=7 ukAa

S5 EEE 2.5mgINP]

F 7P UEE 2.6mgINPIIE, 18EPICA T P 25mg 2G0T H7 4V ha—T ¢
YIUEETH D, T DTG GBI Dk O ETEEGR O AR RIS HRER T A BT A ) (B
BEAI 0229 5 10 & : Pk 24 42 2 H 29 B —HciE) M55 3 &, 1. RAIO ST AKAE] 12
KESX, b FEMEE LAY FEORSEMRERIC L0 e ERD & ORSESHER STV D
T VP EUBE SmgINP DML G LR L& 2 A, BAKETH -T2,

F 7 B U BE SmgI NP A HERIF & LT, T8 3%, 2. ZRS L o3Bk B K IZEN
4 M IR B O [F) 1 & 54l L 7=,

1.8 A&
(1) Ml
ARBRBIA - 4T W 8E 2.5mgl NP (Lot No.0Z25-S2)
fEAERIA] . 4 Z B U BE 5mgINPJ (Lot No.OZ5-11)
BHRS A7 e

(2) ARBRSAF

ABRIE [EILz BRIK BRI

pH1.2 : HASERHEEHBERE 1K

pH5.0 : 7= Mcllvaine DFEE I
X RViE 50rpm

900mL
pH6.8 : H AR H I HFERE 2 Wk

® | 0|06

7K

BRI DI - 37+0.5°C
FT RN EMI TH L L, B RTIA L OE3EA. V. 3. TPk e
Wk aie Al o—F 4 v 7K SR T o 72,
% % F/LEE, 100 G THEMET~ X BB (pH6.8) 123U\ T 2% KL, 50 EEO % HRER T 30
SYLANICEE MR BRBRBLK & 112 85% LA EVAHI L7= DT, 100 [RHEOYA HEBRIZA RS L=,
(3) V& HZEE) o [l o) FE v
TA RTA DR EIEME IS T- LT LML A R T4 2 X0 k),
(1) R %
DIELERFIA 15 D LINIZFY 85% L AT 584
FRERBUAIDN 15 43 LANIC Y 85% DL FIE 922>, XU 15 431281 2 kBl
F D 21 SR S EEHERIF D AR £ 10% OFPHICH 5, (D)
@ IELHFIN 15~30 D IZF 85% LI LRHET HEE
S

114



HER

QIZHEHFIH 30 S LANIZF 85% U EBE LA WNES

LUFOWF 0L EET 5,

a. BUE S AV aRBR R R 2 d0 W TR MERIA D SV I3 85% LL & 72 D &
x| AEUERF O EEIR RN 40% KON 85% (T D Y 72 2 FEAIZB VT,
AR O SR HH R AN ERGH O SRR R+ 10% OFEFHIZ & 2 Hy. X
2 BB 50 L ETH D, (@)

b. %

c. %

(2) fE % O

B A& LEHRIRE U 38 1T 2 BRI IUAI O fEl « DVEHFRIZHONT, LT OWT oD 5%

ST 5,

a. FEUERLE O VA RS 85% (FRIMERAITIX 80%) LA RICiET S & & R
BHN O FIRHFE £ 15% OHHE B2 2 b O 12 fid 1 ELLTF T, £25% D
#HWEZEZ 2 HORR, (DQO®D)

b. I

c. i

RFNRF < | FRBREH O YR H R L O 2 DIEHRIZHOWT, WThoRFIE
WTHAA RIS LTz,

THEHEERVOTOHE

Ly - (%), n=12
| EEEC | CHIERS e I
BRI (om) ) HERAER2 | e
thm 7 s | BRG] | RHEOEG%)

©) pH1.2 50 15 96.92 97.68 0.76 JiE

85%LL L
H5.0 50 15 93.83 92.62 -1.21 10
@ p +10% AN =
® pH6.8 50 15 90.72 91.08 0.36 T
10 28.88 27.51 -1.37 T

@ 7K 50 +10% LI
45 87.06 86.01 -1.05 S(c:}

5 1 USHTE D 3(%) = SRR 0 T H9%S 5% ) — B 0 T H9%S (%)
k2 HUEIEHE | TAVSHR S 5 T AW 3%
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B4 DEHE (%) &AL TOHE

FBRIK pH1.2 pH5.0 pH6.8 7K
[]#54% (rpm) 50 50 50 50
A& EERERE AL (47) 15 15 15 45
1 97.9 90.2 91.2 85.2
2 97.2 93.0 93.5 85.9
3 98.3 95.1 91.9 86.5
4 97.8 96.3 91.6 83.2
5 98.4 90.8 89.9 85.4
6 99.2 90.9 93.0 85.8
7 96.6 92.1 89.0 87.9
8 90.5 93.8 92.9 87.5
9 99.6 95.9 89.5 87.2
10 97.5 91.7 89.2 86.1
11 99.5 85.7 90.5 86.4
12 99.6 95.9 90.8 85.0
BB 97.68 92.62 91.08 86.01
RV HY =R 99.6 96.3 93.5 87.9
/NS HY R 97.2 85.7 89.0 83.2
+15% & H 2 5 E4L 0 0 0 0
E i bt} i ]

3. fEim
FF P UBE 2.5mg NP K OUEHERLKNZ SWT, HA RTA4 U TED BN TV HRER
MOl ME Z el L7 2. mRA O 8RS CTh 5 & HIkr L7,

3/14



B

FHERFRIZBT D

77 7 CFEME) (R LT,

@)

)

AR & AR HERLR O SRS HHERIZ DT 3R CEAME AR HER 22) Y

ABRIE - pH1.2  [l#5%K : 50rpm
SRR (%)
547 10 53 15 %3 30 43 45 5y
R LA 4.65%+1.91 74.64%+9. 10 97. 682, 47 99. 400, 72 99.34+0. 71
FEUESRLA| 2.20+2. 05 52.94414.89 | 96.92+4. 59 100.57+1.01 | 100.23+1.04
(n=12,/IR§ ;)
1204
100 ® - @ oo
E 80 S
& /!
H:ll II
60 /
~ ’ —0— FSUHEUEE25mgINP)
40 ’
K - O - FASUYE fESmg (IBEERIF)
20 - )
0 = T
0 15 30 45
BRI (9)
PRERE - pH5.0  [AIHE%X : 50rpm
SETE R (%)
551 10 5y 15 4y 30 4y 45 4y
B LA 3.44+1.87 68.19+8. 34 92.6243. 07 95. 800. 82 95.9340. 82
TR UL 3.93+2. 02 63.36+7.22 93.83+2.10 96. 07+0. 92 95.93+0. 74
(n=12,/HF50)
120
100 o _
E 80 — /
H
60 1
- " —8— FSUYEVEE25megINP)
40 4
' - O - AT fi5me NP (R RIH])
20 —
0 T 1
0 15 30 45
TR ()

4,/14



Q@ RBRIE - pH6.8  [Al#s%L : 50rpm

SETE R (%)
54y 10 4y 15 4y 30 4y 45 4y
R LA 1.50+1. 36 54. 47+3.55 91.08=+1. 54 96. 68 0. 84 96.92+1. 04
R HERI | 1.33+1.47 50. 59+6. 55 90.72+2.10 96.76+1. 54 97.03+1. 44
(n=12,/ W 50)
120
100+ - o
.—-__’/' -
E 80 —
P
H
&= 60
- —8— IS HEVEE25mgINP)
40
SO - ASUFELR5meINP) (EELH)
20 —
0 T ]
0 15 30 45
TR (59)
@B - K [BIHEEL : 50rpm
SR ER (%)
547 10 5y 154y 30 4y
BRI 0.20=0. 69 27.51+09. 43 54.30+7.34 78.96+1. 64
FEE UE LA 0.000. 00 28. 885, 34 56.58+4. 19 80.60+1. 61
45 4y 60 %y 90 4y
BRI 86.01+1.27 87.53+1. 42 90. 48+1. 81
FEE UE LA 87.06+1. 66 89.43+1.55 91.09+1.74
(n=12,/K§ ;)
120
1004
-------------------- .- -9
;’F 80—
A
H
:& 60—
- —O— FSUHEUEE25mg/NP)
40
SO - ASUFEL$R5me INP) (EEEWH)
20
0 & T T T T 1
0 15 30 45 75 90
PR HEER (5)
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55 E 2 fE 5mglINP]

FT o 8E 5mgI NPT, 18EHTICA T oy bmg 2G5BT 57 4V bha—TF 47
FETH D,

Alal, ARBIF) EAEHERIA] (7 L X Y EE (BERI, bmg)) & DIEHZEENOFPIME A T T 5 728
2y THRFEIRG OEM RSB T A T4 v ) GERFAEF 0229 56 10 5 : Wik 24 4
2 H 29 B —#iE) (AT, A KT A4 )i, WHRBR %2 £l L7-,

1. 5B A&
(1) Mfk
BRI . 4T Y e B bmgI NP (Lot No.OZ5-11)
HEAERIF) - 7 L&Y 8E (BEFI. 5mg)
BNRSY « AT e
(2) AR S
B RS AR i

pH1.2 . HARSER I HHERE 1K

pH3.0 : # 7= Mcllvaine D% &
AN 50rpm

900mL
pH6.8 : H AL R I HHBRE 2 ik

® | 0|06

7K

BRI DIRE : 37+0.5°C
FT UV EUNEEEE TH DL Z LD, A KT A OFE3EA. V. 3. DT M TR MR
MEETRA, a2—7 ¢ o TRA N T o 7,
s 2SRV, 100 [FlE TR~ & 3B (pH6.8) 12BN T, 2% RILE, 50 [FIEOIR HFERT 30
Sy DAPNITAZEYERIA], SRR & © 1) 85% L0 IR L7 ¢, 100 [REEOVE HBRIZA M L7z,
(8) ¥ 258 o [F] % M o) 2 KL
TA RTA L OHEREREIAE -T2 GEAT D EEETA RTA X0,
OBEBEIA 15 D LUAIZF ) 85% L LA T 5156
AR DS 15 3 ANIZ Y] 85% LA RIAH 3257, X% 15 43123817 2 slBR A o
ERJER R AR VERA DO SR R 15% 0#iFHICH 5, (D)
QZEBE|IMN 15~30 D IZF1 85% LI LiAHT 5156
FEHERLA D SELIER R DY 60% MUY 85% 13T & 72 D X 72 2 REAIZ I\ T, allpid
F D - Yoy HH SR SR HERIFK D SR =R = 15% O &I H 5 2>, XU £2 BIZ i
NA2LEThH D, ()
QIZHERIHIMN 30 S LANIZ T 85% U LAE LB WNEE
LFOWThOEHEEET 5,
a. %
b. HLE S 7= 3BR IR L do W TREE R D S EA I3RS 50% LA 1 85% 123 L 72
Ve & ARERIRIDSEUE S R BRFIZ 3 1T 2 A HHER O 1/2 O
RAE NI YR, M OBUE S 7o BRIFFRIZ W T, BRBRBLA O 51
FEAREHERIF O SR T £ 12% OFEFRITH 5 5>, T £2 BIE DD 46 L)
ETHhsn, (@)
c. &

248
FOFER . HERRLEF| OSEERHRIINT ORI BNTCH A KT A O EEICEES
L7,
6,14



FHHEHEEANTOHE

SHC | MR R TR HI#(%), n=12
SRR EILER *J/E/\%E - - — - ) FL e 2 |
(rpm) 1) el | BRALE | IAHEOE%)
@| pH1.2 50 15 90.72 96.92 6.20 85%LI |-/ 7}
®| pH3.0 50 15 89.79 93.58 3.79 +15% LN b
10 61.68 50.59 -11.09
®| pH6.8 50 £15% LA o]
30 89.24 96.76 7.52
10 34.82 28.88 -5.94 i}
@ K 50 £12%LIN
360 78.31 91.67 13.36 T
1 R 0 (%) = BB 0 TS H158(%%) — P HERLA O SR H (%)
2 HITEIYE | TSR S 5 P R
REMEANTOHE
g | THRHE(%), n=12
e | R | LR A RWEOM | CREEE | R
(rpm) 3 s | BRI
7.5 23.61 14.44
15.0 48.54 56.58
@ K 50 47.7 46 Ll - Bl
22.5 57.19 68.59
30.0 65.84 80.60
3. fHim

F T W U BE bmg NP} CHEAERLANZ SWT, HA RTA U TED LTV DB
T PR IR E L 7o/ R, W OREICBWTH A R T A COREITHEA L,
A O AL L T D Lofllr L7z,

714



BE

FHERFRICBIT S

77 7 (CFEME) R LTz,

OFRBRHE - pH1. 2 [B#E% : 50rpm

AR LA & A HERLA O SR HIFRIZ OV T, 3R CEAIME AR (R 22) LY

T HIE (%)

AN

54 10 4y 15 4% 30 %y 45 4y
BRI 2.20%2.05 | 52.94%+14.89 | 96.92+4.59 100.57£1.01 | 100.23%1.04
2 YE LA 28.11+8.96 | 74.85+11.07 90.72+7. 21 97.42+2. 06 08.38+1.62

(n=12 /TR &)
120
1004
qz
15
P
H
%
N —8— A SUHETfE5mgINP)
- O - CTLAYEEEEF]. Sme)
T 1
0 15 30 45
A HEER (53)
@B - pH3. 0 [Al#E%K : 50rpm
SRR (%)

557 10 53 16 %3 30 4y 45 5y
BRI 4.53+2.06 | 62.11+16.94 | 93.58%+6.75 97.06+1.25 97.33+1.26
FEE e LA 33.24£7.28 | 73.98+7.95 89.79+4. 82 95.83+2. 08 96.79+1.59

(n=12,/K§ ;)
1204
100+ _ °
E 80 — L
& 2
Iljj ’
3_3 60 /I
40 O" —e— A5 Y EsmelNP)
,'l -0 - UTLEHEEEEHF. Sme)
20— ,
04 T ]
0 15 30 45
A HEER (43)

814



@RI - pH6. 8 [EIHiE%L : 50rpm

SEREE R (%)
55 10 43 15 %y 30 4
AR LA 1.33%1.47 50. 59+6. 55 90.72+2. 10 96. 76+ 1. 54
A HE A 25.41+6. 18 61.68+6.19 77.68+3. 46 89.24+2. 36
45 %y 60 %y
AR LA 97.03+1. 44 96.84+1. 65
A HE A 90.92+2. 26 92.82+1.93
(n=12,/ ¢ )
120
100+ 1— Py

(&) MBS H

—8— FSUYELE5mgINP)
- O - UTLAYRERH] Smg)

T
0 15 30 45 60
R ()

@ORBRHE - /K [\lEEEL : 50rpm

R R (%)
547 10 %y 15 4% 30 4
FRER LA 0.00+0. 00 28.88+5. 34 56.58+4. 19 80.60+1. 61
I AERLA) 12.40+4. 06 34.82+4.97 48.54+4. 38 65.84+2. 64
45 %y 60 %> 90 %y 120 43
FRER LA 87.06+1. 66 89.43+1.55 91.09+1. 74 90.33+0. 95
I AERLA) 71.23+2.60 73.58+2.79 75.48+2.84 76.27+3.15
180 43 240 %y 300 %y 360 4y
FRER LA 92.22+1.24 92.13+1.22 91.86+1.30 91.67+1.41
I AERLA) 76.67+3. 22 77.31+3.38 77.93+3. 11 78.31+3.05
(n=12/ K¢ )
120
100
------- Q-=-=-----0--=-=---0C------0

() MENFH

—— A SUHEUFE5mgINP)
- O - DTLAYEE (R Sme)

1
180 240 300 360
R (5

914



A5 Y E U 10mgINP

4T WU BE 10mgINP L, 18ETICAT VP 10mg 2G5/ TH7 4V bha—T 4
VIRETHD, O E G RN DO B RA O A F RSB T A KT A ) (G
RFEH 022955 10 5 : Pk 24 42 A 29 H—HciE) I35 3 &, 1. HHI DI T K2
Hox, v baxtg b LA FRREEERERIC X0 3 EIEN & OREEPHER SN TS
F T U B bmgINPJOMALG Lk L& 2 A, BARHETH -T2,

F T P bE 5mgI NP A ERIAIE LC, T3 3%, 2. RSN 5B B AKHE ZREW
4 Y T S B O S 2 REA L7
1. 5Bk Ak

(1) Maff
ARERELA] : 4T Y 8 10mgNPJ (Lot No.OZ10-11)
HEAERIF) - 4 F Y 8 5bmg /NP (Lot No.OZ5-11)
BRSY AT e
(2) RBR M
B B ARG BRI

pH1.2 : FASE R B A 1K

pH5.0 : ¥ 7= Mcllvaine OFEFETIE
N RVE 50rpm

900mL
pH6.8 : HASRF I A IR 2 K

®| 0|66

K

BRI OIS - 37+0.5°C
AT E PR TS T LD, WA KT DR 3FA. V. 3. 2Tk USSR
WaE Al 3 —7 1 o ZRENTE T o 72,
X RV, 100 [FIFRTHEHE S~ & BRI (pH6.8) IZ35W ) T, /3 AL, 50 [FIFROFE HEERT 30
Sy AP EE YRR SRBREUAI & 612 ) 85% UL EIRH L7=D T, 100 B0V HABRITEM LT,
(3) T B D [R5 M D) 1 L v
A RTA DR ESEEINE T AT DHEEZTA RT 4 L0,
(1) P
OIZEHRF|A 15 S LIANIZFEL 85% LI EBHET 51546
AR DS 15 73 AT Y 85% LA Bist 427y, X% 15 4312317 2 ki
Fll D 241 HH 2R AR HERL A DS ER R 10% O#IFHIZH 5, (D)
QZHEREIM 15~30 N IZF 1 85% LI LiAH T 5156
i
QIZERFIA 30 D LANIZFE 85% LI EBHE LG WES
UTOWNTNNORECEHET D,
a. BUE S 7o BRI 1T 3o W CREVERLA D S ER 3% 85% LA & 72 % &
& ARVERLA ORI DY 40% & DY 85% T i 2 72 2 FF AT T,
IR B D SR =R DS AR VE R D SRS HH 3R+ 10% OFEPHIZ & D 0>, X
I3 f2 B 50 L ETH D, (@)
b. %
c. %

10714



(2) fiil = D=
B A& LR IRE A2 33 1T 2 BB EA D 2 DYEHEIZOWT, LT OV hso i
WA T D,

a. FEERLA D L DY 85% (FRAMERLAITIL 80%) L RITET 5 & &
BREGH DRI R 15% ORI 28 2 5 b D728 12 8 1 5L T T,
£25% DOFFHE B Z 5 O, (D2OBD)

b. %

c. %

1}\\1\'

258
WFRIRTNL | BEREE O SR H =R K Ol # DIRHZRIZHOW T, WIS MICE
WTHLHA RIA4 v ORERIES LT,

TIGEHE £ AL TOHE

SR | R T HER(%), n=12
e | A | RIS A \ =
(rpm) 1) el | RBRRE | ELEOZE%)
®| pH1.2 50 15 96.92 96.63 -0.29 i
85%LL L .

®| pH5.0 50 15 93.83 96.86 3.03 0%y | B
®| pH6.8 50 15 90.72 94.46 3.74 i
10 28.88 41.18 16.04 i

@ VIS 50 +10% LI
45 87.06 87.23 0.17 i

S 1 VEHH00 (%) = BRIBILHI 0 VARSI 3% ) — FR AR 00 WA RS H(%)
52 BRI TR D 2 PR R0

f2 EZERLTOHIE

ik s | PR HIEE(%), n=12

s | Mf? \ - fo RO | eI | e
Gpm) | OGN | gmemAl | B
11.3 36.08 46.07
22.5 68.59 70.12

@ 7K 50 64.4 50 LAk T
33.8 82.24 82.00
45.0 87.06 87.23

11,714



B2 DBELHE(%) ZRAVTOHE

BRI pH1.2 pH5.0 pH6.8 7K
[ElHA4% (rpm) 50 50 50 50
A& EEIBEIRE 1 (47) 15 15 15 45

1 98.9 98.6 95.7 86.4

2 98.6 98.4 96.1 86.6

3 97.7 98.5 94.9 86.5

4 98.2 95.6 93.6 86.4

5 97.3 99.7 94.7 87.7

6 97.9 96.6 94.0 89.1

7 98.8 99.3 94.4 85.8

8 97.9 97.5 93.7 87.2

9 98.4 90.6 92.7 87.7

10 86.4 90.8 93.7 88.0

11 99.1 97.0 94.7 86.5

12 90.4 99.7 95.3 88.8

) 96.63 96.86 94.46 87.23

KB AR 99.1 99.7 96.1 89.1

S ZINNE S 86.4 90.6 92.7 85.8
£15% % 8 2 2 %k 0 0 0 0
HE BT ] i i

3. #E

47 U E U BE 10mg NP F OREERIFNCSOWT, HA T TEDHNTND
Sl CUSHIME 2 PSR L 72 R WA OV B X R1 % CTd 5 &l L7z,

12,14




BE

FHERFRICBIT S

77 7 (CFEME) R LTz,

O bR - pH1.2  [A]H5%L : 50rpm

AR LA & A HERLA O SR HIFRIZ OV T, 3R CEAIME AR (R 22) LY

SR R (%)
557 10 53 15 53 30 4y 45 5y
BRI 6.22+4. 45 79.93+13.18 | 96.63+3.97 98. 82+0. 80 98.90+0. 59
2 Y LA 2.20%+2. 05 52.94+14.89 | 96.92+4.59 100.57+1.01 | 100.23%1.04
(n=12 /TR &)
1204
100 . S~ S
E 80 — ,/’
A /
% 60 2
by o}
T a0 K —8— A I YL SE10mgINP)
SO - FSAFEL fi5me NP (BRI
20 — ,
0-g=—=-0 "
0 15 30 45
BRI (5)
@ik - pH5.0 [Hl#%L : 50rpm
SETE R (%)
54y 10 4y 15 4y 30 4y 45 4y
R LA 13.88+9.81 | 87.33%11.55 | 96.86=%3. 14 99. 1940. 83 99. 4440. 73
UL 3.93£2.02 | 63.367.22 93.83+2. 10 96.07+0.92 95.93+0. 74
(n=12,/HF50)
120
1004 PY
E 80— -
=
H K
$ 60 — ’
407 O'l —e—  ASUYELH5meNP)
" SO - STLAERERHAL. Sme)
04 T 1
0 15 30 45
AR (53)

1314



@ RABRIE - pH6.8  [Hl#s%L : 50rpm

SRR (%)
5 4y 10 %y 15 45 30 4y 45 4y
B LA 9.01+3.66 79.63+£2. 78 94. 460. 97 98. 050. 65 98.32+0. 79
FEE UL 1.33+1.47 50. 59+6. 55 90.72+2. 10 96.76+1. 54 97.03+1. 44
(n=12,/ I i)
120
1004
E 80 /
o
H
60 ,
a0 / —e— ASUHELE10meINP)
) - O - A SUHE §E5mg INP) (ELERLF])
20 )
0 ~-d T ]
0 15 30 45
PR HEERR (43)
@B - K [BIHEEL : 50rpm
SRR (%)
557 10 53 15 453 30 4y
FRER IS 4.65=+0. 88 41.18+1. 46 60.00+1.24 80.23+1.03
FEE Y L) 0.00=0. 00 28.88=+5. 34 56. 58+4. 19 80.60=1. 61
45 4y 60 4y 90 4y
FRER IS 87.23+1.04 90. 73+0. 88 93.43+1. 39
FEE Y L) 87.061. 66 89.43+1.55 91.09=+=1. 74
(n=12,/K§ ;)
1204
100+
............. ——8
ﬁ 80 — f2=64.4
&
H
60
%
T 40 IS 10megINPJ
<O - ASUFEL S5me NP (RARH)
20 —
0§ T T T T T 1
0 15 30 45 60 75 90
BRI (5)
(2025 4 4 H1ERR)
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