bt
= B A 05% H 1x A 3u A
Pkt SREND) SN EREN EREN EFEN
T AN a—T T EE | TAVhI-T4) B TAVha=F 1) BE TAVha=F 1) BE TANVhI=F () B
RRT #9 0.30 <0.5% <LOQ 0.02~0.02% | 0.04~0.04% | 0.08~0.08 %
RRT #9 0.37 <0.5% <LOQ 0.02~0.02% | 0.02~0.02% | 0.02~0.02%
P RRT #) 0.45 <0.5% <LOQ <LOQ <LOQ <LOQ
il
B | RRT 9 0.90 <0.5% 0.02~0.02% | 0.03~0.03% | 0.04~0.04% | 0.07~0.07 %
2 DERE =) <0.2% 0.02~0.02% | 0.02~0.03% | 0.03~0.03% | 0.04~0.04 %
WERE R <1.5% 0.08~0.10% | 0.11~0.12% | 0.15~0.16% | 0.28~0.29 %
Vs B E 304 . . . 82.1~85.2 %
s P 85%00 |- 97.8~100.9% | 88.1~923% | 87.4~91.0% R 516y
99.14 % 98.75 % 98.88 % 97.13 %
SB4 ~ 0
F 93.0~105.0% (100.00 %) (99.61 %) (99.74 %) (97.97 %)
. . 17.54 kgf 11.54 kgf 11.56kgf 12.76 kgf
55 U
R e L (—) (-34.2) (-34.1 %) (-27.3%)
*1: AMEL. n=3 *2: /ME~ROKE. n=3  RRT : FEXHEEEER  <LOQ : Mg E &7 0.01%LL F
*3: 6 Xl ME~ KA RBRIR - B 2 i) (pH6.8) [FIHi5% : 50rpm

*4 . SEHE, n=3 (BHAAREZ 100% & L CHAR L7250l

(Z5) —kodk (PTP) JIRAED 2 EMERERE R

*5: SEHIfE. n=5 (BRLARED D DZE{LER)

RAFIEEE : PTP 475 - 75+5%RH /25+2°C {471 : 3 » A
%itm 'f%ﬁ/ﬂ\;q'aﬁﬁ
Iﬁ;ﬁ Bk
= B A 055 H 1% A 34 H
e ERE) 8.0 [0 8,0 8,0
T AN aA—TF T RE TAVLI=T /) BE TAVLI=T 4] BE TAVBI=T 4] BE TAVLI=T /)" BE
RRT %7 0.30 <0.5% <LOQ <LOQ 0.02~0.02% | 0.05~0.05%
RRT #J 0.37 <0.5% <LOQ 0.02~0.02% | 0.02~0.03% | 0.03~0.03 %
i RRT #J 0.45 <0.5% <LOQ 0.02~0.02% | 0.02~0.02% | 0.02~0.02 %
B2 | RRT #9 0.90 <0.5% 0.02~0.02% | 0.02~0.02% | 0.02~0.02% | 0.04~0.04 %
B2 DFRE =) | <0.2% 0.02~0.02% | 0.03~0.03% | 0.03~0.03% | 0.04~0.05%
e B <1.5% 0.08~0.10% | 0.11~0.11% | 0.12~0.13% | 0.23~0.24%
Vit BLEREHI30%) . . . .
ot VR 85060 - 97.8~100.9% | 99.1~101.8% | 95.8~99.7% | 93.3~98.0%
90.14 % 98.35 % 98.66 % 98.13 %
=R ~
F 93.0~105.0% (100.00 %) (99.20 %) (99.52 %) (98.98 %)
. o 17.54 kgf 14.64 kgf 15.25kgf 13.86 kgf
5 R
AL e L (—) (-16.5) (-13.1 %) (-21.0%)
*1: AL, n=3 *2: /ME~FCORE. n=3  RRT : MR <LOQ : B WE &8 0.01%LL T
*31 6Ny, R/ ME~IROKE, R - EHEREREE 2 K (pH6.8) [HIEAEK : 50rpm

*4: SEHIfE, n=3 (BAIAEEE 100% & L CHAE L 7= 8l
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*5: M, n=5 (BAARKE & DAE(LER)




C.

C-1. fRIFIEEE : [N T AH (fEf)
C-2. RIS - Bt E 60 15-120 /5 Ix « hr (2000 1x ; 12.5 H-25 H)
C-3. ABRAER . P&
AR .
1 | JHES B AR HF 60 5 Ix-hr 120 5 1Ix-hr
- EF:Y%) 0 0 0
T4 —T 4 T EE TAVBI=T 477" BE TAVhI=T 4/ BE TANLI=T V) BiE
RRT #9 0.30 <0.5% <LOQ <LOQ <LOQ
RRT # 0.37 <0.5% <LOQ 0.02~0.03 % 0.03~0.03 %
i | RRT #9045 <0.5% <LOQ 0.03~0.03 % 0.03~0.03 %
ABR? | RRT 19 0.90 <0.5% 0.02~0.02 % 0.02~0.03 % 0.04~0.04 %
8% DEHRE =) <0.2% 0.02~0.02 % 0.03~0.03 % 0.04~0.05 %
wHERWEE  <15% 0.08~0.10 % 0.23~0.24 % 0.32~0.34 %
VR R RE304), . . o
el IS 850) L 97.8~100.9 % 98.3~101.1 % 96.8~99.2 %
99.14 % 97.63 % 98.41 %
s BLxY ~
o 93.0~105.0% (100.00 %) (98.48 %) (99.26 %)
. o 17.54 kgf 17.41 kgf 16.53 kgf
5 S 7
mE mEz L (—) (:0.7 %) (-5.8 %)
*1: A, n=3
*2. H/ME~FKRAE, n=3  RRT : fARHMRAERREM  <LOQ : W& &2 0.01%LL T

*3:
*4 :
*5:

6y, B ME~ BRI/ BRI : W HIRIRS 2 1 (pHE.8) % : 50rpm

PHME, n=3 (BkaREZ 100% & L CHE L7 5fE)
SEHIE, n=5 (BAERED D DE(LER)
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4 Z7 P BE10mg [N P (Lot No.: P-01) Ay

A. REE
A-1l. RIFIERE : a7 A (Fie)
A-2. (RIFSM: - 40£2C
A-3. TRAFHI 3w A
A4, RERFER - TR
St TRAFHIRH
- s
= B A 05x% A 1% A 3% H
PgL SREND) SR SR SR SR
T AN —F 4 T EE TAVhA=T4V) BE T4Vha=7 4V BE T4Vha=7 4V BE TAVhA=F 4/ BE
RRT %7 0.30 <0.5% <LOQ <LOQ <LOQ 0.03~0.03 %
RRT %) 0.37 <0.5% <LOQ <LOQ~0.02% | 0.02~0.02% | 0.04~0.04 %
e | RRT #9045 <0.5% <LOQ <LOQ 0.02~0.02% | 0.02~0.03 %
#E? | RRT 49 0.90 <0.5% <LOQ 0.02~0.02% | 0.02~0.02% | 0.04~0.04%
% DERE =) <0.2% 0.03~0.03% | 0.03~0.03% | 0.02~0.02% | 0.03~0.04 %
WIERERE  <15% 0.09~0.09% | 011~0.12% | 0.10~0.11% | 0.19~0.19 %
Vi HLERFII3075. . . . .
B it AN 98.0~99.7% | 98.8~99.6% | 93.9~97.1% | 97.2~98.8 %
98.27% 98.62 % 98.73 % 97.55 %
PN = R} ~ 0,
F 93.0~105.0% (100.00 %) (100.36 %) (100.47 %) (99.27 %)
. L 17.12 kof 18.64 kgf 18.00 kgf 19.17 kgf
5 Syt 2
mE RESL (—) (8.9 %) (5.1 %) (12.0%)
*1: S8l n=3

*2. I/ IME~RAME, n=3

RRT : FHXIOREFIFMHE]  <LOQ : Bl E &5 0.01%LL T

*3: 6w, FIME~RRE BRI - TAEHEEREE 2 W (pH6.8) [ElHiAEL : 50rpm
*4 0 YA, n=3 (BHAAR;Z 100% & L CHASR L 7= 240 0H)
*5: SEEIME, n=5 (BRAAEED D DELR)
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B. 1B

B-1. {&7F
B-2. fRTFSRME

B-3. RAFWIMA] : 3 » A

JEHE - e T A (kR
: 75+5%RH 25+2C

B-4. ABRAE R © TR
%itm 1%@%?&3
e ks
= LGS 0.5% A 1% H 3x H
Pkt SREND) SN EREN EREN EFEN
T AN a—T T EE | TAVhI-T4) B TAVha=F 1) BE TAVha=F 1) BE TANVhI=F () B
RRT #J 0.30 <0.5% <LOQ 0.02~0.02% | 0.03~0.03% | 0.06~0.06 %
RRT #9 0.37 <0.5% <LOQ <LOQ <LOQ <LOQ
P RRT #) 0.45 <0.5% <LOQ <LOQ <LOQ <LOQ
ol g
B | RRT #9 0.90 <0.5% <LOQ 0.02~0.02% | 0.03~0.03% | 0.06~0.06 %
B2 DERE =7 <0.2% 0.03~0.03% | 0.03~0.03% | 0.03~0.03% | 0.03~0.03 %
WG E R <1.5% 0.09~0.09% | 0.09~0.10% | 0.12~0.12% | 0.20~0.21 %
Vi HLAE I 1304, . 0 . .
ol VeI 85060 I 98.0~99.7% | 95.8~99.1% | 89.3~95.1% | 83.2~86.1%
98.27% 98.72 % 99.13 % 97.60 %
SB4 ~ 0
P 93.0~105.0% (100.00 %) (100.46 %) (100.88 %) (99.32 %)
. B 17.12 kgf 11.37 kgf 10.46 kgf 12.14 kgf
55 U
R wEs L (—) (-33.6 %) (-38.9 %) (-29.1%)
*1: 4Bl n=3

*2. Ir/IME~RAME, n=3

*A: SEHE. n=3 (BALEEEAZ 100% & L CHLE L 7= HUE)

RRT : AHxPrfFIFH <LOQ : FEfRME &% 0.01%LL T
*3: 6Ny, R/IME~RORE TR - R 2 ) (pH6.8) [RIfEs%L : 50rpm

*5: SEYME, n=5 (BRMARRF) S DE{LER)

9/10




C.

C-1. IR1FEEE « KB T AR ()
C-2. RIS - Bt E 60 15-120 /5 Ix « hr (2000 1x ; 12.5 H-25 H)
C-3. ABRAER . P&
N .
1 | JHES BRI A 60 5 Ix-hr 120 5 1Ix-hr
e EREN7) (EFEX) 8,0 EFEN
T4 —T 4 T EE TAVBI=T 477" BE TAVhI=T 4/ BE TANLI=T V) BiE
RRT %7 0.30 <0.5% <LOQ <LOQ <LOQ~0.02 %
RRT %7 0.37 <0.5% <LOQ 0.02~0.02 % 0.03~0.03 %
e RRT %7 0.45 <0.5% <LOQ 0.02~0.02 % 0.03~0.03 %
PR RRT #9090 | <0.5% <LOQ 0.04~0.04 % 0.05~0.05 %
2 DFRE =1 <0.2% 0.03~0.03 % 0.02~0.03 % 0.02~0.03 %
R B <1.5% 0.09~0.09 % 0.20~0.21 % 0.24~0.29 %
vt BUERF305, 0 6 6
Hodoe VAR 850001 L 98.0~99.7 % 97.4~99.5 % 97.9~99.4 %
98.27% 98.36 % 97.25 %
A EL*Y ~
o 93.0~105.0% (100.00 %) (100.09 %) (98.96 %)
. T 17.12 kgf 16.75 kgf 16.69 kof
5 S 7
mE mEz L (—) (-2.2 %) (-2.5 %)
*1: A, n=3
*2. H/ME~FKRAE, n=3  RRT : fARHMRAERREM  <LOQ : W& &2 0.01%LL T

*3:
*4 :
*5:

6y, B ME~ BRI/ BRI : W HIRIRS 2 1 (pHE.8) % : 50rpm

PHME, n=3 (BkaREZ 100% & L CHE L7 5fE)
SEHIE, n=5 (BAERED D DE(LER)
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