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(1) hnEBR
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OA~ T UM OD 2 5mg THEET)  NEEkER  40°C - 75%RH i@ (PTP i) ]
HERTH H =N PRAF I
< B > HHE BH hA 1% A 3% A 6 % A
y (872202
Mok n=3 e A N
‘ n . A N
R DR gg;gggi WA WA WA WA
. (872202
e bR n=3 . .
" (I"{PLC)H 3872301 ReY fEReY ReY WA
873001
WHFIL—ME (%) n=3 (872202 3.81~4.78 4.36~17.74
(G B3 —VEBR) G872301 3.20~5.85 — — 2.78~5.61
<15.0%LLF > (873001 2.45~6.23 4.24~4.43
o (872202
AREEME n=18 . .
<o BN > (872301 SRy HE e BiRay
(873001
GSHIPE (%)  n=18 (872202 95.5~103.5 97.9~107.4 96.5~108.0 97.4~103.6
<154y, 85%LLES (872301 99.3~104.9 91.0~103.5 97.2~104.5 96.5~103.6
(G873001 98.4~105.4 96.5~105.1 100.1~106.1 96.4~104.4
SF (%) % n=3 G872202 | 98.68~ 99.47 | 101.54~103.69 | 99.51~101.73 | 101.11~102.03
N . G872301 | 99.13~100.56 | 99.00~100.79 | 99.40~101.02 | 101.03~101.18
<95.0~105.0% >
G873001 | 99.49~100.09 | 101.25~102.74 | 100.39~100.95 | 101.05~103.00
o EBRBICHTAIEAR (%) —  REM
OA~ T U MERE OD 88 bmg [HEE T INdEER  40°C - 75%RH [Hf&cldEE (N7 w48 ]
RERTE H =N PRATHAE
<JHHE > &HE BH AR IRE 1% H 3»H 6 »H
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YRR R b > gg;gggi e e e iRy
P (872202 ‘ ‘ \
§ (HPLC) 3872301 e WA HWE Bk
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AR —rE (%) n=3 G872202 3.81~4.78 4.99~5.61
(& B —MERER) (872301 3.20~5.85 — — 3.07~5.48
<15.0%LLF > (873001 2.45~6.23 3.33~6.92
N (872202
AREEME n=18 . . .
<9 LI > g872301 A e A T A
873001
e 95.5~103.5 97.3~104.3 95.4~107.1 98.3~104.7
RPE (%) n=18 (872202
154 ;5%uh> (872301 99.3~104.9 95.8~105.1 95.7~103.0 97.9~106.1
N (873001 98.4~105.4 98.7~106.4 97.4~104.4 95.8~105.8
SR (%) * n=3 (872202 | 98.68~ 99.47 | 101.34~102.54 | 100.45~101.75 | 101.32~102.98
= 95.0~105.0% > (872301 | 99.13~100.56 | 100.03~101.38 99.50 100.48~101.93
: G873001 | 99.49~100.09 | 101.19~102.39 | 101.27~102.03 | 100.66~104.01
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O A~ F RN OD 82 10mg [HEET )

IR ER  40°C - T5%RH [ A kAT

re (PTP A1) ]

AERTE H =R PRAF IR
<H& > &5 BRI 1% A 3% A 6 % A
MR n=3 G872302
<HEAGOHEETH Y EIRR | G872303 e e Bk e
EH9DH> G873101
S 2p _ G872302
Eﬁ"‘?ﬁﬁc)n_:a G872303 SEReY SEReY ReY WA
G873101
®EE—M (%) n=3 G872302 2.49~4.08 2.88~5.09
(G B3 —VEER) G872303 2.73~4.69 — — 3.88~5.54
<15.0%LLF > G873101 4.39~8.52 2.68~4.65
T _ (872302
F’iifz\u;is (872303 Ee Ee EE R
G873101
e (o _ (872302 98.5~102.7 97.3~104.7 97.5~105.2 99.6~102.7
fiﬁfi\ (/gzr)% unff (872303 97.1~101.1 96.4~102.6 94.8~102.5 96.8~101.5
N G873101 98.9~104.3 100.2~105.2 99.3~105.8 98.9~104.7
SB (%) % n=3 (872302 | 98.77~100.30 | 100.59~101.49 | 100.51~100.99 | 101.17~101.82
~95.0~105.0% > (872303 | 99.34~ 99.62 | 100.03~100.37 | 97.20~ 99.16 | 98.93~100.62
G873101 | 99.79~101.48 | 102.32~103.75 | 100.13~102.12 | 101.22~104.10

% RRRICKT D AR (%)
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OA~ > F U OD 2 10mg THEET.)]  JERER  40C - 75%RH [ adsmie (N7 adk) ]
RERTH H =V el
<HIHE > H5 BRAA IRy 1A 35 H 6 % H
PER n=3 (872302
<WHBBOESETH Y EHR | G872303 e pRE Pk 1A
BT DH> G873101
et _ G872302
ﬁﬁ”‘?ﬁﬁc)n_g’ G872303 JERe) JERe) ERe) A
(873101
AN —E (%) n=3 G872302 2.49~4.08 4.72~5.78
(F B —MERRBR) Gi872303 2.73~4.69 — — 3.67~4.54
<15.0%LL F > G873101 4.39~8.52 5.60~5.96
e _ (872302
Hi%;% u%_is (872303 RS RS WA TS
(873101
R (o _ G872302 98.5~102.7 98.0~105.9 97.0~104.9 98.7~105.0
{f‘lﬁgri\ (/gg%unﬁf (872303 97.1~101.1 97.8~105.2 96.5~103.0 95.5~103.0
N (873101 98.9~104.3 100.0~104.8 97.8~105.0 98.7~105.1
SE (%) ¥ n=3 (872302 | 98.77~100.30 | 100.71~101.33 | 99.43~101.46 | 100.07~100.72
© 95.0~105.0% > (872303 | 99.34~ 99.62 | 100.09~101.23 | 99.13~ 99.94 | 99.44~ 99.91
: : G873101 | 99.79~101.48 | 102.06~103.20 | 100.83~103.01 | 101.87~102.82
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O A~ F KRR OD §E 20mg [HIET

MR ER  40°C - T5%RH [ A ik AT RE

ARERIE H =R FRAFHART
<K > T BH hA 1% A 3% A 6 » H
Pk n=3 (872401
<HEBE~REARDHEETH | G872402 A e Bl WA
DEREGT D> S8730026
N _ (872401
ﬁﬁ"‘?‘?ﬁc)ﬂ"‘o’ G872402 ReY e TReY TReY
S8730026
®WENE—ME (%) n=3 G872401 3.30~3.72 2.75~5.14
(& &Y — R ER) G872402 2.85~4.35 — — 2.26~4.13
<15.0%LLF > 88730026 3.02~4.36 2.32~3.84
e _ (872401
Hffg ur;;is (872402 ) A A A
S8730026
e (o _ (872401 98.9~105.7 97.8~103.8 97.8~103.8 99.3~105.5
flﬂél‘i (2)5% ;Ef (872402 98.7~102.8 95.6~100.7 98.1~102.9 98.0~103.2
: S8730026 99.4~104.5 96.7~101.7 99.5~105.4 99.2~104.3
SR (%) % n=3 (872401 | 100.66~101.19 | 101.85~102.71 | 103.09~103.46 | 101.92~103.17
5.0~ 105.0% > (872402 | 98.07~ 99.62 | 101.13~101.72 | 101.839~101.99 | 101.21~101.95
: : S8730026 | 100.50~101.33 | 102.84~103.68 | 100.55~103.61 | 101.77~102.42

% R RIS 5 AR (%)

—  REN

O A~ F UM OD £8 20mg THEET )  EEkER  40°C - 75%RH [k dEpme (N7 adk) ]
ARERTE H =RV PRAF IR
< HiKg > &5 BH IR 1% A 3»H 65 H
MR n=3 G872401
<HEBE~REARDOREETH | G872402 A A pay pay
ERE RS 5> S8730026
et _ (872401
ﬁﬁ$§6”3 (872402 o e A e
S8730026
R —ME (%) n=3 (872401 3.30~3.72 3.11~6.78
(& B —MEBR) G872402 2.85~4.35 — — 3.01~3.49
<15.0%LLF > S8730026 3.02~4.36 4.54~6.45
. _ (872401
Hi%;% QLE;;S (872402 ey TS e TRy
S8730026
R (o _ (872401 98.9~105.7 99.1~104.5 99.4~103.8 99.9~105.0
{flﬂéi (/;)5% unff (872402 98.7~102.8 98.5~103.6 98.3~103.5 98.8~105.7
N 88730026 99.4~104.5 100.6~105.5 99.6~104.7 100.0~106.0
SR (%) * n=3 (872401 | 100.66~101.19 | 101.83~103.39 | 102.83~104.54 | 100.52~101.90
5.0~ 105.0% > (872402 | 98.07~ 99.62 | 101.84~102.36 | 100.30~101.94 | 98.94~100.38
: : S8730026 | 100.50~101.33 | 102.08~103.97 | 102.33~103.84 | 101.36~102.50

X FTRRISHT 2 EHE (%)

— RS




(2) ElE 02 EMRR

AEHOHERICET IR

ARERNITRBRITEFEDPHEL L TOHRVAR L EENTEY . H ETHRMS N TV LRERTTIETH
ORTRREZRERZLE LTHRIR L T %, ERIEHEE BEREMN 2525 ETOZBHE®RTHY . T

FEOA R ZRTHD TR,

FRARVERS 715« BB 2 EIRR 2 9h -
SERFEHEHIR - 2018/8/27~2019/1/22

THEILT-,

OA~ T U OD 8 10mg THEE T 0%l 40°C Y., K[UER]
ARERIE 7k AR
<JHHE> EE BH AR IR 1% H 35 A
PR n=3 G872303 W ADFEEE W ABDOFEEE WHEABDOFEEE
WAL —ME (%) n=3 B
(4 Btk < 15.0% LT > (872303 4.81~8.67 8.17~12.77
RigErE n=6 N o N
N G872303 bk A
AHE (%) n=18 N N N s
<1545, 85%LLE> (872303 89.7~102.1 97.5~108.9 80.1~103.5
a8 (%) * n=3
< 95.0~105.0% > (872303 98.16~99.02 98.49~101.29 97.25~99.13
1 RHEBEBORETH Y, EMEAETH, X2 BrREICHTHE56E (%)
%3 :n=24 111288 G D7D, BEICHEA Lz, — : REhE
OA = F U OD 8 10mg THEET] 4%l 25°C - 7T5%RH LG, Bk
HERTE H =N PRATIIE
<HiHE > e Br ARy 1% H 37 A
PR n=3 G872303 S =R AE S 7 B PO FEE B PO FEE
WA (%) n=3 B
(4 BLH) B < 15.0% L0 > (872303 4.81~8.67 5.29~9.36
AR n=6 N o N
<9 LI > G872303 WA Bk
=Y (%) n=18
<154, 85%LLL> (872303 89.7~102.1 94.3~103.5 92.9~100.8
“i (%) * n=3
< 95.0~105.0%> (872303 98.16~99.02 97.95~101.21 95.65~98.37
1 RHEAAOEETHY, BfEza95, X2 BTREICHTIEEE (%) — . RFEhE

O A~ F UM OD $E 10mg THEE T

Yx—L (&) ]

ol

=R, L (D65 K (1000Lx), 7T AF v 7

HERIEH oy b N
<HHE > &5 BH hh Iy 72 77 Lx-hr 144 77 Lix-hr
PR n=3 G872303 W ADFEEE WHEABDOFEEE W ABDOFEEE
A —ME (%) n=3 B
(2 BB < 15.0%LLF > G872303 4.81~8.67 5.18~17.85
RigEE n=6 N o N
N G872303 bk A
mHME (%) n=18
<1545, 85%LL L > (872303 89.7~102.1 88.9~107.3 91.9~101.2
P =]
S8 (%) * n=3
< 95.0~105.0%> G872303 98.16~99.02 98.97~99.58 97.12~98.67
1 RHEBEBORETH Y, BREETH, X2 BREICHTHEEE (%) — : RFENE

10




FRARVERR 515« BRBR LA 2 BRI Z D - THEI LTz,
SRERFEHEWIR - 2018/8/27~2019/1/8

O A~ T UK OD 8 20mg [HIE T )

SyEl 40°C [, KEAAR]

ARERIE 7k el
<HI > ik B AA 1% H 3% A
HE~HHEE 6 B~ A 6 B~ a 6
M H L = =
PR n=3 (872303 oy oy oy
AL —PE (%) n=3 B
(4 BB < 15.0% 50T > (872303 4.12~17.04 4.95~17.63
M n=6 e n o A
SN (872303 e WE
WHPE (%) n=18
<1545, S5%LLE> (872303 92.8~109.0 94.3~105.0 89.0~103.3
G (%) * n=3
< 95.0~105.0% > (872303 98.94~99.74 99.15~101.45 98.48~100.38
1 A~ RAORETH Y, EMEAT5, X2 BTREICHTI2EHE (%) — REE
OA=F R OD §E 20mg THET] 0%l 25°C - T5%RH [, Bk
ABRIE H oy b PRAF IR
<HiHE > e Br ARy 1% H 3% H
Hto~iE H @ H e~ H o H e~ H o
ML —
PP n=3 (872303 tye oy oy
WAL —ME (%) n=3 B
(B Pk <15.0% LT > (872303 4.12~7.04 3.64~8.96
fRsEME n=6 o A o o
<9 LI > G872303 bk e
WHYE (%) n=18
<154y, 85%LLES (872303 92.8~109.0 92.1~113.3 85.4~104.5
E8 (%) * n=3
< 95.0~105.0% > (872303 98.94~99.74 98.84~100.15 97.74~99.57
1 HE~EHAORETH Y, EEHF TS, X2 BREICKTIEEE (%) — KEE

O A~ F UHEREE OD §E 20mg THIET

Yy —L (KH)]

rE =R, BB (D65 R (1000Lx), 7T AF v

ABRIE H oy b g
<K > HHE BH AR R 72 77 Lx-hr 144 /7 Lx-hr
B~ A B~ H B~ H
%1 - =
EE7N n=3 G872303 DIk D3k D3k
WAL —ME (%) n=3 B
(&Rl MERER) < 15.0%LLF > G872303 4,12~7.04 3.81~11.38
A n=6 N o e A
<9 LI > G872303 A WA
WM (%) n=18
<1545, 85%LL 1> G872303 92.8~109.0 93.7~103.2 93.3~107.7
E8 (%) * n=3
<95.0~105.0% > G872303 98.94~99.74 96.80~98.98 96.73~100.98
1 BE~EAROFRETHY, FEHT5, X2 RTREICKHTIEEE (%) — . RE

11




E DR EM AR
SRERFEHEWIR - 2018/8/28~2019/5/9

OA~ o F U OD 88 bmgl HE T HoiE

40°C [IE, KA

ABRIE H =7 PRAFHIR
<k > *H5 BH AR 17 A 3» A
‘I‘E\'Hi n:3 K iy N X2 M3 iz 362
YR DR G872202 AR AT O FEE IR ABOFREE AR AT DFEE
Huﬁjg‘lﬂf (*9) n=18 %3 %3
<9 LI > G872202 16~30 22~32 21~32
wHM (%) n=18 3 %3
<1575, 85%LL 1> G872202 95.5~103.5 97.8~106.4 98.8~100.9
PE=N 0 %1 = . .
S (%) n=3 G872202 98.68~99.47 98.55~99.92*%1 99.12~101.23**

<95.0~105.0% >

M1 FRRICHT B EEE (%)

%2 :n=1 X3:n=6 X4:n=2

OA~ T U OD 88 bmgl HIE T Ma%E 60°C [HEYE, KBRS
BRIE H =V PRAFHI
<Kk > F B ahlkE 15 A 2 4% A 34 H
PELR =3 ; ix ; v ; e ;
<7&;ﬁ§@%$ﬁ> G872202 | WARHADFEE | WRHAOREY | WRAGORE™ | RRAAOFRHE
RRYEME (F) n=18 %3 %3 3
<9 AN > G872202 16~30 21~37 21~39 17~29
M (%) n=18 %3 %3 %3
<1575, 85%LILL> G872202 95.5~103.5 95.7~105.4 95.9~103.7 98.0~102.4
P =]
g (%) ™ n=3 4 x4 %4
< 95.0~105.0% > G872202 98.68~99.47 99.76~101.45 99.93~100.44 99.02~99.99

XK1 FREISHT2EAE (%)

%2 :n=1 X3:n=6 X4:n=2

OA~ o F I OD §E bmgl HPE T  Mmds 25°C - 75%RH [, B
ABRIE H =V PRAFHI
<Kk > F B ahlkE 1A 34 A
PEIR - n=3 s 4 » ) ks S e
P G872202 WIRA DR IR A D FEE OGN =REAPE S 7H
RRYEME (F) n=18 %3 3
<2 LI > G872202 16~30 27~43 28~59
BE (%) n=18 0 o
<154y, 85%LL L > G872202 95.5~103.5 97.6~103.4 97.4~103.1
A B2l 0 M1 =
et (%) n=3 G872202 98.68~99.47 100.66~101.06* 99.31~99.74%4

<95.0~105.0% >

M1 RRRICHT D EHE (%)

%2 :n=1 3X3:n=6

12

DY

n=2




OA~ T U OD §E bmgl HEE T MEadsE =ik, Bt (D65 e (1000Lx) . PR RS ]
HERTE H =RV g &
< IR > i B AG 72 )5 Lx-hr 144 77 Lx-hr
PR n=3 . . . . B
. . % S 0)?5::\”"1 \‘/)</ S 0)/3%\[‘*%2 N TR j:}:::”r'*b.éz
R > G872202 WIRA R DFERE RIRA RO WIRA RO FEEE
mEENE () n=18 %3 %3
PPN (872202 16~30 21~36 26~29
WHME (%) n=18 % %3
<1574y, 85%LLES (872202 95.5~103.5 98.6~104.2 98.2~104.2
Z~E. (o %1 - . .
aht (%) n=3 (872202 98.68~99.47 98.91~99.98*" 101.25~101.41%1

<95.0~105.0% >

1 FREICHTIEREE (%)

%2 :n=1 X3 :n=

SR TR - 2018/8/28~2019/5/9

OA~rF U OD §8 10mgl HET. ) 410

6 X4 :n=2

40°C [, Smszese)

AR H S PR A7 1]
<Hik> iR PHAGHE 1» A 3 A
PEtR n=3 \ \ \
: BEAGORETHY . | KEARORETHY . | KEABRORETHY
<HHEABOHRFETH | G872302 o - o
%) gk e 4 %2
IR TN HEH TS #af42s iz A1 2%
sEtE (F)) n=18 N ” -
PPN G872302 20~33 24~39 30~34
EHME (%) n=18 N s s
1545 85%pl > | (872302 98.5~102.7 98.8~101.5 97.7~103.3
PN =N 0, Kl —
ik (%) T0=3 | Ger9302 98.77~-100.30 100.48~101.59* 99.30~99.99*

<95.0~105.0% >

M1 RRRICHT D EHE (%)

%2 :n=1 3X3:n=6 X4 :n=2

OA~ v F UM OD 88 10mgl HEE T et 60°C [, XUEAL]
HERTH H =N LRATIE
<A > &5 BA A 1% A 2 % A 3% A
PR n=3 REABORET | KEAROEET | MEAQOHEET | BEAGOHREET
<WHBOOEFETH | 872302 HO ., ElkE HO ., ElkE HO ., ElkE bY ., FlE
n., BRERET D> GCERR) CER% CER% GCERk
H’E’%ﬁ gﬁm 2‘18 (872302 20~33 26~34% 29~34% 27~54%
fl”:_)ji% <Z’5)% ﬁji (872302 98.5~102.7 98.3~102.3% 99.6~103.5" 97.8~100.4%?
@& (%) *n=3 (872302 | 98.77~100.30 | 100.54~100.80%* | 99.95~100.21%* | 99.87~100.03%**
<95.0~105.0% > ) : ’ ) ’ :

K1 FREITHTDEAER (%)

X2 :n=1 X3:n=6 X4:n=2

13




O A~ F YRR OD $E 10mgl HE T

25°C + T5%RH [, BRjk]

AR H 2 bk TRAFH

<Kk > ke B 4hIRE 1% A 3n A

PR n=3 " . 9 g e 2 g
H”ﬁ%% gﬁjw izls G872302 20~33 30~48% 33~39%
fl”?;% (?g%ﬁii G872302 98.5~102.7 98.5~102.2% 97.1~101.6*
fg%. O:]f’i Ojlor(f/ozi G872302 98.77~100.30 100.38~101.09%! 100.17~100.64*"

1 FREICHTIEREE (%)

OA= T U HEEEE OD $€ 10mgl HET ]  MEads

%2 :n=1 3 :n=6 34 :n=2

SR, B (D65 YR (1000Lx) . AR

ABRE E =RV e
<HiKE > e B fi I 72 )7 Lx-hr 144 )7 Lx-hr
PEIR n=3 " U i s v .
<msmeogsTs | aamsor | LS | e | et o
E’%’%ﬁ gﬁjw 2:18 (872302 20~33 23~ 31 24~ 287
ﬁ”?g (?5)% leli (872302 98.5~102.7 98.2~102.3% 98.4~107.6%
fg%oi/oio:lo@i G872302 98.77~100.30 100.49~101.74%" 99.31~101.67%

M1 RRRICHT D EHE (%)

RERFEHEHARL]  2018/8/28~2019/5/9

%2 :n=1 3X3:n=6 X4 :n=2

OA = F Mgk OD §i 20mgl HEE T #E0ME 40°C [HDE, KA ]
BRI H A R A7 411
<Kk > B BH A 1A 3#nH
PER n=3
y HE~BERAGORET | BE~BERAGORET | BE~MERAGORET
<HEB~ERABOFREE | G872401 o 4 N g o
. A > by, FiEAT D by, FREATD by, FiREHTD
prsgEtE (7)) n=18 N e JRgp—
<9 LI > (872401 25~48 36~48 35~57
WHIME (%) n=18 - - - N -
157, 8auLl > | G872401 98.9~105.7 98.7~103.3 101.8~105.0
£ 95.0~105.0% > G872401 100.66~101.19 101.97~103.23 102.58~102.76

1 FREICHTIEREE (%)

14

%2 :n=1 3 :n=6 34 :n=2




OA~ T UM OD §E 20mgl HEE T fadsE 60°C (Y, K[ERER]
HERTE H ok PRAT IR
<> &5 BR R IRE 1% A 2 % H 3 H
PR n=3 HE~EAGD| AfR~HEARD | AR~HMEARD | Af~MEAGRD
<HBE~MEAROREE | G872401 | HEETH Y. FEETH Y, FEETH Y, FEETH Y,
Tho, FREETDH> EREAT 5 B &G 5 B A 5 B R
g () n=18 — %3 %3 %3
PPN (872401 25~48 31~52 29~47 25~47
wHME (%) n=18 . ~ %3 ~ %3 ~ %3
<1545, 85%LL 1> G872401 98.9~105.7 99.0~103.0 98.4~102.8 97.9~103.4
i (%) *'n=3 4 4 x4
©95.0~105.0% > (872401 | 100.66~101.19 | 101.86~102.45 101.94~103.63 103.71~104.39

K1 RREISHT OEAER (%)

%2 :n=1 X3:n=6 X4:n=2

OA~ > F U OD $E 20mg HIE 1) a3 25C - 75%RH [, B
HERTH H =N LRATHAE
<k > +H5 BH AR EE 1A 3» A
MR n=3
., - HE~EEAGOERSET | HO~MIEAGOFRFET | HO~MIEAMAOFRET
<HEA~MEE A B OREE | G872401 g g 0 g o
ChY . A D> bV, EBEETH by, BEETD by, BREETD
e () n=18 N RO R4S
PPN (872401 25~48 41~52 41~54
EHE (%) n=18 N N s N "
154y, 85%LLE > (872401 98.9~105.7 101.2~103.3 100.8~103.8%?
PEIE ¥l N —
AR (6 " n=3 G872401 100.66~101.19 100.89~101.71% 103.36~104.04*

<95.0~105.0% >

K1 FREITHTDEAER (%)

%2 :n=1 %3 :n=6 34 :n=2

OA=F U UERRYE OD §E 20mgl HEET ) #EAE =R, Bt [D65 )i (1000Lx) . % PR =]
AR H S R B
<Hitk > kel PR AR IS 72 J7 Lx-hr 144 75 Lx-hr
PEtR n=3
y e~ A EOHREET | HE~E A AOREThH | AA~MEARORETh
<HE~HMIEAGBOHRSE | G872401 g g - g 0
b . HEE TS > by, HgEAT D v, FiREATD D, FiREATD
RAgErE () n=18 o -
<9 LI > G872401 25~48 26~34 34~53
EHE (%) n=18 - N 5 N 0
1575, s5%pl > | G872401 98.9~105.7 98.6~104.3 98.8~102.8
PN = e K1 —
Al (%) ™ o=3 G872401 100.66~101.19 101.37~101.99* 103.00~104.11%

<95.0~105.0% >

XK1 FREISHT2EAE (%)

7. RRERVBREOREN

A LR

%2 :n=1 X3:n=6 X4:n=2

8. fhF L DEAEIL (MELFMEIL)

BARMANA

15




9. BHMH
(1) BHRARY
< A= F UM OD 82 20mg [HET) >
BIREIR L O FIRIEMRBR N A T A SO HIEIC OV T CERE 24 452 H 29 B SRARA
%% 0229 55 10 5)

RER S
HiE . ARG BEHRBRE S RE
[al#ns K OVRBRIE - 50rpm (pH1.2. pH4.0. pH6.8. 7k). 100rpm (pH4.0)

CHIE]

- pH1.2 (50rpm) T, FEUERLFIR OARGITE HIT 15 50 LANIC ) 85%LL EIRH L7,

- pH4.0 (50rpm) Tid, FEAERFIK ORI E I 15 53 BANIZ Y 85%LL EiRH LT,

- pH6.8 (50rpm) Tid, FEAERHFIK OARGITE I 15 53 BANIZ Y] 85%LL EiAH L7,

« 7k (BOrpm) TlE, HEHERF|ONHIAH RN 60% KL TN 85%TITD 2 B MIZB\W T, AR DR
HH R HE R O IR R £ 15% D FPHIC 72 Dy o 7o, T2, 12 BB OfEIL 42 LLE T o7,

+ 100rpm O HFERCTIX, pH4.0 (50rpm) OFERIEIZIVNT, 30 7 LAPICEERERIF] AL & HIZ
) 85%LL F¥AH L7=72% ., 100rpm DR HRER & &S L=,

Vb, RO 2R HERE] (X~ Y —O0D § 20mg) &gk L7z#ER, K (50rpm) % Fk<
BRIRIZ BT MRS ER G OB FARIR SRR T A 74 ) OHEREIES LT,

NN Y
(B i h)
BHE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm)
100 100 |
80 r 80 |
60 80 F
40 40
20 | —— T U AREREODEE20mg THET 20 | —— 7 T LAREHEOEE20mg THET ]
= & = ;7! —0DE20mg - & = 7! —0DEE20mg
0 L 1 L 1 0 b 1 1 L
0 10 15 0 5 10 15
B (49) BrfE (49)
EHE (%) pH6.8 (50rpm) EHE (%) A (50rpm)
100 100 |
80 80 |
60 60 |
40 40
20 L —— T T AREE O 20mg TBET ) 20 | —— T ARRHE O 20mg THET )
- & = 3 7 )—O0DFE20mg = & = 7 )—0D%E20mg
0 L' 1 L L 0 L' 1 L L 1
0 10 15 0 5 10 15 20
BERE (590 BEE (530
(n=12)

16



(2) EEMNERLIROBERBEFOEMENRSHRAR

< A= F GRS OD &€ bmg THIEET] >
A< F UWEEE OD 88 bmg [HEE T 1%, & &N 2880 B RA O A8 71 IR R 7 A
NZA v (CFRk 24 4F 2 A 29 HIEEHFAS 0229 5 10 5) | ITHESE | A~ F R OD §E 20mg
THET) ZEERAI L Uiz & & IWHEEN RS &HE S, EWFENICRSE L e Sz,

BRI
HEE - AASE)E T

WHEERE NPk

[l N OVRBRIK © 50rpm (pH1.2, pH4.0. pH6.8, /K). 100rpm (pH4.0)

CAIE]

- pH1.2 (50rpm) Tif, MEAERFIKROARMITE HIZ 15 FLINIC S 85%LL RIsH Lz, £7-. &
FEHEIEIRE R (15 47) 1B IT D ARM O 2 OEEHERIT, RGOV EL15% 22 5 6 O0Y 12
fErf 1 ELLT T, £25%D#IFHZEZ D b DRI T2,
- pH4.0 (50rpm) Tid, EAERFIKROARMITE HIZ 15 SFLINIC Y 85%LL FIsH Lz, £7-. &
FELEIEIRE AR (15 47) 2B AR Ol 2 OEEHERIT, R OVHEHEL15%E 2 5 H OO0 12
e 1 ELL T T, £25%D#IHZEZ D b DRI T2,
- pH6.8 (50rpm) Tid, MEAERHFIKR OARMITE HIZ 15 SrLINIC Y 85%LL Ris Lz, £7-. &
HELLIERERL (15 43) ISR 2RO~ OVEHFEIX, RO TFLHEHEE15% % B2 25O 12
fErf 1 ELL T T, £25%D#IHZE R D b DRI Tz,
- K (50rpm) TiE, BEYERIAIL OARGIE & BT 15 3PN Y] 85%LL EisH L=, F7-, &kl
BEREAL (15 47) ICHB1T 2 ARMOME 2 DU T, R OFEEHER 1% %2 5 b DA 12 f#H
1{EELF T, £25%D#FHEBZ D H DM enoTz,

- pH4.0 (100rpm) <TiZ, pH4.0 (50rpm) OFRERIKIZISVNT, 30 ZrLAPNICHEHERIF) AL &
¥ 85% LA FIAH L7728, 100rpm DR HFRER & &l L7z,

HiZ

Vb, RO FE A EYERAE] (X~ F U HERRE OD §220mg THET)) SHE LR, £
DORBRIEIZBNT [EENE R 580 EERA O A ZR RIS RBR T A R T A > O¥E U #E
E Ll b, EMFEICRLE LRSI,

10
BEE (53

¥R Y
(Vs H i)
BEHE (%] pH1.2 (50rpm) BEHE (%) pH4.0 (50rpm)
100 | 100 }
80 r 80 |
60 80 |
40 40 r
20 —— LT AREEODSESMg THET ) 20 | —— 7 F ABEROMRSmg THET
- = 7T ABESEOME20mg TBETL) = & = 4 7F ARBHEODRE20mg TBET )
0 L' L L 1 0 L' L 1 1
0 10 15 1] 10 15
ErfE () ErfE ()
BEEE (%) pH6.8 (50rpm) EHE (%) A< (50rpm)
100 | 100 |
80 80 |
60 80 |
0 r 0 r
20 —— T AREMEODEESmg TBET ) 20 | —— o F AREEOSESmg THET )
o & - = # 7)?%&?@50[&@0@ I'EIIE_TI_J 0 oy = & = 4 7T ABSIE0MEmg [BET)
0 15 0 15

10
B (530

17

(n=12)



< AT UM OD §E 10mg THEE T >

A~ T UMY OD 88 10mg THIET ) 1L,

[ 7S 5L 70 2% 11 [ W 555 0 AWy = [R) S MERRIBR 77 A

N7 A > PRk 24 48 2 1 29 HEERHFATE 0229 5 10 75) | (IS &, A~ F R OD 5 20mg
THET) AR L Lz & & WHEERSE LHE S, EWERNICR% L AR Shi,

B
L RIS

WHRERIE SRk

[FERZE N OVRBRIE  50rpm (pH1.2, pH4.0. pH6.8. /K). 100rpm (pH6.8)

CHlE ]

- pH1.2 (50rpm) Ti, HEAHERKIN OARMLITE HIZ 15 SLUPIZEYE 85% L EIRH L=, F72. &
LGRS (15 40) IZBITF 2 ARMDOME 2 OEH=RIT, AL OFHAEHRE15% % B2 5 H DN 12
P 1 ELL T T, £25%DFPHE B D b DR oT,

- pH4.0 (50rpm) Ti. HEAEREIR OAMITE BT 15 55 LANIZEY) 85%LL FIsH L=, F7=.
&L (156 43) (2B A ARO[ 2 OVEHRIT, RGO VFERHEL15%Z B2 5 H ON

A LELLTF T, =26%D&FHZBE X5 DR ho Tz,

- pH6.8 (50rpm) Ti. HEAERFIR OAMITE BIT 15 45 LANICEY) 85%LL FIsH L=, F7=.
LI (15 43) I2BT AARMBOME 2 O HHRIT, AROEHEHEZ15% 5B 25 HON

AR LELL T T, £25%DFiIFHEEZ 5 b ONehoiz,
- K (50rpm) TiE., FEYERIFIKR OARMSIZE HI2 15 4 LLIC Y 85%LL BIaH Uiz, £7-. fkklt
BEREA (15 43) ICBI1T 2 ARMOE %2 OVEHFEIZ, RO PEEHFE 1% E B2 5 H O 12 ffH
1HLA T T, £25%DHMZ B R 5 b DM RiroTz,
- pH6.8 (100rpm) <TiE, pH6.8 (50rpm) OFERIKIZIUNT, 30 rUANICEEERIA, AL & I
) 85% LA YA L7=72% . 100rpm DA H R & &0 L7,

Hi
12

i
12

LIE, RSO 28 2 R ER (X~ > F MRt OD $E 20mg THIET)) & HERLRER, 2T
OFRBRHIZ BT [ B2 2 8% 1 BRI O LW F R SRR T A BT A ) O¥)E LI
BLZZEb, EWFICRSE L RSz,

¥R %
(B )
EHE (%) pH1.2 (50rpm) HEHE (%) pH4.0 (50rpm)
100 100
80 80
60 r 60
40 40
20 —a— 4 7T LIEEHEODEE 10mg THET ) 20 | —a— 7 F LASERIEODEE 10mg THIET )
— & — A7 F AREMEO0EE20mg [BET ) - o — 7T ARESEODE20mg [HET )
0 L' L 1 L O '-' L L 1
0 10 15 0 10 15
Bl (43) Bl (59)
HHE (%) pH6.8 (50rpm) BHE (%) A< (50rpm)
100 100
80 80
60 60
40 40
20 | —_—— T LARESIROEE 10mg THEET ) 20 —— 7T AEEREODEE10mg TBET)
= = = LT L ARKE0ME20mg THET] = = = ¥ 7 F AEEMEODE20mg THET]
0 L' L 1 1 O L' 1 L L
0 10 15 0 10 15
B (43 el ()
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10. B3 - A%
(1) EBNRELRSR - O, NEVRBRLERR - AEICET IER
BN
(2) a%
(AR UFIERIE OD & 5mg THETI])
14 & [14 X1 ; PTP]
56 &€ [14 £€X4 ; PTP]
100 5E [FT7AF v 7R v ~T]
(AT UFUERE OD § 10mg THETI))
14 §& [14 $EX1 ; PTP]
56 #& [14 $E x4 ; PTP]
1008 [T AF v 7R v NT]
(AT UFERIE OD £ 20mg THET])
56 8 [(14 8EX 2 ; PTP) X2 W< 3y & —UFAIM >
112 §& [14 $£X 8 ; PTP]
10088 [T AF v 7R M NF]
(3) PlEBEE
BN
(4) EHROME

PTP 1% NT A

PTP ARVl 74NV A TII=ZUAT VAR ML ARV ZF L
te— R FLoTLT7HL—h - TAI=T L - R NV = B =l P
R x=F L~

1. FRRESHhSEME

REERR L
12. Tt
FEMOERICET HEE

AREEHZIIARZZ T TOW R WREIZET 2 RS E b, SRERTIEEDRHENL L TORONE
LbEENTEY, HL<FEFTHLRBEINTWIRBFETELONZFEREFEL L THRAL T
5, EFEEEENEFRERZBNT S ETOSBERTHY ., AIEZ2 53T H0O TRV,

BEESaABICH T 5ETHAMRER"

(1) ARUFUIERIE OD fE 5mg THETI]
A= F CHEEENE OD 88 5mg [ HIE T (I22W T, HEWEA D T~ O XHARFT O 72 O I2 % Tt A
R & i L7z,
B H 2 2020/5/28

1) (EFRSE
H BEEAISy 2% : 260PROUD (5 1 LI BL/ERT)
fifn—4%—%t> b :[139] B : 6.0mm, HEAIEA : 2.8mm

2) [EHASHF
W54 Lot No. RIS
A= L F AR OD i BEAGRS « 12575 & B L 7= 4%
S9X0832 ‘ \
bmg [HET] IR 4w : MAEE . 25°C-75%RH (BkL) . 4 WL
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3) RS DSERIYHE

. H& [ER2S JE I fiF 7 SR ]
BRI (mg) (mm) (mm) (kgf) (s)
BH 4G E 63.3 5.51 2.92 4.41 13.5
I 4w 63.0 5.52 2.92 4.00 14.3
4) saKE
O BB - NN Y REERE L. 18EOSM%E 304, 58D A% 308, a5,
@ty MiEx i FB - SMmIlcBEEI L, 18008 % 308, 5800 al% 30 @, 0ad 5
Bty MIEBLIO—aH7- 0 ORI
1w MIE .
b e /] by /A
= Fv k) 5 et
i BB, PN i 30 4 (=30 £8) 30 @ (=150 £E)
& FE A1t 30 4 (=30 £8) 30 @ (=150 %)

5) &Eh - RITO¥IMEE

P ) = SRRSO REERISVBIEED [ ) ORHEA & LRI L7z,
ARGE  REED 1/4 LA E
B R - REFEO 1/8 LA L
C xR REMD 1/16 LI E

6) RB#EE
VR BR
e ] B e | g R s
g | PEY R | EEHUD | BB | Ein iE T BAR e TRA
LB vk |, [ 806 | 06 0 0§ 0§ 0 &
e | B0 M ' 305 | 0% 0 8 0§ 0§ 0§
Mt =TS s ey | 100FE | 0 0 i 0 b 0 b 0 &
T -4 | C Y [ 15088 | 04E 0 G 0 5 18 0 b
LB N[ | 308 | 04 0 6 0 i 0 i 0 i
S 4| SR 306 | 0%¢ 0 6 0 i 0 i 0 i
LB N[ [ 1506 | 04 0 6 0 4 0 4 0 6
TE - A | © 150 5 | 0 4& 0 6 0 4 0 4 0 6
X1 BN EERIOR X2 RIFTERIOR K3 EERIOKRFNEA LT

— LT A MMEOBR— X —T v hOIREE

PRAFERAF B on—%2—0+t v FofkkE
BH AR E BT OBMOLENRD LT,
I 4w BT OBMOENRD LTz,
7) HBEREHEE
LRATSA: i LA B
B TED 5 EESEICHBNT CREN 1ERD BNz, EED 1 8ESEB L5 88454,

TEED 1 8ENBDOEIEICBNTENRITIZR D LN o T,

A 4w

FEO 1 SO IO ST, FEO 1 ESEB LIS SEEOREMIZB W THE

NRFIFRO N 0T,
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(2) AR UFUERIEOD ff10mg THET)
A~ F KRR OD 88 10mg THIE T ([22oW T, HEMEAIS T~ DS R O 72 O 12 % Fil/A
PERRER & ki L7z,
AEBRERA H : 2020/5/28
1) (ERARESR
H BN EEFA 4y alk : 260PROUD (5 1LIHLERT)
e —%—ZF&>y bk [69] B : 7.0mm, $EAIEA : 3.0mm

2) fERAHA
A4 Lot No. PRIESRME
A= F U HEEE OD BRAGRE : WEE D EUH L 72 B
f S9X09036 - \ - -
10mg [H[ET] I dw : EAEE - 25°C-75%RH (BAAR) . 4 B{RAF
3) EREHF OEAIYE
4 B [IERES JE F5. i 5 AR R R
g,
RS (mg) (mm) (mm) (kgf) (s)
B Ah 104.8 7.01 2.96 4.78 14.2
IE 4w 104.6 7.00 2.97 3.88 17.2
4) HaK%
O LB - Nigllich Yy FE2RE L., 18EDSAE 304, 58EDSAEY 304, 45ET 5,
QN Mgz B « AMmcBEN L, 1 8804E% 30 A, 5 $ED538l% 30 @, 2+ 5,

Aty MR X O —0UdH 72 OFEAIEK

B> MIE ; .
bt /) bpast /A
= R 1 $2mdka 5 EEmdE
B B PN i 30 2 (=30 £8) 30 4 (=150 %)
B FEX St 30 7 (=30 £8) 30 7, (=150 $E)

5) #lh - RITOHIMHEE
Yo = SRRSO REERISVBIEAED [ ) OREE & LRI LTz,
A RGR s RO 1/14 LA E
B R RifnfEO 1/8 LAk
C Ko« KIEFED 1/16 LU L

6) HEBRRER
— bR
X2
g';ﬁ pey | sEsE | W | B g‘j’;ﬁ e (RHEAR
B - Nl 30 &2 0 &2 0 &2 0 % 0 % 0
= 1888 - - —

B i TEE - S 30 #& 0 & 0 & 0 % 0 % 0
EE: - Nl 5 b/ 150 &E 0 & 0 & 0 & 0 & 0 &2
TE - | OTY 1508 | 0 0 6 0 6 0 6 0 7
B - il 1 e/ 30 B¢ 0 & 0 & 0 &z 0 &z 0 &

R dw T B - Sy 30 B¢ 0 & 0 & 0 &z 0 &z 0 82
B - Wil 5 b/ 150 88 | 0% 0 &2 0 & 0 & 0 &
TE: - Sl 150 8 | 0% 0 &2 0 &% 0 &% 0 &

X1 EInZEEAIOS K2 RUTTEEAIOR %3 EEAIO XA NEA LIZEK
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—UET A MEO T —Z =k v FDIREE

PRATSMF: RO —2—T1% v ~OYREE
R BT OBMOLENRD LT,
AN 4w HETOBHOENRD LT,
7) BRBE
RIS ol LA

TED 1 BinmB L0 5 by, FEO 1 5 ms L0 5 b mn s A e 55\ C
RIS BhAD T,
TED 1 B ms L0 5 by, FED 1 5is s L0 b Germm R Fic 55\ C
NI D BRI,

FEL G

A 4w

(3) AT UFUIERIE OD f# 20mg THET )
A~ F R OD 8E 20mg [HIEE T ([22W T, HEWBEA D EE~ DO ISRT O 72 D123 Tt A
PERRER & Sk L7z,
AR H : 2020/5/28
1) (EFRREE
H BEEAIS> 2% : 260PROUD (5 1L BL/ERT)
e —%—%t%> ko [88] HEL : 8.5mm. FEAIEA : 4.0mm. #E5 : 2.6mm

2) {HASA
k5844 Lot No. PRAESR M
AL F U HEEE OD b BRAGIE © A1 B i L 7= B
. S9X21017 - \ - -
20mg HET) I dw : EALEE - 25°C-75%RH (BAjR) . 4 BIRAF
3) EREA OERYHE
o s & [ERE JE I il R B
RERE (mg) (mm) (mm) (kgf) (s)
BH 4 IRe 189.7 8.49 4.04 5.42 19.7
I 4w 190.8 8.51 4.02 4.51 21.2
4) H8F%
Ofc LB - Wl > FEFRE L, 15008 % 306, 58EDNE% 308, et 5,
@Bt v MiEZ R FE: - SMmllcEEI L, 1 82008% 30 8, 5800 E% 30 8, nald 5,
H ey MIEB L O—aH7- 0 ORI
B> MIE . .
by /) At/ h)
= R 1 2k 4 5 EmdE A
B P i 30 71 (=30 £2) 30 7, (=150 $E)
B B S 30 @ (=30 £8) 30 & (=150 %)

5) Blh - RITOHIMEE

o) = SRRSO REEASVBILED [ ) oL S LRIl L7z,
ARG RIEMED 1/4 LLE

B R FKiffEO 1/8 LAk

C Kmi : RIEFD 1/16 LI L
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6) BEBRIER

— Al R B 3
X2

iﬁ pey |G | R | B o giﬁ o TRAR?

B - iR 30 i 0 #E 0 #E 0 $i 0 $i 0 $E
- ~— 1588 - - - o o

B A TE: - Shim 30 & 0 §E 0 $E 0 & 0 & 0 §E
B - Nifig 5 b/ 150 & | O && 0 &2 0 & 1 8 0 &
TE: - S 150 & | O && 0 &2 0 & 1 8 0
B - Nl 15/ 30 §E 0 &z 0 &z 0 #& 0 #& 0 &2

SR 4w B - Sl 30 &E 0 &z 0 &z 0 #& 1 8¢ 0 &2
B - Nl 5 /) 150 & 0 &2 0 &z 0 & 0 & 0 &2
TE: - Shim 150 & | 0 &2 0§ 0 & 15 0 &

K1 EINZEEAI O K2 RITTEERIOR %3 SERIO R BNREA LI

— LT A MMEOR— X —T v FOIREE

PRAFERAF ER%BEOr—%—H+ v hOREE
BH A IRE HTOMOHENRD LT,
I 4w BT OBMOENRD LT,
7) HBEREHEE
AR il AT
. FEBIOTED 5 ESTICEBWT CRANZNEN 1ETORO LN, EERBX
PARINE | By 1 849 17 350 TR IR B L A7 o T
i TED 18508 IUN5 SELDBICBWT CRABRENFN 18T 00RO bz, HEX
e 4w

D 1ESEBLIOB ESEICBWTENKITITRD bR o7,
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V. ARICEYSEE

1. BREX TR
HEERE M OV BE T LY A~ —RIEREE L 365 1 2 REFMESE SR O HEAT Il

2. DEXFHRICHETHIE

5.8 I RICEEET HEE

51 7L ~—HEREYE &L B SN BFICOREHT L Z L,

5.2 RHINT LY A <~ —REBHIEDIFEET D b D DT ZIHIT D & W ) BEEITE ST,

5.3 7L A~ —RIERHYE LS OFBIE MR FBIZ BV TARAIO G I MEITHER STV Ru,

5.4 fhOFBEEMERE L OERIZEICEET D Z L,

(fi#Esi)

5.1 AL, TN A ~—BIEERHE BE % 5 GUC BR B A FEhE S v, AMERRD bbb O
ThHTID, TAYNA ~—REHE & W SN BEICOMERT 5 Z &,

5.2 AFlIX NMDA Z&EEIEHERIC L D, 7y g ~—BIERHE ORER OHELT 2 I+ 2 2 &
ZHMELTEBY ., JHEZ DL OOHETT 2 IH] 4 2 ATl

5.3 AFNX, TV oA ~—RIEREE LIS O O FRAIEME IR B TOFIMEITHMR S TR,

5.4 AHFNE, T A <= —BIEREE LA O OFRINIE MR BT OH DM « ZRMEIFHER I LT
RNOT, ERIZENCHEE L, 7V A ~—RERAE & 2 SN BFICORBEHT L Z L,

3. AERUVAE

(1) BERUVHAERORER
WH. RANCIEA~ Y FUEREE LT1 H 1B 5mg 22O L, 1EBIC 5bmg 7> & L, HE
FFEL L T1H1E20mg 2R O#KET 5,

(2) RZERUVHABROREREE - 1B
AR L

4. AZERUAERICEET 5IE

7T.RZERVHEICEET 3EE
741 H 1[0 5mg 75 O 513, BEAORBZMZ DB TH DO T, MFFRECHET S
&
7.2 HEOEKRERESE (Z L7 F=07 077 Al : 30mL/min Kji;) D& 5 EEITIL, BEOIR
REZBE LN DEEICHRSG L, MERFEIX 1 H 1R 10mg 952 &, [9.2.1, 16.6.1 &[]
7.3 ERENEESE . FHEEOEOTTRETLZ L,
(fiFa5)
7.2 AFNTBHEMA OIEFITH 0 | BEEEEDME T DRSS U T AAID t1/2 OIER & AUC @
BRAEOD LN TND Y,
7.3 RANIHERE R OEET VY A ~—RERAEBE I SN DA DO T- 0, REEIL, EHFEHE
HE, FRSOEHTTITH 2 L,

5. ERERALHE

(1) BERT—2/1v 45—
MR L

(2) ERERFEEHER
B E R L
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(3) AEREGERRRAR
Y ERR L
(4) HRIEMIHER
1) BAERERAR

17.1.1 EIRE O 185 ER
HAERE NG LT LY A ~ —RIZRAE#RE (MMSE 227 1 5 5Ll E 14 fiLLF, FAST 25—
Y i6allETallT) 315 Bl ARG A~ T B 10mg (5mg/H % 1 #[H & 5%, 10mg/El
% 23 WM G- 5t 24 WEEE) XX 20mg (5mg/H. 10mg/H & 15mg/ H % Z L ZHUIAIC
M 5-%. 20mg/H % 21 WM& G« & 24 R S) . & LT 78R % 24 &G+ 25 ﬁa
Rtk (HEZE) e L= 7,
PO RE & B9~ 5 SIB-J (23T, F7- DT Tldde G 24 WHERAT O 2 = 7 2 k& TH &S
PERTRD B, Tz, BIKANCEN Lo OFER, 77 v Rt A~ T R 20mg/ B £
DORNCEBEZNRD bz (FEFT*t4: : 260 ], p=0.0029, Wilcoxon 7€), H %E(&?@JVE%J—%
3% ADCS ADL-J |23\ Tld, F72 2T Cldfk - 24 %I O A =2 7 28 b & CHEREPETRE
HHIT, Fio, BIRIICEN LIk OFER, 7T B AREEL A~ o F R 20mg/ A H@Féﬁ
ICHBEEITRO b otz (FENTXIE : 260 #l, p=0.8975, Wilcoxon f&7E) .
RIVEFSEBAEE 13 A ~ > F et 10mg/ HRET 29.9% (32/107 1)) . A~ > F L4t 20mg/ H
BT 31.0% (31/100 f5l) Tdh v FEREUWEHIE. A~ o F A 10me/ H BE CRERA 3.7% (4/107
B) . A~ F R 20mg/ B BECEERL, STRE. FEMEDOEWV, IRA 3.0% (3/100 #) T
ol

17.1.2 EREMERER
HEERE D D R EE T LY A ~ —RIERAEHRE (MMSE 227 @ 5 Ll k14 SLLF, FAST 25—
Y i6a bl bk TablF) 432 B34 A~ > F VR 20mg (5mg/H ., 10mg/H & Y 15mg/ H %
ZNEIIAIC 1 & 5%, 20mg/H % 21 HE& G« 5t 24 HE&E) b LET 78R % 24
e 545 —HE R E M L 72 2,
WERERE & ST % SIB-J D 2 a7 Bt & #ITRT, SIB-JICBWT, F- 2 Ch 55 24
uﬁaﬂaﬁ@i’?tﬁ%& A~ T R 20mg/ HEED 2 a7 BB OFEIT 453 S TH Y, iRk

WCHBEENRD bz (T4 : 368 5], p=0.0001, Wilcoxon #E), &R SIZHBWT

%ﬁﬁif‘ﬁ ICHEZENRD BT (T4« 424 6, p<0.0001, Wilcoxon #iE),
F£7-. SIB-d O a7 E{bBEOREFIHR T A~ o F L HEEE 20mg/ HBEIE 24 BICHZ->T

A Y £ gl 1 o
5 24 W% O SIBJ@X:WWEE
B n B DL EED AL EDFEED
A T U MREE 20mg/ B L 193 -0.65+9.74 4.53
7 v R 175 -5.18+11.66 —

H1) [24 BEZOME] - [0 BOfE] (mean*+SD)
1E2) [A~ U F UHEREE 20mg/ HRED 0 @06 DL EDEHE] - [T v REED 0 B S DA
L&D E]

ARG AR IEIR & 3% Modified CIBIC plus-d O 5 24 8% 5l O FIE 2 FIRT, A~
VT UMERRYE 20mg/ HREIE 7 T B AR EE R LEl o7y, WEERIOZEIT 0.11 TH Y, AEETRD L
niehoto (fprxtg : 367 f5l, p=0.3189, Mantel %7E).,

Fo. BREFTHIICBWTHOABEZEIIRO G-z (T4 : 425 f, p=0.1083, Mantel

'_‘_’)O

&
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5. 24 #81% ® Modified CIBIC plus-J

5.8 n 24 % (mean=*SD) SESE D FEED)
A~ o F WY 20mg/ B B 190 4.47+1.07 -0.11
7T R 177 4.58+1.01 —

i 3) [ A~y F UERRE 20mg/ HEE O 24 % ONYE] - [7°7 BARBED 24 1% OFE)E]

BIVER S BB 13 A ~ > F R RE C 28.5% (63/221 f5) ToH 0 | E/2RIVERIL, () 3.2% (7/221
), ME EF-2.83% (5/221 1)) . EIMLE 1.8% (4/221 f1) . M7 L7 F 2R AR FF—EH0,
T N = —BIERES 1.4% (3/221 f5l) ThH -7z,

17.1.3 B5 B MR ER
KENCHBWT, FRNUVERIEOEREZ 6 » HUL EZ T TS HREENDEET LY A ~—Hl
REERHE (MMSE 227 5 milh b 14 5LLT) 403 & XI5 A < o F VR 20mg  (5mg/
H. 10mg/H & O 15mg/ A % Z N ZAUIEIC 1 B 51, 20mg/ A % 21 WH# G 3 24 @ #5)
HLKIFT T RE 24 B EG+2 “EERLEGRBRE I/ L0 1,
REERE A A3 5 SIB O EMFHIIRE D R 2 7 Z{bEmD /N IR EE RIS, 7T EAREE
LA T IR 20mg/ HREDZE1X 3.4 A TH Y | WBERICH B ZDFRO bivie (FEHTxIS 394
#il, p<0.001, 2 Jofc{E I/ 8BIHT) .

BT 250> SIB D 2 =2 7 28 L &

B GRE n 0 S DL EEY B BEDFEED)
A T U MREE 20me/ B EE 198 0.97+0.67 3.4
7 v R 196 -2.5+0.69 —

H4) UkatmieofE] - [0EofE] (kb 3 VEE £ SE)
H5) [ A~ T U 20mg/ BREED 03875 DEALBEOR/N T FHMHE] - [T 2REED 0
2D DEACED fr/ s R ]

ARSI R 2 3% CIBIC-plus O Hf& i iR m P A RIS, 7T BRFEE A~
T HiERYE 20mg/ HRED 71T 0.25 TH U | MIRERH IS A BN b v (x5 394 i, p=0.03,
Cochran-Mantel Haenszel f#7E),

B A& RTINS > CIBIC-plus

. SIS F -
B 51 n (mean--SE) S D )
A~ o F WY 20mg/ B B 198 4.41+0.074 -0.25
7T R 196 4.66+0.075 —
1 6) (A~ T R 20mg/ B REO Fof&FHIRE O SEEME] - [7° T & ANEEO &Gl RE A7 D 3
]

H & ETREIEZ R ADCS-ADLis D RA&FHMIF LD 2 =2 7 2L O e/ " VPR 2 R IR

T, TTRRREE A~ T R 20mg/ HRED AT 1.4 S TH Y . WEEMICHEEZENRD bz
(fRHT %15 395 #, p=0.03, 2 JuhcE L HIHT) .
B #&ETA R 5.0 ADCS-ADLie D A =1 7 254k &
B 5Bt n 0 BB DAL ST AL B D TS
A~ T MR 20mg/ A B 198 -2.0%0.50 1.4
7T v 197 -3.4+0.51 —
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7 AR O] - [0 @] (/b R FH -+ SE)
11 8) [A~F WG 20mg/ HFED 0 W6 OZEALED N " FFEE] - [ B ARRED 0
B DI RO fe/ N S fiE]

BIVER RSB X A ~ > F R T 33.7% (68/202 %) TH V. TEABIERIL, FEIMED F
5.9% (12/202 ), 0 4.5% (9/202 ), Wk, $5ELA 4.0% (8/202 ). #E, T, IR,
JRREES 2.5% (5/202 B) . 57, MEJPE, MRS 2.0% (4/202 ), KAEPVEERZIE, @SifE, 217
S REBN, AERE, &M 1.5% (3/202 #) THoT,
2) ReMHER
BRI L
(5) BE - WEAHE
MR L
(6) ‘ammfEm
1) EAMERE (—REARERE. BEERARERE. EABRLRAR), RERTRT 4R
—RRE. WERTREBRAROAE
17.2.1 ERNENVERER
RARVIERRIE Z IR O EED D FET VY A ~ —RERHERE (MMSE 227 @ 1 siLL
k14 JHLLT) 546 Bl Z X5 A~ > F U 20mg (bmg/H ., 10mg/H &Y 15mg/H % £ %
FUIRLC 1 A& 5%, 20mg/ B % 21 R « 51 24 @& S) & LUET 78R % 24 BREEE
T EEVEAA L SR TRER iR A FE R L) 1Y,
RAERE A B35 SIB-J O R 2 7 E{LEOF R A RITRT, SIB-JIZHB T, ELHMTTH D
BAHGHMBES D A ~ v F R 20mg/ H OFFRED 2 a2 7 2 L BIX 7 7 B ROFAREE LBl 7228,
RERICA B EITRD b ho T (FFTRIS: : 527 i, p=0.2437, 0 #FFD SIB-J 227 KR
FAVNERRE D 1 B R AR L U5 o) .

IR 450> SIB-J D A =2 7 2k

087> b DA™ Rk oFES O
BeGRE n T/ R E Foh R E
[95% R HX ] [95% = H X[ ]
-1.34 0.81
A F UHEIRIE 20mg/ A OFEE | 261
[-2.33, -0.35] [-0.56, 2.19]
-2.15
7 7 Rk 266 -
[-3.13,-1.18]

£ 9) [HA&FHMR AL oOfE] - [0 B OfE]
E10) A~ F Rt 20mg/ H OFHIEED 0 387D OB & O /N ] - [ 7 RO
RED 0 5 DAL B D /N - fiE ]

X DMDFENT & L TIT - 72 Wilcoxon EMFIFREIZB W T H, MHEMICHEZEITR D N o
7 (p=0.0563).

2) REFHLELTEBFEORNBXIIRE L-RE - REBROBE
BAROAN

(7) £k
YLD
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VI. EHEEBICEYHEE

1. EEZFNICEEHSILEVRIILEME
NMDA S REFEH TV A ~ —THZ A Va5 A
HE  BEOH HLEMORNEE - RS IX, BHFITORMCELSRT L L,

2. EIEER

(1) YERERLL - 1R
T NA = —FERHE CIE 7 V2 I VB R OMRERFE NG L TRV, Z V¥ I VB AEED
BT B AT TihDH NMDA (N-AF)L-D-T7 AT X UWR) ZRET ¥ 3L Oi@F 72 5 AL AR IR 00—
DLEEZHLNTWD, Av 2T L NMDA ZBERT v R VBEMERIC LV | 2 OMRER A & Bl 5
514)0

(2) EpEEMITLHBRBE
18.2 NMDA Z2Z8&F ¥ RILICHT 2EEEARUEYE
18.2.1 7 v b KRB E AR 23 > NMDA 2 R TF v 1 /U x LT, @R CIEBIRIE RS &
ZRLT'YY (in vitro),
18.2.2 T v MIMUESEWERAFSIZICB VT, NMDA Z AT v 1L DOIEMAIC & » TE L 58
(2% U CHEBAAR P E O BEIEA 278 L, £ OEA ORHL N RIZHESL)HTH -7 ¢ (in vitro) .
18.2.3 7 v MEH AT A ZAD L F 7 ApEORHIR GUE - FEOEAET V) OIERITT L TR
FERAFR 72 M ER 2759753, NMDA ZH KT ¥ R FEER O ICso fEfHETIXIZE A LREL
o717 (in vitro) .
18.3 EEEHMHI/ER
18.3.1 T v MEBE~DT I 04 F B 140 LA AT i (NMDA SZBE(EEIER) OiEAIC L b Hf S
AT RS 2 e OVZE IR RERR B 2 Ml L 7=, — 77, 1IE% 7 v b OZERGRAEEE I E L
o8,
18.3.2 7 v MEFEN~D NMDA O 52 X 0 FE Sz, siHila G E I 5SS 7 W B[R]l
BpEE A L7,
18.3.3 EW 7 v MImHE (EHEAN 10mgke) Z#5 L7-%H6. SEINELRESE ZEE Lo L O
HERHBH20,

(3) YEFARTIESR - B
MR L
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VI. EHEBRICEYSEE

1. mMPREOHTRE

(1) BAERLEADGOLFARE
MR L

(2) BEKRSEBRTHESA-IHRE
16.1.1 BERKE
1) AR UFUIERIER
TERERR N BMEIC, A~ F U 5. 10 KT 20mg % ZEfERF B AR M35 L7 & & FmimiErh
M (Cmax) & IMAE TR -FEE # AR T A (AUC) 13 58T A LTI L7, 208
B (tz) 1£55.3~71L.3 R THY, FHEICLDE(ITA LN o722,

AT U HRRR O % G RO IR ENRE X T A —H

o Cmax Tmax AUC ti2
#5® | n
(ng/mL) (hr) (ng * hr/mL) (hr)
5mg 6 6.860.66 5.3£t2.1 489.4*51.0 55.3*+6.4
10mg 6 12.18%+1.68 5.3£1.6 1,091.7%x172.7 63.1+11.8
20mg 6 28.98+3.65 6.0£3.8 2,497.6£482.8 71.3+12.6

(mean+S.D.)
2) AT UFUiEEE OD &
fEFERR NI A~ > F MR OD 8E 20mg (K72 U CARM SUIKCTIRA) XA ~ v F Uil Se
20mg OKTHRM) %7 v AA—N"—IETEERREERAKREG LZE &, WThoga bl o
MR EEHERS K OSSR ENRE X T A — X SRk CThH o T2, A~ F i OD & 20mg 13/K7e L
TIRAXIIAKTIRHA LZEGAEOW TS, A~ F U EEESE 20mg OKTIRA) & AEWFEICIHE
HThDHI LRSI NZY
16.1.2 REHRE
TN oA = —BERE R (10mg/H : 11 #i, 20mg/H : 12 i) &, A~ FUHBE 1 B 1
[ (&%) 5mg O L, 1HEMZ L1 5bmg 3 2 L 10mg X% 20mg #HiFFHE S LT
24 EMBAER NG Uiz & & PR IS 4 g CIITIEEFREIZEL TBY . ZORO
1M AEFJEEE X 10mg/ B #E T 64.8~69.8ng/mL, 20mg/HAET 112.9~127.8ng/mL ThH-7=2%,
16.1.3 £EMEHNRFEHAR
<A FUEEEE OD §2 20mg THEI ] >
BIIEI S DA 2RI SRR T A BT A VDM IEIC ST CE% 2442 H 29 B KA
FAFE 0229 % 10 &)

X F UMY OD 4 20mg [HIET) & A~ U —O0D i 20mg %, 7 0 AF— _—JE2 LY =
neh 1 (A~ FUofiEe LT 20mg) BERATBIEICKS Y KOV LT T HERE D
BeHLTIIRT O A~ FUREZAE L, FON7EMTENRT X —2 (AUC, Cma) IZOWNT
90%({E HH DX A THEGHIBHT 21T > 72 /E R, log (0.80) ~log (1.25) DN TH Y, WHDAE
RS E S R S T
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YR T A =2 KHY)

FIENT A =X

AUCo_ 1680 Crax Trmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
A~ o F UHERE OD $E
1730234 27.3+3.6 5.7t2.0 57.3+10.9
20mg [HIET ]
A< 1 —0D &£ 20mg 1686269 26.3*£3.1 5.8£1.6 56.8+9.4

{ng/mL)
30 -

VB THEE

54_:-'.-'1

(1 2% 5. Mean*=S.D., n=24)

—I— AT F ARRODE20mg T HIE T,
w0 A —0D§E20mg
1§4% 5 Mean =S.D,, n=24

48 72 120
e T

15 IR EHER OkD V)

FyaEe N7 A =4 (OKiL)

HIENT A =X

AUCo_168nr Crax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
A~ F o HEEEE OD &
1583+201 25.2+4.2 5.9*+1.6 60.1+-10.2
20mg [ H[E T
A<V —0D # 20mg 1558189 24.9+3.5 6.2+1.2 56.91+-11.2

30

(1 2% 5. Mean*=S.D., n=24)




(ng/mL)
30 -

—I— A= F UHEERODE20mg THE T
wO AT —0DEE20mg
= 1§48 Y, Mean=S.D, n=24

BE

AN =

FEE

0 12 24 48 72 120 168
15| (hr)

i 5% A IR EEHER K72 L)

MR NS AUC, Cmax FD/NT A —H T, #BRE OFRN, (KRR ORI « W% O3B
FHIZ Lo TR D RN S 5,
16.8.1 A ¥ F iEEIE OD £ 5mg HETI]

[ B S B ye 2% 0 E T RH O AW R R SRR T A KT A 2 (FRk 24 45 2 A 29 HEERFAER
0229 % 10 %) |

A~ F MR OD 88 bmg [THE T 1%, A~ F e OD #2 20mg [HET. | ZHEuedis)
L&, IEHEBINFES SHE S, EWENICRS L RS,
16.8.2 ATV F iEFE OD £ 10mg IHET |

[ B S B e 2% 0 E T A O AW BRI SRR T A KT A 2 (CFRk 24 45 2 A 29 HEERFAER
0229 % 10 %) |

A~ T R OD $E 10mg THET) 1%, A~ > F U OD §& 20mg [HEET) % fEvEd
AL Uic b & WHZEAESE LHE Sh, AW PENIcRS L 2R Shic?,

(3) &\
U ERH R L

(4) BE - StRAXOEE
TR 20 Bl A ~ v F AR A Wi E (A~ o F U HEREE bme & 3 HIM. #3 T 10mg % 4
Hif#& 5%, 20mg 4 14 HfH) 2LV 1 B 1 ERAKRE LIk, A~ F R 20mg & & N e
sunuF 7Y R (25mg) « MU T AT Ly (50mg) EGHIZ 7T HEFALIEE S, B krsrrT
7 ¥ RO Cmax KO AUC IZHAE GREOH) 80%ITIK T L7122 GHEAT —4), [10.2 BH#]

2. EWEERN/NASA—4

(1) BinAE
MR L

(2) RIGEREER
MR L

(3) HEEEEH
LR L
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(4) DYFPS 2R
MR L

(5) HMBR
MR L

(6) Tt
LR L

3. 8%H (KEaL—>av) @&
(1) fRFHE

FEERR L
(2) RSA—SEHER

U ERR L

4. IR
BRI L

5. 9
(1) Ioi%-fxBeFE@tE
MR L
(2) mik-pIREIFIEEM
(TViIl. 6. (5) #Fhw) DIESH)
(3) it~
(Tvir. 6. (6) #=Fhwl DHEZH)
(4) HEE~DBITHE
16.3.1 NFHER~DBITIE
vaA4v—@ﬁﬁf$%’va%yﬁMﬁla1@(%ﬁ%)@g#%%%b 1@ &
Z 5mg T O L 10mg XIE 20mg ##ERF R & LT 24 BRIER DG Lz & x| IEHRT
EE®E§¢EELﬁ¢5%ingHHTQ%\%mgﬁﬁf&mf%ot“%
(5) ZntniB#E~DBITH
16.3.2 RE~DBITHE
TERERLN M A ~ o F a2 ZEE IR I B D i B L2356 IR ~OBAT RO b v
21)
16.3.3 5 v FRUDYFICEIT5BTHE
T v M UCHERMARZ B O L Lo & & EREIEE & U TEILENEY ., X, B, R,
P, A, B, RAR. ~— & — KR, MERR R K OB A LTz,
Ty MIAY U FUoBRBEZREREG L&, MAA~F o AUC [ ZlER A~ F oo
AUC ® 18 5Ll k-7,
Fio, HERT O U I UCHERRAR & HBIFRAIRN B G- L7z & & BRI RICRAT Lz, 3L
DT v M UCHE A 2 BRI O G Uiz & & g REIX gLt %ﬁbték[mig6§%]
(6) MFEEAKESE
MR L

6.

(1) REBBERCHHER
16.4.1 mlnBVEIC A~ o F VR 20mg & HEIRE Q&G Uiz & & 504 72 FERRILAPNICRZ IR
N 341% Y THDH T T ) AR TV v VERBRES LIRS R 2.2% R PIcHEE S =2,
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(2) REICEAET 5% (CYPH) OHFE. 5%

16.4.2 #~F UL, B hF b7 o —2A P450 (CYP) -l & 38 5L L 7= Ml &2 VW 7= Bt ¢
bt D P450 TREF S UK WZ EAVRENTZ, & MTFRIZIBSWT CYP1A2, 2C9, 2E1. 3A4
KON BAS BFE Uo7z, HKRHAEICKSTAMMEPREMT (Lyumol/L) T, & MFIZa Y
— AT 54 P450 IEME, —ARF T MUK R (EH) 1§, 77 8/E/ A% 7
—+t (FMO) &, 77 v @ik (UGT) 5t &k O RS (SULT) {54 R
L77yo722%) (in vitro),

(3) PELEERSHROEERUTDEE

BMEER L

(4) KEYOEHOEERVEEL., FELSE
MY EE e L

7. HEdt

RN B IEIC, A~ F UM 5mg 2 1 H 3 [EIRO#E L, EFIRIEICEE L 13 B B OW)E
P HGIREZ UCEERRAA bmg AR NG LT & 2 A MBURTED IR ~D SFEHEIERIT I 5 20 HiZ £ T
12 83.2+11.7% TH Y, FEF~ORFEPEMRIL 7 HLE TIZ 0.54£0.41% TH o722 GEANT—
),

£, REEBKZEFT NV LA L. RpH Z7 00 VRIREBICLIZEAICIE, A~vrTFroey s
U7 7 A (CL/F) XM R & R CRESIK T LI EOWERH DY GAEAT —#), [9.1.2,
10.2 ]

8. FIVARKR—E—IZEET B1EH
MR L

9. EHHI-kIREE
LR L

10. REDERZHIHEE
16.6.1 BHEEMEBETORRNEE
A~ U F RBBEIIE PR ORI TH Y | BERSME T T 2REIS LT, Ay FUEBED
te DIER & AUC OBERBZRD SN TND ), [7.2, 9.2 ]

A = o F R 10mg HiATRE 0452 51 O R RERR S A0 K OB REIE 7 8 CORRMBIRE ST A —4

. EHEE BERELRS | PEEEELRE | SEEERE
ZHkre (Cer)
(Cer>80) (50=Ccr=80) | (830=Ccr<50) | (5=Cecr<30)
n 6 6 6 7
15y Cer (#E7EME) (mL/min) 91.1 62.7 40.9 19.1
Cmax (ng/mL) 12.66+2.14 | 17.25+3.94 15.76+3.70 15.83+0.62
AUC (ng * hr/mL) 1,046+ 82 1,640+180 2,071+531 2,437+451
tuz (hr) 61.2+17.5 83.0+17.0 100.1+16.3 124.3+21.0
CL/F (mL/min) 133.0+9.6 85.3+8.8 70.4+17.0 58.6+11.3
CLr (mL/min) 82.2+19.8 62.1+10.9 42.1+9.0 28.5+12.2

(mean+S.D.)

11. Z0h
M ER e L
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W Ze4 ERLDEESE) ICBY5EE

ERARTEZTDER
PREZ LTV

2. BERABRLTDER
2.3

B (ROBEHEIZEFEBRELEBLI L)
AHFNO RSk LIRBUE OBEERED & 5 BFE
(fifa)

AAHNORSy RS AXEME) (Zx WIRBUEDBEED & 5 BE AR 2 &5 LG4, EE
BIERNBEHT2BEZNRH DD T, AFOEEEZEITHZ L,

3. MEEXETZRICEET HEEELETDER
(TV. 2. eI RICEET 21HE] 22752 L,)
4

. AZERUVARICEEY 5B L ETDER

(TV. 4. FEROHEICEETSER) 22552 L,)
5. EECEFNIER L EOER
SEELERMIRE

8.1 HHBAIHICENTOEN, HIRBBOONDL ZENH D, o, TNHOIEIRIZ &V EmE %
B ZEND DD, TIEET DS L,

8.2 WH ., PHEEKOEET VYA ~—HERHAE T, BB EOEREMEIRE 1 5 iR O #AFERE S
PMETT2ZE0HD, £, AANCED . DFEV, HIRERHODLNDLZLBHDHDT, KAl
G o BA T A B EOERSEGRE MO B OBIEICER S ERVWE S EET D 2 &,
8.3 AHIRGIZLVHRDBRBDO LN NEE, BREELG LRI L,
(fif)

8.1 HEWE, AANCE VTR BIEIRRLE S AR OB Z2EEHN TH 5,
AR OREBREMHNZD Evy (FRTFEIED E V), HIRPBDOONDZENRHLDT, BED

R EERCBIE L, REDPRBOONIZHEIE, 52T ILT 57 EWURAEEZ1T O Z &,
£z, TR OIEROFEHRE THE 2 - TEGI S Il Shizizd, THFE v BIRIC K 2 st )
DRIUTEET D &,

8.2 HENHOEIRF IR 2 1 O K O BEAEIZ OV T, Ty A <~ —BUEREE DR R B IR 2
ZRITT 2 &iTmA . AR ORWERICEIR, FEMED EOFEOMBRIEENRBOLNTERBY, 2

WO OBMEIZ B Z RIZTRIREMED B 5 O T, AFE G- o B8 1213 BB O EIREE AR 2 £ 5
B OBEICEF SRV 2252 L,

8.3 KEIDKIGIRBTH LT VYA v —
Fj=H

== ity

WERTH D, KRBT VYN, ~—
FEDIRIEE Db D DHEAT ZNHIT 2 &0 ) fFRITHE DAL TWRWZD, T A ~—Hl

FRAEVEDS . B B 2NIAKI ORI HFF TE RV RIE S TEL L2558 F I, BRE R G 2k L
Nk,

VL

TSR ENE 1 2T 0D
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6. HEDERERAYLBEICHEYTIIRE
(1) BHHE - BEEFOHLHBE

9.1 AfHE - IERFEDHLEH
9.1.1 TAMAXRIIEEOREDHSEBE

FAEE R X ITEE ST 2 D D,
912 RpH ZEREEIAF (REEKT P F—L R EEORBBRRXEF) 2HT 8%

ROT VT VACIZ L0 AKFNORBPPMRIMET L, AFOMPREN LR T 58210 H 5,

[10.2, 16.5 ZM#]

(fifin)
9.1.1 TANAXITEROBEDH HEE TIX, BIEELFEIE(L ST L EEREZLLND Z

EMBERE LT,
9.1.2 [REEKFET MV T LAOHFHIZEL VIR pH 27 V8 VPEIREIC L728568121E, A~ TFroe

VT T ATHMBEEROME L AR TREURT LY, REET v R—v 2, EED
JRIEEGIESE 2B T HBE T, RpH O EFICE Y | AFOMFEFRENRE L b Z2etkic
WETOARMENRBEALOND ZENBRE LT,

(2) BHEREESS

9.2 BipEESRE
AANTEHMAL OEKKTH Y . PHIINERIET S, [16.6.1 ]
921 BEENBHEEE (VLF7F=2I TS5 VRE :: 30mLimin Rif) OHHEE

[7.2 2]

(3) HHEEESRE

9.3 SRS
9.3.1 BEDIFHEEEE (Child-Pugh 2% C) OH3EHE

FRREER TR ST %,

(Figst)
AFNTEHMRL O TH Y | FHGHTZE A EZIT RN LD RO EITZITIZ W E
FBEALNDD, WEDOITERERE TOLZEMEIZET 2ERMFEOLN TV RN ENLRIE LT,

(4) MERExETHE
PREZ LTV
(5) WFiF
e
=

9.5 ITifR
AT SUTHEIR L T B ATREME D & 5 ethicid, 1R EOA RN ERIEZ Bl D LS bs
WCOBFEETL L, BMER (7YX THRE~OBITRRD LN TWD, /-, BIWER (

v b)) THREEOHAROKEEIMIMH AR 5T\ 5, [16.3.3 B

(6) RILE

9.6 RELIF
RIFE EOAWRMER O BAREOFEIEEEE L, Lok TP I 2 ard 5 2 &, #ER (7

AP ~OBITNRRD 5N TS, [16.3.3 ]

v b)) T,
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(7) MRF

9.7 NE%

NS ARG & U T BRIRRRER 13580 L T 7Ry,

(8) E#E
BE I TN

7. MEH%R
(1) BtREER L TDEH

PRE I LTV
(2) GtREE L EFDEA

10.2 BtRHIE (BtRICEET S &)

A

BEAER - FEE Tk

PR - fabRIN T

PRIV (E B S
LR KR

RS2 AEENE o 7 % H#E 50
SEHBENND D,

AHKlDO NMDA (N- A F/L-D-7 &3
T X)) ZTREEETUERD, R
S U EEE AR S D AT REME Y B
%Y

tkezonFro R
[16.7 ZH]

t ReszaoaF7y Roifd
BEZKTIES,

WFFIIRHATH %,

B RANAE W (B FF L inksR)
(2 &0 P & 5 $RHA
VRAF YL

T v H VA& 29552 )
TR T I N
[9.1.2. 16.5 ]

AR OMPREN LR TS5
TNRDH D,

AFNT—ERARANE W (0 F A
fnksR) ICE VPRt SN D7D, [
U RE T 2 A E AT DA
REMED D D,

IROT VT VAT XD . AFIDRF
PEERPME T 5 720,

NMDA =#HEEEHIER % H T
% FEH
TR RERE
Va2 = P G =¥ |
7K S M K Fiy 5

MAEICIENZERSE 58 %
R,

WEAN & b NMDA & &5 H0E M
EHETHI0,

(fifesit)
<erpsoOFF7IF>

BFIIARETH LR, AFIEOIHICEY ., E FaZzoaF 7Y RO RICHES 5 Al fEMEN H
HDOT, AFEOFRICITEENLETH D,

<BRMES® (AFF2@MER) (CKYBHIHIERD>

ARFNT—FBAIRANE 3 W (R T A kR OCT2) IZ X VRt S D720 Y| [\ Uik k&
NTDIAF VU EORANLFET DARMER DD, £DH, YAFTVELOHFMICLY @
P A~ o FURENES 2D | REMICEET L EENH 20T, FHICITEERLETH

2o
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<RFILVAh)EERITER>

REEAKFET RV T AOPIC L VIR pH 27 A0 VIEREEBIZ L= BEI2iE, A~ Froly s
U7 T A TEMBE SR OME LN TRE KT LY, BT s VAER 244 2 34 (il x
X, T YT I RE) ORENS, MERATFUORENELSRY . BeMITRET S AEE
WndH 50T, FRHICITEESLETH D,

8. ElEA

11.814EF
WORWERANH b Z L3 BDT, BIEE 52TV, BENEO LNEZHEICITRE % F
1357 CHbIREEITH Z &,

(1) BXLEIER & HER

1.1 EXGEIERA

11.1.1 &8 (0.3%)

11.1.2 K BEA) . BHRHEK BEAH)

11.1.3 $EFGER

WL (0.2%), BORME (0.1%). FAR (0.1%). LI (EEEARM), $5EL GREEAWD) . wAE (HEE
RH)) ERboLbOND I ENbD,

11.1.4 FAREREE (HEADD) . BE (BERY)

AST, ALT, ALP, B U/VE 5D ERZMND FHEREN S HOND 2 E0H 5,

11.1.5 HEMGREE (B

Wi, B, CK ER., MR ORI A7 ney ERSRGLDE - Enbb, £,
SRR I X 5 AR OFE BT 5 2 L.

11.1.6 TEFET A v Y., BEGRRIRFORIRIEFEIR (5L 1)

(2) XnthnEI{ER
11.2 EDHOEMER

1~5% AT 1% A i AR
I HUE 152 PHIEVIE, IR E
FErhRE R HEV, FHE R, AR, PEE, AR SR, BTIEE . AEEES) (R
NS B, Fvr VAFRU—
%) IREMER T, PAEE
R Mk BEIR. PRIREE, IR, BUN L
=
JH ik R RE HL
MEEetr fSERL, RACRIR  TE(REES. Bl mErk, A
iR AL
Tl B A I E 5 MR T, RS
Z DAt MR 5. 560, | B, BRk, BE, a2 L 27 a5k
. KEBAD . | ERD N2 RY RES
CK L5
. BEREREHERICRIZTER
BXE SAUTULVR W
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10.

1.

12

BERS

13.BAEHRE

13.1 fER

A~ T R 400mg RITBEIZRW T, AR, LI, &8, BIR, Sk, BRSNS L
DL, £z, A~ FUEBE 2,000mg IRABFICEWT, Sk, SHELOMBERS bbb, £
NENEE LT EOHRENRSH D GMNEANZBIT HHE),

13.2 WE

PROBEMEACIC LD | AEDCHEMAMERE LTz & DR & D,

()

13.2 ALEIZHSWT
AR50 B 51255 2 D FRIAI 7 < | BRHER R AL 2 91 AT 5 = & R
LEZOND, AR ORSGBRORER DS H DAL, TORRICRE L CHEICHER 2
BT 52 L,

BRALDEE

14 B8R LOEE

14.1 EXIFRFIBFOITE

14.1.1 ARFNIK TIRAT 2RO fAEM: 2 B Latit S8kl (Rilss) oo, fHoRE E b
Koz PROMEDE BTN ERdD D,

14.1.2 HEYOE T 258 EBRTD LB H D720, It v b OMEROEEAIBR A& LI
B3sZ L,

14.2 ERIZHBFOEE

14.2.1 PTP B0 #HAFT PTP > — F b0 H L CTIRAT 2 X 5 ET 52 &, PTP > — h AR
X0, ST RIERBEARIA L, B2 2 U CHERRR % o mEE 72 A 0HE 2 0F %
THZENDD,

14.2.2 AANIHEO FICOW THERZZFHESE 2 L ET 5720, KR LCRAMETHD, 2. K
TIRHTZEHTES,

14.2.3 AANTETZEEORETIE, KR LTIRHALRNZ &,

ETDfDIE

(1) BRERBEAIZE D 1R

BEINTHZRWN

(2) JEERPREAERICE S 15H

15.2 JEERERAABRICE D Bk

F v bOEHER G IR (A~ F U HEEN 100me/kg HEFE 05, 25mg/kg/H P E 14 BRI
wERR NG X% 100mg/kg/H 14 HRENREEEG) 128\ C, BEIRRE K B B OVHEIR B R B L pe
Fia O ZE fa b X ATIEIE N RO BT,
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X. JEERERSARRICEEY HIHE

1. EEEE
(1) EHFRERBR
(VI ST B H | OHBH)
(2) REMRBRE
DR L
(3) ZDMORERE
MR L

2. SHHER

(1) HEHRSSEHEHER
RCNEE R L

(2) RE#SSHEHER
L E R L

(3) BEEMHHRER
AN E R L

(4) RARMRER
RCNER R L

(5) ERERESHEHER
L E R L

(6) RFTRIEMERER
B R L

(7) 20O HEHKREN
RCNER R L

39



X. EEMNEIEICEYT 51EE

1. HHX9
A~ F W OD 88 bmg [HET ] | B, 7SR T
DO A~ F YEHEH OD #E 10mg [HET ) EE - ER S OMITEIC X 0 T
A~ F YR OD 88 20mg [HET ) 5Tk
ARGy | A~ T IR LB
2. B3R

AN - 3 4

3. aERETolrE
IR RAF

4. W EDEER

20V LDEE

201 T u—X IS T AF v 7R MVEERITER BT TRET D 2 &,

20.2 5mg §iE, 10mg $EIL, ZNENEERIRE I HARIC K2 REOBEA, HEADHRLA RS
N6 ERH D,

20.3 5mg £, 10mg HEX, BAIORHE B, B EIC LV EHERrS —HHE R Z L83 5,

5. BEMITEM
BEMERLTA R F
<TFvoLYy : fF
ZFOMOBEETEM - A (X, 2. ZOMOBEEEE] DOEEMR)

6. E—HmS - AR
[F—p%sy : A~ VY —0D & 5mg. A~ U —O0D #& 10mg. A~ U —O0D # 20mg

7. ERELEEAR
R

8. WERFARFABARUVRERS. EMEXNBFAR. RFEMABFEAR

TS IR T AR 3 SEAMG I A fR 5 BRtA
R4 e R e
£HH HF£HH £ HH
A o F o YEEEN OD 2020 4 2020 4 2020 4
30200AMX00291000
5bmg [HET] 2H17H 6 H19H 6 H19H
A T RS OD B
I 30200AMX00289000 I I
10mg HET ]
AT RN OD 88
I 30200AMX00290000 I I
20mg [HIET |

9. MEEXIFEN, RERVAREFENFOEABRUEZOAR

L

10. BEERE. BIEHRAREAARVEONE

ZY LR
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1. HFEEHM
%Y LR
12. BERMHRICEY 5%
AN, FEHMIZBET D HIRITED B0 TR,
13. £EI—F
JEAR 57 A SEAMG | (B R 3 = — N . L7 NEERALEE
W74 T T |HOT (9 mE| O
IR IR AL 2 — R (YJ =—F) VAT ALAHa—R
A= T R OD &
1190018F4014 | 1190018F4200 127911501 622791101
5mg [H[ET |
A~ F B OD §E
1190018F5010 | 1190018F5207 127912201 622791201
10mg [HET
A= T R OD &
1190018F6017 | 1190018F6203 127913901 622791301
20mg [HIET |
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1. FESNETORTERR
AHICB T DRREXITNR, HELCHEIUTOLEY THY | HETORGIRDL L IFTER D,

BhRE X3 sh R FER O &
HEEROEET VY NA ~—REHIEICBIT D | BHE, RAZIZA o FUoEBE S LT1A 1
FRFNAESRESR D HEAT HN 5mg/ LA L, LEMICSmg T & L, #ffa

& LCLIH1FEI20mgE #0545,

<DailyMed (USA), 2023 4F 12 H % >

% KIEH

YA Allergan, Inc.

74 NAMENDA (memantine hydrochloride) tablet
I « Hiks | Tablets: 5 mg and 10 mg

INDICATIONS AND USAGE

NAMENDA (memantine hydrochloride) is indicated for the treatment of moderate to severe
dementia of the Alzheimer’s type.

DOSAGE AND ADMINISTRATION

The recommended starting dose of NAMENDA is 5 mg once daily. The dose should be increased in 5
mg increments to 10 mg/day (5 mg twice daily), 15 mg/day (5 mg and 10 mg as separate doses), and
20 mg/day (10 mg twice daily). The minimum recommended interval between dose increases is one
week. The dosage shown to be effective in controlled clinical trials is 20 mg/day.

NAMENDA can be taken with or without food. If a patient misses a single dose of NAMENDA, that
patient should not double up on the next dose. The next dose should be taken as scheduled.

If a patient fails to take NAMENDA for several days, dosing may need to be resumed at lower doses
and retitrated as described above.

Specific Populations
Renal Impairment

A target dose of 5 mg twice daily is recommended in patients with severe renal impairment
(creatinine clearance of 5 — 29 mL/min based on the Cockcroft-Gault equation).

Hepatic Impairment

NAMENDA should be administered with caution to patients with severe hepatic impairment.
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2. BB SERZEER
YEURICBE T HBIMER (AF—RX S UT7HE)

AKHNZBITHHEH EOFEEOHEOFHEH EA—A NT VT HEEITR22 D,
(VII. 6. FEDERAZBFTHREICETHEE) OEEMR)

Drug Name

Category

F—A N7 U T D5BHA memantine

B2

L% 1 SO

(2021 4F 4 AfER)

F—A FZ U7 D454 (An Australian categorization of risk of drug use in pregnancy)

Category B2 :

Drugs which have been taken by only a limited number of pregnant women and women of

childbearing age, without an increase in the frequency of malformation or other direct or

indirect harmful effects on the human fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of

an increased occurrence of fetal damage.
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1. RH - REIIBICERLTERHEKZTSI1CH->TOSEHERE

AEOERICEET SEE

ARIE AR EZ T TORWSEICET S EENEEN 5,

RBRGIESDHELL TORVHNELEENTEY, HL T THRBMSN TV DR IETHE Ok R
BEELLTHRLTNS,

ERAEFE VRS AR 2 ETOBBFRTHY . MIFEOAEZRT HOTIER,

(1) 1@

BEMOREYE

ARUFUERIE OD € 5mg THET )

W DL EMZ 25°C « T5%RH ORMFEM TR L7/ R, ERITRRAEOBmRTHY . FEIT
HEHNTH o1,

FRRVERK 715 - BRBRELH 2 FLek T L 7=,
SR FEHEWIR : 2020/3/17~2020/6/30

@ iy 25°C - T5%RH G, BRI (B /M~ KAED
BRIE H 7 bk PRAFHIR
< HIKE > T BHAGEE 1% H 31 H
Pk n=3 S9X08032 WIRERDKRR BAREBDOE R WREARDOKRR
i (%) ¥ n=3
S9X08032 98.58~99.29 99.78~100.86 101.74~102.04
<95.0~105.0% >

% FRRICHT B ERE (%)

A UF UIEMIE OD § 10mg THETI )

W DL EMZ 25°C « T5%RH ORGSR TR L7/, HRITEEREOBmRTHY . FEIT
HENTH -7,

FRIRVERR 15« SRBRELA 2 FLek T L 7=,
SR FEREIWI/ - 2020/3/17~2020/6/30

@ ity 25°C - T5%RH (G, BHA] (B /M~ F5 R AiE)
A ERIE B =N PRAFHAR
< Hikk > & B A 1%H 3% H
Pk n=3 S9X09036 0.3 A=READY s P N BHEAODOBRR 0.3 A=READY s P N

& (%) ¥ n=3
<95.0~105.0% >
¥ RERICHTDEHE (%)

S9X09036 98.77~100.55 100.17~101.50 100.92~102.51
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AR UF USRI OD §£ 20mg THET )
W DL EMEE 25°C « T5%RH OLRIFSMCTRET L7/ R, HRITAE~EERaomRTH Y |
EEITHBENTH -7,

TRIRVERCTIE « AU 2 FLok TR L 72,
B E R : 2020/3/17~2020/6/30

® i 25°C - 75%RH [, BRJL (e /IME~ e K iE)
SLERTH [ oy k PRAFHIE
< B> H5 BH AR IRF 1% A 34 H
A HE~MEAAO | Aa~EBAO | Bfa~MEE a0

“ (%) * n=3

<95.0~105.0%> S9X10046 100.50~101.34 99.96~101.12 99.95~101.06

X FRRICHTOEAR (%)

(2) B - BAMRUBREREF 1 —THEBMERER
ARUFUERE OD fE 5mg THET )
1) HBAE
[ S S e B
TAARYP—DEA N ERERY , R 1LEET 4 AR —HNIZANRTER P EZRL, £
55°CDIRY; 20mL W\ o7z, 7 4 AR —ICE A LT b miE%R., 74 AU —%2FT
15 THAE AR L, AR ORI A BIEE LT, TN RD BV R WAL, B 5 /R E %,
[FERDBEAEAATV, FAERB ORI A B LTz,
FELOBE TR 2 AERE RO L WIGEIL, BB 1% 50 L, B2 &I TEEE < iy
THIRZE L, FEOBREZITO., HERBORN 2L LT,
(e e P R
BN DN T2T f AR —2RETF 22— 7128 L, K 2~3mL/OEETHEALZ, Fa—7
IXARNIEASGD HHI 8 3D 2 KT L, HEANEZ DK 30ecm EO & SIZEE Lz, HEAKICHEE
DEKEFEALTT 2a—TNEES EEOTF 2 —TNOERFYOF I CHRBMEEZBIE LT,

AERFER A 2020/4/22
oy FEE : S9X08032

2) SRR
FALE SRR R TP
A= F U OD $E .
I * 5 7 LANIZ FREE - B L 7=, 8Fr.F = —7 Z#im L7,
5mg [HEET ]

ARABRIL, TR BEERG AN RFT 7 ((BR) CiEo) ) ICH¥U THEM LT,

46




AR UFUIEEE OD 8 10mg THET )

1) HBAE

[ S S B )

TAARYP—DEA N EERERY , RIE 1LEET 4 AR —HNIZANRTER P EZRL, £
55°CDOIRY; 20mL W\ o7z, 7 4 AU —ICE A LT 5 mfiE%R., 74 AV —%2FT
15 TEAR AR L, AR ORI A BIE2 LT, TN RO BV WAL, B 5 S RE %,
[FERDBEAEAATV, BB ORI A B LTz,

FELOBE TR 72 AERE RO LA WIGEIL, BB 1 %250 L, B2 S I TEEE < iy
THIRZME L, FEOBREEZITO., RHERBORN 2L LT,

(e e P iR

BN DN T2T f AR Y —2RETF 22— 7128 L. K 2~3mL/BOEETHEALZ, Fa—7
IXARNIREASGD HHI 8 73D 2 KT L, HEANEZ DK 30ecm EO & SIZEE Lz, HEAKICHEE
DEKEFEALTT 2a—TNEES EEOTF 2 —TNOERFYOF B CHRBMEEZBIE LT,

AERFER A 2020/4/22
oy FEE : S9X09036

2) HAEBRFER
B B SRR
A T MR OD 88 .
T s LR - LT SFr.F = —7 % @i L=,
10mg THEETL]

ARABRIL, TR BEERG AN RFT 7 ((BR) CiEo) ) ICH¥U THEM LT,

AT UFUIERRIE OD § 20mg TEHETI ]

1) HBAE

[ S S e B

T A AR —DER N BERERY , K 1 EET 4 AR —RNICANRTERXA R ZREL, K
55°CDOIRY; 20mL W\ o7z, 7 4 AU —ICE A LT 5 miE%R., 74 AV —%2FT
15 TEAE AR L, AR ORI A BIEE LT, TN RO BV WAL, B 5 /R E %
[FERDBEAEZATV, BB ORI A B2 LTz,

FELOBE TR 72 AERE RO LA WIGEIL, BB 1 %250 L, B2 S I TEEE < iy
THIRZE L, FEOBREEZITO., RHERBORN 2L LT,

(e e P iR

B D AN TeT 4 AR —2RE T 2 — 718 L, 9 2~3mU/POHE THEA LT, Ta—7
IXARNIREASGD HHI 8 73D 2 KT L, HEANEZ DK 30ecm EO & SIZEE Lz, HEAKICHEE
DEKEFEALTT 2a—TNERES EEDTF 2 —TNOBRFYOF I CEEEEBLE L,

HRERFER A 2020/4/22
oy hEE : S9X10046

2) BREREER
Fi RV e R I PR R
A~ T YRR OD .
5 LANIC R - Rl L 7=, 8Fr.F = —7 @i L7,
20mg [HET)

ARABRIL, TR BERG AN RFT 7 ((BR) CiEo) ) ICH¥U THE LT,
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2. FOtOBEERH
BEMT RS A

AETOA~ o F oW OD SEx iRl s & &

HEI®D

AN IFIERIEODEE
=RAChShECKE-TEEDAN

COHEF.
FIYNT—EBNEDERDETEESESSETT,

»ERHFIICDUNT

CCNHEERHEDDET . FEHRBICESTRHIC, TR
DESICLEHNSEREERBEL BRRICEPLTVEET,.
BEOBEERCLTORX, ERIBELEDNSTIEEYFE e

| | 20ng

| g L
18 | 5% i i

L ! ! !

THE  8HE 1588 22RE
i LEE | 288 | 388 4E8uE

SFERICERIEVEIICRATE. AT TREZRH:E
YEEOBEEIGRLEY LW T, EBREXRIZRHFOETR
BYICGRHSNEEBOBRERITTIIEE W,

SLMBEIAEORYICMMDETRATCEEY. Bl%E
RHT.FH1ERAELBRALTIEE L,

CRFENICRINTE AL T2ESE—EICRRALRWVWT
<EEW.

e NBEFKLELTERAETICENTEET. FEOLT
ERESEHEOILTMS, FiRE—#ICRAHAATL
EEWV L. KRELOBSICREBAZETRALEVWT
<EEW,
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