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7N NVE 2 0D 8 10mg, 20mg, 40mg [ 7 =B ]

ZEMRBRICET 2 &8

OZ MR (INgEER)

1.

AR 2
- TIONPIALEZLODEE | TOLYALZLODEE | 7322 0D §E
10mg 7 =L E | 20mg 7 = /L8] 40mg 7 =1tB )
R %an TIONHYIH
fRIFIRRE | PTP @k PP 2%, PTP 414
NZ ek (HRAH Y )

AZD102 . AZD103 . | AZD201 . AZD202 . | AZD401 . AZD402 .
B2y &S

AZD104 AZD203 AZD403

PRAFSME - 1]

40°C+1°C. 75%RH*+5%RH - 6 % H

i
I E R ABRBAGIE. 1o H. 3w A, 6 » AD 4 KA
AUBRIH H PRIR. FERRAUBR, MIEERAER, BRI (B RS —MEREBR) | Ik, B

F1, £2 RIKVER4DLERBY, £2ToOa Yy MZBWT, WTNORBRIER LK EZTHZT
DThoTe, LIEDR->T, 7V LF 0D 6 10mg [ 7 =B, 7Y% 0D 8 20mg

[T VB KTV vs 2 0D §E 40mg [ 7 =B 13,
<EH3HEMIFLETHD Z BRI ST,

W OHHE FiokBW\W T
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(1) 7% 0D 6 10mg [ 7 =¥ )
#F1 #ERER (40°C*+1C - 75%RH=*E5%RH. PTP,/ 7 /L 3 v’ —4ldk)

A
ABRIE B RS AE PR AR 14 H 3#»H 6 » H
AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104
1 N 0)7 I/‘A - - - - - - ~ ~ S ~ ~ ~
Ptk BRan L we | we | me | we | we | we | #6 | @6 | #6 | WA | @6 | @6
RRRB | Ao e | me | me | wma | ma | wa | wa | me | me | @4 | wa | wa | @b
B D (%)
L.O%LLF 0.10 0.09 0.08 0.16 0.13 0.12 0.28 0.23 0.23 0.40 0.33 0.33
HE% %,
SRR L ( g ;o/ - <L0Q* | <LOQ" | <LOQ | <LOQ" | <LOQ" | <LoQ" | <L0Q* | <LOQ" | <LOQ* | o0.01 0.01 0.01
AT I 00
C0.5%LL T 0.06 0.05 0.05 0.10 0.08 0.07 0.16 0.13 0.13 0.21 0.18 0.18
BimE K (%
SRR 'K0<5/(;U\T <LOQ" | <LOQ" | <LOQ* | <LOQ* | <LOQ" | <LOQ* 0.01 0.01 0.01 0.02 0.02 0.02
. . 0
ey S P
< < < < < < < < < * . . .
) RRTO.64 (%) : 0.5%LL T LOQ LOQ LOQ LOQ LOQ LOQ LoQ LoQ LoQ 0.02 0.02 0.02
A
< < < < < < * . . . . . .
RRT1 46 0 - 0svapr | “LOQ | <LOQ" | <LOQ" | <LOQ" | <LOQ" | <LOQ" | 0.04 0.04 0.03 0.10 0.09 0.08
RAEIE
RRT1.86 (%) : 0.5%LL T 0.02 0.02 0.02 0.03 0.03 0.03 0.06 0.05 0.05 0.08 0.06 0.07
RAI

RRT9.94 (0 - 05vul | “LOQ | <LOQ" | <LOQ" | <LOQ" | <LOQ" | <LOQ" | <LOQ" | <LOQ" | <LOQ | 001 | <LOQ" | <LOQ

EERA ) E B (%)

: 2.0% LT 0.18 0.15 0.15 0.28 0.23 0.22 0.55 0.46 0.45 0.86 0.70 0.70
A — WA 1.8~ 2.8~ 2.2~ 2.1~
(ErRth—MEERER) 15.0% % #8 2 72\ 2.5 4.0 2.4~3.9 3.1 4.2 4.6 2.7 2.7 4.3 2.6 3.8 3.0~3.7
AR LR HIERE . 2208 (B)) | 28~44 | 18~45 | 22~39 | 24~38 | 20~46 | 25~48 | 29~38 | 28~46 | 27~39 | 25~38 | 24~45 | 24~39
- 15 43R | eIVl (%) 89.3 88.7 89.3 88.2 88.5 87.9 89.5 92.5 91.2 89.6 91.8 90.2
A HH .
T5%LL L | e KAE (%) 95.1 95.5 100.5 95.9 96.6 96.5 100.4 101.2 101.7 95.9 97.7 95.8
s 99.7~ | 100.8~ | 100.2~ | 98.9~ | 99.7~ | 99.6~ | 98.3~ | 989~ | 99.0~ | 98.7~ | 98.9~ 98.8~
R &8 (%) :95.0~ .0?
ERHR =B (%) :95.0~105.0% 100.1 100.9 100.9 99.2 100.2 100.3 99.1 99.4 99.6 98.9 99.7 99.8

* o ERRA ¥ o1y b3 EIEREROR/IME, B
2025 4 5 AT



(2) 7P H 0D §E 20mg [ 7 =¥ )
# 2 JIEERER (40°C+1°C - 75%RHE5%RH., PTP @ik 7L 3 v'u—adk)

PRAFHIH
AERIEH IS AE B AAIRE 1% H 3uH 65 H
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
AR D ER 74V N . N N N . . . N R N N
g | BEEORRISTON ) wa | we | we | we | we | we | we | W& | @a | we | we | @A
TSR EANRUL AR BV HWE WA SRy HWE e WE WA HWE W HWE WA e
HEE D (%)
LO%LLT 0.07 0.07 0.07 0.11 0.12 0.10 0.19 0.19 0.19 0.36 0.31 0.25
K5 o
TRIBIELL (%) 5% <LOQ" | <LOQ' | <LOQ* | <LOQ* | <LOQ" | <LOQ" | <LOQ* | <LOQ* | <LOQ* 0.01 0.01 0.01
0
FHRE J <%
 05%LL T 0.04 0.04 0.04 0.06 0.07 0.05 0.11 0.11 0.11 0.19 0.17 0.13
i’g‘f%¢@ K (% * * * * * * * * *
. 5% <LOQ" | <LOQ* | <LOQ* | <LOQ* | <LOQ" | <LOQ* | <LOQ" | <LOQ* | <LOQ 0.01 0.01 0.01
T /52 R - U.0%
CHig'E) RAHB . . . . . . . . .
< < < < < < < < < ) ) )
RRTO.64 (%) : 0.5%L1F LOQ LOQ LOQ LOQ LOQ LOQ LOQ LOQ LOQ 0.02 0.02 0.01
RASEHYE . . . . . .
< < < < < < ) ) . . ) )
RRT1.49 (%) : 0.5%F LOQ LOQ LOQ LOQ LOQ LOQ 0.02 0.02 0.03 0.10 0.08 0.05
RAEHYE
RRTL86 (%) : 0.5%LLF 0.01 0.01 0.01 0.02 0.02 0.02 0.04 0.04 0.04 0.07 0.06 0.05
BRI B (%)
© 9. 0% 0.13 0.12 0.12 0.19 0.21 0.17 0.37 0.35 0.37 0.78 0.66 0.52
L ) — e
fﬁ;@ﬁjﬁ% 15 oygﬁﬂfzm\ 2.1~3.3 | 2.6~3.8 | 2.0~3.8 1.3 2.8 3.0 1.6 2.0 3.7 1.5~2.0 | 2.0~2.7 | 2.9~3.9
[==R00 e eV .U% s |
AR HEE - 2 58U () 14~36 | 20~31 | 20~36 | 16~23 | 18~23 | 17~25 | 17~24 | 16~26 | 18~24 | 14~25 | 16~26 | 18~26
. il I3/ IME (%) 91.3 89.4 91.6 92.4 91.1 92.7 93.6 91.5 94.7 93.0 91.6 88.4
7R HH .
%L | BoKAE (%) 100.8 96.0 97.9 97.1 97.1 98.6 98.7 101.6 102.8 96.8 96.8 97.5
s 99.9~ | 100.0~ | 101.1~ | 99.2~ | 99.7~ | 100.6~ | 98.6~ | 99.7~ | 100.0~ | 99.0~ | 99.4~ | 100.3~
B EREN K £~ B o . ~ 0,
ERFHER = (%) : 95.0~105.0% 100.5 100.9 101.3 100.1 100.3 100.9 99.2 99.9 100.5 99.9 100.5 100.9

EERA %1 vy b 3EEREBROR/ME, KXE

2025 4 5 AT



#£ 3 s ER

(40°C*+1°C » T5%RH=E5%RH. ST 4al% (WHH0))

PRAFHARE
HERTE H FRFE R Ah 1% H 3% A 6 7 H
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
R 0)%’ b 7 4V N N N N N N N N N N N
PEIR BROOTRAY 740\ | e | wa | we | @e | we | @e | wa | wa | wme | @s | @6
La—T7 4 U TEE
TesRatBR AR AT kL e A Sl e Sk e Sk SRy Bk SNy Bk e
HEEWE D (%)
LO%ELF 0.07 0.07 0.07 0.10 0.11 0.10 0.18 0.19 0.17 0.27 0.28 0.25
ik %
T L (_/ z) 5L T <LOQ" | <LOQ" | <LOQ* | <LOQ* | <LOQ" | <LOQ* | <LOQ® | <LOQ* | <LOQ* 0.01 0.01 0.01
. . 0
KERRE J (%)
0% 0.04 0.04 0.04 0.06 0.06 0.06 0.10 0.11 0.10 0.15 0.15 0.13
JERWE K (%) . . . . . . . . .
) < < < < < < < < < ) ) )
- 05U LOQ LOQ LOQ LOQ LOQ LOQ LOQ LOQ LOQ 0.01 0.01 0.01
CEigw'E) | RS . . . . . . . . .
< < < < < < < < < ) ) )
RRTO.64 (%) : 0.5%LLF LOQ LOQ LOQ LOQ LOQ LOQ LOQ LOQ LOQ 0.01 0.01 0.01
< < < < < < . . . ) ) )
RRT1.49 (%) : 0.5%LF LOQ LOQ LOQ LOQ LOQ LOQ 0.02 0.02 0.01 0.06 0.07 0.05
REVEZIE
RRTL.86 (%) : 0.5%L1F 0.01 0.01 0.01 0.02 0.02 0.02 0.04 0.04 0.04 0.05 0.06 0.05
KIERRE (%)
9. 0%LLT 0.13 0.12 0.12 0.18 0.19 0.17 0.34 0.35 0.32 0.56 0.60 0.51
TUHIE— HEAE (%)

(GBS VEAER) 15.0% % K % 72 s 2.1~3.3 | 2.6~3.8 | 2.0~3.8 3.3 3.3 3.1 1.9 3.3 2.5 2.2~2.9 | 2.4~3.3 | 2.1~3.1
R R HIEME : 2 500N (B) | 14~36 | 20~31 | 20~36 | 18~26 | 17~26 | 18~28 | 20~31 | 20~26 | 18~25 | 18~25 | 17~34 | 15~28
o 15 50f | H/ME (%) 91.3 89.4 91.6 91.0 89.7 92.3 92.8 92.4 93.1 92.2 91.5 94.0
R .

5% LA L | B KA (%) 100.8 96.0 97.9 96.7 95.5 97.4 99.5 99.1 99.5 98.3 98.8 99.2
. 99.9~ | 100.0~ | 101.1~ | 99.6~ | 100.1~ | 100.9~ | 98.7~ 98.1~ | 99.3~ | 986~ | 99.6~ | 100.3~
= B Y A~EL o/ . ~ 0,
ERFHE = B (%) :95.0~105.0% 100.5 100.9 101.3 100.7 100.4 101.2 99.1 99.6 100.7 99.9 99.9 100.7

OERRA X

1wy b 3EEEBROR/IME, &AME

2025 4 5 AT



(3) 7YKL 0D §E 40mg [ 7 =¥ )

# 4 JIERER (40°C+1°C - 75%RHE5%RH., PTP @ik 7 /L3I v'u—adk)

FRA7 1R
HBRIE B FRRSE BRABRE 1% A 3% A 6% A
AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403
DEF 74 . . . . . . . . . . .
i | SEPERAIZOY ) we | we | we | we | wa | we | e | we | @t | @4 | @e | @6
TerB B BRI AT L e WA e SNy Bk SRy Bk Bk SNy Bk SRy Bl
B D (%)
L% 0.06 0.06 0.06 0.09 0.08 0.09 0.16 0.15 0.15 0.24 0.27 0.26
Hik %
T L (( i) ST <LOQ" | <LOQ* | <LOQ" | <LOQ" | <LOQ" | <LOQ* | <LOQ* | <LOQ" | <LOQ* | <LOQ* 0.01 0.01
. . 0
SEfE J (%)
 05%ELF 0.03 0.03 0.03 0.05 0.04 0.05 0.09 0.08 0.08 0.12 0.14 0.13
i’E{f‘%%EK (%) * * * * * * * * * * * *
0% <LOQ" | <LOQ" | <LOQ* | <LOQ" | <LOQ" | <LOQ" | <LOQ* | <LOQ" | <LOQ* | <LOQ* | <LOQ* | <LOQ
. . 0
ol P R REVEB G . . . . . . . . .
< < < < < < < < < ) . .
T RRT0.28 (%) : 05%LLT LOQ LOQ LOQ LOQ LOQ LOQ LOQ L0Q LOQ 0.01 0.01 0.01
< < < < < < < < < ) . .
RRTO.64 (%) : 0.5%LLF LOQ LOQ LOQ LOQ LOQ LOQ LOQ L0Q LOQ 0.01 0.02 0.02
< < < < < < ) . ) ) . .
RRTL49 %) : 0.5%LLF LOQ LOQ LOQ LOQ L0OQ LOQ 0.02 0.01 0.02 0.05 0.06 0.05
RRTL86 %) : 0.5%LLF 0.01 LOQ 0.01 0.02 0.02 0.02 0.04 0.03 0.03 0.05 0.06 0.06
S B (%)
- 2. 0% 0.10 0.09 0.10 0.16 0.14 0.15 0.30 0.27 0.29 0.48 0.54 0.53
LA — HEAE (%)

(ErE— M) 15.0% % #2720 0.9~2.0 | 1.5~2.5 | 1.0~1.8 0.7 2.6 1.2 1.0 1.5 1.0 1.3~19 | 1.7~2.1 | 1.6~2.0
R B FIEM : 29BN (1) 16~35 | 12~29 | 20~30 | 25~36 | 22~33 | 24~34 | 28~34 | 24~34 | 26~31 | 21~32 | 22~31 | 21~32
o 15 45 e/ IME (%) 88.7 89.2 89.2 87.2 88.2 89.1 90.7 90.4 91.8 89.8 92.1 88.2

5% E | B KA (%) 94.0 95.4 95.9 94.0 95.9 94.3 97.1 98.1 98.6 95.3 95.6 97.5
s 99.9~ | 100.4~ | 100.0~ | 99.3~ | 99.1~ | 100.0~ | 98.4~ 98.9~ 99.3~ | 99.4~ 99.6~ | 99.7~
TE BB BB (%) : .U~ .09
ERHR =B (%) :95.0~105.0% 100.6 100.6 101.0 99.7 100.1 100.6 98.8 99.2 100.1 99.7 100.3 100.7
*OERBA N1\ v b 3ERBROR/ME, R

2025 4 5 AT



Oz Ettali (R FUER)

1.

B
-~ TIONLYNLZLO0DEE | TUALYAZL0DEE | TUOAYAZY OD
o 10mg 7=/ 20mg 7 = /L8] 40mg 7 =8 ]
BRI TR
- PTP G137 414 300 | PTP @1, /37 @4k 500 | PTP @k, /37 ae 500
FIRAE
e (RoiRAH ) B (FLiAH 0 ) B (FLAH 0 )
AZD102 . AZD103 . AZD201 . AZD202 . AZD401 . AZDA402 .|
B2y hES
AZD104 AZD203 AZD403
PRAFSRME - B | 25°C+2°C, 60%RH*=5%RH - 36 » H
i
_— ARERPAMGRE, 3 v AL 69 AL 9w AL 129 A, 18 s A, 30 n A, 36 s HD
I E R
8 M
BRI B MR, eRRRER, A —ME (B ES—ERER) . WM, T8
BRGSO 22

5, K6, KTRORSDLEBY, 2 ToORy MIBWT, WTHORBREHE b HKEZTH-T b
DTohoTe, LTIEDB->T, 7V LF 0D 8 10mg (7 =B, 7Y% 0D 8 20mg
[T Br ] ROT VNP4 0D 40mg [7 =B 13, BEOTHERE FIcBW TR
<EH 366 AIFLETHDZ EDVHERINI,

2025 4 5 HGT



(1) 7Y¥VH 2 0D §E 10mg [ 7 =B
#*5 EHRERER (25°C*£2C - 60%RH+5%RH. PTP 4

T v m—AdE)

PRI
RERIE H JRASAE BR G 34 A 6 »H 9 H
AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104
7 INEED T )V 3 N . . . . . . . . R .
PESR ﬁ”ﬁff‘% o we | @ | omA | #A & | we | wa | we | we | we | we | WA
feRR kiR NN AT v Bk e e e Bk A A A e e e A
HEWE D (%)
LO%LLT 0.10 0.09 0.08 0.10 0.09 0.08 0.13 0.11 0.11 0.16 0.13 0.13
ML J (%)
 05%LLF 0.06 0.05 0.05 0.06 0.05 0.05 0.08 0.07 0.06 0.10 0.08 0.08
iR R P SSIEEE S
< < < | < < < | < < | < * ) < | < *
(R mE) RRT1.49 (%) : 0.5%LL T LoQ LoQ LoQ LoQ LoQ LoQ LoQ LoQ LoQ 0.01 LoQ LoQ
P SSIEE L
RRTL.86 (%) : 0.5%LIF 0.02 0.02 0.02 0.02 0.02 0.01 0.02 0.02 0.02 0.03 0.02 0.02
R E R (%)
2. 0% 0.18 0.15 0.15 0.18 0.15 0.15 0.23 0.20 0.19 0.29 0.23 0.23
A — HEE (%) :

() A 15.0% % K3 aLs 1.8~2.5 | 2.8~4.0 | 2.4~3.9 2.7 3.0 3.3 2.2 4.7 3.5 1.9 2.9 3.7
AR LR HEM - 200N (B) | 23~44 | 18~45 | 22~39 | 30~40 | 28~42 | 29~40 | 28~40 | 25~51 | 27~42 | 26~43 | 25~46 | 27~45
- S| mME (%) 89.3 88.7 89.3 94.5 91.0 87.9 95.1 87.6 89.8 91.4 90.9 90.4
. 5% L | R RAE (%) 95.1 95.5 100.5 99.8 97.9 97.3 98.7 97.3 95.8 98.2 97.7 98.7

= Lok EE (%) :95.0~ 99.7~ | 100.8~ | 100.2~ | 98.4~ | 98.6~ | 99.3~ | 994~ | 1004~ | 100.2~ | 994~ | 99.8~ | 100.6~
TR 105.0% 100.1 100.9 100.9 99.5 100.9 100.4 99.6 100.8 100.8 99.8 101.6 101.0
* o EERA X1 vey b 3EERBRORK/IME, RKE

2025 4 5 AT



#5 FEHRFRE (25°C+2°C - 60%RH+5%RH., PTP @3 /7 /L I v’ o —adk)
PRIFHAM
FBRIA H LRSI 12 % A 18 % A 30 » H 36 » H
AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104
1 INED T L. . N N N N N N N N N N N
Pk BoRas we | owme | we | we | @me | we | me | we | @me | a6 | @6 | @6
erB B AL AT BV WA Bk Bk SRy Bk Bk Bk Bk STk Bk Bk Bk
JRBELD (%) 0.17 0.15 0.15 0.19 0.16 0.16 0.25 0.21 0.20 0.29 0.24 0.24
L% . ) . ) . ) ) . ) ) . )
SEE J (%)
0% T 0.11 0.09 0.09 0.12 0.10 0.10 0.15 0.13 0.12 0.18 0.15 0.15
HHiFE K(%) . .
— — — — — — ) < < ) . )
05U 0.01 LOQ LOQ 0.01 0.01 0.01
ol 2 SRR RAHEE . . . . .
_ _ _ _ — — < < < ) < <
CEizm'E) RRT0.54(%) : 0.5%LLTF LoQ LoQ LoQ 0.01 LoQ LoQ
REVEZE
RRTL49 %) : 0.5%LLF 0.02 0.01 0.01 0.02 0.02 0.02 0.03 0.02 0.02 0.06 0.04 0.04
ﬂ%‘ﬂ*ﬁ’f%@%ﬁ
RRT1.86 (%) : 0.5%LLF 0.03 0.03 0.03 0.04 0.03 0.03 0.05 0.04 0.04 0.06 0.05 0.05
KRR £ (%)
: 90U 0.33 0.28 0.27 0.36 0.29 0.30 0.50 0.40 0.37 0.60 0.50 0.49
A — ) EE (%) :

(Bt i) 15.0%% % 720 1.6 3.0 3.0 2.8 3.3 2.1 1.9 3.0 2.9 2.1 3.8 2.2
RS HIEM - 2 908 (F)) | 24~40 | 23~47 | 20~36 | 30~42 | 28~46 | 27~43 | 28~40 | 30~45 | 26~40 | 24~37 | 25~44 | 18~43
o | B/ ME (%) 90.2 90.2 91.1 88.8 90.0 91.7 87.2 88.9 92.5 91.0 91.4 92.5
. T5%LA L | B KA (%) 97.9 101.7 98.3 96.2 100.5 96.3 93.9 95.1 99.4 98.5 97.6 98.3

4 98.1~ | 100.2~ | 99.6~ | 972~ | 984~ | 98.0~ | 99.2~ | 99.8~ | 995~ | 98.8~ | 100.3~ | 99.9~
T BB =y %) : U .09
E R = & (%) :95.0~105.0% 99.2 100.4 100.1 97.8 99.4 98.9 99.5 100.4 100.2 99.5 100.7 100.1

EEREAR % 1vv b 3EEBROR/ME. K KE

2025 4 5 AT




(2) 7YNHLE 2 ODBE 20mg [7 =8B

#6 FEHHRAFRER (25°C+2C - 60%RH+5%RH. PTP @3 /7 /L I v’ o —adk)
LRI
FRERTE H HREAE FEpliy 3% A 6 7 H 9% H
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
TR D EH 7 . . . . . . . . . . .
s | BECOBBRAIC | we | we | wa | we | we | we | we | we | e | s | s | Wb
R Br HHIRUL AR kL Bk Bk SR Bk & Bk W W Bk W SR Bk
HFEWE D (%)
L% 0.07 0.07 0.07 0.08 0.08 0.07 0.09 0.10 0.09 0.11 0.12 0.11
ERWE I (%)
 05%LL T 0.04 0.04 0.04 0.04 0.04 0.04 0.06 0.06 0.05 0.07 0.07 0.06
RSB REHBEDE . . . . . . . .
< < — < < — < < — < < —
Gz s RRT1.49 (%) : 0.5%LATF LoQ LoQ LoQ LoQ LoQ LoQ LoQ LOQ
R RE
RRT1.86 (%) : 0.5%LLF 0.01 0.01 0.01 0.01 0.01 0.01 0.02 0.02 0.02 0.02 0.02 0.02
I B (%)
© 9O 0.13 0.12 0.12 0.13 0.13 0.12 0.17 0.17 0.15 0.20 0.20 0.19

@cﬁuiﬁ#rﬁz W (%) :

o Eﬁ%ﬁ) 15.0%% B2 7200 2.1~3.3 | 2.6~3.8 | 2.0~3.8 14 2.9 4.4 2.6 3.0 2.8 14 3.3 2.9
ﬁ%%‘ HEM 2 58N (B) 14~36 | 20~31 | 20~36 | 18~30 | 19~26 | 20~28 | 18~24 | 17~26 | 17~26 | 15~23 | 16~23 | 18~25
. AR | IRe/IMIE (%) 91.3 89.4 91.6 92.0 92.3 93.8 96.0 91.6 91.9 92.5 91.6 92.9
7R HH .

5% L | e KAE (%) 100.8 96.0 97.9 99.6 98.8 101.1 100.7 99.5 99.5 99.3 98.2 99.0
. 99.9 100.0~ | 101.1~ | 99.1~ | 99.7~ | 100.5~ | 99.7~ | 100.2~ | 100.6~ | 99.8~ | 100.6~ | 101.7~
e Bl e X = NARR ~ 0
ERFHER = (%) : 95.0~105.0% ~100.5 | 100.9 101.3 99.8 100.3 100.9 100.6 100.8 101.1 100.1 101.1 101.9
* o EERA X1 wve vy b 3ERBROE/IME, RKRIE

2025 4 5 AT




#6 FEHHRARER (25°C+2C - 60%RH+5%RH, PTP @3 /7 /L I v*o—adk)
PRIFHAM
FABRIA H IR 12 % A 18 % A 30 » H 36 » H
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
R D EH 7 . . . . . . . . . . . .
i |PEEOERADEA | we | wa | we | we | we | @A | wa | we | wa | we | @a | Wb
ert iR IR A~ B L SRy W Bk Bk Bk Bk Bk SRy Bk Bk Bk Bk
HEWE D (%)
LO%LL T 0.12 0.15 0.11 0.14 0.16 0.13 0.19 0.18 0.17 0.23 0.20 0.25
HERE J <%
0.5%LL F 0.07 0.09 0.07 0.08 0.10 0.08 0.11 0.11 0.10 0.14 0.12 0.15
TR AR ﬂ%%uiﬁ‘f%%ﬁ* .
< ) — ) . . ) ) ) ) )
L ED) RRT149 %) : 05%LLF LOQ 0.01 0.01 0.02 0.02 0.02 0.02 0.04 0.03 0.05
ﬂ%%uiﬁf%%ﬁ*
RRTL.86 %) : 05%LLF 0.02 0.03 0.02 0.03 0.03 0.02 0.04 0.03 0.03 0.05 0.04 0.05
TER R B ( %
0. 0% F 0.21 0.27 0.20 0.26 0.31 0.23 0.35 0.33 0.32 0.45 0.38 0.49
SR — 1) %) :
f‘jj Oﬁ% 154:);/5;Eiﬁm\ 2.0 4.3 3.5 3.7 3.7 3.7 2.4 3.5 3.1 2.7 2.5 2.4
[EIYER a6 532 .U
R HIEME - 2508 (B) | 13~26 | 12~27 | 13~25 | 14~24 | 14~26 | 18~26 | 16~28 | 16~22 | 16~23 | 14~26 | 13~21 | 12~24
o | F/ME (%) 93.4 92.3 94.1 91.4 92.7 90.4 89.6 92.1 91.6 94.1 94.3 94.9
. T5%LA L | R A (%) 99.8 99.1 101.4 98.5 97.9 100.3 96.6 96.3 99.5 99.4 100.0 101.3
. 98.4~ | 99.0~ | 99.2~ | 99.4~ | 100.1~ | 99.8~ | 98.8~ | 99.0~ | 100.2~ | 99.7~ | 100.5~ | 100.5~
EEIRE # = %) : U~ .09
ERHBR = (%) : 95.0~105.0% 98.8 99.4 100.5 100.2 100.8 101.8 99.2 99.8 100.3 99.8 100.9 100.8

R X1:1my b 3EEBROR/IME, kKE
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®7

EWRFERER (25°CE2C « 60%RH=E5%RH, T ad (HEA1H V) 500 §E)

PRAFII
AR IE H Bk e LGS 3 H 6 » A 9 A
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
AR EIF 7 . . . . . . . . . . . .
e |BFEORRADZA | we | we | wa | we | we | we | we | we | @A | @A | @& | @A
TR BR AP AT v A i 7 i 5 i 5 i 5 i i ey ey T 5 i 7 ey
FE D (%)
0% 0.07 0.07 0.07 0.08 0.08 0.07 0.09 0.09 0.08 0.11 0.11 0.10
HRWE I (%)
 05%ELF 0.04 0.04 0.04 0.04 0.04 0.04 0.05 0.05 0.05 0.06 0.07 0.06
L R AR . . . R R . R R
< < - < < - < < — < < —
CEHBRM'E) RRTL49 (%) : 0.5%L F | 09 LoQ LogQ LogQ Loq LOoQ LoQ LoQ
EEps Vo
j;ff;ffgﬁ(i osvniF | 001 0.01 0.01 0.01 0.01 0.01 0.02 0.02 0.02 0.02 0.02 0.02
. o) . U. 0
AR LB (%)
0w | 018 0.12 0.12 0.13 0.13 0.12 0.16 0.16 0.16 0.20 0.20 0.18
B — Pk HIEM (%) -
(B RSB 15.0% % 8 2 720> 2.1~3.3 | 2.6~3.8 | 2.0~3.8| 25 3.8 2.9 1.6 1.9 2.7 1.6 2.7 3.9
. M == . IND
A ﬂﬂﬁ@f)ﬂuw 14~36 | 20~28 | 20~36 | 21~29 | 21~29 | 22~31 | 22~26 | 20~32 | 20~28 | 20~32 | 14~27 | 19~27
b4
v 15 45R | f/IME (%) 91.3 89.4 91.6 94.0 92.2 94.4 94.8 91.3 93.8 93.4 91.8 94.5
e .
T5%LLE | RRAE (%) 100.8 96.0 97.9 100.8 96.0 99.2 98.9 97.1 98.5 98.2 98.2 98.8
4 99.9~ | 100.0~ | 101.1~ | 99.0~ | 99.3~ | 100.2~ | 100.3~ | 100.2~ | 100.6~ | 99.7~ | 99.9~ | 100.7~
[—=S=K=SC x P =N . ~ 0,
FEREARR FTEEOR H95.07105.0% 100 5 100.9 101.3 99.1 99.9 101.0 100.6 101.8 101.6 100.4 100.7 101.5
OEEMRS K11 vy b 3ERBROR/ME, KAE
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#£7 EHRERBR (256°CE£2C - 60%RHE5%RH, NFa%E (BEAH V) 500 88)
PRI
HABRTE H Hrs il 12 % H 18 % H 30 % A 36 # H X
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
MR D E - . . . . . . . . . . . .
P BREOTBRAY 74| wr | wa | we | we | we | we | wa | we | we | @ | @ | w4
Vb a—T 4 T EE
RN SR AT kv A A A A A Bk Bk e 1A 1A A WA
HEWE D (%)
LO%ELF 0.12 0.12 0.11 0.13 0.13 0.12 0.17 0.17 0.15 0.19 0.20 0.17
akaE J <%
0.5%T 0.07 0.07 0.06 0.08 0.08 0.07 0.10 0.10 0.09 0.12 0.12 0.11
ol i R ﬂ%‘ﬂliﬁ‘@%ﬁ* . .
< < — ) . — . ) ) ) . .
) RRT149 (%) : 0.5%LLF LOQ LOQ 0.01 0.01 0.02 0.02 0.01 0.03 0.03 0
ﬂ%%uiﬁf%%ﬁ*
RRT1.86 (%) : 0.5%LLF 0.02 0.02 0.02 0.02 0.02 0.02 0.03 0.03 0.03 0.04 0.04 0.03
R B ( %
9. 0% 0.21 0.21 0.19 0.24 0.25 0.21 0.31 0.33 0.29 0.38 0.39 0.34
A — HEE (%) :

(o)) 15.0% % 3 aLs 2.7 4.4 3.4 2.9 3.4 1.8 2.7 3.1 2.6 3.0 3.9 3.6
i e HIEE - 2500 () 16~28 | 16~29 | 17~26 | 18~26 | 21~32 | 20~28 | 16~26 | 15~26 | 18~24 | 17~25 | 17~23 | 17~25
e S| FME (%) 91.2 91.3 93.4 92.2 90.1 92.5 90.5 90.5 93.9 92.8 92.5 94.2
. 5% E | BRAE (%) 96.4 99.9 97.8 97.6 98.1 97.5 94.2 98.6 99.2 100.2 99.1 100.9

s 98.5~ | 98.8~ | 99.7~ | 99.2~ | 99.8~ | 100.5~ | 99.0~ | 99.5~ | 100.2~ | 99.5~ | 100.3~ | 100.5~
=1 * A~ B.o . ~ 0,
RS B (%) : 95.0~105.0% 99.7 100.1 100.4 100.0 100.4 100.8 99.5 100.2 100.5 100.2 100.4 101.1
oEERA X 1vy b 3EEBRORAIME, RKME %% : 300 SEEEE O RERRS R
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(38) 7YNHYNLZ ODEE40mg [7 =B
# 8 EHRERE (25°C*£2C - 60%RH+5%RH. PTP 41

T v m—AdE)

PRAT IR
ARERTE H FRRRAE FEpliy 35 H 6 7 H 9 H
AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403
DEF 74V . . . . . . . . . . . .
etk TR wo | owe | a6 | owe | @e | we | a6 | we | @6 | @e | @6 | #e
s8R HHIRUL AR kL SR SR BNy Bk BNy BNy SR SR Bk SR W BNy
HFWE D (%)
L% 0.06 0.06 0.06 0.07 0.07 0.07 0.08 0.08 0.08 0.09 0.09 0.09
ML J (%)
L . 0.03 0.03 0.03 0.03 0.03 0.03 0.04 0.04 0.04 0.05 0.05 0.05
ol AR 1 0.5%LL T
CEfxmE) RESEZ I .
RRTL.86 (%) : 0.5%LLF 0.01 LOQ 0.01 0.01 0.01 0.01 0.02 0.01 0.02 0.02 0.02 0.02
MHERE B (%)
2. 0% 0.10 0.09 0.10 0.11 0.11 0.12 0.14 0.13 0.13 0.16 0.15 0.16
TUHI 5 M TE (%) :

(& By AR 15.0%% % 720 0.9~2.0 | 1.5~2.5 | 1.0~1.8 14 1.2 1.9 1.9 1.8 1.9 1.7 2.6 2.2
AR HEM 2 58N (B) 16~35 | 12~29 | 20~30 | 26~34 | 25~31 | 26~36 | 25~32 | 23~33 | 24~37 | 22~34 | 23~32 | 22~30
e S| Fe/IMIE (%) 88.7 89.2 89.2 89.6 89.2 91.3 90.3 90.3 88.8 88.1 88.9 89.1
A .

T5%LL L | e KA (%) 94.0 95.4 95.9 105.6 95.2 99.4 97.5 95.7 95.1 95.0 96.2 96.5
s 99.9~ | 100.4~ | 100.9~ | 985~ | 99.7~ | 99.3~ | 994~ | 99.8~ | 100.6~ | 99.5~ | 100.2~ | 100.6~
TE R & (%) : 95.0~ .09
ERHR =B (%) : 95.0~105.0% 100.6 100.6 101.0 99.3 99.8 101.6 100.0 100.7 100.8 100.4 100.7 100.9
* o EERA X1 vu vy b 3EEBROR/AME, HKRMHE
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# 8 EHIRFRE (25°C+2°C « 60%RH+5%RH., PTP @3 /7 /L I v’o—adk)
FRAFHI R
FRERIE H FRASAE 12 % H 18 » H 30 » H 36 » A
AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403
DOEF T 4V . . . . . . . . . . . .
etk HeOER LT we | wme | we | we | me | we | @6 | we | we | we | @6 | e
B BR AN NN/ I Sk Bk SRy W Bk Bk Bk Bk SRy SRy Bk Bk
HEFWE D (%)
LO%ELF 0.10 0.10 0.11 0.11 0.11 0.11 0.14 0.13 0.14 0.16 0.18 0.15
KRR J <%
0.5%LF 0.06 0.06 0.06 0.06 0.06 0.06 0.08 0.07 0.08 0.09 0.10 0.09
ol AR P SSIEEE S « «
— — — — — — < < ) ) ) )
CHGWE)  |RRTLA9 (%) : 0.5%LF LOQ™| <LoqQ™) o001 | 00z | 003 | 002
P SSIEEE S
RRTL86 (%) : 0.5%LLF 0.02 0.02 0.02 0.02 0.02 0.03 0.03 0.03 0.03 0.03 0.04 0.03
s e LY/ E-a_(%
9. 0%LLT 0.18 0.18 0.18 0.19 0.19 0.20 0.24 0.23 0.25 0.30 0.34 0.29
A — M TEAE (%) :

() A 15.0% 5 2 Al 1.1 1.1 2.1 1.4 1.9 2.4 1.8 2.1 2.4 1.6 1.8 1.7
R B HIEME - 2 00N (B) 22~33 | 19~35 | 21~37 | 22~43 | 20~29 | 22~32 | 22~36 | 19~26 | 18~30 | 24~31 | 23~31 | 20~29
i HIME 4y e/ IME (%) 87.2 90.4 88.5 88.9 90.1 89.6 89.3 90.6 86.2 92.0 89.8 90.4
. %L b | R RAE (%) 94.9 96.0 95.7 94.5 97.1 94.5 94.6 94.5 97.2 97.5 96.9 97.2

s 99.1~ | 99.8~ | 100.5~ | 99.3~ | 100.3~ | 99.9~ | 99.0~ | 99.5~ | 99.5~ | 100.0~ | 99.7~ | 100.4~
R G (%) U~ .09
ERHR B (%) : 95.0~105.0% 99.7 100.4 100.8 100.6 100.9 101.1 99.3 100.0 100.7 100.5 100.9 100.8
FEERER 1oy b 3EREBROR/IME, &K ARME
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