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CER% 1087 A 15 HIEFEREE 634 &) (£ D 42)

B GiE | AR ek

AR

/X RV

pH1. 2

L ARSI T AR O 1 1R

pH4. 0

: WERR - WERRD- b U U LR (0. 05mol /L)
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<pH1.2, 50rpm>

<pH4.0, 75rpm>

120 120
100 100 |
80 B . 80 -
§
60 B -F\a- 60 -
H
&
40 B 40 -
20 | o FJT7YSLEE 0.25mel T3] 20 L o= )T VT LEE 0.25megl T/3]
-o- FZHEHIKI - (ZAEHIF
0 1 1 1 0 1 1 1
0 15 30 45 0 15 30 45
R (99) R (43)
R (99) 5 10 15 30 45 FER (49) 5 10 15 30 45
SHER#UK | 30.2 | 58.0 | 76.5 | 99.5 | 101.6 BRI | 29.8 | 60.4 | 79.2 | 96.3 | 98.0
FEERIK | 16.0 | 54.7 | 91.2 | 96.3 | 97.2 FEuERI | 13.3 | 48.2 | 82.4 | 97.7 | 98.4
<pH6.8, 50rpm> <7K. 50rpm>
120 120
100 100 F
80 B . 80 -
€\°/
60 1 # 60
i
40 + i:'\‘40—
o= M) TS LEE 0.25mglT73] - M) TS LEE 0.25megl /1]
20 ’ 20 55 0
- ZHERE| - FZAERIKI
O 1 1 1 0 1 1 1
0 15 30 45 0 15 30 45
R (4) WEfE (43)
e (49)| 5 10 15 30 45 FEf (492)] b 10 15 30 45
SERBIFI 21.4 | 48.3 | 70.8 | 96.3 | 99.8 BRI 23.5 | 53.9 | 79.6 | 100.0 | 103.0
EAESRLR 11.8 | 35.1 | 61.6 | 91.1 | 95.6 FEuesuA 18.4 | 48.9 | 76.0 | 96.1 98. 2
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ENETERE S
FHFHI : BHERAIZ I E RV 7Y T5L L TO0.26mg ZEEERNMCRAKET D, B,
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(Ri& - AEICEEYT SFERLOEE)
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720, 0.5mg ZBZ /N2 &L L, fﬁ@&i TS THEICED D Z L,

Q) ARIRIEICIL, MEOEANICIRHIELZ &, 70, Wﬁbfﬁﬁbt% B DR L
TIHE &2 BAET 5 £ CTIC T 7o BEIRIFREI N E e o 12356, UTHEIRGE iz T —
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T, FHPHERT 2ANIEBN 2 AT D RTREER S 5 & IR S HR 0wz &,
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ER e L

QEEERNE
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6. EMEEICEHT HIEH

6— 1. EEPHNICEEHIILEYRITILEYME
TaFVTGA, O AXPRA, = FTFTERAEOR Y VTP L REIRE AK|

6 —2. EEEA
OVERERAL - YERBF Y
HRFERRIA Y Y U7 B e R omfE3E (EIRA) Th o | EEARIMEME R IsEYE T
5 GABA @ GABA ZBIKDY 7 H A4 7T D GABA, ZREA~DIEE et S A 1EH 2 HT
%o ZOGABMZRIRITEROY 7=y ML VERENTEY  ZBERITHEE Y T R
FVBENT57874 RFx XV E2XOEERICAL, ZOF vV EZHOIEHZET
GABA B ReMEA A B2 L SE 5, T kv 8%, (BIR, HURZIEMZR EOER 277,
MEEHE AN F RN 5 R S ORI 35 1) B B BRSO Bl . S OV KM 5 7 IR B
oML EEZBND,

@ & EH 1 DA
LR L

O FISRTR - R
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7 — 1. MAPEEDHT - AlEE
BELEMGMBREE
PAN-v A

Q& I R E B
(7 —1. OEKRR CHES ST OHSMR

QEGRABR CHER IN-MPRE
ORNUT VT LEBEO0. 126mg 53] 9
NUT YT AEE 0. 125mg [ /3] LAEWERIAIZ . 7o A4 — N—EIC LD EnEn 28 (MY
7Y T .ELTO0.25mg) MRS FICHER AR DG U ClfE R R bR EE 2 E L,
B on-Ey@EiEe T A —% (AUC, Cmax) (Z-OWVT 90%[EHE X BIVEIZ CHEEHIRNT 217 - 1255
. 1og(0.80) ~log(l. 25) DEIFANTH V. WHIO AW FHIFISMED MR ST,

e (1% FE =G D FHIRI MR T A R T4 VO —EdEIZ DV T
- (R 13465 A 31 A, [EIRERE 7186 )
HERE L 10 4
; 25 2 Hip 7 v 2 F—N—{k
BT Sonl, & 1o e IR 11 R
5= fHl 28 (MU TY A58 L TO. 25mg)
£ 1 FRE 10 B (B Hmi, &5 0.25, 0.5, 1, 1.5, 2. 4, 6, 8, 24 IHffH)
PRSI 5 HELAE
CALIREA LC/MS/MS %
0 r
5 | O: b7V ZLEE0.125mg [F/\]
2 ® : IRAERF (2. 0.125mg)
E" 0 ) HZERE. n=10
1.5
4
# 1.0
%
8 05

L 1 1 1 1 /L )

//
0 2 4 6 8 24

wrE5®OEM (hr)

CFEEEFEAERZE, n=10)

EYERE T A—F >

B8 AUCo-24 Cmax Tmax T2

(mg) | (ng+hr/mL) | (ng/mL) (hr) (hr)
FU T Y5 AEE0.126mg (73 | 0.25 | 12.9+2.1 | 2.1+0.4 | 1.0+0.6 | 3.1+0.3
FEVERLA] (BEAI. 0. 125mg) 0.25 | 12.1%+3.0 | 1.9+0.5 | 1.1+0.6 | 3.2+0.6




<HIERR>

AUCofle Cmax
ISRESIpYsg log(1.08) log(1.15)
90% 15 FH X [H] 1og (0. 940) ~1og(1.240) | log(1.055)~1og(1.243)

SRERJE BN ONT AUC, Cmax 280D /RT A — 2 1%, Wil ORI OFECE A% -
s%kﬁﬁ Ko TRRDREENS 5,

IRFE 2 DR

ORYTYV T LEE0.25mg [T 3] 10
RU TS5 hEE0. 25mg [F /3] CAEYERIKIA /o 2F—~—JEic L) FhEhn 2k (FU T
VT LT 0.5mg) HEFRRE S T A HAIRIE 1 5 U C i RS (LRI 2 W Ly %

SIT-FMENRE RS A — & (AUC., Cmax) (2O CREEHIENT 21T - 7= 55 5. i1 0 A= Wrn 6 2
PEDHERS STz,
e I 3K 0 oo 858 S g A D AGR WZBE LI T R EER O TR W EIZ DN T
= (B0 55 45 A 30 H. MEL 718 =)
EREE | 104
o | 2R 2 B0y v A — =]k
B3 ik 7K 100mL & e H AR 1 i 5-
Beh-& WEI24E (FRUT YT LELTO.5ng)
BT | 9 BEaS (&5, &5 0.5, 1. 2. 3, 4, 6, 8, 24 FH)
RIEHIR |7 BFE
CALIREA HPLC 15
6 —
5 O: c)F7YSLEE0.25mg TF/\]
@  EAERK| (FgF|. 0.25mg)

FHRERE. n=10

1fn ;& iR E (ng/mL)
w

—

1 ] ] ] ] // )
/4

0 2 4 6 8 24
BE®OERE (hr)

<HWIIENT A= > (P4 + BEYEfRE, n=10)

BhH-& AUCo-24 Cmax Tmax Ti/o
(mg) | (ng+hr/mL) | (ng/mL) (hr) (hr)
NU 7T LEE0. 25mg [T 3] 0.5 | 29.1+4.6 | 4.0+0.8 | 1.4+0.5 | 3.7%£1.0
EHERLE] (BEAI. 0. 25mg) 0.5 | 28.6+3.0 | 3.9£0.7 | 1.3+0.5 | 3.8+1.1
<HIERS >
AUCq-24 Cmax
RO b log(1.01) log(1.01)
90 %15 #H X [#] log(0.91) ~log (1. 13) log(0.91) ~1og(1. 13)
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<K FDA, A—RA LTV ToHE>
g
FDA : Pregnancy Category X (2003 4£)
F—2 N5 U T DN
hTITOIR . . C(2011 4)
(An Australian categorization of risk of drug use in pregnancy)

2% OB

FDA : Pregnancy Category

X: Studies in animals or human beings have demonstrated fetal abnormalities or there
is evidence of fetal risk based on human experience or both, and the risk of the
use of the drug in pregnant women clearly outweighs any possible benefit. The drug
is contraindicated in women who are or may become pregnant.

A —AKNZ U T D%5%E : (An Australian categorization of risk of drug use in pregnancy)

C: Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing harmful effects on the human fetus or neonate without causing
malformations. These effects may be reversible. Accompanying texts should be
consulted for further details.
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