AT EOEAIGRIE TORZEMICE D L EE

=78vES 77—t

T R T U B 25mg [ # F ) CERAGFEUEIE) | [FISE S0mg [ Z T CGEMFUEILE) K& OVFEISE 100mg
[ %) CRARERERIGE) oW T, BAERREOZEMRER QR : 40°C, 3 » H (B - KBS
5 OF)). M : 75%RH,25°C. 3 » A GEE-BHi) . Y6 : 60 J7 - 120 7 Ix-h (KERH OfR))] &%

Jiti U772

(f£) BARBCEAT R O TEEA] « 1 72 L F OB LERFE T O L EMRERIEICOWT (FH) ] ©
AR (FRD) (SEWV, JREE, 1B, ST 2 ZEMEZ Rl L7Z/R, LT LR ThoTz,

1R i b
0.5 1 3 0.5 1 3 | 6075|1207
» H » H » H » H » H #H | Ix+hr | Ix-hr
BARNT YU UBE2Smg (X A | © © © | O"|O"| O] © ©
B RNT YU UBESOmg [ X A | © © © | O"T|O"| O] © ©
T RF Y UEE100mg [ X A © © © | O"T|O"| O] © ©

*1: 30% LA EORHEDOIET (=3.0kgf : A ERIEE L 72 B RV DZAL)

O : TR_XTOFHBRIEBIZBWTELEZRD R0 T,
G MEL : AL ZIF E A LB, G 3% RMOIKT, B : 30%AR5 DL,
WRHPE - R RN)

O WFNHORBRIER T KN OBbzidiz,
O DIl GRESE) #0250, WE B MEE b e WRE
DEATHY | BEETTZ L TWD, G 3% LT T, HMHEEN,
T © 30%LL 2L T, WA 2.0kef UL 1)

A WTROREBRIEH T THkSN) OB ERBO T,
(OMBL - FEIRZE(ERE L WA AR B2 #5 L T\ D, Fak  BUSESL
BEEE : 30%LL LD LT, DS 2.0kef A, WM« BIFESL)
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. BV TV U8E25mg [#F ] (Lot No.: A15BI “EAINE) <SEfWINE H SERK 27 4E 12 A 11 A >

A. BE
A-1. BRIFIERE « B - [T 7 AN
A-2. PRIFSRME © 4012C
A-3. PRI 3w H
A-4. RERFER © TR

FRAFIIR
e s
= BHAG 05% A 1% A 3% H
e A0 A0 A0 A0 A0
T4V a—T 4 U TEE | TAVAI=T4Y)TBE | TAWha=T4 ) BE | Tqvha=T4v )T BE | TAVAa=T4 V) B
Lo | JEFEMER
=0 p 0.00~0.00 % | 0.00~0.00% | 0.00~0.00% | 0.00~0.00 %
ot e % | (RRT#90.9) ’ ’ ° °
SER" | 72 | Hx Ol RE—2 0.02~0.02% | 0.02~0.03% | 0.02~0.02% | 0.02~0.02 %
U esEamE 0.05~0.05% | 0.07~0.07% | 0.07~0.08% | 0.08~0.09 %
i AR E30%)
ft;z3 Eﬁ; Ff:; ok 83.6~97.0% | 83.0~902% | 853~942% | 83.6~95.5%
[Favy = 0
s N 99.65 % 99.08 % 99.18 % 100.16 %
ke 95.0~105.0% (100.00 %) (99.43 %) (99.53 %) (100.51 %)
\ L 8.94 kef 8.74 kgf 8.21 kef 8.07 kef
T+ S5 =u /—
AL e L (—) (2.2 %) (-8.2 %) (:9.7 %)
*1: AL, n=3

. HERWEEORKE -2 (%), n=3 (g/IME~fKME)
BKRERL (3% fx OBEEYWEREIZHOWT, WENLEL SNDHEIME ; 0.1%,
HEIERENLIE L SN DHEIME 5 02%, BREMEOHERNPLIE L S5 ; 0.5%)
#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm
*4 0 EHIE, n=3 (BLAREE 100% & L CHLEE L 7= $kfi)
*5: PERME, n=5 (BAGEE b DAA{KER)
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B. {BpE
B-1. tR{FIEHE
B-2. {RIFS:AME

LB - BT

B-3. tRAFHIM -3 » H

: 75£5%RH ,25+2°C

B-4. iABRFER - T
AF I
o s
= BHAG 05% A 1% A 3% H
o a0 a0 a0 a0 a0
T AN A—TF 4 U TEE | TAVBI=T4V) BE | TAVBI=T4V/ ) EE | T4VBI=T4V )T EE | T4Vha=T4V )7 BE
I o0 000° 0.00° 0.00°
we | %] ®rrio09) 0.00~0.00% | 0.00~0.00% | 0.00~0.00% | 0.00~0.00%
st | 70 | e ORke—2 0.02~0.02% | 0.02~002% | 0.02~0.02% | 0.02~0.02%
U [ essigi i 0.05~0.05% | 0.07~0.08 % | 0.07~0.08% | 0.08~0.08 %
i HLEREI30% - . . .
e i o 83.6~97.0% | $7.0~948% | 843~931% | 90.2~962 %
o N 99.65 % 99.43 % 98.99 % 98.86 %
AE 95.0~105.0% (100.00 %) (99.83 %) (99.34 %) (99.21 %)
. : 8.94 ket 5.36 kaf 5.20 kgf 4.86 kaf
5 2L
R g L (—) (-40.0 %) (-41.8 %) (-45.6 %)
*1: /L. n=3

2. FgWEEORRKE—7 (%), n=3 (x/IME~fKIE)

BRsER L (3% fllx OBEBWEREICHOWT, REPLEL SNDHEME ; 0.1%.

MEIERE DRI L SHDBME 5 0.2%. ZRMEOMHERPLE L SN DHEIE ; 0.5%)
#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm
*4 0 EHIE, n=3 (BLAREE 100% & L CHLBE L 7= $kfi)

*5: ERME, n=5 (BAGEE b DAA{KER)
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C. X%

C-1. PRFIEHE -
C-2. PR:GSM:

C-3. ABRFER . TR

KN T AN ()
: BREEE 60 J7+120 J7 Ix + hr (2000 1x ; 12.5 A +25 H)

o itk ke 60731x- hr 120 1x-hr
e A0 A0 A0 A0
T AN a—T 4 T EE TANVAI=T 1) §E TAWha=4/)" B TAWha=4/0" €
Lo | SRR
) = p 0.00~0.00 % 0.00~0.00 % 0.00~0.00 %
foli g % |_(RRT #90.9)
ZRE iy & D KB — .02~0. () .03~0. () .04~0. ()
tEa? | 7 | fHxokE—2 0.02~0.02 % 0.03~0.04 % 0.04~0.06 %
M 0.05~0.05 % 0.11~0.13 % 0.14~0.20 %
N —_ VAN
ijt;;fﬂ Eﬂj Ffj(/’ﬁ - 83.6~97.0 % 86.3~94.3 % 87.4~92.4 %
[Favy = (]
s N 99.65 % 99.57 % 99.47 %
R 95.0~105.0% (100.00 %) (99.92 %) (99.82 %)
. _ 8.94 kgf 8.02 kef 7.58 kef
3 *5 A=
R R L (—) (-10.3 %) (-15.2 %)
*1: /L. n=3

20 FgWEEORKE—7 (%), n=3 (x/IME~fKIE)

BMsER L (B35 fllx OBEBWEREICHOWT, REPLEL SN ; 0.1%.

SR EN LR & SN DBUE ; 0.2%, KEMEOWRPLEL SNDHHEIME ; 0.5%)

#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm

*4: SEEE, n=3 (BRAEIE A2 100% & L CTHASL L 7= %fil)

*5: SPYIE, n=5 (BHLEREDN O O LER)
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I. BV FT U 8 50mg [ #F ] (Lot No.: SEO50-11 7 #E414E) (CHEARINE H SFRk 27 4E 12 A 11 H)

A. BE

A-1. (RIFIERE

A2, RIFSM: - 40£27C
A3, BRI -3 4 H

DR - R T AHR

A4, ARERFER . TR
IR AE I
e s
= BHAG 05% A 1% A 3% H
e A DEHA Y HEDEBAY | HEOEHEAY | HEOHEAD | HEOEHAY
T AN a—T 4 T EE | TAVhI-T4) B TAWha=7 1) G TAWha=7 1) G TAWha=7 1) G
I o0 0000 0.00° 0.00°
w || ®rri909) 0.00~0.00% | 0.00~0.00% | 0.00~0.00% | 0.00~0.00%
B | 7 | BAORKE—7 0.03~0.03% | 0.03~0.03% | 0.03~0.03% | 0.03~0.03 %
U [ essigi i 0.08~0.08% | 0.08~0.09% | 0.09~0.09% | 0.10~0.10 %
i HEI30% oo e e o e
e i o 81.1~893% | 8$3.6~88.5% | 83.5~90.7% | 85.5~90.8 %
o N 100.52 % 100.05 % 100.16 % 101.48 %
ke 95.0~105.0% (100.00 %) (99.53 %) (99.64 %) (100.96 %)
} T 8.89 kaf 8.60 kaf 8.01 kaf 7.53 kaf
T+ S5 =u /—
AL e L (—) (:3.3 %) (:9.9 %) (-15.3 %)
*1: AL, n=3

*2: FAEW

*4 . SEEE, n=3 (BRAEIE A2 100% & L CHASE L 7= %fil)

BHEORKE—7 (%),
BUERER L (BF « filx OFEBGMWERERIZOWVWT, MENPLE L SN D REIE ; 0.1%.

n=3 (f/IME~ R KAH)

HEIERENLIE L SN DHEIME 5 02%, BREMEOHERNPLIE L S5 ; 0.5%)
#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm

*5: SPYE, n=5 (BHLERED O O LER)
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B. {BpE

B-1. tR{FIEHE
B-2. {RIFS:AME

LB - BT

B-3. fRAFHIM : 3 # A
B-4. HBARER . F#

: 75£5%RH ,25+2°C

AF I
o s
= BHAG 05% A 1% A 3% H
e AEOERA Y HEOHHEAY | HEOHEAY | BEOEEAY | BEOFHEAY
T AN a—T 4 VT EE | TAVhI-T4) B TAWha=7 1) G TAWha=F (/)" §E TAWha=F (/)" §E
T EERTER P — . P
we | % | G 09 0.00~0.00% | 0.00~0.00% | 0.00~0.00% | 0.00~0.00%
stme | 72 | e ol E—2 0.03~0.03 % | 0.03~0.03% | 0.03~0.03% | 0.03~0.03 %
U [ eiiiame i 0.08~0.08 % | 0.07~0.08% | 0.08~0.09% | 0.09~0.10%
i HLEREI30% o o . .
ol i 81.1~893% | 78.0~89.8% | 83.3~90.1% | 84.5~91.3 %
o N 100.52 % 100.80 % 99.92 % 99.94 %
AE 95.0~105.0% (100.00 %) (100.28 %) (99.40 %) (99.42 %)
; . 8.89 kef 4.63 kgf 4.18 kgf 3.93 kgf
5 2L
R g L (—) (-47.9 %) (-53.0 %) (-55.8 %)
*1: /L. n=3

2. FgWEEORRKE—7 (%), n=3 (x/IME~fKIE)

BRsER L (3% fllx OBEBWEREICHOWT, REPLEL SNDHEME ; 0.1%.

*4 . SEEE, n=3 (BRAEIE A2 100% & L CTHASL L 7= %fil)

MEIERE DRI L SHDBME 5 0.2%. ZRMEOMHERPLE L SN DHEIE ; 0.5%)
#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm

*5: SPYE, n=5 (BHLERED O O LER)

6/10




C. %t
C-1. RAFIERE : [ 7 AR ()
C-2. BRTFSM: - BRER 60 77-120 75 1x + hr (2000 1x ; 12.5 A -25 H)
C-3. ABRAE R « TR

ifg % B A 60771x- hr 120 71x - hr

e HEOERRAD HEDEIRA Y HEDEIRA Y HEDEIRA Y
T4V ba—T 4 T EE TAVhaA=F4 )" BE TAVha=T /)" BE TAVha=T /)" BE
_o | R EMER

. = p 0.00~0.00 % 0.00~0.00 % 0.00~0.00 %

foli g % |_(RRT #90.9)

sk | 78 | fx ORkE—7 0.03~0.03 % 0.04~0.04 % 0.04~0.04 %
M 0.08~0.08 % 0.14~0.15 % 0.16~0.17 %

Vi 513057

ggﬂ z§§§ Ffs(/)ﬁ . 81.1~89.3 % 84.2~89.8 % 83.7~90.8 %

[Favy = (]

o N 100.52 % 100.48 % 10038 %

ke 95.0~105.0% (100.00 %) (99.96 %) (99.86 %)

) ) 8.89 kef 7.81 kgf 6.51 kgf
5 2L
R g L (—) (-12.1 %) (:26.8 %)
*1: /L. n=3

¥ HERWEEORKE—7 (%), n=3 (R/ME~fKME)
HEBRERL (BE  fHx 0BEEMEREICHOWT, WENKLIEL SHLHHE ; 0.1%,
MEIERE DRI L SHDBE 5 0.2%. ZRMEOMHERPLE L SN DHEIE ; 0.5%)
#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm
*4 0 EHIE, n=3 (BLAREE 100% & L CHLBE L 7= $kfi)
*5: PERME, n=5 (BHAGEE b D2A{KER)

7/10



II.

LT U U8 100mg [ #F | (Lot No.: A15J1 M) (A IS AEARILER)
A. BE
A-1. RIFIERE : Y - KB H T A
A2, RIFSM: - 40£27C
A3, BRI -3 4 H
A4, ARERFER . TR
(A7
e s
= BHAG 05% A 1% A 3% H
e A DERRA D BEOEBAY | BEOEHAY | BEOEHBAY | BEaOERRAY
T AN a—T 4 VT EE | TAVhI-T4) B TAWha=7 1) G TAWha=7 1) G TAWha=7 1) G
L, | R P P P PP
- % | (RRT #909) 0.00~0.00% | 0.00~0.00% | 0.00~0.00% | 0.00~0.00 %
hER™ | 72 | Hx OfckE—7 0.02~0.02% | 0.02~0.02% | 0.02~0.02% | 0.02~0.02 %
U esEamE 0.05~0.05% | 0.05~0.05% | 0.06~0.06% | 0.06~0.06 %
Vst B304 er o erao ek o e o
o I T0%b | 77.9~86.7% | 77.9~86.9% | 76.9~86.5% | 75.3~87.2%
e N 99.08% 99.04 % 98.74 % 99.56 %
AE 95.0~105.0% (100.00 %) (99.96 %) (99.66 %) (100.48 %)
. L 10.64 kgf 10.25 kgf 9.93 kgf 10.15 kgf
T+ S5 =u /—
AL e L (—) (3.7 %) (-6.7 %) (-4.6 %)
*1: AL, n=3

. HRWERORRE—7 (%),
BUERER L (BF « filx OFEBGMWERERIZOWVWT, MENPLE L SN D REIE ; 0.1%.

*4 . SEEE, n=3 (BRAEIE A2 100% & L CHASE L 7= %fil)

n=3 (f/IME~ R KAH)

HEIERENLIE L SN DHEIME 5 02%, BREMEOHERNPLIE L S5 ; 0.5%)
#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm

*5: SPYE, n=5 (BHLERED O O LER)
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B. {BpE

B-1. fRTFIERE « HEYE - PRk
B-2. {R1ESAE - 75£5%RH /25+2°C
B-3. RIFHIM : 3 » A
B-4. iABRFER - T
TRA7HI
o s
= BHAG 05% A 1% A 3% H
P O EERA Y HEOERAY | BEOEMAY | AGROEHRAY | AEROEHAY
T AN a—T 4 VT EE | TAVhI-T4) B TAWha=7 1) G TAWha=F (/)" §E TAWha=F (/)" §E
| JCF R N o N o N 0 N 0
| B | RRT 909 0.00~0.00% | 0.00~0.00% | 0.00~0.00% | 0.00~0.00 %
tEa™ | 72 | Hx DRk E—Y 0.02~0.02% | 0.02~0.02% | 0.02~0.02% | 0.02~0.02 %
U esEamE 0.05~0.05% | 0.05~0.05% | 0.06~0.06% | 0.06~0.06 %
v HUERF 305 o o o e co
bt P HIEE T304l L 77.9~867% | 78.1~867% | 76.9~86.1% | 76.5~87.5%
s N 99.08% 99.16 % 98.76 % 99.48 %
AE 95.0~105.0% (100.00 %) (100.08 %) (99.68 %) (100.40 %)
\ o 10.64 kgf 5.30 kef 7.21 kef 7.00 kef
S 2Lt
R g L (—) (-50.2 %) (-32.2 %) (-34.2 %)
*1: /L. n=3

2. FgWEEORRKE—7 (%), n=3 (x/IME~fKIE)

BRsER L (3% fllx OBEBWEREICHOWT, REPLEL SNDHEME ; 0.1%.

*4 . SEEE, n=3 (BRAEIE A2 100% & L CTHASL L 7= %fil)

MEIERE DRI L SHDBME 5 0.2%. ZRMEOMHERPLE L SN DHEIE ; 0.5%)
#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm

*5: SPYE, n=5 (BHLERED O O LER)
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C. X%

C-1. PRFIEHE -
C-2. PR:GSM:

C-3. ABRFER . TR

KN T AN ()
: BREEE 60 J7+120 J7 Ix + hr (2000 1x ; 12.5 A +25 H)

ifg % B A 60771x- hr 120 71x - hr
e HEOERRAD HEDEIRA Y HEDEIRA Y HEDEIRA Y
T4V ba—T 4 T EE TAVhaA=F4 )" BE TAVha=T /)" BE TAVha=T /)" BE
_o | R EMER
. = p 0.00~0.00 % 0.00~0.00 % 0.00~0.00 %
foli g % |_(RRT #90.9)
sk | 78 | fx ORkE—7 0.02~0.02 % 0.03~0.03 % 0.03~0.03 %
M 0.05~0.05 % 0.07~0. 08% 0.09~0.10 %
Vi 513057
ggﬂ z§§§ Ffs(/)ﬁ . 77.9~86.7 % 77.8~87.1 % 76.5~85.9 %
[Favy = (]
i N 99.08% 98.67 % 99.08 %
ke 95.0~105.0% (100.00 %) (99.59 %) (100.00 %)
) ) 10.64 kgf 9.82 kgf 8.35 kaf
5 2L
R g L (—) (-7.7 %) (21.5 %)
*1: /L. n=3

20 FgWEEORKE—7 (%), n=3 (x/IME~fKIE)

BMsEER L (B35 fllx OBEBWEEITHOWT, REPLEL SNDHEME ; 0.1%.

SR EN LR & SN DBUE ; 0.2%, KEMEOWRPLEL SNDHHEIME ; 0.5%)

#3006 Ny b, f/ME~EROAE,BREBRIE - K, [EHREL - 75rpm

*4: SEEE, n=3 (BRAEIE A2 100% & L CTHASL L 7= %fil)

*5: SPYIE, n=5 (BHLEREDN O O LER)
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