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JE 75%, 6 & A)DOFER, AN A2 ODEbsmg [ h—"T | | AL A% 0D §E 10mg
[h—D] | AWAYNLE 0D 20mg [ F—7 ] KA/ AH/LZ 2 0D §E 40mg [ h—
U TEE OHGiE FIZBWT 3FERILETH D Z LRI ST,

Q) BALEKEBIZEITIREN

AILAHILZODEEME Th—"T] 9

i skl (40%%? f&H) | (25°C, 75&5&3%)%) (120 ﬁjl?x - hr)
S8 7 L MR L e L MR L
o 7 L MR L @7z L Mz L
it 2 7 L MR L e L MR L
B R L R L g7z L R L
RNt R L R L 7z L R L
e | MR L MR L @z L MR L

TE) TG B AYRBEREAIRG 2 « 24 - 0 72 A A O IAEREE TOREMRRBRIEIC OV TEE ), FRR 11458 A 20 H

U TRkl 32k L7z,

FILAHFIILZODEE1Omg T k—"T ] 10

Rkl skl (40"(?%? #H) | (25C, 7535& 3 & H) | (120 ﬁjllix « hr)
bAx i) e L R L 7z L R L
o e L MR L @ L MR L
i B &7 L 7 L 7 L 7 L
e e L MR L @ L MR L
il e L R L 7z L R L
xwE | MEZRL R L 7z L R L

18 T(H) B ARBERAIGS - 524 - 0 72RO EARIE TOLEMRBUEIC SV TEEHR), FAR 11428 A 20 B

C OBz 32t L7z,

cife

cife

11



AILAHILZ 0D EE 20mg [ b—"T] 1D

A jakizhsi (mgﬁ%ﬁ>@mzﬁgiiaﬁm umgi-m)
SNl MR L 7 L MR L e L
R MR L 7 L MR L e L
st i MR L 7 L MR L Mz L

BT Rz L 87z L R L 8z L
AREEME i@z L 87z L R L 87z L
e | MEzL 7 L MR L e L

1B T B AP REIEAIRG 2 « BEA - 0 72 LAl OBAIERIE T OLREMRBIEICOWTEEH), PR 1148 5 20 A |

U CikBh & 946 L 72,

FILAFILEZ DEELAOMg T F—"T] 12

L s skl Mmfféﬁ)(%%cmfii3%ﬂ)(mogl-m)
4x 1) R L 7z L R L Mgz L™
= MR L e L MR L e L
it 2 MR L @z L MR L e L

B MR L @z L MR L e L
AREEME R L 7z L R L gz L
FiwE | @R L 7z L R L 87z L

* Hfa—H (30 5 1x - hr, 60 5 1x « hr)

C OBz 92t L7z,

BEARRNA

Y LRV

. REERVBRRROREL

- feFl & DEEA T (EILFEREIL)

L DTN EEEA ZFRD72(120 )7 1x - hr)
1) TGE) B AYFERRIRAINGT S « 884 + U 7B AFIOEAIEREETO R ENREBRIEIC SOV TEER), FhRL 1148 H 20 H |

[

-

e

12



7. A
(1) HAERUVRERAE
AILAHILA > 0D £ Smg/10mg/20mg/40mg [ k—"J | 13-16)
FWVAYFNHE L OD $Ebmg [ h—T] | AN AYALHZ L OD $ 10mg [ F—" ] | A A
NE 0D EE20mg [ h—" ] ROFA /LAY L2 0D §E40mg [ F—D ) 1d, BREINTE
HEKICZENZNEA L TVD Z ERHRENTND,

JE s BREHRBRIECS RUE)

FRERIE - AR 2 18 900mL

[R5 50rpm

W« SRS PTHRIRO BE I E 15

& 45 I OBEHED 80%LL Lo b X 3@ a & 5,

13



(2) EMEHIRFMHHR
AIWAHIILZ D EESME [ b—]1 17
[ RN 72 5% 1B RA O R SRR T A KT 4 ) CFRk 24 422 A 29 B 3K
BEATE 0229 55 10 5) CL T, A RTANNTHEN, b N TOEYFNRSES RS
AN AP NS 0D §E20mg [ F—U ) ZAEHERAIE L TRERRZITV., EWerE E vk
e LT, ek, sBREFI QMG ZEH KL, A RT74 1280 CAREIZZY LT,

<BIEHEMH>
=% B& & . pH1.2, pH6.5, pH6.8, K BB onm12
[E 5 % : 50rpm. 100rpm Bl I AN N | 5 3
HEBREAF - AILAYILEODEESm F—T | EREMF . AILAY LA ODEE20mel b—"T )
120 1 pH1.2, 50rpm, 7KL 120 KL
pH1.2, 50rpm, 7SFJLik pH6.5, 50rpm, /KL%
100 100
= 80 e~ 80
= —o— ERRFI <
# 60 i;k 60
H . —o— HERm
@ ol —e— spnH & .0 ABRUA
—o— IREERF
20 20
0 L L , 0 L ,
0 5 10 15 0 60 120
EREREERA (53) EREREERA (53)
BE(43) 0 5) 10 15 BERA(5) 0 5 15 30 [ 45 60 | 90 | 120
SEREUE 0 |838 [964 |987 HERWAI 0 | 345|559 | 742 [ 84 [903 |97.1 | 987
RERE 0 53 | 27 |22 BERE 0 57 |16 [ 14 [ 12 [14 [ 12 |11
BRAERH 0 [828 [986 |101.2 1R 0 |[290 |507 |672 | 76 |81.9 |89.7 |919
RERE 0 80 | 45 | 29 BERE 0 40 | 28 |22 [22 [15 [12 |o8
120 120 K3
pH8.8, 50rpm, /KL K. 50mm, /{FIViE
100 100
. 80 .8 —Oo— HEREF (458)
W 60 # 60 —o— RENH|
H H
o —o— RBRWH £
20 r —o— IRERF|
0
0 10 20 30 40 50 60 0 60 120 180 240 300 360
FREREFR (53) FREREERA (93)
B5(5) 0 5 10 15 | 30 [ 45 60 BEf(5) 0 5 15 30 60 90 | 120 | 180 | 270 | 360
HERIGH 0 |[465 [69.5 | 80.0 | 950 [99.0 |100.6 BRI 0 |[104 | 170 | 220 | 275 | 313 | 335 [ 37 |411 [ 444
RERE 0 52 |33 |26 |22 [16 [ 19 BERE 0 08 |06 [04 [04 [05 [09 |14 |20 | 25
BRAERF 0 |[502 [69.3 |80.1 | 929 [97.1 [ 980 HRAERF 0 92 | 157 [21.1 265 298 | 320 | 35 |36.8 |38.0
RERE 0 59 |37 [22 |o9 |08 |08 BERE 0 13 | 14 |20 |26 |30 |33 [36 |37 [ 40
120 ore
pH6.5, 100rpm, /XK JLi%k
g
H
¥ 40 —o— HERWHAI
20 —— RAENH|
0@ + g
0 60 120
FREREER (53)
BER(5) 0 5 15 | 30 | 45 60 | 120
ARG 0 |424 |658 | 822 | 89.0 [935 [98.9
RERE 0 18 [ 17 [16 |16 |13 | 11
BRAERF 0 |418 | 608 | 743 | 815 [86.2 [93.9
RERE 0 14 [09 |10 |08 |08 |08

14



OHABREF B CIRERK D FHBHEDLERK (X FILE)

ARSI TIENE) | py
FHEEE | opnrs | BREEER | BR e | W FISPEOHERE | HIE
(pm) | OB | wE | gE | OAE%)
15 5 LANIC Y 85% .
pH 1.2 15 98.7 101.2 L 1t
Hes 15 55.9 50.7 5.2 S
PH 6. A O TR |
50 60 90.3 81.9 8.4 -+ 10% L1
pH 6.8 15 80.0 80.1 —0.1 I
X 30 220 | 211 | 09 | muesmovEmmE |
360 44.4 38.0 6.4 D +6%LLA =
15 65.8 60.8 5.0 R ORI R |
100 . . ]
pH 6.5 60 93.5 86.2 7.3 D +10%LLAN =
(n=12)
Q-1 XRIEEBREICHTHHBRAFDE < DBHE(NFILE)
SRR ‘
e TP T P S
- R = \E‘,—\, I 71:7]‘ - — AL O)\/lr—‘—» Y \,l,—-—’
FHREC | e | %ﬂfj& 1%; o | £ 5% %Eﬁ;f FSEEOREE |
95.0 83.7 .
pH121| 15 ~101.1 ~113.7 0 B
b7 IR SN b Yy )
50 |pH65| 60 Ao SN 0 |EroBEmECoONT, |
: 105. ABRIUAN D ST o+
15 %D FFAZ B2 5D
76.9 65.0 B2 LT T = |
pH68 | 15 ~83.8 ~95.0 0 25 %O %8 A 5H0 i
ARVANT
91.5 78.5 i
100 |pH65]| 60 ons 085 0 i
(n=12)

15




Q-2 ZREBRRICE T HHRBKOE L DBFHE (S FILE)

PURGEAT (@) ® | @)
- i - PR RO R e e AL i s
B | g Se/IME~ T | e SO RELE | b
AR IR I53Ei] o 0 £ 9% O i PH .
(rpm) (;) RKRME (%) %) ¥
B A LR R Z 31T D
il 2 DEHFRIZONT,
40.7 35.4 AR U 0D SERE A H R
50 K 360 ~48.6 534 0 9% DOFHAZBA DO | 1H
: ' DN 12 fEH 1 EEL T
T, *£15%DHiH % &
2D DN
(n=12)
OODFER LY . HMBREEZT N TICHOWT, IR FS L HE Shr-,

WoT, ANAYILEZ 0D Edmg [ h—U ) & EAERIZI(CHL AL 4 2 0D §E 20mg [ b
— U, EMFRICRIETH D LRIz,

16




FILAYILZ 0D EE 1Omg T k—"] 19

(& BN 72 B DB RA O ALY FHIR SRR T A FZ 142 ) CFRk 24452 A 29 A 3K
BHEAEH 0229 55 10 %) LT, A KT INHEV, b N TOEYFEHFESMES GRS
FNAY L OD BE 20mg [ h—T | AAEHERGE L U TR A2 1T V) AR R SR
Bl Uiz, 7ok, RBERRAONGEFTKAEL, T4 RT7A4 028D CAREIZEY LT,

<HEEHE>

& B & : pH1.2. pH6.5. pH6.8., K ®A&A B, n=12

[ & % : 50rpm. 100rpm OB oE . SFLE

HEREIF] . AILAYILELODEE10mel b—"T ] EHREREF . FILAY LA ODEE20me h—"T ]

120 pH1.2, 50rpm, /8K LR 120 pH6.5, 50rpm, /SF Uik

100 100

80 - ~ 80
IS —O— HERHA g
; 60 Sf 60 —o— HERMFH
H —o— {RAEH| H —— IRAEMFH|
] a0
20 20
0@ 0@
0 5 10 15 0 60 120
FREUEERA (5) FREREFRE (5)
B R(5) 0 5 10 | 15 BER(5Y) 0 5 15 | 30 [ 45 | 60 | 90 | 120
HERMA 0 | 908 |103.0 1035 SR 0 |[354 |596 | 759 [84.3 |889 |958 [972
HERE 0 70 |17 |13 RERE 0 39 |19 |19 |13 |12 |11 |o8
RERH 0 |828 [986 [101.2 REWF 0 |290 | 507 | 672 | 759 | 81.9 | 89.7 | 919
RERE 0 80 | 45 | 29 RERE 0 40 | 28 |22 |22 |15 |12 |08
. 01 5K, S0pm, /SRILE
pH6.8, 50rpm, 7 KL% ’ '
100
- —Oo— HERNH (288)
= < —o— RENFH|
H H
"o —O— BRI "
20 —o— RAEMH|
0@
0 10 20 30 40 50 60 0 60 120 180 240 300 360
BRERERRE (5) FREREER (53)
BEE(5) 0 5 10 [ 15 | 30 | 45 [ 60 BER(53) 0 5 15 [ 30 | 60 | 90 [ 120 | 180 | 270 | 360
HERNA 0 |551 [766 |86.0 |96.5 |100.5 [100.7 HBRAF 0 | 113 | 186 | 244 | 297 | 330 | 351 |38.1 |41.2 | 434
RERE 0 48 | 26 |19 |08 |07 |06 RERE 0 14 |17 |20 |25 |26 |29 |32 |36 | 40
FEWH 0 |502 |693 [80.1 [929 |97.1 [980 RAEUH 0 |92 |157 | 211 [265 | 298 | 320 [ 345 |36.8 | 380
BERE 0o |59 |37 [22 |09 |08 [os8 RS 0 [13 |14 |20 [26 |30 |33 [36 |37 |40
120 .
pH6.5, 100rpm, 7SK)Lik
100
~ & )
ot —O—HBRHH
# 60
H —O— REWH|
)
20
0@
0 60 120
FRERBFRA (5)
BERA(5)) 0 5 15 | 30 | 45 | 60 | 120
EERH 0 |442 | 688 | 835 |89.4 | 934 | 993
BERE 0 |27 |20 [13 |08 |07 [os
R 0 |418 [608 [743 |81.5 |86.2 | 939
HERE 0 14 09 [10 [o08 [08 |08

17



OFHBREF B CEERK O FHFHEROLEEK VX FILEK)

R 2R SR H R (%) )
RS | ppngy | RERRER | AR e | IR FSEEOHERE | R
(pm) | PO wE | wE | 0%
15 3 LANIC YY) 85% .
&
pH 1.2 15 103.5 101.2 Sk 3
Hes 15 59.6 50.7 8.9 T
ptL . RAERUR O EAHER | E
50 60 88.9 81.9 7.0 P+ 10% \
pH 6.8 15 86.0 80.1 5.9 1
X 30 24.4 21.1 3.3 FE AR 0 S R &
360 43.4 38.0 5.4 D E6%LIAN
15 68.8 60.8 8.0 R DS R |
100 . N
pH 6.5 60 93.4 86.2 7.2 D +10% LA i
(n=12)
Q-1 RIRLEEFAIZE T 5HRBAROBELDAHEE (VS RILE)
HER S .
S @ | g | @750
| g Z’;?ﬁj R~ | TR | FEAE | RROWELE |
FEURER L] = o - 0 w
(rpm) ) RKRME (%) %) £
101.5 88.5 .
pH1.2 | 15 ~1065 | ~1185 0 i
74 I =N N STy )
50 | pH65 | 60 58 ~71?6§ . 0 |EromtEIoNT, |
- - FRIRLA O T i =
15 %O#IPHAE 2 5,0
82.3 71.0 NI TEUTFT, = |
pH6.8 | 15 836 ~101.0 0 |25 %nsiix@zsbo | H
ARVANT
92.5 78.4 )
100 pH 6.5 60 Ny 1084 0 ST
(n=12)

18




Q-2 RIRLLERFRIZH T B HABRAFIDE R DAHE S FILEK)

AR A (b) .
e | ] BB | s B Suxr| memowsEw | we
apm) | OB Haf'? Skt o6 | 0 #
A PR AU S B 1 5
{5l %2 OYEHFRIZONT,
38.7 34.4 ARRA| O TR |
50 X 360 484 504 0 9% DHIPHZ X 5 ]
' - b O 12 il 1 ELLT
T, *15%DOHiPHZ i
2% b DRI
(n=12)

QODOFER LY, MBREHFZN TN ONT, WHEBNFESE & HE S,

o T, ANAYNZL OD §E 10mg [ h—D ) & FEHEREFI(A /L A Y04 > 0D §E 20mg
[h—D ] N, EWFEHICRETH D L7 ST,

19




AILAYILEZ 0D EE20mg T h—T] 19

[FITE 3 870 D RFN OB D T2 O DAY FHIRIERBR T A K7 4 ) RO R EIESLO4E
WFHIRIEHRBR AT A RT7 1) (Wb, k24 42 A 29 H ERFEAI 0229 55 10 )
CLF. A FI7A NNHENBEHRBREIT - 72,
(78) FEAERIAN TS EEE CTH D,

<RIEFEHE>

i BR . pH1.2, pH6.5. pH6.8. K B®&H O n=12
[B % % : 50rpm. 100rpm H OBk . /SFLiE
HEREE . AILAYILEODEE20mel F—T ) EAEME . fEHFl 20mg

120 pH1.2, 50rpm, 7 SK)LiE

120 pH6.5, 50rpm, 7 SKJLiE

100
~ 80 ~
= g
# 60 #
F —o— sma 3 —o— stmmA
—e— B —o— IRERF
20 RERH| 20
0@ 0@
0 5 10 15 0 60 120
FREREERE (5) FREUEERE (43)
Bf(53) 0 5 10 15 B5(53) 0 5 15 | 30 | 45 | 60 [ 90 | 120
HBRUA 0 |828 [986 [1012 BN 0 |290 (507 [67.2 | 759 | 819 [89.7 | 919
RERE 0 80 | 45 | 29 RERE 0 40 | 28 |22 [22 |15 |12 |08
HRERF 0 |708 | 909 | 952 AERA| 0 | 411 706 [835 | 87.6 | 900 [ 925 | 940
RERE 0 115 | 59 | 29 RERE 0 73 |23 |10 [ 14 |14 |14 |14
pH6.8, 50rpm, 7KLk 120 7K, 50rpm, /SRILE
! ’ —o— HUERNH
s s —o— iRAELF
H H
o4 —o— EERsHI S TS —»
20 —o— REWF
0@
0 10 20 30 40 50 60 0 60 120 180 240 300 360
FRERBERE] (43) EREREERE (5)
Bf(5) 0 5 10 15 | 30 | 45 [ 60 BER(5) 0 5 15 | 30 [ 60 | 90 | 120 | 180 | 270 [ 360
HERMA 0 |[502 [69.3 |80.1 | 929 |97.1 [98.0 HERMA 0 92 | 157 [21.1 | 265 | 29.8 | 320 [ 345 | 36.8 | 38.0
e | o |59 |37 [22 [o09 |08 |08 BERE 0 [13 |14 |20 |26 [30 [33 |36 |37 |40
ARAELH 0 |552 |784 | 879 | 952 | 964 | 967 WA 0 |[158 | 251 | 286 315 [33.0 [338 |351 |363 [374
BERE 0 82 |53 |41 |33 |30 |28 BERE 0 18 [06 |05 |09 (12 |12 |13 |13 [ 15
120 ore
pH6.5, 100rpm, /SF/Li%E
100
~ 80
£
# 60
{33 40 —O— HBREH
—e— B H
20 BRAERH|
0
0 20 40 60 80 100 120
FREREERE (5)
BR(43) 0 5 15 | 30 | 45 [ 60 | 120
HBRRA 0 |418 608 |743 | 815 | 862 [939
RERE 0 14 [09 |10 |08 |08 |08
RAERA 0 |[578 [77.3 | 86.6 | 89.8 | 92.0 | 96.3
EaEEE | o |34 |12 |10 |10 [10 |12




AEBREK B VRERFN DT HBHEDLER VN FILEK)

ErNi SZFAER HH 22 (0 N7 A
PR fig{ﬁﬁmf) | R | EBEORE |,
U | e | DREORT | BB | e | I T ot HiE
(rpm) | P %) wp| | s | DFE%)
15 53 LANIZ A
pH 1.2 15 101.2 95.2 %) 85%LL B | i
i
5 29.0 411 | —121 ERIERGA -
pH 6.5 BIEHEOE | R
- 30 67.2 83.5 —16.3 15 %LIA
FEAERLAI 0D
pH 6.8 15 80.1 87.9 —17.8 B sR o = 1
15 % LI
5 9.2 158 | —6.6 BRHERGA| OF
K PR + 3]
360 38.0 37.4 0.6 9 %LLN
15 60.8 77.3
100 pH 6.5 30 74.3 86.6 44.6 | f2fE2 4200 F |
45 81.5 89.8
(n=12)

FREOFRE D | —HORBREMECINT, HA BT A > O HZEB O FRLNE D) E H e 2l
7L TCR o, FEAERA & BB O HZEENTREL L Ty,

72k, B MIBT A4 RIEERBRORER., 1 A4 0D §E 20mgl b —7 I3
R & OEYFREEDNHER I N TN D,
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FILAHILZ 0D fE4Omg [ k—" ) 20

(RIS B 7 2 BFN OB D 7= 8D D AW PR ZENEREBR AT A KT A ) RO THRFEKKOA4
W IR EMERBR T A R T4 ) (WTFih, Fa24 42 A 29 H 3EAFEAT 0229 % 10 5)
CLF. A RIA NGB R AT - 7=,
(1) HERERFNIEBEETH D,

<BIEEH>
= BR & . pH1.2, pH6.5. pH6.8. K BB n=12
[E & % : 50rpm. 100rpm E- - e AT N 155 3
HEREF . FIAYILEODEE4OM M —T EEMA . fEH 40mg
120 pH1.2, 50rpm, /SR ILE 120 pH6.5, 50rpm, 73K )Lk
100 100
~ 80 | ~ 80
£ £
B oo | ) g‘«; 60 —o— HBUHI
@ a0 | —O— BABRBLHF B
—e— fEAE B —o— REERFI
20 F HRAERUA] 2
0 0@
0 5 10 15 0 30 60 90 120 150 180
FREREER (5) FRERERR (5)
5 (59) 0 5 10 15 BRE(4) 0 5 15 30 45 60 90 | 120 [ 180
HEBRUA 0 |865 [100.2 [1025 BERMA 0 |[315 |477 | 609 [690 | 747 818 |859 [ 909
B R 0 |65 [19 |07 BERE 0 [24 |13 |09 |07 [07 |os [06 |07
RAENH| 0 |[e638 [86.1 |922 RN 0 |350 |632 |751 797 [827 |86.1 | 883 |90.6
BERE 0 |106 | 109 | 68 BERE 0 46 | 29 |10 |07 |08 |07 |06 |07
120 120 s
pH6.8, 50rom, /<K Lk 7K, 50rpm, /$F )Lk
100 100
—O0— HERHA
~ 8 ~ 80
£ £
# 60 | # 60 —o— {RAERF
H H
® a0t —o— BB S
20 r —o— RAEMA|
0 . . . . . ,
0 10 20 30 40 50 60 0 60 120 180 240 300 360
FREREER (5) FREREER (9)
BER(5) 0 5 10 | 15 [ 30 | 45 [ 60 BERE(5)) 0 5 15 | 30 [ 60 | 90 [ 120 | 180 | 270 | 360
HERUA 0 |528 | 709 | 789 | 908 | 959 |97.2 HERMA 0 101 | 151 | 182 210 [ 223 | 231 | 242 | 252 | 260
RERE 0 36 |11 [ 11 [ 11 o7 | o9 RERE 0 11 |06 |04 |04 |03 |04 |04 |06 |05
RAEMH| 0 |470 |70.1 | 822 | 930 | 96.0 |97.2 1RERH 0 12.2 | 185 | 209 [ 225 [ 232 | 237 | 249 | 256 | 266
BRERE 0 81 |67 |40 |17 |18 |18 RERE 0 23 |17 [15 |14 |12 |13 |13 [ 18 | 21
120 It
pH6.5, 100rpm, 73K )Lk
g
H
2 o —o— sl
—— jE#E R
2 RAERA|
0@
0 30 60 90 120 150 180
BREREERE (5)
E5R(5) 0 5 15 | 30 [ 45 | 60 [ 90 | 120 | 180
HERMA 0 |[39.3 |566 |684 |756 794 851 | 884 | 914
BRERE 0 23 [10 |07 |04 |04 |04 |06 |04
TRAELH| 0 |47.1 [69.1 | 770 [ 810 | 833 [86.6 |88.4 [90.7
BERE 0 27 (09 |08 |06 |05 |05 |04 |06




AEREFI R VREHF DO FYBHEOLE (N FILE)

EREOHRLY

L7,

N e ey (e (N (R LA G

B R SERRAE R (%) .

- A AT LD .
Eﬁﬂéﬁ = e < = 5 0 NETE==d b :HJ/:E
(epm) | PUBUE | SRIUGICY) | BRI | et | P00 HIEAE

15 7 DINIC P |
pH 1.2 15 102.5 92.2 8591 Lt 3]
5 31.5 35.0 —35 i
pH 6.5 1
50 90 81.8 86.1 —4.3 85 YE U] 0 SR VA
10 70.9 70.1 0.8 HERD £15 %L
pH 6.8 1
15 78.9 82.2 —3.3
K 5 10.1 12.2 —2.1 AU 0D SR -
360 26.0 26.6 —0.6 HYZR D +9 %LLN
5 39.3 471 —7.8 5 4t L 7 SRR
90 85.1 86.6 —1.5 HZD £15 %L
(n=12)

A BT A > OB OFERIE O E L LB E S

Weo T, A/ AY NS 0D §E40mg [ h—U ) LARMERIF| DR HZEE)N AL L T D LIl L7,
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10.

11.

12.

13.

14.

. EYFHIERERE

B RSN

. RAIF DA OHERHARE

RO AT B

AP DEIEDPDEEE
WKk o< N7 7 40—

palii
Y LR

BAT 2 TR D B 555D
AR L

ERNDELGRSR - MR GERICEHT H1FR
Y LA

Z Dt
YL

24



V. JAEICEEY 4I1EH

1. %Ee - R
e LA

2. B -H=
BWELRANCIIANNAYFILEZ L AR Y I L L T10~20megZ 1 A 1 EEOFET S, ok,
1 H5~10mg G206 L, Fln, ERICI Y EEEET 578, 1 HRKRHEG &1L 40 mg
FTLET B,

(A% - AEICEEET 5FEALDOAIEE]
OD SZ1 HEEN THRCHNTAREE S 2 23, DEERERE S & ORI IZ L 0 2 R385 2 HiFE 4 2 35 T
RN RRERL XM XK TERAIA T Z &

3. EEGRAE
(1) BRERT— 58—
R L

I

(2) BRERENE
FUGERHR L

4

h=ilt

(3) ERERIEEMER
AR L

) BRUHB
YR L

(5) IR
1) EEALLTHERGHR
AR L

2) HEHR
PR L

3 meMHER
PR L

1 BE - FEHRR
MR L

25



(6) MR
1) ERRERE - BEERRERE BRI - SRR R (R R
MR L

2) EBEHELTERFEONEXIEIER L I-HBROME
A LAg

26



VI. E3EE(ICE T HIEH

1. REZMCEHESH HIELEYMXITILEYEE
ToOFA TN (AN AR

2. FEIBER

(1

(2)

)

Ve FIEREL - YR FBHERF 2

NRPEFEME DT X AT o ISk L TZRE L~ THAMICHETIT 22212 kb
EMERZHT, B, AKIZ70 K7 v 7/ Tho ., ROokE%, TN ERICBHN TR

77 —BIZ KV IKGIREZ T, IEERE THDL AN A2 BRI D,

i%

EME I HRERAE
Lk e L

ERAFIRER - Frfuhsfd]
BEERR L

27



VI. EYEhseIcBi9 518H

1. MEPREOHS - BER
(1) AR EA MR
BUE R L

(2) &&EIMmHREEERRE
(3) BEIRABR CHERR S 7z LR EE DI A 2

Q) BRFHEBR THE IR EE

1. &¥PREHEER

AILAFILAZODE20mg T b—"7) 22
FNAFE 0D EE20mg [ h—1D ) LEEVERF] CE@sE) &, 7 e A4 — —EIC X
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o
7
Jl 800 ht
A
j{ 600
g It
> S\
400 \i
I3
200 | 4
4 —
0 12 24 36 48

e 5% 0K (hr)

XE W OB ORE NS A — A

HIEIN T A—A BEINT A—F
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NPEINTND, ]
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WTIE, TR B2 B0V Ll S A58 2R EEEHT 5 2 &,

5) ARHAZGZLT o UAT v MR EETAKR G PICEERITEERELH bz &
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20mg | b=V NS A%E | 300 bE
AN AP H 2 0D §E gk s
40mg [ F—1 | PTP % | 100 $2, 140 $& (14 $£X10)
7. BHEOME
B A E ME
N PTP SRY Ly, TAIE
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REHBFFTEDZEE

AANTZHRARIN L DR IEEEK L TH D,
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. BIAXHER

D HERIESE S tENEE
FFNFE SRS A& R
3)  HFNEEAHERSAE B}
FFNFE SRS A& R
5)  HFNSEAHER S AL B}
FFNFE SRS A& R
7 HEFEEAER S N}
HFNFE SRS A& R
HFNFE SRS A& R
10) AN SRS HNEE
11) HFIESHER S HENEE
12) BRIkt thNEE
13) HANE MRS HNEE
14) RIS HENEE
15) HAIE MRS HNEE
16) HAIEMEA S HNEE
17) BRSNS tENEE
18) BRIkt AENEEL
19) HRISEMR St AENEE
20) HFHEMHEA S HNER}
21) LUl A ASE R 5 i &,
22) BRSNS AENEE
23) HFHE AL hNEER}

2)

4)

6)

8)
9)

24) BRI S NG
25) HFNFEMRA S NG R

26) HFHEMRA S B

XIl. X [

JnEEER (0D £ 5mg)
SN ERER(OD £ 10mg)
SN ERER(OD £ 20mg)
&R (OD $& 40mg)
EWR735(OD $& 5mg)
RHIrA752(OD #& 10mg)
RHIRAFB2(OD & 20mg)
R85 (OD $& 40mg)
Im R iglZ 1) 2 2 E MR (OD $E 5mg)
IEAVIEIREE IS B B & EMERER(OD £ 10mg)
IEAVEEIREE IS B 1) B & EMERER(OD £ 20mg)
IEAVEEIREE IS B 1) B & EMERER(OD £ 40mg)
FALEER IR HEER(OD $2 5mg)
B EAER ; A HEBR(OD $& 10mg)
B R ; TR HHEER(OD & 20mg)

W HEER(OD £ 40mg)

LR
AW R TR SRR 5 B HEEUER(OD $E 5mg)
#HRBR(OD £ 10mg)

AW R R R
AW RV PR YA HEUER(OD & 20mg)
T HRBR(OD £ 40mg)

H

k=i

H

k=i

)

y

k=i

I

AW R R R
C-1193, 2016

AW R R R
AW R R R
Wtk D 22 e MR
R - BREVE R OSRRE 5T = — 7 o @it
H &tk TalBR (5 LR ERT Y

1 3 P ARZEA LA (OD # 20mg)
1 3P ARZEA LA E(OD $€ 40mg)

AR

(OD #E 5mg/10mg/20mg/40mg)

27) HEAEARA S ENER

H By ik TRBR(2 7 v 1))

(OD #E 5mg/10mg/20mg/40mg)

| ZOf0sEH
KPR L
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XI.

. EHAETORFRE
R L

| AN B S BEER B
k2 L

SEEN

45



XI. {& =

B - REXRIEICRE L CERHIER 17 5 b1 > TOSEER

AREOERICETHHE  AEIIFAEGREZZ T TORWREICET 2 ERAEEN 5, Bk
FEERHSLL TORVARBEENTEY, S ETHRBIN TV EIRBEFIETHE LN
TR RAFIEL LTIRR LTV D, EREEEDEKEM 25T 5 ECoOSEBFRTHY |
INTEFHED RS Z R4 6 DO TR,

PRI - TSR R O IR FEAF BARMHEENC BT 2 A R 714 VICBT 5 Q&A (22T
(2D 3) | (A9 A 6 BN EAGBEER - AinfEREEIEE - TR
ik SBIEAS)

(1) ## 20

FILAFILAZ DEELAOMg [ b—7T ]

FNAYILHE L OD BE40mg [ b—D ) 1%, AN AH L% 0D §E20mg [ F—U ) EEHLRS
KO OB ERZE LN Ens, B ORZEMEIC DX E LA v A% 0D §E
20mg [ F—U ] OFRE TSR ITE 0.

ZILAH)LAR > 0D £ Smg/10mg/20mg I b—"7 ]
BB

FNAYLH L OD$EbSmg [ h—1 |

FNAY A OD $E 10mg [ h—7 )

FN A A OD $E20mg [ h—"7 )

B 5k

O RRIRTERL 1A

FILAHILZ D EESME T ~—77

PERRLA 450 884 £ 0, FEAIFE (LAB MILL OML-1) TH#:+ 2. (n=1)

FILAFILADEEIOMg [ b—T ]
RERRLA 520 884 & 0, FEAIFHE (LAB MILL OML-1) TH#:+ 2. (n=1)

FILAFILAZ DEE20mg [ —7T ]
AEREUA] 280 $E24 L v, FEAIEE (LAB MILL OML-1) TH#ET 5. (n=1)

& RAESRAE

- HO

A 2 25°C + 60%RH, 1000 Ix OB T (3 » AR ORI TREHY 120 5 lx « hr LLE) |, BiKD
EOEIIXI3mm T ET 5.

RERB BRLETIAF v I oy —1L BT v T THE.
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AILAHILE > 0D & 10mg/20mg T k—"T ] D&
5 0 25°C - 60%RH, O, MADBOE ST 3mm LT &7 5.
RERER  ARLIC T I AF v 7oy —L a7 v 7 THEYD,

O RBRIEE M ONRBRTT 1k

XLICTAIETES.

- HBRIEH AV, 5B RER WHEZOEES 100%E LTEH] )
- BRI SRR O FRER J7 151 E L LG A ST AR GR E O RIF OB K OGRBRTIEICHE LT D, (n=3)

Byt DBRFNRITIZ K 2 BREAENFEO oo, EELATSMIE L.

LGRS
4 e SGR RERIE H ALK 1% H#% 3 » Ht
e W RGO | HEAMO | EEAAD
F AH & 0D EE " MR WA WA
5mg [ F—1 | &%) 99.3 100.0 99.1
(55173 (%)) (100) (100.7) (99.8)
Kl ok
we | meopk | paopk | DE2HE
ROt DR
ANAG VS OD G &%) 99.8 97.7 97.9
10mg [ b1 FEEE) | (100) (97.9) (98.1)
AN FHEOmER | AROBhE | ABOBKRE
S & (%) 99.0 100.3 99.9
(FEA72(%)) (100) (101.3) (100.9)
KB ik
we | meopk | paogk | HEONE
ot DB
AN AY S OD GE 2 (%) 98.9 97.6 97.0
20mg [ b= iR | (100) (98.7) (98.1)
AN HEOmER | AROBE | ABOBKRE
S & (%) 98.3 99.4 98.8
(FEA72(%)) (100) (101.1) (100.5)

(2) pALR - BMBAMRUVRERSF 1 —J DEBME 2

W AER A

FNASE L OD GEbmg [ F—1T |
FNAFHE L ODHE 10mg [ h—17 ]
FNAFIH L OD HE20mg [ h—17 )
FNAFIH L OD HE40mg [ h—17 |
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B 5k

OF 4 A% — (Exacta-Med A—F/LF f A H—) DR MU HEZHERY . T4 &
AR —NIZHA L2 ANTER 2R,

Q@AKBEMNT 55+ 1CICRE LT=BEH D WITEREAET 4 AP —a0 5K 20mL %
WELY . v v (Exacta-Med & — T /vF 4 AP —L vy N THEHE) THU., T4 A
AU —ZREIC LIREE T 5 o EE T 5,

@F 4 AN Y —%FT 90 B 15 {EEMER L, i - BB ORI Z BT 5,

@R L TV 5 Z & DR SNAUZ@ O FIEA~HETe, FEER B OSHAITHE 5 /3 EKE L
FIEZITV, BEIHER S NIUXODOFIE~EL, 5 _ﬂﬂi;?ﬁbfxb\iEAiﬁ&%H#Faﬁ% 60
53 & LT R 2 3 U7z B CHAE - BRI A R L. BIRO O EE~1E

OFEANIR F TR DA LEH D, ﬁ7ﬁwﬁi%ﬁ7ﬁwbt%@_owf®~®®¢¥
AT D MBERROGEIIHE 5 0 HME LOOFIEEZIT 5, Z ORERIC THIE - IRE L72
WA, RRE R IET 5,

®OFT 4 AR —bFy v TEWMVAN L, Fa—7 (TOFALOLD 2/3 ZKFEICL
A ALY —HEE I A i & 30ecm OALEICE v L TEL) | I&Dod‘om$ﬁ2~3mL/
B CRRBIR A2 L 21,

DF =—7 @il LBz L, BRECTHE L%, pHEHET S,

@B E T = — T NIZETH LIAATHR, S BIZAKEK 20mL 27 4 AL —THEAL,
vevZte

@%w’&%®%1~7ﬁﬂm PNER K OVESRRIZ DWW T, G 0 CEEH oA 42 BHIC
R %

O@EEIC CEBIAZ KR U, D 0ETF 2 —THENEE 2GS, Fa2— 7% 12Fr 12
EHEL, BB RE%E, O~OOBRELIT D,

B AR E - R

AAav 74y (Bf) B =a—20 T IV T 4—T 4T Fa—7 (8 7LUVFRES
120cm)

Baxa t:f¢ Exacta-Med 4 — 7 /7 4 AW — (iBHH) 60mL 1 X

Baxa fHf ROHR ~ v 73y 7 =515

THER YT 4 — Faxs 2—100

YRS REFTR. pH A —%— LAQUA F72
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LIRS

1] 01 =4 %%
BaE HEEH K () 55°C) | K
JRgEE 55 THIEELT-
. " N 8Fr Fa—7 iR Fa—T 2@+ 2
j%i:ﬁi:ﬁDﬁ JEE P (B im L 2)
AT FEAERL
ARt pH pH 7.1
FRgEE 5 THIEELT-
FAAFA S ODSE | miE BFr T IR T = TS
Tomg e ‘ (DBt #R L HI2)
FRAT FEAERL
fREt: pH pH 7.0
[ 5 CHIEE LT
FAAYAE L ODEE | i BFr T AL T = TS
2omg [ h—D) | (Dfit R LHIE2)
FRAT FEAERL
1% pH pH 7.0 \ pH 6.9
AR b T LT
A AP ODEE | il B Fo = IV C 7 = TS
o F ) ‘ (BREDLIES)
Blr LA

Rtk pH

pH 6.8

| pH 6.7

2. TOMOREEE

HLAIARKR 7 7 —v RSt "G EHRA—L—
http://www.kyosomirai-p.co.jp/medical/top.html
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BENN aH% TaRER

D G EUEFTR 4B BhEEA 5 c i (YS-TR-260FDS 11 ) 26

o K A AP E 0D BE Smgl h—U ), AL AL Z 0D B 10mgl h—7 |, AL
A% 0D BE 20mgl b—17 ] KO AL OD bE 40mgl b—7 | %
Initial (BRESEL) K OVINIE S (25°CT5%RH, 7 AR T THRIEL7ZH D

RER T BRIEIZONWT, ve—F—ty FC—BAMBPIND EEZ LMD EEG BEH)

K OB DOPNDIC WEEZ NS FBQ BREICEES LT,
H E o BRI X D& - RiIT A

fE R
AN A S 0D B 18dH7=Y 15EaLE 18dH7=Y b HEmLE
smgl h—V B R B B ke 5 FE 5 LBy
Initial 0,50 £l 0,50 £l 0,/50 41 0,50 41
25°C75%RH + 7 H[H 0,50 £l 0,50 £l 0,/50 41 0,50 41
FL AP AL OD & 18H7- v 1 5EedE 10dH7- v bk
10mg! h—7 B R B 5 kB B FE 5 Egy
Initial 0,50 £l 0,50 £l 0,50 41 0,50 41
25°C7T5%RH + 7 HH 0,50 4 0,50 1 0./50 &) 0./50 &)
F A 0D bE 1adb7-0 1 5Emik 1@l v 5 FEmis
20mgl b—" B R B 5 LB B FEE B By
Initial 0,750 &l 0,50 1 0./50 &) 0./50 &)
25°CT5%RH + 7 HH 0,50 4 0,50 1 0./50 &) 0./50 &)
F AP LE L OD & 18dH7- v 1 5Eadk 18dH7- v 5 EEmdk
40mgl h—" | w N e R B & B B B
Initial 0,50 £ 0,50 41 0,50 41 0,50 4
25°C75%RH + 7 H [ Sya BRI £ T &7

(1 el « RiT25 HEL TR b7 A 43 01 50)

AW AFNE L OD $E bmgl h—T | | AL AP H 0D BE 10mgl h—U | LAV AL F
> OD § 20mgl b —U | [TIHROFEIZED 5T 2 TORMTEHIIL « KIT 270 DBIKIT 0
<77,

A AP H 2 OD §E 40mg! b —7 ] 1% Initial TIZETORMETERN « KIT 2RO DKL
MoTo, —H, MBS T TIXEEENEM L2 EXRRT, v—%—F+t v FOEEZIZE RN
D0 i BR A FEHECE o T, Ko T, A AHLZ 2 0D §E 40mgl h—D ) Ik b
I L B0 EBOBIZIE, BREHRT, Bty FNTOREIIITOTHONIHET 5 2 &3
BN,

ATICEBNT, r—¥ =0ty NNBICHEHE CTHE TE2REDOHOMENRD b,



2) 1V % AR @M ESER 128HS GP (HP-J128HS) 27
B K A AP HZ 2 0D EEbmgl h—D ), A/ AYLZ L 0D SE 10mgl h—7 |, A
SV AHE 0D BE 20mgl b —T | LAV AL Z 2 0D §E 40mgl b—7 | %
Initial (BREFEL%) & ONIR S (25°CT5%RH, 7 AR F THRIEL7ZH D
RERTE
O HEHRER ; B4 & > R b OFER OPEHPIRI & SEAI T E ~ DB Z RS 5720, FEA
71y b OEERHERH O BEMHELEERE 2 V. iR %E 5000 S C oA

Ty b LT,

@ el ; SO THEI DT A FERMT 5 2 &I K D EEAIE ~ DB K OV el D4R
DL BT D720, %\*ﬁﬁk%ﬁ‘ﬁiﬁbtfﬁlﬁﬁ/ [N N5 1) 1% B(8 B F)IC

FEEL, 1@0H0 1EEFIT5 5 THE L72GE 50 ), /sl T FE
50 w/5r) & LTz,

oo & BHIC K 2% - RIF o

CT S

O HEHBR ; 5000 SEEFHEHT 2 2B W T, 2 TOREBEERI T v kb B HEH
S, BRI SE B E RIETEIN - RIFISHER S i T,

@ el ik FEEQ@ BB L ORBRIZBW T, 2 TORKTIEIZHEL KT T 5RO

AL« RIFITHERS SL7Ripo T,

v AV H 2 OD B Az h 1 gEEis Wbz v 5 sl
5mgl F—1 8 Bt H 8 B H
Initial 0./50 4, 0,50 4,
25°C75%RH « 7 A 0,50 0,750
F AP 0D §E A= 15EaE Wiz v 5 HEaik
10mg! h—" | 8 BxH 8 BxH
Initial 0,50 4l 0,50 7l
25°C75%RH + 7 HH 0./50 0./50
F AP 0D §E W= 1 semdE Wiz v 5 HEaik
20mg! h—1 | 8 B H 8 BxH
Initial 0,50 4l 0,50 7l
25°C75%RH - 7 A 0,50 0,50 &
FIVAYLE L OD BE Wiz 1 sEEik YUY Ok
40mg! h—17 | 8 BxH 8 BxH
Initial 0,50 £l 0,50
25°C75%RH - 7 A [ 0,50 41 0,50 &

14

i - R D AR TR b EERIER 5850




EEFNEKICETLIBEEE !

HIPENHREESEIC DWW TUT DT TR D 2050 LT B vy, EWee—2—Tty M
NADOFERPLEEEZ O, & FOERL DT L2000, n—F—hty MIEIXFBEE
T2 ZEREELLY,
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