EAGVR VDS

=7 1mES 77—~ ESt
Ex5 15 g 15mg 24X

VAU H Y B 1bmg [#F_J1%, 18R A7) %Y U thEEIE 16.53 mg (B4 27 ) #
VoL T1ome) 28 HTHRETH D,

A [al AR B & ARSI (e R3S & DA R B OFLINE &2 T3 5 72 12, TR E I
DAEW LIRS A KT A SO EIZ oW T CFER 18 45 11 A 24 H A% E
5 1124004 5) (ZHEW IR HARER & 320 L 7=,

1. 5B 715
(1) Fefas
HERBUA] . A7) XY U 8E 15mg [ # 53] (Lot No.UFPA)
FEAERLA - 8241, 15mg (Lot No.0OG443)

(2) #BR S
R A BRI BRI 5 EILize'e
@ | pH 1.2 : AASEER 7 ¥ RS 1)
@ | pH 3.0 : # 7= Mcllvaine DOfEfEfK
SRR 900mL 50rpm
it @ | pH 6.8 : AAIKF T E R 2 i
@ | 7k o BARSESR RS RK
® | pH 1.2 : 7= Mcllvaine DFEEE 900mL 100rpm

BRI OIRE - 3710.5C
BRI DR E 1T TR FE R IR S O M AR MR T A K7 A4 > JDFE 3 A V. 3. 2)
Mo SO TIE SR 2 S e A 2 — 7 ¢ o TR e T o T2,

(3) il H: e
AR R
a AEYERIAI AN 15 43 AN 48 85% UL IR 554 (D®737%4)
ARBRERLAN DY 15 7 INIZ ) 85% UL RIaH T 56 2 &
b. A HERIF DY 30 43 ANIZ ) 85% LA BV H L7
1 HE S 7= BRI N 36\ C SRR O SRV HE SR Y 50% LA F 85% 2 i
L7au & & FEAERIR A HUE S RBRRERNIC T 2 RO 1/2 D)
TR R A R 9730 2 72 WS L OVRE S 7= BRI I 5 C L RBR A o0 3
PP H R S B HE UK D SR I ER £ 12% OFPAIC & 5 = & (@735%24)
2. BUE S AT RBRIERTC 35U C AR HERLA O SRR =R 50% 2 L72gu &
= AEHERLR 23R S V2 RBRRR R T 2 SE R RO 1/2 O HE %
TR Y 2R A R OB S A7 BRER IR 350 T L BRBR U 0 SE R HY R
DMEHERLA O SR 9% OFHICH 5 2 & (O@DH37%4)

110



2. il

WRITAT I RBRAN OFEEHRIT DT HORMFIZBNTH A RT A R

WA LT,

#F BB O RS OHE

. SEHR (%), n=12 IS5
a2, \,I ,—l—,E‘ llf—‘lr; b ) .
M | K| HER dilimo | uEmEe | g
@pm) | OD | e | BB | sen
& 74(%)
D] pH1.2 50 15 98.9 100.6 — 85%L I it
10 34.4 33.7 -0.7 +12%LIN
@ | pH3.0 50 bt}
360 75.1 76.3 1.2 +12%LIN
5 2.1 5.1 3.0 + 9%LIN
@ | pH6.8 50 it
360 2.6 2.9 0.3 + 9%LIN
5 7.9 14.6 6.7 + 9%LIN
@ 7K 50 it
360 8.1 9.7 1.6 + 9%LIKN
® | pH1.2 100 15 100.6 100.7 — 85%LL I i
k1 AR D 2£(%) = R BR LA 0O SR H (%) — FEYERIAN O SR R (%)
* 2 EIVEER PR RO #E
3. fitam

B4 7Y &2 U8 15mg [ L OEHERIANCOW T A KT 4 U TED LT
2 RBR A TP HME & Phise e U 7o A6 2R L i A OV HH 25 Bh I 3EEL L T B LIl L7z,

NES
TR BUA & A UERLA D 2 OYEHRIZOW T P & R R 2= %2 R E 75 712
~L7T,
O#Brik - pH 1.2 [Al#5%% : 50rpm
IR R (%)
547 10 43 15 4y
TSR LA 78.8+13.0 96.2+6.8 100.6+3.1
P HERLA 74.9+12.3 93.1+6.5 98.9+4.4
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A
H
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%
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20—

—— EFTURIUERI1Emel FF R
HREERH (521, 15me)

- -

AR (53)

210

15




@Bk - pH 3.0 [Al#5%L : 50rpm

I (%)
547 10 43 15 43 30 5y 45 5y
AR 25.2+6.6 33.7+7.4 39.0+7.1 50.2+7.1 56.2+5.8
e 23.5+3.6 34.4+5.2 41.6+5.3 52.9+5.9 59.7+5.8
60 %y 90 %y 120 43 180 %7 240 5y
BRI 60.8+5.1 66.1+4.3 69.3+4.1 72.1+4.0 74.1+3.9
A HE ) 63.9+5.5 68.0+4.9 70.6+2.6 72.3+2.3 73.9+2.4
300 % 360 %
BRI 75.1+3.8 76.3+3.5
TR HE ) 74.8+2.4 75.1+1.7
(n=12 1§ 1)
120
100

e

—8— EFTNAJ U1 mel ZF R
- O - EEREF (525, 15me)

(&) WEWFH

40—

20—

0 T T T
0 60 120 180 240 300 360
AR (9)
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@ik - pH 6.8  [Al#E%L : 50rpm
SEIR R (%)
577 10 %3 157y 30 5y 45 4y
BRI 5.1+3.2 5.4+2.9 5.83+2.7 5.0+2.3 4.6+1.9
| 2.1£0.5 2.5+£0.5 2.710.5 2.9+0.4 2.7+0.5
60 % 90 %y 120 %y 180 4y 240 %y
BRI 45+1.7 4.0+1.4 3.8+1.2 3.2+0.9 3.1+0.7
FEHERL A 2.940.4 2.61+0.2 2.7+0.2 2.6+0.3 2.5+0.1
300 4 360 4y
TR LA 3.010.6 2.9+0.5
PR 2.6+0.2 2.6+0.2
(n=12, K )
120
100
E 80
&
H
R 60
‘i/g —— EATUAYUERI5mgl BF R ]
407 SO - EHEWE GRA, 15me)
20
e e
0 60 120 180 240 300 360
AR (5)
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@B - K [EEREL 0 50rpm

1

(&) WEEB &

00—

I (%)
547 10 43 15 43 30 5y 45 5y
AR 14.6+5.8 15.6+4.8 16.2+4.2 14.8+4.2 16.1+3.3
e 7.9+1.1 8.8+1.1 9.4+1.1 10.1£0.8 10.0+0.7
60 %y 90 %y 120 %7 180 %7 240 5y
BRI 15.7+3.2 13.3+3.6 12.7+3.1 10.8+2.8 10.8+2.4
R 9.4+0.9 9.3+0.8 9.4+0.5 9.0+0.4 7.9410.9
300 % 360 %
BRI 9.7+1.5 9.7+1.5
YRR 8.1+1.3 8.1*1.0
(n=12 1§ 1)
120
100
E 80 —
B
% 60 -
I —e— EATUSIUERI5me SF A
~ 404 - O - ZEERUE(5ERI, 15me)
------ ﬁ4$
0 60 120 180 24IIO 3(I)0 3(I50
BB (5)
GBI : pH 1.2 [A#5%% : 100rpm
TEIU IR (%)
5% 10 4 15 4
AR AL 83.2+8.5 99.2+1.8 100.7+0.8
A ek 91.5+4.5 99.7+1.0 100.6+2.0
(n=12, ¥ )
120

—8— EATURJ UMl 2F R
1ZHEBUFI (BEH], 15mg)

- -
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EAS YA UfE30mg T2+

VA H U 8E30mg [#F_)1E, 18T AT Y ¥ el 33.06 mg (B4 27U %
Vol LT30me) 25 BT HRETH D,

A a] | ASUFH) & AR RS (SRR EIEAL) & O HZEE OBLMEZ RHl3 2 7212, TR I8 EHE S
DEW LRSI T A BT A O —ESRIEIZ OV T ) CEAL 18 4E 11 A 24 A AHRA
55 1124004 5) ([ZHEW IR HRBR & FE 0 L 7=,

1. AR5
(1) I fA
AEBRELE] . A7) Z Y U BE 30mg |4 % (Lot No.UFQC)
EYERLE - $EHA]. 30mg (Lot No.OG257)

(2) BB
i Wi Repicht | EWEkK

pH 1.2 : AAREEF IR BB 1K

pH 3.0 : 7D 7= Mcllvaine OFEE K

900mL 50rpm

A% pH 6.8 : H A5 i HEREREE 2 ik

K D AASER TR ROK

@ ® 80|06

pH 1.2 : # 7= Mcllvaine OFEMEK 900mL 100rpm

BRI O - 37+0.5C
FRBRIR OB E 1L R EIL S O A FHIRIEMRBR T A RT A4 | DF 3 A V. 3. 2)
TP ST MR 2 G0 8A o —7 ¢ o 7 8HF e T o 72,
(3) e FL e
AR
a FEUERIHI N 15 4y LANIC 48 85% LA HIR T 2 54 (D®23i%24)
AR EAI D 15 73 AN Y] 85% LA E¥EH T2 2 &
b. EEHERLAI A 30 73 LI ) 85% LA EVEH L7204
1. HUE S 7o R BRIFFEIZ Jo U C AR MBS O SRS RS 50% LA 1 85% 123 L
RN b & FEHERLR DS BUE S AT BREBRIE T 2 SRR R O 1/2 O
H SR 7R3 24 22 5L R OYBLE & 72 BRBR IR L2 38 C L RRBR LA 0 S E
HY SR DS HE LA D SEH R R £ 12% OFPHICH D 2 & (D03F%Y)
2. BUE ST RBRIRERNC 30 C AR ERA O SEEEE =8 50% 23 L 722 &
x MEYERLAI AN BE S 2R BREERC T B EIA R D 1/2 ORI R %
AR 2 AR R AR M OBLUE S V72 B BRIRERTIZ 350 C L BRBR LA 0 SRR H 3
FEAERUR| DS R 9% OFIHICH 2 Z & (Q@235%Y)
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2. fi F
WEITR T < GBRBEK OPHRHRIZ W TROREICB N TE A R T4 D%
WA LT,
X IRHZEEB) O [E MO E

. SRR (%), n=12 )
% \/I ,_L‘H‘ Alf_fl; ’ S, >
N A wHiEo | pEe |
Gpm) | OD | e | BRI | e op)n
& 7%(%)
@ | pH1.2 50 15 97.9 100 — 85%LL I i
10 34.1 31.0 -3.1 +12%LIN
® | pH3.0 50 bt}
360 65.3 54.1 -11.2 +12%LIN
® | pH®6.8 50 5~ 360 #1525 W 0.4~49| =+ 9% bl
@ 7K 50 5~ 360 *2 2B 1.8 ~4.5| =+ 9%LIAN BiE]
® | pH1.2 100 15 94.9 99.6 — 85%LL Ji
k1 A RO (%) = BR RLAI O TR R (%) — = HERLE) O SR H (%)
k2 EHE R CERR RO A2
#1 pH 6.8,/50 rpm O£ E RS TOFRHHR(%), FEEHED (%)
HE R (53) 5 10 15 | 30 | 45 | 60 | 90 | 120 | 180 | 240 | 300 | 360

gy ee| RERGH | 7.0 | 71| 67 | 58| 51| 40| 37|34 26|27 2725
(%)

AERARAN | 119 | 117 ] 114 |99 89 | 76| 6.3 | 53|42 |36 31129

SRR OFE(%) | 49 | 46| 4.7 | 4138 [136(26(19(16]09]| 0.4 |04

\:

F 2  K/50 rpm O RERE T OFEIE R (%) EEEE R D FE(%)

E R (57) 5 10 15 30 | 45 | 60 | 90 | 120 | 180 | 240 | 300 | 360

DI ERERLAN | 16.7 | 21.2 | 21.8 |21.6]/20.3/19.9]|19.4|18.9|17.4|16.7|16.3 |15.7
(%)

BRI | 19.1 | 24.2 | 24.8 |24.9]|24.8|23.5(|22.5|21.5(20.7]19.2|18.3|17.5

PR R D FE(%) 2.4 3.0 3.0 | 33| 45| 36| 31| 26| 33| 25| 20| 1.8

3. fbm
A7 Y UEE 30mg [ 4 7 HOMEERANCOWT A R7A4 U TED HILTW
2% iRBR S CUR I & PRl R a U 725G SR, i A o v i m E L LT D ol L7,

NES
FRERBLA & A UERIFI D FE 2 OIRHZRIZOW T OEE SRR =2 R EWEEZ 7T 71
R~LUT

O#Brig - pH1.2  [Al#s3L : 50rpm

IS (%)
547 10 43 15 43
RER AL 83.0+ 8.9 97.7+4.3 100.0+1.1
A | 82.9+10.5 94.9+5.2 97.9+2.4
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@ FRBRIK

120

100

(&) WEEB S

—— EFATURIUERI0mel FF R

- O - AZEERIAI(FRF], 30mg)

10 15
AR (5))
pH 3.0 [Fl#5% : 50rpm
SRR (%)
557 10 7y 1597 30 4y 45 43
Al LA 26.3+8.0 31.0+7.7 33.2+7.2 38.7+t17.0 41.9+6.2
FEE Y L) 926.2+6.4 34.1+6.1 38.316.3 46.3+6.6 51.4+5.9
60 %y 90 %y 120 % 180 4y 240 %y
R LA 44.6+5.8 475+5.8 49.6+6.1 51.4%5.8 53.0£6.0
o HE LA 54.7+5.0 58.2+4.3 61.7£4.2 63.1+4.4 64.4+4.6
300 %y 360 %y
FRER LA 53.6+5.9 54.1+5.6
TR HE LA 64.8+4.2 65.3+4.3
(n=12 B )
120
100
E 80+
5
H
%
—o—  EAHUAYUER0me BF A
20 - O - ZERF|(5F], 30mg)

120

180 240

R EERE (53)

8,10

300

360




@B : pH 6.8  [Al#5%L : 50rpm

SR R (%)
547 10 5y 15 %y 30 4y 45 4y
FRER LA 11.9+1.9 11.7+0.9 11.4+1.0 9.9+0.8 8.9+0.9
TR HE LA 7.0+0.6 7.1+0.7 6.7+0.8 5.8+0.6 5.1+0.6
60 %> 90 4y 120 %y 180 4y 240 %y
FRER LA 7.6+0.9 6.3+0.7 5.3+0.5 4.2+0.5 3.6+0.4
PR 4.0+0.6 3.7+0.5 3.4+0.5 2.6+0.3 2.7+0.3
300 %y 360 4y
FRER LA 3.1+0.3 2.9+0.3
PR 2.7+0.6 2.5+0.4
(n=12/ W 53)
120
100
E 80
&
H
607 —e—  EATUSYUE0mE 5
% SO - W (EH, 30me)
40—
20
R
0 60 120 180 240 300 360
AR (5)
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@FRERHE - K [AlfEs%% : 50rpm

T IR (%)
545 10 43 15 43 30 7y 45 5y
B ELA 19.1+4.7 24.2+5.5 24.8+5.2 24.9+4.5 24.814.0
AR LA 16.7£2.5 21.2+1.7 21.8+1.5 21.6+1.2 20.3+2.2
60 % 90 %> 120 5 180 %> 240 5y
BRI 23.5+4.1 22.5+3.9 21.5+3.3 20.7+3.6 19.2+3.4
2 HE | 19.9+1.1 19.4+1.0 18.9+1.4 17.4+0.7 16.7+1.4
300 %y 360 %y
FRERELA 18.3+3.3 17.5+2.8
U ) 16.3%0.8 15.7£0.9
(n=12/M40)
120
100
E 80
B —e—  EATURY LRI SF A
F 607 - - ABHEME (5, 30me)
‘f«i
40—

0 60 120 180 240 300 360
AR (53)

Gk - pH 1.2 [Al#5%% : 100rpm

R (%)
547 10 5y 15 5>
R LA 89.6+4.0 99.5+0.9 99.6+1.1
FEE HE LA 93.4+3.4 97.1+2.1 94.9+92.1
(n=12 /B 57)
120
100 — L J
------- i G|
E 80—
&
i
60
%
40 —8— EASURYUEIOmMe 4T
- O - fEAESF| (BEH], 30me)
20+
0 T T
0 5 10 15
AR (5)
(2017 4 10 H 23T
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