=7 ukAa

A5 Y E L OD & 5mglNP]

FZ Ve 0D 8 bmgINP X, 18EHIZA TP bmg 2 G AT HHBHETH D,
Arlal, ARBHF| L AEARERIR) (27 L XA 7 0 288 (0D $E, 5mg)) & OIEHZEB ORELIMEZ
P9 2 72 DIs, TRFREIES OB PRI SRR T A K7 A ) GERFFEASE 0229 5 10
B PRk 24 45 2 A 29 B —#BkIE) (BLF, ﬁ4h74/0»%m R A FEha L7z, 72
B, RBRIECTA AV REMEVIKE WG E, 47 P E U RRIMANC S SH, [BIIEERS
KT 25720 \m%%wt3o@ﬁ%Wf®wmﬁ%ﬁ%@mmnqﬂLz50,&@&&@
WHZHFBOFM AT 5 Z & & L, KROBEHEREERIISERE L,

1. 3B AE
(1) B fa
AREREIF] - 4T Y OD $2 5mg/NPJ (Lot No.OLZ5-D-R001)
FEAERA] . O L XYY A T ¢ AFE(OD 2, 5mg)
BNESY « AT e

(2) RS 1F
R IE [EIL 2= BRI AR
@ | pH1.2 : BAFR B HERERE 1K
2R RVIE 50rpm @ | pH5.0 : 7= Mcllvaine OFEEK 900mL
® | pH6.8 : H AL G H IR 2 1%

RERIE DOIRSE - 37+0.5C

FT UV NEESEEYTH L Enb, HA RTADE 3FEA. V. 3. 2Tk 3t EEvEE

Wy Zeateflg), a—T ¢ v ZRF TRV T o T,

kX RJLIE, 100 [alfis T 9~ & iR IE M (pH6.8) IC BT, 7S RLiE, 50 [HfR DR HERER T 30
Sy AP e SRBR AU & 612 85% UL EYAEH L= ¢, 100 [mfzd A HBR IT AW Lz,

(3) W& HH 28 Bh D[R] S 1k o0 i S v
A RTA L OHEEMEHE o T2 (YT D MR T A RT A4 L0,
DIZHERFIN 15 P LRI F Y 85% U LBHT 556
ARERBLAI DS 15 3 LINIZ ) 85% UL EERHIT 27>, U 15 4312361 5 ikBRiA| o
PIPR SR AMEHERA O SEA R £ 15% O#HICH 5, (DOO)
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258
Z O RBREF O EHEHRIIWVTHORMEICB W TE A RT A OIS
L7z,

EHRHEEZ AW TOHIE
TSI T HER(%), n=12
- 5 Uy JERSF R\ §
ﬁit.w Jﬁz St o N ,—-—»%Y *92 \,I,—-—»
. Gom) | 6D || st | e
O| pH1.2 50 15 100.1 101.5 14 37}
85%LL L A
® | pH5.0 50 15 100.5 103.0 2.5 5% 37}
® | pH6.8 50 15 102.3 102.0 -0.3 37}
@ | KkEH)*= 50 15 93.5 88.0 -5.5 — —

* 1 IR O (%) = RBRA O P27 H (%) — BRUER O V2 7E H #4(%)
2 HIEIEHE | PEIISIR B 5 MR IR O
*3 BRI TA A HESMEV A E AV E, 4T W E U S RIFICIRAE S, FIRESME T 57
b, BEF—4 L LI,
3. f&
#Z P E L 0D §E 5mg NP K OIRERANCSOWT, A FT7A  TEDLN TSR
PR CUSHIME 2 JEBRT L 72 R, DI ORI W T O A F T4 OILMEICES
L. WA O ZEBHEEL L TV 5 &l L7z,

E3
FRERE RIS I 1 2 R RG LAFYERIAI OIS HRIZ OV T, & CFYE R EREZE) kO
777 CFEME) ISR LT,

O BRIK : pHI. 2 [FHi5% : 50rpm

R R (%)
55 10 %y 15 %y 30 4y
AR A 101.7%0.9 101.6+0.8 101.5+0.8 101.4+0.7
A A 97.5+2.7 100.0+0.8 100.1+0.8 100.0+0.8

(n=12,/ 1§ 53)

120
100 —————— == === ®
f
/
g 80 )
A )
H h
= 60 4
%
407 —8— £S5 L 0DESmeNP)
-0 - DTLFYY AT REE(ODER. 5me)
20
0 T T 1
0 10 20 30

AR (9)

2,/8




QBRI : pH5. 0

[E1#5%7 : 50rpm

T (%)

54y 10 4y 15 4y 30 77
R LA 100.7+2.5 102.9+1.6 103.0+0.9 102.3+1.2
HE U LA 100.0+1.9 100.7+1.8 100.5+1.6 100.3%+1.4

(n=12/ K¢ ,5)
1204
100 f—-ﬁQ ------ B e
&
i
3 60
%
40 —8— A5 0DGEEmeNP)
i -0 - DTLEYHATREE(ODEE. 5mg)
0 T T
0 10 20
R (9)
@RBRIL : pH6. 8 [E]#4%5 : 50rpm
SRR R (%)
54 10 % 15 %y 30 73
B LA 94.7+3.0 100.2+2.2 102.0+2. 1 102.9+2.0
FEYERLA 92.2+4.0 100.9+1.7 102.3+0.9 102.3+1.0
(n=12/R¢5)
120
1004 _ ®
E 80—
o
H
= 60
%
T a0 —8— 4S5 HEL0DSE5M NP
2 -0 - CTLFHHAToREE(ODEE, 5mg)
0 T T
0 10 20
PR HEERE (43)
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@ (23E)RBRIR : K

[F#5%7 : 50rpm

TR HER (%)

557 10 5y 154y 30 4y
R LA 71.2+1.5 83.4+0.9 88.0+0.9 93.7+1.0
UL T4.1+1.7 89.5+1.2 93.5+1.3 95.9+1.0

() MEBFH

120
100
_____ Ommmmmmmmmm==-====----=-=
R
80 . -
Y
.
60 ,
p
Y
7 —8— FSUYEL ODEE5mgINP)
-0 - STLFYHATAREE(ODER. 5me)
20
0 : : |
0 10 20 2
TR HIEERE (9)

4,8

(=12, 1§ 53)




A5 Y E > OD £ 10mgiNP ]

47 e 0D §E 10mgINPJIE, 18EFICA T B 10mg 2G5 H T HRETH D,
Z DILTT % T8 B B 70 D 8% O ETERA O AW R SEVERBR T A KT A ) CREFEARE 0229
910 %5 PR 24 4R 2 A 29 A—EBekE) 158 3 &, 1. BFIOMG AR KHENZESE v b
K5 & UTe AR PR RV MERBRIC K 0 e IR & OREEDHER SN TWDL A7 e
OD & 5mgINP DML L i L= & 2 A, BKHETH -T2,

FZ e OD §E bmg NP ZHEHedug & LT, 145 3%, 2. RS 55k B AKHEIC
PEVN 4 I CYR 288 o [R5  Z BAN L 72,

1. 3BR A&
(1) #fa
ARERELA] - 4T e OD §E 10mgNPJ (Lot No.OLZ10-D-R001)
FEUHERIA - 4 Z W e OD $E 5mg/NP) (Lot No.OLZ5-D-R001)
BRORSY AT e

(2) iR S

kB EIf 757 BRI BRI
pH1.2 : HASER T HERE 11K
pH5.0 : # 7= Mcllvaine OFEE R
pH6.8 1 HASR T el es 2 i
@ | 0.2%K T R Y v L *2

900mL

N RViE 50rpm*?

® e

RERE OIRSE © 37+0.5°C

TN THDE LD, TA RTA L O% 3 A, V. 3. 2) [HE g Sk

Wz GieflEl, a—TF 4 o AN T T,

k1 23 RJLYE, 100 [EldE T =4~ & Bk (pH6.8) I2 B\ T, S RLiE, 50 [EEROE HFER T 30
SyUAPICEEERLA  SREREUAI & & 122 85% DL EIAH L= T, 100 iz HFRBRIT AW LT,

% 2 AEVERLRICRBRITIC K Z FIWEEE, A7 P BNEIINFNCE SN ABSEN R LN, A
A RIA NCHEL T, KICHKEZT0.2%MELT R U o LKA -,

(3) VA& HZE BN O [R5 0 ) 7 S e
HA KT A DYHEIIEGE > 7= GEUT B HHEE A R T A L0 K,
(1) Py
DIZAERFIA 15 D LUURIZ T 85% LU EBFH T 556
AERBLAIDY 15 53 LIS ) 85% LA B¥aHT 57y, XX 15 /72317 2k BriAl
D EIPR SR DR YERIE DO SRR £ 10% 0FHICH 5, (DOBD)
(2) {2 DY
BB AL (O T ORBRIE B 15 49) 1231 5 3B EAI D8 2 OFEHERIZ OV
T, UTFOWTNhOREEIEEST D,

a. AEHERLH) O SRR RS 85% (FRACMERLATIL 80%) LA Iz 5 & &, &
BREUHN O TFIE R = 15% OFPHZ 2 2 SO 12 i+ 1 ELLTF T, £25%
DEFHEBZD DN, (D2OB@DG)

b. s

c. %
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WL | BEREE] O ) H = K Ol # DIRHZRIZHOW T, WIS
WTHLHA RTA4 v OREMEES LT,

FHBEHRZRAVTOHE

TR HIHE(%), n=12
it sl A RoE | ke | g
(rpm) ) | hmvesm) | s o)+
©) pH1.2 50 15 101.5 100.6 -0.9 ]
©) pH5.0 50 15 103.0 101.6 -1.4 ]
85%Lh |/
® pH6.8 50 15 102.0 100.2 -1.8 £10% DA ]
@ 7LO'F2;A)§%£& 50 15 91.1 88.3 -2.8 i
%1 PR D (%) = BRI O S0 (%) — LR O SR B R (%)
%2 HIEIEYE | TR S 5 TR IR O 2
< DAEHE(%) ZHAVTOHE
BRI pH1.2 pH5.0 pH6.8 ;f;/";ﬁg&
(5% (rpm) 50 50 50 50
oA LR IR AL (59) 15 15 15 15
1 101.9 102.4 100.6 89.0
2 100.4 102.1 100.5 89.2
3 100.0 100.1 101.1 88.1
4 100.3 100.3 99.6 88.8
5 100.0 101.6 100.5 89.1
6 99.8 102.4 99.9 88.9
7 100.9 101.5 100.3 86.7
8 101.2 100.7 99.1 87.7
9 100.5 102.6 99.9 88.1
10 100.3 101.4 98.4 87.8
11 100.9 100.6 100.9 87.8
12 101.1 102.9 101.8 88.7
) 100.6 101.6 100.2 88.3
B RV HY =R 101.9 102.9 101.8 89.2
/N HYER 99.8 100.1 98.4 86.7
+£15% %8 2 5 ¥k 0 0 0 0
HE i i i i

3. §Em
47 2 0D §E 10mg/ NP OHREHERHKNZONWT, A KT TEDLILTND
BRI IR & Pei i e L 72 . miAI o 23RS Ch 5 &Il L=,

6.8



T

FHE R ST

OFBRIK : pHI. 2

T 2 BB & AR YRR O SEEA HHRIT OV T, & CEE R ) KO
777 CFEME) ISR LT,

[E#525 : 50rpm

SRR (%)
B G 10 45 15 4 30 4y
AR LA 99.8+1.7 100.7+0.6 100.60.6 100.5+0.6
PR UE LA 101.7+0.9 101.6+0. 8 101.5=+0.8 101.4%+0.7
(n=12,/F§,5)
1204
1004 ?; S - - @ === @-——==========~->--------- =0
;‘j:;'z 80 —
A
H
=60
%
40+
—8— F 5 YETODEEI0megINP)
20 -G - FSUHELODEESme INP] (E#EHIKI)
0 T T 1
0 10 20 30
A HEER (53)
@RABRIT : pH5. 0 [E]#5%5 : 50rpm
R R (%)
54y 10 4y 15 4y 30 4y
AR BRI 98.1+2.7 101.4+0.9 101.6+1.0 101.0+0.6
FEHERL A 100.7+2.5 102.9+1.6 103.0+0.9 102.3+1.2
(n=12 /)
120
100 /g;:'/"'@ """" @-=-==-cczzz=c-=------ 0
E 80 —
o
H
60
%
40
—8— F S UHELODEE10mgINP)
20 -G - ASUHE0DEESmg INP) (FE#ERIFKI)
0 T T 1
0 10 20 30
AR (9)
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@B : pl6. 8

[B#5%% : 50rpm

T I (%)

54y 10 4y 15 4y 30 4y
TR LA 91.9+2.3 98.6+0.7 100.27+0.9 101.7+0.6
FEEUERLA 94.7+3.0 100.2+2. 2 102.0+2. 1 102.9+2.0
(n=12/R¢,5)
1204
100+
A
H
$ 60 —1
%
7 —8— A S HEODEE10mgINP)
20 - O - FSUYELODERSmg INP) (12#EHHF])
0 T T 1
0 10 20 30
R (9)
@RI : 0. 2%k T b U o BRI [A1#4%7 : 50rpm
PR EE (%)
54y 10 4y 15 4y 30 4y
FRER AL 72.0+1.7 83.6+0.7 88.3+0.8 94.2+0.9
T AR 75.8+1.4 86.1+1.8 91.1+0.9 96.2+1.1
(n=12,/R¢R)
120
100
E 80 - g
o
H y
60 p
40 /
—8— F S YETODEEI0megINP)
20 --C- - FSUHEODEESmg INP] (E#EHIFI)
0 T T 1
0 10 20 30
8BS R (53)
(2025 4 4 H1ERR)

88




