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1HEHFHR N7~ F— U 37.5mg X OH /72 N7 /) 7= 325mg =54

(2) Fhot

HINVAT—=ANNT T A BEBEKF AT, N =17 va— GGEpidaik
W) . AT T VU~ SR A, b aAn—X, w7 aa—/L 6000, L7

WAL TF & > B eBk, = EMkEk, T usny

®) Zofh
AR L

3. BEHl EFDOIEEICHT HEE

EARRANA




4. HEDEEEFHTICETHREN
(1) MEEBHTCTOREMRER?
FRER 7L - A OB B ORRBR T IEICHE D o

RAFTERE

PTP @i PTP (RUMfkE =/, 7T GELELDOEMRFEICANT,

N ZaEE R 2 F LRI AN AR Y e e L Ul v o S TEAE L OREEIC AL,

RER AR . T Ty NECAEE THARRRSS) ORI ZIESET T 1, 3 KOV 6 » A
MERAT L 72ROV T BUAI O RSl ORBR G VA K 0 3B L7, Wi
LEMIGEA LTz, ZNEY T Ty MEAEE THARIES) (X=E T 3 M
IXRETH D LR END,

PTP a) %
. 40°C (£1°C) . 75%RH (£5%RH)
BRI
ks BA 45 If 17 H 3x A 64 A
RN e e L | B L | kL
N7~ N— VIGERYE - - -
A Wk m~ ST T 4 — " T
R TERTI )T - "
Wik a~ 777 14—
HiagwE (i) ™ bl bl piE 1t
fli i SR :
HgwE (i) ™ 1 it
N7~ F— ViR T 1t
&) — R
TEYRNTI ) T2 ) i
N7~ F— ViR T 1t
A R
TEYRNTI ) T2 ) i
N7~ F— ViR 98.6 99. 4 99.3 99.9
=1
JE B
T T /)7 97.9 98.8 98. 8 99.5

X1: ho~ R—niEfgtEmsk, X2: 78 7 7=k, X3 : 3Lot DA
STk
e 40°C (£1°C) . 75%RH (=5%RH)
A BRIH
ABAH s | s 0 | 3,0 | 6,0
HRIN e e L | Bk L | &k L
NS F— LR . .
R s a~ sz -] B 8
SRS FEYRTI )T . .
Wk a~ N5 T 4 — 5 -
HEmE (i) M b} b b} i
L BR :
HawE (i) bz} T
N7~ K— LR 1t i
B EY R
TENTI ) T2 T T
N7~ K— LI RRE 1t i
W H R
TN I ) T2 T T
N7~ K— LI ERE 98.6 99.0 99. 1 99. 1
RS
T TI )T 97.9 98. 1 97.7 98. 8

x1:

7

F I~ F—VHRERE RS, %2 TR P TS 7 = K, %3 3lot DIEHME




(2) WmEaEREIERER "
N7 Tty Mgk [HARE OBAEOMAN ST, FELLET TREL, LE
PERRBR(MEAR . MERIR, W, B, BUE)ETTo 7,

BN &S [EES
1. BE 40°C. 37 A (DG - KUEA ) i L
0 25°C., T5%RH, 34 H (GEEX - BHAO b7z L
KRS 60 7 Lux - hr (25°C, 60%RH) (BA fi) w7 L
% FA RS RE120 5 Lux « hr (25°C. 60%RH) (BH 0 i L

5. REERVBREOREN
A% L7

6. fhElE DEEEEL (MEILFMEL)
AR



7.

A

BRI EIR L O EMF RGBT A R T A SRR

BIREIR L OAEM IR EVERBR T A RT 4 L (CERK 24 4 2 A 29 H SEFAI 0229 %
10 )M O TEHFAEAF O%IEEIR S O EY TR S RERIC OV QRAS (KL 24 4 2
A 29 HAF ) I Ul ae 96 Lo, SBRGE - B R—BEERE AL R
WL 12D,
aRBRI B © 900mL

B 37°C+05C

o] %0 b Y e R . 50rpm (pH1.2, pH4.0, pH6.8, 7K)
RBRFE R . [HRBERLOEWFHRGEERBR T R A2 IC#EE L, 2k b7
& v MECAEE [HANZ ] OB, 2 TORRESM IRV TERERAE S HEPL LT
B EHIE ST,

x5 b T~ M VR

[CHIE]

< pH1.2 (50rpm) T, FEUERLEI K OUASIX E $ 1T 15 20 AP ) 85%LL B L7,
- pH4.0 (50rpm) T, FEHERIAIR OATL T & $IC 15 /0 LANIZ Y 85%LL Byt L7,
- pH6.8 (50rpm) T, FEHERIAIR OA T IT & $IT 15 /0 LANIZ Y 85%LL Byt L7,
- 7k (50rpm) TiE, AEAERLFI L OAGIT & HIT 15 5 LA ) 85% LA B L7,

(P )

% 1if(pH1.2)/50rpm pH4.0/50rpm

100 f //: J 100 | .

80 F 80 F
< 60+ < 60t
¢ #®
w40 @40
o —C— 7 Ty MRASE (AR = —C 7Ty MEEEE AR
= a0 | O A (A (5 F— AR 37, 5ne = o0 | —p A () [T AR 37, Sng

THERT IS 2 325mg T RTI ST 326ng

0 15 30 45 0 15 30 45

min min
2if(pH6.8)/50rpm A /50rpm
100 r s o 100 F i - Y
%/ B P’—
80 80 F
g 60 5 60 F
- =
& 40t & a0
2 —k |77y MEESE [H AR 7 —tem |77y MELGHE [RABR

20 L ——t A GER) [k T~ F—ARE 37 Smg T oo | — A (5 [r-?v i 87, 5ng
- TEMT IS T = 325mg - TERT I/ 7= 326mg

0 15 30 45 0 15 30 45
min min
BRI : pH1.2= H AZE SR s A BRik D #5131 pH4.0=#»7-Mcllvaine DFE i
pH6.8= 0 AER 5 5 i HH A SR i D 85 211 K= A AZESR) R R



ME T TI )T
[IE ]

- pH1.2 (50rpm) TiZ, FEMERFINL OARMITLE HIZ 15 5 HUA
- pH4.0 (50rpm) Tid, AEAERAI N OARGITE 12 15 7L

¥ 85% LA i H LT,

¢
(2185 85%LL BRI L7z,
¢

« pH6.8 (50rpm) T, REUERLKIR OUARGIE E © 12 15 23 LAWNIC %) 85%LL BRI L7,
< K (50rpm) TIE, HEEYERIA L OASIE & 12 15 43 LLNIC 1) 85% 0L B L7=,

(s H )

H 1t (pH1.2)/50rpm

pH4.0/50rpm

min

100 /?_________‘__’—4—. 100 F f Py °
80 F 80 F
= 60 | = 60 f
b8 =
£ 40 i 40
= — S, MR T H AR g —e b7 Gy M TH AR
o9 b S A (A [k T F— AR 37, Sng oo L S U (A [ 5~ F— AR 37, Smg
TEhTI/ 7= 325mg FEFFI/ 7= 326ng
0 15 30 45 0 15 30 45
min min
H2i(pH6.8)/50rpm 7A/50rmpm
100 MF’—’—Q——O 100 | - ]
80 | 80 f
< 60 | < 60
# &
&40 B 40 - o
& L ek o & — N TSy MRS AR
B | ToT Tty hRak ndm S | — A () [T~ F— A 37, Sng
20 BRG] (5R) [ T~ F— KRl 37, Smg 20 FERTI /7=y 325mg
TERFI/ 72 325mg
0 15 30 45 0 15 30 45

min

BRI pH1.2= B ASHE R i BRI O LT pH4.0=87-Mcllvaine DB i
pH6.8= H A5} 7 i HH sl SR O 55 247K 7K=H AR5 H K

8. EWEAIARE
R L7

9. HEIPOAMAS DHEEARRE
ks m~ 777 4—

10. HEPOEUHSTDEE:
kv~ b777 40—

11. Aff
LR

10



12. BAT HAREMD H 5K Y
b= F—ntaRsta b

RUSRRNE

OH

i A F AR (R RIE T2 HE)

TEMNT I/ 7=0A%:

HO
: “NHz

-7 I/ 7=/ — A (RERETEHRE)

Ha:C O
N)l\CHa-
H

CTEFNATI) T
(FIERbE TR R)

HaC CHa

EURISEIEE

“~CH3

R A(RRFLE TRHEE)

HO
o]
)‘\/CH&,
N

H

R B (RRERLE TR HEK)

13. FEMNADELGRS - SENRHRLEHRICEHT H1E®

Frlo7p L

14. O
Frlo7p L



V. BRICEAT SHEA

1. MEERIIRE

Tt oA REUAICIBER S TR 2 80
I AR
e Wi DY

<%kt - RICEET SEALDEE>
BRI ICRB VT, T ORK & 2 5 &ERYRAE, DB - i ER, K77 Y 27 25
DI AR R M 21TV AR OG- OE G 2 HEITHWTT 5 Z &,

2. BERUAE

ENAERHER

WEL. ORANICIE, TR 1 B, 1 H 4 mROEET 5, SRR 4 REELLEET D 2 &,

7B, JERIG U CTHEEHEET 525, 1\ 2 §E, 1 H 8 e THRELARWI &, £/, 228
REOHGITRET D Z EMEFE LV,

RE®ROER

WE. R, 1\ 2 SEERO&EET 5.

k. BMEGTA5AIE, BERREAE 4 RERICLEZE, 1B 2 88, 1 H 8 fEAEAx TG
LW &, F7o, ZEMEREOBRGIE T A2 Z EDREE LU,

<HiZ%- HEICBHEI SERLDOIE>

(1) BE5OHE
BIEEREFICB N T, AAIRGFGE 4 BEZEE L THRBHIRFT 22 RP G600
Srald, MoOBEY RIEEA~OE R A RFT 5L, £2. EMIITER KOS R 2R L, &
B OGO MBI OWTHETT 5 2 &

(2) BE5DOHIE
PR BF BT, AAIOB G2 VB L U oA, IBEEDO R ZR T2
IZIRZIZHET D 2 &,

) BMEREH T, TAE Y VIR XIXEOBEED & 5 BE Ik L TARIZ & 57 535513,
1EI1EEET D &,

3. BRIREUE
(1) BRT—2/1\y7r—o
LR

(2) EEFRHE
BB L

(3) ERFREEERER
BB L

12




() BRMBR
R L

(5) MIERIEER
1) AL R RICHER
k2 L

2) HEHER
AR L

3) REMHR
AR L

4 BE - FRERIHER
AR L

(6) saHER
1) ERRERE - BEEARERE (BB - WEREEHRRER (TRRERER)
BB L

2) EB&EMHE LTEBFEONERFES L -HBROBE
BB L

13



VI. EHEREICEHT HHB

1. REZFHCEEH S LEMRIILEYE
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(ng-hr/mL) (ng/mL) (hr) (hr)
b7 S FECEEE 24 997, 208 160. 631 1. 05 5.98
[ H AN ) +370.869 | %35.370 | +0.43 | =1.13
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(ng/mL)
200 r
175
i
BE 150
h —O—+7F by Me A FE B AR
k125 —o— 1E IR (FEA, Mo~ R — /L HEREST. 5mg
5 T PI)7x  325mg
- Mean=®8.D., n=24
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{ng-hr/mL) (ng/mL) (hr) (hr}
R Tt FRCEEE 17220= - -| 0,97 | 3.80%
[ A AR 53 5158 | 1BISEM0T | "5 ng 1.62
i ife iz
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(ng/mL)
7000
6000 |
IfiL
w5000 | o k75 MRAKE T A
Ve —— (L) (EER, PP R — LA 3T Sme
* 1000 TRRI/Fx 325mg
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