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3) ER ERMFR) K/ n~ T 7 40—

() AER R
FLEER, 3 e

(6) 7€ [F1 %k
KRB 1EO=DE Lz (B2 GEFEFE) OH1FEM=3) ,

(DE&ES

T oX YT VU 60mg [ F—T ] 18
AREEMHBI Y Y — . K& U1 (B&%Z 15mL)
WiER
e HIEE
g | POIED S| e
B & Al [RNERGA 3 IffEI %
PR LA WHABROEY —IZ8E | M aoE Y —iz7
S S I TNTENTEWEOE| | FlNEEN T\ S aA—T 4 TN
- Tl B bRE BAD DT L ha— A, AR L7 g
F R N _ e .
o 60 €y — 74T BaER TR
S () N L OB A
G (%) HERBUA : 100.6 102.1 100.7
EEE (%) 100.0 98.6

11




7. B
(1) AR URERAE
XV 7+ P UEEIESR 30mg/60mg [ k—"T] 89
TaX VT 2T VUHBEE 30mg [ F—U ] MOT =%V T =) VUG 60mg [ —
U 1%, BAEFHFERLERICED N7 =% Y 7 = -2 VIR OEHBKICZN T
NEELTWDZ ERERINLTND,
JE s BREHERBRIECS RUER)
RBRIE : 7K 900mL
[R5 50rpm
WESE ke~ 777 40—
OB 30 R OEHERD 80%LL Lo & & L a LT 5,
(L - HARSESR H EHE A5

12



(2) W FHRIFEHER

721XV FOUIERIEFE Mg [ f—7 ] 10

[N B2 D80 EERAR O A AR SRR T A RT 40 CERL 184FE 11 H 24 H ¥
BFEAIF 1124004 5) CA T, HA RTA4 NHE, & N TOAEWZHRSEDNHER Sz

T 2X YT 2V UEMESE 60mg [ F—T | AREUERIFIE LR
SEMERER & LTz, Zeds, RBRBAI O AT KL, A RT A4 12Xk b B KHE

<AIEFEH>

i E& & : pH1.2, pH4.0. pH6.8. K

[B & % : 50rpm. 100rpm

HEBEF . JxXVIrFOUIERRIERE30me h—T

120 pH1.2, 50rpm, 7{F)LiE

100
g 80
# 60
H —Oo— HERIA|
K 40
5 St il
20 —o— 1RHERF|
0 L L L L )
0 10 20 30 40 50 60
BREREFRE (5)
BERE(5) 0 5 10 | 15 | 30 | 60
SERMA] | 0 | 121 | 356 | 524 | 787 | 959
BERE | 0 18 | 38 |37 |29 | 16
ZHRH| | 0 129 | 393 | 56.9 | 83.0 | 97.7
BERE | 0 19 [ 30 |30 |21 |12
120 ore - .
pH6.8, 50rpm, /SF /L%
100
% 80
# 60
H .
K40 —O— SEREA
20 —o— 1REHF|
0 L L )
0 5 10 15
BRERBSRE (5)
BFE(53) 0 5 10 | 15
BERMAI | o0 | 538 |957 1014
BERE | 0 |37 |15 |08
BAEWK | 0 | 604 | 969 [100.1
RERE= | 0 |35 |08 | 05
120 oLe
pH1.2, 100rpm, /\FJL%
100
~ 80
s
# 60
H —Oo— HERIA
w4
5 S )
20 —o— IRERF|
0 L L )
0 15 30 45
REREFRE (5)
BFRE(5) 0 5 10 | 15 | 30 | 45
HERGA | 0 | 179 461 |64.1 | 893 | 978
BERE | 0 18 | 25 | 25 | 1.9 | 18
FZHERH| | 0 [ 197 | 49.1 | 67.0 | 91.1 | 99.0
FERE | 0 16 | 27 | 25 | 24 | 16

BHE%)

TRHIE (%)

AR =12
2B E  FLE
RS

120
100
80
60
40
20

120
100
80
60
40
20

pH4.0, 50rpm, /SF)LiE

o

R4

- =

—O— BERRFI

RER ATV, EWFIE
Y7,

D 7z XY IO UEREE SE60mel b —"T |

45

—o— 1ZEHF|
15 30
FREREERE (5)
BER(5) 0 5 10 | 15 | 30 | 45
SERMA] | 0 | 218 |51.6 | 674 | 894 | 974
BEwE | o |13 |16 |12 | 10 | 08
1Z#ERK| | 0 | 254 | 551 | 700 | 902 | 97.7
BERE | 0 14 [ 12 |15 | 12 | 10

7K, 50rpm, 73K L%

—O0— HERIF
—0— RERF|
5 10 15
BREREFRE (5)
B (53) 0 5 10 | 15
SERMA| | 0 | 452 | 851 | 96.1
BERE | 0 19 | 08 | 1.0
AWK | 0 | 488 | 867 | 965
HERE | 0 | 20 | 10 | 06

13



DHERRE R CIEERE DO F 1 EHED L8 (5 K LE)

® OB g FEELECD) |
WAL | e | REUH | g | pup | WSRO REEOREEE ) CHE
A BRIE e h - D #(%)
(rpm) 43 padba] A S
10 35.6 39.3 -3.7 .
pH1.2 it
30 78.7 83.0 -4.3 | YERLE 0O SEAE H SR O
10 51.6 | 55.1 35 | T10%LAN }
50 pH4.0 3
30 89.4 90.2 -0.8
pH6.8 15 101.4 | 100.1 1.3 |ZREREHI 154 NI | T
K 15 96.1 96.5 0.4 |HI85%LL LA W
15 64.1 67.0 -2.9 | EEYERLH| O RD |
100 PH1.2 30 89.3 | 91.1 1.8 | T10%LA i
(n=12)
QBRRLEEFAICHITEHABHAFDME L DBHE N FILE)

R B R M @ (b) (a) 4%

. J{P\EHAX e Mt ~ qzi//j{fétﬁ$ (b)% F1A I r—'—»%»‘( NI
I(EH';B%( %ﬁ%ﬁ{ﬁi E?{:Fﬁﬁ ﬁ%‘ij/i,%j‘(%) i15%0)%ﬁ %2_7,,: m#l\é *Jﬂi E #J/tE
P ) (%) ¥%

pH1.2| 30 |746 ~ 82.8 |63.7 ~ 93.7 0 i
pH4.0| 30 [881 ~ 915 |74.4 ~ 1044| 0 |BRIEERGRICETE A OWHFEIC) 5

50 DONT, EEEHRE15%DOHIFAZE
pH6.8| 15 [100.1 ~ 102.4 | 86.4 116.4 0 2 24 D2 T ELLTC. +25%0 T

K 15 | 945 ~ 974 |81.1 ~ 1111 0 |EFHZEZALONRZN i

100 |pH1.2| 30 |85.7 ~ 91.7 |74.3 ~ 1043| 0 b
(n=12)

DOQD#ER L | BREBREIEZFNFIUTHONWT, IEHZEEINN RS L HE S,

WrT, 72XV 7= VUGS 30mg [ h—7 | & EUERZI(T =%V 7 =V Ui

FE60mg [F—U ) ), EMFNICFEEFETH D L AR ST,

Efy

14



21XV FOUIERIEFE60mg [ F—7 ] 1D

(%I EIE L O LW F I EVERBR T A RS0 J(CERL 18 4F 11 A 24 H IEBEERE
1124004 B)CL T, HA KT A DR, IBHRBR AT 7,

BHE®%)

B )

EHE®)

120
100
80
60
40
20

120
100
80
60
40
20

120
100
80
60
40
20

<BIEEHE>
= OER & - pH1.2. pH4.0, pH6.8, K

[ & % : 50rpm. 100rpm
HERAEF . XV IO UERRIEfE60mel h— ]
[ pH1.2, 50rpm, 78K )Lk
| —O— HERBHI
—o— 1RERH|
0 20 40 60 80 100 120
FREREERE (5)
BFRE(53) 0 5 10 | 15 | 30 | 60 | 120
HERRA | 0 | 129 | 393 | 569 | 830 | 97.7 1021
BERE | 0 19 | 30 | 30 | 21 | 12 |08
FZHERK) | 0 | 320 | 471 | 571 | 742 | 89.0 | 972
BERE | 0 |34 |34 |32 |27 |15 |10
[ pH6.8, 50rpm, /\FJLi%
—o— HERHH|
—o— REHA
0 5 10 15
FREREFRE (9)
B FE(5) 0 5 10 | 15
HERHA | 0o | 604 | 969 |100.1
BEREZ | 0 |35 |08 | 05
ZHERF | 0 | 745 | 875 | 921
RERE | 0 | 23 | 26 | 30

pH4.0, 100rpm, /3K JLi%
—o— HERRAI
—o— REHF
0 15 30 45 60 75 90
FREREERE (93)
BFfE(5) 0 5 10 | 15 | 30 | 60 | 90
HERSA | 0 | 331|642 | 792 | 958 |104.0 1055
BERE | 0 14 |15 | 1.7 |17 | 1.3 | 15
FZHERF) | 0 | 415 | 554 | 637 | 77.7 | 89.4 | 946
RERE | 0 14 |15 |15 [ 14 | 14 | 12

FBHE%)

FBHE%)

120
100
80
60
40
20

120
100
80
60
40
20

B®AK 8 o n=12
BBk LR
ZAERK . fEFl. 60mg
[ pH4.0, 50rpm, /SKJLi%
I —o— HBMH
—— 1REHHF
0 20 40 60 80 100 120
FREREERE (52)
BFRA(5) 0 5 10 | 15 | 30 | 45 | 90 | 120
HERSA | 0 | 254 | 551 | 700 | 90.2 | 97.7 |103.6 |104.1
BERFEE | 0 14 |12 |15 |12 |10 | 1.3 | 12
PEHERF] | 0 | 345 | 477 | 557 | 703 | 78.7 | 90.7 | 94.4
BERE | 0 13 | 08 |06 |04 |05 |11 |13
7K, 50rpm, /SKIL %
—O— FHERSIAFI
—o— IREMK|
0 5 10 15 20 25 30
FREREEE (93)
B FE(5) 0 5 10 | 15 | 30
BERIA | o | 488 | 867 | 965 |1015
BRERE | 0 | 20 | 10 | 06 | 07
ZHERF | 0 | 707 | 836 | 889 | 941
RERE | 0 18 | 14 |15 | 14

15



10.

11.

12.

AEBREF R VFERF| O T BHEQLLE (/N FILE)

EREofER LV,

WA L7,

N S i SERVE H 2R (%) Tt
FUEAE | ., | BRIRRER | Bmp | opmwe | EHE O OERMEoWERME | HE
AR I e M - D7 (%)
(rpm) 43 pelbat] padbat] =70
10 39.3 | 471 7.8 i
pH1.2 1
60 97.7 | 89.0 8.7
“ i 5 254 | 345 9.1 -
P 90 | 1036 | 907 | 129 |LOALAAICTESSNL L
W, B O T —
pH6.8 15 100.1 | 92.1 8.0 PSR D +15%LLpy | 18
7K 15 96.5 88.9 7.6 1
5 33.1 415 -8.4 i
100 pH4.0 ]
60 104.0 | 89.4 14.6
(n=12)

RRRIEZNZENIZHONT, HA R T A O HZEE) OFUNE D E S HEIZ

PeoT, 72XV 7 = F VU iR 60mg [ h—U | SHERERIFIOEHZEENIEEL L T\ 5
&l L7z,

. EYFHIRERE

Y LR

. HAIR QA OHERHARE

JxXxY 7 H T UERESE 30mg/60mgl k— ]
HiF 172Xy 7o F VU iEiEie) ozt s

HWRPDENRSDEES
72XV 7+ ERRIERE 30mg/60mgl k— )
BR (7% Y7o F VU EMEE OEREICLD

ballii]
BARRAY"

N

BAT SAREED & 5 Y
B - L 2

16



13.

14.

EARVNDEGRS - MESNFRCERICET S FER
M L7gW

Z 0t
M L7gW

17



V. JAEICET HIEB

1. EE - MR
T UG, IS, HONRIE GR  ROEZ. RGO REIE, T b R 1
PED 29

2. A%-RE
WE, EAIE 7 =% Y 7= F DU E LT 1 60 mex 1 H 2[R AKET 5, @,
TRELA B 12 BRI O/NRICIE 7 =% Y 7 = U VR L LC1[H 30 meZ 1 A 28], 12 %L
FO/PNRICIZ T =Xy 72U UEREE LT 1R 60 mgx 1 H 2O EGT 5, 7ok, iE
WIZ &0 EEHRT 5.

3. ERRRAE
(1) BBERT—2/\vF5r—
MR L

(2) BRERME
AR L

(3) ERPRZEIZFAER
EER R L

(4) RRMEBR
WAL L

(5) BIERIHER
1) FEBILLTRERSRR
MR L

2) LHEEERER
Pt A

3) T
Pt A

4)

it

- FRRERIER
N YR

ol

18



(6) AL
1) EARMIRE - BEEARARE HAEE) - WARIRE
R L

2) EAFGFHELTEEFEDNDABRIIEIENR L -HEBROBE
%M L7gW

SER (T BRRER PRELER)

19



2

VI. EFEE(CEII HER

. REZHICEESHSILEYMXITILEYEE

FRNFT 2T NVBE, TEITAFUEBE, X RI RN, AXRETL ZRAXRATFUT
~ VIR, T T AF U, T ARTF o b F U DU, A NZ D U R
BAF RNV, 020 LR®ETF VUG %

. EBER

(1) YERERL - 1R 12
PURBUARIRIC - TR Z B AETSHIIE A H DB AL 2 V5D I BV AT ¢ =—F — Dk
ZIIHIT D LIS B RS IO HifERICHE LS 2 2 LIS L0 .7 LV —EiR &8R4 5,

(2) ERhEEN T BHERAAE
MU ER L

() VERHIRMEM - HEER
MU ER L

20



VI. EYENREICEIT SIEHE

1. mAPREDHT - AEE
() BREADGIHRE

gkl L
(2) &x=m ':P);'%J"' 1|32 5 i
VI. 1. ( ) Eﬁ%ﬁfﬁﬁwu éﬂ’btml‘:f:‘/}ﬁr E\ E.\E\

(3) nt%ﬁfﬁﬁmméhf’mqjlﬁr
E%%E‘Jﬁ%‘fﬁﬁ%ﬁ

72XV F D UIERER Omg [ k—7 ] 19

T XV T VU 60mg [ F—T | SIEHERIKIEZ . T a A4 —"—EIC L ERE
N1 (7Y 72F V0BG E LT 60mg) fEERAS 1 (n=24) [ZHaA R 0%
5Ll AR ZBLIRIEE 2 JE L, S5 mEhiie T 2 —% (AUC, Cmax) 22\ T
90 %15 HH X A CTHERHIRAT 21T > 72 fE 3. 10g(0.80)~1og(1.25) DHEFHN TH V) | iliAlD 4
P RIZEME S MR S T,

(ng/mL)
350 T o 7 xFV T Y VRS 0mg [h—T7 )
| (%z#. 60mg)
% 3007 [iEL e sl (GEH). 60ng)
h f Mean+S.D., n=24
— 2501
2001 [
7
L 1501
ER
v
> 1004
B
B 50
0
0

é lé 1‘8 é4
BEHOMKE ()
EYEHE NS A =4

HEINT A—F BEINTA—F

AUCz Cmax Tmax T

(nghr/mL)| (ng/mL) (hr) (hr)

Tk TV IERE
gE60mg [h—17] 1527£624 |251. 25+125. 16| 2. 02+£0. 76 | 5. 183+0. 590
(SeAl. 60mg)
ARSI

@A, 60ng) 1454+ 606 |238.91+126. 87| 1.94+1. 11 |5.219+0. 777

(Mean+S.D.. n=24)

21



MRHFIDFIFE/IND A — 2 ORI BEREDTHEDZE R 90% 538X H
INT A—H AUC24 Cmax
I D 7 log(1.0476) log(1.0470)
EEMEDFED 90%[FHEXHE | 10g(0.9584)~ log(1.1451) | 1og(0.9230)~ log(1.1876)

MUEIREEE NC AUC, Cmax 0/37 A— % 1%, BBRH ORI, (RO - FHE
DRI > TR THEMER D 5,

4) i
MU ER L

(5) BE - fHAEOTE
B - L A

(6) BEE (KE 2 L— 3 ) BIFIZ& Y HIB L - BN N EEDER
DR L

2. EWEEHNIASA—S
(1) BRAT %
R L

(2) BILEETELR
R L

() NAFTRAFEY T+
PR L

4) HREEEH
JxXxV 0 FOUIEREIEE6ONg [ F—T] 13
kel : 0.1354+0.0153 hrt(f&HEak A . #am B a0 & 5)

® 7975
KPR L

®) HHEH
KPR L

22



5.

() MEBEHEE
R L

C® W

R L

B &

(1) hik—BEFEBE
LR L

(2) hik—BBEFEBE
LR L

(3) BH~OBTE
VI 10. HER, FER. FERLARSE 085O 2) 5 5

) BE~OBTE
YR L

(5) Z DDA DHTH
YR L

B

(1) femERE R U SR
YR L

(2) KBI<BI5T SEER (CYPA50 %) DA F1E
R L

(3) HEBEHROERRUZOHS
R L

) RBMOFEOERRULE
R L

(5) FHEABMOEERD/ 5 A — 4

BEERRL

23



6

7.

Bt
(1) it ER R UAERS
AR L

(2) it
AR L

(3) HhittsERE
AR L

b5 URK—5—(BIT 1E%
AR L

. BFICEHREE

VI 13. i@&EHGOIEA SR

24



VI. & (ERLOIEF ICEAT SHEE

. BERREFNDER
BA=RSAYA

N
B

SERBEZOEHRAEERZET)

(£ (ROBHICFBE LGN E)]
AHN DB T3 CBBUE ORI D & 5 B

3. FhEE -

BRICEET SERALOEEE ZTDER
Y L0

F% - REICEET SEALDIE L TDER
ZE LA

RERSNE LT DEH
Y L7

EELGEXRMIR L ZDEHRVMESE
EXLGEFNIE
1)

AHN = ZHEORFICEGT 25681, FEFEHE2ELZ T, TOHEAINLEG ZBLE L,
IFRFRKETREE TR D Z EMNEE LV,

2) ARFIOHERIZ L VRN ERD SN2 WNGEAITIE, BREEMCOEVES LnX 512k
BTbhZ L,

7. ME%EH

(1) RS L ZTDHER
A% L7

25




8.

(2) ftRFEELZDER

HrAZERE BRICEEI S L)

HHILE ERASERR - P E G BT - R
il 7 AFNOERZRTSED 2 EKBIET V=0 A - KEE(L
KEALT VX =7 N« KEE| D38 2 DT, [FRFZIRA S W72~ 7% v 0 A AKE| & —REHY
b= 72U LEARAF (W CEBEICERGETLHZ L, [IKRET DI LICE D RINE

NV Licksbol
HEE S5,

Y Ru~vwAf T

T XY T 2 F U UERBRED
MmAgRFREZ2 FH ISR L0
WERD D,

PBEE A OMEFIZ L 2AH O
U7 72 ZDART M ORI R
DIEINTER T 5 b D & HEE
SNB,

Bl{EM
() BMEROBME

ARFN I8 pARF AR S O R 1 I B EE DS e & 70 5

A 2 FEhE L TUR L,

(2) EXBEIEMA & DHEEIK

EXGEIEA (RETH)

M 2avos. 7F745F%>—:

av I T4 T7F =R HobNL T ENHLHDT,

B2+ TV, FERREE, iR, ERkE, M EE, M, SRS O HEUE R
N LN HAIIIR G 2RI L, WY RAELTTH Z &,

(2) FF#%aefEsE. #HE : AST(GOT), ALT(GPT). vy -GTP, Al-P, LDH @ A% DFHERERET
JHRH HDOINDZ EMHDHDT, BELE I TV )N
1L, @O AEZIT Y Z &,

(3) MEFRIBKAE. AMBREIA. 1FhBRED -
HZENHDHDOT, BEEHHITITO,
Wi EITH Z &,

W
O LI EITIE, &G 2T

BERRIERAE, AMERID . 4 PERID 3 8 & o
BENRO NG E TG AP IE L, @ik

)

£ DD EI1ER

T OHDEIYERA
BHEEAH
I %ﬁ\ﬁﬁ\ﬁ%\Hhﬁg\mim\xﬁ\wﬁﬁ@\%%\@ﬁ
P, L OUE
JHIERR s, ek, Ove, M. TR EIER B, R
BEEE" MAEVHIE, % DFE. FRE. WL, 32
B AST (GOT) k55, ALT(GPT) E5-
B - bR PEIRINEE, $R
ARz BiE, fE A
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10.

11.

Z Dt RO IR, BRI, VR, MW, R
E1) ZOXIBERP S SoNTHEIIE, KGE2PIETLHZ L,
H2) ZOXIREENRGLONTGEIIE, BiE, KREFOBEU)RLEZITS 2 &,

) BEARERARERAERVERREERE K
R L

(6) BHES. AHHE. BEERUTHOTREE R ORNFARRAE
R L

6) TMT LILE—Ioxtd BEBRUHBE
BRAEX L YRR

BEXTRER (EEFRH)

1) 2av D . FFI2453F>— 1 2va vl TT74T7F0—RNHObNDLZLENHDHDT,
B2 TV, FERREE, AR T, ERER, MR, MR, R O ORIk
N HONTGEEIZIT G 2R IE L, HURAEEZITY 2 &,

Z OO
B R
BEUE" it NESLNE N N

H1) ZoOXIBRERDS b HEIcE, haehikds L,

. mfE~NDERE
EhE~ORS

R CIXBERRREDME T LT D 2 EnE < Kl b b Hi S 2 A/ Tl hiR s E5-
TLHAENHLOT, BENBO LN HAIITERLEZ1T S 2 &,

bR, ER. BIGF~DERE
bR, EiR. RILBEAORS

1) AR ST LT 2 ATREMED & 5 e MEIZ i, 1R LA RYEN a2 bIa 25 &l <
NGB OHBEGTH 2 L, BEIRTORGICET 5 2eMIIML LT, ]

2) AP OLMEIIIAFIE G PR ER TS, [EMER (7> b)) TP~
BATT D2 & HmESINTn5, ]

INREADERSE

INREADEE

IRHZEARER, B, LR, SIS 2 LT LTuwieny, (RSP0

27




12. BRRBRERBRICRITTZE

BRERERRICRETRE
AFENL. T VNG BERNROS I D720 T VT s BRNOGHRA &2 FEfi 5 3~ 5 AR
MOAF OG5 Z &,

13. BERS

BERE

B G ICB T 2 WA X R O TR Y . AME T O B IR E G 0 SR 2R E B AN %
WA, b AREZRA L7z 241 (1800~3600 mg) TiX, JERIZARWVH LN TD F 1V, IRK
KO OEPHREINTWD, BERGFICBO L, WIS TIZE > TV ARy Z@EE D)
ETRET 2 Z L RO, EO%ROAEITHER, MBPEIELZRET 52 &, ek, AANZiM
BEHTIZ L - TBRETE 220,

14. BRALEDZEE

BERALOIE

FHIZATH - PTP AlEDOIANI PTP > — b bRV L CIRAT 2 Lo+ 52 &, [PTP
— RO LD, OSBRI L, I3 EE 2 U CHRERRIARZE D EE
REPHEZDIRT 2 Z LN MESN TN D, ]

15. ZDHDEE

BEARRANA

16. ZDfth

BARRNA
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1.

FIEHB
(1) RAFEHR
MR L

(2) BIRMEBHER
B L

Q) ReMEREHER
BEERR L

(4) & DAt > ZFEEHER
BEERR L

2. HMHER

(1) BERS HHEHER
AR L

() RS HIEHER
AR L

Q) ETERLESMHAR
REERR L

4) ZDihn k=M
BMER e L

X. FEEREREAERICBEI HRE
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X. EEMNEIEICEHT 5I1EH

1. BRHIRD
A% L7

2. B XILERERE
72xxY 7+ UERKIESE 30mg/60mg [ F— ]
FEFMIBE : 5 UM HE, T -ULICREED

3. ik - BREEH®
Byl o SRIRARTE

4. EFEWFEWEDTFER
(1) ZEETORYFEWVWEDEBESIZDONT
72XV 7+ EREESE 30mg/60mg [ ~— ]
AE

HAIZEVIBET D LRH D,

(2) ZFEFIZATEFDOEIR LM DLNT
BETEREG T A N
<TFvoLky : F/
ZOMOBEITEM A
VI. 14. @A EOFEEOEEZ B

3 BRFHOBERIZONT
AR L

5. XRBXKF
A L0

30



6. A

Rin4 OEIERE | WA EER, FEUTEESE)

T XY T 2 F R b
30mg [ h—7 |

PTP w3 | 100 §&

TRV T YRR SE

by a4
60mg [ e} PTP 4% | 100 6

7. BHROME

R4 @RS ME
7 =%V 7 = F Vb g |[FTP ARV TebE Ly, TV
30 R PTP w2 . - . = = >
mg ] vte— TAI -ARIZFLUTIR—D
T xRV T 2T U R S . o . . -
/j'{j: TR 1 > N2
60mg [ h—1 | PTP ©l%: | PTP AN R = 3 ol POV AN 2]
8. R—H% - R%hE
W—p4y : 7 V27 768 30mg, 7 V7 78 60mg, 7LV27 7 K74 uav7 5%

RSB r NF 72 7~ VBIE, TEIRAFUEBIE, X IR AXZD =K
AF T NVERMEE, T AFUBREE, =R TF U v F Y DUBRE, Auosy

DUMERRIE, NRSZAF RNV, n T 2 ViRt T ) U R

9. EFEERH
1996 4= 3 H 11 HEEE TOKRH)

31



10.

11.

12.

13.

14.

15.

HERTEAZFABRUVERES

i EIRFEAGEAEHA H KR ik
N SO TR -
ZEF T e S CMBISE | 90134 9 5 15 B | 22500AMX00256000
30mg [ h—7 |
> O YR ERtE B
=XV T2 AR | 901348 91 15 0 | 22500AMX00255000
60mg [ h—7 |
FMEENESEERB
i HAMFEEIEAE A B k3
T xR T o F VR
30mg [ h—1 | 20134 6 /] 21 H
T XV T o F YU R EE
6ome (o) 2013 4F 6 A 21 H

ZheE - IREM. X - AEXEENEOEABRUZORR
A RBTANA

BEERER. BIMESERARFABRVUEORE
A% L7

BEEYME
Y LRV

RELRFIREERICET 51EH
AFNL, BTG DR G) AR BT 2 HIBRIZE D STV 7R,
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16. £EI—F

JE A (874 AT L e o .
IR o L —
\ BN fo e Ao
7 E XY T = F ORI | 99965102 4490023F2209 622236501
30mg [ h—7 |
. SRR
XY T 2TV AWIEE | 99356509 4490023F1202 622236601
60mg [ h—1 |

17. REHBEALDFEE
ARENT LW EOBREERLTH D,
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1.

XIl. X [

51 Rk

1)
2)
3)
4)
5)
6)
7
8)
9)
10)
11)
12)
13)
14)
15)

NSRS AENE R - ISR (BE 30mg)

NSRS AENE R« ISR (BE 60mg)

FOFSE SRS B R« BRI (BE 30mg)

FOFSE SRS B R« BRI (BE 60mg)

FRNIEAER S HENE R - e RRABIZ 31T 5 2 E MR (BE 30mg)

FOFNSE SRR L AR - SEEERIRABIC 31T 2 ZEVERBR(BE 60mg )

FR RS AENER - %% O E MR GE 60mg)

BN SRR AL AR - RLERRBR ; A HEBR (BE 30mg)

FANSE AR AR R - AL ERER 5 A HBR(BE 60mg )
FASEAER S HENE R - B P RS ERER ; v HRER(BE 30mg)
HRASEAE RS HENE R - B PR SRR ; v R (BE 60mg)
Fi-NYOE B ARSE R 7 i, C-3867, 2011

FRANSEAER S AENE R - B P RS PERER AR AR L IRIR L (BE 60mg)
FANIEAR RSt AENE R - fitg O 22 E MR

FORSE SRSt ARNERL B - BT R O B G- T = — 7 @i R

. ZEDDSE

AR L
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XI. {& =

1. BR% - IREXEICEL TERKHIBZT S ISH->TDSERR
AREOERIZET 2R « KEIZIIAR L ZT CORWREICET 2 EERAE £ 5, R
FEERHSLL TORVARDBEENTEY, S ETHRBIN TV EIRBEFIETHE LN
TR RAFIFEL LTIRR LTV D, EREEEDEKEM 25T 25 ECOSEFRTHY |
IMTEFHED RS Z R4 DO TR,
PORRARML T 35 0 IR e AR TR @B 2 A K74 BT % Q&A 1TV T
(2D 3) | (FFITHE 9 H 6 A EAEEEERK - BTG RERES - B3 HR
A FES)
(1) g 10

72XV I FOUBRIER 0mg [ F—7]

72XV T 2 F VU UERESE 30mg [ N —T | X, T =X Y T =7V U 60mg [ h— T |
& BEEEB DA NS T O DR LN L2 D, g 0L EMIC>E E L TE Y
XY T = VU 60mg [ F—T ) OFRE TSI TEE N,

72XV 7 FOUIEERIESE 60mg [ ~—"7
WA
7 XY T 2 )V EEEESE 60mg [ F—1

B i

& R TERLF1E

AEBRELA] 140 B8 (HOt) £7213 100 88 GESE - i) =&V, BB (R Iv—7F
A LM-PLUS) THM#d 5. (n=1)

& RAFESRAE

- WO

ZM 1 25°C - 60%RH, 1000 1x BOET (3 6 A #ORERTEEF 120 5 1x - hr BLE) , BiEDfE
DEXI3Smm UTET5.

RERSB BRLETIAF v I oy —1LET v T THE.

- HEYE - BHIE
&t . 25°C - 60%RH, S

RAFRS « TIVITETE TRt Ol 7 2 (Fik)

O HRBRIE H K OGER Hik
- WBRIEH ML R GRER MMEROEEEY 100% & L THIT )
< BRI AR OFER 75 E SRS RE AR T AR E O RIK O B K OSBRI L D, (n=3)
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| f(?n%

plifrpa PRATSRA AERIEH LIRS 1 5 A % 3 & H#%
D
wi | neoprn| seokhrn | (D07
TX )T F T ot & B(%) 99.0 100.4%3 99.6%3
R SE 60mg (FEAFHE (%)) (100) (101.4) (100.6)
'h—1) 4% HEOER*L | A0 R | a0 R*!
S - B &%) 99.0 98.0*3 99.3*3
(FAT72(%)) (100) (99.0) (100.3)
1 BERFUZ ) TWEWIEWNED T 4 L LR DNELE
%2 PEMNELT
%3 1 WIS L 2 EEEE R b, BEEEESHE L
(2) iR - BAMRURBRERSEF 1 —J0EAM%E 19
|
T xXx YT =2 F VU 30mg [ F—1T )
T xX VT xRS 60mg [ h—1T |
B ik
OF 4 A% — (Exacta-Med A —F /LT 4 A0 H—) OV A M HEKERY . T4 A

NP —NICA L EEANTER N R RS,

@K EFANWT 55+ 1 CICRRE LTRSS D5 WITEIEKET 4 AP —00 5K 20mL K%
WELY . ¥+ v 7 (Exacta-Med & —F V5 4 AP —L®y NTRRE) THL., T4 A
AN —Z R L7OIREE T 5 A HAGE T D,

@F 4 ARY—ZFT 0 B 15 {EEMES L, A - BBORNZ BT 5,

@REL TWD Z L BHER INNIZOD FIE~HET, IR R OHA X THE 5 /o MiE LD
FIEZITV, REAHER S NAUEOO FIE~ET, S DICHE L2 WSEEIERIRO O E/E~
e,

OFANIR F TR DAL D, BT AANII S 7L LT b DIZHONTO~Q@DIEE
AT ). MBERROEGEIIHE 5 nHME LOOFIEEZIT 5, Z DR RIS THE - KRB L2

R E kT 5,

OFT 4 AN —D Xy v TERVA L, Fa—7 (FOMAONLD 2/3ZKFEICL, T
g AR Y —EEEHF A S E 30cm OALEIZE Y ML THL) ITERY D, JitiER 2~3mL,~
O CRREIR 2 L Z 2o,

OF 2 —7 %@l LI RBIR 2RI L, E|ilETHE L%k, pH ZET 5,

@R E T 2 — 7 NICE T LIAAUTE R, S BIZKEK 20mL 27 4 AP —THEAL,
e Z e,

QN ZHBEDTF 2 —THEAR, WEROSEBIZ OV T, G E D EEMOF L BHICT
HeRT 5,

OEIEBIEIC CGRBEIZR U2, D WVIETF a—THENREE 2556, Fa2—7%% 12Fr 12
R L, MKz ilE, @~0oEELZTT 9,

WA
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B B - RS

HAa Y F sy M) =a—=2TFI9NT74—F 400 Fa—7 (8 TLUFES:
120cm)
Baxa ttf! Exacta-Med A— 7 /5 4 AP — (FH) 60mL V1 X
Baxa 1 &OMAA by a3y 7 =FiEk
TER BT 44— Faxs X—100
WS RUEITR pH A —%— LAQUA F72
| f(?n%
. AR
Nl SR EATH
H®A ABRIA H XG50
AREEE 5/ CRAEEL 7=
T2 %Y T F O | B 8Fr Fa—7 : R F = T RIBHT S
some bty (R EI LHES)
J . Fa— T OB TICRD BILD
(B CHREMNPHER TEDIRWETH D)
AR 57 CRREE L 7=
T %Y T F O R | B 8Fr Fa— : WAL T 2T HiBET 5
60me [ F— (k24T L 5)
ers F a2 —TIZOHRDLT IR D IS
(AR TP HER T HINMETH D)
. FOMOBREER

LARK T 7 —~ AR ERERE T A —L"—

http://www.kyosomirai-p.co.jp/medical/
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