7 XY ARG O BRI TCORERICED L ER

=7 ES7y7—~K&t

T u Y UHERRESE 10mg (=71 ) ROV e Y U SE 20mg =7 'w ] @
EAREBIC OV T, ZEMERER QR : 40°C, 3 7 A (B - XUERE OR)). W
75%RH, 25°C, 6 » A (HEX-BHi0) . K : 60 7 Ix-h (RER Of))) &5 L7,

(#1) A ARBESEAIRZ O TEER] « 1 72 L H| O B LR EE T DL EHERBRIEIZ DN T

(ZH) ) OFHESEE (TR (ITHEV, REE, TR, JRITRd 2% M 2 3l L 72 f5 5%

LT LB ThHhot,

LEM
IR T B b
7o v R SE 10mg (=7 v /A © © ©
TRy RS 20mg (=7 m ) Ak © © ©

© : TRTORBRIEHIZBWTELERD LN T,
L A ZIZ & A ERBO R, G 3%NARIEOK T, B 30%AmH DAL,
VM - BUREN)

O WIFNhORBRIEH T [HEN] OZELEEDIZ,
(GMEL . DT R EFIE e GRES) 2R, mHE B, MEE 20 /R
DERTHY , HIEETT- LT 5D, Bk 3% LT T, BURMERN, B -
30%LA DAL T, E LS 2.0kgf UL L)

A DT OREBRIEH T TSN OB bE RS T,
(OMEL . TR LR L2388, BUS 2L L T\ 5, & HESL,
TR @ 30%LA LoD ZE{LC, BHEEDS 2.0kgf A, YAHIME  BIRE AL
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1. oY EfEEEE 10mg =72 ] (Lot No.RLDD) /4t

A. IBEE
A-l. IRTFIEHE  fata 7 A (Be)
A-2. RIFS5M: - 40°C
A3, RGHIM 34 H
A-4, FRERAESR . PR
) PRAT AR
ABRIEH JHE
=% 15 H 37 H
PEgR HEDREEIRD 7 4 |[HEOREEIRO 7 4 [HEaOREEIRO 7 4 AR FEERIRO 7 ¢
W ha—T 4 VT Pvbha—T 4008 PWha—T 4 U8 vbha—T 0 T8
0.06% (RRTO0.4) 0.06% (RRTO0.4) 0.06% ( RRT0.4 )
. 0.08% (RRT1.2)
#:0.39
ol P EA R L fEi: 0.3%ELT 0.05% ( RRT1.5)
0.06% (RRT2.9)
Total: 0.7%LL T 0.06% (Total) 0.06% (Total) 0.25% (Total)
Vi Lt FUERER] 4557, 98.9% 94.1% 98.5%
T vt 75%0L 1 (97.8~99.9%) (92.4~96.8%) (97.2~99.7%)
G 95.0~105.0% 98.6% 97.6% 99.5%
- 76.0N 83.4 N 99.8 N
- (70~83 N) (78~90 N) (77~124 N)

*1:0.05% LA Lo & S 7R E (RRT: Relative Retention Time)
*2 M, n=6  (f/IME~fe RKME) . 5RUBRIR: 7K
*3 M0 L 3 [P

*4 P, n=10 (Fe/ME~ F K E)
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B. YR

B-1. fRIFIEHE : 5K 7 A (BAIK)
B-2. PRIESM: - 75 % RH,/25°C
B-3. PRAFHIM : 6 » H
B-4. B R . TR
= PRAF IR
w s
= =% 15 H 35 H 6 5 H
HEDOREEIRD | 360 RFEERR | AeORERIR | A0 REERR | B AR R
TR T4V —TFT 4 | DT 4 )b — | DT 42— | DT g bha— | DT 4L ha—
N4 T4 TR T4 T EE T4 T BE T4 T EE
. 0.06% (RRT0.4) | 0.06% (RRTO0.4) | 0.06% (RRT0.4) | 0.06% (RRTO0.4)
4t {AF 4 :0.39
f:é{;;l f 2 0.9920 0.05% (RRT0.6)
e Total: 0.7%LL T | 0.06% (Total) 0.11% (Total) 0.06% (Total) 0.06% (Total)
WH R 4577, 98.9% 93.5% 98.5% 97.7%
B2 | IR 75%LL 1 (97.8~99.9%) (92.4~94.8%) (97.1~99.4%) (96.1~100.6%)
GRS 95.0~105.0% 99.2% 98.3% 97.6% 99.2%
— 76.0 N 65.3 N 68.3 N 66.7 N
- (70~83 N) (62~68 N) (63~76 N) (63~71 N)

*2LHE, n=6 (F/IME~ e KME) . BRIk /K
*3f V) K L 3 [B] DR E
*ASEYE, n=10 (/M ~ ¢ KAH)

3/7

*1:0.05% LA L&D S 7R E (RRT: Relative Retention Time)




C. %
C-1. RAFIEHE
C-2. PRATSRM: -

C T AN ()
FaHeAT (1,500 1x) RS

C-3. PRAFHIM : & ; 60 7 Ix-h (K9 17 HIH)

C-4. PBRAER . T

N A7 AR
B IE H ik
A= %L 60 75 Ix-h
MDD RFEERD | AR EERKRO 7 4 VA | AEOREERED 7 4L A
PR TA4NAT—T | a—TFT VT a—F (U IEE
N4
- flil % : 0.3%LL N | 0.06% (RRT0.4) 0.06% (RRT0.4)
e Total: 0.7%LL F | 0.06% (Total) 0.06% (Total)
T v 7500 | (97.8~99.9%) (94.6~97.4%)
= 95.0~105.0% 98.6% 97.5%
——— 76.0N 68.3 N
- (70~83 N) (62~76 N)

*1:0.05%LL_EoEAKH S - 385 %S (RRT: Relative Retention Time)

*2 P EME, n=6 (Fe/IME~ KR |

*3f V) K L 3 [B] DR E

*4:EEME, n=10 (/M ~ e K i)

B K

4[7




0. 7u XY HEEeEsE 20mg =72 (Lot No.SLDC) MEf4E

A. IREE
A-l. IRIFIEHE  fata 7 A (Be)
A-2. RIS - 40°C
A3 RGHIM 34 H
A4, RERFER . TF&
) PRATIA
SR H itk "
=% 14 H 37 H
TS ABEORILERIKRD 7 4 |[AEOREERKDO 7 4 |[HEOREERD 7 4 |[HEOREERRD 7 1«
W bha—T 4 T8 Pbha—T 40 P8 Wha—F 40T Wbha—TF 4 T8
8 % : 0.3%LL T 0.06% (RRT1.3)
ol g Ak ok ok
Total: 0.7%LL T 0.06% (Total)
e B 454 94.9% 97.2% 98.9%
EHIRBR? | S ern
a e 75%LL E (89.1~98.6%) (93.4~99.8%) (97.6~100.5%)
G 95.0~105.0% 99.0% 99.5% 98.3%
62.1 N 62.4 N 65.9 N
i 4 —
(56~69 N) (56~68 N) (59~72 N)

*1:0.05%LL_EoEAKH S - 385 Y E  (RRT: Relative Retention Time)
*20FE)E, n=6  (/ME~fRME) . FRERIE: K
*3A VK L 3 Bl EHIE

*4SEYME, n=10  (Fe/IMiE~ e KAH)

5/7




B. YR

B-1. fRIFIEHE : 5K 7 A (BAIK)
B-2. PRIESM: - 75 % RH,/25°C
B-3. PRAFHIM : 6 » H
B-4. B R . TR
%ft {%ﬁﬁﬁﬁﬁ
w s
= =%/ 145 A4 33 H 65 H
HEORTFEERO | A6 0K FERK | B0R K | B60R K | B 60K FERR
TR TU4NbI—TFT 4 | DT 4 bha— | DT 4 bha— | DT ) ba— | DT 4L a—
N T4 TR T4 T EE T4 T EE T4 T EE
L il % : 0.3%LL T e g g g g g
= Ak At» %)) oy )
B2 | Total: 0.7%LL F ‘e Sl T o
Vi HERR 454) 94.9% 93.7% 94.9% 97.7%
ABR2 | R 75%0 (89.1~98.6%) (89.7~98.8%) (86.5~99.0%) (94.7~100.3%)
s 95.0~105.0% 99.0% 100.6% 100.3% 100.4%
X 62.1 N 52.8N 48.7N 53.5 N
figi ™ —
(56~69 N) (48~56 N) (45~54 N) (49~59 N)

*1:0.05% LA L& S 7R E (RRT: Relative Retention Time)
*20FE)E, n=6  (/ME~fRME) . FRERIE: K
*3f 0 K L 3[Rl E
*4 FHME, n=10 (/M ~ fe KA

6/7




C. )t

C-1. {7FIEtE - ¥ o A (L)
C-2. PRIFSM: + BsesT (1,500 Ix) PRET
C-3. TRAFIIfM - W@t & ; 60 17 Ix-h (K 17 HFED)
C-4. PBRAER . T
) PRAFHI
ABRIE H Hik
A=y )b 60 7 Ix-h
MDD RFEERD | AR EERKRO 7 4 VA | AEOREERED 7 4L A
PR TA4NAT—T | a—TFT VT a—F (U IEE
N4
. il % 1 0.3%LL . . . .
ol SR A ol
LR Total: 0.7%LL F oF oF
e | BLEMER] 455 94.9% 98.7%
EHERER? | L .
g =R 75%LL (89.1~98.6%) (97.0~101.5%)
GRS 95.0~105.0% 99.0% 99.2%
62.1 N 50.9 N
i 4 S—
(56~69 N) (45~60 N)
*1:0.05% L EO B R ST BRYE (RRT: Relative Retention Time)
*2OEEIE, n=6 (Fe/IME~FKME) . BREBRIE: /K
*3f V) K L 3 [B] DR E
*A SR, n=10 (e IMiE ~ fie KA
(2023 4 11 H&ET)

717




