=7 Attt
F+27RED)LOD & 25mgh=70A )

77 FEULOD §E 25mgl =7 1 |1, 1EEFICT 7 UL 26mg 25 A T HHEETH
Do DTG % TE BN R 2% N ETE A O EM FHIREMREBR T A R T4 v ) GERFEAER
0229 %5 10 5 : “Fpk 24 4 2 H 29 H—#ciE) I35 3 &, 1. RHIDOLF AR FKAE IZHD & |
b b EXG L LA RS ERER I K0 SeFIEFES (7 U 3 X OD §E 75mg) & ORI
R INTWVWDHEFT 7 FEDLOD §E T5mgl =71 JOG LIk L= & 2 A, AKETH -
7oo o T, I3 FE. 2. FRINDEER A KUEITHEV, [HRFREEIRS O AW RSMER
BRITA RTA4 (LT, A R A )IZHERLC, 77 UL OD $& 76mgl =7 1 | 2 4%
HERLA & U Tl ek & 520 L 72,

1.3 A&
(1) B A
RERRA] . 7 FE UL OD $E 25mgl =712 | (Lot No. YHNC)
HEAERLE] . 7 F 2L OD $E 75mgl =7 = | (Lot No. YHPC)
BRRSY  T7 hEDL

(2) BRBR S (THUS L OB T 5 ) O VA HERBRIZHE 9 )
AR N RLE
AR pH4.0 @ 0.05mol/L FEfE - FEfET & U 7 AFRTEIR
AR B 900mL
[FH% : 50rpm
R OIRE : 37+0.5°C
T 7 FEUNLVORBRIE TCOWMMEIL, LTFTOEEBY TH-7(37C),

1g ZENTICET 5 & (mL) VARt
2232.7 b Tz < v
(3) & L

HA KT A OHEIIEGE > 7= GRUT B IEE A R T A L0 K,
A CERIER
BERFIN 15~30 7IZFH 85% U LA T HI5E
FEAERUA O SEIGVE R 60% K TN 85% & 72 23 X 7 2 Bz T, il
F D) HH 2R SR HERLA O SRR R £ 10% OFFAIC B D hy, X% £2 Bk Dl
N0 LLETH D,
B. il &2 D =
e A& HLIE IR i 3 1 2 BRI Dl # DI HHERIZHOWN T, LUFOW T o LR IC
HET 5,
FEHERIF) O SR R A 50% LA 1252 L 85% (Bt ERUAICIx 80%) 12 L 72\
L&, ABRAIONHE R S 12% OHIEAZE 2 2 b0 12 4 1 ELL T T,
£20% DOHEIFHE 25 b DR,

110



2458

WFRIRTL . BRI OFEEIRHRIZ, WITOREICBWTHL A T4 Dk
HiIzmEE L,

#HEEBOR SO E
A, T

| I TR (%), n=12 o e
(7) B | BB | R OE(%) (D7) i
10 70.0 76.8 6.8 +£10%LLAN i
15 81.1 85.3 4.2 +£10%LLAN i
* 1 HIERO7E (%) = SRR A O IR R (%) — R 00 S =R (%)
B. % O R GRERELA])
FBEIE Vessel e ARIBRBLA O LTS iz
(43) No. (%) (£12%) (FEHED & D IRIEEL)
1 81.9
2 88.3
3 86.3
4 88.9
5 85.2
15 6 87.9 85.3% i
7 85.6 (73.3~97.3%) (0 &)
8 87.8
9 76.6
10 85.4
11 87.1
12 82.6

3. fEEm

77 MBIV OD §E 25mgl =7 1 | R OMEERANCOWNT, A RTA U TEDHAL T
2 FRBRAR I Tl M 2 el L7 R A OB 28X F% CTh 5 &Il L7,

210




B

AR A LARHERGR O TR HRIC O W T, K CEMEERERZE) KO T 7 CEME) (2R

L7,
R R (%)
B % 10 43 15 43 30 47 45 4
BRI 58.9%7.5 76.8%5. 1 85.3+3.5 96.0*+1.5 100.5£1.0
FEERLA 48.9+8.4 70.0£9.7 81.1%+8.7 94.7%+5.5 99.3%£3.0
(n=12, 1§ 1%)
120
L
E 80 G- ’
& -
H v
= 60+ .
% o’ —e— 7 hEUILODE25me (=70
“ -0 - F7EVLODETSME [=T0) BRI
0 [
0 T T 1
0 15 %0 45
AR (53)

3/10



+7 FETIL OD 4 50mgl = 70

7+ 7 eV OD B 50mgl =7 v 1%, 18I 7 RV 50mg 25 AT HKEETH
%o EDUTT % TG BN 28 0 BEIRIF 0 AWt RIS MR T A T4 v ) CGRARA R
0229 %5 10 5 : Rk 24 422 H 29 Ak iE) 155 3 &, 1. BWAIDOM T HAKAE | ITHAS X |
b R ExRE LA rR SRR L 0 38 E AL (7 U 32 OD $E 75mg) & DO[RSEMEN
RSN TWDLT 7 FEYLOD 8 7omegl =7 0 JOM G LG L= & 2 A, AKETH-
oo Lo T, THE3E. 2. FERIN DA A KA THEV, THRIEE IS O E W =2 [R5k
Bl A RTA L JLLTF, A RTA)ICHERLL T, 77 hEY /L 0D §E 75mgl =7 v | 2%
YERLAN & U CR R & FE i L 7=,

1.8 A&
(1) Ffa
BRI - 7 YL 0D $ 50mgl =71 | (Lot No. YHOC)
FEHERLA] . 7 N e UL OD $ 75mgl =71 | (Lot No. YHPC)
HES 7 hEY L

(2) BRBR S (TS L OVRER 5 15 ) OTAHEREBR IZHE 9 )
RERVE N FVIE
BRI pH4.0 @ 0.05mol/L FEfi% - FEfig 7T b U ¥ LFRE R
BRI A 900mL
[l#Z4 @ 50rpm
HERIE O : 37+0.5C
T 7 NEVILVORBRIE TORMIET, LFTOEEBY TH-72(37C),

1g ZNTICET % & (mL) TRt
2232.7 26D TERTF I < W
(3) ) E F e

A RTA DR EEEINE ST GEL T HHMEETA KT A4 X0 HFY),
ADCEEE
EERFIN 15~30 7 IZFH 85% U LAHT HI5E
FEAERIF) O SR H R A 60% M N 85% & 72 D3 4 7¢ 2 BEalc BV T, slBrid
Fl O H) i SR ME HERLE O SR =R+ 10% OFFAIC 8 5 Ay, T £2 B ol
NE0LLETH D,
B. {El # DEHF
B A& LGRS R Z 36 1T 2 3B Dl # DEEHERIZHONW T, LUFOWT oIS
e+ 5,
FEHERIFN O SR R A 50% LA 125 L 85% (Bt ERUAI ¢ i% 80%) 12 L 72\
& &, WBREAIOFEHEHEL12% OHIEAE 2 2 b OH 12 fiF 1 ELLF T,
£20% DFPHEHE Z 5 H DD 720N,

4,10



258
WFRIRT L REBREA| OERHRIT, WTHOLFICBWTHE A RT7 4 okt
Ye|\ZH A LT,
# IHZEE) O [RIEEE O) E
A, EEIRIER

) T P A FEEEE (%), n=12 ) e .

(43) R RBRIA | EHEROE(%) (R OZE)

10 70.0 68.4 -1.6 £10%LIN i

15 81.1 81.3 0.2 £10%LIN i

* 1RO 7E (%) =3B A O SRR 2R (%) — IEERA O SRR (%)
B. % DR GRERERA)
PR RS Vessel VAR R RLAN O R R ) E

(47) No. (%) (+12%) (FHED B D ML)
1 76.0
2 89.9
3 80.8
4 90.1
5 77.6

s 6 91.0 81.3% i
7 86.9 (69.3~93.3%) (0 1)
8 75.0
9 77.4
10 69.8
11 90.0
12 70.6

3. 45

F7 eV 0D §E 50mgl =7 v | R OEVERLFNZ OWT, A RI7A4 U TEDHILTD
5 REBR S I HME & LR T L 72 RE SR, mRAI O HEENIRZETH D L HIE LT,

5,10



T

AR A &AEYERGR O IR H RIS OV T, R CEE RYERZE) KO T 7 CEME) (2R

L7,
SRR (%)
5%y 10 4y 15 4y 30 4y 45 4y
B LA 46.1+9. 68.4+10.0 81.3%8.0 96.2+3.6 99.6+2.6
HEE HE LA 48.9+8. 70.0% 9.7 81.1+8.7 94.7+5.5 99.3+3.0
(n=12,/ ¢
1204
L C—
E 80—
& >
H y
E
‘yj —8— 7 EYILODEES0mg =70
407 - O - F7REDILODEET5mg [=T 0 (EHEH)
20
0 T T

30
B B (5)

610



+7 FESILOD § 75mgf = 7m

77 hEUL 0D B 7T5mgl =71 i, 18HICT 7 e UL Tomg 5 AT HFRETH S,
Alal, ARBIHK| LR EE S (7 U 232 OD & 7T5mg) & O HZEEEh ORERINE 2 5Hli4 5 72
(2, TEIEEIRS O E R RSTERBRT A BT 4 2 ) GERFEA T 0229 5 10 5 : Fpk 24 48

2 A 29 H —#kiE) (LR, HA RTA4 ), IR % e L=,

1. :BR A%
(1) Frik
RERRLA] . 7 R UL 0D & 75mgl =7 = | (Lot No. YHPC)
FEYERLE] . 7 U /32 OD §E 75mg
By 7 hevn

(2) B SA:
PR IE E[E BRI BRI
@© | pH1.2 : AAHER T ARG 1
) pH4.0 : 7 7= Mcllvaine OFEMFE
Vi 50rpm - — 900mL
@ | pH6.8 : HASEG TR HAABRG 2 )
@ K AR TR EK

BRI DOIRJE  37+0.5°C

REFN TR 2 S 0RAITH L LD, T4 RIADE3FEA V. 3.2) [
PESUTE NS 2 B0 RAl, o —T7 ¢ VT R-F RV T o 72, 7238, 457 50 IR
AR IZIBWW T, 85 100 [RlETHEIE T & pH4.0 OFRBRK CHERERA| HERRAIE b
(2 30 X LAPIT ) 85% LA EYEH L= Z D WA RT A AZHEWESY 100 [z
B & B LT,

T 7 N E VL OERBRIE COEMET, LTO LB TH-72(37C),

FRERIK 1g D283 5 & (mL) Ve
pH1.2 3642.1 D TE T Iz < W
pH3.0 388.9 Wiz w»
pH4.0 2134.1 D TE T Iz < W
pH5.0 18486.7 F A EET RN
pH6.8 1049126.4 F A EET RN
Vi 341787.2 T & AT
p};‘;g 2‘3522/%2?% 2232.7 HD THEIF I WD

(3) ¥& Iz B O FLINE D) i B e
A RTA L OHEEMEE ST GRUT D EMEER T A RT A4 L0 B,
ZAERKIM 15~30 73 ITF 85% LI LB T HI5E
FEAERIF| O SR ZR DY 60% B O 85% 13T & 72 D1 24 72 2 sz VT, alBRE
Fl O AR HH 2R A HERUH O SRR R = 15% OFIPHIZ H 5 2. U £2 Bk ool
Na2LEThsb, (©)

7,10



ZABEIA 30 D LIAIZFH 85% LI LA LG WNMES

UFOWF oL HEEET 5,

a. %

b. HE & U7 BB 30 W TR HERLA O SR HH DY 50% LA F 85% 123 L 72\
&ox | FEYERLHINBLUE SRR 31T B S EA IR D 1/2 DA R
ZRT I Y 7R, S OBLE A7 s L2 F W CRRBR LA D SR H =R 3
FEAERIA DO SEIVA R £ 12% OFIHICH D>, T £2 B OED 46 LI ETH
%, (D)

c. BUE ST ARIBRIF I 380 C B YERLA ORI ER HH D 50% T Lign & & |
REVERLAI N S T2 BRBRIRFR NS 3 1T D SR R D 1/2 OSEIR R A2 7R
7R AL RO S AT BRI 35\ T BBR AU 0 TR R S R
BFN O PR 9% OFIRIZH 2 7>, T f2 B OED 53 LL ETH %, 7o
72U, BLE SRR BRI S\ CAEHERLE O SEGVA R DY 10% 2L F O 4
BUE ST BRI C O 3T L, SRR ERLA 0D S H SR D A HE LA oD SR
HEFI%OHFHIZH D, (D)

2458
WEIRT < . pH4.0, pH6.8 DFRERIEZ KL OKIZHOWTIL, A KT A4 v DIEHZEEIO
AL OHEFUEIC S LTV, pH1.2 ORBRIGICHOWTIE, EE Lo Tz,

FEHZEB) ORI O] E

R | E RS SEEIEHF(%), n=12
S il Ll — WEE |
(epm) | O9) | s | SRBRIUAD | RO 3E(%) 7
45 28.1 58.0 29.9
+12%LAN A
@® pH1.2 50 120 52.2 78.9 26.7
f2 B 27 46 Lk ANt
10 70.7 73.8 3.1
® pH4.0 50 £15%LAPN 2 i
15 81.7 82.7 1.0
® pH6.8 50 360 2.4 1.8 -0.6 9% LA *2 Sl
@ VIS 50 360 4.1 1.3 -2.8 9% LA *2 Sl
* VEHIZRO 7 (%) = BRAI O SRR LR (%) — AR ERA O SR I (%)
% 2 HIEHAE | SPIIR IR

3. tEEm

77 FEUL 0D $E T5mgl =7 1 | R OEERANC OWT, A RT7A U TEDHAL T
7% 3Bt TR M & e U7k 5. pHA4.0, pH6.8 OFERIK K OUKIZHOW T, il
FOws HZEEN L, L T2, pH1.2 ORBRIGIZ W TIREEL L TWh A do Tz,

SeFE ARG GEYERLA]) DEIRN A 2 B a—7 +— A4 (2011 4F 9 HET %65 16 i) IC &
HE, T MEVALDERLLRIGELT/NGEH Y (HEZ >~ ) FEHOWIIZBNT, K
IWENHEHRIZR D B2 DL, BNOBREZE L pH1.2 ORBRIRICE T 2R HZEE O
ZEINEF IR SNE CEM IR ) 25 2 DB ThRn &2 D,

8,10



T

FHERRICBT D

77 7 CFEME) IR LTz,

O#BRIE : pHL. 2 [FIHEE : 50rpm

AR LA & A HERIA O SRR HERIZ DN T, 3R CEHE SAEHE(R 22) Y

PR (%)
5 43 10 4y 15 %y 30 43
AR A 34.9+12.2 39.9+13.3 43.6+14. 1 51.4+15.2
PSR 7.3+ 1.6 10.7+ 2.5 13.6+ 3.2 21.3+ 4.2
45 4y 60 %y 90 4y 120 43
AR A 58.0+14.6 63.9+12. 1 71.2+10.5 78.9+6. 1
PSR 28.1+ 4.8 34.2+ 5.2 44.2+ 5.7 52.2+5.9

() MEHFH

120

100

—e— FJRETILODERTSmg I=FO]
- -

T1)/\R (OD§&. 75mg)

=3
=}
1

@
S
1

S
o
1

20

(n=12,/ IR R)

30 GIO
SBHIES ()

@#BRi% - pHA. 0 [FIHEEL : 50rpm

120

9,10

SR =R (%)
54y 10 4% 15 4y 30 4y
B LA 49.9+4. 2 73.8%2.9 82.7+3.5 93.0%2.7
TR HERIF| 48.0+3.2 70.7+3.0 81.7+1.8 93.0+1.5
45 4y 60 %y
B LA 96.7+2.5 98.7+1.5
TR HERIF| 96.7+1.6 98.5+1.6
(n=12,/ 1R R)
120
100+
E 80— Y
= -~
H /
= 60 /
% ’ —e— 7 REILODERTSme (=70
40 -
--O-- 71/ R (OD#E. 75mg)
20+
0 T T T 1
0 15 30 45 60
T HEER (4)



QBRI : pH6. 8  [Al#E%EL : 50rpm

SRR (%)
5 4y 10 4y 15 %y 30 4
B LA 0.7%0.2 1.240.1 1.3%0.1 1.5%0.1
FEE YE LA 1.340.2 1.5+0.2 1.6+0.3 1.8%0.2
45 4y 60 4y 90 4y 120 4y
B LA 1.6+0. 1 1.6+0.1 1.8%0.1 1.940.1
FEE YE LA 1.94+0. 1 1.9+0.2 1.94+0.2 2.0%0. 1
180 4y 240 45 300 45 360 4>
B LA 1.9+0. 1 1.840.1 1.8+0.2 1.8+0.2
FEE UE LA 2.240.2 2.340.1 2.4740.1 2.47+0. 1
(n=12/##15)
120
1004
=
H
60
of —e— FJhEYILODEETSmg T=70O)
0 - -0 - 7Y/ X (OD#E. 75mg)
204
0 60 120 180 240 300 360
SR HLBERR (453)

@BRE - /K [FIHR%EL - 50rpm

LA R (%)

54y 10 %y 15 %y 30 4y
AR 0.6+0.1 1.0+0. 1 1.3+0.2 1.4+0.3
T HE ) 2.6+0.3 2.7+0.3 2.740.4 2.6+0.4

45 4y 60 %y 90 4y 120 43
AR 1.3+0.1 1.3+0.1 1.2+0.1 1.2+0.1
T HE ) 2.5+0.3 2.7+0.3 2.840.4 3.0+0.4

180 43 240 %y 300 %y 360 %y
AR 1.2+0.1 1.2+0.2 1.3+0.1 1.3+0.1
T HE ) 3.2+0.3 3.6+0.4 3.97+0.2 4.1%0.2

120

100

(n=12,/ 1§ ;1)

E 80—
A
H
%= 60|
%
- —e— FJhREYILODEETSmg =70
40
- O -  71J\R (ODE. 75mg)
20—
]
0 60 120 180 240 300 360
AR (5)

(2025 4F 4 A 1ERL)
10710



