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pH6.8(50rpm) (2 35 15 2 V& H it K (BOrpm)IZF3 1 % ¥R H bR
100 100
.80 | .80 |
= ®
H § TEAEBH D THHHE 9% H % BAEBH D THEHE £ 9%
= 60 = 60
\%/ w0 | —@— EAJ BV UEEI15me r2T7 ) \%/ 0 | —— EA TR 1Bmel 7 I T
—-O—- BHELH| (§EH. 15mg) ——O—- BHEBF| (2. 15me)
20 20 |
‘ —e——e—e—ry
0 & < S 0 . . . . .
0 60 120 180 240 300 360 0 60 120 180 240 300 360
REfE] (min) REfE] (min)
pH1.2(100rpm)IZ 331 % ¥ H i
100 | \
g [
\{g
H
%—_ 60
% %; AR T Bt + 15%
— 40
—— EA SR UEE15me 7207
20 r ——O-- {EHMH (5H]. 15me)
0

0 5 10 15 20 25 30
KM (min)

9) EH Y XY 4E30mg (73 7 7 )

ARBFENL TEFEEIEG O LRI REERER T A R T A ) (THEHL,

(71%) B RvEHEERE SRk
AR - [FlEE50rpm

A BR W . pH1.2. pH3.0, pH6.8. /K (50rpm)

pH1.2 (100rpm)

HE AL YE

15 J7LANIZ ) 85%LL BT % 70, SUTER
B SR D S ) s L SR AT HE R o0 SRV T 2R
£15%DHIAIZH 5

SRR LA 0 AP H SR A HE LK oD SR HY
RE12%DOFPHIZH D

A BRI O S SE v HH SR AR YRR D SR A
HEINDHFIHIZH D

SRR LA 0 ARV HH SR A HE LR oD SR HY
RE9%DOFPHICH 5

H| g FLE
[ R | R T P R
pH1.2| 15%
10 7>
r5?n pH3.0 360 4
P H6.8 LTD
PHB-S e
LTD
A e
100 pH1.2| 15%
rpm

15 J7LANIZ ) 85%LL BT % 70, SUTE
B S5 D S ) s L SR AT HE R o0 SRV TH 2R
L15%DHPHICH 5

(FER) TN TORBIRIZB W CHIE 2w 72 U, BEHERA L is 8 o2 A5 2

DR ST,



pH1.2(50rpm)IZ 3517 % ¥ H i

pH3.0(50rpm) 235317 % ¥ H il

100 f ------—------Q 100 f
........... 3 N %ﬁﬁﬂﬁﬂ@%%ﬁru‘%
. 80t .80 ¢t
Vi Vi
H H
= 60 = 60
N % BRI TS HE = 15% M
~ 40 ~ 40
—— EA A UEEI0me 73 T7 —— AT AT R0 TET7 |
20 = O+ {BHLH (GHI, 30me) 20 — O {EEBE (8], 30me)
O I I I I I ) O . I I I I I I I I I I I )
0 5 10 15 20 25 30 0 30 60 90 120 150 180 210 240 270 300 330 360
REfE] (min) REfE] (min)
pH6.8(50rpm) (2 35 15 2 V& H it K (BOrpm)IZ 31 % ¥R H b

100 | 100 |

80 | ) 80 | )
v % IEERFOTHBHE L% 7 % IEERFOTHBHE 0%
H H
= 60 L R = 60 L R
— —O— A1) UEE30mel 72 T7 ) — —— EA )R U0l 72 T7 )
0 0
L) w0 | ==O == {ZHEHH| (525, 30me) L) w0 b ==O == {ZHEHH| (525, 30me)

20 20

120 180

e (min)

240 300 360

180
e (min)

240 300 360

(=) B EB

pH1.2(100rpm)IZ 3317 % 1A H i

[y

cemOmm—-
1

% BENFOFHFHEL15%

—— EFTAY U ER0meTET7 )
==O=- 1ZHELH| (5. 30mg)

10 15 20 25 30
KM (min)
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3) v'4 7Y %Y 0DElSmg (737 7
ABUFNT T RERSL DLW FH RSB T A R T4 ) ([THEHL,

(715)  BlRstairigs S Rk
ARG - [FlE450rpm, 100rpm
# BR W . pH1.2, pH3.0, pH6.8, /K (50rpm)
pH1.2 (100rpm)

I E FEE
[ HA| FR Ir [H) E TR f ) E L
15 77 AT 85% LA E¥sHI 32 7n, ST
PHL.2| 154y | BRI 0D T2 H = 3B M o P e
T 15%DHEIPHIZ & 5
co |omso| 1870 | PBRBLAIO T sk bR o VA 1
_ PHOV1 360 2y | s+ 12%0#PHICH %
PP | O | PERBGAID I I RO I
PEOS| pewm | s+ 9% ElRIcH 5
" AT | FRBRELA O YR H 2 AR E LA O PR H
BE | RE9%DOFPHICH D
100 15 57 AT Y 85% LA EsHI 35 7>, ST
rpm pH1.2| 1545 | BREUH) D W27 HH 38 I3 M RLA 0 S0 H %
T 15%DHIPHIZH 5
(R T X TORBRIKIZIWCHEREME A 72 U, RN L8t 2H 55 2
E DR I N,
pH1.2(100rpm) (23515 % s H i pH3.0(50rpm) (2 35 15 2 V& H it
0+ edaeeeeee === 100 |
gy e Cw
H H
= 60 = 60
;/0\ % EEMROFHBAHELIS% ;/0\ % MR OFHBEHEL12%
~ 40 ~ 40 |
—— AR ODEE15mel 72 T7 ] —— AR ODEE15mel 72 T7 ]
20 r —=O—- ZHEHH| (GEH]. 15mg) 20 —=O—- ZHEHH| (GEH. 15mg)
0 . . ' 0 . : . . : '
0 5 10 15 0 60 120 180 240 300 360
P (min) e (min)
pH6.8(50rpm) (23317 % ¥ HH il K (BOTrpm)IZ 33 1) 25 ¥ H B AR
100 | %g*,.‘—’;z'éﬂﬁdﬂ)¥iﬁli§uj$19% 100 v %;ﬁa%ggﬁuou?migmxig%
5 o —@— A B 0DEE15mel 7377 ) S o —@— EARJ U 0DEE15mel 7377 )
E 60 | —-O—- THERH (§EH. 15mg) % 60 | —=O=- HEEMH (GH. 15mg)
% %
~ 40 } ~ 40 }
20
. = == |
0 60 120 180 240 300 360 0 60 120 180 240 300 360
i (min) FEM (min)
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pH1.2(100rpm)IZ 315 % ¥ Hih#r

00+ mdae e
B e
Vi
% 60
N % PRI T 1 LI + 15%
~ 40
—O— EA1)52J 0D 15mel 7377 |
07 —=O—- B (§2H). 15me)
0 .
0 5 10 15
IRFfE (min)
4) ©A4 270 % 0DEE30mg (727 7|
AREFNT [T EIES OEY TR SRR T A T A ) 1L,
(715) B Rwtagg S RuiE
RS . [H5550rpm, 100rpm
X B 9k . pH1.2. pH3.0. pH6.8, /K (50rpm)
pH1.2 (100rpm)
P E ALY
[ i 5| AR A [P 7 P Pl ALY
15 73 LANIZ ) 85% L B3~ 25 2~ XFak
pH1.2| 15743 | BRI 0 TH7 HI IR 0 TV i
+15%DHiIPHIZH D
50 |pH3.0 15 57 %iﬁ‘?@ﬁ@éﬁﬂ®fi@1§u”j$&i$%@§éﬁﬂ®¥i’wﬁﬂj
rpm 360 7> ifilz%@ﬁu&i&;é ‘ _
DH6.8 ETO | FRBRRFA 0 P28 H 3 TAR ERA 0 S5 35
Tl OB | RE9%DOHIPHICH D
" BTO | BRI D SPEE s H SR T HE R 0 -2 P H
e | 9% OFPAIZH 5
100 15 %\LJWLZIE] 85%%#?&*&?6 VARN %!i?ﬁ
rpm pH1.2| 15745 | BREUHI D LA H SR A HERLA 00 S B HH =R
+15%DHiIPHIZH D
(fER) TN ToORBRICBO THEEEAm - L, EERE i Egosbtsf45 2
EHERR ST,
pH1.2(50rpm)iZ 334 % I H i pH3.0(50rpm)iZ 334 % I H i
100 | 100 |
‘ go LT e T ‘ 0 | §1gz§§g§|]a)z|zig;§mziu%
s s
H H
s 60 % 60 r
M § BB TR B £ 15% N
~ 0 | ~ 0 |
—@— EFJ5J U 0DER0mMe 72 T7 | —@— EFJ5J U 0DER0mMe 7277 |
2o —-O-- {RHEMH (§EH. 0me) 20 —-O-- 1AL (§EH. 0me)
0 : : ; 0 : : : : : ;
0 5 10 15 0 60 120 180 240 300 360
M (min) M (min)
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pH6.8(50rpm) (23317 % ¥X H K (BOrpm)IZ 31 % ¥ H
100 ¢ %%ﬁiﬁﬁﬂm?ﬂi@ﬁi%rs;% 100 v %#;%Zéiﬂﬁllquiﬂ;‘%ﬂﬂ%is;%
w O —— A 5UBJODERIOME 73 T7) w O —@— A 5UBJODERIOME 73 T7)
;”é 60 | -0~ EHEBH (BH. 0me) }”m: o | -0~ {EHEF (BH. 0me)
= 40 } = 40 }
20 |
0 M L L L s s Y
0 60 120 180 240 300 360 0 60 120 180 240 300 360
REfE] (min) REfE] (min)
pH1.2(100rpm)IZ 331 % ¥ H i
00+ o—e-=g========
gy [ g
\Zg
H
%—_ 60
M % BARAIDT B + 15%
= 40 |
—@— EA5AY0DEEmMe 2 T7 ]
20 —-O=- {ZHE8H| (5], 30mg)
0 1 J
0 5 15
REfE (min)
(2) AMEHHEA~OmES
AU E Y U EEsmg [ 77 RO A T U XY 8E3Omeg [ 2 7 7 1, BHASREST
EHRLERIZED LN VAT Y X UHERBRESE DR HHICEES L TWD Z ENER ST
W5,
(FiE)  HREHRERIE SRk
AR - FIHEE50rpm
ABRE : pH2.0(900mL)
(F&55)  15mghe : 457 MO N80%LL L & AT 5,
30mghE : 4557 M DOEHFENE0% L LD & AT 5,
8. AYEmRERE
A% L0
9. HAIFDEMES DHERARE
SEAN AT IR e B I E I
10. HEHPDOEMED DEE;
Wik~ N797 4—
11. A

BARRNA
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12.

13.

14.

BAY DAREIED & 5 Y
OH

: = LS
H:C N —0
X 0 7 ~NH

[1]

H
5 iS5
0 0] N =
\/\I@\/CH:a
(3]

ARLIENREGERICET HER
A% L0

Z D
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V. AERICEY 5IEH
1. MEERIFME

2 EUHERR IR
7272 L, TRROWT N DIRE T HORENGEONT A AU SRFIERHEE S5 AR
60

1. ORFHEE, EERIEO
Q@ FEEYE, EEPREICIN X TR LR =L LT # 2 # ]
QBEHFPE, HIIEICN A T a-7 Vo ¥ —PHER A H
OEFRE, EIRIEIONZ TE ST A RREEH %26/

2. AEHEE, EIEEICNZ TA v R Y | A

 <MEEXIEHRICBET HERALOEE> :
L BERIS ORW S LT BE IR L COBMEM A BIET D 2 & BERWLISMNT b itHERE R - IR |
CBERAMESE . BERFEEELORER (BIEREIR, B AR FORIRERER TS 24T H5E
R BDHZLICEETA L, :
2. HAZERUA=

1. BEERZEZ. EREEZOADBERVEBERZE. EFEEITMATRAILRZIILYLT7HIXIE

a-JNaAVE—FEREFE LLIXEST7FHA FREFEFEHT 554

WHE., RACIZEA Y 2L LT 15~30mg & 1 H 1 BIFIEFTUIHAE IR D5

T 5,

¥, PERI. AEES. JERIC XV BT 58, 4hmg & LR ET 5,
2. BERE BFEEICMATAURY VAKEZFERT 556

W RNZIZE AT Y 2L LT 15mg & 1 H 1 [REIRET TR RICRO#&K ST 5,

¥, PERIL AEMS. JERIC XV T 528, 30mg & LRET 5,
 <FAZERUAECEET 2HEALOEE> |
() SRS S BE SN TV L0 T RRICRET 258 FEOXRICBEL. |
1B 1E g A SREERET S EAEELL, |
(2) 1 H 1[H30mg 725 45mg (I L2 RICTHIENIEEL L7232 < 5TV H DT, 4bmg
! [CHEET HI58I1CIE. FEORBICEET S L, !
(3 AR VEDBRABICEW TR, BFEAZHESA TS Z L, 18 16 15mg A
! SR EEBIAT B I &, AR A ET 2 5A TR KL OV R A DR « #5231 8lgg L |

RABEEIITY 2 &, !
72770, 1HEELT30mg AW &,
C(4) RICEESE TIAIMEESE T L TS0 T, 1B 1HE 15mg ASREERETH LM
ZFELLY,
L (5) AFNTOENTHIET B3, DRI D OWILIC X 0 B0 RBL % 1453 5 A Tl e |
‘ 7o, WERE IR TERAGATy Z &, (IVI-14.08 8 EoiEE ] 0ES M) (0D 8D 7r) :

15



3. ERFRRUIE

(1) BRERT—%/8v4r— (2009 £ 4 ALIEAREREB)
YL

(2) BREREHFE

HUER R L

() ERPRZEIHER . BAMHER
MR L

4) FHRIRER  AERIZERAR
MR L

(5) HRELAIEAER
1) EEAEETHERGHER
MR L
2) HEERERER
HEER R L
3) BEMHER
M EE e L
4) BE - fRRERIAER
MR L
(6) BERIER
1) FERARERE - FEEARERE GFHRE) - RERTREERAR (TRERERKRER)

LR L
2) RBEML L TERBFEONER AR L -HBROBE
AR L
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VI. EHFEEICEHT HEHE

1.

2.

REZHICEESH HLEMRITLEYE
F7 YNV FHER

FIBER
(1) 1EREREL - 1ER%F
AV AY ARPINHEE SN D 2 BIBERIFIR, A R ) URBitE AR A Z ik, FiCk
D REFENE A S L, KA T 2 PO AL LRI E @O MK T SE 5, (A
U ARBIMED ERTH DN A R ) fERIEEE LS EEET b0 L HEI S TW S,
(2) FEshFEAFH T SAERAAE©
VA 7Y 2V U5 16mg [ X7 7] AIERERF 20 L, JERSR 2 BUBE RS 4 H ARFAES
% KK-Av <7 212 4 AR S (0.003, 0.0075 3 X% 0.015%) L, MiEH s/ ra—2%
LTS R VBEICRTTEEERF LT,
1) MiEH 73— AR RIE TR
BRI D 0.003, 0.0075 35 LN 0.015%EED MG 27 /L 20— ZPEEEIE, RTHREEOE & Hoilg L
TV BFEHFIICA B RMEEZ 7~ LT, BERFNICB O TH RO R b,
BIFIDOKHST D% R O MG 7 L 2 — AR ICH B AITRD bR o T,

5001
NS
~ 4001 ‘ NS
q
&l NS
bED | **% **
- *% KX
X - R
@ 3004 | *% :0:0:0 XS
% 3 B
X Sl
J R RS
7 Sl
= 200+ XX B
N Sl
O] KKK . ez _
Rl ::::: SR AR ERR 72 (n=8)
Hr ::::: *%:p<0.01 vs X FEFE(Dunnettfi iE)
g X B3 NS: B B 772 L (Student DR E)
100- Sl
DOO e
XA B
% KRN
IXX] RS
RRX] KX
RX] B
0- 24000
0.003 0.0075 0.015 0.003 0.0075 0.015
%R R A FR AR

Bt e A U2 g E (%)
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2) MG A AU PRI T3 R
SHERLA D 0.003. 0.0075 35 LN 0.015%EEDMIET A > AU T, HREEOAE & kbl L
THEERFRIR TERZ R L2, SEHFA EZEITRO v hro 7o, BEHERANZ W T
b [FAIREDE A AFED B ALTz, WRF Oxsd 2 & HBERMOMmET A > 2 U REICHEE AT

RO BRI T,
40
NS
2 T NS
~.
\g/o T ‘
b -
g% 20- T
’\ T
jan\
N T SPHE + R HERESE(n=8)
Ay BB ERE R EECR L CRBR A B L
T 10 BEERIR OV o F BRI B WO AR
#r RBAIZ B2 > 7= (Dunnetth i) .
3= NS & 772 L (Student DU )

0.003 0.0075 0.015 0.003 0.0075 0.015

xfHR AR LA 2 VE |
Rt e A T2 o E (%)

(3) YEFZIRMRA - HiuhEns
P - L 2

18



VI, EYEREICEEY S1EE

1. MmMPEEDOHS - BlEE
(1) BELEDGOLHRE
B E e L
(2) ZEhHEERERRME"
[VI-1-(3). AR AR TR S AL 7= I e | DTES R
Q) ERERABRCHRIN-MDREE"
EWFHIRIF R
AEANL [HBERGOEY LRGSR A K74 ) ICHE,
) A7) EY U8 1bmg (727 7))
VATV LY B 15mg 7 X 7 7 ) LEERIFI A 7 A A — N—{EIZ D ERE L BE (B
F 7Y &Yk LT 15mg) RS T ICHE R HRIRE O 85 U Tl ig R AR LR 2 1 E
L. &oni-Eyihie 7 2 —% (AUC, Cmax) (22T 90% (S X EEIC THEHIENT A2
fTo7-fE 5, log (0.80) ~log (1.25) OFFHNTH V. MiAIDEMFAR D HER S Tz,

(hg/mL)
1400 (n=16, Mean=*S.D.)
—— AT R
1200 | o 15mg™r=77]
th s Lt d 4 ~o- A A 15me)
27 ]aid
% 800
%
&2 600 ¢
=
400 }
200
0' M M 2 M M M
0 4 8 12 16 20 24 (hr)
BRS
HEIRT A—H BEINT A—H
#A 4, AUCo_24 Cmax Tmax tie
(ng hr/mL) (ng/mL) (hr) (hr)
v 2R 8449.8 1023.6 1.7 6.41
15mgl 7 I 7 7 | +1979.3 +268.7 +1.2 +0.92
T HE R 8679.1 1029.7 1.6 6.10
($24). 15mg) +1445.2 +179.9 +1.0 +1.26

(n=16,Mean=*S.D.)

MAE R N NS AUC, Cmax 0D /R8T A —Z 1%, #ERE ORI, RIR OEREUE 5L « By S
DORBREMIZ L > TR D[RR D D,
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2 VATV EY U EE30mg (727 7
A7) E Y U8 30mg 7 X 7 oy | LEWERIFI A I A4 —AN—EIZ I EREN L EE (B
F7 K LT 30mg) HERERA S TR BLRIRR D HE 5 Uil R R L IR 2 I E
L. SoN7-3mEE T A —% (AUC, Cmax) (Z2W\WT 90%(EHEX A THEHENT 2
1To 75 5E, log (0.80) ~log (1.25) O#FIPANTH V. WHIDED LIRSS TR STz,

(ng/mL)
(n=20, Mean£S.D.)
1600 } . —— EFTUIY R
1 T 30meg™r=2J7)
o 1400 | : -0~ FEEWH (574, 30me)
% %
81200 &
* 1
Z 1000 F[F!
.
800 g
E ‘i
600 FF |
)+
400 H!
2 D e
0 = i i i i M
0 4 8 12 16 20 24 (hn)
R
HENRNT A—H BENRG A—H
pippa AUCo_24 Cmax Tmax tie
(ng hr/mL) (ng/mL) (hr) (hr)
[ ARV VAN 10420.0 1331.8 1.8 6.74
30mgl % X 7 7| +3282.9 +555.1 +1.0 +1.85
FEEHERL | 11225.5 1341.0 1.6 6.72
(/). 30mg) +2573.1 +335.9 +0.9 +2.30

(n=20,Mean+S.D.)

MAE TR N N AUC, Cmax 50 /R8T XA —Z 1%, #ERE ORI, ARIR OEREUE 5L « B S
DRI L > TR D[RR D D,
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3) 427U % 0D §E 15mg

FatEESF o R AR KR

A7 X 0DEELSmgl 7 X 7 7 |47 U X OD$E15mgl 7 2 7 7 | LA ERIA| (O
WHE) &, 7 RAA—RN—IRIX0ENTN1EE (47 ) XV L LT 15mg) fEFERAS
FlTHER R ARG Ok L TIRA (n=20) XOVKTHIRH (n=20)) L CifEfRZ( bk
REZRAE L, 5o YEiE T A—4% (AUC, Cmax) 22O\ T 90%[EE X MEIZT
AT 21T > 7285 5. log (0.80) —log (1.25) DO#IFANTH V. WAl LR ESE M

RS iz,

(k7 L THRA (BRYERGANIK TRRAD ]

(ng/mL)
1000 ¢

800 Hitiil

600

400

200

-_———=ur

(n=20, Mean*S.D.)

—— EF T VS ODER
15melr=77)
-o- ZHESA (FFA), 15me)

40

48 (hr)

HE/NT A—H BEINT A—H
fHI4 AUCo_48 Cmax Tmax tie
(ng hr/mL) (ng/mL) (hr) (hr)
vA 7Y # 0D i 7864 786 2.0 6.98
15mgl 737 7| +2996 +9234 +1.1 +1.85
R Y LK) 7651 793 1.9 7.01
($E4]. 15mg) +1927 +238 +1.0 +2.49

21
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FESF RS

[k ThRA]

(ng/mL)
1000 ¢

800 |

600 [

400

200

(n=20, Mean+S.D.)

—e— AT USYVODER

-o- RERFI @A 15me)

15mglr=77]

0Oe - e
0 8 16 24 32 40 48 (hr)
S|
HIE/NT A—H BHEINT A —H

pippa AUCo_ 48 Cmax Tmax tie

(ng hr/mL) (ng/mL) (hr) (hr)

A7 U %2 0D §E 7819 799 1.6 6.96
15mgl 737 7| +2023 +190 +0.6 +1.69

FEEHERL | 8444 869 1.6 6.12
(BE/], 15mg) +1759 +181 +0.9 +1.27

(n=20,Mean=+S.D.)

M AE RN ONZ AUC, Cmax 25D /3T A — 2 1L, W& O, Rk OFCEUE# « FR %
ORERFLFIC L > TEL D REEND D,
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4) 4270 % 0D $E 30mg
A7 Y 2 0D §E 30mgl 7 X 7 7 | LAEVERA] (FiESE) &, /e AA— Rk &
nEN18E (A7) 2V & LT 30mg) REEMRAS FICHEAREERO#&S Ok L CRA
(n=14) KUK TIRM (n=20)) L TIEEFREGKREZRAE L, 506073 MmEIRE N Z
A—2% (AUC, Cmax) (22T 90%/5#E X VLI THFHI#ENT 217 - 72 k558, log (0.80) —
log (1.25) OHFAPHNTH VD, MWHIOEYFHIFEI M L ST,

(k7 L THRA (BRYERGANIZK TRRAD ]

(ng/mL)
1800 (n=14, Mean%5.D.)
1600 } —— U U9 V0D
30melr=77)
el - o~ FERA (A, 30me)
5 "
& 1200
* =
Z 1000 f.ogri T
e e
% goo pufli
r3
B
600
400
200
0 . . . - . : ———
0 8 16 24 32 40 48 (hr)
BFRS
HEIRT A—H BEINT A—H
A4, AUCo_,48 Cmax Tmax tie
(ng hr/mL) (ng/mL) (hr) (hr)
v 27U &Y 0D bE 13394 1312 2.7 6.93
30mgl 7 7 7| +4205 +509 +1.1 +1.25
FEEHERL | 14021 1236 2.2 7.73
($24]. 30mg) +3813 +369 +15 +1.82

(n=14,Mean=*S.D.)
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[k ThRA]

(ng/mL)
1800 r (n=20, Mean=5.D.)
1600 | 1 —— LA TUSY V0D
Hl: 30melr=77]
g TR - o- EEmE (A 30me)
i P
= 1200 |
*
z= 1000 }
it 1%
Z gool}
ez h
55
600
400 fi
200
0e . . . - ————y
0 8 16 24 32 40 48 (hn)
RS
HITE/NT A —H BEINT A—H
A4, AUCo_,48 Cmax Tmax tie
(ng hr/mL) (ng/mL) (hr) (hr)
A7 U % 0D b 13860 1384 1.8 6.93
30mg 7 X7 7| +3063 +351 +1.1 +1.49
FEE HE R 14682 1382 2.2 8.68
($24]. 30mg) +3975 +435 +14 +6.04

(n=20,Mean=*S.D.)

MIER AL ONT AUC, Cmax 580287 A —4 3, Hld OB, ARIROTIREL - FH%
DRBRSGMINC L > TRAR D AREMDR S 5,

(4) s
YRR L

(6) BE - ftREOXZE
BRI L

6) B&EH (REaL—Y3ay) @iTICkYHBAL-EYERNBEESHER
EERR L

2. EWEREFRE/NTA—S
(1) A=AV RETIL
MM ER L
(2) RUEREEL
MU ER e L
@) N"AATRLSEY T+«
M ER e L
4) HREEEH
MU ER L
%) YIVTFTIUR
MU ER L
(6) NMAHE
MU ER e L
(1) mMFEBHFEEE
MU ER e L
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3. IRUR
MU ER L
4. oD
(1) ik — AR P& E 4
MM ER L
(2) Mm% —RaAEEEPS @AM
7 v MBI 558 Cld. 40mg/kg L EORETIE - JRIESE RO EE, HAR OEFE
DOIRAEAS, 7V X TR 535 T, 160mg/kg B CHEW DI UIRENFNEh 1
B, I - BRIBFETROEENR BN TVND,
Q) Eitr~nBITH
7 v N THHNFR~OBATRHE STV 5,
4) HERADFITHE
MM ER L
(5) oo~ DBITHE
MU ER L

5. B

(1) FRBIERLR U BETS
AR P CRBES D,

(2 RBISE5TIBR (CYPIS0 %) DHTFHE
B L

(3) PEBBHEOERRUTOEE
GRS L

() REMOFHLOERRULLE
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FDA : Pregnancy Category C (2011%7H)

— A DA¥E
AZALT ITORR , , B3 (20064:6)
(An Australian categorisation of risk of drug use in pregnancy)

2% OB

FDA : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and
there are no adequate and well-controlled studies in humans, but potential
benefits may warrant use of the drug in pregnant women despite potential
risks.

A —A F 7 U7 O453%E (An Australian categorisation of risk of drug use in pregnancy)
B3 : Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human fetus
having been observed.
Studies in animals have shown evidence of an increased occurrence of fetal
damage, the significance of which is considered uncertain in humans.
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