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7Y NVE 2 0D & 10mg, 20mg, 40mg 7 =B ]

ZEMRBRICET 2 &8

OZ MR (INgEaER)

1. ARBREE
o TIOVENLZLODEE | TOLYHALZLODEE | 7T UAH% 2 0D §E
10mg 7 =/ ) 20mg (7 =¥ 40mg 7 = /)LEB ]
AN ST TIONAIH
{RAERAE PTP 414t PP 8%, PTP 4%
NTaHE (FRH D)
AZD102 . AZD103 . | AZD201 . AZD202 . | AZD401 . AZD402 .
0y b
AZD104 AZD203 AZD403
PRAFRMT: - IR | 40°C£1°C, 75%RH*=5%RH + 6 » A
T E IR HA AERBHAARE, 1o A, 3 A, 6 » AD 4K
R H PR, FERRERER, MUERER, AN (FEY—ERR) . W T8

2. ARERE R L OB LR

K1, K2, RKIKVPER4DEBY, 2TCoOr Y MIBWT, WTNOREBRIEE & HE 27T b
DThH-Tz, LTzRn->T, TVNHALEZ L 0D 10mg [ 7= /LEB |, 7Y% 0D §E 20mg

[T VBr ) KTV vs e 0D §E 40mg [ 7 LB 13,
<L 3HEMIFLETHD Z BRI ST,

W OHHE FioBW\W T



(1) 7% 0D 6 10mg [ 7 =¥ ]

F1 IEEEER (40°C*E1C - 75%RH+=5%RH, PTP, /7 /L 3 &°u—/A k)

PRAFHIH
RERIE E FFE B PRGN 1% A 3% A 6% A
AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104
1 INED T )V I N N N N N N N N N N N N
T iyl o | we | we | we | w6 | we | w6 | @& | @6 | @6 | WA | #e
fifesB R SRIMRIN AT S v A e e e A A A e e e A A
HigWE D (%)
L% 0.10 0.09 0.08 0.16 0.13 0.12 0.28 0.23 0.23 0.40 0.33 0.33
K5 o
T I,( (f’;(y SF <LOQ* | <LOQ* | <LOQ" | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ* 0.01 0.01 0.01
. . ()
SEfE J (%)
. 05%LLF 0.06 0.05 0.05 0.10 0.08 0.07 0.16 0.13 0.13 0.21 0.18 0.18
HamE K (%
TR KJ;; S <LOQ" | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ* 0.01 0.01 0.01 0.02 0.02 0.02
. . 0
i B e
(igéjjig) fé}}i z'“t? D/i  O5%LLT <LOQ" | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ* 0.02 0.02 0.02
RIEZE
< | < | < < < < * . . . ) ) )
RRT149 (%) : 0.5% A F LOQ LOQ L0OQ L0Q LOQ LOQ 0.04 0.04 0.03 0.10 0.09 0.08
RIERE
RRTL.86 (%) : 0.5% A F 0.02 0.02 0.02 0.03 0.03 0.03 0.06 0.05 0.05 0.08 0.06 0.07
RIERE
< | < | < < < < < | < | < * ) < < *
RRT2.24 (%) : 0.5% A F LOQ LOQ L0OQ L0OQ LOQ LOQ LOQ LOQ L0OQ 0.01 LOQ LOQ
TR E B (%)
9. 0% 0.18 0.15 0.15 0.28 0.23 0.22 0.55 0.46 0.45 0.86 0.70 0.70
BN —E HEE :

(G 15.0% % 8 X 720 1.8~2.5 | 2.8~4.0 | 2.4~3.9 3.1 4.2 4.6 2.7 2.7 4.3 2.2~2.6 | 2.1~3.8 | 3.0~3.7
bR 15 5 | H/ME (%) 89.3 88.7 89.3 88.2 88.5 87.9 89.5 92.5 91.2 89.6 91.8 90.2
. T5%Lh b | FRAE (%) 95.1 95.5 100.5 95.9 96.6 96.5 100.4 101.2 101.7 95.9 97.7 95.8

TE B R G (%) : 95.0~105.0% 99.8 100.8 100.5 99.1 100.0 99.9 98.6 99.1 99.3 98.8 99.3 99.5

;BRI

$1: 1y b 3EEBROR/IME, i KME

%211y k3 [ERBROELE




(2) 7K 0D §E 20mg [ 7 =¥ )

#2 B (40°C+1°C - 75%RH+5%RH, PTP @ 7 /L I ¥ —alik)
BAE
FABRIE B HREAE PH AR 14 H 3#nH 6 »H
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
AR DEI PRI . . . . . . . . . . . .
etk BRCOBRIVZ O we | wa | we | wa | wa | we | we | e | @ | @& | @s | @8
WA | SAIA S P a6 | wma | wa | @6 | wmA | &6 | @A | &6 | wa | @4 | wé | @6
D (%)
LO%LLF 0.07 0.07 0.07 0.11 0.12 0.10 0.19 0.19 0.19 0.36 0.31 0.25
FHk %
SRRAELL (%) s | <L0Q | <LOQ' | <LOQ" | <LOQ" | <LOQ’ | <LOQ" | <LOQ" | <LOQ' | <LOQ" | 0.1 0.01 0.01
AR J (%)
C0.5%LLF 0.04 0.04 0.04 0.06 0.07 0.05 0.11 0.11 0.11 0.19 0.17 0.13
BRI K (0 * : : : : : * * *
- < < < < < < < < < . . .
i e AR 0.5%LLT LoQ LoQ LoQ LOQ LoQ LoQ LoQ LoQ LoQ 0.01 0.01 0.01
CSEMED [ RARRIE * : : : : : * * *
< < < < < < < < < . . .
RRTO.64 (%) : 0.5%LLF LoQ LoQ LoQ LoQ LoQ LoQ LoQ LoQ LoQ 0.02 0.02 0.01
AR * : : : * *
< < < < < < . . . . . .
RRT149 (0 - 050l | <LOR LOQ | <LOQ | <LOQ* | <LOQ" | <LOQ" | 0.02 0.02 0.03 0.10 0.08 0.05
AR
RRT1.86 (%) : 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
TR E(%
2.0%LLF 0.13 0.12 0.12 0.19 0.21 0.17 0.37 0.35 0.37 0.78 0.66 0.52
A R
(ar Bty ) 15.0%% £8 2 720> 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
VM 53Tl e/ ME (%) 91.3 89.4 91.6 92.4 91.1 92.7 93.6 91.5 94.7 93.0 91.6 88.4
i 75%L) S KAE (%) 100.8 96.0 97.9 97.1 97.1 98.6 98.7 101.6 102.8 96.8 96.8 97.5
E B2 (%) : 95.0~105.0% 100.2 100.4 101.2 99.7 99.9 100.7 98.9 99.8 100.3 99.3 99.9 100.7
FOERIRA X1 1wy R 3EEBROR/ME, mORE K2 1wy b3 EREBROTEIE




# 3 EEER (40°C+17C + T5%RH*+5%RH, 74k (#taHHv))
(A7
ABRIE H IS BH AR F 1% A 3% H 6 % H
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
Rt DR 7 4V A N . . N N . . . . . N N
etk BRCOBRIVZ O we | wa | we | wa | wa | we | we | e | @ | @& | @s | @8
AR SRR AT v 1 A A A A A A A pay pay A A A
FWED (%)
LO%LLF 0.07 0.07 0.07 0.10 0.11 0.10 0.18 0.19 0.17 0.27 0.28 0.25
¥ak %
SRRAELL (%) o | SIOQ | <LOQ | <LOQ | <LOQ | <L0Q" | <L0Q" | <LOQ" | <LOQ' | <LOQ" | 001 | 001 | 001
ST I (%)
C0.5%LLF 0.04 0.04 0.04 0.06 0.06 0.06 0.10 0.11 0.10 0.15 0.15 0.13
) SRR K (%) <L0Q* | <LOQ’ | <LOQ* | <LOQ* | <LoQ’ | <LoQ* | <LOQ* | <LOQ* | <LOQ* | 0.01 0.01 0.01
ol 82 SR 0.5%LL F
CERWIED R . ) . . . . . ) }
Tt s | <LOQ | <10Q" | <10Q" | <L0Q" | <LOQ" | <10@' | <L0Q" | <LOQ" | <LO@' | 001 | 001 | oo1
AR . . ) . . .
RRTL19 00 - 0 | <HOQ | <LOQ | <LOQ" | <LOQ" | <LOQ" | <LOQ" | 0.2 0.02 0.01 0.06 0.07 0.05
AR
RRT1.86 (%) : 0.5%LLF 0.01 0.01 0.01 0.02 0.02 0.02 0.04 0.04 0.04 0.05 0.06 0.05
KB B (%)
- 9.0%LLF 0.13 0.12 0.12 0.18 0.19 0.17 0.34 0.35 0.32 0.57 0.60 0.51
A IR (%) -

(ar Bty ) 15.0%% K8 2 720> 2.1~3.3 | 2.6~3.8 | 2.0~3.8 3.3 3.3 3.1 1.9 3.3 2.5 1.8~3.0 | 24~3.3 | 2.1~3.1
VM 4y TE) I/ IME (%) 91.3 89.4 91.6 85.8 89.7 92.3 92.8 92.4 93.1 92.9 91.5 94.0
= 75% 1L E Fx KA (%) 100.8 96.0 97.9 95.7 95.5 97.4 99.5 99.1 99.5 100.0 98.8 99.2
E BB S8 (%) : 95.0~105.0% 100.2 100.4 101.2 98.9 100.3 101.0 98.9 98.8 100.0 100.0 100.1 100.6

OEERAR 11wy R 3EEBROR/IME, RARME %2 1wy b 3 EEREBROFEEE




(3) 7K 0D §E 40mg [ 7 =¥ |

#F 4 ERER (40°C+1°C - 75%RH+5%RH. PTP @ik 7L 3 v’ —Faldk)
PRI
AERIEH IS AE Bf AAIRE 1% H 3»H 65 H
AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403
DEIF 7 4 . . . . . . . . . . . .
ek SEORRAD ST | wa | we | we | wa | w4 | w4 | w4 | w4 | w4 | @A | w6 | e
BB WG AT kL e Sk Bl SNy Bk Bk SNy Bk SNy SRy Bk Bk
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
}k’E/‘\ %,
T L (/. >0 5L T <LOQ" | <LOQ* | <LOQ" | <LOQ* | <LOQ* | <LOQ" | <LOQ" | <LOQ* | <LOQ* | <LOQ" 0.01 0.01
KERRE 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 (%) * * * * * * * * * * * *
05U <LOQ* | <LOQ" | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ" | <LOQ* | <LOQ* | <LOQ* | <LOQ* | <LOQ
. . 0
ol B R REEH Y E . . . . . . . . .
< < < < < < < < < . ) .
R ED) RRTO.28 (%) : 0.5%LLF LOQ LOQ LOQ LOQ LOQ LOQ LOQ LOQ LOQ 0.01 0.01 0.01
ARV <LOQ" | <LOQ" | <LOQ" | <LOQ* | <LOQ" | <LOQ* | <LOQ" | <LOQ* | <LOQ* 0.01 0.02 0.02
RRT0.64 (%) : 0.5%LLF ) ' )
RIEVERDE . . . . . .
< < < < < < ) ) ) . ) .
RRT1.49 (%) : 0.5%LLF LOQ LOQ LOQ LOQ LOQ LOQ 0.02 0.01 0.02 0.05 0.06 0.05
REEE Y E .
RRT1.86 (%) : 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
KERR T £ (%)
9. 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
U — W EME (%)

(4 Bty AR 15.0% 52 A 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
b 15 50| S/ IMiE (%) 88.7 89.2 89.2 87.2 88.2 89.1 90.7 90.4 91.8 89.8 92.1 88.2
. T5%Lh b | e 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
R &8 (%) : 95.0~105.0% | 100.3 100.5 101.0 99.4 99.7 100.2 98.6 99.0 99.8 99.5 99.8 100.2

* R ¥1:1 vy b 3ERBROR/ME, R KMHE ¥2:1 vy b 3EERBROFHE




Oz EMRER (RUIRAFER)
1. ARBREE
o TIONPNALEZLODEE | TN AZL0DEE | TP Z L 0D E
10mg 7 =/ ) 20mg (7 =¥ 40mg 7 =8B ]
AN ST TN
. PTP a5, /N5 41%E 300 | PTP A5, /N5 41%E 500 | PTP A%E, /5 A% 500
RERE e o) B (SRAL DY) B (WA Y)
AZD102 . AZD103 . | AZD201 . AZD202 . | AZD401 . AZD402 .
0y b
AZD104 AZD203 AZD403
PRAFESRAE - Wi | 256°C£2°C, 60%RH*=5%RH - 36 » A
T E IR HA ARERBHAARE, 6 » H. 12 2 H. 18 A, 24 # A, 36 # HD 6 Kl
R H PR, fERRRRER, WAL M (B &SRS . W HE,
2. HBARER K OEL
5, K6, KRTKIEREDEBY, A2ToOR Y MIBWT, WTNOREBRIEE & HE 27T b

DTH-Tz, LTzRn>T, TV ALE 0D 10mg [ 7= /LEB ), 7Y% 0D §E 20mg

(728 ROT NP4 0D 6E 40mg [ 7 =L X, @FOTHGE

B FICBNTOR

KEH 184 HIFLRETH D Z ENHER SNT=, B  RUIRAFHABRIIBIEL8 » HE TR TLTED.,
A1 36 n A E Tk T 2 TETH D,



(1) 7Y 2 2 0D §E 10mg [7 = /LEB )

#5 EHHRAERE (25°C+2C - 60%RH+5%RH., PTP @3 /7L I v*o—adk)
A
BRI s Bk 5 5 6 7 91
AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104
1 D T (VN N R . . N N N R R R R R
PR BoRas we | wa | we | we | we | me | me | me | @e | @e | @e | w6
WRAR | A b we | wma | e | ma | e | ae | @e | wa | aa | w6 | ae | @A
HRITLD O6) 0.10 0.09 0.08 0.10 0.09 0.08 0.13 0.11 0.11 0.16 0.13 0.13
O . . . . . . . . . . . .
HEaE J (%)
- 05%LL T 0.06 0.05 0.05 0.06 0.05 0.05 0.08 0.07 0.06 0.10 0.08 0.08
MRS | R * * * * * * * * * * *
(D RRT1 40 00 - 050p, | <LOQ | <LOQ | <LOQ" | <LOQ' | <LOQ" | <LOQ' | <LOQ" | <LOQ' | <LOQ" | 0.01 | <LOQ" | <LOQ
RARIE
RRT1.86 (%) : 0.5%LL F 0.02 0.02 0.02 0.02 0.02 0.01 0.02 0.02 0.02 0.03 0.02 0.02
IR (%)
- 9.0%LLF 0.18 0.15 0.15 0.18 0.15 0.15 0.23 0.20 0.19 0.29 0.23 0.23
4K — | %) -
(é\%ijj/jﬁfiﬁﬁ) 15%5;#2/2_&1/\ 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
=00 o SRRV .U%
Vi 15 47 F/IME (%) 89.3 88.7 89.3 94.5 91.0 87.9 95.1 87.6 89.8 91.4 90.9 90.4
o 75%LL F I KAE (%) 95.1 95.5 100.5 99.8 97.9 97.3 98.7 97.3 95.8 98.2 97.7 98.7
TE BB E8 (%) : 95.0~105.0% 99.8 100.8 100.5 99.0 100.0 100.0 99.5 100.6 100.5 99.6 100.7 100.8
* . EERA #1:1wu vy b 3EFEBROR/IME, RKE %2 1wy k3 EEREROEE




#5

EMRERE (25C+2C - 60%RH+5%RH. PTP 4

7L B u—adE)

el
BRIE B LRSI 12 » A 18 % A
AZD102 | AZD103 | AZD104 | AZD102 | AZD103 | AZD104
i INED T (VN . . . N . R
Pk BATBDOT 17 we | owe | wme | wa | s | e
—T 4 T EE
TR B A AT kL e SRy SRy WA WA Bk
HEwE D (%)
LO%LLT 0.17 0.15 0.15 0.19 0.16 0.16
HRWE J%
: 05%LL T 0.11 0.09 0.09 0.12 0.10 0.10
ol e SR RASEFE
CERWED | RRTL49 (%) :05%piF | °02 | 001 | 001 1 002 ) 002 1 002
RAESERE
RRTL.86 (%) : 0.5%AF 0.03 0.03 0.03 0.04 0.03 0.03
HIERIE R (%)
2. 0% 0.33 0.28 0.27 0.36 0.29 0.30
RUFN ) — M B (%) :

(GRE M) | 15.0%F B2 R 1.6 30 3.0 28 83 21
. 15 43R | e/IME (%) 90.2 90.2 91.1 88.8 90.0 91.7
PR .

T5%Lh b | FKAE (%) 97.9 101.7 98.3 96.2 100.5 96.3
AR G (%) : 95.0~105.0% | 98.8 100.3 99.8 98.0 99.0 98.5

* ﬁé%ﬁﬁ%ﬁ X1:1nvy b 3EEBROR/ME, &AMHE

%211y b 3[EERERDEEE




(2) 7YNHILE L ODBE 20mg [ 7 =8

#6 FEHHRFRER (25°C+2C - 60%RH+5%RH. PTP @3 /7 /L I v'o—adk)
eeeilEil
HRERIE H LRSI BRLAIE 3% H 6% H 9% H
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
f UIN ®%|;7 7 N N N N N N N ~ N N N N
ek MpComan ot | wa | we | wa | we | we | we | @& | @4 | @4 | @e | o | we
ek MR A~ b e BTk e Bk e e A e e Biey Biey SRy
JRBPIELD (%) 0.07 0.07 0.07 0.08 0.08 0.07 0.09 0.10 0.09 0.11 0.12 0.11
L% ) ) ) . ) ) . ) ) . . )
L I (%)
 05%LLF 0.04 0.04 0.04 0.04 0.04 0.04 0.06 0.06 0.05 0.07 0.07 0.07
ol B R RASERE . . . . . . . .
< < — < < < < — < < —
ERmE) RRT1.49 (%) : 0.5%LLF LOQ LoQ LoQ LoQ LoQ LOQ LoQ LoQ
RASEZ S
RRTL.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
KKERE 7 (%)
: 2 0% 0.13 0.12 0.12 0.13 0.13 0.12 0.17 0.17 0.15 0.20 0.20 0.19
LAY — M TEAE (%) :

(& B ) 15.0% % 2 720 2.1~3.3 | 2.6~3.8 | 2.0~3.8 1.4 2.9 4.4 2.6 3.0 2.8 1.4 3.3 2.9
VbR 15 55 | F/IME (%) 91.3 89.4 91.6 92.0 92.3 93.8 96.0 91.6 91.9 92.5 91.6 92.9
. T5%Lh b | kA (%) 100.8 96.0 97.9 99.6 98.8 101.1 100.7 99.5 99.5 99.3 98.2 99.0

TE a2 &8 (%) : 95.0~105.0% | 100.2 100.4 101.2 99.4 100.0 100.7 100.2 100.5 100.8 99.9 1008 101.8
* . EERSR X1:1vy b 3EERBROK/IME, FxKIE %2 :1 vy b 3EFREROEBE




#* 6

EWRERER (25°CE2°C - 60%RH=E5%RH. PTP A%k 71 I B —aldk)

PRI
FABRIA H HIREATE 12 % A 18 % A
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
. WARBOERRAD 7 ¢ . o A N A A N
PR Wb m— g o T bk WA WA WA WA Bk
Rt il BR RIMRIL A~ b oL Bk STk STk Bk Bk Bk
HEBFWE D (%)
1%L 0.12 0.15 0.11 0.14 0.16 0.13
HEBE J (%)
 05%LL T 0.07 0.09 0.07 0.08 0.10 0.08
i R B RASE G . -~ _
CEEWE) | RRTL49 (%) : 0.5%01F | 0% | 001 001 | 002
RASEF I
RRT1.86 (%) : 0.5%LL F 0.02 0.03 0.02 0.03 0.03 0.02
TS B (%)
: 2. 0%LLF 0.21 0.27 0.20 0.26 0.31 0.23
RN A — W EE (%) :

(GRE TR | 15.0%2 82720 20 43 35 B B B
- 15550 | FoME%) | 934 92.3 94.1 91.4 92.7 90.4
. 5% | KA (%) 99.8 99.1 101.4 98.5 97.9 100.3

BB EE (%) : 95.0~105.0% | 98.6 99.2 100.0 99.9 100.5 100.7
*oEERA O X1:1wmy F 3EEBROS/ME, RAME X2 1wy b 3 EEBRONFEE




® T RERARER (25°C£2°C - 60%RHE5%RH, 703k GERAIH D))
BRI
FABRIE H B AE LGS 3 7 /1 6 H 9 4 A
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
R ®%|;7 7 ~ S ~ ~ ~ S S ~ N N N N
ek MpComan ot | wa | we | wa | we | we | we | @& | @4 | @4 | @e | o | we
WG | FAMMA~s b | me | wa | wa | w6 | we | #a | w6 | we | éA | we | a6 | @A
FURAE D (%)
LO%LLF 0.07 0.07 0.07 0.08 0.08 0.07 0.09 0.09 0.08 0.11 0.11 0.10
HEE J (%)
. 0.5%LLF 0.04 0.04 0.04 0.04 0.04 0.04 0.05 0.05 0.05 0.06 0.07 0.06
T S * * * * * : * *
< < - < < - < < — < <
CREMID | RRTL49 00 :oseptT | ~HOF | <1OQ HoQ | <roq roQ | <roq Lo | <roq
AR
RRT1.86 (%) : 0.5%LL T 0.01 0.01 0.01 0.01 0.01 0.01 0.02 0.02 0.02 0.02 0.02 0.02
R %)
- 2.0%LLF 0.13 0.12 0.12 0.13 0.13 0.12 0.16 0.16 0.16 0.20 0.20 0.18
sl IO -

(B M) 15.0% %8 2720 2.1~3.3 | 2.6~3.8 | 2.0~3.8 2.5 3.8 2.9 1.6 1.9 2.7 1.6 2.7 3.9
Vi M 15 3] e/ 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
i 5% E | BRI (%) 100.8 96.0 97.9 100.8 96.0 99.2 98.9 97.1 98.5 98.2 98.2 98.8

TE B ER 2 & (%) : 95.0~105.0% 100.2 100.4 101.2 99.0 99.6 100.6 100.5 100.8 101.3 100.1 100.4 101.0
FLERMRA X1:1wy b 3EEBROR/IME, RKE K218y k3 EEBROVE




x17

FEHIRAARER (25°C+2C - 60%RH=E5%RH, 7% (FEHH D))

PRI
FABRIA H HIREATE 12 % A 18 % A
AZD201 | AZD202 | AZD203 | AZD201 | AZD202 | AZD203
. ARBOEFRAY 7 4 . o A N A A N
PR Wb m— g o T bk WA WA WA WA Bk
Rt il BR RIMRIL A~ b oL e STk STk Bk Bk Bk
HEBFWE D (%)
0% 0.12 0.12 0.11 0.13 0.13 0.12
HEBE J (%)
 05%LL T 0.07 0.07 0.06 0.08 0.08 0.07
i R B RASE G . . _
CEEWE) | RRT1.49 (%) : 0.50%00F | 10 | <1OQ 0.01 | 001
RASEF I
RRT1.86 (%) : 0.5%LL F 0.02 0.02 0.02 0.02 0.02 0.02
SRR (%)
: 2. 0%LLF 0.21 0.21 0.19 0.24 0.25 0.21
RN A — W EE (%) :

(GRE TR | 15.0%2 82720 2T 4 24 29 B4 18
. 15 45 | B/ IMiE (%) 91.2 91.3 93.4 92.2 90.1 92.5
R HIER .

5% | KA (%) 96.4 99.9 97.8 97.6 98.1 97.5
BB G (%) :95.0~105.0% | 99.1 99.5 100.1 99.6 100.0 100.7
*oOEERR X1:1wvmy R 3EEBROE/IME, RKRIE X212y b 3 EEEBROEHIE




(8) 7YNHILH L ODBE 40mg [7 =L B )

# 8 EHRERE (25°C*£2C « 60%RH+5%RH. PTP 4

BT v a—Al)

Y
AERTE H HAEE BH 4G 3uH 6 »H 9% A
AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403
DEH 7 4V . . . . . . . . . . . .
Ptk SHEDFRAD 7 4 we | owa | wme | me | wme | wme | wme | wme | wme | wma | wme | we
a—F 4 VT EE
R | AL A FL we | me | ma | ma | @ | wma | me | ma | ae | ma | @s | @e
HEWED (%)
LO%LL T 0.06 0.06 0.06 0.07 0.07 0.07 0.08 0.08 0.08 0.09 0.09 0.09
HEagwE J (%)
. . 0.03 0.03 0.03 0.03 0.03 0.03 0.04 0.04 0.04 0.05 0.05 0.05
i T : 0.5%LL T
CHEWTD | alEemE ]
RRT1.86 (%) : 0.5%LL T 0.01 LOQ 0.01 0.01 0.01 0.01 0.02 0.01 0.02 0.02 0.02 0.02
T (%)
- 9.0%LLF 0.10 0.09 0.10 0.11 0.11 0.12 0.14 0.13 0.13 0.16 0.15 0.16
P IR %)

(ar Bty ) 15.0%% K8 2 7o 0> 0.9~2.0 | 1.5~2.5| 1.0~1.8 1.4 1.2 1.9 1.9 1.8 1.9 1.7 2.6 2.2
Vi 45 T e/ IME (%) 88.7 89.2 89.2 89.6 89.2 91.3 90.3 90.3 88.8 88.1 88.9 89.1
& 75%LL I 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

TR EE (%) : 95.0~105.0% 100.3 100.5 101.0 98.9 99.8 100.4 99.7 100.1 100.7 99.9 100.5 100.8
i=xl{ES X1:1vvy b 3ERBROR/IME. RAE %2 :1 vy b 3[ERBROELE




#8 EFEHIEREFERER (25C+2C - 60%RH*+5%RH, PTP A%k 7L I v’ —4adE)

PRAFHIH
FABRIA H HIREATE 12 % A 18 % A
AZD401 | AZD402 | AZD403 | AZD401 | AZD402 | AZD403
HEDERAY 7 4L N N N N N N
etk A e | we | we | we | WA | WA
FeaB R AR A T B v T A Bk Bl A WA A
FEFWE D (%)
. 1O%T 0.10 0.10 0.11 0.11 0.11 0.11
FEFE J (%)
P 05T 0.06 0.06 0.06 0.06 0.06 0.06
Ekwmg) KA E
RRTL86 (%) : 0.5%E T 0.02 0.02 0.02 0.02 0.02 0.03
KB B (%)
: 9.0%BIF 0.18 0.18 0.18 0.19 0.19 0.20
B — HIEAE (%) :

(Bt MR 15.0%% #7720 11 11 21 14 1.9 2.4
. 15 550 | H&/AME©) | 87.2 90.4 88.5 88.9 90.1 89.6
R HIER .

5% E | B KAE (%) 94.9 96.0 95.7 94.5 97.1 94.5
TR ER2 S (%) : 95.0~105.0% | 99.5 100.1 100.6 100.0 100.6 100.6
*oOEERR 11wy R 3EEBROE/IME, RKRIE X212y b3 EEEBROFEE




