PZIIBILHF> OD ik 20mg [BHig] OREECET SER

Me D79 kXE&H

(1#12]
RIRERDZAVTILRER (40°C, 1EXEE 75%. 6 1 A) RUERMMERFER (25C. 183EE 60%.
36 nA) DFER. WINDHEBRIER (CHVWTERB(CES L. EUWEEBIFRSNZN DT
IR ER R O REMRIFAER (C TRONIET —FICDVWT. [REMT—YDFHI(CRAT D1 RS> (C
BEOZFFHELULER. 72ILY)LS> OD & 20mg [BA] (JEFEOMIZmE FICHUVT 3 FRIRELRR
Bl THDZEMHERIENTZ,

1. N&RsER

G Yap)
RIFHRE . PTP B (RILBRER. 7ILIEO—3%. &H)
INSEE (BREERRA, &, RUTOEL D RE, RUITFLORZEFER. KiE)
RIFEF : 40°C. 75%RH
AIFEIEE - MK, MESPetiR. EAER. HFII—%. IR, BHM. S=. BE. S/ PTPEODH U
HIFEDIEY : 3@ (ZE1{E( 1 [E)
AITERFHR : BAGREF. 1. 3. 6 H A
GRS
PTP @&
FERIE R Ow ~ EELST 11nH 31H 6 1 H
WMIREBDIHRA DD _ _ _
AZD201 S Ut 5 Gk Gk Gk
. MIAREBDIHIRA DD _ _ _
EZVN AZD202 S AT 1 S5 Bk Ekis B4
MIREBDIHRA DD _ _ _
AZD203 PRy Gk Gk B
AZD201 WE*2 WE*2*3 WE*2*3 a2
T RetER AZD202 WE*2 WE*2*3 WE*2*3 WE*2
AZD203 WE*2 WE*2*3 WE*2*3 WE*2
AZD201 WE*2 WE*2 WE*2 a2
FEEE AR AZD202 WE*2 WE*2 WE*2 WE*2
AZD203 WE*2 WE*2 WE*2 WE*2
s spga | AZD201 2.1~3.3*? 1.3%%%3 1.6%%%3 1.5~2.0*2
%i}%@lﬁﬁ?ﬁ AZD202 2.6~3.8*2 2.8%2*3 2.0%2*3 2.0~2.7*2
AZD203 2.0~3.8*2 3.0%2*3 3.7%2*3 2.9~3.,9%2
. AZD201 14~36*2 16~23*2 17~24*2 14~25*2
ARIRE %2 %2 %2 *2
(3) AZD202 20~31 18~23 16~26 16~26
AZD203 20~36*2 17~25*2 18~24*2 18~26*2
—_— AZD201 91.3~100.8** 92.4~97.1*2 93.6~98.7*2 93.0~96.8*2
(%) AZD202 89.4~96.0** 91.1~97.1*? 91.5~101.6** | 91.6~96.8*?
AZD203 91.6~97.9*2 92,7~98.6*2 94,7~102.8*2 88.4~97.5*2
e AZD201 99.87~100.51*2 99.21~100.12*2 | 98.59~99.15*2 | 98.97~99.93*2
(5(\1;?—%%0/0) AZD202 | 99.98~100.87** 99.67~100.31*? | 99.65~99.94*% |99.41~100.46**
AZD203 | 101.13~101.30*2 |100.56~100.94*2| 100.03~100.51*% | 100.34~100.94*2
*1: BAERS S8R GIEEN 15.0 ZBIRVES(HES) 2 : ARRORIRRORRSECES

*3 RN (CEENE LD EDTERNENS, AERRZER LI,
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PZIIBILHF> OD ik 20mg [BHig] OREECET SER

Me D7tk
sHBRIEH Ow b EbELST 114 31H 6 nH
T AZD201 51.5~60.0 52.0~60.5 49.0~62.0 46.0~59.0
(N) AZD202 47.5~61.0 52.5~65.0 52.0~57.5 55.0~62.0
(BE1E) AZD203 49.5~61.0 51.5~63.5 51.5~63.5 50.0~68.0
AZD201 - *4 *4 *4
%E“(/;;?;)m AZD202 _ *4 *4 *4
AZD203 - *4 *4 *4
%4 ENZERHSNBN . - BT
INSEE ‘ |
. A 15A 3108 6 1A
HERIEE Ow ~ ElEliST 500 &% 300 522
WIREBDEIRAD
AZD201 | DI« )LAO—F Gk Gk Gk Gk
+ 28k
WIREBDEIRAD
EZVN AZD202 | DI« )LAT—F Gk Gk Gk Gk
+ 28k
WIREBDEIRAD
AZD203 | DI« J)LAO—F Gk Gk Gk Gk
+ %
AZD201 a3 a3 a3 a3 a3
TSR ER AZD202 WE*3 a3 a3 WE*3 a3
AZD203 a3 a3 a3 a3 a3
AZD201 a3 a3 a3 a3 a3
FLE SR AZD202 WE*3 e 3 a3 WE*3 a3
AZD203 a3 a3 a3 a3 a3
sl wieega | AZD201 | 2.1~3.3%3 3.3734 1.9%3*4 1.8~3.0"° 2.2~2.9%3
""ﬁ:jgﬁfﬁfﬁ AZD202 | 2.6~3.8"° 3.3734 3.3734 2.4~3.3"3 2.0~3.3*3
° AzZD203| 2.0~3.8*3 3.1%3*4 2.5%3*4 2.1~3.1*3 1.8~2.4*3
" AZD201 14~36*3 18~26*3 20~31*3 17~24*3 18~25*3
ARIEME ¥3 ¥3 ¥3 ¥3 *3
() AZD202 20~31 17~26 20~26 17~24 17~34
AZD203 20~36*3 18~28*3 18~25*3 20~24*3 15~28*3
- AZD201 | 91.3~100.8*3| 91.0~96.7*3 | 92.8~99.5*3 | 92.9~100.0*3 | 92.2~98.3*3
(%) AZD202 | 89.4~96.0"> | 89.7~95.5"° | 92.4~99.1*% | 91.5~98.8*% | 91.2~96.5"°
AZD203 | 91.6~97.9*3 | 92.3~97.4*3 | 93,1~99.5*3 | 94.0~99.2*3 | 94,2~97,9*3
e AZD201 |99.87~100.51*3|99.59~100.70**| 98.70~99.12*3 |99.56~100.27*3| 98.64~99.87*3
(5@2‘;&%0/0) AZD202 |99.98~100.87**|100.14~100.40**| 98.10~99.55"** |99.76~100.79**| 99.58~99.90*°
AZD203 |101.13~101.30*3| 100.94~101.18*3|99.30~100.65** | 100.20~100.88**| 100.34~100.65*>
TR AZD201| 51.5~60.0 49,5~73.0 50.5~58.5 49.0~72.5 53.5~75.5
(N) AZD202 | 47.5~61.0 49.0~67.5 50.5~61.5 60.5~70.0 56.0~72.0
(BE18) AZD203 | 49.5~61.0 53.5~67.0 51.0~63.0 52.5~66.0 47.5~65.5
1 BAEFS S8R (PEEN 15.0 EBI RV E X (LEES
*2 1 300 $El3 6 H BDOIHAELIZ.
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PZIIBILHF> OD ik 20mg [BHig] OREECET SER

Me D7)V ikKEH
2. REMRTFBR
GtV
RIFFZEE : PTP R (REBERRA. PILIEO—8%. K5H)
INSEE (RRORER, &, RUTOEL > RE, RUTFLORESR. KE)
RFE4 . 25°C. 60%RH
BIEIER @ MR, WEERAER. USSR, BT, BN, B S=2. EE. SMR/PTPEDEH L
BIEEEL : 3@ (ZZfE(E1mE)
HITERFHA - FAGREF. 3. 6. 9. 12, 18, 24, 30. 36 » A
(GlERFESR]
PTP 8%
HERIER | Ow b~ | FIMAES 3188 6 1nH 91A8 1218 | 18858 | 2418 | 3008 | 36 A8
AZD201 x1 Eibis Eibas Eibas Eibas BA BA BA Eibas
(E2 VN AZD202 x1 Eibis Bk Bk Eibas BA BA BA Eibas
AZD203 x1 Eibis Eibas Eibas Eibas BA BA BA Eibas
AZD201 | E&E™ WA | EmETY | #aet | BeT | #aT | maet | @t | et
WesRitER | AZD202 | EA"S WA | EmETY | #aett | BaT | @5 | et | @t | et
AZD203 | E&E" WA | EmETY | #aet | BaT | #aT | Bmaet | @t | et
AZD201 | E&E™ BwE e e e BwE BwE BwE e
fEER | AZD202 | EAT BwE e e e BwE BwE BwE e
AZD203 | E&E™ BwE e e e BwE BwE BwE e
sz —p | AZD201 [2.1~3.3"3 1.4 | 2,67 | 1.4 | 2,07 | 3.77" | 2.0 | 247 | 2.7°"
HER AZD202 |2.6~3.8"3| 2.9™3" | 3,0 | 3.3"" | 4.3 | 3773 | 4,07 | 3.5 | 2,573
(HITEME% %) | AzD203 [2.0~3.8"3] 4.4"3"% | 283 | 2,934 | 353 | 373 [ 35934 | 313 | 243
... | AZD201 | 14~36" | 18~30"% | 18~24" | 15~23"% | 13~26" | 14~24" | 13~20" | 16~28"% | 14~26"
H’?fgi AZD202 | 20~31"3 | 19~26"3 | 17~26"3 | 16~23"3 | 12~27"3 | 14~26"3 | 15~24"3 | 16~22"3 | 13~21"3
” AZD203 | 20~36"3 | 20~28"3 | 17~26"3 | 18~25"3 | 13~25"3 | 18~26"3 | 16~24"3 | 16~23"3 | 12~24"3
AZD201 91.3’: 92.0: 96.0’: 92.5;\/ 93.4;\/ 91.4;\/ 93.8: 89.6: 94.1;\/
100.8"3 | 99.6 100.73 | 99.3"3 99.8"3 98.5"3 97.2"3 96.6" 99.4"3
B AZD202 89.4: 92.3: 91.6: 91.6;\/ 92.3;\/ 92.7;\/ 92.2: 92.1: 94.3’:
(%) 96.0"3 98.8"3 99,53 98.2"3 99.1"3 97.9"3 97.5"3 96.3"3 100.0"3
AZD203 91.6: 93.8’: 91.9: 92.9;\/ 94.1’: 90.4’: 94.2: 91.6: 94.9’:
97.9"3 101.1"3 99,53 99.0"3 101.4"3 | 100.3"3 99.3"3 99,53 101.3"3
azp201 | 9987~ | 99.08~ | 9971~ | 99.84~ | 9841~ | 99.44~ | 9929~ | 98.77~ | 99.67~
e 100.51"3 | 99.76™3 | 100.59"3 | 100.07"3 | 98.76"> | 100.18™3 | 99.56™3 | 99.22"3 | 99,77"3
== 99.98~ | 99.68~ | 100.24~ | 100.60~ | 99.04~ | 100.09~ | 99.55~ | 98.99~ | 100.49~
(R | AZD202 ‘3 ‘3 ‘3 “ ‘3 “ “ “ “
20) 100.87 100.26 100.84 101.06 99.40 100.75 99.87 99.78 100.88
AzD203 | 101:13~ | 100.54~ | 100.63~ | 101.69~ | 99.15~ | 99.84~ | 100.11~ | 100.16~ | 100.52~
101.30" | 100.89™3 | 101.10™ | 101.89"3 | 100.52"3 | 101.79" | 100.97"3 | 100.30" | 100.84"3
B AZD201 |51.5~60.0|50.5~61.0|53.5~68.0|51.5~75.0|52.0~69.5|52.0~74.5|50.5~60.5|51.5~60.5[42.0~57.0
(N) AZD202 |47.5~61.0|53.0~63.540.0~64.0|58.0~68.5|53.5~70.5|59.0~77.0|38.0~53.0|48.0~59.0/47.0~62.0
(BE18) | AzD203 [49.5~61.0(49.0~58.0|47.5~66.0(55.5~71.0|54.0~83.0(55.5~65.0|51.0~68.5|53.0~64.548.0~61.5
s, | AZD201 - *5 *5 *5 *5 *5 *5 *5 *5
PTPERDH L| AZD202 - *5 *5 *5 *5 *5 *5 *5 *5
(BE1E) | azD203 - *5 *5 %5 %5 *5 *5 *5 *5
1 WRBDEMADD I ILLAD—FT+ 208 *2:BAERA SS9—MREE (HEMEN 15.0 ZBX W &S (LEE
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PZIIBILHF> OD ik 20mg [BHig] OREECET SER

Me D7) tkXE1t
J\Sa% (500 fE22E. =720 36 n HDH 300 FE2E)
SERIEE | Ow b | FAREE 318 618 91 H 12 1B 18858 | 2418 | 3008 | 36 5K
AZD201 *1 Bk Eip Eipa Eipa Eibis Eibis Eibis Eip
L2V AZD202 *1 Bl Eip Eipa Eipa Eibis Eibis Eibis Eip
AZD203 *1 Bl Eip Eipa Eipa Eibis Eibis Eibis Eip
AZD201 | @& W& | mEeT | @AY | meTY | maT | mat | matt | et
WesRatER | AZD202 | BET WA | mEeT | @AY | meTY | maT | mat | matt | et
AZD203 | @S W& | BEeT | @AY | meTY | maT | mat | @att | et
AZD201 | @& WE™ = a3 a3 = WE™ WE™ a3
fEER | AZD202 | EBET WE™ = a3 a3 wWE™ WE™ = a3
AZD203 | @& WE" a3 = = WE" wWE™ wWE™ a3
smlig—pst | AZD201 |2.1~3.3"3| 2,57 | 1.6 | 1.67 | 2.7°% | 2.9 | 2,07 | 2.7 | 3.07
B AZD202 |2.6~3.8™3| 3.8 1,973 | 2.7 | 4,473 | 3473 | 20974 | 31734 | 3,934
(HIEE% ) | AZD203 [2.0~3.8"3 2.93% | 2.7°%¢ | 3.9 | 3434 | 1834 | 2234 | 263 | 3.6
| AZD201 | 14~36"3 | 21~29"3 | 22~26" | 20~327 | 16~287 | 18~26"3 | 18~28" | 16~26"° | 17~25"
H'?fjlii AZD202 | 20~31"3 | 21~29"3 | 20~32"3 | 14~27"3 | 16~29"3 | 21~32"3 | 20~26"3 | 15~26"3 | 17~23"
-4 * *
AZD203 | 20~36"3 | 22~31"3 | 20~28"3 | 19~27"3 | 17~26"3 | 20~28"3 | 19~26"3 | 18~24"3 | 17~25"3
azpo01 | 9137 94.0~ 94.8~ 94.1~ 91.2~ 92.2~ 92.8~ 90.5~ 92.8~
100.8" | 100.8™ 98.9"3 98.2"3 96.473 97.6™3 97.4"3 94.2"3 100.2™3
BHE AzD202 | 894 92.2~ 91.3~ 91.8~ 91.3~ 90.1~ 91.3~ 90.5~ 92.5~
(%) 96.0"3 96.0"3 97.1"3 98.2"3 99.9"3 98.1"3 96.3"3 98.6"3 99.173
azD203 | 916~ 94,4~ 93.8~ 94.5~ 93.4~ 92.5~ 94,7~ 93.9~ 94.2~
97.9"3 99.2"3 98.5"3 98.8™3 97.8™3 97.5™3 98.9"3 99.2"3 100.9™3
azp201 | 9987~ | 99.00~ | 10028~ | 99.74~ | 9853~ | 99.19~ | 08.72~ | 98.96~ | 99.49~
e 100.51"3 | 99.09™3 | 100.61"3 | 100.41™3 | 99.65" | 100.01"3 | 99.91" | 99.45™3 | 100.18"3
(;;_ AzD20p | 9998~ | 99.28~ | 100.18~ | 99.93~ | 98.84~ | 99.76~ | 99.01~ | 99.51~ | 100.28~
E%)’T 100.87"3 | 99.86" | 101.81" | 100.65™3 | 100.10™ | 100.36™ | 99.37"3 | 100.20"3 | 100.36"3
= AzD203 | 10113~ | 100.18~ | 100.59~ | 100.65~ | 99.71~ | 100.54~ | 100.09~ | 100.15~ | 100.54~
101.30" | 100.98"3 | 101.63" | 101.50™ | 100.41"3 | 100.80"3 | 100.77"3 | 100.47"® | 101.1173
B AZD201 |51.5~60.0|47.0~65.5|51.0~70.5|45.0~74.5|52.5~66.5|56.5~71.5|49.5~69.5|51.0~63.5/49.0~63.5
(N) AZD202 |47.5~61.0|52.0~61.0|52.5~68.5(53.0~76.5|57.0~75.0|50.0~68.0|52.0~61.5|51.5~65.5|48.5~65.5
(BE1E) | AzD203 |49.5~61.0|51.0~58.0{58.0~65.5|55.0~74.0|55.0~73.0|50.5~76.0|50.0~64.5|50.0~66.5|49.5~63.0
1 WIREBOERRADD I IILATD—FT >0 *2: BAEFSA SSH—M4HER (HEMED 15.0 E8X 20\ &S HEES

*3 1 AR ORISR UERTTE CES
*4 : BFEH(CERENELDEDTERNT ENS, AIEREZEBRUIZ,

[(FEMUTEHA RS12]

[BREMT—YOFHAICEIT DA RS>
EEERFEEFS 0603004 5 (Fk 154 6 A 3 B1Y)

Me JPIL %X

<BEmEREVEDER>

Meiji Seika 77IL¥#H At <IUHEBE
(Me 77 LN HREHERTPIL)
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