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s H=(%) 96.0~100.6 95.1~102.2
& (%) 98.4~100.3 99.3~100.9
PUEERE « R Y =T L RIS AL B (R A D)
ARERSME 0 40°C, 7T5%RH, 3 1 v h(n=3)
RBREHE BH ARG 6 & H
W ElH
TleRR AR STiey [l 22
B —PE ey [l 22
HA IR [ (RD) 10~15 13~18
Vs (%) 96.0~100.6 95.1~100.6
& (%) 98.4~100.3 97.8~100.5
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ARUFIEREIE ODSE20mg [ k— ] ©

AL RE - PTP W3E LAEY S8 7L JEEAE L2

AERSAE - 40°C. TB%RH, 3 2 v F(n=3)

ABRIE H BH AR IRE 6 & H
|| %

w | T |
file kiR A Gk
BRI —ME A [l /e
RAEIRER (FD) 12~17 13~16

B (%) 97.8~103.1 97.0~101.9
& (%) 101.4~102.7 100.2~101.1
HERRE - RN =F LRI AN - B GEEEAI D)
gib%ﬁ*ﬁc : 40°C, T5%RH. 3 = v (n=3)
R ERIE B BB 6 145 A
DEIH) )
PER E%a@ﬁﬁ%ﬁ% Rz
TR Bk A EES
HRIKI ) —E A Il 72
RAERER (RD) 12~17 13~17
(%) 97.8~103.1 96.7~103.1
& (%) 101.4~102.7 100.7~102.2

AR AL A 72 s R (40°C . FESHEEE 75%.

6 EH)DRER, A~ F R
5mg/10mg/20mg [ b —U | KA~ F R OD £ 5mg/10mg/20mg [ h—7 | [3i#

FE
W
DOHEGHE FIZBWTENEN SERLZETH D Z & NHERI ST,

12



(2) BAEKEIZBETHREN

AR UF UIERIREE Mg T b—T 1 D

sgame | w0 s, rsvRe 3 ) | (120 Ak - be)
s 1) R L R L R L Mgz L™
o MR L i L iz L iz L
T 7z L 7 L 7 L @7 L
W e Mz L R L R L MR L

¥ AR PNTIEAG0 7 1x - hr, 120 )7 1x + hr)

) TG B AR B A i< -

U TRl & 550t L7,

AR UF URERIERE 1I0mg [ h—"1 ®

S ezl (40°c¥%g§*@*ﬂ) (25°C. 753?5& 3 A) | (120 ﬁﬁlfx - hr)
s il R L M7 L S P MR L
I=p s R L R L MR L Mgz L
st i R L gz L gz L M L
B 7 L gz L g L M L

) T BAYRBESEAI A2 « 824 -« U 72 LA O BEOIERFE T OLEMRRBIEIC W TOEEH), ER 1148 1 20 A |

U & Fh L7,

AR UFIEREIESRE 20mg T k—2 1 9

g Rt (40"011?125%)%) (25°C, 75555& 3% H) | (120 ;?x - hr)
S8 iz L R L iz L 7z L
G 7 L 7 L 7 L @7 L
s 2 7 L 7 L 7 L @7 L
s 7 L e L e L Mgz L

) TG B AR BEReAI M2

U CRkBR & =0 L7z,

FEH « 7R AHIOBERERIE TOREMERBRIEICOWTUEEH), Fhk 114 8 A 20 H (o4t

cife

BEH - 0 7/ VA O BEESERAE T OREMERBRIEICOWTEER), TRk 11458 H 20 A ([Z#

13



AIUFAEFEIE OD SE Smg [ b—" ] 10

LA Rkl (m%@?ﬁm QHL%E§L3%R)um£i-m)
S8 7 L 7 L e L e L
o MR L Rz L iz L iz L
T 7z L 7 L 7 L @7z L
AAgEME 7z L 7 L 7 L @7 L
Vs HAPE W7 L 7 L 7 L 7 L

) TGE) A A B SEAIRI 2 « $25) - 7 72 AHI O BEEREE T O R EMERBIEICOWTEE W), TR 1145 8 A 20 A (2

U TRl & 50t L7,

AIUFIEREIE ODSE 10mg [ k—" ) 1D

oS ezl (40°c¥%g§*@*ﬂ) (25°C. 753?5& 3 @A) | (120 ﬁﬁlfx - hr)
s il R L M7 L M7 L MR L
I=p s R L R L MR L MR L
st 5 R L R L MR L MR L
AR 7 L Mz L gz L M L
B 7 L Mz L M L Mgz L

1) TG A AR BRI 2 « 2/ - U 7B A H O BELHREE T DR EMERBIEICOWTEEH), R 11458 H 20 A ([ZH#
U TRkl 2 92ht L7z,

AT FIBRRIE 0D £ 20mg [ F—"7 ] 12

BC e Rt (40"011?125%)51) (25°C, 75{?;%; 3% ) | (120 ﬁiﬁfx - hr)
S8 iz L R L iz L 7z L
= iR L R L iz L 7z L
s 2 7 L 7 L 7 L @7 L
3B 7 L 7 L 7 L @7 L
B 7 L e L e L M7z L

* ¢ $EE 4.9mm—5. 1mm(1 S H . 315 H)

1) TGE) A A BEREAIAI 2 © $E/1 - U 7B A0 BEEREE T 02 EMERBRIEICOWCEEH), Rk 1145 8 H 20 A (21

U CRlBh & i L7z,




Q) FEROREM

AT UF IEREIESE 10mg T h—"7 ] 19

AEEEE vy — L
AR - 25°C, 60%RH., 3 =2 F(n=3%)

I ANT=H D

BRI H B4R 90 H[#
PEIR A A=
s (%) 88.0~97.8 87.6~101.6
(%) 100.1~101.5 100.2~101.7

* IO B 0= TR LT — 4

BIEEERE Uy — LI AL, Ty TEELEELD
HERSAE - |IRAA(E. 40001k LT, 3 = F(n=3%)

R E F B AR 120 /7 Ix * hr
PEIR SRE) [ 22
Vs H=(%) 88.0~97.8 88.6~98.8
& (%) 100.1~101.5 99.3~101.2
¥ IWHEROA n=2 TEE LT —X
AR UFUBRRIESE 20mg T —" 1 19
IR . vy —LIC AN DO
AR - 25°C, 60%RH, 3 1> h(n=3%)
RERE H BH ARG 90 H
PR SRE) [ 22
Vs (%) 87.0~96.7 87.8~98.9
& &(%) 100.3~101.9 97.5~100.9

AEEIERE : vy — LA, Ty 7 TEEZLEHD
%ﬁ]ﬁﬁ%f’—‘{i . %(ﬂaﬂ‘{%ﬁ\ 40001x %{%T\ 3z D }\(n:3x)

AERIE H EepEling 120 /7 Ix - hr
PEIR SR [l /2
Vs H=E(%) 87.0~96.7 87.3~99.0
& 5 (%) 100.3~101.9 99.5~100.9

* RO =2 TEM LT —X

Oy B DR EMERER(25°C, FHXHEE 60%(90 H )& OV=IRMAIFA20 7 1x - hr) OFER, A~
VT UHEEEHEIEE 10mg [ =T RO A~ T UEREESE 20mg [ h—T | XN 0Bk
HAT, 3EAEBMERBDRNoT,
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. REERVRRROREL

B4R

- fEl E DEESEIE(MEILFHIEIL)

mEM
A= F MR SE 20mg [ F—T | RONA ~ o F UHERE OD 8 20mg [ F—U ) & ARSEAHE)
U —OEARECIT D REE MR T 5720, BA A bikiRge e L7z,

| Wabss

(1) R

A= T UEREESE 20mg [ R —T | R ONA~ o F RN OD §E 20mg [ h—"7 | L IREEAHE)
YU —%ALE LToRIRZEE L2 LA FOLME T CRIE L2 th, SFRBRIEHICOW T, BlAER%
26 DOEALDH B A RS LTz,

2) REEEH
TRAFSRAE « R VAT SRR, ENHOLT
RAFR SR « T A% LICBEEN T 7 2

(3) FERIE B
SBL IRV R OE R

(4) B AE

1) ML BERIC TR (B, TRIR, B8, LR oA D)
2) BV BV AR

3) & : LC/MS/MS

(5) AIFEHF =
PlEER, 3 R

(6) AI7E [[1%%
£ 1 Eln=1) & L7z (EEDOH 1 [E(1n=3)) .

(MBS
A= F UHERESE 20mg [ F—"7) 188
REMEHE Y — : KEU 1 (BX*% 15mL)

16



A= F U OD §E 20mg [ h—7 ) @ 188
AREEMHBI P U — . K& L1 (BX%Z 15mL)
WiER
e s TR 72 B A
S Y1 —
sonn | MOV e
[T} [RENIER 3 W%
FRER AL .
e P —I
g | BEoHEEoNEA | feneovy s | ORI
PRy 5 < B < RS WOT 4 —F 4 | FIBEEATOE %W;ji;ﬁ(ﬂ“f’ -
R SE 20mg LU — Lk = -
e BES B0 B LEUEEDIZEB W Al /e
i (%) AEREUK - 97.7 96.1 97.0
AR (%) 100.0 100.9
RERRUA - ) MEAEOY Y —ITh
wEAADOY ) —IC8E
0)% /Iy () ? b :.f" 3/7
Y- S18 AEOHRAY ORI | 0 e i L7 BEAIAV L E T
Py PN A B Ay
N 2B LEVEEDIZE N EES
(70 i (%) AERAUFI - 100.2 99.7 99.7
AR (%) 100.0 100.0
BRI L ORMEREONY | ELORAEH Y
BT Sh 8l HEOERRAY OOPE | V=R B ENT | U —IZBE LR
A2 TF v b= PN A B BE (A AENLTWE
HEERHE OD $E W I lzHBun A FAEDITIE N [Fl A2
20mg [ F—1 ] (FEAH) i (%) PERIUA © 100.2 100.3 100.9
i (%) 100.0 100.6
REREUA -
P4 HEOERRAY OOEE | BEtot ) — Bk
<4 Bl u\]mgﬁﬁ It T8 [A]
gvia Faal— MEDICE
F g3 L— bk (TSI N - A
(70 i (%) R AL : 100.2 98.3 97.8
EirE (%) 100.0 99.5

17




7.

e ancd

(1) REERUHBRA X

AR U F UIEERIE §E bmg/10mg/20mg [ k—"7 ] 1517
A< o F RS 5mg/10mg/20mg [ b — U | 13, BRESNIEHBKICZENEES LT
WA ZEDERIILTWA,

¥ AREHEEBRIECS RLE)

ABRIE : /K 900mL

A% : 50rpm

REWE: R a~< N5 74—

B 15 O 80% LU Lo & X Tl A L+ 5 (E 5me).
Sy DVEHRN T5% L LD & & 1T &1 5%E 10mg),
SR DVEHERD T0% L LD & &1 T#EA & 15 GE 20mg),

A U F UIEERLE OD &8 5mg/10mg/20mg T k—"7 ] 1820
A~ o F VR OD §E 5mg/10mg/20mg [ h— U | 1%, BE SN EHHKICENEES
LTWDZENMERINLTND

¥ BREHERBRIECS K LE)

ABRIE : /K 900mL

[Fl#544 : 50rpm

wﬁ%:ﬁximkaﬁ74~

HOK 15 RO RN 80% L Lo & X 13#E A &35 (0D #£ 5mg),
5 MO RN 85%LL Lo & X 13 A &4 %(0D #& 10mg),
S OVEH RN 85% LA Lo & & 134 &2 (0D 8 20mg),

18



(2) EHZHIRIFMHER
AR UF UIEEEIRRE Smg [ h—" ) 2V
A F UWEEBEEE bmg [ h—U | [ZOWT,  [F &N R 580 FEERAI O LY 7 iR %
PERBR AT A K742 CERR 24 2 A 29 H 3ERFATR 0229 4 10 =) (LN, A K7
A V) PV, B R TOEMTFRIRIFEEDPHER SN A~ o F UERBESE 20mg [ M—Y ] %
PEVERLA) & U CIs B ATV AR RO IR S ek & L7z, 7pds, AR o0 AL 28 WK e
X, WA R4 02k CAREIZEY L,

<BEFEH>

= OBR & : pHI1.2, pH4.0, pH6.8. 7K Bk nm12
B 8 # : 50rpm 2B x o RFLE
HEBEH . ATUFUEEIERSmel b —T BEME . ATUFUEBIERF20me b7
120 SKILS 120 KL
pH1.2, 50rpm, /SFJLE pH4.0, 50rpm, /{K)Li%
100 100 |
~ 8 80
= £
# 60 # 60
ool —o— BB B ool —o— BB
—e— jmsE —e— IRENH
20 | RAERH| 20 |
0 - g 0 - - )
0 5 10 15 0 5 10 15
FRENEERA (53) FEREXEERE (53)
B f(53) 0 5 10 15 BRA(5) 0 5 10 15
ERMA 0 |956 [100.7 | 99.7 HERMWA 0 |888 [976 | 994
RERE 0 44 |26 | 08 BERE 0 64 | 23 [ 15
0o |889 [977 |1004 R 0 |[81.2 |928 [965
0 41 |26 | 29 BERE 0 42 | 24 |17
120 120 ops
pH6.8, 50rpm, /<K L% K. 50rpm, /3K )Lk
100 100 f
~ 80 | ~ 80
ot =
# 60 | # 60
H H )
o4 | —o— REREIFEI o4 —o— REREH|
Qr —e— iR 20 —e— i
0 * g 0 * * * * g
0 5 10 15 0 5 10 15 20 25 30
FREUEERE (53) EREUEERE (53)
B (53) 0 5 10 15 BRA(5) 0 5 10 15 30
ERIA 0 |864 [97.0 | 999 HERWA 0 |855 [955 |98.2 |9938
RERE 0 55 | 27 | 15 RERE 0 54 |22 [16 | 09
A 0 |[806 |91.4 [949 R 0 |[735 |872 |920 |968
RERE 0 50 |25 |17 BERE 0 65 | 40 [29 | 18

19



OFHBREFN R CRERK O FHBFHEOLR (S FILE)

RER S A R (%)
FUE | e | REUSH | E | i FISEPEDRIEIEHE | HIE
(rpm) e 47 A B
pH1.2 15 99.7 | 100.4 1
50 pH4.0 15 994 | 965 |15 Hpipicpy | @
pH6.8 15 99.9 | 94.9 |85%LL LIEH i
7K 15 98.2 92.0 T
(n=12)
QBRIELLEFESICHITHREBHFIDOE L DAHE NFILE)
RS (a) (b) (a)23(b)
W | ROME~ (R ASED
E@@ﬁﬁﬁﬁ Ry | ROKME | £15%0 | Wi/ ) KL e
(rpm) G | | mEo | %
98.3 84.7 Bk Lol S ic 317 |
PHL2) 16 1 010 | ~114.7 0 | e oz | 2
97.1 84.4 W, REBRELHIO: | .
50 PHLO| 15 | 1097 | ~114.4 0 B R+ 15% D% i
Hes| 15 96.3 84.9 0 A2 LHON 12 |
pHO. ~101.7 | ~114.9 @b 1 EU T, = |2
95.9 83.2 2% DFIFHEIZD | .
A1 004 | ~113.2 0 | eyopsmn i
(n=12)

OODFER LV | HEREMEENENIZONWT, BN RS &HE S,

s T, A~ F UGS bmg | h—T | & FEHERA] (X~ F U EHBEE 20mg [ F—
T1) 1E. AEWFERIICEETH D LA ST,

20



FEHE %)

B (%)

AT UF IEREIESE 10mg [ h—" ] 22

AT UEREESE 10mg [ F—7 ] 1221 T,

PRI A R Z A ]

[ BN B 7 2 % 11 [ T B D A= ) 72 1 [ 55

(PR 24 %2 H 29 H SEAHAI 0229 10 &) LLF, 4 K7

A V) 2PV, B R TCTOEMTFRIRIFEEDPHER SN A~ o F UEBREE 20mg [ h—Y ] %
FEAERLA & U OB ATV A FaIR SR & L7c, 7eds, SBREAI DAL 28 K vE

. WA RTA4 0280 BAREIZEZY LT,

120
100
80
60

20

120

100

80

60

2

<BIEZEH>
ol pH1.2, pH4.0. pH6.8. 7K
[ 5 # 50rpm
HERBF ARUFUIEEIEER10mel b—"7
pH1.2, 50rpm, /KL%
—o— BRERWA
—— RN
0 5 10 15
EREUEERE (53)
BFRA(5) 0 5 10 15
IR 0 |[856 |97.3 [1005
R RE 0 56 | 30 | 26
RENH 0 |889 [977 |1004
BERE 0 41 |26 | 29
pH6.8, 50rpm, 7 SK )Lk
—o— BERBLF
—e— RERF
5 10 15
FREEFRE (53)
BFf(5) 0 5 10 15
HERRF 0 |[76.0 | 908 [94.0
RERE 0 93 | 43 | 30
RENH 0 |806 [91.4 | 949
BERE 0 50 |25 | 17

TR (%)

TRHE (%)

120
100
80
60
w0
20

120
100
80
60
w0
20

®mAA % n=12
HOE & . Rk
EERRK . ATUTFUERESE20me F—T ]

pH4.0, 50rom, /R )Lk
—o— BERMFA|
—o— RN
0 5 10 15
REUEFRE (53)
BEf(5) 0 5 10 15
HERRF 0 |[831 |958 [99.4
RERE 0 69 |22 |12
RERH 0 |81.2 [928 | 965
RERE 0 42 |24 | 17
7K, 50rpm, /3FJLiE
—o— BERBF
—— REMF
0 5 10 15 20 25 30
FRER B (53)
Bf(5) 0 5 10 15 30
HERRF 0 |768 |909 [948 | 985
RERE 0 74 | 44 |32 |17
RENH 0 |735 [872 920 |9638
RERE 0 65 | 40 | 29 |18
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OFHBREFI R VZERR O FHBHEDLE N RLE)

B SR R (%)
FUE | e | REUSH | E | i FISEPEDRIEIEHE | HIE
(rpm) e 43) pedSa] A
pH1.2 15 100.5 | 100.4 1
50 pH4.0 15 994 | 965 |15 SyLiAIC i
pH6.8 15 94.0 | 94.9 |85%LL LA b
7K 15 94.8 92.0 T
(n=12)
QORELEBFAICHITHHRBERDELZDBIHE NFILE)
FRBR SR (a) (b) (a)23(b)
| BUME~ [P % FSHED |y
Eﬁl\‘ﬁ %ﬁﬁ%ﬁﬂfﬁi H?—]‘:F'Hﬁ E‘jjﬁfﬁ i15%@ ﬁﬁ%_f: *UE%@
(rpm) Gy | o | ) | K
96.6 85.5 Bk i s B |
pH1.2| 15 ~104.1 | ~115.5 0 A 2 DYEHIERIZH i
97.9 84.4 W, REBRELHION: | .
- PH40| 15 | 1018 | ~114.4 O | v+ 1500 | B
Hes| 1 87.6 79.0 0 AR HHOM 12 |
PHO. ~97.1 | ~109.0 1 EL T, + | ™
87.3 79.8 2% DFIFHEIZD | .
A1 Cogs | ~100.8 0 | eyopsmn i
(n=12)

OODFER LV | HEREMENENIZOWT, BN FE%E & HE S,

o T, A~ F U WEBAESE 10mg [ h—T ) & EUERE] (X~ F U HEEESE 20mg [ B
— U1 ) d, EWFENICEETH D LRI ST,




FEHE %)

(%)

#

AT UF AEFEIESE 20mg [ h—" ] 29

A T UEREESE 20mg [ F—T | 122\,

e
i

120
100

60

20

120
100

60

20

<BIEZEH>
2R & pH1.2, pH4.0. pH6.8. 7K
[ & # 50rpm
HEREA ARUF IR E20mel b—"7 ]
pH1.2, 50rpm, /3K L%
—o— ERMF
—— RN
0 5 10 15
FREUEERE (53)
BFRA(5) 0 5 10 15
SERRFA 0 |889 |97.7 (1004
BERE 0 41 | 26 | 29
RERA 0 |67.6 [94.0 | 996
RERE 0 141 | 49 | 28
pH6.8, 50rpm, /KL%
—o— HERRH|
—— iRAERK|
0 5 10 15
FREUEERE (53)
B RE(53) 0 5 10 15
HERMA 0 |806 [91.4 | 949
RERE 0 50 |25 |17
R 0 |[659 |889 [936
BERE 0 106 | 52 | 3.1

B (%)

(%38 3R L D A AR R ZEM BRI A K2
v (PR 24 422 H 29 A HARAI 0229 F 10 &)
AR EIT > 72,

120

100

80
60
40
20

120

100

80

60

40

20

UUT. A RIA ) ISV

RN n=12
A ISFILE
AR FEH. 20mg
pHA4.0, 50rpm, /3F)LE
—o— SERIFI
—o— RN
0 5 10 15
FREEFRE (53)
BFRA(5) 0 5 10 15
SERRA 0 |[81.2 928 [965
BERE 0 42 | 24 |17
RERA 0 |51.2 [847 | 915
RERE 0 86 |52 | 41
K, 50rpm, /SRILE
—o— HERIH|
—— R
5 10 15 20 25 30
EREUEERE (53)
B (53) 0 5 10 15 | 30
HERMA 0 |735 [872 |920 | 9638
RERE 0 65 | 40 [29 | 18
RERH 0 |[66.2 |89.1 [94.4 [99.1
BERE 0 107 | 35 | 19 | 18
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ABRAEFECRERKOTHBHEOLE UNRILE)

FREOFRER LY,

FRER A R 2 (%)
B | g | BREOSE | B | g | REREORERNE | HIE
@pm) | POy muE | s
pH1.2 15 100.4 | 99.6 1
50 pH4.0 15 96.5 | 915 |15 5y LLIN 12 S 4 1
pH6.8 15 949 | 93.6 |85%LLLE b
7K 15 92.0 94.4 i
(n=12)

WaE Lz,

BRI NEIUTHONT, HA BT A OB OFELNED ] E S e

-
—

Peno T, A~ F U HERtEEE 20mg [ b—U | LHERERIFI O ZEENIEEALL LT D Ll L

776
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B E %)

EHE )

ARUFUIEERIE OD fE dmg [ ~—" ] 29

A~ F HEEEYE OD 82 bmg [ F—U ] IZ2OWT,  [EENRA 20 BERERE 0415
MR A R4 > (PR 24 4E 2 A 29 B SRARA S 0229 45 10 5)  (LLF, HA
RZ A 2) IZHEW, & N TOEYFRREMEDHER Sz A~ > F VR OD # 20mg [ K
— U ZAFMERFIE U TR AT, A PRIRIEERER S Lz, el RBREHI 00T
IHAKMEL, HA R0 8 D DAREICEEY LT,

<BIEFEH>

# B & - pH1.2,pH4.0, pH6.8, K iR H =12
[ & % : 50rpm 2B %k . SFILE
HEREA . ATUFUBEIEODEESmel h—T ] BEME . ATUFUEEIEODEE20mel F—T]
120 KL 120 OISl &
pH1.2, 50rpm, /3K L% pH4.0, 50rpm, /SF)Lik
100 * ad 100 | -8 =]
80 ~ 80 }
s
60 | i;; 60
—o— SERBIK
w0 | —o— BERBLH o0 | BRI
—e— RERF —o— (RN
20 20 b
0 . . ] 0 . . ,
0 5 10 15 0 5 10 15
FRENEEE (5) FREUEFRE (53)
BEf(5) 0 5 10 15 B f(5) 0 5 10 15
BRI 0 |101.8 |102.0 1028 SERRF 0 |998 | 996 [99.3
RERE 0 18 |09 | 18 BERE 0 16 |19 | 18
RERA 0 |99.4 [102.9 [102.4 RERA 0 [100.9 [101.1 [102.0
RERE 0 29 | 21 1.7 RERE 0 10 | 1.0 | 09
120 120 .
pHE.S, 50pm, /AKLE K, 50mpm, /SRR R
100 o ® 100 ! —8
80 . 8 |
=
60 W60
ﬂ =
or —o— BRI B4 ¢ —o— HERLH
20 r —e— Em 20 —— iREMH|
0 * g 0 * * * * * g
0 5 10 15 0 5 10 15 20 25 30
FEREUEERE (53) BREREERE (53)
B (5) 0 5 10 15 BR(5) 0 5 10 15 30
HEREA 0 |99.3 [100.3 [100.7 HERRF 0 |944 | 963 965 |97.9
RERE 0 18 | 1.8 | 15 RERE 0 22 |15 | 1.1 |09
o |99.3 [100.8 [100.7 A 0 |975 |1005 [101.1 |102.2
0 3.1 13 | 11 BERE 0 14 |10 | 10 | 09
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OFHBREFN R CRERKOFHBFHEOLER (N FILE)

B SR R (%)
FUE | e | REUSH | E | i FISEPEDRIEIEHE | HIE
(rpm) e 47 A B
pH1.2 15 102.8 | 102.4 i
50 pH4.0 15 99.3 | 1020 |15 5 LIS TH 1
pH6.8 15 100.7 | 100.7 | 85%LA ¥ ]
7K 15 96.5 101.1 T
(n=12)
QORELEBFAICHITHHBEFDOELZDBHE VNFILE)
FRBR SR (a) (b) (a)23(b)

R | ME~ PP % LD g
FA | oo | piepy | BRI | £15%0> | @27z il e e
(rpm) Gy | e | ) | K

100.4 87.8 Bl o B |

PHL2\ 156 | 1057 | ~117.8 0 | e oz | 2

96.5 84.3 WC, RBREIAI DI |

50 PHLO| 15 |\ 1001 | ~114.3 0 B R+ 15% D% i
Hes| 15 97.9 85.7 0 AR HbOM 12 |

pHO. ~103.4 | ~115.7 @b 1 EU T, = |2

93.7 81.5 2% DFIFHEIZD | .

A1 Zog0 | ~1115 0 | eyopsmn i
(n=12)

DOHERE L v, HBREMEZNFNITONWT, IBHEFEN RS L HTE SN,

P> T, A~ F UM OD 88 5mg [ h—7 | & FEHERLA] (X~ > F VIR OD 8 20mg
[h—T1 ) 1%, EWFRCRI%ETH D L HRENT,

26




EHE®%)

ARUFUIBERIE D 58 10mg [ b—"] 29

A= F YRR OD 88 10mg [ h—U | 1I2OWT,  [TEEN R 280 BEIRE o 411
MR A R4 > (PR 24 4E 2 A 29 B SRARA S 0229 45 10 5)  (LLF, HA
RZ A 2) IZHE, & N TOEYFRIREMEDHEGR S vz A~ > F VRN OD # 20mg [ K
— U | ZAFHERFI L U TR 21T A PRIRIEERER L Lz, Zeds. RUBRERAI OO
BHAKEEIL, A RTA 280 AKECEEY L=,

<BPIEEH>
2 B & - pH1.2,pH4.0, pHE.8, 7K iR H =12
[ & #%  : 50rpm R S VAN N1 57
HEREA . AR FUIERRIEODEE10mel b—T ) BERE . ARUFUIEMIEODEE20me M7 )
120 1 pH1.2, 50rpm, /3K L3k 120 1 pH4.0, 50rpm, /SK )Lk
100 | 100 | o -9
80 ~ 8 |
£
60 1;3 60 I
SHER —o— BRI
0 b —o— BERWA| m o4 L
—e— jEmsE —e— R
20 | TRAEWH| 20 |
0 0
0 5 10 15 0 5 10 15
EREXEFRE (53) FRENEFRE (53)
B RA(5) 0 5 10 15 BR(5) 0 5 10 15
SEREFH 0 985 | 96.5 | 97.8 BRI 0 |996 | 992 [ 996
RERE 0 10 | 1.0 | 09 BERE 0 09 |09 |07
BRAERH 0 |994 [102.9 |102.4 RAERA o [100.9 [101.1 [102.0
RERE 0 29 | 21 1.7 RERE 0 10 | 10 | 09
120 120 -
ore & 50rpm, /SRILE
pH6.8, 50rpm, /KL% X, : _
100 e e ® 100 *® ® —o
80 ~ 8
60 # 60 f
ﬂ =
40 —o— StERME o4 —o— HERWF
0 —e—imm| 20 f —e— i
0 * g 0 * * * * * g
0 5 10 15 0 5 10 15 20 25 30
FREXEERE (53) FRER B (53)
BRA(5) 0 5 10 15 BRE(5) 0 5 10 15 30
HERMA 0 |998 [99.2 | 994 HERWA 0 |97.6 [1005 [102.1 [103.1
RERE 0 13 | 1.3 [ 1.0 RERE 0 12 | 12 [ o9 | 09
R 0 99.3 [100.8 [100.7 RERH| 0 |975 |1005 [101.1 |102.2
BERE 0 3.1 13 | 141 BERE 0 14 [ 10 | 10 | 09
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OFHBREFN R CRERKOFHBFHEOLER (N FILE)

B I R (%)
B | g | DREOSE | B | g | FSHEORERE | HIE
(rpm) i 43) pedSa] A

pH1.2 15 97.8 | 102.4 1t

50 pH4.0 15 99.6 | 102.0 |15 sypipvicpy |
pH6.8 15 99.4 | 100.7 | 85%LL LI i

7K 15 102.1 | 101.1 1

(n=12)
QERBREEBRFRICHITIHBRHUROME L DBELE (VN FILE)
AR (a) () (a)73(b)

» | RoME~ [ % RIS e
U | pipn | ROKIE | T15%0 | @ weme  |[F
(xpm) Gy | | & | %

962 | 828 NSRRI |
PHL12| 15 | Zg90 | ~1128 | O | a@meombzcs |2

98.6 84.6 WL RBREFI O | .
“ PHAO0| 15 | 004 | ~1146 | O | s 5o | B
Hes| 15 97.7 84.4 0 PR b0 12 |
pHb. ~100.8 | ~114.4 1Ll T, £ |

100.9 87.1 25%DHIPHEEHZ D | .
AKP15 1 058 | ~117.1 0 |y ommu i

(n=12)
DOQDFER L v | HBREHELENENIZOWNT, I [F S & HE S -,

o T, AvrF UM OD 6§ 10mg [ F—7) &, BEEA] (2~>F HifeH OD

20mg [ h—U ) T, EWFHCFAEFETHD AR SN,

BE
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ARUFUIBERIE D 58 20mg [ b—" ] 20

A~ F RN OD 88 20mg [ h—T | 1I2OWT, T3 ES L O AW RSB 0 A
R4 (CEAL24 2 A 29 B SEEHFAI 0229 5 10 5) (LAF, A K7 A ) 1€
WIR R AT - 72,

120

<BIEFH>

El pH1.2, pH4.0, pH6.8. 7K R H n=12

[\l &5 # 50rpm H OB & INEILiER
HERE A AR UF AR FEIEODEE20mel b—"7 | EAERF| FEH. 20mg

pH1.2, 50rpm, /7SKIL3E 120 pH4.0, 50rpm, /K JLiE
100 100 O O
~ 80 ~ 80
= =
# 60 60
2 R - —o— BERHH
—e—jEsE —e— M|
2 BRI 20
0 * + g 0 * * g
0 5 10 15 0 5 10 15
FREEFR (53) FREXEERE (53)
BERE(53) 0 5 10 15 BRA(5) 0 5 10 15
HERMA 0 |99.4 [102.9 |102.4 HERMA 0 [100.9 [101.1 |102.0
BERE 0 29 |21 |17 BERE 0 10 | 10 | 09
RAENH 0 [931 |980 |100.1 R 0 |851 [924 | 945
RERE 0 1.7 [ 09 | 09 BERE 0 13 |07 |07
120 120 oL
pH6.8, 50mm, 7KLk K, 50rpm, 78F)LiE
100 ® 100 —0
L 2 v
~ 80 ~ 80
= =
# 60 60
H H )
40 —o— HERMIEI a0 —o— HERWH
2 —e—iEEnE 20 —e— R
0 * + g 0 + + * * g
5 10 15 5 10 15 20 25 30
FREEERE (53) FREEERE (53)
BER(53) 0 5 10 15 BRA(5) 0 5 10 15 30
HERMA 0 |[99.3 [100.8 |100.7 HERWEA 0 |97.5 [100.5 |101.1 102.2
RERE 0 3.1 13 | 11 BERE 0 14 [ 10 | 10 | 09
RAELA 0 |[87.5 | 984 | 999 BRAENH 0 |799 | 852 |867 |89.1
BERE 0 23 09 | 11 BERE 0 08 [o08 |11 |10
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8. AMFRIAERE

10.

11.

12.

13.

14.

AR EVRERFOTHBHEOLE UNFILE)

FREOFRER LY,

WaE Lz,

Ben T, A~ F M OD 52 20mg [ h— 17 ) & HEUERLE oD v HH 258 3L L T U5 &)

Wr L7z,

L7

MEsa~v NST T 40—

HWHPDENES DEES
A< NI T 74—

paLlii
A RSN

. HAIROFEMS DOHERHARE

BAT DATREIED & 5 3R Y

R L

TENDELGRSR - MENERLGREICHET H1ER

BN A

Z Dt
ML

RBRSME SRV (%)
B | g | DRIOR | RBR | g | REEOREENE | HIE
(rpm) PARRIR 43) A A
pH1.2 15 102.4 | 100.1 i
50 pH4.0 15 102.0 | 945 |15 sy pupvic iy | H
pH6.8 15 100.7 | 99.9 | 85%LLLE b
7K 15 101.1 | 86.7 i
(n=12)

BRI ENEIUTHONT, HA BT A > OB OFLMEDH)E HAEC
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V. JARICEI SEE

1. PhEE - R
PR M O E T 1Y A~ —RUEEEE 2 36 1T 2 RBEESE IR O AT H

§ [218E - HRICEAET HHEALOIE]

1) T A ~—RERIE L BW S BB OB T 5 Z &,

12)  ARHNNT LY A~ —REREIE DI HEZ D b O OHEFT 24T 5 &V ) I E BT
i NN,

13) TV oA~ —BIERSE LIS O GRAAEMELR U W TAAI DA BMEIEHERR S h Ty,

2. B -H=E
WE . RANCIIA~Y o F oA LTI H 1A 5ne GG L., 1EMIC5ng T oL,
HMEFFE S LC1 H 1M 20 me 2R 0535,

(A% - AEICEET 5FEALDEE]

1) 1 H1[E5mneg)s0OMiERIX, BWEHORBRZMA DB THDL DT, MEFEE THEE
T5Z L,

2) EEOBHEREE (7L T7F=27 075 AE ;- 30nl/min FiE) Db HBEICIT. BE
DOIRBEZBE LN HEEICE G L, MEFEIX1H 1E 10 gt +528, (MEEKRE]
DIEER)

3) EEEEE. FEEOEFEOTTHEETLZ L,

4) 0D BEIX OEN TESCITAREET 5 25, ORI B OWIIZ X 0 Zh RIEHL A2 BRI 5 354
TR W=D, AREEL I MR ST K TR IAT Z &

3. EERAAE
(1) BRERT— 5 /Sy 7 —
LR L

(2) ERIRZNE

() ERERFRIEER

(4) R

AR L

(5) RIEAIEAER

1) EEALLTRERGRS
AR L
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2) MR
TR L

3 metHER
B L

4 BE - AR
B L

(6) h
1) ERREHRE - BEERRERE BHED - WERSRERTR (R RRRR)
AR L

2) EBEHELTERFEDONERITER L I-HBROME
Y LA
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VI. EhEEICREI SHEE

1. REZPMCEEHSILEYMXITILEYEE
RARDNVIERRIE, T 7 2 I BALKFERIE, VAAAF 7 I

2. EFIB{ER

(1) fEFIEME - FERRIR 20
NMDA 87 /b4 3 2 B RF 0> Mg R QHBAL & ARTLAER L, TE 6 A 2 B L
o, BEDTELAIIHT 5 = 212k 0 Wiz R & B2 Db,

() ENERA 1T B HBAM
AR L

(3) fEFISETUEER - AR
AR L
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1.

(1

(2)

©))

VI. EYEEICEET HIEH

mREOHT - AIEE

BEEEDLMbEE
B - Y AN

B e [0 R FE B R ]
(3) FEAGABR CHERS S 7z ML R EE DI A 2 [

BRAREABR CRER S NI iRE

EEHRISFERER

1) A FAEEEIER 20mg [ k—" | 28

A T UEERESE 20mg [ h— U | LAEHERIAN A U v A A — N—JRIZ L D NI 1 BE (R
~ U F R L LT 20mg) EER AR F (n=11) (CHRHEERR DS L it R 24k
REEZAE L., o -E@E 5 A —% (AUC, Cmax) 22\ T 90% X HEIC
THEEHIENT 24T o 7255 5. 102(0.80)~1og(1.25) DEIPHIN T V) . WA DLW S R S M D3 e 38
iz,

(ng/mL)

357

—Oo— ! AN F G EE2Ong [h—"7 )
(B2, 20mg)

—— RETERLR] (FEH]L 20me)

Mean+S.D.,n=11

30+

251

201

AREERE

151

10

o

0 12 24 36 48 60 72
e 5.1 OFE (hr)
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EMERE/NS A —4
A—5

HIEINT BENT A=

AUCn Cmax Tmax T

(ng+hr/mL) (ng/mL) (hr) (hr)

AR F RS
20mg [H—17] 1333166 |30. 0489245, 20267 | 6. 00+3. 41 | 65.8+26.0
(241, 20mg)
FRvERLA -

- +5 + -

(Be5l. 20ng) 13152172 | 30. 1420045, 93471 | 4. 821,89 | 66. 7TL£28. 7

(Mean=S. D., n=11)

MYEF AN AUC, Cmax S0/57 A— 4 1%, YBRHFOBIN, KEOFRELL - FE% O
BRGAFIC k> TR B WHENER S 5.,

MRHFIDHE/NT F— 5 OB ERED FIEDZER U 90%EHEXH

IRT A=K AUC72 Cmax

FREfE D 7 log(1.0151) log(1.0024)
SEMEDZED 90% (S HEIXE | 10g(0.9996)~10g(1.0309) | 1log(0.9535)~1og(1.0537)

2) ARUFUIREIGE 0D &E 20mg [ b—" ) 29

A~ o F WEEE OD $E 20mg [ h—7 ) LIEEERFIZ 7 o 24— —EC LY EhEh ]
e (A~ FUBEREE L LT 20mg) fEFEMAS FICHEARREBRAKE Ok LTIRH (n=
12) KOUKTHIRA (m=11) ) L CAEFRE(MERELARE L, /5o EyHie 7 2 —
4% (AUC, Cmax) (22T 90%[FHE K MEIC THRRHEIT 21T - 7245 R, Wi b 1log(0.80)
~log(1.25) DHIFANTH U | [AID AW R E MR S iz,
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(1) K72 L THRA

(ng/mL)
351
—o— P AR U F MR OD#¢20mg [h—17 )
301 (F2Al. 20mg)
—o—  FRIEELA ($E4). 20mg)
25 Mean+S.D.,n=12
IffL
g 201
i
= 151
J_:%F 8]
10 J
5
0 . ‘ : ‘ , :
0 12 24 36 48 60 72
FeH#% DR (hr)
EMBRE/INS A —4
HENT A—F BEINT A—F
AUCr Cmax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
AR F HEEEE
OD#E20mg [ —"7 | 1205152 |28. 661385, 95638 |4. 58+1. 56| 51. 00+8. 42
(FEA. 20mg)
R HE AL b o romo , .
(8. 20mg) 11844152 | 28. 70334£5. 68733 | 4. 67 1. 67 |49. 80£10. 09

MAEFPEEA N AUC, Cmax FD/NT A—2 (3, HERE OBR, R OBREEEL - K)ok

BRI L > TR D A[REMEN H D,

(Mean+S.D., n=12)

M HFIDHITE/ NS A — 2 DHBRERED TFIEDER U 90% IS X

INT A—H AUCr Cmax
RO 7 log(1.0177) 1log(0.9975)

SEEHEDZED 90% X | 10g(0.9926)~10g(1.0435)

10g(0.9671) ~1og(1.0288)
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(2)

7K TR A
(ng/mL)
351
—0— 1 AN F I ODEE20Ng [h—17)
301 (&A1, 20mg)
—e— | fEHERIA (PEAl. 20mg)
251 Mean+S.D., n=11
% 201
i
e 15
B
10
5 4
0 é T T T T T T
0 12 24 36 48 60 72
#5% O (hr)
EMBRE/INS A —4
HIEINT A—4 BEINT A—F
AUC Cmax Tmax T
(ng-hr/mL) (ng/mlL) (hr) (hr)
AR T IR
OD%E20mg ThH—"7 | 12394151 |28.23968+4. 81920 (4. 18+1.66| 61.3+15.2
($E4. 20mg)
TS
(851, 20ng) 122942125 |28, 210064, 23891 |5.45+£2,. 84| 62.9£26.1

(Mean=S.D., n=11)

MAEFPREETONE AUC, Cmax %D/ 37 A—F 1%, #HERF ORI, REOIAEL - R 5 o
BRARMEIC L > TR D AREMEN D D,

M HFIDHITE/ NS A — 8 OHBRERED TFIEDER U 90% S X

INT A =X

AUCr Cmax

RO 7 log(1.0086) 1log(0.9993)

SEHMEDZED 90%EFFE X | 10g(0.9792)~10g(1.0390) | 10g(0.9670)~1og(1.0327)
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@) Es
TR L

() BE - tREODEE
B - Y AN

6) BEHAREaAL—Ya V) @BFICE YHBALEVRNBEEHER
RUERRL

2. EWEEHNSSA—S
OF Lv
AR L

(2) BUREREEH
LR L

®) RAFTFALTEYT 4
KPR L

(4) HREEEHR
AR F AEERIESE 20mg [ F—" ] 29
kel : 0.0117140.00347hr (fERER A 551, Malfk 05
AIUFUIBERIE OD 6 20mg T ~k—" ] 29
1) K7 L TR
kel : 0.01387+0.00182hr 1(fdtRE S A 551, Malfkn#5)
2) JKTHRH
kel : 0.01187+0.00257hr (fEFERL A B 1, RO H5)

5 27T VR
LR L

6) HAETHE
AR L

() MEBEREEE
MR L
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3. &k W
REERRL

4. 4 il
(1) % — A BEPS @@
B - L A

(2) % —ReiEREFTEE
VI 10. 4Efm, PEfm, SRIMFE~OREOHE 1) 2SR

Q) FA~DBITH
VI 10. WS, PES, RIWFE~OEG-DOH 2) % S

@) B~ OBITIE
AR L

6) ZOMDEBADOBTIE
AR L

5. & st
(1) RBEERAL R P BHRER
MM ER e L

(2) RBIZE5T DR C1P450 %) D5 FiE
LR L

(3) NEBBHEOEERVZOHAE
WAL L

) KEMOEEOH TR ULE
WAL L

(5) EMRBIOEER/ S A—5
MR L

6. i
(1) HEMERGL B MR ER
VI. 5. HEEHRGHNEEZOHHOIE 225




7.

@) it
AR L

(3) HEitERE
MU ERe L

kS URR—42—IZB9 515
MG E L

. BRFICKDBRER

AR L
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. &4 (EALDOEES) ICEYT HEE

. BEREEFNDER
R4 L7y

. BRRBETOEH(RAEZZEDV)

(£ (XROEFIZFBELELN E)]
AHN D RT3 UisBUE O BEFERE D & 5 B3

. BhEE - MRICEET SFERALEDFE L ZTDER
(%heE - HRICEAET HEALDTE]
1) 7oA ~—REHE &K SNT-REICOAERTHZ &,
2) KRBT YA~ —BFRHIEDIRREE D b O DT 2T 5 & 9 BAEIFSE b T
1/\7331/ N,
3) T oA~ —RIERFE LIS O FBHEME R FBIZ BV TARBI O A INEITHER S Tuauy,

. RE-RECEET SHEALDIE L ZNER

(A% - AEICEET SFERALDEE]

1) 1 H 1B 5mgh o OMiEE# 51T, BEHORIEZMZ 5B TH DO T, HiFraE CHa
TAHI L,

2) EEOBHREREE (LT F= 7 U T T A 30mL/min KliE) O AHREITIL, BE
OIRFEZBE LN OEEICHRE L, MEEHFEIX1 A 1E 10 e d528, (MEEKE)
DIEZ )

3) EWNEE. FREOEMO T THRETA52 L,

4) 0D BEIX O FEN TEHSCITHIEET 5 25, ORI B OWIIC X 0 2 BRI BL &2 W3 5 34
TR W=D, AR XM ST K TERARIAT Z &

5. EERSARLZNER

EERE (ROBEIZIEEICERET S L)

1) TADPANITEROPAED H 5 BH [BIEZHFREIEASEL LD D, ]

2) BHREREEOH LB [(RANTEYRR ORI TH Y | BHEREED & 5 BE CIIdRt
BIES %, (L - HEICEES S0 LOER ) OHSH) ]

3) R pH & LR SELHEF RMEET v F— A BIEORKBRIS) 2475848 UR
DT VABIZ L O AF DR =RMET L, AR OMPREN LRI 282nndH
%, ]

4) "EOHKEREOH 5 B BN 2 < ZaMEDPHESL L TH2Ru, ]

6. EELERWIE L ZOERARVRESE

EEGERWIE

D BEBRBYIIZRENTO I, BIRPEOOND ZLENH LD T, BEDOKRELZIEERS
Bl L. REDPBEOONILGEIE, BE2PId 57 E@EQR0LEZITO Z &,
Flo, TNODMERICEVIREFEZMED ZLBH D7D, T0ICiEET L 2 &,
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2) JEE. PEEROEET VY A < —RIZRAYE TIX, B O EERE R A O MR o #
TEREI MR F T2 2 03B 5,
T, AANCEY, DFEW, FHIRERH SDND ZENHDHDT, AFEETOBREIZIT
H B OEIREGR A F O B OB EICIEE SR WL TEETH 2 &,
3) L OFRENEMEE R L OERIZWICEETH 2 L,
4) AKFFEICLVRENED LNV, BREEFEG LN L,
7. #HE%EH
(1) BtEZEZEZDER

AR A

(2) HREEEZDER

GHRAZEE (BrRICEET S L)

R4 F FRAEIR - $E T 15 BF - SRR
NPV (= 7B R AR EE O E ] 4 19 58| A4 D NMDA (N- A F/b-D-7 A
LR K% SHLBENRH D, IRT X)) TR REEHUER
s D, RN lERE A RS D
AREEDN D D,
t keszooF7Y R t kezaeaF 7Y ROIMmPEFIZIARATH S,
REAIKTSE5,
B IRANE Sp s (0 F A gk | AR A O M R BE Y |59 2 3| ARANT—H A RAME Sy (0
R) KR ENLER (EAnd D, I AR (X VRSN D
VAFU 7= [A) Uik % & 19~ 2 S
A LHET DR D D
JRT VI VAL Z R 23K | RAOMHPREN EHT2BROT7 A IAIZED | KF D
TRHVSTIR TN D D, PREFEMREIME T2 729,
%

NVDA 2SS G ER 2 A3 2| AIC/EH 2 M58 & 8 5 3B T |MiZEAI & © NMDA SZ 3 AR5 HLIE
FEHA nNid s, MaefT 57,

T B R
FXAPOARMLT 7R
(LK B KFNY)

&=

8. EIEA

() BMEROME

AT VA P A A A5 OO B E I JE BUAHRE S AT & 732 % AR 22 i L Ty,
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(2) EXGEIER & HEIR
EXGEIERA (BEEFER)

(1
(2)
©))

(4)

(®)

(6)

EE KN D LD ZENHDHDT, BlELEH2ITITV., BENBO N HEICIX
PG ik 5 7 LU R AVEEITH Z L,

K, BHEOEKL P B ARH LN Z ENHDLOT, BEE STV, B
NI SN EHEICITR G2 PIET 57 CEURAE 1T Z &,

FEARAEIR Qill, IoBepk, B8, LR, B&EL. T AR REMUER GFBE, 2%, SEELS)
NHLDLNDZ ENHDHDT, BEEZHSIITV., BEDBEO ONHEIITEEZ P 1k
T 57 Y EEITH 2L,

FFH#EEREE . 8 : AST(GOT), ALT(GPT), ALP, BV LB HED EH -2 5 IFHEREE
WENRHOLDLNDZERHHDOT, BEE STV, RERRBOLNTLAICIET R %
kL, #OREEITH 2L,

AR RARIE - AU RMARIE N B Db b Z LN H D DT, B Z T43ITATV . fhHE.
A, CK(CPK) E&H-, M E ORI ATy FRERD b2 HEaIcit, 5%
ik L, @YIRAEEZITD L, Eo. BRBIRARE I X 5 BMER AR RORIEICERT D
ze,

ZEEEIOVY . SELRBREORIREREN : CaEBEET 1y 7 @E AR
DRIRMEARTEARN S B D Z L RHDHDOT, BEEHSIITV., BRENRED SNHE
(VI G AR 57 iR E 21T ) Z L,

(3) =D EIER

ZTDHDEIERA

TRROBERABR S oD ZEDBHHD T, BENRED NG EITIINEIS UREG A2 I
T AR EEUEEITO 2L,

BEEEREA

BBE 95, BAmETEIE, AR IE

N @%W\ﬁﬁ\@ﬁ\K%\ﬁ@lxﬁ\%%ﬁ\xi\i?ﬁg\I%
EIEE) (R, Ty, DARR ) KT, SR

B ik BEPR. JRIREE, SR, BUN E5-

FFF fiek IR RE R

SHIEER R, BACRIR, BB ES. B, Rk, TR, (EREE

B M B T, RSN

- MR - s, FRAE, RERD . CK(CPK) B&-. &, (AR, FEL,
alLA7ue—L kA U7 URY RER B

4) HEABEMERRREERUVBRRAREEESE -

()

R

AR L

ERKRE. AHE. EEERUVFHOAESFERIOEERFERAE

=114

LB L
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6) EM7 LIL¥—Icxtd B EERUVREE

10.

11.

12.

13.

AIXEL Y IR

[R5 (ROBHICEB|EELELG L))
AFN DRI 5 UIEBUE DBEERE D & % B

Z0HDEIEA
TROBERRS LN ENRHDHDT, BENRD ONTZHEITIEILEIN UG 2 H
1357 U B AT L,

BRI
B 95, IR, BRI
| BBE~ORS

BARRANA

iEim. EIR, BRILBF OERE

iR, ER. BINF~OKRE

1) W SATAER U CW D aTREVED & 5 PRI, 1R LA RN a2 B2 & Hlr S
NEGECDOREETH L, [BWER (VTF) TRIE~OBITARO LN TND,
Fio, BWER (7> ) TRIEROCHAROEERIMEI 280 5T 5, ]

2) RATOLVE~DOFRGITHEET D Z ENEE LV, ROz HTHRET 25613, KLk
JEELZ L, [EWER (7> ) T, TR ~OBITHARO SN TN D, ]

INREADEZRES

INREADERE

AT, #ER, LR, SR UI/NRISKHT 2 2RI LTV 7Ry, (il RER
720N)

BRRRERRICRIFIHE
L7

BEERE

BERE

D ER GMEANCERT 5HE)
A~ o F R 400 meflR HABFIZBW T, AR LR, R R, Bk, ERRIHARSE
Wb bbb, 7o, A~ F UHEEE 2, 000 mgfR T EFICIWT, BSHE, KON
bobiv, TNENEE LI DWMENRH D,

2) ALiE
W G D RERA AR RAIT I S TV, BERE LB X SNBIERB LN
AR, BE AR L, WU AHERIESEEZITO 2 L, 2B, IROEBMIIZLY . b
FTOICHEIDMERE L2 & OWE RS D,
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14. BRLDIE
EALOIXE
1)

EHIZZAHHF : PTPE2EOFAKNIPTP o — MRV L CARAT 5 X o &4 2% 2 &, (PTP
U— FORRIZ LY | ST RIEREE AT L, ISR AL R R O U CHRERRIR AR S
DEERAIEEZIRT L Z ENFESINTVD,)
2) HRFAEF :

(1) 0D 21T FHD LICOETHER ZIRIE S ¥ 5 L AT 2720, K@ L TIRAATRETH D, %
7z, KTIRATDZLbTED,

(2) OD EIFEIZE EDRRETIE, KR LTRHSERN &,

15. ZDHMDEE

FOHDEE
Ty NOEHEREER (A~ F R 100 mg/kg AR O $E 5., 25 mg/ke/ HLL | 14 HE
SAERE D5, X 100 mg/ke/ B 14 HEREEE ) 12T MK BB K OV IR ] R &
(ARSI D 22 R b ST EEFEDS RS H T,

16. ZDith

BN A
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KPR L
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X. EEMFHICHT HEE

1. REIRS
PR B Uy Ve S
W) FE-EMEOLGFEICLVERTLZ L
BRhSy « BI3E

2. BxEARM X IIERHARE
FEFHIBR : 3 4F(0MR. 7~ ULIZEREHED)

3. % - REEH
RTEE  SIRIRTE

4. FEXEFEODEDEER
(1) #ERTORMYHFEWNWLEDBERIZOWLT
AT UF EERYE 0D £ Smg/10mg/20mg [ —"J ]
AE
PTP G817 v X vr —[HE%, T 02308 MABRE, MREZBT CTRETDHZ &,

(2) FFIRAFEFOEIRLMNZDINT
BEMITERLTA N F
<FTOoLEY : Kt
OO EETTEM A
VI. 14. #f EOEEOHEAZ S

Q) AFBFOBERITDONT
A~ o F R OD 8 5mg/10mg/20mg [ h—" | (%, JESRM T @5°C, fHXHEE 75%)1C
BWT, 7 UBE 8k e O—abTY 4 A —GHROFES) NI ET D REMERH 5,

5. KIBEHFH
FARAA
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R4 @ESIAi NAEREEE, A& EEE)
R T AR PTP @2 | 56 $E(14 X 4)
5mg [ h—U ] INZEEE | 100 fE
R T AR PTP @2 | 56 $£(14 X 4)
10mg ' h—"7 ] INTZEEE | 100 fE
R TR b PTP w2 | 56 $£(14X4)
20mg [ h—" | NT k| 100
R et OD 4 | PTP @ | 56 §2(14 < 4)
5mg [ h—U] Tk | 100
R Ut OD 4 | PTP @ | 56 §2(14 < 4)
10mg [ h—" ] NTA%E | 100 B
R F o AEEetE OD & | PTP &% | 56 §E(14X4)
20mg [ h—D | NS EEE | 100 b
7. BREOME
B AT RE ME
R T LR b PTP @2 | PTP AR U ke =v TVIE
5mg [ h—7 NTOEE | R, & AR = F L
R TR b PTP ©l%t | PTP RV =L, TS
10mg [ h—U | NTANE |, % Ry =F L
R LT LR bR PTP ©l%t | PTP RV =L, TS
20mg [ h—" NI |, % LRy TFL
PTP ARV ke =L, T
S AR R = | PTP ot [ g — . S — C R S
A~ F U OD BE L3 | EH CTAI= ARy F L
bmg [ F—U ] 73Ix—h
NTEE |, BEEEFIAY) R =F L
PTP ARV ke =L T
L AR TR = | PTP @t T — . N C R :
A= T UHREYE OD £E E TSI =T A Ry F L
10mg [ F—"7 ] 73Ix—h
NZaH |, BEEBEHIAY) R =F L
PTP ARV ke = TV
A F Uit OD g | PTP @2 Mep— TS =U L RUTFL
20mg [ h—V | 73x—h
N7 |, BGEEBEHIAY) R =F L
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[FIZh3K © R VIR,

. BEFEREERH
2002 5 H 15 H (K1)

HT o8 BAKERRE, U AATF T I

. BERFTARFEABRUVARES

: A~ U —§E 5bmg/10mg/20mg, A~ U —O0D # 5mg/10mg/20mg, A~V — K7 A

. BhEE - BEEM. A% - AELEEENFOFAERUVEOAR

FE LR

. BEERR. BIEBERARFABRUVEORAR

ML

BN SRR T AARRAE A H KBE %
N Y R R
X~ F YRR bE 202042 A 17 B | 30200AMX00328000
5mg [ h—17 ]
A~ T YRR BE
tome (] 202042 A 17 B | 30200AMX00329000
A~ T YRR BE
Some [ v 202042 A 17 B | 30200AMX00330000
YERY AT 7
AT ARBIEODSE | 50009 517 0 | 30200AMX00237000
5mg [ F—17 |
A~ o F R OD 88
Tomg Thew) 202042 A 17 B | 30200AMX00236000
A= F oY OD $E
Some [T 202042 A 17 B | 30200AMX00235000
11. EMEAZEWNEERA
B HRAGAEAENEALE A H 55
A~ o F R ER b
o [l 2020 £ 6 A 19 H
A~ U F YRR BE
Lome [ e 2020 £ 6 A 19 H
A~ U F YRR BE
Some [ e 2020 £ 6 A 19 H
A= T U OD 88
s (e 2020 £ 6 A 19 H
A F YRR OD 88
Tomg [ het) 2020 45 6 H 19 H
A F YRR OD 88
Some [T 2020 £ 6 H 19 H
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17.

BEEHM
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REHEFIRERRICET H1F®
AANL, B (D 2 FHE) MBI S HIBRIZED B TR,

£Ea—F
5501 8 A ok
In= = C —
WA HOT % e — | V7 PRERETE
N S Ve e A
AN T AR 127885902 1190018F1090 622788501
5mg [ h—17 ]
N S Ve e A
AT AR 127886602 1190018F2097 622788601
10mg [ F—1
N S Ve e A
A~ T AR GE 127887302 1190018F3093 622788701
20mg [ h—17
N N2 =N .75 = 7
A~ F MG OD 52 127888002 1190018F4197 622788801
5mg [ h—17 ]
N N2 =N .5 = 7
A= T i OD £ 127889702 1190018F5193 622788901
10mg [ h—7 |
e i S
A F i OD B2 127890302 1190018F6190 622789001
20mg [ h—17
R LEDFE

AFNIZHEEIN L OBRRBEEELTH D,
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XI. X [

5| FXCHR

1) B RAS A AENEE - IR ER(BE 5mg)

2) HFIERALHRR S HNE R - B (EE 10mg)

3) HRNERALERAA HNERE  IERBR(BE 20mg)

4) HFEEAHER AL HNERE - InEEER(OD £ 5mg)

5) HUFNEARE S #ENE R - IEFER(OD $E 10mg)

6) HURNEEME St tNE R} bnijﬁﬁ(OD 5 20mg)

7) BRI SRRSE HENEE  EAEERRE I BT B e MR BR(BE 5mg)

8) HUFNME MRSt thNE R} ﬁiﬁ@%ﬁ(‘"‘éﬁlkﬁéﬁﬂif ABR(EE 10mg)

9) HURIEEAE S AN E R - MEIRERIC 1T 2 E MR (BE 20mg)

10) BANSE SRS AENERE - IE R 51T 5 R EVERER(OD $E 5mg)

11) BANSE SRS AENER - R I BT 5 2 EMERER(OD & 10mg)

12) BANSE SRS AENER - BRI 1T 5 2 EVERER(OD $E 20mg)

13) BRSESRASH AENEERL - B 0L EMREBREE 10mg)

14) BRSEGRRSH AENEERL - B 0L EMREBR(EE 20mg)

15) RN ARt ARERE - SR EER A HIEER(BE 5mg)

16) BRI ASH AENE R - AR ; IR (BE 10mg)

17 BORSERRSH AENERL - AR ; IR (BE 20mg)

18) ARt AENE R - AL ERER  VAHEBR(OD $E 5mg)

19) BRI SRS AL gk - BLEERER ; IR HEBR(OD $E 10mg)

20) HURIER SRR AR R - BLERBR ; A HEBR(OD & 20mg)

21) HFNSEMBER AL FNE R - AW FRF SRR ; IEHRBRGE Smg)

22) BRI ANEERL - AR RSB ; IR (E 10mg)

23) BRI NG - AR RE SRR ; I ERER(BE 20mg)

24) FFNEE SRS AL FNERE - AW R SRR ; W HEER(OD $E 5mg)

25) HORNSEMRA S AN EL - PRI E MR ; W HEER(OD $E 10mg)

26) HORNSEMRA S FENEEL - A FRIE MR ; W HRER(OD $E 20mg)

27) v K~y - ¥~ HEE 12 kK, 786, 2013

28) HRNZEMHRASH FENEEL « PRI FE SRR (BE 20mg)

29) BRI S AENERE - A PR EIZEMERER(OD $E 20mg)

30) MRS AR AR - BB wRE T TRER(Z 2 B (0D $E 5mg/10mg/20mg)
. Z DD S E Tk

MER e L
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http://www.kyosomirai-p.co.jp/medical/top.html
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BES AR THER

» 1 8 AP EgEA I (ESER 128HS-GP) 30

B K A FUEBRE OD $Ebmg [ F—U |, A~ F R OD 8 10mg [ h—1 |
KOA~ o F RN OD 88 20mg [ h—7 ] % Initial X OINES1E(25°C75%RH.,
THHE) T TRFELIZDHD

R TIE SRR ONWT, m—F =Bty hTFAMBIDND EE 2 LD E B R OA R
DOPMVIZ W EEBZ B D E FEIZEERS LTz,

o & BREICK2EN - KiIFOF

S

R LT L AERERE OD 1 @by 1 5Eak 18dH7=v 5 HEad

5 bmg [ h—U | B 1B B T B 1B B T B
Initial 0./50 &) 0,50 4 0,50 4 0,50

25C7T5%RH + 7 HH 0./50 &) 0,50 4 0,50 4 0,50 4

R F LR OD 1abizy 15 1 @bl Y b iEak

§€ 10mg [ h—D B By BT B B b B BT B
Initial 0,50 &l 0,750 ) 0./50 2 0,50 &l

25°C75%RH « 7 H 4 0,50 &l 0,750 2 0./50 2 0,50 7 *!

R F LR OD 18720 1 5Eak 18dH7- v b HEmLE

§it 20mg [ h—" e b By i T B i By 5 T B
Initial 0,50 0,750 2 0./50 & 0,314

25°C75%RH + 7 A [#] 0,50 0,750 2 0./50 2 0,50 7l **

(1 L - R R TR ST sEHE 5 a3

%1 : 508 HDH 1A 3 EaiE THM
%2 : 50 W H DA 14 1 FEELEECHE i

A= F U OD$ESmg [ F—U ), A~ F U HEEE OD £ 10mg [ h—7 ] MOV A~
F MR OD € 20mg [ F—U | (3R OF IO LT, R TORMETEHI - RITEZRDD

RAKIE 22 o T2,

FEEBSAKICETLBEEE -

HIPERAREREE ([ SO\ TI DT TIEdD 2 L b AT Sy, ESen—2—ht > A
NAOERPLELBZZ LI, W TOERZVRTLHEDICH, n—F =TIty MIEIZTEZ

T2 ZEREE LV,
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