AP a— VEEDBAIREE TOREMIZE D 5 Bk

=78 ES 77 —<KEt

TN —)VEE 1.25mg [ # G| [A$E 2.5mg [ % F ) [FlfE 10mg [ % F~) K OFEIBE 20mg
[ 2 F =] 2O T, EARREBEOZEMRER (R :40C -3 » A (6 - KEmas ().
T © 75%RH,25°C « 3 » A (GHE-BRELD) . 6 : 60 15/20 15/10 J7 Ix-h (RER# )] % FEhi
L7z,

(F1) A AIERZEAIET S O TEEF] « 72 AF O MALEREE T O EMREREICHOWT (KH) |
OFHEFE (FRE) ISHEV IR, AL, SRl D LEM AR L7/ER, ITo LY Th

7,

. . J (Ix-hr)
TR T
1005 | 2005 | 6075
TN —VEE 1.25mg [ 4 F~ © o™ © © A"
TN —VEE 2.5mg [ 2T © o™ © © A"
TN v — LB 10mg [ 4 F~ © o™ ©M ©M A"
B N_Y I —)VEE 20mg [ 4 S © o ©* ©* AN

*1: BT 30% LA EOK TR AL =S, EH RS 72 2B L Tldle o7z (=3kgf/30N),
*2: MEERBRIC IV T, iR E BN BUSE L ElEl -7z,
# RBREBIIMERBROZ (O : HEN  — @ Ehag)
© : TRTORBREHIZBWTEILERD LN oT,
M . AL Z I E A LR, B 3%REOE T, B : 30%AKRiH DL,
VEHE - BRREN)
O W OREBRIEH T THEN] OB (bzRdTz,
ML . DTz e GRAS) 2RD 50, WMEE, FEE 20 RE
DERTHY . BUEZIGIZ L TWD, B 3% O T, BUEEN, BE
30%LL EDOZEAL T, fHEEDS 2.0kef (19.6 N) LA E)
A WTROORBRIEE T THUsEIN ) OB ZEBD T,
(OBl - TEIRZEA(E0F L EGRA AR, BUE 2L T\ 5, B BUSHESL,
T 30%LA LD ZE kT, THEEAN 2.0kgf (19.6 N) AKRiifi, HME « BIAMEAL)

) O HALIZ OV T

TN a— ) LEE125mg [ # X - [[l§E2.5mg T4 T~  kgf
TN v — LEE 10mg [ & FX] - [Al#E 20mg 5 ) : N
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L. AT — L 1.25meg [ #F7 ] (LotNo.: 1512B)

A. BE

A-1. 717

JHE B T A (FER)
A-2. PRIFSRAT: - 40+27C
A-3. PRI : 3w A
A4, ARBRFER - TR

. (R AF I
o s
= A4 =% 14 H 24 H 34 H
HEOKMAEEZ LT | #Heaofsigs L
RN I YNUR PPN “ERA Y 7 4L (AP B L B L
a—F 4 VTR La—F 4 T8
RRT1.7~1.9 : 0.3%LLF N.D. N.D. N.D. N.D.
- RRT2.0~3.1 : 1.6%LAF <0.03% <0.03% <0.03% <0.03%
il g
S st D — 7 OBy .
s | TOM yo.ziij‘j? <0.03% <0.03% <0.03% <0.03%
R 22%LLF - — - -
v 5 45
ggz Eﬁfﬁi 53/0&7 L 97~99% 97~100% 97~99% 97~99%
vy == (4
. 99.8% 99.4% 99.3% 99.1%
PN =Rk ~ 0
RS 95.0~105.0% (100.0%) (99.6%) (99.5%) (99.3%)
s e 11.1kef 11.2kef 11.9kef 11.6kef
L RIE7R L (100.0%) (100.9%) (107.2%) (104.5%)
N.D.: & HHE

*]1: RRT: Relative Retention Time. A&t 0.03%LL Lo v — 7 &5
*2: fe/IME ~ B KA, n=6

AR

*3: MBI L 3 EIOEEE (BERFZ 100% & U CHAER L 7= 2 fH)

*4: SEEIE, n=10 (BALARFZ 100% & L THAA L 7= %0fl)
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BRI 0.05mol/L FERR - FERR T b U ¥ AFEMER (pH4.0) . [Al#54% : S0rpm




B. {2

B-1. {17 HE
B-2. fRAFSAM:

B-3. tRAFHIM -3 » H
B-4. RABREESL 0 TE

BT T 2 (B
1 75+5% RH,25+2C

B PRAFHAR]
o s
= A =% 1% H 24 H 34 H
HEOKMAEEZ LT | #Heaofigs L
PR Y NURZE I = HRRAY 7 1L AL AL k7L
a—F AL | AT
RRT1.7~1.9 : 0.3%LLF N.D. N.D. N.D. N.D.
- RRT2.0~3.1 : 1.6%LLF <0.03% <0.03% <0.03% <0.03%
iz
=r * D EO"_‘ D o N
s | T 70 ;‘fijT <0.03% <0.03% <0.03% <0.03%
. 0
G 2.2%LLF - - - -
ViR e 4
fh';;fz E’Efﬁi Sﬁ/oﬁ v 97~99% 98~ 100% 97~99% 97~99%
BNy == ()
s N 99.8% 100.4% 99.6% 100.9%
EES 95.0~105.0% (100.0%) (100.6%) (99.8%) (101.1%)
v e 11.1kgf 5.2kef 5.6kgf 5.2kgf
R RIETR L (100.0%) (46.8%) (50.5%) (46.8%)
N.D.:

*]1: RRT: Relative Retention Time. A&t 0.03%LL Lo v — 7 &5
*2: B/ IME~ Fe KAE, n=6

B SeE - BUBRIK © 0.05mol/L WERE - WERE T b Y 7 AFRMETR (pH4.0) . [FI#5%L © 50rpm

*¥3: MRV L 3 EIOEE (BRI Z 100% & L CTHUAE L 72 24H)

*4: SEHE, n=10 (BHAEEZ 100% & U CHAEL L 7= 20fiE)
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C. X%

C-1. f&1F
C-2. PRAF4A:
C-3. A7

JERE « T AH ()
C AMAHEOEET (1,000 x) RS
CBREE 10 5 (42 HRED. 20 5

(84 AR, 60 Hlx+-h (25 AH)

C-4. ABRFER . TR
BN - Bt E (Ix + h)
HH L=y 1075 2075 6077
7 1] 7
saotEmpe L | TRV
PR | EBRAD T s Zfkie L ZEfkre L Zfeie L
24 T
RRT1.7~1.9 : 0.3%L4 F N.D. N.D. N.D. 0.05%
o RRT2.0-3.1 : L6%LAF | <0.03% <0.03% <0.03% <0.03%
il g - -
%ﬁ%ﬁ*l %0){1‘{_111‘—7 ODHij( . o o o °
oavn | <003% <0.03% <0.03% 0.22%
HEt: 22%LLF — — — 0.49%
T | BUEISHE 205 ) ) ) .
By I 97~99% 98~99% 97~100% 97~99%
. 99.8% 99.3% 99.8% 97.6%
PN =Rk ~ 0
RS 95.0~105.0% (100.0%) (99.5%) (100.0%) (97.8%)
. e 11.1kgf 10.8kef 11.6kef 10.4kef
TR RIE7R L (100.0%) (97.3%) (104.5%) (93.7%)
N.D.: 7

*]1: RRT: Relative Retention Time. A&t 0.03%LL Lo v — 7 &5

*2: de/ME~ R E, n=6

AR

*4: SEEIE, n=10 (BALARFZ 100% & L THAG L 7= %50fl)
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BRI 0.05mol/L FERR - FERR T b U 7 AFEMTR (pH4.0) . [Al#54% : S0rpm
*3: MV SR L 3 A O FEIME (BHAAFFZ 100% & L CHa%E L7 5ff)




. AT —)LEE25mg [#F -~ (LotNo.: 1512B)

A. BE

A-1. 717

SHe - BT T 2R (Big)
A2, RIS 40+22C
A3, BRAFHIE -3 # A

A4, ARBRFER - TR
AR s PRI
HH f=vxL 1% A 2% A 34 A
HE~EAAOMEMN | gaoEmks L
MW | M LEBIRA D 7 ¢ | READ 74 | B{EAL Bk L Bk L
IV ha—TF 4 VIR | AT A T
RRTI1.7~1.9 : 0.3%LL F N.D. N.D. N.D. N.D.
o | RRT20-30: 16% T <0.03% N.D. N.D. <0.03%
e —
st | TOMLE ?g);fij% <0.03% N.D. <0.03% <0.03%
. 0
aF 2.2%LAF - — - -
N = AN
ggz Eﬁfﬁi 53/0 iji 97~100% 95~98% 97~99% 97~99%
'y =+ 0
P N 99.3% 99.4% 100.0% 101.0%
RS 95.0~105.0% (100.0%) (100.1%) (100.7%) (101.7%)
s . 9. 7kef 9.6kef 9.8kef 9.5kef
TR RIE7R L (100.0%) (99.0%) (101.0%) (97.9%)
N.D.: & HHE

*]1: RRT: Relative Retention Time. A&t 0.03%LL Lo v — 7 &5
*2: fe/IME ~ B KA, n=6

AR

*3. MRV IR L 3 EIOYEEE (BIERFZ 100% & U CHASE L 7= 2 fH)

*4: SEEIE, n=10 (BALARFZ 100% & L THAA L 7= %0fl)
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BRI 0.05mol/L FERR - FERR T b U ¥ AFEMER (pH4.0) . [Al#54% : S0rpm




B. {2

B-1. {17 HE
B-2. fRAFSAM:

B-3. tRAFHIM -3 » H
B-4. RABREESL 0 TE

BT T 2 (B
1 75+5% RH,25+2C

- A
o s
= A =¥ 14 H 24 H 34 H

HE~MERROREN | GtokMFs L

PRI | R LEEAD 7 ¢ | REBAD 7 o0 | il Bl L k7L

Nha—F 4 TR | AT A VTS

RRT1.7~1.9 : 0.3%LLF N.D. N.D. N.D. N.D.
RRT2.0~3.1 : 1.6%LL F <0.03% N.D. N.D. <0.03%

e F O —27 DK

%ﬁ@%*l - N [ [ [

: 0298 <0.03% N.D. <0.03% <0.03%
G 2.2%LLF - - - -

V& e 5

fh';;fz fg,r’;; fﬁi 53/0 ; v 97~100% 97~99% 97~100% 96~99%

BNy == ()

m N 99.3% 101.1% 100.9% 99.9%

EES 95.0~105.0% (100.0%) (101.8%) (101.6%) (100.6%)

4 . 9.7kgf 4 8kgf 7.1kgf 4.7kgf
R RIETR L (100.0%) (49.5%) (73.2%) (48.5%)
N.D.:

*]1: RRT: Relative Retention Time. A&t 0.03%LL Lo v — 7 &5
*2: B/ IME~ Fe KAE, n=6

B SeE - BUBRIK © 0.05mol/L WERE - WERE T b Y 7 AFRMETR (pH4.0) . [FI#5%L © 50rpm

*¥3: MRV L 3 EIOEE (BRI Z 100% & L CTHUAE L 72 24H)

*4: SEHE, n=10 (BHAEEZ 100% & U CHAEL L 7= 20fiE)
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C. X%

C-1. f&1F
C-2. PRAF4A:
C-3. A7

JERE « T AH ()
C AMAHEOEET (1,000 x) RS
CBREE 10 5 (42 HRED. 20 5

(84 AR, 60 Hlx+-h (25 AH)

C-4. ABRFER . TR
BN - Bt E (Ix + h)
HH L=y 1075 2075 6077
7= T 7
fe~pdtaEotn | HEORET
Pk | BE LIERAY 70 | Zfkie L ZEfkre L Zfeie L
RRT1.7~1.9 : 0.3%LL F N.D. N.D. N.D. 0.09%
o | RRT2031: L6%ELT | <0.03% N.D. <0.03% <0.03%
e —
%ﬁ%ﬁ*l %O)ﬂﬁt —7 ODHij( . < o o 139 °
eRe 0.03% 0.06% 0.13% 0.35%
At 22%LLF — 0.06% 0.22% 0.86%
G | e 205, ] ] ) .
S| vt TsvL I 97~100% | 98~100% 97~99% 94~97%
) 99.3% 99.9% 100.0% 99.1%
A EL*3 ~ 0
RS 95.0~105.0% (100.0%) (100.6%) (100.7%) (99.8%)
s s 9.7kef 9.5kef 10.1kgf 9.2kef
TR RIE7R L (100.0%) (97.9%) (104.1%) (94.8%)
N.D.: 7

*]1: RRT: Relative Retention Time. A&t 0.03%LL Lo v — 7 &5

*2: de/ME~ R E, n=6

AR

*4: SEEIE, n=10 (BALARFZ 100% & L THAG L 7= %50fl)
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BRI 0.05mol/L FERR - FERR T b U 7 AFEMTR (pH4.0) . [Al#54% : S0rpm
*3: MV SR L 3 A O FEIME (BHAAFFZ 100% & L CHa%E L7 5ff)




M. A~y —/L§E 10mg [ # 5] (Lot No.: UADR)
A BE
A-1. RFERE . Bl 7 Al ()
A-2. PRAFSRMT: - 40°C
A-3. PRI : 3w A
A4, ARBRFER - TR
%ﬁm /f%ﬁ/ﬂ\ﬁﬁfﬁ
o s
H A =¥ 1% H 34 H
PegR WEDT VA DT VA WEDT 4 VA DT VA
a—7 4 T EE a—7 4 T EE a—7 4 T EE a—7 4 T EE
RRT1.8 | 0.1%LLTF N.D. N.D. N.D.
RRT2.2 | 0.4%LLF N.D. N.D. 0.06
ﬁgl RRT2.6 | 0.4%LLF N.D. N.D. <0.05
ZOft | 0.1%LLF <0.05 <0.05 <0.05
Bt 0.6%LL — — 0.06
VEHL | HLUERER 304 . . .
o SHE T0%0L L 85~95% 82~89% 83~91%
P N 99.5% 99.2% 98.7%
Chs 95.0~105.0% (100.0%) (99.7%) (99.2%)
o4 s 76N 90N 89N
TR RIE7R L (100.0%) (118.4%) (117.1%)
N.D.: &7

*1: RRT: Relative Retention Time.

*2: de/ME~ R E, n=6

HEBRSAF

EEk 0.05%LL B v — 2 &t

*3: MRV IR L 3 EIOYEEE (BERFZ 100% & U CHAEE L 7= 2 f#)

*4: SEEIE, n=10 (BALARFZ 100% & L THAA L 7= %50fl)
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BRI 0.05mol/L FERR - FERR T b U ¥ AFEMR (pH4.0) . [Al#54% : S0rpm




B. {2

B-1. (RIFIERE : 18t 7 AR (B
B-2. fR1F4AME 1 75 % RH,25°C
B-3. R1EHIM :3 » A
B-4. RBARER © T
E% Wik — TRAF I
> =Ty )b 14 H 34 H
I el R
a—F 4 VT EE a—7 ¢ TR a—7 4 T a—7 4 U7
RRT1.8 | 0.1%LLF N.D. N.D. N.D.
RRT2.2 | 0.4%LLF N.D. N.D. N.D.
fngl RRT2.6 | 0.4%LLF N.D. N.D. N.D.
ZOf | 0.1%LL T <0.05 <0.05 <0.05
Total 0.6%LL T - — —
ﬁgz Eﬁiﬁioﬁﬁi 85~95% 87~92% 88~95%
G| 95.0~105.0% (1060%) 95.5% (100.1%)
m ROETE L (10706.1(;]%) (75;31\54) (753.6;54)
N.D.: #Ed
*]1: RRT: Relative Retention Time. A&t 0.05%LL Lo v — 7 &5
*2: /M~ B KAE, n=6
ARBRSE - BBRIE : 0.05mol/L FERE-FERE ) B U U AFREHR (pH4.0) . [AIH53K @ 50rpm
#3: MR L 3 EIOEE (BIAAREZ 100% & L CHUE L 7= 25fil)
*4: SEHIE, n=10 (BALAREZ 100% & U CHaG L 7= 2fiE)
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C. )
C-1. LRTFIFHE :
C-2. RIFSM: -

C-3. A7

7 A ()

FEAEOEET (1,500 1x)  FRS

CIRYEE ;60 5 Ix-h (3917 HEE)

C-4. RERFESR . T
@E Hirg A= %)L 60 5 1x-h
. EEDT 4 LA WD T 4 LA DT 4 LA
a—5 ¢ VT EE a—7 4 U a—7 4 U
RRT1.8 | 0.1%LLF N.D. 0.12
RRT2.2 | 0.4%LLF N.D. N.D
4%? RRT2.6 | 0.4%LLF N.D. N.D.
Zoft | 0.1%LLF <0.05 <0.05
Total 0.6%LL T — 0.12
W | HLEREE 3049 . .
HERT | W 80%LL L 85~95% 82~87%)
P N 99.5% 99.8%
G 95.0~105.0% (100.0%) (100.3%)
14 =4 76N 93N
BRI RIETR L (100.0%) (122.4%)
N.D.: fHEF

*]1: RRT: Relative Retention Time, A&t 0.05%LL LD — 7 A&
*2: d /M~ B KA, n=6
B SeE - BUBRIK © 0.05mol/L WERE-WEME T b Y 7 AFRMETHR (pH4.0) . [FI#5%L @ 50rpm
*3: M0 L 3 EIOFEHME (BAAEREZ 100% & L CHUR L 7= 3iH)
*4: SEHIMHE, n=10 (BHAAREZ 100% & L CHAE L 7= 25i)

<iBinERER >
60 77 Ix-h THIXIERFFRER] 1.8 OIEGWE N HMSIEL B> 72729, Tredf Ciahnikbk
% 3EhE LTz,

RIFTERE - T 7 AR (Efe)

RAFSRM: - BT (R 1,000 1x) S
PRAFHIRT - Ok E ;10 U Ix-h (42 A, 20 5 Ix-h (8.4 HfH)
RBRTEE - AR
REBRAES - T&R
HEpEH Hikk 10/51x-h 20/ 1x-h
RRT1.8 | 0.1%LLF N.D. <0.05
RRT2.2 | 0.4%LLTF N.D. N.D
o SR RRT2.6 | 0.4%LLF N.D. N.D.
ZOM | 0.1%LLF <0.05 <0.05
Total 0.6%LL T — —

N.D.: #Ed
*1: RRT: Relative Retention Time, Total: 0.05%LL D v°— 27 & &
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IV. I —LEE 20mg [ %7 (Lot No.: TIDO)

A. BE

A-1. 717

SHe - BT T 2R (Big)
A2, BRAFSAM: - 40°C
A3, BRAFHIE -3 # A

A4 BEBRASR TR
%ﬁm T%ﬁ/ﬂ\ﬁ ﬁfﬁ
o s
= A =%V 1» H 3x H
PR HE~SEAE - 74 0h | ABO 7 4V bha— | BEOT7 4V Aa— | BEOT7 4L Aa—
a—F 4 78 CEFRA) T4 TEEERRA) | T v TRERAN) | T4 v TEEEIRA)
RRTI.8 0.1%LL F N.D. N.D. N.D.
RRT2.2 0.4%LL T N.D. N.D. <0.05
E%i{l RRT2.6 0.4%LL T N.D. N.D. N.D.
Ll 0.1%LL T <0.05 <0.05 <0.05
Total 0.6%LL T — — —
Vi HLERER 304 \ . .
ot IS SOv%bL L 93~98% 93~97%) 92~98%
s N 100.6% 99.2% 99.4%
RS 95.0~105.0% (100.0%) (98.6%) 98.8%
s e 8ON 90N 87N
L R L (100.0%) (112.5%) (108.8%)
N.D.: f&HHEF

*]1: RRT: Relative Retention Time. A&t 0.05%LL Lo v — 27 &5
*2: fe/IME ~ B KA, n=6

HEBRSAF

*3: MRV IR L 3 EIOYEEE (BERFZ 100% & U CHAEE L 7= 2 f#)
*4: SEEIE, n=10 (BALARFZ 100% & L THAA L 7= %50fl)
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BRI 0.05mol/L FERR - FERR T b U ¥ AFEMR (pH4.0) . [Al#54% : S0rpm




B. {2

B-1. (RIFIERE : 18t 7 AR (B
B-2. fR1F4AME 1 75 % RH,25°C
B-3. R1EHIM 6 » A
B-4. RBARER © T
;;wég - — PrAT 2 FH]
> =T v 17 H 3n A
(N (2N (2N
PR f%;ﬁﬁ%f\‘g ikt . %gji;fi S%?ji;fi E%?ji;fi
o (BN GEIN) (EIFRA)
RRT1.8 0.1%LLF N.D. N.D. N.D.
RRT2.2 0.4%LLF N.D. N.D. N.D.
f%/fl RRT2.6 0.4%LL T N.D. N.D. N.D.
Z DA 0.1%LL <0.05 <0.05 <0.05
Total 0.6%LL T - - -
ﬁgz Eﬁiﬁﬁz Oi/(:éi\j: 93~98% 93~97% 94~98%
Ll RIE7R L (1(?31(;]%) (7?).6(1)\54) (753.954)
N.D.: #Ed
*]1: RRT: Relative Retention Time. A&t 0.05%LL Lo v — 27 &5
20 He/IME~ B KAE, n=6
PBR S  BBRIE © 0.05mol/L FERE-FERRT b U ¥ AFEENK (pH4.0) . [EH53K : 50rpm
#3: MRV L 3 [EOFHME (BRAEREZ 100% & L CTHUE L 7= 2H)
*4: SEHIE, n=10 (BALARFZ 100% & U CHam L 7= 5iE)
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C. X%

C-1. R1FEE « T 2R ()
C-2. RS - AEEAT (1,500 1x) RS
C-3. PRI : e ; 60 U Ix-h (917 B#)
C-4. HABRER . TR
VY .
1 fSTRS A= y)L 6051xh
PR A~ E G - 7 LA AEDT 4 L2 HEDT A /L4
a—F 4 V78 CEIBRA) a—F 4 v BEERRA) a—F ¢ VT EBECERRA)
RRT1.8 0.1%LLF N.D. 0.28
RRT2.2 0.4%LLF N.D. N.D.
Afgl RRT2.6 0.4%LLF N.D. N.D.
Z Dt 0.1%LL T <0.05 <0.05
Total 0.6%LL T — 0.28
A HERER 3040, . .
eV VEHIE 80%LL k- 93~98% o1~97%
3 N 100.6% 99.1%
& 95.0~105.0% (100.0%) (98.5%)
14 =4 80N 89N
A IR L (100.0%) (111.2%)
N.D.: Feti&d

*]1: RRT: Relative Retention Time, A&t 0.05%LL LD — 7 A&

*2:

R/ IME~ T K AE, n=6

B SeE - BUBRIK © 0.05mol/L WERE-WEME T b Y 7 AFRMETHR (pH4.0) . [FI#5%L @ 50rpm

M0 L 3 BIOYEE (BlhaREZ 100% & L CHASE L 7= $diE)

*4: SEHE, n=10 (BHAEEZ 100% & U CHAEL L 7= 5fiE)

<:BHNFRER >
60 /7 Ix-h THIXHREFREH 1.8 DIEBGME P HUSIEE ERl> 72728, FRidetf CiamaER
%l L7z,
RIFERE - H T A ()
RAFSRM: - BT (R 1,000 1x) S
PRAFHIRT - Ok E ;10 U Ix-h (42 A, 20 5 Ix-h (8.4 HfH)
ABRIEE - AR
REBRAES - T&R
HEpEH Hikk 10/51x-h 20/ 1x-h
RRT1.8 | 0.1%LLF <0.05. 0.05
RRT2.2 | 0.4%LLTF N.D. N.D.
o SR RRT2.6 | 0.4%LLF N.D. <0.05
ZOM | 0.1%LLF <0.05 <0.05
Total 0.6%LL T — 0.05
N.D.: #Ed

*1: RRT: Relative Retention Time, Total: 0.05%LL D v°— 27 & &

(2017 4 10 HET)
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