2021 £ 1 A4ER (58 1 ki)

T FILINZAZF 28 10mg TMel
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(1#1£]

7 MUVIKRESF 24 10mg [Mel ORRIERBZAVCRARFRER (25C. HIZE 60%RH. 36
HAR) ORER. MRNRUSEFIHEREDFERATSHD. 7 MUL/IXFF24EE 10mg [Mel (F@EFED
HIZARE T ICHNT 3FEMLTETH D EMNER SN

(GB&R75 7]
1LARTFEM. RIFARE
TIERIRE : PTP140 fEmf&axm (PTP 83 - F2IRE/77)L ZR/HK48)
Ow &S : ATTD-585-P, ATTD-586-P, ATTD-587-P
RFEM 0 25+2°C. 60+5%RH

2. BRIEE
MR REEDEUER. MUEAER (EBME) (B&ME). KD (B&E). BFE—M1 (F28H—MaR). &
it 28

3. RITEHFHA
FIAERE. 3. 6. 9. 12, 18. 24. 30. 36 n A
(RBIS—14 (3K, 12 08, 24 A& 36 hADFH)



(GtBRfEER]

F1 FPZBNUIRIF2E 10mg [Me] ORIERFHER(FHBERE~9 1 8)
MERIRE | s | Lot N RiFHIR
(GREREZR) & ot No. .
RARLRS 358 6 HnH 9 1A
ATTD-585-P *1 *1 *1 *1
G JLAT—5 |ATTD-586-P *1 *1 *1 1
« 28
ATTD-587-P *1 *1 *1 *1
SHE 244~ |ATTD-585-P BE =y pir= (=)
TSRt ER 248nm (C N PN N e
ZR9  |ATTD-587-P e BE e =)
4l ER ™2 ATTD-585-P 0.16 0.26 0.34 0.38
cEgnE) (B car
SEEE%) ATTD-586-P 0.18 0.24 0.35 0.39
(3E. FIME) ATTD-587-P 0.16 0.23 0.32 0.38
2.28~2.41 2.07~2.12 2.13~2.16 2.09~2.14
K (%) 2 ATTD-385-Pl 715 34) (2.09) (2.14) (2.11)
(3 @) B car.o| 2.27~2.55 2.01~2.08 2.07~2.11 1.99~2.07
B~k ATTD-586-P| ™ 3q) (2.04) (2.09) (2.04)
(F94E) 2.37~2.51 2.07~2.13 2.17~2.20 2.13~2.18
ATTD-387-P1 75 43) (2.09) (2.18) (2.15)
ATTD-585-P|  2.6~4.2
WAL—IHER| o,
—MEE)(H | J©  |[ATTD-586-P|  3.1~5.9
TEAE)(%)(3 @)
ATTD-587-P|  2.9~5.2
S (%) ATTD-585-P| 95.7~103.4 | 95.8~101.9 | 96.2~100.8 | 96.4~102.4
(6 Rwz)l 80% ar _ _ _ _
S B 5 L |ATTD-586-P| 97.2~102.2 | 95.7~101.6 | 95.8~101.4 | 96.0~103.8
R/~ ERK ATTD-587-P| 97.1~104.5 97.1~101.0 | 96.1~103.0 96.0~100.8
e cac.o| 98.05~99.11 | 97.41~98.18 | 98.29~98.70 | 97.20~99.09
(5(\1;—250/) ATTD-585-P (98.58) (97.69) (98.42) (98.45)
(3’%;; 0 95.0~ [\ o o| 99.02~99.97 | 97.97~98.49 | 99.26~99.32 | 98.53~99.67
ehomx | 105.0% (99.55) (98.16) (99.28) (99.16)
)R 99.25~100.80 | 97.63~98.17 | 98.69~98.89 | 98.07~99.46
0 Ii: E - -
CHIE) ATTD-587-P| """ (gg gs) (97.98) (98.77) (98.67)

*1: BED I« I)LAO—F+ 2%, BER. 2. OUEIN. M. TOMDREZZBDHIRN,

*2: B&fB

*3: K. B9 750ER. 155




x2 V7 BMUIRSF4E 10mg [Mel OREMRFHER (12 nA~30 1 AH)

SRERIEE p— Lot N RFEAR
(GREREZK) & ot No.
1218 18 nH 24 nH 300H
ATTD-585-P *1 *1 *1 1
R =1
G JLLd—5 |ATTD-586-P *1 *1 *1 1
< %%
ATTD-587-P *1 *1 *1 *1
SHE 244~ |ATTD-585-P =) Y=} BE BE
R B 248nm (C . R . N
GE) | mRomk A0S EE BE BE BE
Z3R9  |ATTD-587-P =) BE BE =)
HhEEER "2 ATTD-585-P 0.41 0.52 0.60 0.68
GEsmE) (B o
%) ATTD-586-P 0.44 0.56 0.62 0.68
(3@, FIBE) ATTD-587-P 0.41 0.52 0.60 0.73
2.15~2.18 2.08~2.13 2.25~2.34 2.43~2.57
K5 (%) 2 ATTD-385-PI 775 4¢) (2.10) (2.28) (2.51)
(3 @) B caro| 2.07~2.17 2.00~2.05 2.22~2.44 2.43~2.61
B/~ Bk ATTD-386-P| "5 41) (2.02) (2.31) (2.53)
(F94E) 2.06~2.11 2.22~2.32 2.27~2.34 2.82~2.94
ATTD-587-P1 "5 1g) (2.26) (2.31) (2.87)
ATTD-585-P|  3.6~4.2 4.4~5.0
HENWI—E(E=2 159
1 — s ER ) () LXTO ATTD-586-P|  3.1~4.3 3.6~5.2
TEAE) (%)(3 @)
ATTD-587-P|  2.8~3.1 3.4~5.0
S (%) ATTD-585-P| 95.4~100.7 | 93.8~100.7 | 95.7~101.1 | 95.7~101.6
(6 Rwtz)L 80%
S B 5L |ATTD-586-P| 96.3~103.1 | 96.2~101.8 | 95.8~100.4 | 97.0~101.5
RIN~ERA ATTD-587-P| 95.9~101.0 | 95.7~100.1 96.7~101.1 94.9~101.6
o cac.o| 97.37~97.89 | 96.20~97.97 | 96.79~97.56 | 97.16~97.59
L ATTD-585P1 ™97 64) (96.95) (97.21) (97.37)
B’T;; 0 95.0~ [\ o o| 98.68~98.85 | 97.39~07.89 | 97.77~98.08 | 97.47~98.13
shemx | 105.0% (98.75) (97.69) (97.93) (97.90)
97.77~98.84 | 96.46~97.27 | 97.30~97.87 | 96.26~97.23
0y /i: E - -
CF1E) ATTD-587-P| ™ (98.27) (96.81) (97.59) (96.82)

*1: BED I I)LAO—F+ 2%, BER. 2. OUEIN. HF. TOMDREZZBDHIRIN,

*2: B&fB

*3: K. B9 75 08D, 155




£3 T HNUIRIFEE 10mg [Mel OEBRRFRER (36 1 H)

S EATH . ER17HAR
SREE | yeme | Lot No,
(ﬁitl%ﬁ@gﬂ) 36 jjﬁ
ATTD-585-P *1
R =1
JLLO—5 |ATTD-586-P *1
(5[ < >8E
ATTD-587-P *1
SHE 244~ |ATTD-585-P BE
HeERsaR 248nm (C car. e A
ZmR9  |ATTD-587-P EwE
4l ER 2 ATTD-585-P 0.87
GEEmE) (B gy
R E) ATTD-586-P 0.85
(3. FIHE) ATTD-587-P 0.95
2.58~2.65
K5 (%) 2 ATTD-385-Pl 7715 ¢7)
(3 @) B “caro| 2.53~2.59
B/~ Bk ATTD-386-P| 775 ¢)
(FE91E) 2.47~2.49
ATTD-587-P (548}
ATTD-585-P|  6.5~6.9
BRSO EEE| o
19— EEtER) (3 uTo ATTD-586-P|  3.5~7.3
1) (%)(3 @)
ATTD-587-P| 5.5~6.6
S (%) ATTD-585-P| 95.5~101.6
(6 Rwt)L 80%
S B S L |ATTD-586-P| 97.0~102.7
RIN~ERK ATTD-587-P| 96.0~101.5
a8 ATTD-585-p| 96:91~97.06
(HEZRER) | g5 97 (6937'0908) 21
(3 =) 105.0% |ATTP286-P) 7" (97 g3)
BN~ 96.12~97.80
(FHE) ATTD-587-P| ~7 (57 o1y

*1: BED I I)LAO—F+ 2%, BER. 2. OUEIN. HF. TOMDREZZBDHIRIN,
*2: BEfB
*3: K. B9 75[0ER. 155>
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