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& 5(%) 98.3~100.2 99.3~100.4
SU) b—)LEES0mg T k—"7] ®
BEEFERE - PTP aldE LG Y A7 /0 L fEmds LB
bRt - 25°C, 60%RH, 3 & v ~(n=3)
FRERIE H B AR 5 4F 6 & H
DFEM Y
PR %Eﬂn%)\*; Egzg; Rz
Tt AR A A4
LA — SReY A4
(%) 98.4~102.7 99.2~104.3
& (%) 98.6~101.1 99.6~101.4

DEEERE . R =F L U A =R R A D)
RERSAE - 25°C. 60%RH, 3 = v F(n=3)

FBRIH H B A I 5 4F 6 & H
% [ F
fifeRR e Blikey [Fl /e
RUF ) — 1 SRy Gk
(%) 98.4~102.7 98.8~103.8
& 8(%) 98.6~101.1 100.0~101.8
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SHY —)LEETmg Tk—7] 9
TIERE  PTP @ LAY AbE 7 el L85
RS - 25°C. 60%RH., 3 = F(n=3)

ABRIE H B hh 54 6 & H
PEIR FEOEIRRA Y OFEEE A2
fife e HE [Al /e
BRI — A A2
B (%) 97.1~103.3 99.1~102.2
& &%) 99.2~100.2 99.0~99.9

B mEE R & O 72 BEHIRFRBR(25°C, FHAHEE 60%., 54 6 f& H)DfER, X7 U h—b
g2 26mg h—DU ) . 27U F—N8ES50mg [ F—7 ] KO’ 7V h—/L8E 75mg [ h—7 ]
I E OTHGIE FICBWTENEN S FMEZETHD I MR INT,

2451) b—JL 0D & 25mg [ k—"7 ] 10

FUEIEE - PTP ALEE LAG Y A 7 L 2§t U= R GEERAIA )
B  25°C. 60%RH. 3 =~ k(n=3)
ARERIE H B4R 2 4
1 D)
PR A e R
fife7e aR ke Gk
AP — bRy Gk
A IRE R (FD) 15~30 22~35
(%) 84.6~104.2 82.3~103.2
& 5(%) 100.6~102.0 100.8~102.3

B mBERLEL & O - BRI FERBR(25°C, FXHEE 60%. 2 4F) M OVINERBR(40°C, AR XRHTE
75%. 6 & H)OFESR, 27U h—/L OD § 25mg [ b — U | 3@ H OHisiim o\ T 348
MZETHDH & NHER ST,

12



Q) BALEKEBIZETIREN

SHY) F—)LEE25mg [ k—" ] 1D

e = "
L PR (40°C{im %%H) (25°C, 755}%& 3 & H) (60 ﬁjimx - hr)
=) R L RiE L RiE7 L R L
R R L RiE L RiE72 L R L
il Rl L RiE L RiE72 L R L
T R R L RiE L RiE72 L R L
VE) T(k) B ATERAINNS « 5271 - ) 7 LA M A T D2 E M RIRIAIC S C ), PR 1145 8 1 20 H ) (i
U CBR R I LT,
SHY b—)LEES0mg [ k—"] 12
M=l YA N
FABUEH PRiR (40°c{im r?%%ﬂ) (25°C. 75&5& 3fEH) (60 ;;:X - hr)
P45 R L R L A7 L M7z L
o R L R L A7 L M7z L
Tl R L R L A7 L M7z L
Ta e Rl L R L A7 L M7z L
HE) TG B AR ERAINTS © BEA -+ 0 7 A0 MEALEIREE T D2 E BRI S TGS, TR 1145 8 /1 20 ) (i
U Callik & Ehi L 7=,
SHY F—)LEETomg T k—"7 ] 13
e B 7
sorr | e | o™ | e, isnRe aE) | 60 ke ho
P45 Rl L R L A7 L M7 L
o R L R L Gl Gl
ik i R L R L Gl Gl
TP Rl L R L Gl Gl
VE) T(k) B ATERAINTS « G271 - 0 7 LA MR T D2 R M RIRIEIC U C ), SRR 1147 8 1 20 H ) (i

C OBz 92t L7z,

13




S5 br—)LODEE2mMg T b—7] 19

HERIH & L ILEE*1(25°C, 75%RH) 3
ABRRE | B o, 3 @) 15 A 3 % A (120 7 1x * hr)
S8l e L i L il e L [l e L [l e L
L s L 7 L il e L e L [l 7 L
T L 73 T L 73
ig HBE 7 HHE 7 H
T g fe7e L Med7e L EFLE* | 5F L% R L
. i . FAERE S FASEEDS ,
FRgEAE s L 7z L BT L L7 @7z L
I e L i L il e L [l e L [l e L
*1: 8% 24mm—2.Tmm (1&HA) . 2.7mm (3 &A)

%2 : 32N(3.3kg H)-EARRE (157, 3 A)

U TRkl a 32ht L7z,

1) TG A AYFREIEAIG 2 « 824 - 0 72 LA OBEILRAE T O L EMRBEIC SOV TEE ), PRk 11428 H 20 A 124t

1% (25°C. 60%RH)
RBATE H BRhA I
3 H 7 H
i P& L MR T L HEMET L
RABENE &L &L P& L

% : 37N(3.8kg #)—11N(1.1kg &, 3 H., 7 H)

U Tkl 32kt L7z,

251 k—JLODEESOMg [ k—"7] 15

1) TG A ARBEEAIAI S © §E4) - 7 7 AR OMEZRIE CTOREMERBUEIZOWTEEH), FR 1148 4 20 A (2

- " L ILEE*125°C, 75%RH) e
Rt A Al (40°C. 31 H) 1% A 3 {4 A (120 77 1x * hr)
S 7 L [Ei e L A7 L R L [H7e L
C 7 L A7 L A7 L 7 L 7 L
B E 23 B E 23
BN HRE7 7 H 2
i 7R L IR 7 L EFLE*2 | (5F L% AR 7 L
e . . FABRAES FRSEIEDS
A iR L I e L ST L~ ST L R R L
VA e iR L fH7e L fHR e L 7 L [H7e L

*1: 882 : 3.0mm—3.4mm (1f&AH) .

%2 : 44N(4.5kg T)-HEREE (15 H, 3EA)

) TG B AR A Al 2

C TRkl 2 20t L7z,

3.4mm (3 & H)

D BERD - 1 T A OB RLRAE T OZEMERBRIEIC DWW TEER), PRk 11428 A 20 H (2

14




12 (25°C. 60%RH)
ABRIA H BR B R
3 H 7 A
i i R L HENME T L7 EME T L2*
RAEM: R L ROEZ: L MEZ L

% : 52N(5.3kg H)—15N(1.5kg &, 3 H., 7 H)
) TGE) A AERRIRHKIRE S « §24) - 7B AFIOBALERIE COREMRBEIC OWCTUEH), SRk 11458 H 20 A 0%

U TRkl 2 32ht L7z,

251 k—JLODEETomg [ k—"J] 16

S . YL R HE*1(25°C. 75%RH) ¥
A pukizhss (40°C. 3 & H) 1% A 3% H (120 7 1x - hr)
2 il 7e L il 7e L Al 7 L Al 7 L il 7e L
o il 7e L il 7e L Al 7 L Rl 7 L il 7e L

" . R JEE 7% B EE 703 .

i R L MREZRL | ™ e | g L e R L
o i . JENE HASEIEDS .
R il 7e L il 7e L T LT T LT il 7e L
va e il 7 L il 7 L A7 L A7 L 7 L

*1: 8% : 3.4mm—3.9mm
*2 : 48N(4.9kg H)-AEARRE (167, 3&H)

) TG B ARBESAIN S - 8851 - 4 7 A FOMAILRIE COREMERBRIEICOWTER), FEl 11448 H 20 A I
e UGBz i L7z,

(1%H) . 3.9mm (3fH)

TEEEQ25C, 60%RH)
ABRIEH BH A Iy
3 H 7 H
Tl R L WENME T L HEME T L™
FALENE R L R L REEZ L

% : 45N(4.6kg #)—13N(1.3kg B, 3 H), 12N(1.2kg #, 7 H)

TE) TG BARBESEAIN S « 824 - 1 7 A H OB HREE TORZEMRRBIEIC OV TER), ER 114820 H) 12

¥ U CTRBR e It L7z,

15




4) —RAERICBTIREM
IS4 b—JLOD§E 25mg T k—7] 17
ISP RE - PTP aldk L 7= %Y

E@Q5C, 75%RH)
ABRIA H BR B R
1 H 35 A
il Bl ROEZ: L FEEEME T L7
AR M L ROEZ: L MEZ L

% : 32N(3.3kg H)—23N(©2.3kg &, 1% H) . 17N(1.7kg . 3 & H)

1) TG BARBESRANS « 824 - 1 7R A A OEEAPAREE TOLEMRRBRIEIC OV TER), ER 1148 20 B 12
U OB FEht L7z,

S5 k—J)LODEESOMEg [ k—"7] 18
AIAEIZEE - PTP oldE L7-8 i,

AR E H BA AAF I
(25°C. 75%RH. 3 f&H)
s 2 &2 L M2 L
AR 7 L 7 L
Y TGh) B ARISEHAITS : A -

H F R NF| OISR EE T O R EMERBRIEICHOWTEH), FE 114E8H 20 A I

[

YU TRl I L7,

2451 b—)LOD&ETOMg [ k—"7] 19
AETERE - PTP ik L 7=,

B s
SRR Eras ) o
(25°C. 75%RH. 3 & H)
i A 22 L AR 22 L
e AR 2 L FERE 2 L
) TGE) A ARRSEAINZ « 588 - 0 72 Fl o RaiLiRiEc

OLEMERBRIEICOWTEH), PR 11FE8H 20 H

[

¥ U CRBR & ekt L7z,

. Eﬂ%zﬁ&l},ﬁﬁﬂﬁw H-"I‘i
L7




6. ¥l & DEEEILHEILFHELL)
mEH

27U F—LEEB0mg [ h—U ) KO 27U b—L OD §E50mg [ b—7 ) LAREMEIE U —0
LA RECRBIT D REMEMET 5720, BEAE B % EhE L7,

W5E
(1) B E

7Y F—EEBOmg [ h—T ] KO 7Y h—/L OD §€ 50mg [ h—7 ) & AREMHBIE Y

—ZBlE LICRIRZHEE LIZEL P O T TRAF LI, FlBREA ICOVW T, BAER
0B DEACDA T 2 feRd LTz,

2) RTEENH
DRAFSRAE - AT SIRIEE, ENHEOLT

CRAER S « A7 Az LTI GHEA T 7 A USSR

() EAERIE B
AL ITBWARDER

(4) A8 i%

1) FMEL : BRI CRERR (R, TR, B, TR0 J5)
2) 2BV TR W AR
3) EE WKk u~ N5 T 4 —

() AER R

FLEER, 3 e

(6) ;A 7E [E15%
B 1 Eln=D¢ L7z (EEDOH 1 [E(1n=3)) .

(MBE&EBE
7Y h—AEEB0mg [ h—D] 18
RFEABHE Y — : KEU 1 (BX% 15mL)

X7V =L OD#S0mg F—T ] : 18
RFEABHE Y — : KEU 1 (BX% 15mL)
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WiER

. B A
I RS Au I 7
BE A AT 3 T %
SRR - ‘ MR B ) —Ih
| miEEeov ) —icsE | S
srvben | bcocmE |0 | DOOREIPORRA Gmgncne | HAERT
b 50mg 2y — = ek
= (e 0 s L T ROIEB s
i (%) AERRLAD : 98.4 98.6 98.2
lER (%) 100.0 99.6
BRI B 0T ) —io jﬁfggz é;;ﬁi
- R WMHEAGOERAY O | HAGOEBAY OF e
27U F—v 5 < B RE S gzaé I#RAD iiziﬂjgﬁfi 5 AV ORI ENT
OD #E 50mg YU — Ay
IZBW LEUEDIZBWN [F) A2
"= (HEf4 1) G (%) | REBEA : 101.9 101.9 99.3
A% (%) 100.0 97.4

7. A

(1) HERVRERAE
24 1) b—)LEE 25mg/50mg/75mg T k—"J ] 20021 22)

X7V b= VEE 26mgl F—U ), 27U h—/LEE 50mgl F—TU I R I 7Y
—UE

7 ik

RESNTEEFRICES L TWD Z LRI TWND,

: H R HRBRIECS RUE)
BRI
Bl %
HIEE -
Bk

7K 900mL
75rpm

Wik a~ 777 4—
30 DA 85%LL LD & &3 A &7 5,

2451 F—JL 0D £ 25mg/50mg [ k—"7 ) 2329

7Y b=/ OD §& 25mgl F—U | O’ 7' U F—/ OD $E 50mgl h— 7 i,

HERICHES L TWD Z ERHERIN TV S,

73k

BRI
[l %
HIEE -
Bk

BB HERERIECS FUE)

7K 900mL
50rpm

WKk o~ ~7o 74—
45 Sy O RN T5%LL Lo & & 1%
60 7y [ DIE RN T0%LL B & & 1%

iy
iy

&9 5, (OD % 25mg)
&9 5, (OD % 50mg)

k—/L§E T5mgl b

RIE SN

18



S5 r—)LODEETOMmg T b—"] 29

27U b=/ 0D $E T5mgl h—7 JIZ,

W5,

7 ik

ARBRIA
[EIHA%L
HIEE
PST

: AR HRBRIECS RVE)

pH4.0 ™ 0.05 mol/L FEf# - HEfE7) ~ U © AREMETH#K 900mL
50rpm

Rk v~ 777 40—

60 31DV D T0%LL Lo & =3l E &35,

RESINTIEHBRICES L TWD I ERMERINT

19



(2) =R F R ER
S5 b—I)LEE25mg T R—"7] 20
(& BN 72 58 0 B RA O LR SRR T A K742 ) PRk 24 4 2 A 29 H 3K
BFEFR 0229 5 10 B) CLT, HA RTAL NIV, b N TOEDZNFRZEEN RS
27U h—/L$E 50mg [ b —U | ZHEHEREI L U CEHRBRZ 1TV, AR SRR s L
7o ek, RBRBAIOWL AT AKIEL, TA T4 1280 CAREEIZELY LTz,

<BIEFEH>
Bk & : pH1.2, pH4.0. pH6.8. K BB K =12
B ¥ $% : 50rpm Ell = S VAN 1553
HEREHF . ITYrLEE25me b7 | BERF . 2HYR—ILEE50mel b= ]
120 s 120 eIy &
pH1.2, 50rpm, /SFILiE pH4.0, 50rpm, /SK)LiE
100 100
~ 80 ~ 80
= £
# 60 # 60
2w —o— s - —o— U
a5 5 —o— IRAEMHF
2 —o— RERHF| 2
0 + + + + + g 0 + + g
0 5 10 15 20 25 30 0 15 30 45
BREREERE (53) FREEFRE (5))
BEf(5) 0 & 15 30 B f(53) 0 5 15 30 | 45
ERAH 0 |[39.4 |740 [ 982 HERALH 0 |[43.1 |782 [1005 |101.2
BRERE 0 14 |20 | 18 BERE 0 17 |19 |09 | 1.0
R 0 |338 [639 [912 AR 0 |[355 |675 [93.6 |100.2
BERE 0 12 [ 16 | 1.1 BERE 0 13 |22 [12 | 11
120 120

JK, 50rpm, 7SRIL%

pH6.8, 50rpm, /3K JLiE

100 100
~ 80 ~ 80
E =
# 60 # 60
H H )
K40 —o— REmH 40 —O0— HEBRUA
2 —e— im Al 20 —e— imE
0 0
0 15 30 45 0 15 30 45
BREREFRE (43) BREREFRE (5)
B f(5) 0 5 15 30 | 45 B () 0 5 15 30 | 45
BRI 0 |412 | 779 [1006 [100.9 HERBLH 0 |454 |87.7 [102.3 |102.4
RERE 0 12 |27 |14 | 13 RERE 0 18 [ 17 | 10 | 09
AR 0 |349 |679 [951 [1023 AR 0 |[375 |748 [99.8 1009
BERE 0 1.3 [ 20 [ 26 | 26 BERE 0 21 |32 |16 | o8

20



OABREF B CRERKN O FHFHEROEER (X FILE)

KBRS SR R (%) Tt .
EEEC | e ﬁz;?% A | e | R fzof??ék Q%ﬁ% HIE
(epm) | LIS | | OO0
JJ
H12 15 74.0 63.9 10.1 T UE BRI D SR -
PHE - 30 98.2 91.2 7.0 HZR0D +=10%LLN
15 78.2 67.5 .
pH4.0| 30 100.5 93.6 56.4 g%ﬁiﬁ: 3]
45 101.2 100.2
50 15 77.9 67.9 .
pH6.8 30 100.6 95.1 58.7 g%gi 1
45 100.9 102.3
15 87.7 74.8 .
7K 30 102.3 99.8 55.7 géﬁi?t 1
45 102.4 100.9
(n=12)
QRELLEFAICHITHREBEFDOMELZDBHE (N FILE)
FRBR S E'(T)féi (b) @
B/ IME N a)n
- A, LR H R e S i [
Ef=xy - jﬁ@ . S+ 15% Dl @?E [ 54 oD ) 7 L v HIE
(rpm) VR ﬁﬁﬁ %) T H
%
B A& eI f S 38 U A il &
95 O O)‘Zﬁﬂj%ﬁb:ob\f\ %ﬁ%ﬁ@
Hig| 30 N 83.2 o | O L 15% O -
pr L. g7 | 1132 A2 550N 12 HT 1
’ ELLF T, =25%D&ifH %
BZDHDNRR
A& LLEE R S U 2 fEl &
99.5 DIRHRITHONWT, BREY
Haol 45 N 86.2 0 F DL R £ 15% O -
pH 2. logg | 1162 HEBEz L bOoR12@b 1| ™
' ELLF T, =25%D&ifH %
50 BZDHDNRR
A& LLEE R S U 2 fEl &
98.9 DIRHRICHONWT, R
Hes| 45 N 85.9 0 F D SELJER R 15% O -
pHo. 108.0 ~115.9 A2 550N 12 HT 1 15
' ELLF T, =25%D&ifH %
HEZDHDNRRU
B A& EEER I S BT D &
100.9 DIRHRIZHONWT, B
&K 45 - 87.4 0 F D SELJER £ 15% O -
103.6 ~117.4 FHEB2HLON 12T 1 =
' ELLF T, +=25%D#iH %
BZDHDNRR
(n=12)

DQODFER LV |

RN EUCHON T, IWHZEEIA RS & fE S v,

E>T, 7Y b—ABE26mg T h—U | & FERGI(I 7Y b —/LEE 50mg [ F—T 1 )IE,
EMFNCRIETH D & AR ST,

21




S5 b—)LEESOmg T k—"7 ] 27
(1% FE S D AW RO RI SRR A R T4 > ) CER% 24 4 2 H 29 B SAFAIE 0229 4
10 8) CLF. HA RIA NDNEVIRHRER AT 7=,

<BIEFH>
B B & . pH1.2,pH4.0,pH6.8. 7K AR n=12
[ 85 %t : 50rpm. 75rpm i B E : N\FLE
REBHK . SJ—LEERS0melh—T] BEREK . fFHEl 50mg
120 N 120 SILE:
pH1.2, 50rpm, /SFJL%E pH4.0, 75rpm, 7SK)Ls%k
100 100
~ 80 ~ 80
= E
# 60 # 60
2w —o— BB 2 . —o— EBRH
a5 5 55 —o— RAERH|
20 —o— RAERH| 20
0 * * g 0 * * * * * g
0 15 30 45 0 5 10 15 20 25 30
BREER (5) BREEERE (5)
BFREI(53) 0 5 15 [ 30 | 45 E5EI(5)) 0 5 15 | 30
REREH 0 |338 |639 |91.2 |985 EERBH 0 |427 | 841 |1004
RERE 0 12 |16 | 11 1.4 RERE 0 09 | 11 | o8
RENF 0 |[21.4 |516 | 862 |958 RENF 0 |[329 | 856 |103.0
BERE 0 1.7 | 43 [ 38 | 15 BERE 0 36 |24 |09
120 120 PN
pH6.8, 50rpm, ,(F‘)L;‘* 7k, 75rpm, VA%
100 100
~ 80 ~ 80
= =
# 60 # 60
H H )
o4 —o— HEBRWE| ¥ o4 —O— HBRMH
2 —e— iz WA 20 —e— i
0 * * g 0 * g
0 15 30 45 0 15 30
FREXEFFE (5) FRERESFE (5)
B f(53) 0 5 15 30 | 45 B f(43) 0 5 15 30
SHERME 0 [349 |67.9 | 951 [1023 SHERWH 0 |[45.1 | 910 |1015
BERE 0 13 | 20 | 26 | 26 BERE 0 20 | 15 | 06
RERH 0 214 | 51.0 | 859 [99.8 RERH 0 340 | 88.6 |101.0
RERE 0 36 | 84 |35 | 21 0 57 | 50 | 1.1




AREREF R VRERK DO FHBEHED LR (N FILEK)

R 2R SR H R (%) AL .

L. T A=Y T B R
BHREL | o | DREURFR | BUBR | e | WIS g | E
(rpm) | ™ 4 migl | sy | OE%)

15 63.9 51.6 12.3 FEEAE LA D - 1)
pH 1.2 WHEOE15% | 1#
30 91.2 | 86.2 5.0 LI
50 15 67.9 | 51.0
pH 6.8 30 95.1 85.9 474 | f2fER 420 F |
45 102.3 | 99.8
FEEAE R D)
pHA4.0 15 84.1 85.6 —1.5 WHEROE15% |

75 LI

15 2 LANICIE) |
7K 15 91.0 88.6 859% L -V b
(n=12)

FREORER LV,
A Lz,
WEoT, X7V F— LEEHOmg [ F—T | EAEMERIRI O HZEENTFEABL L TV D I L7,

AR TN HOWNT, HA R T A O T OO E FEHEIC
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S5 b—J)LEE Tomg T k—"] 29
(1% FE S D AW RO RI SRR A R T4 > ) CER% 24 4 2 H 29 B SAFAIE 0229 4
10 8) CLF. HA RIA NDNEVIRHRER AT 7=,

<BEEH>
i B& & : pH1.2, pH3.0, pH6.8. 7k BH®H : on=12
[E & % : 50rpm. 100rpm Bl 3 SR AY N 15 3
HEBEF - ZTUL—LEETSmel b—7 | BEMKF . fFEH T5mg
120 I 120 SRILE
pH1.2, 50rpm, 7SF)IL3E pH3.0, 50rpm, 7SKJLsk
100 100
~ 80 ~ 80
e o4
# 60 # 60
2w —o— B R o —o— HERBH
2 —o— {RERF 2 —o— REMF
0 - s g 0 - - d
0 15 30 45 0 15 30 45
FREREFRA (53) BRERERRE (43)
BRI (53) 0 5 15 30 45 BRA(5) 0 5 15 30 45
HERA 0 |30.1 |662 |965 |101.3 HERMA 0 |331 |726 |99.3 [1013
BERE 0 15 | 26 | 10 | 10 BERE 0 26 |29 [12 |10
0 19.5 [ 49.8 | 80.8 | 94.2 AR 0 18.1 | 47.2 | 79.0 | 94.1
BERE 0 30 | 68 |63 |50 BERE 0 34 | 62 |72 |36
120 120 Lty 8
pH6.8, 50rpm, /K Lk K, 50rpm, /3FJLE
100 100 f
~ 80 ~ 80
E E
# 60 # 60
H H )
o4 —o— e o4 —O— HBRUH
2 —e— iR 20 —e— iEEWA|
0 * * g 0 + + g
0 15 30 45 0 15 30 45
BRENERRE (49) FREREFRE (53)
BERE(53) 0 5 15 [ 30 | 45 BER(53) 0 5 15 | 30 | 45
HERMA 0 |[323 [686 [983 [1026 HERMA 0 |37.8 |81.7 [101.7 [101.9
BERE 0 12 |17 |07 |07 BERE 0 2.1 19 | 10 |08
HRAERA 0 |187 |49.2 | 826 | 975 BAERA 0 202|543 [87.2 | 985
BERE 0 20 | 54 |46 | 29 BERE 0 30 | 52 |45 | 27
120 .
pH1.2, 100rpm, 7KLk
100
~ 80
S
60
S 0 —o— BRI
—e— {EH A
2 RENF
0
0 15 30 45
FREREFRE (53)
Bff(5) 0 5 15 30 45
SEREF 0 |495 | 91.0 [101.7 | 99.6
RERE 0 21 |40 |11 |18
RAENH| 0 431 | 947 [1015 | 99.3
BERE 0 37 20 | 23 |27

24



AREREF R CRERK DO FHBEHED LE (N FILE)

Bl R E I
AHEEE | oprnns | PREUEER] | 3BR g | AR BRI E A | HIE
(rpm) | OB | Oy wg | mwE | PE%)
H1o 15 66.2 49.8 16.4 FEEAERUF D SEA PR HY i
pH L. 30 96.5 80.8 15.7 SR>+ 15%LL N =
15 72.6 47.2 25.4 | FEAEHRLH| O FIIEH .
Sl
pH 3.0 30 99.3 79.0 20.3 D +15%LUN o
50 15 68.6 49.2 19.4 | fEAESLE O SEHA T
BN “J \‘%
pH 6.8 30 98.3 82.6 15.7 D E15%LAN s
15 81.7 54.3 27.4 | fEAERLE| O SELIEE .
K e o/ 1 i
30 101.7 87.2 14.5 RO E15%LIAN
15 2 LANIC %) 85% | .
1 . . . —3. R &l
00 pH 1.2 15 91.0 94.7 3.7 o LV 1
(n=12)

FREOFER LY | —EHORBRGEMITIBNT, TA KT A OUHZEB) O FELIE O E FEE A1
2L TR b3, FRHERIA & AR O 28 L L T,

B, b MBI LAY TFRIRIEERBROME, 7V F—/VEE Tomg [ b —T ) AR R
& DAEWFRIRIFEERHER S LTV D,
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241) b—)L 0D §% 25mgl k—"7 )29

27U b= 0D # 25 mg [ =T 22\, [EENEAR DO BERRA OAY 1R
MR A KT A ) CERL 2442 A 29 B IEEHFEAT 022955 10 5) CLF, A K74
NTHEV, B hTTOAEFRREENHEREINTZIZY b—/L 0D &S50 mg [ h—7 ] Z#iZ
HRAI L U CIRHRBR 21T\ B R SER & U7, 7ok sRBRAAI O L5 28 K I
HA RTA LD AKAEIZEEY LT,

<BIEFEMH>
| BR & . pH1.2,pH4.0,pH6.8, 7K wARH o on=12
B & # : 50rpm. 100rpm 2B X SFLE EEARTYRE
HEREH  : 2Hb—JLODEE25 mglb—" | ZHERK . 21 b—)LODEES0 mglb—" |
120 pH1.2, 50rpm, /$K )Lk 120 pH4.0, 50rpm, /SK)LiE
100
~ 80 —~
E?/ iﬁi
# 60 {;&i
H stER —O0— HERMHA
40 —O—HRRA 40
_——_— —e— {ZHEWH
- —o— {RHEMH| 20
0 . ; g 0e . . .
0 5 10 15 0 15 30 45 60
FREREFRE (53) FREREERE (5)
BERE(53) 0 5 15 BER(53) 0 5 15 30 45 60
HERRA 0 |802 (1005 HERRA 0 |694 (800 [90.1 | 960 [99.2
BERE 0 58 | 18 BERE 0 |160 [118 | 72 | 46 | 3.1
BRAERH| 0 |645 [885 RAERH| 0 |634 (723 |829 |89.9 [941
RERE 0 86 | 40 BERE 0 173 [ 141 | 89 | 57 | 40
120 pH6.8, 100rpm, /KL% 120 pHB.8, 100rpm, [EIEE/ SR v Nk
100 ® 100 ®
~ 80 ~ 80
£ =
60 60
H H
840 —o— HERmA ¥4 —O— HBWHI
0 —e— i AF| 20 —e— imEWF|
0 * + g 0 * g
0 5 10 15 0 5 10 15
FREREERE (5) HREREER (5)
B (53) 0 5 15 BFF(53) 0 5 15
HERWA 0 |101.9 (1022 HERMA 0 [102.2 |102.3
BERE 0 07 | 07 BERE 0 17 | 14
REERF] 0 |99.9 (1010 EAEBH| o |[100.1 [r007
BEREE 0 40 | 25 BERE 0 19 | 06
120 1 5k, 100rpm, ElR/ R k&
9
=
#
a —o— HB
—o— iREMA|
0 5 10 15
FREREER (5)
B (53) 0 5 15
HERELH 0 [101.8 [102.0
BRERE 0 1.0 | 10
BEWH 0 [100.7 [101.2
BERE 0 13 | 09
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OABRBAN R VRERFN O FHEHERDOLLE

AR A PR R (%)
Pt
o - YR R ) L
B i | e | R atm | e |l | AsmowEme |
B (rom) AR | BRI ) | &
% rpm (45) (%)
H 12 15 SLINIC T 85% |
pH L. 15 100.5 88.5 L iR P
3 50 15 | 80.0 | 172.3 7.7
R PR OIS |
;7; pH 4.0 KO E10%LIH E
30 | 901 | 829 7.2
100 pH6.8 | 15 | 102.2 | 101.0 ]
e 15 5y LLNIZFHY 85%
i pH6.8 | 15 | 102.3 | 100.7 o NI
~ LU BER
A
> 100
4
Y K 15 | 102.0 | 101.2 i
(n=12)
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QRMRLEBERRICE T HHBRUFIOE L DEHE

FRBR S
e (@7 (b)
N - (a) b) %
R s | e, | S/ M~ A R s | REMEOHELE |
o R | RE A (% = 15%D ) | AT
vk (rpm) (ﬁj\) wARME (%) - FPH (%) ¥
pH1.2 | 15 96.9~102.7 85.5~115.5 0 i
50
N
W .
v pH4.0 | 30 78.6~103.8 75.1~105.1 O | paprmsms sy | M
& B & O RIS
VW, R ELA 0
100 B R 15 %O |
pH6.8 15 101.0~103.3 87.2~117.2 0 AR HL0R 12 | 8
A 1 ELLFC, £
o 25 %DHFIHEHE 2 5
g HOHRN
ffg pH6.8 15 100.6~104.5 87.3~117.3 0 i
i; 100
¢
?2 K 15 100.7~103.5 87.0~117.0 0 i
(n=12)
DOOFER LV . RESIFNFIICHON T, RSB ESE L HE S,

oT, 7Y F—LOD#E25mg [ h—" ) &, EERK(I 7Y h—/L 0D 50mg [k
— U N, EMFNCRIETH D &R I T,
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B (3)

BHE®)

120
100
80
60
40
20

120
100
80
60
40
20

T4H1) =)L 0D £ 50mgl k—7]30

7Y =L OD % 50mg [ h—Y | {22\ T,

iT-o77,

<BIESFHE>

s pH1.2. pH3.0. pH6.8. 7K
[ & #% 50rpm. 100rpm
R 3 A 24'1) b—JLODEES0 mgl b—"71]

pH1.2, 50rpm, /SKJLE

—O— HEBRMA

—o— {RAEHF|
0 5 10 15
BREREERE (5)
BRI (53) 0 5 15
BRI o |648 [907
RERE 0 9.9 | 49
1RAERK| 0 84.6 | 98.7
BERE 0 76 | 22

[ pH6.8, 100rpm, EIEE/ SR yhi&
@
—O— HEREA|
—o— RERF|
0 5 10 15
BREREFRE (5)
B (%) 0 5 15
SERBLI 0 |100.1 [100.7
FERE 0 1.9 | 06
1RAERH| 0o |[99.8 [100.0
RERE 0 14 | 11

[ 58 BESE h D AE FH RV SRR T A R 5
A2 CERR 24 4E 2 A 29 A FRAFHRAET 0229 % 10 5) CA T, A BT A TRV R

120

100

120

100

~ 8
=
# 60
H
K40
20
0
~ 80
=
# 60
H
K40
20
0

B 3% % n=12
OB & IRV, BlER/AAR Ty NE
ZHERE| OD#E. 50mg

pH3.0, 100rpm, ElE5/ N\ vk
g
—O— HEREH
—o— IRAERIK|
0 5 10 15
BRERESME (5)
BRI (53) 0 5 15
BRI 0 [1009 [101.0
BERE 0 06 | 06
RN 0 |100.1 [100.6
BERE 0 12 | 12
7K, 100rpm, [EER/\R4vkik
4.
—O— HBREHI
—o— RAERF|
0 5 10 15

FREREFRE (5)

B (%) 0 5 15
SERRFE 0 |100.7 [101.2
BERE 0 1.3 | 09
RHERF 0 |[99.7 |100.1
BERE 0 18 | 1.3
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AEBREH R URERAN DT 9B H RO HE

AR S ST ER(%)
R . BREC | . KE DI ME 0 | 2 Fo A sy
i DL o - SUER | AmYE FUMEOREIEAE | HE
?§ (rpm) PRI H(%;EE? HLF B
N
/]; 50 pH1.2 | 15 | 90.7 | 98.7 i
%
pH3.0 | 15 | 101.0 | 100.6 1
[=] 15 SyLANIC ) 85%
% LI By
> | 100 | pH6ES8 | 15 | 100.7 | 100.0 i
¢
N
%
K 15 | 101.2 | 100.1 i
(n=12)

FROERLY, BEBREEZNETNIZONT, A KT A 2 ORHZEEBOFELIE O] & 5L
WA LTz,

Wo>T, 27U b=/ 0D $E50mg [ h—7 | LIEEERIAIOFEHZEENIIELIL T D Sl L
77




m

AR L L CIEHRBR ATV, AR SRR E Lz, ek,
M LT,

1) k—JL 0D &€ 75mgl k—"7]3D
7Y=L ODET5 mg [ h—D] 22\ T,

YL, WA RTA 1280 AKAE]

<BIEEH>

R’
| & &
BRI

pH1.2, pH4.0, pH6.8. 7K
50rpm. 100rpm
S5 b—JLODEET5 mgl b—" )

120 pH1.2, 50rpm, /SRR

TEHE)
5 8 8

—pA

—O— HERMA|
5 A 1l
0 b —o— IRHEUH|
0 . . ,
0 5 10 15
FREREFRE (43)
BEE(5) 0 5 15
BRI 0 726 | 91.6
BERE 0 |[120 | 60
BRAERF 0 |645 |885
BERE 0 86 | 40
120 .
pH6.8, 50rpm, /3K )Lk
e
W
H
" —o— BRI
20 —o— {FHELF|
0@ . . . . ,
0 15 30 60 75 90
FRERESRE (5
B5(5) 0 5 15 | 30 | 45 [ 60 | 90
HERBA 0 |562 [629 [712 | 765 |81.7 | 893
BERE 0 103 | 87 | 62 | 57 |48 | 35
REUH 0 449 [542 [67.0 | 762 | 83.0 | 91.4
RERE 0 129 | 106 | 80 | 6.1 50 | 33
120 B oL 2
pH6.8, 100rpm, /K L3k
100 —e
~ 80
£
# 60
Fd —o— HBRHA
1;@ 40 ars
0 b —o— RAERFK|
o . . ,
0 5 10 15
FRERESRE (9)
BEE(5) 0 5 15
BRI 0 [100.7 [101.2
BERE 0 26 | 20
BRAERF 0 |999 |101.0
BERE 0 40 | 25

BHE®)

BHE®)

[ BN 72 2% A [E TR O A 7R R]
SRR A KT A ) CERL244F 2 A 29 A JREEAT 0229 55 10 =) (LN, A KIA4
V) AT, B N TTOAMTFIIREES R SN 7Y b—/L OD 50 mg [ F—U ] %
SR BIKI 0D L5 25 B K

[
OB
BRERF

120

n=12

ISFILE
341 h—JLODEE50 mgl b—"7 ]

pH4.0, 50rpm, /KJLi&

40 —o— HERMA
20 —o— iZHEHHF
0@ . . . ,
0 15 30 45 60
FRENEERE (93)

BEE(5) 0 5 15 | 30 [ 45 | 60
SERMA 0 604 [ 687 778 [ 837 |877
RERE 0 |13 |86 |60 [42 |33
RAERH 0 |634 |723 | 829 [89.9 [941
BERE 0 |173 | 141 | 89 |57 [ 40

120

K, 50rpm, /SRILE

—O0— HERMF
20 —e— IRAEMH|
0@ . L . . ,
0 15 30 60 75 920
FREREFFE (43)

E5(5) 0 5 15 | 30 | 45 [ 60 | 90
HERRA 0 |573 [63.7 [71.4 | 779 | 83.0 | 903
RERE 0 115 | 104 | 87 | 72 | 6.1 45
REUH 0 |485 586 698 | 77.8 | 83.8 | 91.6
RERE 0 17.0 | 12.8 | 9.1 7.1 57 | 40
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OFHBREF B CEERK O FHEHERDLEER VX FILEK)

AL R |y
RS | sppngy | BRERRER | ARBR | pmde | WHEE | WSEEOHERME | CHE
Gpm) | B TO T b | o | %)
15 Sy LANIZ ) 85% |
pH12 | 15 916 | 885 DL L Y|
DH 4.0 15 68.7 72.3 | —36 "
30 71.8 829 | —5.1
50 Hes |15 62.9 | 54.2 81 | BWMAOTLEL |
s 60 81.7 | 830 | —13 |FPE10%LA
" 15 63.7 58.6 5.1 -
60 83.0 83.8 | —0.8
15 7 LANIZ %) 85% |
100 pH 6.8 15 101.2 | 101.0 e U o
DR
(n=12)
QF#RUERFBRICE T 2HBRADE<DBFHE (N FILE)
ARBR S
& (a) b \
m | o | | R | wmims | QPO o |
(rpm) | OB Eﬁ; BRME 0 | £15%0famH©s) |
H
(43)
pH12 | 15 80.1~99.5 76.6~106.6 0 B i o5 |
{2 DEHRIZOU -
so |PHA0 | 30 | 69.6~92.6 62.8~92.8 0 < RO Ty |
pH6.8 | 60 | 731~896 66.7~96.7 0 15 %OHIAE |
X 60 0 HR L0 12 EH 1 [
73.4~93.0 68.0~98.0 LR T, £25 %0fE | 8
100 pH6.8 | 15 | 954~103.2 86.2~116.2 0 PHZER A DB D A7 i
(n=12)

QOD#ERLE Y, LiE

BRSOV T, I ZEE A RS &OE ST,

WoT, 7Y =L ODSETEmg [ h—T ) & FEHERAI(I 7Y b—/L OD # 50 mg I k
— U, EMFICRIZETH D LRI,
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10.

11.

12.

13.

14.

. EYFHEERE

M L7gW

. HAIROEMS OHERRAERE

WEsa~v ST T 40—

AP DEFNED DEE;
WKk v~ N7 74—

palli
A L0

BAT DETREIED & 5 2RHY

FEX )V~ A, BT IV b=, L-ldo-2 2V h—, L-Taro-X 7'V h—/L

ERMNREGRS - MENERLCRRICET S 1EH
R L7

Z Dt
A% L0
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V. JAEICEET 4I1EH

. hEE - MR

W PRI 0D 1 188 1A oD g

(7721, BRHEEE - EERIEZT> T D RETHORDRDIELNLRWEGE, TR
15 EERIEICNZ TANLKR= VT LT H, B 7 A RRIEHIE L ITA v AU o HF| &4l
AL TWLEBETHORNEPE LN WGEIZIRD)

. RiE-RE

WHE. RAIIZIZY b= LT1al 50 megZ 1 H 3EHBRERICRO®RS T, 2B, 2
BAFSRGAIE, B2+ BlEZ L b 1 AlE 2 SneE THETHZ ENTE S,

2/'1) b—)L 0D & 25mg/50mg/75mgl k—"7 | D H

(A% - AEICEET 5FERLDIE]
ARAENZ O FEN TRREET 228, OFEOREN SR S5 Z L7z, MER XK TR IA
oz b, (DEM FoEE] OESMR)

3. ERERRLIE

(1) BERT— 58—
R L

I

(2) ERERZNR
ZEE R L

p=11

Q) ERERFRIEFER
RS L

) BRHHBR
YR L

(5) REEHIER
1) FEALLTAERGHR
BB L

2 HEHR
PR L

3) BEMHE
BB L
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0 BE - BEAER
R L

(6) AL
1 EARMRE - BEEARARE HAEE) - LARTRERRR (TREERRS)
R L

2) EAFGFHELTEEFENDABRIIEIRER L -HBROBE
M L7gn
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1.

2

VI. E3EE(ICE T HIEH

FERZPMICEEH HLEMRIILEYE
-7 a2 —LEH

T AR — A

N7 Y R—A

. EEER

(1) YERARLL - YERRERF 32
IEEIZR T, D S B~ O R A ) KRR (o -7 V=¥ —F) =il
FITLI LI T, WEOHE - W2 BIE S E, REZEnEEZSET 5,

(2) EshEZEAFTHHABRAE
T F=)LiE50mg I k—"J] 3
FERERRA BT (n=28) IZBW\T, 7 1 A4 — —ikIZ X 0 RBRRAI 58 & A e sl A e G-
FEICHER T, EERIRIREE T ol 7Tog ZAM L, MAFEAHE Lz, T, 7V h—
JVEE 50mg [ h—D ) LIEHERIKIZZNEN 18 (27U h—/L 't LT 50mg) HafHnlkk
N5 L7, v abl 76g A L CIEE 2 & Uiz, MEESRIRE & IR M iE
DENBELNTZEFFH) T A —2(AAUC, ACmax)iZ 2oV T 90%/5 #H X IC THE
FHENT A AT o 7o K5 R, 10g(0.80)~1og(1.25) DFEIFAN TH v | il D AW 5 HIR FENEH R

iz,
—o— XY +—)LE50mg [h—17]
(mg/dL) (%%, 50mg)
200, s REuERlA (§gAl, 50mg)

DERSE GRREFIRSED
VIR (BRERIAEESED
Mean—+S.D., n=28

180 1

160 |
1 1401
i3
fE 1201

100 ¢

80 |

60 w x x
0 0.5 1 1.5 2 2.5 3

ik (hr)
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A
it

MENEE/INT A —4

HEINT A—%
AAUGCs A Cmax
(mg-hr/dL) (mg/dL)
7Y b—)LEE50mg [h—1 )
(&%, 50mg) 56.2%16.1 54, 91%16. 43
FRHE R
(&7, 50mg) 61.0+16.9 58. 13+ 16. 64

(Mean=S.D., n=28)

A AUC; & U A Cmax DX ZEHIED FHED ZE B U I0WSFEXE

/\Difb_‘& AAUCB ACmax
SEHEDFE 10g(0.9196) 10g(0.9327)

SEEHEDZED 90%[EHEX[H | 10g(0.8500)~10g(0.9949) | 1log(0.8824)~10g(0.9859)

AAUCs : ¥3ERT

TIZ 23T 2 IMHEHERS - e AR TrfE (2 = b8 7hg Afirtk 3 IFft])
A Cmax : &IF[EIZ

(2B D Fm RIS

DRSS I L > TR D AREMEDL H 5,

(2% mAENHEIED#T]

(mg/dL) * HBiRBR KGR — IR 5

801 o 37U h—)lgE50mg Th—"7)
(&Al, 50mg)

—o— : FEHERIF] (§EAI, 50mg)

Mean+S.D., n=28

*WESHE
|

_70 T T T T T
0 0.5 1 1.5 2 2.5 3

BE# DKM (hr)
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2) 2 b—LEET5mg [ h—"] 39

REFERA B T (n=21) 1BV T, 7 1 A — S JAIT & 0 RBRUAE 57 & B RAL L
REICHER T, SEBSIRIIET Y 2 BF 100g 2 A% L, MBFIZHE Liz, #80C, 370 b
JVEE Thmg [ h—U | LHEERAIZ ZAZN 16 (327U b= L LT T5mg) iR HEIR
MG LTtk > 2 b 100g 2 AN L CIEE A RIE Ui, MERRIE & SR iE o o fF
DFENSE LTI T A =2 (AAUC, ACmax)Z- oW\ T 90%[FHE X EHEIC THE
FHIRHT 247 o T 10g(0.80)~1og(1L.25) DHEIRN T 0 . WIAIO AN RN B3 8
Sz,

—o— XY h—)LEETmg [h—17 ]

(mg/dL) (851, 75ng)
200 —o— : fEVERIE] (§£A. T5mg)
—o— R GRBRRIAERSED
1801 T A DR (EYERIRIE 5E)
Mean+S.D.,n=21
1601
i 1401
bE
fE 120
100+
80 ]
60 T T T T T ;
0 0.5 1 1.5 2 2.5 3

SRS (hr)

EMBE/NS A4

HIFE /T A—5
AAUCs A Cmax
(mg-hr/dL) (mg/dL)
Y l\(—éﬁﬁzgﬁg) h—11 74.8+19. 3 62. 7£19. 0
, Eﬁ%ﬁg ) 79.1£26. 0 62.015. 8

(Mean=+S. D., n=21)
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AAUGC; B2 U ACmax DT IRED FHEDZE RV 90%EEXHE

INT A—XH

A AUCS A Cmax

FENEDFE

log(1.0036) log(1.0157)

SEHMEDZED 90% 5 HE X | 1og(0.8744)~10g(1.1519) | 1og(0.8887)~1og(1.1609)

AAUCs : HHERATTRIZIT 2 MAFEHER - Rpih Fifd (S = 4% 100g & 3 MR§fH])
BAFIEIC

ACmax :

(AP EE N ONC AAUC, A Cmax %
)4 DO FRBR ST I L » TR 72 2 Al HE

(2% . MEHEHEDHRE]

BT 5 I K IMbEE 7=

DINT A —=FF, WA OBIR KR OLRERBIEL -

PR %,

(mg/dL) * ZBBRERG R -G

304

—o— XY b—)L8g75ng [ ~—"7]
90 - (@A, Tomg)

—o—  EEHERIA] (SEH. T5me)
Mean+S.D.,n=21

T T T T

1 1.5 2 2.5 3
BE®ROKR (hr)
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3) THYbL—JLODEESOmg [ k—"7] 39

TEFER AN B ICH R N, EREREE Ty a B 75g AT L, MEHEZNIE LZ, f\ T,

I uAFG—/N—EIZE Y I 7Y h— OD §E 50 mg [ h—D ) LARHERG (OD §8) %%
NEN 18 (27U b—A L LT 50mg) #EAHEREO#E (k2 L CTRMO=24) % 0%
THRHAM=22) L7=1%. > a ¥ 75g - Afr L CHUBHE 21T Lz, BIERNGE L 3R Re
O MBEE D57 6 13 6 7= 3K /12598 2 — 4 (AAUC, ACmax)ic oW\ T 90% S X ]
NS CHEEHINT %47 - 7= 55 3. 10g(0.80)~1og(1.25) DEEFHINTH V) . WA DA 451y F) %

PERHER ShTe,

(1) K72 L THRH
(mg/dL) .
(0D, 50mg)
—e— fEHERLE] (ODEZ, 50mg)
1801 e
T Mean—+S.D., n=24
1601 - i T
ifiL 140
wE
fE 120
1004

80

1 1.5 2 2.5
iR hr)

EYEEE/INS A —A

HEINT A—F
AAUC:3 A Cmax
(mg-hr/dL) (mg/dL)
327U h—)LOD4ESONE [h—17 ]
(OD#E, 50mg) 58.1+19. 6 46. 81+15, 52
EEHERLH| i
(OD#%E, 50mg) 60. 2+18.5 47.52+13. 83

(Mean=S. D., n=24)
AAUC:; © BEERITEICH VT 2 mpE EHERS — Re R T mid (/3#575gﬁﬁ{é
2. SR
ACmax : #HEFRIZH T 2 EAMEEEE

MR EEE ONT AAUC, A Cmax 550 /$5 A — 4 %, HIRE OB, (KiEORRIEE -

ORI L > TR D AREMER S 5,

Hiy ]
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W RFNDHIE/NT A -2 DR BEMEDTHEDNER Y 90%EHERXH

INT A —H AAUCs5 A Cmax
ST 3 10g(0.9523) 10g(0.9753)

SEHIE D FED 90%1E 45 X [H]

1og(0.8895)~10g(1.0196) | 1log(0.9209)~10g(1.0328)

(2) K CHIRH
(mg/dL) . -
200 —o— 12471 —=)LODEE0mg Th—"7]
(OD#E. 50mg)
—o— [ {HERLE] (ODEE. 50mg)
150 R
T T Mean+S.D., n=22
160 T
iy 140 . A -
T ‘ L
1 120 / |
1004/ ;4§i§:§ja;:§ﬁ;§§
[ 5
80
60 T T T T T
0 0.5 1 1.5 2 2.5

fRifksRE (hr)

EMENEE/IN T A —4

HEINT A—F
AAUCzs A Cmax
(mghr/dL) (mg/dL)
27 b—)LOD$ES0ng [H—17) .
(OD%E. 50mg) 52.9+14. 1 44, 14+11. 81
fiR e B -
(OD&E. 50mg) 57.1%+16. 4 47.50+12. 91

(Mean=®S. D., n=22)

AAUC.s : #EATRIC BT D MBS G HERS — Kyl iz T e (S a BE75ga MR

2. 5I¢fE])

ACmax @ BEEEFIEIZ BT S ok b fis 2=

MAEFPR NN AAUC, A Cmax FD/3T A —Z 13, PBRE OBIR, R OERIEIEL - B[ 55 D
ABRRMIC L > TRARDFREMEND D,

M HFIDHIE/NT A -2 ORBEREDTFHEDNER T 0% E XA

INT A—H AAUCz25 A Cmax
ERED 7 log(0.9289) 1og(0.9237)

SLIE D 72D 90% 15 HE X [H]

log(0.8203)~10g(1.0519)

log(0.8537)~10g(0.9994)
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{ERISCTRRS - FHIBERD
AR L

42



VI. EMBEICET SEHE

1. MPBEOHS - MEE
(1) AR LA M RE
BB L

(2) B mep R EIERH
BB L

(3) BREREER THR S N1 MrhRE
LB L

(4) thiEs
BEERR L

6 BE - HAROBE
AR L

6) BEHARE2LL—Ya V) #BFICEYHBAL-ENRNBEEHER
REERR L

2. BEWEERIVNT A4S
(1) FRiTAE
REERR L

() AR EH
AR L

@) NAATRASEY T«
BN -

4) HREEEH
BN -

®) vI)TF7IUR
BN -
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5.

6) HMEE
R L

() MEBEHEE
R L

C® W
R L

P
(1) hik—REFEBE
LR L

(2) % — k@B
VI 10. 4Efa, PEfRw. RILGEF~OKRLOH 1) AR

Q) Eit~DFITHE
VI 10. 4Efa, PEfRw. RILGEF~OKREGOHE 2) 25

() BERADBITH
YR L

(5) ZDOMOEEA~OBTHE
YR L

I
(1) ARBEMER R BHE
AR L

(2) RHIEIET HBER (CYPAS0 %) DA T8
BB L

(3) DEBBHEOERRUZ DA
PR L

) RBMOFEOERRULE
PR L
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6.

7.

(6) FHERBMOEER/ 5 4 — 4
R L

B
(1) Bt ARG R UAERS
R L

@) Bt
R L

(3) Bt
LR L

S YR K—B —(2 BT B
LR L

. BEMFICKBBRER

LR L

45



125K

2.

VI. & (ERLOIEF ICEAT SHEE

BLEEDER

ZENBEFTOER(RIEZEESD)
[ (ROEFICIFEBRELLEWNIL)]
1) HIES b—T A, HERIGTESIESOIATPSIED B (iR A v R ) A 2005
MAEDFEENMA L 725 O TAFNOFH- 1358 S 7av, ]
2) HESERYYIE. TR, EEMEOLDHEE [ A VEFNC L 2 MBEEHENE TN
5D TARFNOLE 51358 S 7200, ]
3)  AAIDRATI R D IBBUE DBEERED & 5 BE
4) G OTIERE LT B aREMED & B ot (Hidhs, pElT ., SRHIGSE~D#E | DOESM)
. BhEE - HRICEETHFERALDEE L TDERH
R L7
. Bix - AEICEETSFEALDOEE L TOER
241 k—)L OD £ 25mg/50mg/75mgl k—" 1 D H
i [k - AZCEET SERLDFE] i
AT O EN TR 223, RREORSIED BRI S D Z L1370 e, WEESUIK TR AL
;ﬁ:&oﬁﬁﬁi®&ﬁjwﬁﬁﬁ> ]
. BEEREAREZFDER
HERE (ROEBFICTEEICBRET S L)
1) OB RE I L D2BBBM TN TV EBEE [(JFHICK VRN - 28RN dH
%, (TERZLEIEH] 0EZR)]
2) BTN OBEE SUIIBFAZE OB O H 5 B3 BN AL OHEINC X v IFFAZENRIT 5
BENWRH B, ]
3) VAL - WUFEE 2 o TR B O BE [ AFIOERIC XV IRENE(LT I BZNLNH
%]
4) v A~V RERERE, BEEONLV=T . KIBOKREE - GBS0 RE [ENT AEOHEINC
K VIERPEN T DBENRH D, ]
5) HERITHREEEDH L BEE [RERENRLZE TH Y . MEEEREN KX S BT %
BENWRH B, ]
6) EELPHEREDDHBE MNEOHBERBRICB O CEERBRERE KRG LIZBIC
EHEREIE & 1N TR R E N LT3 2 R RE SN TV 5D, ]
7 &EinE ((ERE~O&E ] OESR)
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6. EELERWIBLZOEHRVRESE

1)

2)
3)

4)

5)
6)

)

EXGELNIE

WERIFE OZWISHENL LT B I L CORMAZBET 5 Z &, BERIFLUSMT & MiHEHE 2
o REEBRMESE, BEIRFELIOMER (BYERER, FUIRIMEREER Y %) 25T 2KERH S
ZEIHETDHZ &,

BERIFIEE DA TH 2 BHEIE - BEEIEO B EIT> TWDHBHE T, HEOBEORKE
B 1 303 2 BEREMENE 200 mg/dL DA EZRTIHAICIR D,

B, EEVRIEICIN A TR O MAERE FAI UL A v AU BRI A LTV D EET
i, BEH OO ZEIERFINFEE X 140 mg/dL DL EAZ BZ L35,

AFNBEG-FX, fEE EHRICRET S L Ebic, BBzttt gL, FIcE Gk D
MEMEIZOWTERZREA Y 2 &, KHlZ 2~3 5 ARE L TH BB 22808 R
o537 B A GRIRIMLAE T &% B 2 BRI A 200 mg/dL LLFIC 2> b r— /L TE RN Y)
i, KV EEBEZ ONDIRE~ODEREZZETHZ L, k., BBEO 7=
ka—/L (ERIRIEC& % MBS 2 BEREAS 160 mg/dL LA T) 2ME i, ASEE - EihE
EXXINHICIATROMBERE A L IEA RV 2T 50 T4 &
SINDHLEEITIE, AR OF G2 L CRIBBIZEZ1TH) 2 L,

AFNOFERIZH Tz > T, BEITR LR IUHEER & O OXPLTIEIC DN T3+ 5
&, (TEXZEIWEMR] OEZMH)

RIMAERZE Z T2 R H LD T, mAfEE,. BEEOEEEICHEF L TV D BT
535X\ 3 EETHZ L,

AENOEGIZ X0 THEEE . T8, T IR FOWMLERENERNREE T 5 Z &7
HD, TNHOIERDEETL2B8EZNNH LA, DPENORGEBB L, JEIREZE
WBLBNPOHEETAHZENLEELY, 6, —RICHFHORE E & HITERTDHZ &
MBI, FERITIS U T E S D WIXTHILE N T ABEBRAIO P 2 B8 L. & Tt 2 5
NeWGAEEREEZFIET S 2 L,

7. tHEER

() BtREE

EZNER

A% L7

(2) HREE L ZNER

GrHARER (BHARICEETSHC L)

ZJVIR =)L LT R
BT A RRIEA|

A A Y

FT Y VRIS

BN A 2 A oy U
£

DPP-4 PHE A
GLP-1 S A IR EE AR

SGLT2 [HE

KA F BEAIER - FRIE Tk HEFr - fEBRIA ¥
(VSELEES FEFRIRAN & OO R, | A2 FOBE R 995 FH 3K o i B Fe R

FERRBLO A REME A S8 L, (KH
BENOEGEFET 52 EE
EICEKEGTLZE, £, 20
£ 9 RIERDBEBD b HE
Xy a BECide< 7 Ko ks
G L,

FHAZ AR A1 D Yl B W LB A2 1 T
B2,
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B PRI 3 e OV o i B e T
TER Z M3 53412 R L
TS558
BE IR 95 o b b T EMH %
FE IR % FEA
B kA
U F LA
T T UIRAEEER L EA
7 4 77— FROE A E
1R HRA
ONT7 7w

B

B2

B PRI 38 & OV oo b e T
TEM 2 6k55 9 2 A2 OF T L

SOOI 2 FIZAH %
ORI 258 Ci%, BERIE 3R
O EOFEBIZFRHE O A
PRI T 5 &L BT, KA
O HE B W IGE AT A A3 I %
ZEik B HERET
5T &,

’]Jil:
CHE

FERRERANT X v fth oo BER I A
o MmFER TEMABHERE L
% & T AT, ARFIOHEEWIE
EER M 5,

FERLHEANT &0 4l o> KE PR Iw
S M BT R 2355 &

TWHEE % & AT AANOFEEWRIE
B R 3 K oo if i T VE & HEER N 5,
ks 9 2% FEA
TRV FU
Bl R R E
FOR AR A LT
e
a7 s m—u AEN L OPFHIC LY 205 O RBMTFIIAHTH 5.
T=FTv A DY F IR HEPIKT
THZERD D,
vaF AFIEOPFAICL Y Va%y
COMBERRENMETT 52
ERBHDH, vAF T omEF
BEMIT LESGAICE, vd
XU UORGEEHREHT D
YR AE 21T O,
8. EIEA
(1) BIERDOBME
AFAN AL FH AR A % O RIE RS BUBEE S & 72 2R A4 F4hE L CTuh7guy,
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(2) EXLEIER & B

BEXGRER (HEFH)

(1) EIMm¥E : OB RBASE & OO CIRIEN H S b Z E03b 5, Fi-, o RIS
DR L2ARWEA T ORI HE S TW5D, AFNT HPEOE « WA EET 5
DT, ARMAEIR 2 ZZD SN BEITITY a BETIdR 7 R U254 5 72 Syl /p i
BEEITH>Z L,

(2) GRAZEE : JEHRE. U5, EBINER D b, BN AL XY | IBIAERH
HbNDZENRBHDLDT, BIEEHDITITV., Fige T 218, RHZEOERNH &bz
ek Eh Ik L, @YRNEEZITO 2L,

(3) BFHEEEREZE . #HYE : AST(GOT). ALT (GPT) D _bBHAE 7%k 5 FFREREREE, #IENH Hbh b =
ENHDHOT, BEETDITITV, BENRD NSRS 2 PIE L, # e aE
EITH Tk,

EXGEIER (53
EEGHELFICORRHETZHF S8 7 v EZ7ME B3 (K27 UR—R) THEERITHELE
BNCEEG L2 E, S22 e LTET BT IENSHEL, BlEELEY 2 L23H
DT, PHERIMEZ FoIcBgZ L. RENRBO NG EITTELICRGE T IET 572 L
U viE 21T 2 &

)

ZDHDEIER

ZOMDEIER
BAE A
REERRZm . s, TR, (ERL, WRMEE L. MR, RS TR, BACRIR,
HiEER 8, HERR. BARE, <O, BR, RS, R DL, R
R B O 5 MR KRR
BEE L, KLBE, SRS, T DR
FFF Biek ALT (GPT) 5, AST(GOT) 5., y—-GTP L&, LDH k&, Al-P &
REAER HFEV, B, LTh, IRR
1 & A 1 BRE s>
il M7 X7 =88, fhh U o A0, i REREE N
Z D BB, K, 1 ARURR, TR

(4

~

(®)

HE A AR R VR EERE 5
AR L

BRAE. AFHE. BEERUTHOARSERIOMERRTEE
AR L
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6) YT LILFX—Ixd 5B RUVHERE
AIXE LY k¥

(EZ(ROBFBICEFEE LGN E)]
3)  AANDOEIIIR T D BUE OBEERE O & 5 BH

ZDHDEER

BEE 5. KLBE, SWRZ. £ OFE

9. BRE~DZRES

EIENDRS
— R FEE CIXAEBEENME T L T2 0T, AR (Bl 1 FE 25 ng) 2»H#EE
Yokl BWEROBEIICEE L, fihZ o BEZ LR oEEICkET 52 L,

% [

10. ¥5. ER. BIGF~OERE

i, EWR. RABEAORE
1) SRR SUTIEIR LT D ATREMED & 2 I iT e G- L e 2 & UlRP o 5B

RO Z > Mok E L2EB T, BEREVR T AHRESIN TS, ]
2) WHATOLMA~OEGIIRET S Z ENEE LWV, L2 E TR T 258103
FEEDZ L, MEOBERRBRICBNT, BILTA~BITTZ 0N mEENTW5D,

%

EVEITHENL L TR, SETRAEI O U FICH G LIZEZRT, BEOREEDOKT,

[SA

(REIEINIH], BIRAEEOEKT, BARIE L O R CROEMBRE SN TV D, &E

%
]

11. ©MNREADEKRE

INREADERE
RHAEMEN, AR, IR, SE ISR 52T L CTuviauy, (R

VEFR DS S - 01% 37 il (66.1%) Th o1, EREIWERIIEIEE 18 ] (32.1%).
14 7] (25.0%) . MEEREAE 7 5 (12.5%) . JEI% 741 (12.5%) ThHoT-.

RS
i) Teds. ENTHEM S Io/NR a5 & Lo ROER & AR RBRIZ IV T 56 i, &l

il

12. BRFRBRERRICRETZE
A% L7

13. BEEE
RN
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14.

15.

16.

EALEDEE

BRALOXEE

FERIZATEF : PTP WEEOIEANLPTP > — 2 OHD H LU TIRAT 2 LK 58552 &L, [PTP &~
— hOREIRIZ LD | WS EERBE A L, BT ZE Z U CHERIAR SO ERE
REDHEZDPRT 2 Z EnMESN TS, ]

2 41) k—)L OD %% 25mg/50mg/75mgl b —7 1 D H

BRLEDIE
ARAREF « AFNTEFO LICOHER ZRMESEHF TR OS L, RERMEROA TR TETSH
Do o, KTHRHATLZZLELTED,

FOMOEE
PR

FDith
PR
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1.

FIEHB
(1) RAFEHR
MR L

(2) BIRMEBHER
B L

Q) ReMEREHER
BEERR L

(4) % Dt D ZFEEHER
BEERR L

2. HMHER

(1) BERS HHEHER
AR L

() RS HIEHER
AR L

Q) ETERLESMHAR
REERR L

) ZOMhOBHERE
AR L

X. FEEREREAERICBEI HRE
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X. EEMEIEICET SIEH

1. RERS
UK L AL S [ SR )
) EE-EMEFEOLTEICI VBTS2 L
BRI S L

2. AMEEXIEERLAR
2451 b—JLEE 25mg/50mg/75mgl k—"7 |
IR - 5 FOME, 7 ~LIZREHRD)
241) b—JL 0D && 25mg/50mg/75mgl k—"7 |
filt FHHIRR @ 8 UM LT Rf)

3. I - REEH
Irik SRR

4. FEFEREWEDFES
1) ERTORYHVNEDBERIZDONT
251 b—)L&E 25mg/50mg/75mgl b —"7 )
BRI L
2451 b—JL OD & 25mg/50mg/75mgl b —"7 |
FE

BB IR 2B TR ET S 2 &,

(2) BFEIZAFEFDEIRLNZ DT
BERTERSTA N f
<TFvoLky : F/
ZOMOBEITEM A
VI. 14. @A EOFEEOEEZ B

(3) FAFIFDEEAICDLNT
BN

5. RBEHKF
A L7

53



6.

7.

a%

O wEEERE | AREER, AR UIEESE)
27U b—/LEE 25mg [ h—1 | PTP @3 | 100 §&, 210 $2(21 ££x10), 500 £
e | 100 $E. 210 $E(21 $£x10). 500 FE
ks oy p : :
27U F—EE50mg [ F—V | PTP @5 1 1050 §2(21 §x50)
T EEE | 300 BE
27U F—/LEEThmg [ h—1 | PTP 1% | 100 2. 210 $£(21 ££x10), 500 &2
27U b=/ OD £ 25mg [ h—"7 ] | PTP al% | 100 $£. 210 §£(21 ££x10)
227U b=/ OD §E 50mg [ h—"7 ] | PTP @l% | 100 §£. 210 §£(21 ££x10)
27U b=/ OD & 75mg [ h—"7 ] | PTP al% | 100 $£. 210 §£(21 ££x10)
BHEOME
B BLEETERE M8
A o I
SO h ek s P:I‘P : ﬁ‘)?mtl//\ 07}1/\/5
%5mg [ h—17 | PTPal% ['em— LTI T AR T T L
7Ix—k
PTP AR Farry, TV
s e PTP 0% om— TN =g A AR F L
27U b—IVEE 53 x—h
[— ;
S0mg 1 =) i AR =Ty
INT g -
ZHHREFIAD) AR ZF L
- Ry S LY N2
SO bk - P:FP .T)?mtl//\OT/I/\/E
75mg [k —17 | PTP el [ v o— TN =L e Ry F L
J3IFx—Fh
N PTP R =0 =l FV O S ]
27U F—/L 0D & .
95mg [ h—1 | PTP 0% Moo —(FEAIAY) : A =0 L - R)=F Lo
J3IFx—Fh
- R ° ° LD N7
27— OD £ - P’}‘P _ .TJ?HEV/\OT/I/\/E.
50mg [ h—1 | L3 | Er—FERAAY)  TAI=T L - R ZF L
J3IFx—Fh
N PTP AR IR Ly, TR
27U F—/L 0D & .
75mg [ F—1 | PTP @l [ a—(WBAIAY) : 7= A R) =T Lo
J3IFx—Fh
E—R5 - R%E

[Al—mksy « BA 7VEE 25mg/ 50mg/75mg, A 7L OD §E 25mg/ 50mg/75mg
FIZh3E : 7T HNVR—A RT Y R—A

ERREEER B
1996 £ 7 H 23 H(F T v %)
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10. BERTERDBEABRVERES

11.

12.

13.

14.

15.

i BEMRGE KRR H ZiGhN sy D%
X7V F—/LEE 25mgl h—U | 20174 2 H 15 B | 22900AMX00494000
27U h—/VEE 50mgl h—17 | 20174 2 H 15 B | 22900AMX00495000
27U h—VEE Thmgl h—17 | 20174 2 H 15 B | 22900AMX00496000
27U h—/L 0D §E 25mgl h—U | 2018 4% 2 A 15 H| 23000AMX00326000
27U h—/L OD & 50mgl Fh—U | 2018 4F 2 A 15 H| 23000AMX00325000
27U h—/L 0D & 7T5mgl h—U | 2018 4% 2 A 15 H| 23000AMX00327000
RMEZERSBEEAB
peOn S HARINEAE H H e
27U b= VEE 25mgl F—1U | 2017 4 6 A 16 H
27U h—/VEE 50mgl F—U | 20174 6 A 16 A
27U h—VEE T5mgl F—U | 20174 6 A 16 A
X7 U F—/LOD §E 25mgl F—"] | 20184F 6 A 15 H
X7 Y F—/LOD §E 50mgl F—"] | 20184F 6 A 15 H
7Y F—/LOD§E 75mgl F—U ] | 20184F 6 A 15 H
HeE - HREM, BE - AREEEMFOFABRUVZORE

AR

BEEHR. BERRELAREARRUVZORAR

BA=R/4A

BEEHME
A% L0

RENEFRERRICET H1F®R

AFNL, B3 (D 2 W TG HIFENCRE 4 2 HIFRITED 5TV 720y,
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16.

17.

£Ea—FK

JEAE 5 B A S A L Y o .
if=] =} = — R
3969009F1015 622935100
27U b—LEE (HE—4) (FE—44)
25mgl h—1 | 125443301 3969009F1031 622544301
(f&%1) (fE311)
3969009F2011 622935200
27U b—LEE (HE—4) (FE—44)
50mgl h— 1 | 125444001 3969009F2038 622544401
(&%1) (fE511)
N R — B
27U h/vEE 125445701 3969009F3034 622544501
75mgl h—7 |
3969009F6017 622898400
27U h—/L 0D g (H—44) (FE—44)
25mgl F—1 | 126286501 3969009F6041 622628601
(f&351) (fE351)
3969009F4014 622935300
27U b= 0D §E (H—44) (FE—44)
50mgl h—7 | 126287201 3969009F4049 622628701
(f&351) (fE351)
NP7 — b
A ?5?11:; }\]}/_OU]? fie 126288901 3969009F5045 622628801
RIFHRT LOIE

AANTZ I L OB IEEK M TH S,
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1. BIAXH
1)
2)
3)
4)
5)
6)
7
8)
9)

29) BN SRS ARG R

30) BRI MRSt AENE R
31) BRI S AL AENE R -
32) F+LdE B AR 7 iR E,
33) BRI MRt AENE R
34) BRI RS AENE R -
35) BRI RNt AENEEL

HFnHE RSt HNEE
HFnHE RSt HNEE
HFnHE RSt HNEE
HFnHE RSt HNEE
HFnHE RSt HNEE
HFnHE RSt HNEE
FFnHE RS HRNE R
HFnHE RS HRNE R
HFnHE RS HRNE R
10) HFnFE MRS HENEE)
11) BFSE SRS AL AENER)
12) BHFNSE SRS L AR R
13) B S B R
14) HFSE SRS AL AENER)
15) BFNFE RSt AR «
16) BRI S fENEE
17) RS S R AL AENER)
18) BN SRt AENER)
19) NSRS AL AENER)
20) BRI AR S FENE R R
21) HANSE RS ARNEE
22) HANSE RS AhNEE
23) WSSt AR - 1
24) HANFER RS ARNEE
25) HANSE R St ARNEE
26) HANSE RS AhNEE
27) FRFE SR A At (e b
28) BURIHE AR AL AEPNEEL p
L AEW RV
P
P

XI. X o8

s FRER (BE 25mg)

s FRER (BE 50mg)

I FRER (BE 7T5mg)

IERER(OD £ 25mg)

IEER(OD 2 50mg)

IEER(OD 2 75mg)

FEHRAFAR (BE 25mg)

EWRA R (B 50mg)

EWRAFER (BE 75mg)

EHIRA782 (0D $£ 25mg)

QE“"*«U(F& B =2 EMERBRGE 25mg)
BT 5w EMERBREE 50mg)

31T % L EMEREBR(BE T5mg)

31T 2 L EMERER(OD $2 25mg)
31T %22 ENERRER(OD £ 50mg)
31T %22 ENERRER(OD $E 75mg)
51 P

51 P

Bl

= ?ﬁ

0y En  Gon
N

=

R

cmb osmb pmmb b

[

ULy

= E

&
““mﬁmmmm

|

T % %2 EVERBR(OD $E 25mg)

T % %2 EVERBR(OD $E 50mg)

T %% EVERBR(OD $E 75mg)

; /aﬁ%fcn%ﬁ(.’fi 25mg)

; TR (5E 50mg)

; TR (BE 75mg)

; TRHHEER(OD $2 25mg)

BRI HHEBR(OD £ 50mg)

BB W HHEBR(OD £ 75mg)

AW R TR SRR 5 R RUBR (BE 25mg)

AW RV PR VA B (BE 50mg)

AW RV PR VA R (BE T5mg)

FRBR ; 7 HHEBR(OD $E 25mg)

AW RV PR YA HEUBR(OD $E 50mg)

AW RV PR YA HIEUER(OD $E 75mg)
C-5278, 2016

AW R R

AW R R

A S [ S P AR

(R

O
gl

|

%ﬁ%ﬁ#####
SoA A S B B B &

(R

O
gl

A
i
ul

|

%,

M FEHEGEE 50mg)
MAHEGEE 75mg)
MBEE(OD $E 50mg)
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36) HANE MR HENEEL Rtk O L E MR ER
37) ANEE MRS FRNEERE © B - IR ORE R G- T 2 — 7 DR MR ER

. ZOOSEXH
R L

XI. &&H
. TSN ETORSTIRR
MR L

. BRI SRR IRIFR
BEERR L




XII. {i =

. BRE - IREXIRICHE L CERIRFIBIZ1T S 12 H1- > TDSEFER

AEOERICET 2EE  KEIZIFEREZT TORWREICET 2 RN E EN D, R

FFEEPHNL L TORVARLEENTRY, < ETHEBEIN TV 2RBRFIETHE LN

TAEREZFEFEL LTHHERL WD, EREFEEDEKEA 2R 5 ECoBFERTH Y,

MTEOREZ RS H O TIERN,

PRI« TP RIS ORGSR HHEENC BT 2 04 R T4 ICBT 5 Q&A 1221 T
(2D 3) | (BHILE9I A 6 BfF EAETEEERE - AVER A RERRE - FREER

AR FESERE)

(1) #3830
2451) b—)LOD % 25mg/75mg [ +—"7 ]
7V = ODEE25mg [ h—T ] KO'I 27U h—/LODEE T5mg [ F—7 ] 1%, X7V h—
/L OD $E 50mg [ b —" ) L H RIS K ORI DR E LW Z & D, g D2 EMEIC
DEFELTUEIZY F—/L OD§EB0mg [ h—U | OffiRE TR 7ZE 0.

2 4'1) b—JL&E 25mg/50mg/75mgl k—"7 ]
241 k—JL 0D §2 50mg [ h—7

W BRI

27U h— b 25mgl h—1

7Y k—/ 8 50mgl h—1 |

7Y kb T5mgl h—1 |

X7 U F—/LOD §& 50mgl F—U |

B ik

O BRIRIERLT I

251 h—)LE 25mgl k—"7 |

RERELA 60 5% L 0, SEAIIFE (LAB MILL OML-1) TH#T 5. (n=1)
251 h—)LEE 50mgl k—"7 ]

RERELA 50 5% L 0, SEAIFE (LAB MILL OML-1) TH#T 5. (n=1)
251 h—)LEE T5mgl k—"7 ]

ARERAUA] 40 2% & 0, BERIDE (LAB MILL OML-1) TH#3%. (n=1)
251 b—)JLOD & 50mgl b—"7

AREREUAN 250 B2 LV, EEAIME (LAB MILL OML-1) TH#4 5. (n=1)
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O RAFSRAE

ZAM 2 25°C - 60%RH, 1000 Ix 6T (3 » HEDOKREACTREHY 120 7 1x - hr BLE) , BRIKD

EBOEIII3mm LT ET5.

RIFERE BRI T AF v 7oy —LE2T v 7 THED.

O HBRIEE M ONRBR 71k

- RBRHE - AMEL, B R RER [BHERO

n

41) —JL OD ££ 50mgl k—J 1 DH

A
(&
==
aTEd

100% & LCHH] )
< BRI - SRR OFER 7 VAT E AL RS R TR R GR E O BUE| O B K OB T IEICHEL S, (n=3)

- REBRTTIE et ORANIRIC X 2 EEAEN RO b /ow, EREREESMIE L.

_IRES
L4 AR AR TH H ALLRIERES 1% A% 3 » Atk
- . SNl PIHOOME | IREOOHmE | kEAOHRK
27U b=V Z E(0)
o5mel h—1 | &% 99.8 101.0 100.9
(F% A7 (%)) (100) (101.2) (101.1)
SO g A HE OB AR OB R SRR TN
som W_U‘T & (%) 101.9 101.9 101.8
; (P17 R(%)) (100) (100) (99.9)
. . ot AN DR DR SRR TS
27U h—)VEE PN
75mgl h— 1 | & (%) 99.5 99.5 99.2
(F% A7 (%)) (100) (100) (99.7)
S8 (2SN SREN) (PSRN (e SREN)
I/ U b—/ 0D §E R R BN
50mgl h—7 | & 1(%) 103.4 103.9 102.2
(F% A7 (%)) (100) (100.5) (98.8)

(2) FRLE - BMBAMRUVEERSF 1 —J DEBM 3

BB

7Y h—/LBE 25mgl h—U |
27U F—/V#E 50mgl h—7 |
27U F—/EE T5mgl h—7 |
227U h—/ 0D §E 25mgl F—1 |
7Y h—/ 0D §E 50mgl F—17 |
7Y h—/ 0D §E 75mgl F—17 |
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B ik

OF 4 A% — (Exacta-Med AA—F /LF 4 AP —) DR MU HEZKERY ., T4 &
NP —HNICHA L HZ ANTEAR 2R,

QKB EHANT 55 1 CICRELZBEH D WIE=REKET 4 AP —00 5K 20mL %
WHLY . ¥+ v 7 (Exacta-Med 47— 7 /L5 4 AP —L ¥y FTRE) THLE, T4 A
AR —H I LIREE T 5 R GE T 5,

@F 4 AR —ZFT 0 £ 15 {EEMER L, i - BB ORNZBIET D,

DHAEL TV D Z DR I NNZO D FIE~ET e, BEEA R OSGEIEFE 5 o ME LD
FEZITV, BERHER S NIITO O FIE~ETe, X HICHE L2 WG EI3RERHZ 60
& LTRRBIR A i L7z L CRE - IBORNA MR L. HIEOOEIE~ET:,

OFEANTAR L F UFHABETELS DS L2 b O, B S AFNIA 7L Lz DI W TO~
@DIEEEAT 5, MEARRDOLEIIHE 5 nHE LD FIREZIT 5, Z DORFAIZ THIEE -
B L 2nWhe, e hikd o,

OF 4 AN Y —DXy vy TERVI L, Fa—T (TOHAOND 23 ZKFECL, T
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